PeweHune CoBeTa EBpasuiickoi akoHoMmuyeckon kommccum ot 3 Hosi6psA 2016 roga Ne 88
06 yTBepxxaeHUM Tpe6oBaHUM K MHCTPYKLUM MO MEAULIMHCKOMY NMPUMEHEHUIO JieKapCTBEHHbIX NpenapaTos 1
oblLuel xapakTepucTUKe NeKkapcTBEHHbIX NpenapaToB ANsi MEAULIMHCKOro NpPUMeEHeHUA
(r. AcTaHa)

B cootBetcTtBMM co cTatbamu 4 n 8 CornaweHus O eauHbIX NpuHUMNax wu npasunax obpalieHus
NneKkapcTBEHHbIX CpeacTB B pamkax EBpasuickoro akoHommuuyeckoro cotosda ot 23 gekabps 2014 roga, nyHkTom 98
npunoxenns Ne 1 k PermameHTy paboTbl EBpasviickon 9KOHOMUYECKOW KOMUCCUW, yTBepXaeHHoMmy PelieHnem
Bobicwero EBpaswuiickoro askoHomudeckoro coBeTa oT 23 pgekabpsa 2014 r. Ne 98, u Pewenvem Beicwero
EBpasuiickoro akoHoMmuyeckoro coseta oT 23 gekabps 2014 r. Ne 108 «O peanusauum CornaweHuss 0 eauHbIX
npyHUMNax u npasunax obpalleHns neKapCcTBEHHbIX CPeACTB B pamkax EBpasvicKoro aKOHOMWYECKOrO CO3ax
CoBeT EBpasniickon 3KOHOMUYECKON KOMUCCUM PEeLLUIT;

1. YTBepouTb npunaraemble TpeboBaHUA K WHCTPYKUMM MO MEAMLMHCKOMY MNPUMEHEHUIO NEeKapCTBEHHbIX
npenapartoB 1 00LLe xapakTepucTuke nekapcTBeHHbIX NpenapaToB Ans MeOULUHCKOro NpUMeHeHUs.

2. Hactosiwee PeweHne BcTynaet B cuny no uctedeHnn 10 kaneHgapHbIX AHEW € gaTbl BCTYNNeHUs B CUny
[MpoTokona, noanucaHHoro 2 aekabpsa 2015 roga, o npucoeguHeHun Pecny6nuvkn Apmenus k CornalleHuio o
€[MHbIX MpUHUMNAaxX u npasunax obpalleHus nekapcTBEHHbIX CpeacTB B pamkax EBpasniickoro 3KOHOMUYECKOro
coto3a oT 23 gekabps 2014 roga, HO He paHee 4eM Mo ucteveHun 10 kaneHgapHbIX AHEN ¢ AaTtbl ouuManbHOro
onybnvkoBaHus HacToswero Pelienus.

YneHbl CoBeTa EBpa3sMmnckomn 3IKOHOMUYECKON KOMUCCUMN:

Ot Pecny6nuku Ot Pecny6bnukun Ot Pecny6bnukun OT Kbipreizckon Ot Poccuickon
ApmeHusa Benapycb KasaxcTaH Pecny6nukn Penepaunm

B. NabpuensH B. MaTroweBCcKkum A. MamuH 0. NMaHkpaToB W. WyBanos
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YTBEP>XXEHbI

Pewennem CoBeta

EBpasnimnckomn 3KOHOMUYECKOM KOMUCCUN
oT 3 Hos6ps1 2016 1. Ne 88

TPEBOBAHUA
K MHCTPYKLUU NO MeQULIMHCKOMY NPUMEHEHUI0 NIeKapCTBEHHOro npenaparta U obLeil xapakTepucTmke
nekapcTBEHHOro npenapara Afsi MeAUMLMHCKOro NpuMeHeHus

|. O6LKre nonoxeHus

Oblwan xapakTepucTuka JfleKkapCTBEHHOro npenapata Ans MeaWMuMHCKOro npumeHeHus (ganee - OXJIM)
COAEpXUT odumumanbHylo  MHMOPMAaLMIO O JekapCTBEHHOM npenapate Ans  MeOWLUMHCKOTO  MpUMEHEHUs,
npefHasHayYeHHyo Ans MeAuUMHCKUX paboTHMKOB B LiEeNsX NpaBUIbHOrO Ha3HayYeHns nekapcTBEHHOro npenapara u
KOHTpons 3a ero npumeHeHnem. MHdgopmauma B OXIIT nognexut cornacoBaHUio YNONHOMOYEHHbIMU OpraHaMu
rocyfapcTs - YneHoB EBpa3mMmnckoro akKOHOMUYECKOro Co3a (aarnee CoOOTBETCTBEHHO - rocydapcTaa-yneHbl, Coto3) B
chepe obpalleHuss nekapcTBEHHbIX CpPeAcTB B XO4e  peructpaumm  wm  nocnedywowero  obpaiieHns
3aperncTpupoBaHHOrO JiekapcTBEHHOro npenapata Ha Tepputopun Cotosa. Cogepxanve OXIIT moxeT 6biTb
N3MEHEHO TOMNbKO C 0400PEHNS YMONTHOMOYEHHbBIX OPraHoB rOCYAAPCTB-YNIEHOB B CAepe 34paBOOXPaHEHNS Unu nNpu
HanpasneHuM UM YBeAOMIEHNS B COOTBETCTBMW C NMpaBunamy permcTpaumm n aKCnepTm3bl NeKapCTBEHHbIX CPeACcTB
ANs MEOVLIMHCKOTO NPUMEHEHWs, yTBepxxaaeMbiMy EBpasninckon akoHoMmMYeckon komuccunen (ganee - Komucens).

OXIIM gaBnseTca OCHOBHbIM WMCTOYHWMKOM MWHpopMauun ans MeguuuHCKMX paboTHMkoB O 6GesonacHom u
3PP eKTMBHOM MCMONb30BaHUN NIEKapCTBEHHOro npenapaTta. MIHCTpyKunst No MeauuUMHCKOMY NPUMEHEHUo (NNCTOK-
BKNnagbiw) (ganee - J1B) nekapCTBEHHOro npenapara cocTtaBnsietTcsa B cootseTcTBumu ¢ OXJIMT.

OXIJIIM He npegHasHaveHa ANS yCTaHOBNEHUs OBLWMX pekoMeHZ4aumi No feyvYeHuio oTAenbHbIX 3abonesaHuin,
O[HAaKO B Hel JONKHbI ObITb YKa3aHbl KOHKPETHbIE acnekTbl NeYeHns N NOCNeACTBUSA NPUMEHEHNS NeKapCTBEHHOIO
npenapata. OXJIN He pomkHa codepxaTb OOWMX pekomMeHZauuyi no npoueaypamM BedeHWs TeX WM UHbIX
NMaumMeHToB, HO B HeW AOMKHbI NpUCYTCTBOBaTb cneunduyHble acrnekTbl Af1 Ha3Ha4yeHWsl COOTBETCTBYHOLLErO
rnekapCTBEHHOro npenapara.

HacTtoswme TpeboBaHus copepxaT ykasaHMA OTHOCUTENbHO npeacTasneHvs wuHdopmaumm B  OXIM.
NHbopmaums, npeacrasneHHas B kaxaom pasgene OXIN, gomkHa 6biTb COOTBETCTBOBATL KaK AOKYMEHTY B LIENOM,
TakK ¥ C 3arofnoBKy pasgena, K KoTOpOMy OHa OTHOCUTCS. HekoTopble BOMpoCkl MOryT BbITb pacCMOTPeHbl Bonee Yyem
B ogHonm 4yactm OXJIM, n B Takux cnyyasx [onyckaeTcs ccbinka Ha apyrme pasgensl OXIIM, B koTopbix
npeacTaBnieHa COOTBETCTBYHOLAA AONONHMTENbHAsA MHOPMaLMS.

Hactoswume TpeboaHusa criegyeT paccmaTpuBaTtb B COMETaHUM CO crieumduydeckumm TpebosaHmammu k OXIN
OTAEeNbHbIX rPYNM NekapcTBEHHbIX NpenapaToB (HanpyMMmep, BakUMHbI, NArMnNnpoBaHHble B6enku nnm nekapcTBeHHble
npenapatbl, MOMyYeHHble W3 MNa3Mbl KPOBW, roMeonaTuyeckne nekapCTBeHHble npenapaTbl), YKasaHHbIMW B
npunoxenusax Ne 2, 3 n 13 k HacToawwmm TpeboBaHnAM.

Kak npasuno, Tpebyetca otaensHaa OXIIM ansa kaxgon nekapCTBeHHOM hopMbl, @ B HEKOTOPbIX CNyYasx v ong
posunposku. Mogrotoeka eguHon OXJIIM onA HECKONbKMX NeKapCTBEHHbIX (OPM 1 (MNK) AO3MPOBOK OCYLLLECTBMNSETCS
B Tex Cny4yasdx, Korga cxema npuema nekapCTBEHHOro mnpenapaTta npegycmaTpuBaeT W3MEHEHWe pexuma
A03MPOBaHNA unn cnocoba NprMeHeHns, CNoNb3yeMOon NekapCcTBEHHON OPMbI B MPOLECCe NeveHus.

OXIJIIM pomxHa 6bITe pa3MelleHa Ha canTe YyNONHOMOYEHHOro opraHa rocyaapcTaa-yneHa B cdepe obpalleHus
neKkapcTBeHHbIX CPeAcTB MHAOPMALIMOHHO-TENEKOMMYHUKALIMOHHON ceTn «HTepHeT», a Takke Ha oduumanbHOM
cante Coto3a B MHpOPMaLIMOHHO-TENEKOMMYHUKaLMOHHON ceTn «HTepHeT».

Il. MpuHUMNBLI NpeacTaBneHns MHopmaLnm 0 NekapcTBEHHOM npenapare,
a TakXxe BOMpPOChHI, Kacarwmecs cocTaBrneHus (M3MeHeHus), IKcnepTn3bl U ofobpeHus nHopmauum o
nekapcTBeHHOM npenapare

1. MHdopmauus, cogepxawasca B OXJM n JIB gomkHa GbITb NpeacTaBneHa B YETKOW U NAaKOHUYHOW dhopMme.
OXIM v NB BkntovatoTca B Moayrb 1 pernctpaumoHHoro aocke. Mpu HeBbINONHEHUN TpeboBaHUI, NpeabaBNAeMbIX
k coctaBnenuto OXJIMN n (nnwn) JIB, yka3aHHbIX B MyHKTax 7-9 - ANS OpUrnHanbHOro nekapcTBEHHOro npenaparta, B
nyHktax 7 v 8, nognyHktax 10.1.1-10.1.3 - Ansa BOCNpOM3BEAEHHOrO, rmMbpuaHoro, GuoaHanornyHoro (6uonogo6HOro)
JNIEKapPCTBEHHbIX NpenapaToB, PEMMCTPALMOHHOE AOCbe TaKoro JIeKapCTBEHHOMO NpenapaTa UM JOCbe Ha BHECEHUE
MU3MEHEHUN B PErNCTPaLMOHHOE [O0Cbe IeKapCTBEHHOrO npenapata NPU3HAeTCs HEKOMMIEKTHbIM, U 3asBUTENO
npeaocTaBnaAeTcs NPeaycMOTPEHHbI MpaBuiaMyM permcTpaumMm 1M 3KCNepTu3bl NeKapCTBEHHbIX CpeacTs And
MEeOMLMHCKOro npuMeHeHusi, yTBepxaaembiMn Komuccuen, Cpok Ha npeacTaBrieHMe HeooCTalolwuMx mMaTepuanos
perncTpaLmoHHOro AoCbe B COOTBETCTBUM C 3aMeyaHWsiMM YNONHOMOYEHHOro opraHa (3KCnepTHOW opraHu3aLunu)
pedepeHTHOro rocyaapcraa.

2. Kaxgbln pasgen OOMMKEeH HauMHaTbCs C MHGOPMauMM, OTHOCSILLENCS K OCHOBHOW LiENeBOW rpynne
naumMeHToB, ANs KOTOPbIX MpefHasHa4YaeTCs JIeKapCTBEHHbIM npenapat, M nNpu  HeobXoauMOCTU  OOJDKEH
OOMOSHATLCA KOHKPETHON MHpOPMaLMEN No OTAENbHbLIM rpynnam (Hanpumep, 4eTW UNu fnyua NoXKoro Bo3pacTa).
B cnyyae ecnu npenapat npeaHasHayeH ansg eAMHCTBEHHON LeneBOW rpynmbl «B3POCIIble MALUEHTbI», TO YKa3biBaTb
3TO B KaXXgoM pasgferne He obsizaTenbHo.

3. B OXJN gomkHa ncnonb3oBaTbCs COOTBETCTBYIOLWAA MeauLUMHCKas TEPMUHOMOIUS.




4. OXJIN copepXuT MHOPMAaLMIO O KOHKPETHOM FEeKapCTBEHHOM NpenapaTe, MO3TOMY OHa He [OIbKHa
BKIOYaTb B CeOHACCHINKM Ha Apyrue nekapcTBEHHble npenaparbl, 3a UCKMYEeHWeM Cry4vaeB, KOrga 3To SiBMNSeTcs
npenocTepeXxeHneM, pekoMeH4yeMbIM YMONIHOMOYEHHBIM OpraHoM rocyaapcTBa-urneHa, a Takke B Criydyae, ecnu
npenapat HeobxoouMO MpUHMMATb MO CXEME WCKMYUTENBHO B COBOKYMHOCTUM C APYTMMW JIEKApCTBEHHBLIMU
npenaparamu.

5. TlpuvHumMnbl, ycTaHOBMNEHHble HacToAWMMKM TpeboBaHMAMM, NPUMEHMMbI KO BCEM JE€KapCTBEHHbIM
npenapartam. Vicnonb3oBaHve 3TUX MPUHLUMMOB ON1S1 KOHKPETHOro NekapcTBEHHOro npenaparta OyaeT 3aBuceTb OT
Hay4HbIX OaHHbIX O HEM W NpaBoBblx ocobeHHocTen ero perncrtpaumn. OTKNOHeHWe OT HacToswmx TpebosaHwui
OOIMKHO ObITb 060CHOBAHO B COOTBETCTBYHOLLIEM 0030pe Unn pe3toMe perncTpaLMoHHOro 4OChE.

6. B OXJIN pomkHa cogepxaTtbCs Cebifika (B cooTBeTCTBUM € nNpunoxeHnem Ne 10 k HacToswmum TpeboBaHusim)
Ha caWT YMNONIHOMOYEHHOrO OpraHa rocyaapcTBa-yfieHa B WMHAOPMaLMOHHO-TENEKOMMYHMKALMOHHON CeTU
«MHTEpHEeT», Ha KOTOPOM OHa pa3meLLeHa.

7. Onsa npoBepneHuns akcneptuabl npoekTel OXIIM n JIB npencrtaeBnstoTcs, B yncne npodero, B popmate MS
Word ¢ BO3MOXHOCTbIO pepakTMpoBaHus. B xoge akcnepTusbl € Uenbid Havbornee MOMAHOrO U MNpaBUIbHOMO
OTpaXXeHUs 3aMeYvaHnin 3KCnepTbl BpaBe BHOCUTL UCMPaBIEHNs B pexume peueHanpoBaHus (dyHkuns MS Word) B
npeactasneHHble 3assuTtenem npoektbl OXJMN un J1B.

8. B cnyyae BHeceHus wusmeHeHun B OXIIM un (nnu) JIB Heobxogumo npeAcTaBuTb MOMHbIE MPOEKThI
pencteytowmx pegakumi OXINM w (unn) JIB, a takke nonHblie npoektbl OXJIM un (unum) JIB ¢ naMeHeHnsimu,
BHECEHHbIMU B pexunme peLeH3npoBaHus. lMonHble npoektbl OXIM n (unn) JIB ¢ n3aMeHeHAMU, BHECEHHBIMU B
pexvme peLeH3VMpoBaHus, npedHa3HadyeHbl Ans OTCNEXMBaAHWS BCEX BHOCUMbBIX W3MEHEHWN, YTBEPXOEHWIO
noanexar UCKIMKYUTENBHO COrfacoBaHHbIE MO pe3ynbTaTam BHECEHUS U3MEHEHMI nonHble npoekTbl OXIM n (1nu)
JIB. Bce BHocumble B OXIIIM n (unu) JIB nameHeHns JorxkHbl 6biTb HAay4HO OGOCHOBAHbI, 3@ UCKMIOYEHWEM NPaBOK
penakUMOHHOro xapakTepa.

9. MNpun BHeceHun wusmeHenni B Tekct OXIMM wn JIB pepxaTenb pernctpaumMoHHOro yOOCTOBEpPEHUS
OPUrMHAmNbLHOIrO IEeKapCTBEHHOrO MpenapaTa AOMMKEeH BKMYUTbL B MoAynb 1 pernctpauvMoHHOro [ocbe, B
COOTBETCTBUM C TpeboBaHUSIMM MpaBun perucTpaumm n 3KCNepTu3bl NEKApCTBEHHbIX CPEACTB ANs MEeAMLMHCKOro
npumeHeHusi, yTeepxaeHHbIx Komuccumen, OXIIM u J1B, yTBepxaeHHble B CTpaHe-npoussoauTene, u (unu) ctpaHe-
aepxarene permcTpaLyoHHOro YOOCTOBEpPeHUs, U (unu) apyron ctpaHe ICH, roe 3aperMcTpupoBaH NeKapCTBEHHbI
npenapar (Mpy Hanu4ynm).

10. B oTHOWeHNM BOCNPOM3BEAEHHbIX, TMOPUAHBLIX M BuoaHanornyHblix (6MonogobHbIX) NekapCTBEHHbIX
npenapartoB npu BHeceHnn nameHeHun B Tekct OXJIMN v JIB gencTByoT cnegyrowime gononHuMTeNbHble TpeboBaHums.

10.1. DepxaTenb perncTpaumMoHHOro yaoCTOBEPEHWS NekapCTBEHHOro npenaparta AOMKeH NpeacTaBuTb:

10.1.1. Konuu gewncteytowmx B pamkax Cotoza OXINIM n JIB opurmHanbHoro (pedepeHTHOro) nekapcTBEHHOro
npenapata. Ecnu opurnHanbHbin (pedepeHTHbIN) nekapcTBeHHbIM npenapaT B Cokw3e He 3aperucTpyMpoBaH,
Heobxoammo npeactasutb OXJIIM 1 JIB opurMHanbHoro (pedepeHTHOro) nekapcTBEHHOro nNpenapara (npy Hanm4mm),
OeNCTBylOWME B CTpaHe-npou3BoauTtene, u (Unu) crpaHe-gepxarene perucTpaLlyoHHOro YAOCTOBEPEHUS, U (Mnn)
ctpaHe ICH Ha a3blke yTBepAMBLUEN UX CTPaHbI.

10.1.2. [Oeknapaumto o Tom, 4Tto B npoektax OXIIM wu JIB BocnpousBegeHHOro unv 6GuoaHanornyHoro
(6ronopobHOro) nekapcTBEHHOro npenapara OTCYTCTBYIOT oTnnuua ot genctayowmux OXJIMN u JIB opurMHansHoro
(pedepeHTHOro) nekapcTBEHHOrO mnpenapaTta, 3a WCKIIOYEHWEM OTMAMYUA, BbIOENEHHbIX U OOOCHOBaHHbIX B
COOTBETCTBMM C TpeboBaHMAMM, NpuBedeHHbIMM B nognyHkTe 10.1.3.

10.1.3. MocTpoyHoe (pacnonoXeHHoe napanmnenbHO Ha OOHOM nucTe) cpaBHeHue genctaytowmux OXJIM un J1B
opvrMHanbHoro (pedepeHTHOro) nekapcTBeHHoro npenapata u npoektoB OXIIM u JIB BOCnpou3BedeHHOrO,
rmbpuaHoro unun GuoaHanornyHoro (6uonogoOHOro) NekapCTBEHHOrO npenaparta C BblAeneHneM n o60CcHOBaHMEM
BCEX OTNMYMA. K TUMUYHBIM pasnuuMsiM OTHOCATCS pasnuuuMs B MNPOM3BOAUTENSIX, CPOKE TFO4HOCTM, COCTaBe
BCMOMOraTenbHbIX BELLECTB, HE3HAUYMMbIE pa3nuyms B GMoO0CTYMHOCTM U hapMaKkoKMHETUKE, @ TakKe pasnuuusi B
CBA3N C OrpaHMYeHUsMN, NPeayCMOTPEHHBbIMWU 3aKOHOAATENbCTBOM rOCYLApPCTB-UYNIEHOB OO0 OXpaHe aBTOPCKUX U
CMEeXHbIX NpaB. Bo3amMoxHbI U apyrme HaydHO 0O0CHOBaHHbIE pasnuuns. Pasnuums B HanMumMm pyucku, No3BossioLLen
pasgensTb OenMMyto NEeKapCTBEHHYHO (hOopMy Ha paBHble Jonu, He Bcerga OyayT He3HaYMMbIMU, MOCKOSIbKY OHMU
MOFYT 3HAYUTENbHO MOBMUSATL Ha BO3MOXHOCTM [LOCTUXKEHMS pexuma [o3upoBaHus, npuBedeHHoro B OXIIM
pedepeHTHOro nekapcTBEHHOro npenaparTa.

10.2. Ecnu nocne peructpaumvM BOCNpPOU3BEAEHHOro, rmMbpuaHoro mnu 6uoaHanormyHoro (6uonogo6Horo)
nekapctBeHHoro npenapata B OXIM wu (unm) JIB  coOTBETCTBYKOLErO OpUrMHanbHOro (pedepeHTHOro)
NeKapcTBEHHOro npenapaTa BHOCATCS W3MEHEeHUsi, TO [epXaTefnb PerncrpauyMoHHOrO  YAOCTOBEPEHWUS
BOCNpOM3BeAEeHHOro, rmbpugHoro nnu GuoaHanornyHoro (6uonogobHOro) nekapCcTBEHHOro npenapata AOMMKEH B
TeveHne 180 kanmeHAapHbIX OHEN CO OHs, ykasaHHoro B pasgene 10 OXJIM wn (unu) paspene «[daHHbIN NUCTOK-
BKNagbllW nepecmoTpeH» JIB pedhepeHTHOro nekapcTBEHHOro npenapara, BHECTM COOTBETCTBYHOLLME U3MEHEHMS B
OXJIM n (unn) JIB Takoro BOCNpon3BeaeHHOro, rmbpuaHoro nnm 6uoaHanornyHoro (6Monogo6HOro) NnekapCTBEHHOMO
npenapata c y4eToM [JOMNYyCTUMbIX OTNWUYUIA, yKasaHHbix B nognyHkte 10.1.3. lMpu HeBbinonHeHun TpeboBaHwui
HacCToSILLEr0 MNOAMYHKTA B OTHOLUEHUW TaKoro BOCMPOM3BEOEHHOro, rMbpuaHoro unm  GuoaHanorMyHoro
(brononobHOro) nekapcTBEHHOrO MpenapaTta NPUMEHSIIOTCS COOTBETCTBYIOLLME MOMOXEHUS NMpaBuI perucTpauum m
9KCNEepPTU3bl NEKAPCTBEHHbIX CPEACTB AN  MEAULMHCKOrO MpuMeHeHusl, yTBepxkaaembix Komuccuen, o
NPUOCTaHOBKE, OT3bIBE (OTMEHE) PErMCTPALMOHHOIO YyAOCTOBEPEHMS, UM OTPAHUYEHUN NMPUMEHEHWS, UITM BHECEHUN
N3MEHEHUI B YCINOBUS PEMMCTPALIMOHHOIO YAOCTOBEPEHUSI.

10.3. Ecnm B xope akcneptuabl OXJIM un (unn) JIB BocnponsBegeHHOro, rmbpuaHoro unm GmoaHanorMyHoro
(bnonopgobHOro) nekapcTBeHHOro npenapata (B paMkax MOATBEPXKAEHWS peructpauum (nepeperucrpaumm),
NpvBEOAEHVUS [OCbe B COOTBETCTBME, BHECEHWS W3MEHEHWW B pPErUcTPaLMOHHOE [O0Cbe) BbISBMEHO, 4TO
aencteylowas B pamkax Corosa unu B ogHom wu3 rocygapcte-vneHoB OXIIM wu (unu) JIB opurMHanbHoro
(pedhbepeHTHOrO) nekapcTBEHHOro npenapaTa He COOTBETCTBYET COBPEMEHHbIM AaHHbIM MO 3((EKTUBHOCTU U
6e3onacHOCT NeKapCTBEHHOrO npenaparta (BKMYas 3akMioYeHUs 3KCNEPTU3 U pekoMeHAaLUn YNoNTHOMOYEHHbIX




opraHoB B cdepe obpalleHus nekapCTBEHHbIX CPeACcTB TPETbMX CTpaH) unu He cooteeTcTByeT OXJIM u (nnu) NB,
0onobpeHHbIM B CTpaHe-npou3BOAMTENE UMW CTpaHe-AepxaTtene perMcTpauuMoHHOro  yOOCTOBEPEHMS  Ha
neKkapCTBEHHbIV Npenapar, NPUMEHSIIOTCS CrieayoLmne nonoXeHusl.

10.3.1. YnonHOMOYeHHbIi opraH (3KcrmepTHasi oOpraHusaumsl) rocydapcTBa-yneHa opmupyeT 3anpoc
Jepxartenio  perucTpaumoHHOrO  yOOCTOBEPEHWMS  COOTBETCTBYIOLLErO  OopuruHanbHoro  (pedepeHTHOro)
nekapcTBEHHOro npenapata o Heobxogumoctn wucnpasnedus OXIM u (unu) JIB Takoro opuruHansHoOro
(petbepeHTHOrO) nekapCTBEHHOrO Mpenapata W HanpaenseT ero YNOnHOMOYEHHOMY oOpraHy pedepeHTHOro
rocyaapcTsa, 3apermcTpMpoBaBLLErO AaHHbIV NeKapCTBEHHbIN Npenapar.

10.3.2. 3kcnepTm3a [ocCbe COOTBETCTBYIOLLErO BOCNPOWM3BEAEHHOro, rmbpmnaHoro unu 6GruoaHanormyHoro
(brnonopobHOro) NnekapcTBEHHOrO Npenapara NpuocTaHaBNMBaETCS.

10.3.3. YNonHOMOYEHHbIN OpraH rocygapctea-yneHa B TedeHne 5 paboumx OHEN HanpaBnsieT NonyyYeHHbIn oT
3KCMEpPTHOM  OpraHusauuy  3anpoc  AepXaTenio  PerMcTpauMoHHOrO  YAOCTOBEPEHWs  COOTBETCTBYIOLLEro
pedepeHTHOro NekapcTBEHHOrO npenaparTa.

10.3.4. [depxaTtenb perncrpauuoHHOro yAoCTOBEPEHMSI COOTBETCTBYIOLLErOo OpPUTrMHAmNbHOro (pedepeHTHOro)
nekapcTBEHHOro npenaparta [OorkeH B TeveHue 60 kaneHaapHbIX OHEeW CO OHS MOonyyYeHus 3anpoca nopatb B
YMONHOMOYEHHbIV OpraH rocydapcTBa-yneHa, HanpasBuBLUErO YKasaHHbI  3anpoc, 3asBfeHMe O BHEeCEeHWUU
W3MEHEHUA B perucTpaumMoHHOEe [OCbe TaKoro OpuruMHanbHoOro (pedepeHTHOro) nekapcTBEHHOro npenaparta ¢
yyeTom TpeboBaHWI U peKoMeHAaLMN, COAepXallMXcs B MOJy4eHHOM 3anpoce, nubo npeactaBuTb MUCbMEHHOE
060CHOBaHMNE OTCYTCTBMSA HEOOXOAUMOCTM BHECEHUSA TaKUX N3MEHEHWIA.

Ha ocHOBaHMM nUCbMEHHOrO  ODOOCHOBaHWS, NPeACTaBMEHHOro  AepXaTenem  perncTpaumoHHOro
YOOCTOBEPEHUS], YNMOINTHOMOYEHHbIN opraH AormkeH B TedeHue 30 KaneHAapHbIX AHEW CHATb UNW MoATBEPAUTb
TpeboBanne o BHeceHun mameHeHun B OXIIM wn (unm) JIB. Ecnu ynonHOMOYEHHBIM OpraHoM MOATBEPXAATCA
TpeboBaHus, ykasaHHble B NEPBMYHOM 3anpoce, NMnMbo OHW KOPPEKTUPYIOTCH C y4eTOM NpeacTaBneHHbIX AepxaTenem
pPerucTpaLmoHHOro  yAOCTOBEPEHUS  Pa3bACHEHWN, BHECEHWEe W3MEHEeHWA B  perncTpaumMoHHoe  [A0Cbe
3aperncTpupoBaHHOrO  OpUrMHanNbLHOrO  (pedepeHTHOro) NekapCTBEHHOro npenapaTta  OCylecTBnsetcsa B
COOTBETCTBMM C NPaBuUfiaMn perucTpaummn 1 aKCnepTu3bl NeKapCTBEHHbIX CPeACTB ANt MEAULIMHCKOTO NPUMEHEHWS,
yTBEepxaaembiMu Komuccumen.

10.3.5. MNMocne cornacoBanust OXIM u (unwn) J1B opurMHanbHoro (pedepeHTHOro) NekapcTBEHHOrO npenapara B
COOTBETCTBMM C YKa3aHHOW MpoLiefypow, 3KCMepTM3a perncTpauMoHHOro 4OCbe BOCMPOU3BEAEHHOrO, rMbpuaHOro
unu 6uoaHanoruyHoro (6monogobHOro) NekapCcTBEHHOro nNpenaparta Bo3obHoBnsieTcd. [pu aTom 3anpoc, ykasaHHbIN
B noanyHkte 10.3.1, He paccmaTpuBaeTCs B KayecTBe 3anpoca AepxaTensi perMcTpaumoHHOro yAOCTOBEpPEHUS
BOCMpPOU3BEAEHHOro, rmépuaHoro unm 6uoaHanornyHoro (brnonogobHOro) nekapCTBEHHOro npenapara;

10.3.6. B cBS13u C BO3MOXHOCTbIO MHULMALUWN YNONMHOMOYEHHLIM OpraHoOM rocyfapcTBa-YneHa ykasaHHOW B
HacTosALLEM NOANYHKTE MpoLeaypbl, BHECEHWE n3meHeHni B gencteytowwyto OXIIM u (unu) NN BocnponsBeaeHHOrO,
rmbpugHoro nnm 6uoaHanornyHoro (6uonogoOHOro) NekapcTBEHHOrO NpenapaTa He PeKOMeHAyeTcs rpynnupoBaTh C
APYrMMn BUAamMm n3aMeHeHu.

10.4. Ecnn pepxaTtenb perMcTpaumoHHOro yA0CTOBEPEHUS OPUTMHANbHOrO (pedepeHTHOro) nekapcTBEHHOro
npenapata B TevyeHue 60 kaneHOapHbIX OHEW CO AHA MOMyyYeHWs 3anpoca, ykasaHHoro B noanyHkte 10.3.4
HacToswmux TpeboBaHuiA, He nogaeT B YMNOMHOMOYEHHbI OpraH 3asiBfeHMe O BHECEHUW W3MEHEHUN B
permcTpaLuoHHOe JOCbe Takoro OpUrMHanbHOro (peepeHTHOro) NekapCTBEHHOrO NpenapaTa unv He npeacTtaBnseT
nNMCbMEHHOE  O0BOCHOBaHWEe  OTCYTCTBUS  HEOOXOOAMMOCTM  BHECEHUSt TakMX U3MEHEHWW, MPUMEHSAITCH
COOTBETCTBYIOLLME MONOXEHUS MPaBWIT PErMcTpaunm 1 3KCNepTU3bl NEeKapCTBEHHbIX CPEACTB ANA MeAMLMHCKOro
NpuMeHeHus, yTBepxaaeMbix Komuccuert, o npuoctaHoBKe, OT3biBE (OTMEHE) PErMcTpaLvoHHOrO YAOCTOBEPEHWS,
UNN OrpaHUYeHUN NPUMEHEHNS, UNN BHECEHUWN U3MEHEHWI B YCINOBUSI PErMCTPALMOHHOIO yaocToBepeHusi. B atom
crlyyae  39KcrnepTM3a [0Cbe  BOCNPOM3BEAEHHOro, rmbpuagHoro wnu  GuoaHamnorMyHoro  (6monogobHoro)
nekapcTBEHHOro npenapata ocyulecTBnsieTca 06e3 yyeta HeakTyanbHbix OXINM wu (unu) JIB opurinHanbHoro
(pedepeHTHOro) nekapCTBEHHOro nNpenapara.

10.5. Ecnn cutyauus, ykasaHHas B nmognyHkte 10.3 HacToswmx TpeGoBaHWIi, BO3HMKAET Mpu peructpauum
BOCMPOU3BEAEHHOro, rmbpuaHoro wnuM GuoaHanornyHoro (6MonogoOHOro) rnekapcTBEHHOro mnpenapaTa, TO
3KCnepTM3a pPermcTpaLmoHHOro A0Cbe BOCMPOM3BEOEHHOro, rmbpugHoro munm 6uoaHanormyHoro (6nonogo6Horo)
NeKkapCcTBEHHOrO npenapaTta He MpuocTaHaBNMBaeTCs, U NpuMmeHsioTca TpebosaHusa noanyHkta 10.1 HacToswmMX
TpeboBaHWi. DkcnepTHas opraHM3auuns UHULUMPYET Mpouenypy BHECEHWUS M3MEHEHWI B pPerMcTpaumoHHOe 4OCbe
COOTBETCTBYIOLLErO OpUrMHanbHOro (pedepeHTHOro) rnekapcTBEHHOro npenapata B COOTBETCTBMM C MpOLEAYpPON,
ykasaHHow B nyHkTe 10.3 HacToAwmx TpeboBaHu.

11. lpu BbisBNeHun HecooTBeTcTBUS Aencteytowen OXIM wn (nnn) JIB nekapCTBEHHOro npenapara,
3aperncTpupoBaHHOro B OOHOM M3 rocy4apCTB-4reHOB, COBPEMEHHbLIM AaHHbIM N0 3 EKTUBHOCTH 1 Be3onacHOCTU
nekapcTBEHHOro npenapaTta (BKMoYas 3akioyeHns 3KCNepTn3 1 pekomeHaaumm ynonHOMOYEHHbIX OpraHoB B cdepe
obpaLleHuss NekapCcTBEHHbIX CPeACTB TpeTbux cTpaH), B Tom uucne OXJIM v (wnn) JIB, yTBEpXKXOEHHBIM B CTpaHe-
npousBoauUTENE WNM CTpaHe-AepXaTene perncTpauMoHHOro YAOCTOBEPEHUsI Ha JEKApCTBEHHBIN npenapar,
SKCNEepTHbIE OpraHM3auuu, YNorHOMOYEHHbIE OpraHbl rocyapCTB-YNEHOB UNU ApyrMe nvua Brnpaee obpaTtuTbes K
YNONIHOMOYEHHOMY OpraHy rocygapcTBa-yrieHa, B KOTOPOM 3aperncTpupoBaH TakoW NeKkapCTBEHHOW npenapaT, C
WHMLMATUBON O HanpasneHuu [AepxaTent perucTpauuoHHOro yAOCTOBEPEHMS 3arnpoca O HeobxogumocTu
npueenerns genctaytowen OXJIM n (unu) J1B B COOTBETCTBUE.

12. Mpun nonyyeHun 3anpoca, ykasaHHOro B nyHkTe 11 HacToswwmx TpeboBaHun, HaumHaeTcs npoueaypa,
ykasaHHas B noanyHktax 10.3.4. n 10.4 HacToswmx TpeboBaHuiA.

13. MNpwn HeBbINONHEHWN TpeboBaHWM, yKa3aHHbIX B MyHKTe 12, nMpuMmeHsAOTCA nonoxeHus nognyHkra 10.4
HacTosWwmx TpeboBaHwWiA.

14. TpeboBaHnuss nyHkToB 12 K 13 HacToAwmx TpebGoBaHW pPacnpoCTPaHATCA Ha Jepxartenemn
pPerucTpaLmnoHHbIX YAOCTOBEPEHWUA BCEX JIEKAPCTBEHHbLIX MPEnapaTtoB, 3aperMcTpMpoBaHHbIX B COOTBETCTBUM C




npaBunamun perncTpauum n aKCNepTU3bl NIEKaPCTBEHHbIX CPEACTB AN MeQULMHCKOrO NPUMEHEHNS, yTBepXXaaeMbIMu
Komuccuen.

15. Ha odwmumanbHoM canTe YNOMHOMOYEHHOTO oOpraHa rocygapcTBa-yuneHa B MHMOPMALMOHHO-
TEeNneKoMMYHMKaLMOHHON ceTn «V/IHTepHeT» 1 B eOQMHOM peecTpe 3aperncTpyvpoBaHHbIX MeKapCTBEHHbIX CPeacTB
Coto3a nybnukyoTca ogobpeHHbIe YNONHOMOYEHHbIMU opraHamu rocygapcte-uneHos OXIM v J1B (B dopmate PDF
C pacno3HaHHbIM TEKCTOM).

16. na nekapcTBeHHbIX MpenapaTtoB, TPebyllmx AOMNOMHUTENBHOrO MOHMTOPUHra Ge3onacHocTw, nepeq
pasgenom 1 OXIIMN pasmelaetcs cneumanbHbin CUMBON (g), CONPOBOXAaeMbln criedytowern opMynMpOBKON:
«[laHHbIN NekapcTBEHHbIN npenapaTt NoANeXuT AOMNOMHUTENBHOMY MOHUTOPUHIY. OTO MO3BOMNUT ObICTPO BLISBUTH
HOBYIO MHOpMaumio no 6esonacHocTn. Mbl obpallaemcst k paboTHMKaM CUCTEMbl 34PaBOOXPAHEHUst ¢ nMpocbboi
cooblwaTb 0 NobbIX MOA03PEBAEMbIX HEXEeNaTeNbHbIX PeaKLMAX».

IIl. Pazgensl OXJIN

1. HanmeHoBaHuWe nekapcTBeHHOro npenapaTta

B paHHOM pasgene ykasbiBalOTCA TOProBOE HaMMEHOBaHWE fekapCTBEHHOro npenapaTa, CBedeHust O
0031poBKe U nekapcteeHHon cdopme. Oanee no tekcty OXIII cBegeHnst 0 4O3NPOBKE M NeKapcTBEHHOW hopme B
HavMeHOBaHUM NeKapCTBEHHOro npenapaTa AomnycKkaeTcst He ykasblBaTb. [1pu onvcaHum OeicTBYOLLEro BellecTsa
cnepyeT NONb30BaTbCA MEXAYHAapOAHbLIM HenaTeHTOBaHHbLIM HaumeHoBaHneM (aanee - MHH), pekomeHOOBaHHbIM
BcemupHoli opraHusauven 3apaBooxpaHeHust (ganee - BO3), a npu otcytctBum MHH - obwenpuHATbIM,
XUMUYECKMM MMM TPYNMNMPOBOYHBIM  HaMMeHOBaHMEM  AencTteytowlero BewecTtsa. [lpu  HeobxoammocTy
pekoMeHOyeTcs UCNonb3oBaTb MECTOUMEHNS (HanpuMep, KOH»).

1.1. JloanpoBka

[osupoBka [JormkHa COOTBETCTBOBAaTb KOMWYECTBEHHO OMNpenensieMoMy COAEPXaHUK U MPUMEHEHUIO
npenaparta u coBnagaTb C KONIMYECTBOM, YKa3aHHbIM B KONIMYECTBEHHOM COCTaBe U pexvMme [03npoBaHus. PasHble
O03MPOBKN OOHOrO U TOrO >Xe NEKapCTBEHHOroO npenaparta cneayeT ykasblBaTb 0AMHaKoBo, Hanpumep, 250 mr, 500
mr, 750 mr. CnegyeT nsberatb MCNOMNb30BaHNS AECATUYHbBIX pa3genutenen, ecnu NnpuMeHnumo (Hanpumep, 250 mkr, a
He 0,25 wmr). OgHako ecnu nekapcTBeHHast hopma npencraeneHa ABYMSA 1 Gonee 0O3MPOBKaMU, BblPaXXEHHbIMU
HEeCKONbKMMMU eauHuLamn nsmepenns (Hanpumep, 250 mkr, 1 Mr n 6 Mr), TO B HEKOTOPbIX cny4vasax uenecoobpasHee
yKasblBaTb JO3UPOBKY B OOHWUX W TEX e eAuHMLax B Lensix conoctaBumocTtu (Hanpumep, 0,25 mr, 1 mr un 6 mr). B
uensix 6e30MacHOCTM MUNMNMOHBLI (HaNpUMep, eAVHWL) Bceraa criefyeT nucaTb MOMHOCTbI, a He cokpawatb. He
cnepnyeT ykasblBaTb He3Ha4YMMble Hynu (Hanpumep, 3,0 unu 2,500).

[ns nekapcTBEHHbIX MpenapaToB, Y KOTOPbIX BblpaXXeHWEe COoAepXaHus OEWCTBYHOLIMX BELLECTB B eAuHMLaX
MaccCbl HE MOXET B MOMHOW Mepe XxapakTepu3oBaTb GMOMNOrMYecKyo akTUBHOCTb (B YAaCTHOCTM, AN BMONOrM4eckmx u
MMMYHOBMONOIMYECKNX NEKapCTBEHHbIX NpenapaToB), 4O3NPOBKa MOXET ObITb BblpaXkeHa:

B €AMHULAXx, NCNOMb3yeMblX B hapmakonesx:

ME - mexxgyHapogHas eanHuua 6G1uonormyeckon akTMBHOCTY;

Lf - eauHMLa G1MoNorMyecKkor akTMBHOCTM TOKCMHA (aHATOKCUHA);

PFU - 6nsawkoobpa3sytoLne eanHuLb;

Ph. Eur. U. - eguHuua EBponerickon bapmakoneu;

W Apyrux eguHuLax, Hanpumep:

ELl - equHULbI AeNcTBUS BUONOrMYEeCcKo akTUBHOCTY;

PNU - egmHuubl 6enkoBoro asora.

Ecnn mexagyHapogHas eguHuua Guonorumveckon akTtMBHOCTM Obina onpepeneHa BO3, 1o pekomeHayeTtcs
NPUMEHATb OAHHYI0 €OMHULLY.

1.2. JlekapcTBeHHasa dopma

JlekapcTBeHHy0 (QOpMY nEKapCTBEHHOro npenapata Heob6XxoAMMO YyKasbiBaTb B COOTBETCTBUM C MOJSHbLIM
cTaHgapTHbIM TepMuHoM ®apmakoneun Coto3a, BO MHOXECTBEHHOM 4Yucne, ecnv npumeHumo (Hanpumep, Tabnetkm)
(B cooTBeTCTBMM C MNyHKTOM 3 HacTodwero pasgena). lNpu OTCYTCTBUM MOAXOLALLEro MOMHOrO CTaHO4APTHOroO
TepMuHa, nyTem KOMOWHMPOBAHUS CTaHAApTHbIX TEPMWHOB B COOTBETCTBUMM C HOMEHKNATYpOW NeKapCTBEHHbIX
dopwm, yTBepxaaemon Kommccnein, MoxeT ObiTb COCTaBMNEH HOBbIN TEPMUH.

Ecnu 3to HEBO3MOXHO, crnegyeT HanpaBuTb obpalleHue B YMNONHOMOYEHHbI OpraH rocygapcrBa-yrieHa o
Heo6XoaAMMOCTH HOBOro cTaHAapTHOro TepMuHa y ®apmakoneiHoro komuteTa Cotosa. MyTb BBEAEHMS U NepBUYHas
(BHYTpPEHHSIA) ynakoBka B O0OpalleHMn He yKasblBalOTCS, 32 UCKIOYEHUE Cry4vaeB, Koraa 3Tu afeMeHTbl ABMsSTCS
YacTblo CTaHAApPTHOrO TEepMWMHA, UNM HeobxoauMMbl B Lensx 6e30nacHocTW, WM NpU HanMM4uuu WMAEHTUYHbIX
neKapcTBEHHbIX NpenapaToB, KOTOpble BO3MOXHO PasnuMyuTb TONbKO NMOCPEACTBOM yKa3aHWs MyTW BBEOEHUS Unn
NepBUYHON (BHYTPEHHEN) YyNaKoBKM.

HaumeHoBaHVe W [03MpOBKa pacTUTENbHbIX NEeKapCTBEHHbIX MpenapaTtoB [AOMKHbl COOTBETCTBOBATb
TpeboBaHusM nNpaBuIl perncTpaumm u 3KCNepTU3bl NeKapCTBEHHbIX CPeAcTB ANS MEeOWLMHCKOTO MNMpPUMEHEHWs,
yTBepxaaemblx Komuccuen.

2. KauecTBeHHbIN N KONM4YECTBEHHbIN COCTaB



B paHHom pasgene OXIIM npvBoAUTCS MOSTHOE OMMCAHUE KA4YeCTBEHHOrO U KOMMYECTBEHHOrO COCTaBa
OENCTBYIOLLEro BewecTBa, a npu Heobxoammoctn B pasgenax 4.3 un 4.4 OXJIM npuBogutca onucaHve
Ka4YeCTBEHHOIO W KONMMYECTBEHHOrNO COCTaBa BCMOMOraTeslbHbIX BelecTB. Hanpumep, KayecTBEHHbIA W
KONMYECTBEHHbIN COCTaB BCMOMOraTesbHbIX BELLECTB, YKa3aHHbIX B npunoxenur Ne 10 k HacTosawmm TpeboBaHusAM,
AorxeH 6bITb yka3aH B AaHHoM pasaene OXJIM noa otaenbHbIM Nog3aronoBkoM «BcrnomoraTtenbHble BewecTsay». B
koHUue pasgena OXJI Heobxogmmo ykasaTb Cnefywrollylo cTaHaapTHy opMynupoBky: «[lonHbIn nepeyeHb
BCMoOMoOraTenbHbIX BELWeCTB NpMBeAeH B pasgerne 6.1.».

Ecnu pactBopuTenb sBNsSeTCca YacTbio NieKapCTBEHHOMO npenapara, CBeAeHUss 0 HeM HeobXoaUMO BKMOUYNTL B
cooTBeTcTBytowme pasgensl OXIIM (kak npaBuno, pasgens 3, 6.1, 6.5 n 6.6).

2.1. KayecTBeHHbIN cocTaB

HavmeHoBaHue OencTByloLlero BeLlecTBa MNPUBOAUTCS COrMacHo pekomeHaoBaHHomy BO3 MHH u npu
HeobXoAMMOCTN [OMONHAETCA YyKasaHmem conesow wunm ruapaTtHon dopmel. Mpu otcytcteum MHH cnegyet
ucnonb3oBaTb HaMMeHoBaHVe, ykazaHHoe B ®apmakonee Coro3a, a ecnv AenCTBytoLee BELeCTBO He BKIMOYEHO B
(hapmakonero - obLenpuHATOe, XMMUYECKOE U TPYNNUPOBOYHOE HaMMEHOBaHME AeWCTBYoLWero Bellectea. Mpu
OTCYTCTBUM OOLLENPUHATOrO, XMMUYECKOrO WM TPYNMMPOBOYHONO HaMMEHOBaHUS HEOOXOOMMO yKas3aTb TOYHOe
Hay4yHoe obo3HauveHue. [Ina OeNCTBYHOLLMX BELLECTB, HE MMEHLLMX TOYHOIO Hay4yHoro obo3HavyeHusi, yKkasbiBaeTcs,
KaK 1 13 Yero OHW U3roToBreHbl. He JonyckaeTcs BKNOYATh CChIKM Ha hapMakonenHoe KavecTBo.

Ecnu nekapcTBeHHbIi npenapat 4BNSETCS pacTUTENbHbIM  FIEKAPCTBEHHbIM  NpenapaTtoM, yKasaHue
KayeCTBEHHOro COCTaBa [AOMKHO COOTBETCTBOBATL MpaBuiaM perncTpaumm aKCnepTu3bl U NeKapCTBEHHbIX CPeacTB
ONA MeANLMHCKOrO NPUMEHEHUs, yTBepxxaaeMbim Komuccuen.

Mpn yKasaHMM KayeCTBEHHOro COCTaBa IEeKapCTBEHHOro npenaparta, npeacTaBnswowero cobon
pagunodapmaueBTUYeCKUin Habop, HeobXxoaNUMO YeTKO 0603HaUNTL, YTO PAAMON30TON He ABMSETCS YacTbio Habopa.

2.2. KonnyecTBeHHbIN cocTaB

KonnyectBo Aencreyiollero BellectBa HeEOOXOOUMO BblpaXaTb Ha eAvHWLY [03MPOBaHWSA (O03MPOBaHHbIE
WHransuMoHHble npenapaTtbl - Ha AOCTaBnseMyl 03y W (Unu) OTMEpPEeHHy A03y), Ha eauHuuy obbema unwu
€[MHULY MacChl, 1 OHO JOJMKHO COOTHOCUTLCS C JO3MPOBKON, yka3aHHOW B pa3gene 1 OXIII.

Konunuectso AewicTByoLlero Belectsa HeOOXOAUMO BblpaXaTb C MOMOLLbI MEeXAYHAapOAHOro MPU3HaHHOMo
CTaHOapTHOro TepMWHa, KOTOPbIN MpU HEOOXOAMMOCTU OOMOMHAKT APYrMM TEPMUHOM, €Cnn OH Gomnee MOHSTEH
MeANLMHCKUM paboTHMKaM.

2.2.1. Conu n rugpaTsbl.

Ecnu gevicTayioLlee BeLLECTBO ABMNAETCA COSMbO UMW FMAPaTOM, KONIMYECTBEHHbIN COCTaB CredyeT BblpaxaTtb B
eQuHuLax mMaccbl (Mnu Buonormyeckon akTUBHOCTU B MEXAYHApOAHbIX (MW MHbIX) eQuHMuax, ecriv NpuMeHumo)
AENCTBYIOLLEro Hayana (OCHOBaHWS, KMCHoTbl unu 6e3sogHon comnu), Hanpumep, «60 mr TopumedeHa (B Buae
uuTparta)» unm «TopumedeHa UMTpaT, 3KBMBaneHTHbIM 60 Mr TopumedeHay.

Ecnu B xoOe npurotoBneHns roToBOro npenapaTa B peakumnoHHou cmecm (in situ) obpasyetcsa conb (Hanpumep,
npu CMeLUMBaHWN pacTBOpUTENs M Nopollka), HeobxoAMMO OTPasuUTb KOMMYECTBO aKTMBHOW Y4acTu MOeKymbl
AeNCTBYIOLLEro BELLeCTBa C yka3aHnem Ha obpa3oBaHue conu in situ.

B oOTHOWeEHWM WMPOKO NpUMEHSEeMbIX AENCTBYIOLWMX BELWEeCTB B COCTaBe JleKapCTBEHHOro mnpenaparta,
A03MPOBKa KOTOPbIX TPaAULIMOHHO BbipaxaeTcd B COMEBOW WM rmapaTHou dopme, KOMMYEeCTBEHHbIA COCTaB
JonycKkaeTcs BblpaxaTb B BUAE CONMW WUNnu ruagpara, Hanpumep, «60 Mr guntuasema rugpoxnopvaay. 370 npaBuno
NPUMEHMMO, eCrin conb o0bpasyeTcs in situ.

2.2.2. 3dvmpsl 1 NponekapcTaa.

Ecnu pgencreytoulee BeleCTBO ABNSETCS 3(OMPOM UMy NPOnekapcTBOM, KONMYECTBEHHbIM COCTaB Heobxoanmo
BblpaxkaTb B BUAe KonmyecTsa achupa nnm nponekapcrea.

[na nekapcTBeHHOro npenapaTta - NpornekapcTBa, akTMBHAs YacTb MOMEKynbl OEeWCTBYIOLLEero BellecTBa
KOTOPOro 3apeructpupoBaHa B BWAE CaMOCTOSITENbHOMO JIeKapCTBEHHOrO MpenapaTta, YyKkasblBaeTcs Takke
9KBMBANEHTHOE KONMMYECTBO aKTMBHOW 4YacTW MOnekynbl [OeNCTBYIOLWero BellecTBa (Hanpumep, «75 w™r
doceHnTomHa akBMBaneHTHol 50 Mr dpeHnTomnHaY).

2.2.3. MNopoLwok Ans NnpuroToBnNeHNs pacTBopa unv CyCcneHsny Ans npyuema BHyTPb.

KonnyectBo gewncTtBylolero Belectsa Heob6XoAMMO BbIpasuTb Ha eavHuUUy A03bl, ecrnv npenapart ABnseTcs
OQHOA030BbIM, UMW Ha eAuHMLY OObEeMHOWM A03bl MOCne BOCCTAHOBMEHWs. B HekoTopbix cnyyas uenecoobpasHo
yKa3aTb MOMSPHYIO KOHLEHTpaLmIo.

2.2.4. MMapeHTepanbHble Npenaparbl, 3@ UCKIOYeHWEM BOCCTaHaBNMBaEMbIX NMOPOLLKOB.

Ecnn obuwee cogepxmmoe nepBUYHOW (BHYTPEHHEW) yNakoBKM OOHOLO30BbIX MapeHTepalnbHbIX npenapartoB
BBOAMTCA B Buae OOHOM [03bl («MOMHOE MCNOoNb30BaHWE COAEPXUMOro MNEPBUYHOWN (BHYTPEHHEW) YMakoBKWUY),
KONMMYeCcTBO OENCTBYIOLLErO BeLlecTBa CriefyeT BblpaxaTb Ha ¢opmy Bbinycka (Hanpumep, 20 mr v 1. A.) 6e3
yKasaHusi U3NULLKOB U n30bITka. Heobxoaumo Takke ykasaTb KONM4YecTBo Ha 1 M 1 o6Lwnii 3asBrNeHHbI 06beM.

Ecnn konnyecTBO 0OOHOOO30BbIX MNapeHTepanbHbIX NEeKapCTBEHHbIX MpenapaTtoB, pacCcYMTbiBA€TCH Ha
OCHOBaHMM Maccbl Tena, nMoWagan MOBEpPXHOCTU Tera WM MHOW MNEepeMEHHOW nauueHTa («4acTuyHoe
MCMonb3oBaHNe COAEPXXMMOro MePBUYHON YNaKoBKMY ), KONMYECTBO AEVCTBYIOLLEro BeLlecTBa criedyeT BblpaxaTb B
munnunutpax. Heobxognmo Takke ykasaTb OOLLMIA 3asBNEHHbIN 06beM. N3nuLku 1 nsbblTOK He yKasbiBatoTCs.

KonuuectBo pAencTBylOLLEro BeLlecTBa MHOrOO030BbIX MapeHTepanbHbIX fleKapCTBEHHbIX NpenapaToB U
napeHTepanbHbIX NlekapCTBEHHbIX npenapaTtoB B Oonblwunx o6bemax crnefdyeT BblpaxaTb Ha 1 mmn, Ha 100 mn, Ha



1000 mn u T. A. coobpas3Ho obCcToATENBLCTBAM, 33 MCKIMOYMEHMEM MHOrOA4030BbIX BaKUMH, COAepXalmx «n»
OoOuvHaKoBbiX A03. B aToM crnyvae [o3vpoBKy crnegyeT BblpaxaTb Ha 0O6bemHyl fo3y. M3nuvwkm u m3bbiTOK He
yKa3blBaloTCS.

Ecnun npvmeHnMO, Hanpumep, B OTHOLUEHWW PEHTrEHOKOHTPACTHbIX NpenapaToB W NapeHTepanbHbIX
npenapartoB, COAepXXallnX HeopraHM4Yeckne Comnum, KOnM4ecTBO AENCTBYIOLLEro BELLECTBa CneayeT Takke yKa3blBaTb
B MUNnMMonsax. [insi peHTreHOKOHTPACTHbLIX NpenapaToB ¢ noacoaepXaliMMmm AeACTBYOWNMI BELeCTBaMM MOMUMO
KonunyecTBa AEeNCTBYIOLLEro BellecTBa cneayeT ykas3blBaTb KONMMYECTBO noaa Ha 1 mn.

2.2.5. MNopoLwuok, nognexalimmn BOCCTaHOBMNEHUIO Nepes NapeHTepanbHbIM BBEAEHVEM.

Ecnu nekapcTBeHHbIn  npenapaT  SABASiETCA  MOPOLUKOM,  MoAfexawum  BOCCTaHOBMNEHWIO  nepen
napeHTepanbHbIM BBeAeHWEM, HeOOX0AMMO yka3aTb obLuee KonMYecTBO AENCTBYHOLLEro BeLLecTBa, coaepKalleecs
B NEPBUYHON (BHYTPEHHEN) ynakoBke, 6e3 yka3aHus U3nuLLIKOB M 130biTka, a Takke KonuyecTBo Ha 1 mn nocne
BOCCTaHOBIIEHUSI MPU YCIIOBUM OTCYTCTBUSA HECKONIbKMX BapuaHTOB BOCCTAHOBIEHMS W Pa3NUYHbIX MUCMOMb3yeMbIX
KONMM4YecTB, KOTOpble NPUBOAAT K 06pa3oBaHMi0 pa3nMYHbIX KOHEYHbBIX KOHLIEHTPaLUWN.

2.2.6. KoHueHTpaThl.

KonuuectBo Heobxoaumo BbIpa3uTb Kak cogepxaHume Ha 1 MmN koHUueHTpata u obllee coaepXaHue
AencTByloLero Bewectsa. Heobxoammo Takke BKMNOUYUTL cogepxaHue Ha 1 Mn nocne pekoMmeHayemoro pa3seaeHust
npu yCnoBumn OTCYTCTBUS pa3BeAeHUs KOHLEeHTpaTa A0 pasnmnyHbiX KOHEYHbIX KOHLEHTpaLuun.

2.2.7. TpaHcoepMarnbHble nnacTbIpu.

Heobxoommo ykasaTb criefyloliue KONMWYECTBEHHblE [aHHbIe: coaepXaHue [eNCTBYHLLEro BellecTBa B
nnactbipe, CPefHIO [OCTaBMNsSeMyl0 3a e€AVMHWLY BpeMeHu [03y, Nnowagb BbICBOOOXOAKLWEN MOBEPXHOCTH,
Hanpumep:

«Kaxgplit nnacteipb nnowaasio 10 cm? cogepxmt 750 MKr acTpaaunona, BbicBoboxaasn 3a 24 yaca HOMUHAMbLHO
25 mkr acTpaguonay.

2.2.8. MHoropo3soBble TBepAble N MArkue nekapcTBeHHbIe PopMbl.

KonuuectBo AenCTByOLLErO BellecTBa HEOOX0AMMO MO BO3MOXHOCTU yKa3biBaTb Ha €AMHULY 0O03UPOBaHMS, B
ocTarnbHbIX cny4vasx - Ha 1 1, Ha 100 r unu B npoueHTax coobpasHo obcToATENBCTBAM.

2.2.9. bnonornyeckue nekapcTtBeHHbIe npenapaTbl.

2.2.9.1. YkasaHue 4031POBKM.

KonnyectBo Gronornyecknx rnekapcTBEHHbIX NMpenapaToB criefyeT BblpaxaTb B eQuHMLAX Macchl, eavHuLax
Oronornyeckor akTMBHOCTU NN MEXAYHAPOOHbIX eAnHMLAX B 3aBMCMMOCTM OT KOHKPETHOrO npenapara n oTpaxas
B COOTBETCTBYIOLLMX CNydasx nopsgok, npuHATein B Papmakonee Coto3a. B OTHOLWEHMM MarvnmMpoBaHHbIX 6enkos
cnegyet Takke yuuTbiBatb npunoxeHne Ne 2 k HacToswum TpeboBaHMsSM B 4acTM ONMCaHWs COCTaBa
N3arnnMpoBaHHbIX (KOHBIOrMpPOBaHHbIX) 6enkos B OXIIT.

2.2.9.2. [encTeytoLme BeLecTBa OMONOrM4ecKoro NPOCXoXAEHUS.

HeobxogmMmo KpaTko onucaTb MNPOUCXOXAEHWE [OEeNCTBYKOLLEro BeLlecTBa, YykaszaTb CBOWCTBA BCEX
UCMOMNb30BaHHbIX B MPOU3BOACTBE KMETOYHbIX CUCTEM W, €CNU MPUMEHMMO, WUCMONb30BaHWE TEXHOMOrK
pekombuHaHTHOM OHK. ®pasa nanaraetcs B criegytoLlen pegakuum: «lonyd4eHo ¢ ncrnonb3oBaHneM krnetok XXX [no
TexHonornn pekombunHaHtHon OHK].».

Hwxe npvBegeHbl NpyMepbl, UNAKCTPUPYIOLLME UCNONb30BaHNE AAaHHOMO NpUHUMNA:

«MONY4YEHO C UCMONb30BaHNEM OUMIONAHbIX KNeTok Yeroseka (MRC-5)»;

«MOMy4YeHO C UCnornb3oBaHMeM kneTok Escherichia coli no TexHonorum pekombuHaHTHom OHK»;

«MOMYYEHO C UCMOSTb30BAHMEM KIETOK KYPUHBIX 3MOPUOHOBY;

«MONY4YeHO 13 JOHOPCKOMN NNa3Mbl YENOBEKAY;

«MONY4YEHO M3 MOYM YerioBeKay;

«MOMYYeHO U3 KPOBU [XXMBOTHbIX]»;

«MONYYEHO 13 TKaHWU NOAXKENYyA0YHOM Xene3bl CBUHENY;

«MONYYEHO 13 CNM3NCTON OBOMNMOYKM KNLLEYHNKA CBUHENY.

2.2.9.3. Ocobble TpeboBaHMs kK HOpMarnbHbLIM UMMYHOTMOGYIMHaM.

Heobxoammo ykasaTb pacnpegeneHne HopmarbHbIX MMMYHOrnoGynuHoB no cybknaccam IgG B npoueHTax ot
o6uero cogepxanus IgG. 3atem ykasbiBaeTCq BEPXHASA rpaHvua cogepxanus IgA.

2.2.9.4. Ocobble TpeboBaHUS K BaKLMHAM.

Heobxoommo ykasaTb cofepxaHve OeWCTBYIOLLEro BellecTBa Ha eauHuuy A03vpoBaHus (Hanpumep, Ha 0,5
mn). Mpu HanUuuM agblOBaHTOB HEOOXOAUMO yKa3aTb MX KAYECTBEHHbIN U KONIMYECTBEHHbI COCTaB.

HeobxoomMmo nepeyncnuTe NpuMMecu, MpeacTaBnsioue ocoby 3HaYMMOoCTb (Hanpumep, 0OBanbOyMuH B
BaKLMHAX, MOJTyYEHHbIX N3 KyPUHbIX SULL).

B npunoxenun Ne 3 k Hactodwum TpeboBaHusaAM cogepXaTtcs OOMNOMHUTENbHbIE pPeKoMeHAaumMn o
dapmaLeBTUYECKUM acnekTaMm npeacTaBneHns MHopmMaumm o BakumHax Anst MeAMLUHCKOTO NPYMEHEHNS.

2.2.10. PactutenbHble nekapCcTBEHHbIE Npenaparhbl.

YKasaHue KONMUYECTBEHHOrO COCTaBa [JOSMKHO COOTBETCTBOBaTb MNpaBuiam perucTpauum u 3SKCnepTusbl
neKapcTBEHHbIX CPeaCTB AN MEAULMHCKOTO NPUMEHEHUS, yTBepXaaeMbiM Komuccuen.

3. lekapcTBeHHas dopma

HanmeHoBaHve nekapcTBEHHOW (OPMbI yKasbiBaeTCs B COOTBETCTBMM C HOMEHKNATypoW JieKapCTBEHHbIX
dopwm, yTBepxaaemorn Komumccmen. SToT TePMUH SOMMKEH COBNaaatb C TEPMUHOM, yka3aHHbIM B pasgene 1 OXJIr.
OpHako, ecnu Ha NepBUYHON (BHYTPEHHEN) ynaKkoBKe MCMOMb3yeTCs COKpaLLeHHbI CTaHAapPTHbIN TEPMUH, B AaHHOM
pasgene OXIIN cokpalleHHbIA TEPMUH LOMNONHUTENBHO NPUBOAUTCS B CKODKaX.



B oTaenbHOM OT cTaHgapTHOro TepMuHa absaue Heobxo4MMO NPMBECTU OMMCaHWEe BHELLHEro Buaa npenapaTa
(uBeT, 3Haku 1 T.4.), BKIOYaa cBefeHnst 0 hakTnyecknx pasmepax TBepAOW NEeKapCTBEHHOW hopMbl ANs npuema
BHYTPb, Hanpuvep:

«TabneTtkn

Benble, kpyrnble TabneTkM C NMOCKUMW CKOLLUEHHLIMW KpasMu avameTpom 5 mm co 3Hakom «100» Ha oaHow
CTOPOHE»

Ecnu Ha TabneTkax npegycmoTpeHa pucka, HeobxoauMMoO ykas3aTb, MOATBEPXKAEHO N BOCMPOU3BOAUMOE
pasgeneHve Tabnetok. Hanpumep, «Pucka npegHasHayeHa nub AnNs pasnambiBaHus C Lenbio obnerdeHus
npornaTbiBaHus, a He Ans pa3aeneHus Ha paBHble 403bl», «TabneTky MOXHO pa3gennTb Ha paBHbIE MONOBUHbIY.

Cnepnyet npeactaBuTb cBefeHus o pH 1 ocMonsapHOCTM Npu HEOOXOAUMOCTH.

Ecnu nekapcTBeHHbIV npenapaTt noasieXxntT BOCCTAHOBMNEHWIO Nepen NpMMeHeHneM, B AaHHoM pasgene OXJIN
HeobXoAMMO onucaTb BHELWHWI BUA Nepern BOCCTaHOBMNEHMeM. BHeLWHWA BUAO nekapcTBEHHOro npenapara nocre
BOCCTaHOBIEHNs1 HEO6X0AMMO yKka3aTb B pasgenax 4.2 u 6.6 OXIIT.

4. KnuHn4yeckue paHHble
4.1. Noka3aHusA K NPpUMMEeHEeHUIo

MokasaHns K NPUMEHEHNIO YKa3biBAOTCH YETKO M MTaKOHWYHO, U AOMMKHbI OTpaxaTb Lenesoe 3abonesaHne nnm
COCTOSIHME C yKa3aHMeM HanpasfeHHOCTN Tepanun (CMMNToMaTnyeckasl, 3TMOTPONHAsA UMK OKasblBaloLLas BrUsSHWE
Ha TeyeHue nnu nporpeccmpoBaHmne 3abonesaHns), Ana NPoUNAKTUKN (MTEPBUYHOW MNN BTOPUYHOW) U ANArHOCTUKW.
Ecnn npumeHuMO, ykasbiBaeTcs MHgOpmauMs O LeneBon Monynsuuuv, oCOBEHHO MpW HanuyMu orpaHu4eHun Ans
OTAENbHbIX KATEropuin NaLneHToB.

MHopmaumsa 0 KOHeYHbIX TOYKax MccrnegoBaHus, kak npaBuno, He NPUBOAMUTCS.

MokasaHnsa K NPUMMEHEHUIO C Lenblo NPOdUNaKTUKM U MHAOPMaLMIo O LefnieBol nonynsauum AonyckaeTcs
ykasbiBaTb B 0OLMX YepTax.

PesynbTaTbl nocneayroLwmnx nccrneaoBaHnin, YyTOUHSAOLWMX OPMYNMPOBKY 3apervMcTpMpOoBaHHbIX NMoKasaHuin unm
CBEAeHU O HNX, MOXHO BKMYMTb B pasgen 5.1 OXIJINN, ecnu oHM He NnpegnonaratoT BKIOYEHWEe HOBOro NoKasaHus.

Heobxoammo ykasatb nHdopmaumio 06 ob6sa3aTenbHbIX YCoBMAX NPUMEHEHMS nNpenaparta, eCnn OHW AOIMKHbIM
obpa3om He ynomuHawTca B apyrux pasgenax OXJII, HO sBNAOTCS 3HAYMMbIMKW, Hanpumep, O COMYTCTBYHLLMX
AVeTNYECKUX Mepax, M3MEHEHMAX obpasa X13HW UnNu ConyTCTBYIOLLEN Tepanuu.

Heobxoammo ykasaTb BO3pacTHbIe rpynmbl, KOTOPbIM MOKasaH npenapar, C ykasaHWem BO3PacCTHbIX rpaHul,
Hanpumep:

«X MokasaH [B3pocnblM, HOBOPOXAEHHbIM, MMageHuaM, AeTam, NogpocTkam] B Bo3pacte OT X Ao y [merT,
mecsaueB].». Onsa uenew HacTtoawmx TpeboBaHui [eTckas nonynsuMs pasgerieHa Ha Bo3pacTHble NoAarpynnbi:
HeOHOLLEHHbIe HOBOPOXAEHHbIE (C ykazaHMeM Cpoka rectaumn), AOHOLIEHHbIe HOBOPOXAeHHble (0-27 aHen), aetn
rpyaHoOro Bo3pacta v MrageHupl (28 aHen-23 mecsaua); aetu (2-11 net), nogpoctku (ot 12-18 ner).

Ecnun nokasaHvne Kk NpMMeHeHWIo npenaparta 3aBUCUT OT OnpederieHHOro reHoTuna, Uy aKCNpeccun rexa, unm
onpepaeneHHoro eHoTMNa, AaHHOe 06CTOATENLCTBO HEOOXOANMO OTPa3UTh B NOKa3aHWK.

4.2. PeXXuM [03UpPOBaHUA U CNOCO6 NpUMeHeHuUsA

B cnyyae Hanuuusi ocobbiXx MEAMLMHCKUX NPeanUcaHnii No NPUMEHEHUIO NEeKapCTBEHHOrO rnpenaparta, B TOM
yncne orpaHWYEHHOro oTnycka, AaHHbIi pasgen OXJIIM cnegyeT HavaTb C ONUCAHUSI TaKUX YCINOBUA.

Mpn HanuMumm ocobbix onaceHUm B OTHOLIEHUM OEe30MacHOCTU credyeT Takke OTpasuTb PEKOMEHOyeMmble
OrpaHNYEHNsT OTHOCUTENBHO YCMOBUN NMPUMEHEHUS (Hanpumep, «TOMbKO AMS CTAUMOHAPHOIrO MPUMEHEHMUS» WUIu
«Heobxoammo pacnonaratb NOAXOAALMUM peaHMMaLMOHHBIM 060pyaOBaHNEMY ).

4.2.1. Pexxum J031poBaHus.

CnepnyeT 4eTKO ykasaTb pPeXuM A403MpOoBaHNsA ANs Kaxaoro cnocoba (NyTy BBEAEHWS) U NS KAXAO0ro nokasaHus
K NPUMEHEHUIO.

Ecnu npvMeHVMMO, npuvBOAATCA CCbIIKM Ha oduumanbHble pekoMeHauuu (Hanpumep, no  nepBUYHOW
BaKUMHaLUMN N aHTMOMOTUKaM, a TakkKe peBaKLMHaLum).

Ecnn npumenumo, Ana Kaxgow kateropuv (BblAeNslOTCA MOArPynnbl NOMynsuMu no Bo3pacTy (macce Tena,
NMowaan NoBEPXHOCTU Tena) COOTBETCTBEHHO) YKa3biBAOTCH PEKOMEHAyeMble A03bl (Hanpumep, B Mr, Mr/Kr, Mr/m?)
ANs HTepBana o3vposaHnd. KpaTHOCTb NpYMeHeHUs cnegyeT BblpaxaTtb B eAVHULAax BpeMeHn (Hanpumep, 1 unm
2 pasa B AeHb (CyTKM) nnu kaxagple 6 4yacoB), BO nsbexaHne nytaHuubl He CriefyeT Nofb30BaTbCsl COKPaLLEHMAMMN,
Hanpumep, «1 p/a, 2 p/a, 1 pas/cyT, 2 pasa/cyT».

Ecnu npyumeHnmo, ykasbiBatoTcs:

MakcMmarnbHas pekoMeHayemasi pa3oBasi, CyTovHast u (unu) obluas (Kypcosas) 003a;

HeobxoamMmocTb nogbopa Ao3bl;

CTaHgapTHas OJNIUTENbHOCTb MPUMEHEHUA M BCE OrPaHUYEHVs MO ee MPOAOIDKUTENbHOCTU, a TaKke, ecnu
NPUMEHMMO, HEOBXOAUMOCTb MOCTENEHHOIO CHWDKEHWS A03bl UMM PEKOMEHAALMM N0 OTMEHE NPUMEHEHNS;

npegnpuHMMaemMble Mepbl NMpu Mponycke ogHon wnv 6onee O03, WM, Hanpumep, Npu pBOTE Nocne npvema
npenapara (pekoMeHAaLuun AOMMKHbl ObITb Kak MOXHO 6oree TOYHBIMU, YYUTBIBAIOLWUMN PEKOMEHOYEMYIO KPAaTHOCTb
NPUMEHEHNSI N COOTBETCTBYIOLLNE (PapMaKOKUHETUYECKUE AaHHbIE);

NPEeBEHTMBHbIE MEpPbI BO M3bexaHne pasBUTUS HEKOTOPbIX HEXenaTenbHbIX peakuuin (HanpuMep, NpUMeHeHne
NPOTMBOPBOTHbLIX NpenapaToB) CO CCbINKoM Ha pa3gen 4.4 OXIIM;



CBSA3b NpMeMa npenaparta ¢ NpMeMoM XUOKOCTU U NULLIK BMECTe CO CCbinkon Ha pasaen 4.5 OXIIM, ecnu umeet
MEeCTO B3auMOAenCcTBue, HanpyMmMep, ¢ ankoroneM, rpenndpyTom UM MOJIOKOM;

pekoMeHAauMn no MOBTOPHOMY MPUMEHEHUI0 BMeCTe C uHdopMaumen o HeobxoauMbIX UHTepBanax mexgy
KypcamMu Ne4YeHus, ecnv NpMMeH1MOo;

B3anMOLeNcTBusi, Tpebylolme cneumanbHOW KOppPeKLMn A03bl, CO CChINIKaMu Ha Apyrve npuMeHUMble pasgerbl
OXIJ1N (hanpumep, pasgensl 4.4, 4.5, 4.8, 5.1, 5.2);

npy HeobGXoOUMOCTM - pekoMeHZauuMm O HeJonyCTUMOCTM [AOCPOYHOro npekpalleHust Tepanuu  npu
BO3HUKHOBEHUWN HECEPbE3HOW HeXernaTenbHON peakumu, SBASIOWENCs YacToW, HO NPEXoasLLen Unn ycTpaHseMon ¢
nomoLLbio nogdopa Ao3bl.

[ns KOHKpeTHOro npenapara, ecnv gaHHast uHdopMaumsa SBNsieTCa 3Ha4YMMOW, criegyeT ykasaTtb crneaylollee:

«AKTVBHOCTb f1eKapCTBEHHOrO npenapara [ToproBoe HaMMeHOBaHWE NIeKapCTBEHHOrO npenapara) BbipaXkaeTcs
B [ykasaTb HaumeHoBaHve] eguHMLax. OTW eaVHULbl HE B3aMMO3aMeHSIEMbl C €QUHMLAMW, UCMONb3yeMbIMU ANS
Bblpa)XeHWUs1 aKTUBHOCTU APYrnx npenapaToB ¢ [HanMeHoBaHMe OEeNCTBYIOLEro BeLwecTsa).».

4.2.2. Ocobble rpynnbl NauMeHToB.

MpuBOaATCA cBEAEHUSA O KOPPEKUUN A03bl UNN MHbIE CBEAEHUS, KacaloLLmMecs pexuma A03UMpoBaHNs Y 0cobbix
rpynn nauvMeHTOB B cneuunanbHO BblAENeHHbIX nogpasgenax. YkasaHHble CBeAeHus pacnonaralTcs no cTeneHu
BaXXHOCTU, Hanpumep, B OTHOLLEHWUN:

nuL NoXunoro Bo3pacTta. YeTko ykasbiBaeTcss HeoOXOQUMOCTb KOoppekuuu [o3bl y niobbix noarpynn nwuy
MOXMIIOro Bo3pacTa Co ccbinkamu Ha apyrue pasgensl OXIM, cogepxalume ykasaHHble CBeAeHus, Hanpuvep, 4.4,
45,48 nnnb5.2;

NaLVeHTOB C NOYEYHON HELOCTAaTOYHOCTLI. PekomeHaaumm no A03NpPoBaHMIO OOIMKHBI Kak MOXHO 6onee TOYHO
COOTHOCUTBLCA C AMana3oHaMy 3Ha4YeHU BUOXUMUYECKMX MapKEPOB MNOYEYHON HEQOCTATOYHOCTU, NCMOMb30BaHHbLIMU
B KIMTMHUYECKNX NCCef0BaHUsX, U pedynbTaTamu 3TUX nccregoBaHun;

NMauMeHTOB C MEYEHOYHOW HEeOOoCTaTOYHOCTbI0 B COOTBETCTBMM C AaHHbIMKM O NaumMeHTax, BKMOYEHHbIX B
nccnegoBaHusa (Hanpumep, «ankoronbHbIA LUMPPO3») 1 onpeaeneHnsiMm, NCMorb30BaHHbIMU B 3TUX UCCreqoBaHUSX,
Hanpumep, 6ann (knacc) no wkane Yanng-Meto;

NnauueHTOB C OMpefenieHHbIM FeHOTUMOM CO ccbinkamu Ha gpyrve pasgensl OXIIM, copgepxawwme Gonee
noapobHble CBeAEHNS, ECMU MPUMEHUMO;

NPOYMX 3HAYMMbIX OCOObIX rpynn NauneHToB (HanpuMep, NauneHTbl C APYrMM COMyTCTBYHOLWMM 3aboneBaHnem
UK NauMeHTbl ¢ M36bITOYHON Maccon Tena).

B HekoTOpbIX Cnyyasax NpMBOAATCS pEKOMEeHOAuUM Mo KOppeKUMM A03bl, HanpuMmep, Ha OCHOBaHWM HabngeHun
32 KNWHWYECKMMM CUMMTOMaMU W Mpu3Hakamu u (Mnm) nabopaTopHbIX [AaHHbIX, BKIYas KOHLEHTpaLuio
rniekapCTBEHHOro npenapaTta B KpOBW, CO CCbinkamu Ha apyrue pasgensl OXIIM, ecnu npyuMeHnmo.

4.2.3. Netn.

B OXJIMN pomkeH 6biTb MpeaycMOTpPeH OTAenbHbI nogpasgen «JdeTw». MpuBooumble CBeAEHWS OOMMKHbI
oxBaTbiBaTb BCE MOArpynnbl JeTew, crnegyeT coobpa3Ho obcTtoATenscTBaM UCMoNb3oBaTb  KOMOUHaLMO
noTeHLManbHbIX CUTYaLUWiA, OMUCAHHBIX HUXE.

Ecnu npenapat nokasaH OeTAM, pekoMeHZauun Mo pexumy [A03VpOBaHWA criefyeT ykasaTb ANs Kaxaow
3Ha4YMMON noarpynmnbl. Bo3pacTHble pamMkn LOMKHbI OTpaXaTb OLEHKY MOMb3bl U PUCKOB, MPOBEAEHHYO AN1S KaXKO0N
noarpynnbl.

Ecnu pexum [o3vpoBaHusa y B3pOCHbIX M AeTel CcoBnagaeT, OOCTAaTOYHO 3TO YyKasaTb, AOMOMHUTENBbHO
NOBTOPSATb PEXUM LO3NPOBaHMSA He TpebyeTtcs.

HeobxoamMmo ykasaTb pekoMeHZyemble 403bl (Hanpumep, B Mr, MI/KI, Mr/mM2) ons uHTepBana A03UPOBaHUsS B
OTHOLUEHMM BO3PacTHbIX MOArPynn, KOTOpPbIM MOKasaH npenapaT. B OTHOWEHWM pasnuyHbIX NOArpynn MOXeT
notpeboBaTbCA YyKasaHWe pasnuWyHbIX CBEAEHWW O p[o3vpoBaHuun. [lpyu HeobxogumocTu cnegyeT NpUBECTU
pekoMeHOauMM OTHOCUTENBbHO HEOOHOLLEHHbIX HOBOPOXAEHHbIX C yka3aHuem Oornee noaxodsiero Bo3pacTa,
HanpuMep, reCTalMoHHbIA UM NOCTMEHCTPYanbHbIN.

B 3aBucumocTv OT noarpynnbl, KNMHUYECKUX AAHHbIX M OOCTYMHbLIX NEKAPCTBEHHBIX hOPM [03a BbipaXkaeTcsi
MCXO4sA M3 MaccChl Uy NoLWwaan NoBepPXHOCTM Terna, HanpuMep, «4eTaM B Bo3pacte oT 2 o 4 neT no 1 Mr/kr maccol
Tena 2 pasa B AeHb».

Ecnu npymMeHnMoO, cBeieHusi 0 BpeMeHu npuema npenaparta LOIKHbI YYUTbiBaTb pacrnopsaok AHA pebeHka,
HanpyvMep, LIKOMNa UIn COH.

Ecnu npenapat nokasaH OeTsAM M HEBO3MOXHO pa3paboTaTb NOAXOAsALLYI0 AETCKYI0 NeKapcTBEHHY0 opMmy, B
pasgen 6.6 OXJIM co ccbinkon Ha pasgen 4.2 OXJIM HeobxoaMMO BKNOYUTL NOAPOGHbBIE MHCTPYKUMM MO Cnocoby
nony4yeHus npenapara ex tempore.

[o3sbl 1 cnocob npyMeHeHns y pasnuyHbIX NOArPYnn AonyckaeTca NpeAcTaBnats B opme Tabnuubl.

Ecnu npenapaT He nokaszaH HEKOTOPbIM MMM BCEM BO3PAaCTHbIM Tpynnam geTer, Npu HEeBO3MOXHOCTM AaTb
pekoMeHZauuM Mo pexumy [O3UPOBaHWs, UMEKLIMEcs CcBedeHus crnefyeT o006WuTb C  UCMNOMb30BaHUEM
cnepyoLwmx cTaHaapTHbIX GopMynnMpoBOK (OAHOM MM KOMBMHALIMKM N3 HECKOSBKMX MCXOAs U3 06CTOATENLCTB):

«[BesonacHocTb 1 addekTUBHOCTL] X y AeTel B Bo3pacTe OT X A0 Y [MecsiueB, neT] [unu y nobbix Opyrux
3Ha4YMMbIX NOArPYNM, HAaNPUMeP, Mo Macce Tena, NONOBOW 3PeNOCTH, NONy] Ha AaHHbIA MOMEHT HE YCTaHOBIEHbI».

Heobxoammo no6aBuTe 04HY U3 cneayroLmx hopmMynmMpoBOK:

«[laHHbIE OTCYTCTBYIOTY.

«Mmetowmecsa Ha cerogHsWHWIA AeHb AaHHble NpuBeAeHbl B pasgene [4.8; 5.1; 5.2], ogHako HEBO3MOXHO AaTb
peKoMeHaauum no pexmmy 403MPOBaHNS».

«X He crnegyeT MPUMEHATb Y AeTeil B BO3pacTe OT X A0 Yy [mecsaues, neT] [unu y niobbix ApYrnx 3Ha4YMMbIX
noarpynn, HanpuMmep, Mo Macce Tena, MOfoBOM 3penoctv, nosfy] B CBA3M C OMNACEHUSIMW OTHOCUTENBHO
[6e3onacHocTy, adhdekTUBHOCTU] [NepeuncnatoTcs onaceHusl] NogpoGHO M3NOXKEHHLIMWU B pasfenax [ykasbiBatTcs
pasgensbl, cogepxalime nogpobHble cBeaeHust, Hanpumep, 4.8 unn 5.1]».




«Mo nokasaHusim [yka3aTb nokasaHus] X y [oeTel, oeTen B Bo3pacTe OT X A0 y [Mecsaues, neT], unu y nobbix
APYIMX 3HaYMMbIX NOATPYNM, HAaNpYMep, Mo Macce Tena, NoMoBoW 3pefioCTH, MoNy] He NMPUMEHSETC».

«X NpoTVBOMNOKa3aH y AeTen B BO3pacTe OT X A0 y [Mecsaues, neTl, nim y nobbix ApyrMx 3Ha4MMbIX Noarpyn,
Harnpumep, No Macce Tena, NOMOBOW 3penocTu, nonyl, [Npn nokasaHuu [ykasaTb HasBaHWe MoKasaHusl] (CCbinka Ha
pasgen 4.3)]».

Mpun Hannymn Bonee nogxodsiuen Ana NPUMEHEHNs A03UPOBKU N (MNN) NekapcTBEHHbIX OPM AN HEKOTOPbIX
Unun BCEX Noarpynn geten (Hanpumep, pacTBop Ans npyema BHYTPb ANA AeTen), 370 gonyckaetcs ykasaTs B OXIN
Ha NpeAcTaBreHHyo (MeHee NOAXOAALLYI0) AO3NPOBKY U (MMK) NeKapCTBEHHYIO (hOpMY.

Hanpumep: «apyrme nekapcrtBeHHble (hOpMbl U (MNKN) AO3MPOBKM MOTYT fydlle YAOBMeTBOpATb NoTpebHocTH
OaHHOW rpynnbl».

4.2.4. Cnocob npumeHeHwus.

Moa oTAenbHbIM Noa3aronoskom («Mepbl MPeAOCTOPOXKHOCTU, MPUHNMaeMble Nepes NpMMeHeHneM npenapaTa
unn npu paboTe C HUM») CO cCCbiNkoM Ha pasgen 6.6 (unu 12) OXIIM ykasbiBaloTCcA Bce 0coOble Mepbl
NpeaoCcTOPOXHOCTM Npu paboTe ¢ NnpenapaTom WUn ero NpUMEHeHUn (Hanpumep, Ans UMTOTOKCUYECKMNX NnpenapaTos)
MeanUMHCKMMU paboTHMKamMmn (BkMoYas GepemMeHHbIX MeAVMLMHCKUX PabOoTHMKOB), MaUMEHTOM W yXaXuBsarloLyMu
nmuamm.

YKkasbiBaeTca NyTb BBEAEHWS, U MPUBOAATCA WMCHEPnbIBaOWME WMHCTPYKUMWM MO NPaBUMbHOMY BBEAEHUIO U
NPUMEHeHMI0. VIHCTPYKUUM MO NPUrOTOBIIEHWIO MMM BOCCTAHOBMEHWIO criegyeT npusBecTn B pasgene 6.6 niv B
pasgene 12 OXIIM (npy Heo6x0QUMOCTIN) U AaTh CChIKY Ha AaHHbIA pasgen OXIIT.

Mpy Hanmuuum noaTBeEPXKAAOLWMX AAHHBIX HEOBXOAMMO MaKCMMarnbHO MOHATHO MpeAcTaBUTb cBedeHns o6
anbTepHaTMBHbIX crnocobax, ynyylwarowmnx MpUMEHEHNe WM MPUemMNemMocTb MPUMEHEHUs NeKapCTBEHHOro
npenaparta (Hanpumep, BO3MOXHOCTb pasnambiBaHusa TabneTku, pa3pe3aHus TabneTkm unu TpaHcaepmarbHOro
nnacTbIps, pasMernbyeHns TabneTku, BCKPbITUSA Kancyn, CMeLIMBaHUS UX COAEPXMMOro C Mnullen, pacTBOPEHNUs B
HanuTkax ¢ ykasaHMem Ha BO3MOXHOCTb NMPUMEHEHWS YacTu A03bl), 0CODEHHO Npu BBEAEHWUN NOCPEACTBOM 30HO0B
ANsi UCKYCCTBEHHOIO BCKapMIIMBaHWS.

Heobxoammo o6bACHWUTE BCe cneuuanbHble pekoMeHaaunmn no NpuMeHeHno, 00yCrnoBeHHbIe fIeKapCTBEHHOM
dopmMon, Hanpumep:

«B CBSI31 C HEMPUSTHLIM BKYCOM XeBaTb TabneTku, MOKpbITble 0O00YKON, He CrieayeT»;

«He crepyeT pasnambiBaTb TabneTkn, MOKPbITble KWLLIEYHO-PAcTBOPMMOWN OBOMOYKON, MNOCKOMbKY OHa
npensTcTByeT [pH-3aBMCMMOMY pacnagy, pasapaxeHuto KUWeYHnKal»;

«He cregyeT pasnambiBaTb TabneTky, MOKPbITYyld 060Mo4YkoW, NOCKONbKy oObornoyka npegHasHadeHa Ans
obecneyveHns NPOrIoHrMPOBAaHHOIO BLICBOOOXAEHMS (CM. pasgen 5.2)».

Heobxoammo npeacTaBmTb CBEAEHUSA O CKOPOCTM BBEAEHWS NapeHTeparbHbIX NpenapaTos.

LienecoobpasHo NpmBECTM CBEAEHUS O MaKCMMarbHOW KOHLEHTPauuM napeHTepanbHbIX NpenapaTtos, KOTOPYo
MOXHO 6e3onacHO BBOAUTb AeTsAM (ecnu MPUMEHUMO), 0COBEHHO HOBOPOXAEHHbBIM, Y KOTOPbIX 4OCTaTOYHO 4acTo
UMeITCA OrpaHNYeHnst Ha BBeAeHWe XMOKoCTH (Hanpumep, «He bonee yem X Mr/Y mn pactesopa).

4.3. NMpoTtBONOKa3aHus

B pnaHHom pasgene OXIJII ykasbiBaloTCA 06CTOATENBLCTBA, NPU KOTOPbIX NEKAPCTBEHHBIN NpenapaT He AO0MKeH
NPUMEHATBCS U3 coobpaxeHui 6e3onacHoCTN, TO eCTb NPOTMBOMNOKa3aHus. K Takum oBCToATENbLCTBAM OTHOCATCS
onpeneneHHble KINMHUYECKUE COCTOSIHUS, cOoMyTCcTByloWwmMe 3aboneBaHus, gemorpadudeckme daktopbl (Hanpumep,
non, BO3pacT) WNU NPeapacrnofioXeHHOCTb (Hanpumep, MeTabonuyeckne M MMMYyHOMoOrMyeckne akTopbl,
onpefeneHHbI reHOTUN U NEeKapCTBEHHbIE peakuuyM Ha npenapaT WnM Knacc npenapaToB B aHaMHese). JTu
ob6cTosATeNnbLCTBA HEOOXOANMO YKasaTb HeABYCMbICIEHHO, NCYEPMbIBAOLLE U YETKO.

HeobxoamMmo nexoas ns hakTMyeckmx AaHHbIX UK CTPOTMX TEOPETUYECKUX NPEANOCHINIOK NepedncnnTb apyrue
npenaparbl UK Krnaccbl NpenapaToB, KOTOPbIE HE CreayeT NPUMEHsSITb OAHOBPEMEHHO UNn nocnegoBaTtensHo. Ecnn
NPUMEHMMO, NPUBOANTCH CCbinka Ha pasaen 4.5 OXJIM.

Monynauumn NaumMeHToB, HE N3yYeHHbIE B paMKax NporpaMMbl KITMHUYECKMX CCeaoBaHuiA, cregyeT onvchbiBaThb
B pasgene 4.4 OXJIM, a He B paHHOM pasgerne, 3a MUCKMYEHWEM cryd4aeB HebGnaronpusTHOro nporHosa B
OTHOLLEHMM Be3onacHOCTU (HanpuMep, NPUMEHEHNE BELLECTB C Y3KUM TepaneBTUYECKMM AnanasoHoM, BbIBOAMMbIX
noykamu, y MauMEHTOB C MOYEYHOW HeAocTaTovHOCTbi). OpHako, ecnu kKakue-nnbo nonynsauuyM nauueHToB
UCKMYanucb M3 uccnefoBaHusi U3 coobpaxeHuii 6e3onacHocTw, UX crieqyeT NepeyncnvTb B OaHHOM pasferne.
Ecnu npymeHrMo, npnBoanTca cebinka Ha pasgen 4.4 OXJIM.

BepeMeHHOCTb U rpygHOe BCKapMIIMBaHME YKa3biBAOTCS B JAHHOM pasferne, TONbKO €CNU OHU SIBNSTCS
npoTmBonokasaHnsmu. Mpu aToM HeoOXxooumMOo ykas3aTb CCbinky Ha pasgen 4.6 OXJIM, B koTtopom cnegyet
npeactaButb 6onee nogpobHbie cBeAEHUS.

CBefeHusi 0 rMNepyyBCTBUTENBHOCTU K AENCTBYOLLEMY BELLECTBY (TPYNMNE CXOXMX MO XMMWUYECKOMY CTPOEHUI0
BELLECTB, €Cnv NpuMeHnMo) n nobomy BcromMoraTensHOMY BeLLECTBY, NPOM3BOACTBEHHOM NMPUMECKH, a Takke O
NpoTUBOMNOKa3aHuK, 06yCNoOBNEHHOM HaNM4YMeEM onpeaeneHHbIX BCNOMOraTenbHbIX BELLECTB, HE0OXOAMMO BKMHOYUTL
B AaHHbI pasgen OXJIIM (B cooTBeTCTBUM C npunoxkervem Ne 1 k HacToswmm TpebGoBaHMAM).

Ong pacTuTenbHbIX neKapCTBEHHbIX npenapaToB NPOTMBOMOKa3aHNeM Takke ABnseTcs
rMNepyyBCTBUTENBHOCTb K APYIMM PacTeHWsIM TOro Xe CeMencTBa M OPYrMM 4acTaAM TOro e pacteHus (ecnwu
NPUMEHNMO).

HepocTtaTouyHOCTh AaHHbIX cama no cebe He JOoSKHA ABMATbCS MpoTMBOMNOKasaHmeM. Ecnn m3 coobpaxkeHui
6e3onacHocTv npenapaTt AOIKeH ObiTb NPOTMBOMNOKa3aH y 0cobon nonynauuy, Hanpumep, y AeTen unu noarpynnol
aeTel, 3T0 Heobxooumo oTpa3uTb B AaHHOM pasgene OXIM v gaTte cebinky Ha pasgen OXJIM, B koTopowm
npvBoaaTcst noapobHble cBeaeHus 06 aTom. MpoTrBONoOkasaHue y AeTen cneayeT ykasbiBaTb 6€3 noa3aronoska.



4.4. Ocobble yka3zaHUsA U Mepbl NPeJOCTOPOXHOCTU NMPU NPUMEHEeHUU

Mpy BbIGOpE nopsigka M3NOXeHns OcobbiX yKka3aHWM M Mep NPedOoCTOPOXHOCTW CcrneayeT npexae BCero
NCXOANTb U3 BaXXHOCTN MPVUBOANMBIX CBEAEHUI O 6e30MacHOCTH.

KoHkpeTHOe copepxaHvue daHHoro pasgena OXJIM 6yaet oTnmyaTbcs B 3aBUCMMOCTM OT npenapata u oT
nokasaHus. OgHako npegnonaraeTcd, 4to B 3T0T pa3gen OXJIM gomkHbl BbiTh BKNOYEHbI CBEAEHUS], 3Ha4YMMble AnS
KOHKpEeTHOro npenapara.

CeeneHus o6 oToenbHOM pucke crieqyeT BkNtoyaTb B AaHHbIM pasgen OXJIM nvwb Tom cnydae, ecnu puck
TpebyeT cobniogeHns mep MPefoCTOPOXKHOCTM NPU MPUMEHEeHUWU, UM MpU HeoBXOAUMOCTU NpeaynpexaeHns
MeanLUMHCKOro paboTHuKa 06 3Tom pucke. [pynnbl NALMEHTOB, Y KOTOPbIX MPUMEHEHNE NeKapCTBEHHOrO npenapara
NPOTMBOMOKA3aHO, criedyeT nepedncnuTb Tonbko B pasgene 4.3 OXJIM, He Ay6nupysa B AaHHOM pasgene.

Heobxoammo ykasaTe cnegytollee:

YCroBWsi, NPY KOTOPbIX MPUMEHEHWE FeKkapCTBEHHOro npenapata MoxeT ObiTb NpuemMnembiM, B YacTHOCTH,
cnepyeT onucaTb cneunarnbHble Mepbl N0 MUHMMM3aLMM PUCKOB, HeobxoAuMble Kak 4acTb MNnaHa ynpasneHus
puckamu B Lenax obecneveHnsa 6esonacHoro n apekTMBHOro nNpuMmeHeHns (Hanpumep, «lMNepen Havanom Tepanum
1 Janee exeMecs4HO HeoBXoANMO KOHTPONUPOBaTh PYHKLMIO NedeHny», «MauneHToB cnegyeTt NPpoONHCTPYKTUpOBaTh
0 HeobxoAMMOCTM HeMeASIEHHOro CoobLLeHNs O MbbiIXx cUMNTOMax Aenpeccun u (MNu) cynumaanbHbIX MbICASXY,
«XKeHLMHbI ¢ 4eTOPOAHBIM MOTEHLMANOM AOIKHbBI MCNOMb30BaTh KOHTpaLENUmio» U T. n.);

ocobble rpynnbl NaUMeHTOB, MNOABEPXEHHbIE MOBBLILEHHOMY PWUCKY WU SABNSIOWMNECH €OWHCTBEHHBbIMU
rpynnamu, NoABepPXXEeHHbIMU PUCKY PasBUTUS HeXenaTernbHbIX peakuui Ha mpenapaTt unu Knacc npenapatoB (Kak
npaBumno, CepbesHble WNW YacTble), Hanpumep, nNoXwrble, AeTW, MNauneHTbl C MOYEYHOW WM MNEeYEeHOYHOMN
HEeOCTaTOYHOCTLIO (BKMNtOYasi CTENeHb HeAOCTaTOMHOCTW, HanpuMep, Nerkyto, CPeOHIo U TSHKENy), nauneHThl,
noaBepraeMble aHecTesun, W MauuMeHTbl C CepaeyHoON HeOoCTaTOYMHOCTbIO (BKMYas B [AaHHOM  crnydae
Knaccudmkaumio, Hanpumep, no knaccudmkaumm Hbto-Vlopkckol akagemMun no uaydeHuio 3abonesaHuin ceppaua
(NYHA)). MpueoauTtcs ccbinka Ha pasgen 4.8 OXINM ¢ uyenbio guddepeHumaumm ahdeEKTOB C NO3NLUIA YacToThbl U
TSXKECTW onpefeneHHON HexenaTtenbHOW peakumm;

cepbe3Hble HexenaTteflbHble peakuun, O KOTOpbIX HEeobXoAMMO OMOoBeCTUTb MEAULIMHCKUX PaboTHWKOB,
cMTyauwmm, Npy KOTOPbIX OHW MOTYT BO3HWUKAaTb, 1 TpebyeMble Mepbl, Hanpumep, HEOTNOXHAsA peaHUMaLuus;

MPW HanmuuuM KOHKPETHbIX PUCKOB B Hadvane (Hanpumep, addekTbl nepBon [03bl) WM NpU MpekpalleHun
(Hanpumep, «pUKOLLET», peakuMn CUHOPOMA «OTMEHbI») NPUMEHEHUs NekapCcTBEHHOro npenapaTta ux Heobxoammo
NpvBECTU B JAHHOM pasferne BMecTe C HeobXxoaMMbIMY Mepamu Anst Ux npeaynpexaeHus;

Mepbl, KOTOPbIE MOXHO NPUHATL ANS BbIABMNEHWA MaUMEHTOB, MOABEPXEHHbBIX PUCKY, N NPeAOTBPALLEHUS Unn
paHHero BbISIBNEHNs Havana unu ycyrybneHns onacHbIx cocTosiHuin. Ecnn TpebyeTcs onoselueHe 0 cumnTomax u
npu3Hakax, SBASOLMXCA NPedBeCTHNKaMN Cepbe3HON HexenaTenbHON peakummn, Mx HeobXoANMMO onucaTb;

B Cnyyae HeobXoAMMOCTU MpoBeAeHMs KaKoro-nmbo crneumduyecKkoro KIMHWYECKOro wunm nabopaTopHOro
MOHUTOPUWHIra peKoOMeHAaLmmn OTHOCUTENBHO TAaKOro MOHUTOPWHIA AOMKHbI COAEPXaTb NPUYMHY, BpeMs 1 cnocob ero
OCYLLECTBMEHNS B paMKax KIMHUYECKON npakTuku. Ecnn npu Takux obcTosaTenbcTBax WM COCTOSIHMAX TpebyeTtcs
CHWXEHMEe [03bl UMM MHOW PeXuMM [03MpoBaHusA, ceedeHusa ob sTom cnegyeT Bknwouutb B pasgen 4.2 OXIM wn
yKa3aTb CCbINIKY Ha AaHHbIV pasgen;

HeoOXoaMMble yKa3aHus B OTHOLIEHUM BCMOMOraTerlbHbIX BELECTB WM OCTaTOYHbIX MPOWM3BOACTBEHHbIX
npumMmecen;

CBEAEHUs O COAepXaHWM dTaHona B rleKapCTBEHHbIX MpenapaTtax, COoAepXallMxX ankoronb, NpUMBOAATCS B
CoOoTBETCTBUM C npunoxenvem Ne 1 k HacToswmm TpeboBaHuAM;

yKasaHusi 0 TpaHcMuccuBHbIX areHTax B OXJITM n JIB nekapcTBeHHbIX NpenapaToB, MOyYeHHbIX U3 NNa3Mbl;

CyObeKTbl U MauneHTbl C onpedeneHHbIM reHOTUNOM Ui heHOTMNOM MOryT Nnbo He OTBeYaTb Ha fedveHue,
nnbo 6bITb MOABEPXKEHBI PUCKY Ype3MepHOro hapMakogmHaMm4eckoro adpdekta nnu HexenaTenbHON peakumm, 4To
MOXeT OblTb 00YyCrnoBneHo annensamn HedYHKUMOHUPYIOLWMX (PepMeHTOB, anbTepHaTMBHbIMKM MeTabonuyecknMmm
nyTamu (onocpeayemMbiMy OnpedeneHHbIMKM annensmu) unu geduuutom TpaHcrnoptepos. ogobHele cutyauuw,
€CIN O HNX M3BECTHO, He0BX0AMMO YeTKO OnncaTsb;

yKasblBalOTCA BCE PUCKWM, ODYCMOBMEHHble HeMpaBWibHbIM MyTEM BBEAEHUS (HampuMep, PUCK Hekposa mnpu
BHECOCYANCTOM BBeAEHWWM BHYTPUBEHHOrO npenapara Wiv HeBPOMOrM4eckMX MOCNeACTBUWA MpU BHYTPUBEHHOM
BBEAEHUN BMECTO BHYTPUMbILLEYHOrO), C PEKOMEHAALMSAMUN MO BO3MOXHOCTU UX YCTPaHEHWS.

B ncknoumTeneHbIx cnyyasx ocobo BaXHble cBeAeHUs no 6e30macHOCTM AOMYyCKaeTCs BblAENUTb NMOMYXUPHbLIM
LIPUTOM, 3aKITHOYMB UX B PAMKY.

Bce HexenaTenbHble peakuuu, YyKasaHHble B [OaHHOM pasgene wunv  obyCrnoBMnEHHble COCTOSHUSAMMU,
npeayCcMOTPEHHBIMW AaHHBIM pasfernom, cneagyeT Takke BKNounTb B pasgen 4.8 OXIIN.

Ecnu npumeHumo, ykasblBaeTCs BO3MOXHOCTb UCKaXKEHUS pe3ynbTaToB nabopaTopHbIX TECTOB, HAanpuMep, Npu
nposefeHun npobbl Kymbca Ha doHe npumeHeHus GeTa-nakrtamoB. VIx HeoOGXOAUMO 4eTko onucaTtb, MCMOoSb3ys
noA3aronoBokK, Hanpumep, «MckaxeHne ceporiornyeckmx TeCToB».

OnucaHue ocobbix yka3aHWi U Mep NpedoCTOPOXHOCTU B OTHOLUEHUM BGepeMeHHOCTV U KOPMMEHUs rpyabio,
BMUSIHNA Ha CNOCOBHOCTL YNpaBnsATe TPaHCMOPTHLIMW CpeAcTBaMu M paboTaTb C MeXaHn3mamu U NPoYMX acrnekToB
B3aMMOAENCTBMIA, B LIENOM, criegyeT npvBoautb B pasgenax 4.5-4.7 OXJIIM cootBeTcTBEHHO. B crniyyasix ocobon
KMVHNYECKON 3HaYMMOCTW onpeaerneHHbIe Mepbl NMPegoCTOPOXHOCTU LienecoobpasHee onncaTtb B JaHHOM pasferne,
Hanpvmep, Mepbl KOHTPaLEenuMn Unu npu HexenaTenbHOCTU COMYTCTBYIOLLEro MPUMEHEHUSA OPYyroro npenaparta c
NnpvBEeAEHVEM CCbINKM Ha pasaenbl 4.5, 4.6 nnun 4.7 OXIM.

4.4.1. Netn.

Ecnn nekapcTBeHHbIV NpenapaTt nokasaH ogHoOW unu 6oriee BO3pacTHbIM rpynnam geTer u nMetTcs ocobblie
yKasaHus n Mepbl MPeLOCTOPOXHOCTU MO ero NpUMEeHEeHWIo, SBRsoWmMecs cneunduyHbIMU ANs AeTel Unm Kakon-
nmbo BO3pacTHOWM rpynnbl AeTel, ux Heobxo4MMO NPMBECTM NoA AaHHbIM nogsarosnioBkoM. CriegyeT onvcaTtb Bce




HeobxoauMble ocobble yka3aHWs W Mepbl NPeOCTOPOXHOCTW OTHOCUTENbHO [AONrocpoyHOW GesonacHocTu
(Hanpumep, Ans pocTta, HEBPOMOIMYECKOro, NOBEAEHYECKOTO Pa3BUTUS M MOMOBOIO CO3PEBaHWA) U CreumanbHbl
MOHWUTOPWHT (Hanpumep, pocTta) geTen. MNpu oTCYTCTBMM HEOBXOAMMBIX AONTOCPOYHbIX AAHHBIX N0 6€30MacHOCTU 3TO
ykasblBaeTcs B AaHHOM pasgene. [py Hanmuunm NOTEeHUManbHOro CyeCTBEHHOro WMNWN ANUTENbHOMO BWAHUS Ha
MOBCEOHEBHYI0 aKTMBHOCTbIO AeTeln (Hanpumep, CrocoBHOCTb K 0By4YeHnto nnm usnyeckyto akTMBHOCTb), MW Npu
BMAMSIHWX Ha anneTUT UNN COH NPUBOASATCH COOTBETCTBYIOLLME YKa3aHUS.

MepeuncnsioTcs Mepebl, cneunduyHble ANa AeTen, KOTOpbIM Moka3aH npenapat (HanpumMep, Kak YacTb nnaHa
yrpaBrneHus puckamu).

4.5. BzaumopencTBMe c ApyrMmMu niekapcTBeHHbIMU NpenapaTtamu
v Apyrvue Buabl B3aMmMoaencTBus

B panHOM pasgene HeobXxoAMMO NpPeAcTaBUTb CBEAEHUA O MNOTEHUMAanNbHO  KIMHWYECKM 3HAYMMBbIX
B3aMMOAENCTBUSAX, OCHOBAHHbIX Ha (apMakoAuHaMWYecKMX CBOWCTBaxX W pesynbTatax gapMakOKMHETUYECKMX
nccrnegoBaHui in vivo nekapcTBEHHOro npenapaTa ¢ OTAeNbHbIM YKazaHeM B3auMoAenCTBUIN, KOTOpble NPUBOAAT K
W3MEHEHUIO PeKOMeHOALUMN NO NPUMEHEHWNI0 AaHHOro nekapcTBeHHoro npenapata. K HUM OTHOCATCS pesynbTathl
B3aMMOAENCTBUS in vivo, HeobxoauMble ANs aKcTpanonaumm addpekta Ha MapkepHoe (KKOHTPOMbHOE») BELLECTBO
Ha Apyrne nekapcTBeHHble npenaparsbl, obnagatoLime oanHaKkoBbIM C MapkepoM hapMakoKMHETUHECKMM CBONCTBOM.

CHavyana cregyeT onucaTb B3aUMOAEWCTBUS, BAMAOWIME Ha MPUMEHEHUEe [OaHHOro feKapCTBEHHOro
npenapara, 3aTeM yKas3aTb B3auMOAENCTBUSA, NMPUBOAALLME K KIIMHUYECKM 3HAYUMbIM U3MEHEHUSM MPUMEHEHUS
APYruX nekapcTBEHHbIX NpenapaTos.

B naHHoM pasgene Heo6xoaMMO onvcaTb B3anMOAENCTBUS, ykadaHHble B Apyrnx pasgenax OXJIM n B KoTopbIix
cofepxaTca CCbINKM Ha AaHHbIN pasgen.

CHavana npuBogsaTCa CBEAEHWSA O NPOTMBOMNOKa3aHHbLIX KOMOUHaUMsX, 3aTeM O KOMOMHaLMSAX, OQHOBPEMEHHOE
NPUMEHEHNE KOTOPbIX HEe PeKOMEeHyeTCs, 3aTeM - BCe OCTarbHbIE.

Mo KaXxaoMy KNUMHUYECKU 3Ha4YMMOMY B3avMOLENCTBUIO criefyeT NpeacTaBnTb cneaylome cBeeHus:

PekomeHaaumm, koTopble MOryT 3akno4aTbes B!

NPOTMBOMNOKa3aHNV OQHOBPEMEHHOIO NMPUMEHEHMS (CO ccbinkon Ha pasaen 4.3 OXJIN);

HeXxxenarTenbHOCTM OAHOBPEMEHHOIO NPUMeEHeHUs (Co cebinkon Ha pasgen 4.4 OXIN);

npMMeHeHre Mep NPeaoCTOPOXHOCTW, BKMOYasA KOppekuuo 403kl (CO cebinkon Ha pasgen 4.2 unium 4.4 OXIN
ucxoasi 3 ob6CToATENBLCTB) C NepedYncreHneM KOHKpETHbIX 06CTOATENbCTB, TPEDYIOLMX TaKon KOppeKLmK;

nobble  KNMHUYECKMe MpOsBNEHUA W BAWSHWE Ha MNNasMEHHYK KOHUEeHTpauuoo W nnowags nog
hapMaKOKMHETUYECKON KPUBOW «KOHLIeHTpauumsa-BpeMs» (AUC) ncxoOHbIX COeQUHEHWUI N aKTUBHbIX METabonnToB u
(vnn) nabopaTopHble napameTpsl;

MexaH1M3M B3avMOLENCTBWSA, ecnu u3BecTeH. Hanpumep, B3anMogencTBne BCNEACTBUME UHMMOMPOBaHWSA Unu
uHAyKumMM umToxpoma P450 cnenyeT npeactaBuTb B JaHHOM pasgerne co cebikon Ha pasgen 5.2 OXJIM, B koTopom
crnepgyeT 0606WKTL in vitro pe3ynbTaTbl UHIMOUPYIOLLEro NN MHAYLMPYIOLLEro noTeHumana.

Heobxogmmo onucaTb B3aMMOAEWCTBUS, HE W3YYEHHble in Vivo, HO MPOrHo3upyemble Ha OCHOBaHUu
uccreaoBaHui in vitro nnyM Ha OCHOBaHWM APYrUX CUTyauui U UCCReAOBaHUA, €Cn OHW MPUBOOSAT K U3MEHEHUIO
NpYMEHeHNs NekapCTBEHHOro npenapaTta, Co CCbINKoW Ha pasgen 4.2 nnuv 4.4 OXJIM.

B panHOM pasgene HeobxogMMO  yka3aTb  NPOAOIDKUTENbHOCTbL  B3aMMOLEWCTBMSA  MOCNE  OTMEHbI
neKkapcTBEHHOro npenapaTta C KNMHUYEeCKN 3HaYMMbIM B3auMoZencTBnem (Hampumep, MHMbuTopa nnm uHAyKTopa
depmeHTOB). Kak cneacTene, MmoxeT noTpeboBaTbCa KOppeKUms pexunma Ao3upoBaHus. CrnegyeT Takke ykasaTtb Ha
Heobx0AMMOCTb OTMbLIBOYHOTO NMEpMoAa Npy NocriefoBaTelbHOM NPUMEHEHUW NeKapCTBEHHOTO npenapara.

Heobxogmmo Takke npeacTaBUTb CBEOEHWS O MNPOYMX  3HAYMMbIX B3aMMOLEWNCTBUSIX, Hampumep, C
pacTuTenbHbIMWA NeKapCTBEHHbIMM NpenapaTtamMu, MuLLeRn, ankoronem, KypeHmem n apMakonormyeckn akTMBHbIMU
BeLLeCTBaMu, He UCMONb3yeMbiM/ B MeAMLMHCKUX uensax. Heobxogmmo onucaTe dpapmakogmHammuydeckne adhpexThl,
KOTOpble MOryT NPUMBECTM K KIMHWUYECKN 3HAYMMOMY MNOTEHUMPOBAHWIO WnvM HebnaronpusTHOMY agauTUBHOMY
achbdekTy.

PesynbTaTtbl, nonyyeHHbIe in vivo, cBuaeTensCcTByloWwe 06 OTCYTCTBUM B3aUMOAENCTBUS, criedyeT NpMBoOaUTb
TOMBKO MPU MX 3HAYMMOCTU AN MeAULMHCKOro paboTHMKaA, Ha3HaYaloLWero nekapcTBeHHbIN npenapat (Hanpuvep, B
KMMHMYeckon obnactu, B KOTOPOW paHee obHapyXuMBanUCb NOTEHLMAarnbHO ONacHble B3auMOAENCTBUSA, Hanpumep, B
cryyae ¢ aHTUpPeTPOBMPYCHBLIMU NpenapaTamu).

Ecnu nccnepgoBaHusa B3aMmMoaencTBMSA HE NPOBOAWIMCH, HA 3TO HEOOXOAUMO YETKO yKasaTb.

4.5.1. JononHuTenbHble cBeaeHns 06 ocobbix rpynnax.

Ecnu BbIsSiBNEHbI rpynnbl NALMEHTOB, HA KOTOPLIX BIUSHNE B3aMMOAEVCTBMSA Gonee BbIpaXXeHo, Unu oxuaaeTca
fonbliaa cteneHb B3aMOAEWCTBUSA, Hanpumep, NauueHTbl CO CHMKEHHOW (PyHKUMEN NoYek (ecrv OAHUM 13 nyTen
SKCKpeuun SBNSieTCS MOYEeYHbln), AeTw, MoXwunble n T. A., 9TW CBeAeHus criedyeT npeactaBuTb B [AAHHOM
noapasgene.

Heobxogumo onucaTe B3anMMOZEWCTBMS C  APYIMMW  fleKapCTBEHHbIMW MnpenapaTtamu, OOYCnoBrEeHHbIe
nonuMopdrn3mMoM MeTabonmanpyoLmMx epMeHTOB NN onpeaerneHHbIX FreHOTUMNOB, eCN TakoBble NMEIOTCS.

4.5.1.1. Jetn.

Mpyn HannumMm nokasaHus K NPUMEHEHUIO AN onpefenieHHOW BO3pacTHOW rpynnbl AeTen B AaHHOM pasgene
cnepyeT NpeAcTaBUTb CBeAeHUS, cneumduryHbIe A Hee.

PesynbTupylolas 9KCMo3vuust U KIMHUYECKME MOCneacTBus (hapMakoKMHETUYECKOro B3aMMOLEWCTBUS Y
B3POCIbIX N AETEN, a Takke y AeTeil pasnuyHbIX BO3PACTHLIX rpynn MOryT pasnuyatsces. Beneactsue vero:

HeobxoAMMO onucaTb BCE YCTAHOBIIEHHble PEKOMEeHAAUWW MO MeYeHWo, CBA3aHHble C O4HOBPEMEHHbIM
npUMeHeHneM B noArpynnax pgeten (Hanpumep, KOPpeKkuus [[03bl, OOMOMHUTENbHBLIA MOHUTOPUHI Mapkepa
KINHUYECKMX 3PEKTOB U (MNK) HexXenaTenbHbIX peakuunii, MOHUTOPUHI KOHLEHTpauun npenapaTta);



ecnu 1CCnegoBaHUsl  B3aMMOAENCTBMS  NpoBefdeHbl Yy  B3pOChblX, HEOOXOAMMO BKIOYMTL — yKasaHue
«WccneposaHns B3aMMOAENCTBUS MPOBEAEHbBI TONBKO Y B3POCHbIX»;

HeobxoAMMO ykasaTb, YTO CTeneHb B3aMMOAEWCTBUS Y AeTel aHanornyHa TakoBOW Yy B3POCHbIX, €Crn 3T0
nMeeT MecTo;

ecnu nogobHble faHHble OTCYTCTBYIOT, Ha 3TO TaKke crieayeT ykasaThb.

Te e npasBuna NPMMEHSIOTCA K hapmMakognHaMUYECKUM leKapCTBEHHbIM B3auMMOOENCTBUAM.

Ecnun B3anmopencTeune ¢ nuien BrnedveT 3a cobor pekomeHgaunm no 0AHOBPEMEHHOMY MPUMEHEHUIO C NULLLEN
UNu onpegeneHHbIMM NPOAYKTaMu NUTaHWs, HeobxoauMMo ykasaTb, MPUMEHUMMO NN 3TO K AeTaM (0cobeHHO
HOBOPOXAEHHbIM W MNageHuam), pauuoH koTopbix oTtnuyaetca (100 npoueHTHas MonoyHas pguerta Yy
HOBOPOXAEHHbIX).

Pasgen 4.5 cnepyeT npeactaBute B Hamboriee nMpocToM BuAE C yKasaHWEM B3aWMOAEWCTBUN, BREKYLLMX
npakTuyeckne pekomeHgauuu no NPUMEHEHWI0 nekapcTBeHHoro npenaparta. Mpu Hanuym Gonblioro KonuyecTsa
pasnuyHbIX B3aMMOAEWNCTBUW, Kak, Hanpumep, B Cry4ae C NPOTMBOBMPYCHbIMW nNpenapaTamu, AonycKaeTcs
ucnonb3oBaTb TabnuyHbIN hopmaT NpeacTaBneHns.

4.6. PepTUNBLHOCTbL, 6€pPeMEeHHOCTb U NakTauusa

4.6.1. O6LMe NPUHUMMBI.

3asgBuTenb perucTtpauMm Un OepxaTenb PEerncTpauMoHHOrO YAOCTOBEPEHWUSt [AOIPKHbI MO  BO3MOXHOCTM
npeacTaBuUTb OCHOBaHWS AnS PEeKOMeHAauMin Mo MPUMEHEHUK0 MpenapaTta y 6epeMeHHbIX, XEHLMH B Mepuop
rPyoHOrO BCKapMIMBaAHWSA W XXEHLUMH C OEeTOPOAHbIM MOTeHuManomM. OTU cBedeHus Heobxoanmbl MeLULUHCKAM
paboTHMKam Anga 4oBeAeHUs UX 40 NauUEHTOB.

[MpoBOAsi COBOKYMHYH OLIEHKY, HEOBXOOAMMO WCMONb30BaTb BCE AOCTYMHblEe AaHHbIE, BKMYas pesynbTaTbl
KIMMHUYECKMX NCCIEeLOBaHUN U NOCTPErMCTPaLMOHHOIO HabnoaeHus, papMakonormyeckyo akTMBHOCTb, pe3ynbTaThl
OOKINMMHUYECKMX UCCNEAOBaHUIA U 3HAHWS O COEAMHEHMSAX TOrO Xe Krnacca.

Mo mepe HakonneHus onbiTa 0 GEepeMEeHHbIX XEHLUMHAX, MOABEPrlIMXCs BO3LAENCTBUIO NEKapCTBEHHOro
npenaparta, KOTOpbli MepekpbiBaeT AOKIMHUYECKME OaHHbIE Y XWMBOTHBIX, CrnegyeT MO BO3MOXHOCTM OOHOBUTH
pekomMeHOauMm Mo MNpPUMEHEHWIO FNeKapCTBEHHOro mnpenapata npu OepeMeHHOCTM W B MNepuod rpyaHOro
BCKapMnvBaHusi.

Ecnu ykaszaHHble COCTOSIHNA SBNSAIOTCHA NPOTUBONOKa3aHneM, nx Heobxoaumo BknounTe B pasaen 4.3 OXJIIN.

HeobxoomMmo npeacTaButh criegylolimne CBeaeHus.

4.6.2. )KeHLWUHbI C AeTOPOAHbIM MOTEHUMANom (KOHTpaLUenums Y My>KHUH M XKEHLLIMH).

MpuBoosaTca pekoMeHdauum Mo MNPUMMEHEHUID JEeKapCTBEHHOro Mpenaparta y XeHWWH C AeTOpPOAHbIM
noTeHLmanomMm, BKkrovas HeobxoanMocTb NpoBeAeHUsa TecTa Ha 6epeMeHHOCTb U KoHTpauenuun. Ecnu naumeHTkam
UM NONOBbIM NapTHepLLAM MaLWeHTOB B XO4€e Tepanuu uUnv B onpeaereHHbIn NPoMEeXyToK BPEMEHN A0 Havana unm
nocne 3aBepLUeHUs neyeHus TpebyeTca adpdeKkTMBHAA KOHTpaLEeNnuus, OCHOBaHUS MPUHATUS 3TOW Mepbl criegyeT
BKIIOYUTb B AaHHbIV pa3gen. Ecnn pekomeHayeTcs KOHTpauenumsl, HO UMeeTcsl B3aMMOAENCTBME C NepoparbHbIMU
UnNu ApyrumMum KOHTpauenTMBaMmu, HeOOX04MMO Takke AaTb CCbINKy Ha pasgen 4.5 (1 npu HeoOXo0AMMOCTU Ha pasgen
4.4) OXIn.

4.6.3. bepemeHHOCTb.

CHauvana, kak npaBuIio, NPMBOAATCS KMMHUYECKUE U AOKIIMHUYECKME OAHHbIE, 3aTEM - PEKOMEHAALIMM.

B OTHOLWIEHUN AOKNMHUYECKMX OaHHbIX B OaHHbIA pasgen crnegyeT BKMHYUTb NULb BbIBOABI MCCrEeAoBaHWUi
penpoayKTUBHOWM TOKCMYHOCTU. Bonee noapobHble cBeaeHUs cnepyeT npeactaButb B pasgene 5.3 OXINT.

B OTHOLLEHWNM KNMHUYECKMX OAHHBIX:

B paszen criefyeT BKIIOUYUTb MCYEPTbIBaOLLME CBEAEHUS O 3HAYMMbIX HEXEeNaTeNbHbIX ABMEHNUAX, BO3HUKLLIMX Y
ambpuoHa, nnoaa, HOBOPOXAEHHbIX, 6epeMEHHbIX XEHLLMH (€Cnu NPUMEHNMO).

Mo Bo3MOXHOCTM cnegyeT 0603HAaYMTb YACTOTYy BO3HMKHOBEHWUS MOAOOHLIX SBMEHUN (Hanpumep, 4acToTy
BO3HVKHOBEHWS BPOXAEHHBIX aHOManui) cornacHo kputepusam BOS;

eCnu HexenaTternbHble SIBNeHNs Npyu 6epeMeHHOCTU He BO3HMKanu, B pasgerne HeobxoouMMo onucatb 06bem
onbiTa MegULMHCKOro NPUMEHEHUSI.

B oTHOLIEHMM pekomMeHOaumni:

NPMBOAATCA PEKOMeHAaLMn Mo NPUMEHEHUIO NEKAPCTBEHHOIO Mnpenaparta B pasnuyHble Nepuogbl rectauuu,
BKIHOYasi NPUYMHY(bl) TaKUX pEKOMEeHOALNN;

npyv MpPUMEHEHUN §eKapCTBEHHOrO mnpenapata BO BpeMsi OEepeMeHHOCTM B COOTBETCTBYHOLUUX Cry4vasx
NpuBOOATCSA pPEKOMeHOauuM no BeAeHU0 OepeMEeHHOCTM, BKIHoYask HeOOXOAMMbIN CrneuuarnbHbI MOHUTOPWHT, K
npumepy, ynbTpasByKOBOE MCCrefoBaHve nroaa, onpegeneHHoe buonormyeckoe nnm KnuHudeckoe obcnegosaHne
nnoaa unv HOBOPOXAEHHOTO.

B 3aBMCMMOCTM OT 06CTOATENBLCTB, AOMNYCKAETCA BKIOYNUTL CChINKM B pasaensl 4.3, 4.4 n 4.8 OXJIM.

Mpumepbl HOPMYNMPOBOK, NPUBOANMBIX B AaHHOM pasgene, cogepxatcs B npunoxeHuy Ne 16 k HacTosiLum
TpeboBaHusM.

4.6.4. Ilaktaumus.

Mpy HanMuuM NPYMBOAATCS KIMHWYECKME OaHHble (MNageHuUbl, HaxoaAMBLUMECH HA TPYOHOM BCKapMITMBaHUW,
noaBepriuMecs BO3LAEWCTBUIO JIEKAPCTBEHHOrO mnpenapaTta) B BuAE 3aKMYEHUMN KUHETUYECKUX MCCeaoBaHum
(NnasmMeHHas KOHUEeHTpauus y aeTen, HaXOAMBLLUMXCS Ha PYAHOM BCKapMIIMBaHUU, MPOHWKHOBEHNE OENCTBYOLLErO
BelwlectBa M (unu) ero metabonuToB B rpygHoe Momnoko). [lpu HannumM npencTaBnsalTCA CBEAeHWs O
HexenaTternbHbIX peakuusix y AeTen, HaXoasILLNXCS Ha rPYAHOM BCKApMIMBaHUW, BO3MOXHO yKasaHue nepekpecTHom
CCbINKM Ha pa3gen «HexenartenbHble peakuumy.

3aknoyeHne OOKNMHUYECKMX WCCNeaoBaHWM O MNPOHWKHOBEHUWM [EWCTBYHOLLEro BewecTtBa W (unu) ero
MeTabonnToB B MOJTOKO MPEACTABMAETCSA TONbKO NPY OTCYTCTBUM AaHHbIX Y YernoBeka.




MpuBOAATCA NPUYMHBI U PEKOMEHAALIMM MO MPEKPALLEHUIO UMW MPOAOIHKEHMIO FPYAHOr0 BCKapMnBaHus 1 (Mnm)
NpeKkpaLLeHno UM NPOAOIDKEHUIO Tepanuu € y4eTOM NpeanovTUTENbHOCTY NpeKpalleHns Tepanuyi Unu rpygHoro
BCKapMIvBaHusl.

Mpumepbl HOPMYNMPOBOK, NPUBOANMBIX B AaHHOM pasfene, cogepxatcs B npunoxeHut Ne 16 k HacToswmum
TpeboBaHusM.

4.6.5. depTUNbLHOCTD.

B pasgen 4.6 OXJ Heo6Xx0AMMO BKIHOYUTL OCHOBHblE CBEAEHUSI O BO3MOXHbIX HexenaTtenbHbIX adhdekTax
neKkapcTBEHHOro npenaparta AN MYXXCKOW U XeHCKON epTUnbHOCTH:

KNVHUYeCcKMe AaHHble (Mpy Hanuyunm);

COOTBETCTBYIOLLIME 3aKMIOYEHNS OOKIMMHUYECKUX TOKCUKOIOrMYECKUX WccnepoBaHui (npu Hanwnymm). Bornee
noapobHble cBeeHWs cneayeT BKNouMTh B pasgen 5.3 OXIIMT;

pekoMeHOauMn Mo MNPMMEHEHWI0 IEKApCTBEHHOro npenapaTta npu  NnaHUpoBaHuM GepeMeHHOCTU W
noTeHumansHOM BNMUSHUKN Tepanun Ha epTUNbLHOCTb.

Ecnu npumeHumo, B pasgen 4.3 OXJIIM MOXHO BKMOYUTL CCbIfkK Ha apyrue pasgensi OXJIT.

Ecnu gaHHble No hepTUnbLHOCTU OTCYTCTBYIOT, Ha 3TO CneayeT YeTko yKasaTb.

4.7. BnnsiHve Ha cnOCOGHOCTb ynpaBndaTb TPAHCNOPTHLIMU cpeaAcTBaMun
n paGOTaTb C MeéXaHn3Mamum

Ha ocHoBaHuMM hapMakogMHAMUYECKOrO M (hapMakOKMHETUYECKOro Npodunsi, BbISBIEHHbLIX HeXenaTernbHbIX
peakuMn 1 (Mnv) NnpoBefeHHbIX crneunanbHbIX MCCNeaoBaHWi B COOTBETCTBYIOLWEN NONynsuMu, HanpaereHHbIX Ha
YCTaHOBMNEHNE BIUSAHWSA JEKApCTBEHHOrO Mpenapata Ha CnocoBHOCTb yNpaBnATb TPAHCMOPTHLIMU CpeAcTBamu,
©6e30MacHOCTb AOPOXHOIO ABWXKEHUSA 1 paboTy C MexaHu3MaMu, cneayeT ykasaTb, YTO NeKkapCTBEHHbIN npenapart:

He OKa3blBaeT UMM OKa3bIiBAET HECYLLLECTBEHHOE BINUSIHUE;

oKasblBaeT cnaboe BNUSIHUE;

OKasblBaeT yMEPEHHOE BIUSIHNUE;

OKa3blBaeT BblpaXeHHOE BRMsiHME.

HeobxooMmo paccMoTpeTb ApYrne BakHble acnekTbl BMMSHUSI NeKapCTBEHHOro npenapata Ha CcrnocoBGHOCTb
ynpaBnATb TPAHCNOPTHBLIMKU CpeacTBamMmM U paboTy ¢ MexaHM3MaMu, eCrv UMEHTCHA CBEAEHNsI O TaKOBbIX, HAaNpumMep,
NPOAOIKNUTENBHOCTL HAapPYyLUAKLIEro BMUAHUSA W pPa3BUTUE TOMEPAHTHOCTU WKW HeXenaTenbHbIX peakuuin npu
ANUTENbHOM MPUMEHEHMUN NeKapCTBEHHOTO nNpenapara.

B cnyyasx ecnu nekapCTBEHHbIM npenapat OKasblBaeT YMEPEHHOe WU BblpaXeHHOe BrusiHME crneayeT
npencTaBuTb ocobble ykasaHusi 1 (Unu) Mepbl NPefOCTOPOXHOCTM MPU NpUMeEHeHUK (a Takke B pasgene 4.4 OXJIM,
€CIn NeKapCTBEHHbIV NpenapaTt oKa3biBaeT BblpaKEHHOE BIUSIHUE).

4.8. HexxenatenbHble peakumn

B paHHbIi pasgen BKAYAKOTCA BCE HeXenaTenbHble peakuuu, BbISIBMIEHHbIE B XOAe  KIMHUYECKMX
nccrneaoBaHui, NOCTPErMCTPALMOHHbBIX UCCNeaoBaHniA 6e30NacHOCTM 1 NO pe3ynbTaTtaM CMOHTaHHbIX COOOLEHMN, B
OTHOLLUEHMM KOTOPbIX MPUYMHHAA CBA3b MEXAY JIEKapCTBEHHbIM NMpenapaTtoM U HexenaternbHbIM SBIIEHNEM Mnocre
NpoBeAeHNs TLIATeNbHOMW OLEHKM WUMeeT OOOCHOBaHHYH BEPOSATHOCTb, W MOATBEPXOAETCs, K NpuMmepy, WX
CPaBHUTENbHOW 4YacTOTOW BO3HUKHOBEHUS B KITMHUYECKUX UCCINEA0BAHUSX UMW pe3ynbTaTaMy 3nMaeMUonormyeckmnx
uccrnefoBaHui M (MNKM) OLEHKOW MNPUYMHBbI Pa3BUTMS HA OCHOBaHUM COOOLLEHWMI MO OTAEMbHbIM CIy4YasM.
HexenaTenbHble ABNEHNS, HE UMEIOLLME NO MEHbLLEN Mepe No03pEBAEMYIO NMPUUYMHHYIO CBA3b, ykasbiBaTe B OXII
He cnegyer.

CopepxaHue paHHOro pasgerna crnegyetT 00OCHOBaTb B KIMHMYECKOM 0030pe peructpaumMoHHOro Aochbe,
OCHOBBIBasiCb Ha OLeHKe Haubonee yoeauTenbHbIX 4aHHbIX B OTHOLLUEHUN BbISIBIIEHHbIX HEXeNaTenbHbIX SBMEHUIA U
(aKTOB, 3HAUYUMbIX OJI1 OLEHKM MPUYMHHO-CNEACTBEHHOM CBSI3U, TSXKECTM M 4acToTbl. [aHHbI pasgen crnegyet
perynsipHo nepecmatpuBatb W MNpu HeobxoAMMOCTM OOHOBMATH C LENbl Haanexallero WMHOPMUPOBaHUSA
MeLMLMHCKMX paboTHMKOB B OTHOLLIEHUN Npoduns 6esonacHocTu npenapata. Kpome Toro, Becb pasgen MoxeT ObiTb
nepecMoTpeH Npu NOATBEPXAEHUM pernctpauun (nepepeructpauum), korga npoduns 6esonacHocTy GonblUNHCTBA
npenapartoB, ckopee Bcero, OyaeT XOpowo M3yyeH, U Janee npu nojaye Kaxaoro nepvoamyeckoro otdeTta no
6e3onacHocTn (MOOB).

MHdopmaumio cnegyeTt usnaraTb KpaTKo, UCMOMb3ysi CneLmanbHy0 TEPMUHOSONIO, OHa HE JOJKHA coaepXaTb
Takue CBeAEHMS, KaK yka3aHne Ha OTCYTCTBME OMpeferieHHbIX HeXenaTernbHbIX Peakuui, JaHHbIE O CPaBHUTEIbHOMN
YacToTe, 3a MCKIIOYEHMEM YKa3aHHbIX HWXKE, a Tawkke yKasaHWsi Ha OOLyl XOpoLyl MNepPeHOCUMOCTb
nekapcTBEHHOro npenapara, Kak «XOpoLlO NepeHOCUTCS», «HeXenaTenbHble peakumu, kak NpaBuno, peakm» u T. 4.
YKasaHusl Ha OTCYTCTBUE NOATBEPXKAEHUS NPUYMHHON CBA3M BKIOYATb HE J0ONyCKaeTCs.

B uenax npeacrtaBneHns YETKOM U NOHATHOM MHopmaumu pasgen 4.8 OXIII gomkeH MMeTb criegyloLyio
CTPYKTYypy:

pestome npodunsa 6esonacHoCTy;

pes3tome B hopme Tabnuubl HexxenaTenbHbIX peakuuii;

OnucaHne OTAENbHbIX HEXenaTenbHbIX Peakunii;

neTu;

npo4ne ocobble nonynsauun.

4.8.1. Pestome npoduns 6e3onacHocTy.

Pestome npoduna 6e3onacHOCTU LOMKHO cofepXaTb CBeAeHWs O Haubornee cepbesHbix M (Unn) Yacto
BO3HMKAIOLLNX HEeXenaTerbHbIX peakumsix.



Mpy HanWuuM yka3aHHbIX CBeOEHWNI NPUBOAATCH CPOKU BO3HUKHOBEHMS HexenaTenbHbIX peakuui. Hanpumep, B
Luenax npefoTBpalleHns paHHEero rnpekpalieHs Tepanun MoxeT noTpeboBaTbCA OMUCAHUE HeCepbesHbIX
HexxenaTenbHbIX peakuuii, KOTOpble 4acTO BO3HMKAOT B Havane Tepanuu, HO MOTYT paspewmnTbcs Mo mepe
NPOAOIKEHNSA NEYEHWs, UM ONMUCaHWe HexenaTenbHON peakumu, XapakTepHOW Ans ANUTENbHOro MPUMEHEHWS.
YacToTy MpMBOAUMBIX HexenaTenbHbIX peakuuii crnegyeT ykasaTb Kak MOXHO 6onee ToyHo. Pestome npoduns
6e30nacHOCTN [OMKHO COOTHOCUTBCA C BaXHbIMU BbISBIEHHLIMW PUCKaMUK, OMNWUCaHHbIMKW B creundukaumm no
6e3onacHoCcT nnaHa ynpasneHus puckamu. CBedeHWs He OOMXHbI NPOTUBOPEYUTbL pestome B hopme Tabnuupl
HexenaTtenbHbIX peakumn.

Ecnu B pasgene 4.4 OXJIMN npuBeAeHbl 3HaYMMble MEPbI N0 MUHUMU3AaLMN PUCKOB, CrieayeT NPUBECTU CCbINKY
Ha AaHHbIA pasgen.

Hwxe npeacTaBneH npumep BO3MOXHOMO yKa3aHus:

«B Havane neveHus MOXeT BO3HWMKATb anuracTpanbHas 6Gonb, TOWHOTA, Auapesi, ronosHas 6Gonb unu
FOMOBOKPYXEHMWE; 3TU peakumn, Kak MpaBumo, NpoXoAasT B TeYeHWe HECKOMNbKWX AHEN, Oaxe Mnpu MPOAOSHKEHUN
Tepanun. K Hanbonee 4acTo BO3HMKABLUUM HeXenaTernbHbIM peakumsaM npu nevYeHnm OTHOCATCS FONOBOKPYXEHUe n
ronoBHas 6onb, Kaxxaas U3 KOTOPbIX BO3HMKana NnpubnunsntensHo y 6 % nauneHToB. Peako MoxeT BO3HMKaTb ocTpast
neYyeHoYHas He[oCTaTOYHOCTL U arpaHynounTos (pexe Yyem 1 cnydan Ha 1000 naumeHTOB).»

4.8.2. Pestome B hopme Tabnuubl HexenaTenbHbIX peakuni.

HexenatenbHble peakummn ¢ COOTBETCTBYIOLLEN UM KaTeropuei 4acToTbl crieayeT 3aHecTu B 0aHy Tabnuuy (mnu
CTPYKTYPUPOBAHHBIA CMMCOK). B HEKOTOpbIX cryyasX B OTHOLUEHWM YacTblX U OYEHb YacTbiX PeakuMin u npu
HeobxoanmocTn 6onee AcHOM nogayn uHdOpMauunm B Tabnmuue [ONYCTUMO MPUBECTU KOHKPETHbIE 3HaYeHWs
YacToThl.

Mpu BbIpaxeHHOM pasnuymMn NpoduUnen HexenaTenbHbIX Peakunin B 3aBUCMMOCTM OT NPYMEHeHUs npenapara,
HanpvmMmep, B Cry4Yae MNpUMMEHeHWs npenapata Mo pasHbiM Moka3aHusM (Hanpumep, B OHKOMOMMM U MO
HEOHKOMNOrM4EeCKOMY MOKa3aHWi) WNM NPU  PasiuYHbIX PEXMMax [A03MPOBAHUSA B UCKMOYMTENbHBLIX Cryvasax
AONYyCTUMbI OTAENbHbIE Tabnuubl.

Mepen Tabnuuen HeobxoAMMO npeacTaBuTb CBeAeHuss 06 WCTouYHuKe 6asbl AaHHbIX (Hanpumep, ©3
KMUHWYECKNX WCCNefoBaHUi, MOCTPErMcTpaumoHHbIX UccnegoBaHui  H6esonacHocTM unyv No  pesynbTatam
CMOHTAaHHbIX COOBLLEHMN).

Tabnuuy cnegyeTt cocTaBnsiTb B COOTBETCTBMM C CMCTEMHO-OPraHHOW Knaccuduvkauuen, npedcraBrneHHON B
npunoxexun Ne 4 k HactoAwwmm TpebosaHuam. MocneaoBaTensHOCTL NPeACcTaBNeHNs CUCTEMHO-OPraHHbIX KNaccoB
OOMMKHa COOTBETCTBOBATb MOPsSAKY, npuBeeHHOMY B npunoxeHun Ne 4 k Hactoawmum TpeboBaHuam. OH, Kak
npaBumno, COOTBETCTBYET YPOBHIO NPEAnOYTUTENbHOrO TEPMMHA, OOHaKo B HEKOTOPbIX Cry4vasdx LenecoobpasHo
yKka3aTb TEPMWH HU3LLEro YPOBHS WNW B WCKMIOYUTENbHbIX Cry4Yasx rpynrnoBble Takue TEePMUHbl, Kak TepMUWHbI
BbICLLEro ypoBHs. 1o obLwemy npaBuny Bce HexenaTtenbHble peakuuy cnedyeT OTHeCTU K Hanbonee nogxogsemy
CMCTEMHO-OPraHHOMY  Kfaccy, COOTBETCTBYIOLLEMY OpraHy-mMuweHn. Hanpumep, npeanoyTUTENbHbIN TEPMUH
«HapyLleHve yHKLMOHanbHbIX NPo6 neyeHu» crnegyeT OTHECTM K CUCTEMHO-OPraHHOMY KIacCy «HapylleHusi co
CTOPOHbI MEYEHM U >KEMYEBLIBOASLIMX NyTeW», a He K CUCTEMHO-OPraHHOMYy knaccy «abopaTopHble U
WHCTPYMEHTarnbHble AaHHble».

HexxenaTtenbHble peakuuMnm BHYTPU KaXAoro CMCTEMHO-OPraHHOro Krnacca crnegyeT pacrnonoxutb B nopsgke
ybblBaHNA KX CEpPbEe3HOCTM C YyKasaHWMeM YacTOTbl UX BO3HMKHOBEHUSA (B pamMKax OAHOW rpajauun 4acToThbl).
HanmeHoBaHusA, ucnomnb3yemble ANS KaXdoW KaTeropum 4acToTbl, [OIMKHbI COOTBETCTBOBaTb CTaHAAPTHbIM
TEpMMHaM B COOTBETCTBUM CO CMNeAyLLMM NpaBuIioM: o4eHb YacTo (21/10), yacTo (21/100, Ho <1/10), HevacTo (=1/1
000, Ho <1/100), peako (=1/10 000, Ho <1/1 000), o4eHb peako (<1/10 000).

B wncknioumTenbHbIX cryyasx, ecnvM Ha OCHOBaHUM MMEIOLUMXCH AaHHbIX 4acToTy onpefenuTb HEeBO3MOXHO,
AO0MyCKaeTCs MCNOMb30BaTh AOMOMHUTENbBHYIO KaTeropuil 4acToThbl - «4acTtoTa HemsBecTHa». Ecnu mcnonb3yetcs
BblpaXeHWe «4acToTa Hen3BeCTHa», B MNepeyeHb OOBACHEHMS KaTeropui 4actoTbl crnedyeT [obaBuTb TeKkCT
«4acToTa Hem3BeCcTHa (Ha OCHOBAHMU UMEIOLUMXCS AaHHbIX OLEHUTb HEBO3MOXHO)». He crnegyeTt mcnonb3oBaTb
BbIPAXXEHWS N3 OTAENbHbIX COOOLLEHUIA (EAVHNYHBIX CIy4aeB).

Ecnn B onncaHun OTAEnNbHOW HexenaTenbHOW peakuvMu MpuBOASTCA AOMOSNHUTENbHbIE CBEAEHUs, TaKyto
peakumio Heob6XoAMMO BbIAENWUTb, HanMpUMep, C MNOMOLbI0 3BEe3[0YKM, a B CHOCKE yka3daTb CCbIKy Ha
COOTBETCTBYIOLLMIA pa3aern.

PekomeHaaLmm No oueHke YacTOTbl BO3HUKHOBEHWSA HexenaTernbHbIX peakunii npuBoaaTca B nognyHkre 4.8.6.
HacTosWwmx TpeboBaHWiA.

4.8.3. OnucaHue oTAenbHbIX HexenaTenbHbIX peakLuii.

B paHHbIN nogpasgen crnefyeT BKMYMTb CBEAEHWS, XapakTepuaylolwme ocobylo HexenaTenbHyl peakuuio,
KOTOpble MOryT ObITb MOMe3Hbl ANA NpegoTBpalLEeHWsi, OLEHKW WM KYNMPOBaHWS BO3HUKLLEW HexenaTenbHON
peakumm B KNMHNYECKOWN NPaKTUKe.

YKa3biBalOTCA CBEAEHWsi, XapaKTepusylolime OTAeNbHble Cepbe3Hble W (UnyM) YacTo  BO3HMKaloLme
HexxenaTtenbHble peakuMn Un Te M3 HUX, B OTHOLUEHWM KOTOpbIX NocTynanu coobueHns o6 nx ocobom TeyeHuu.
CnepyeT npeactaBUTb CBeAEHMS O YacToTe (Npy HeobxoAMMOCTU C onucaHnem obpaTtuMocTu), BpeMeHu Havana,
TSXKECTW, NPOJOIMKUTENBHOCTU, MEXaHW3Me pas3BUTUS (ECMIM OH KIMHWYECKM 3HAyMMm), 3aBUCMMOCTM OT A03bl,
NPOAOIKUTENBHOCTU BO3AENCTBUS NIeKapCTBEHHOro npenapaTta u dakropax pucka. Mepbl, HanpaBrneHHble Ha
HefonyweHe pasBUTUS UMW NPUHUMAaeEMbIEe NPU PasBUTUM OMNPEAENEeHHbIX HeXenaTenbHbIX peakuun, crnegyet
onucbiBaTh B pa3gene 4.4 OXIIM ¢ ykazaHWeM CCbIfIKN Ha AaHHbIA pasgen.

CBegeHust 0 BO3HWKHOBEHUW peakuMin CMHOPOMa «OTMEHbI» AOMycKaeTcs nNpeAcTaBvTb B JaHHOM noapasaene
BMECTe CO CCbiikor Ha pasgen 4.2 OXIM (npu HeobXoAMMOCTMN NOCTEMNEHHOIO CHMKEHUSA 003kl UMM peKOMeHaauum
no oTMeHe fekapCTBEHHOro npenapaTa).

CnepyeT onucaTtb BCe pas3nuuusi B npodune HexenaTenbHbIX peakumin Mexay pasfiuyHbiMK NekapcTBEHHbIMU
dopmamu.




CnepyeT Takke BKINIOYATb CBEAEHUS O KOMOMHMPOBaHHLIX MpenapaTtax, XxapakTepusylolwmne HexenaTenbHble
peakuum, o6ycnoBneHHbIe ToW Unn MHon hbapmMaLieBTUYECKON KoMBMHaLmen AeACTBYIOLMX BELLECTB (MPpy Hann4mm).

Bce HexenaTenbHble peakuuu, HanpsiMyio OOYCMOBMiEHHble B3avMOAENCTBMEM, CrlieayeT npeacTtaBuTb B
AaHHOM noapasgerie co ccbinkon Ha pasgen 4.5 OXIMM.

Heobxogmmo Takke MpeacTaBUTb CBEAEHUS O HexenaTenbHbIX Ppeakumsax C O4YeHb HWU3KOW 4acToTown
BO3HVMKHOBEHWNS UNW C 3ano3ganon MaHndecTaumenn CMMNTOMOB, CBEAEHUSA O CBS3WN KOTOPbLIX C npenapaTtomMm MoryT
OTCYTCTBOBATb, HO KOTOpbIE XapakTepHbl A4S NeKapCTBEHHbIX NpenapaToB TOro Xe TepaneBTUYeCKOro, XMMU4ecKoro
unu papmMakonorm4eckoro krnacca. Heobxoammo ykasatb, YTO 3TO XapaKTepucTuka knacca.

Heobxoammo onucaTtb BCe HexenaTternbHble peakuuun, OByCroBreHHble BCMOMOraTerbHbIMW BeELecTBaMn Wt
NPOV3BOACTBEHHBIMU NPUMECAMMU.

4.8.4. Netn.

Heobxogmmo BO Bcex cryyasx npedycmaTtpuBatb nogpasgen no Aetam (ecrnv TOMbKO OH He sBnseTcs
HEe3HauYVMbIM).

Heobxogmmo onucate 06bemM U BO3pacTHble xapakTepucTuku 6a3bl gaHHbIX No 6e3onacHocTn y aetew
(Hanpumep, AaHHblE KNMHUYECKUX WCCNefoBaHWA wWnuM AaHHbX dapmakoHagsopa). Heobxoammo ykasaTb Ha
HeonpeaeneHHOCTb MMEIOLLNXCS AAaHHbIX BCNEACTBUE X OrPaHUYEHHOCTMU.

Ecnn BbisiBneHHbIM npoduns 6e3onacHocTn y AeTen 1 B3pOCHbIX COBMadaeT, AOMNycKaeTcs MPUBECTU TEKCT:
«YacToTa, BUA M TAXKECTb HexenaTenbHbIX peakunn y AeTer M B3pochbiX [0AUHAKOBbLI, OXupgaeTtcs, 4To OyayT
OAVHaKoBbI]». AHANOMMYHO HAAMEXWT ykasaTb, UMEKTCA MW pasnuumsa B npodunsax 6e3onacHocTu B pasnuyHbIX
BO3PACTHbIX rpynnax geTen.

Bce kmuHMuYeckn 3Hauumble pasnuuma (T. e. MO XapakTepy, 4actoTe, Cepbe3HoCTM U obpatumocTu
HexenaTtenbHbIX peakuuin) B npodune 6Ges3onacHOCTM y B3pOCMbIX W AeTer, a Takke mexgy pasnuyHbIMU
BO3paCTHbIMU rpynnamu geten HeobxoAMMO onucatb U NPEeACTaBUTb MO KaxAow Bo3pacTHom rpynne. [lpu
HeobXoAMMOCTM cheumanbHOro MOHUTOpPMHra crnegyeT Aatbh cebinky Ha pasgen 4.4 OXJMN. Ona KnvHUYecku
3HAYMMbIX PasnMYMn MOXHO NPEACTaBUTbL OTAenbHOe pestome B dopme Tabnuubl HexenaTenbHbIX peakumi no
YacToTe MO COOTBETCTBYIOLMM BO3PacTHbIM rpynnam coobpasHo obctosTenscTtBaMm. Ecnm  HekoTopble
HexenaTtenbHble peakummn y aeten aBnsitotcs YactbiMu (21/100, Ho <1/10) nnm oveHb Yactbimm (21/10), B ckobkax
HeobxoAnMo ykasaTb 4YacToTy. lpy Hanuymm GomnbluMX pasnuyMin B npodune 6e3onacHoCTU MO CPaBHEHMWIO CO
B3POCIbIMU C Lienblo yaobountaeMmocTn MHdopmauumn gonyckaeTcss nMpuBecT pestome npodunsa 6esonacHocTn y
aeten. Heobxogumo Takke 0606WMTL MMELWMECs CBEAEHUA M3 BCEX OOCTOBEPHbIX HAaYYHbIX WMCTOYHUKOB O
AonrocpoyHon Ges3onacHocTM y Aeten (Hanpumep, B OTHOLIEHUW POCTa, YMCTBEHHOrO PasBUTUS U MOMOBOro
co3peBaHus) co ccbinkor Ha pasgen 5.1 OXJIM, ecnu npumeHnmo. Heobxooumo oroBopuTb BCe dakTopbl pucka
(Hanpumep, NPOJOMKNTENBLHOCTL TEPANUN UNU NEPUOA, HAaCTYNMNEHNs pucka).

CuMMNTOMbI CMHAPOMA «OTMEHbI» Y HOBOPOXAEHHbIX (€Cnu 3HauMmo) criegyeT MnepeyncnuTe B OTAEeNbHOM
ab3aue co ccbinkon Ha pasgen 4.6 OXIIM.

4.8.5. MNMpoune ocobble nonynauum.

[aHHbIn pasgen MOXeT codepXaTb CBeAEHUS O KaKMX-NMBO KNMHUYECKW 3HAYMMbIX pa3nmymsax (Hanpumep, no
XapakTepy, 4acToTe, Cepbe3HOCTM W HeobpaTUMOCTW HexenaTenbHbiX peakuui, a Takke O HeobxoAMMOCTM
MOHWUTOPUWHra), BbISBNEHHbIX B APYrMxX OCOObIX rpynnax (Hampumep, Kak MoXwunble, NauuMeHTbl C MOYeYHOMn
HEeAOCTaTOYHOCTbIO, MauMEeHTbl C MEYEHOYHOW HEeAOCTaTOYHOCTbIO, MauueHTbl C ApyrMMu 3aboneBaHnsMu unu ¢
onpeneneHHbiM reHotunom). MNpyu HeobxoaMMOCTU AonyckaeTcs NpYMBECTU CCbinku Ha apyrue pasgenst OXIMT,
Hanpumep, 4.3, 4.4 nnn 4.5.

MprYMHON BO3HWMKHOBEHUSI HexXenaTerbHbIX peakuuid MoxeT ObiTb Takke reHeTuyecku OOyCrOBNEHHbIN
meTabonusm npenapara. ¥ cybbekToB 1 naumeHToB ¢ AedunuMToM onpegeneHHoro depmeHTa vyactoTa U TAXeCTb
HexenaTenbHbIX peakumn MoxeT ObiTb Apyron. Ha ato HeobxoguMmo ykasaTb M, €Cnv 3HauYMmo, COOTHECTM C
AaHHBIMU KIIMHUYECKUX NCCnefoBaHuiM.

4.8.6. JononHUTenbHble pEKOMEHAALNM MO OLIEHKE YaCTOTbl BO3HUKHOBEHWSI HEXeNaTerbHbIX peakLuuii.

OueHka 4acTOTbl BO3HUKHOBEHWS HeXenaTenbHbiX peakuui 3aBMCUT OT WCTOMHWMKA AaHHbIX (Hanpumep,
KMMHNYECKoe MccnenoBaHve, NOCTPerncTpaumMoHHoe uccregoBaHme 6e30macHOCTU UMM CMOHTaHHOE COOoO6LLEeHnE),
kayectBa cbopa OaHHbIX U OLEHKN NPUYMHHO-CNEeACTBEHHON CBA3N. Ecnn BbIGOp KaTeropnm 4acTtoTbl OCHOBLIBAETCH
Ha pasHbIX UCTOYHMKaX, creqyeT BblbpaTb KaTeropuio, oTpaxaroLlylo HanbombLUylo YacTOTy BO3HMKHOBEHWS, €Cru
TOMNbKO He mcnonb3oBancs 6ornee cneunmduyHbIi METOA, B CBA3M C YeM MoNyyYeHHas oueHka obnagaet sBHo Gonee
BbICOKOW BanuAHOCTbIO, Hanpumep, 06beAVHEHHbIN aHann3 NoAXoAAWNX CCNefoBaHUN.

NCTOYHNKOM JaHHbIX JOMKHA CAYXWUTb NONyNsums, NoaBepriasca BO3AENCTBUIO NNeKapCTBEHHOrO npenapaTta B
003ax U C NPOAOIHKUTENBHOCTLIO NledeHusi, pekomeHaoBaHHbIx OXJIT.

Peakumm, koTtopble B coobLyeHnsax 0603Havanucb pasnuyHbIMM TEpMUHaMKU, HO NpeAcTaBngaLwme cobon ogHo
M TO Xe sABneHue (Hampumep, BSAMOCTb, COHNMBOCTb, ApemMoTa), criegyeT, Kak npaBuno, O0beauHWTb B OfHY
HexxenaTenbHyl peakumto, YTobbl M3bexaTb addekTa «pa3MbiBaHUA» UCTUHHOMO CMbICNa SIBNEHWS. AHarornyHo
peakuuu, npefcTaBnsiowme cobol  CMHOPOMO-KOMMNEKC, cregyeT, Kak MpaBuno, rpynnupoBaTtb Moj
COOTBETCTBYIOLLMM 3arofioBKOM, 4TOObI M3bexaTb «pa3MblBaHUSI» €ro CMbiCna BCleAcTBMe MHOoroobpasus
COCTaBMALLMX €ro CUMMTOMOB.

4.8.7. HexxenatenbHble peakumu, BbiSIBNEHHbIE B KITMHUYECKUX NCCNeaOoBaHNsAX.

B uenax noBbIWEHUS TOYHOCTW NPV YCTAHOBMEHWM YacTOTbl BO3HVMKHOBEHWUS HeXenaTenbHbIX peakuuii
Heob6xoaMMO 00beauHWTb AaHHble Mo  6e30nacHOCTM  HECKOMNbKUX — uccnepoBaHui  6e3  mpuBHeceHus
cucTemMatuyeckmx owmnbok (Hanmpumep, CYLLECTBEHHblE pasnuMuMs MEXAY XapaKTepucTukamu Monynsauud unm
3KCNO3ULMM).

YacToTy BO3HUKHOBEHMWS HexenaTernbHblX peakuui crnegyet onpefensitb, obbeduHWB AaHHble nnauebo-
KOHTPONUpYEMbIX UCCREeAoBaHUiA (NPU HamMuuK TakMxX AaHHbIX), NPYM 3TOM 6a3bl AaHHBIX AOMKHbI ObITb AOCTAaTOYHO
06beMHbIMK, 4TODOblI OblTb  MHGOPMaTVMBHBIMU. [lpM  OTCYTCTBMM 3TUX [AaHHbIX WAM  HEQOCTATOMHOM  UX




MHGOPMAaTUBHOCTU AN OLEHKM YacTOTbl MOXHO BOCMONb30BaTbCst 6a3aMu AaHHbIX aKTUBHO-KOHTPONUPYEMBIX, UMK
He CpaBHUTENbHbIX UMK AONOMHUTENbHbIX (add-on) nccneaoBaHWii.

Yactota gomkHa oTpaxaTtb OOLLyl0 4acTOTy BO3HUKHOBEHMS (@ HE pasHuLy Wnn OTHOCUTESbHbIE PUCKM NO
OTHOLLEHWIO K Nnauebo nnu Apyromy KOHTpPOrIIo).

Ecnun yacTas, o4eHb YacTasa unu cepbe3Has HexenaTtenbHas peakuus (Hanpumep, Cymuma) Takke BO3HUKaeT B
rpynne nnauebo CO 3HAYMMOWM YacCTOTOW, AOMNyckaeTcsl ykaszaTb 00e 4acTOTbl BO3HUMKHOBEHWs, 4YTOObI nyylle
oxapakTepusoBaTtb pUCK (Hanpumep, B Nogpasgene ¢ onMcaHneM OTAENbHbIX HeXenaTernbHbIX peakuui).

4.8.8. HexxenaTenbHble peakumm, BbISBNEHHbIE NPY NPOBEAEHUN NCCNEefoBaHMI N0 6e30MacHOCTY.

Bbibop kaTeropuv 4actoTbl BO3HWKHOBEHUS, KoTopas OyaeT npucBOeHa Kaxaon HexenaTenbHOM peakuuu,
OCHOBbLIBAETCA Ha TOYEYHOW OLeHKe OobLen 4YacToTbl BO3HWMKHOBEHWS, PacCYMTaHHOMW MO pesynbraTam
nccnepoBaHns, CrnaHMPOBaHHOTO TakuM obpa3oM, YToObl OTAenbHblE HeXenaTternbHble SBMEHWS, BO3HMKaLWwme Yy
NaumneHToB B 3afaHHbIl Nepyod HabnaeHUs, MOrmun ObiTb BbISBIEHbl U OTHECEHbI K MPUMEHEHMIO NTEKapCTBEHHOIO
npenapata. B aTon cuTyaumm ponyckaetca paccuutaTb TOYEYHYK OLEHKY O6Liei 4acToTbl BO3HWKHOBEHUS C
UCMOMnb30BaHWEeM CTaHOAPTHbBIX CTaTUCTUYECKMX MeTofoB. Ecnu umcxogHas wHgopmauus BblpaxeHa B Buae
NAOTHOCTU YacTOTbl BO3HWKHOBEHUS (3HAMeHaTemnb BbIpaXeH B eAuHMLAxX «4YenoBeK - BpeMs», Hanpuvep,
«NauMeHTo-neT», «nauueHTo-gHen»), ANna Bblbopa KaTeropum 4acToTbl BO3HWMKHOBEHWUsI HEOOXOAMMO NpOBECTU
Hagnexalee npeobpasoBaHne B OTHOLUEHWE (NPOMOPLIMI0) YacTOThl BO3HUKHOBEHMSA. B HopmMe ana onpegeneHus
KaTeropum 4actoTbl BO3HUKHOBEHWS CredyeT WCMonb3oBaTb OTHOLIEHWS YacTOTbl BO3HUKHOBEHWS Hawnbonee
penpeseHTaTUBHOIO Nepuofa BO3AEWNCTBMS NekapCcTBeHHOro npenapata (Hanpumep, 1 Hegens, 3 mecsaua, 1 rog).
OpHako 3TO HEBO3MOXHO, €CN BPeAHOCTb MPYMEHEHUs1 NeKapCTBEHHOIO npenapara yBenMunBaeTcsi CO BpEMEHeM.
B aTOM cniyvae HexenaTtenbHyl0 peakumio 1 XxapakTep 4acToTbl e BO3HUKHOBEHWS, €CIIN OHW KIMHNYECKW 3Ha4YMMBbl,
cnepyeT AOMKHbIM 06pa3om onucaTtb B pa3fgene ¢ onucaHMeM OTAemNbHbIX HexenaTenbHbIX peakLnii.

KaTeropus 4acTtoTbl BO3HMKHOBEHMS, MpUCBanBaeMas Kakgon HexxenartenbHOW peakumm SOMmKHa OCHOBbLIBATbCH
Ha pasHuue c koHTponeM. Ecnun paHHble monyveHbl M3 MCCneaoBaHUs C yvacTvem rpynnbl, He MNoABepriiencs
BO34EVCTBMIO NEKapCTBEHHOro npenaparta, a pasHviua B 4YacTOTe BO3HWMKHOBEHUHA, OTHECEHHas K NPUMEHEHWIo
neKapCcTBEHHOro npenapaTta, MeHbLUe UCXOAHON N hOHOBOW YacTOTbl BO3HUKHOBEHMWS, MPU 3TOM HexenartenbHas
peakums ABRSeTCS BaXHOW, AOMycKaeTcs yka3aTb (DOHOBYK 4YacTOTy BO3HWKHOBEHMS (Hanpumep, B pasgene C
onMcaHneM OTAeNbHbIX HeXxenaTternbHbIX peakuui).

4.8.9. HexxenatenbHble peakumm No pesynbTataM CMOHTaHHbIX COOOLLEHWIA.

Yucno crnoHTaHHbIX COOOLLEHNI yka3blBaTb He criegyeT, MOCKOMbKY 3TU AaHHble MOryT ObICTpO ycTapeBaTb.
YacToTy BO3HMKHOBEHUS, OCHOBAHHYIO Ha KONMYEeCTBE COOOLLEHWUIA, M3BMEYEHHbIX U3 CUCTEMbl COOpa CMOHTaHHbIX
CcoOobLLEeHVIn, AN onpeaeneHns KaTeropmm 4actoTbl BO3HMKHOBEHWS MCMONb3oBaTb He crneayeT. Ecnn ¢ nomolbio
CMOHTaHHbIX COOOLLEHWIN BbISBMIEHa HeoXuaaHHas HexenaTenbHas peakums, B Lensx OonpeaerneHvs kateropuu
YacToTbl BO3HUKHOBEHWS HeobXxoAMMO MpOoaHanmMsvpoBaTb Kaxgoe Haanexawmm obpasoM chnnaHnMpoBaHHoe
uccrnepoBaHvne, B KOTOPOM Morfa 6biTe BbiSBfieHa AaHHas peakuns. Ecnv HexenaTenbHas peakums B KIMMHUYECKNX
nccrnefoBaHNaX HUKOrAa He BO3HWMKamna, Toraa BepxHsAs rpaHuua 95-npoueHTHOro uHTepsana He npesbiwaeT 3/X,
roe X - obwuii pasmep BbIGOPKM BO BCEX 3HAYMMbIX KIMHUYECKUX WUCCMeAOoBaHusAX (Hanpumep, € AnUTENbHbIM
nepvodoM nocregyloLwero HabniogeHus, AOCTaToOYHbIM ANA OOHapyXeHWs 3TOW HexenaTenbHOW peakuum).
Hanpumep, ecnu onpepeneHHas HexenaTenbHas peakums y 3600 cybbekToB, noaBeprumMxcs BO3OEWCTBUIO
neKapCcTBEHHOro npenapara B KMMHUYECKUX UCCreaoBaHusAX, He BbISBMANach, TO BEPXHASA rpaHnua 95-npoLeHTHOro
AOBEpUTENbHOrO MHTepBana Ansa TodeyHon oueHkn £1/1 200, 4TO COOTBETCTBYET KaTeropum «peako» - npwu
NPUHATUN XYALIEro 3HayeHus TOYeyHoW oueHkM. OcHoBaHuSA Bbibopa KaTeropyMm 4acToTbl TAKOW peakuum MOXHO
NpUBECTU B pasaerne C onMcaHneM OTAEMbHbIX HeXenaTenbHbIX peakumnii.

4.9. NepepnosnpoBKa

B gaHHOM pasgene criegyeTt onvcaTb OCTpblE CUMMMNTOMbI M MPU3HaKW, a Takke NnoTeHuManbHble nocrneacTsus
NPUMEHEHNS PasnUYHbIX 403 NEeKapCTBEHHOro npenapata Ha OCHOBE UMEIOLLMXCA CBEAEHWI (BKHOYas CryyaviHbin
npvem, oLWnGKM 1 CynumaanbHble NOMbITKA NAUMEHTOB).

HeobxoamMmo ¢ y4eToM BCeX 3HaUMMbIX OMUCATh TaKTUKY YCTPaHEeHWs CUMNTOMOB Nepefo3vpOBKY Y YenoBeka,
Harnpumep, MOHWTOPUHI WNW MPUMEHeHWe crneundUyecknx aroHMCTOB (aHTAaroHUCTOB), @HTMOOTOB M METOAOB,
MOBBILIAOWNX 3MUMUHALMIO NEKapCTBEHHOro npenapaTta (Hanpumep, Auanus). OgHako He criepyeT MpUBOAUTHL
pekoMeHAauMn no A03VMPOBaHWI0 APYrMX feKapCTBEHHbIX npenapaTtoB (HanpuMep, aHTUAOTOB), MOCKOMbKY MOryT
BO3HMKaTb npoTtnsopeyms ¢ OXJIIN aTnx nekapcTBEHHbIX NnpenapaTtoB. Heobxoanmo onucaTtb NPeBEHTUBHbIE MEPbI,
OCHOBaHHbIE Ha reHeTM4ecKknx akTopax, ecrv NPUMEHNMO.

4.9.1. JononHutenbHble cBeaeHus 06 0coObIX rpynnax nauMeHToB.

MpuBogsatca ceegeHua 06 o0coObix rpynnax nauueHToB (Hampumep, MNOXwuible, MauMEHTbl C MOYEeYHOW
He[0CTaTOYHOCTbIO, MauMeHTbl C NeYEeHOYHON HeAOCTaTOYHOCTBIO, MPOYMMMN COMYTCTBYIOLMMU 3a60neBaHNsSMN 1 T.
a.).

4.9.2. Netn.

Ecnu nmetotcs ocobble ykasaHns B OTHOLLEHUW AeTel, X HeobxoaMMo NpeacTaBuTb B AaHHOM Noapasgerne.

Heobxoammo oTaenbHO ykasaTb Te nekapCTBEeHHbIe npenaparbl (4O3UMPOBKM), NMpUeM AeTbMU KOTOPbIX NULLb B
OHOW eaVHULLE [O3MPOBAHUSA MOXET NPUBECTU K NieTaribHOM UCXOAy.

5. dapmakonoruyeckme cBomcTBa



B pasgenax 5.1-5.3 OXJI cnegyeT npvBOoAWTbL CBEAEHUSA, 3HAYMMble Afs Bpaya, HasHavarwowero
neKapCcTBEHHbIN npenapar, U ApYrMx MeauuMHCKUX paboTHUKOB, NMPUHMMas BO BHUMAaHWE YTBEPXAEHHbIE NoKasaHUs
K MPUMEHEHWIO 1 NOTeHUMarbHble HexenaTtenbHble peakumn. CBeaeHnst AOMmMKHbI BbITb KPATKUMU U TOYHBIMM.

Mo mMepe NosiBNEHWs HOBbIX CBEAEHUI, OCOBEHHO B OTHOLLEHUW AeTel, 3TU pasaenbl noanexaT perynspHomy
0GHOBNEHMIO.

5.1. dapmakogmHamMuyeckme cBONCTBa

Heobxogumo ykasaTb:

koA ATX n cdapmakoTepaneBTUYECKYIO rpynny C UCNOMb30BaHWEM TepaneBTUYeCcKOn noarpynnbl (2-n ypoBeHb
ATX-knaccudpmkaumn BO3) Bmecte ¢ 3-m (dapmakonormdeckas noarpynna) vnuv 4-m (xuMmuyeckas nogrpynna)
YPOBHEM.

Ecnu kog ATX noka He NpuCBOEH, YKa3blBaeTcst POPMYNMPOBKa «MoKa HE NPUCBOEHY.

Ecnn nekapcTBeHHbIW npenapat 3apernctpypoBaH B kayecTtBe 6uoaHanormyHoro (6uonogobHoro)
neKapcTBEHHOro npenapara, ykasolBaeTcs PopMynnpoBKa:

«[YkasaTb (ToproBoe) HanmeHoBaHue] saiBnsieTcs GuoaHanorom (6uonoAobHLIM NpenapaTom)»;

MexaHu3M AeNcTBUs (ecrnm n3BecTeH);

dapmakogmHammyeckme adpdekTbl;

KNHUYecKyto adheKTUBHOCTL M Be3onacHoCTb.

LlenecoobpasHo npeactaBuTb  OrpaHUYEHHble  CBEAEHWs, 3HauyuMmble Ans  Bpaya, HasHavawloLlero
neKapcTBeHHbIN npenapaTt (HanpuMep, OCHOBHble pe3ynbTaTbhl (CTAaTUCTUYECKM [OCTOBEPHble W KIMHUYECKM
3Ha4YMMble) No 3apaHee BbIOPaHHbIM KOHEYHbIM TOYKaM MW KITMHUYECKUM MCXOA4aM B OCHOBHbIX UCCIIeA0BaHUsX), C
yKasaHWeM OCHOBHbIX XapakTepUCTWK rPynnbl nauuMeHToB. [1oAo6Hble AaHHbIe O KIMHWYECKMX WCCReaoBaHunaX
AOMKHbl ObITb KPaTKMMW, YETKMMMK, 3HAYMMbIMW U B3BELUEHHbIMW W OOMMKHbI 0606WwaTth pesynbTaTbl OCHOBHbIX
uccrnegoBaHui, OGOCHOBBIBaOLWMX MOKasaHWe K npuMeHeHuto. BenuunHy addpektoB cnepgyeT onuceiBaTb C
NMOMOLLbI0 abCOMIOTHBLIX 3HaYeHU (OTHOCUTENbHbIE PUCKM UMW OTHOLUEHWE LiaHCcoB 6e3 abCoMTHBIX 3HaYeHui
npeacTaBnATb He cneayer).

B vckntounTenbHbIX cnyyasx npu npeacrtaBneHny KNMHNYECKn 3Ha4YMMbIX CBEAEHW No pesyrnbTaTaM aHanusa
MOArPYyNn WM PeTPOCNEKTUBHOIO aHanusa, 3TO yKa3blBaeTCHd Ha OCHOBe cbanaHCMpOBaHHOrO MOAXOAA, YTOObI
0TpPa3nTb OrPaHNYEHHY0 AOCTOBEPHOCTb KakK MOMOXUTENbHbIX, TaK ¥ OTpULaTENbHbIX BTOPUYHBLIX HAbmoaeHu.

[onyckaeTcs npeacTaBneHne 3Ha4YMMbIX (PapMakoreHeTUYecKUX CBEeAEHWN, MONyYeHHbIX Mo pesynbTatam
KNHn4Yeckmx uccriegosaHnin. OHM JOMXKHBI BKMOYaTh BCE AaHHble, CBUAETENbCTBYIOWME O Pa3nUYnAX B Nonb3e unm
puyckax B 3aBUCMMOCTW OT ONpeAeneHHoro reHotTuna unu deHotuna.

5.1.1. Jetn.

Heobxoammo npeactaBuTb pesynbTaThl BCeX (hapmakognHaMUYeCcKux (KMMHUYECKN 3Ha4YUMBbIX) MCCNEeA0BaHNN 1
nccnegoBaHuin 3EKTUBHOCTU, NPOBEAEHHbIX Y AeTEN.

Mo Mmepe nosBRNeHUss HOBbIX CBeAEeHWN WHopMaumsa noanexwT obHosneHuto. PesynbTaTbl crnepyet
npeacTaBnATb NoO BO3pacTam Uv 3Ha4YMMbIM NoArpynnam.

Mpn oQHOBPEMEHHOM HanU4uMM AaHHLIX U OTCYTCTBUW YTBEPXKAEHHbIX MOKasaHWM K NPUMEHEHUIO Y AeTew, KX
BCerga cnegyeT NpeAcTaBnaTb CO cebinkaMu Ha pasgen 4.2 OXIIM u, ecnu TpebyeTcs, Ha pasgen 4.3 OXIIT.

Mpu npeacTtaBneHWn pesynbTaTtoB MccregoBaHUin 0coboe BHUMaHWe cnepyeTt YAenATb BKIYEHUIO 3HAYUMMBbIX
AaHHbIX N0 6e3onacHoCTW. Pe3ynbTaTbl MOMCKOBLIX MCCIEA0BAHNIN AOMKHbI COAEPXaTbh OCHOBHbIE KOHEYHbIE TOYKM C
OCHOBHbIMU XapakTepuCcTUKamMy UCCreoBaHHOM NONynaLumMmn U uccrnegoBaHHbIMU J03aMN.

Ecnn ceegeHna v pesynbTaTbl NOATBEPXKOANLIMX WMCCNEQOBaHWN [OCTYMHbI, OHWM [AOIMKHbI KakK npaBuio
nepekpbiBaTe U 3aMeCTUTb CBeAEeHUs U pesynbTaTbl NOMCKOBbIX MCcredoBaHuin. Heobxogumo npeacTtaBuTb Lenu,
NPOAOIIKUTENBHOCTb, U3Y4eHHble A03bl (a8 Takke UCNoNb30BaHHbIN COCTaB, €CMN OH OTNINYaeTCs OT HaXOoAsLWerocs B
obopoTe), OCHOBHble XapakTepuUCTWKW WCCRedOoBaHHOW MOMynsauMM MauMeHToB (BKMOYas BO3pacT W 4MCno
NMaumMeHToB), @ TaKKe OCHOBHble XapaKTEePUCTUKN 3apaHee BbIOPAHHbIX KOHEYHbIX TOYEK He3aBWCUMMO OT WX
NOMOXUTENBHOW UNW OTpMUATENbHOM HanpaBneHHOCTU. Ecnu AaHHble NpeacTaBnsloTCA COMHUTENbHbIMU, 9TO
yKa3blBaeTCst JOMOMHUTENbLHO.

Heobxoammo Takke NpeAacTaBUTh Liefb, OCHOBHbIE Pe3yrnbTaThl U BbIBOA KaXO0r0 KMMHUYECKOrO UccregoBaHus
6e3onacHocTu.

Ecnv  ynomHOMoYeHHble oOpraHbl  rocygapcTB-YneHoB  ocBoOOAWMM  NeKapCTBEHHbIM  Mpenapat  oT
HeobxoAMMOCTM KITMHWUYECKUX WCCNEefoBaHWA B NEAMaTpUYecKon NonynauMnm Wnu OTAOXWAM KX, Heobxoammo
ykasaTb cnegytoLme opmynmpoBKn:

B OTHOLLEHMN 0CBOBOXAEHNS OT HEOOXOANMOCTU KMMHUYECKUX NCCNEAOBaHNA BO BCEX NOArpynnax:

«[HanmeHoBaHMe ynonmHOMOYEHHOro opraHa rocyaapcrea-uneHa] ocsoboamnno ot 0683aHHOCTU NpeacTaBnsTh
pesynbTaTbl WCCNefoOBaHWMA [HaMMeHOBaHWE reKkapCTBEHHOro npenapata] BO BCexX noAarpynnax aeten npu
[cocTosiHME, cooTBETCTBYHOLLEE pELUEHWIO NO MraHy WCCefoBaHWa Yy AeTer MO YTBEePXOEHHOMY MoKa3aHuio K
npumeHeHuto]. Cm. pasgen 4.2 OXJIIN no NpUMEHeHNIo y AeTeny;

B OTHOLLEHNW OTNOXEHHbIX 0653aTenbCTB, PacnpOCTPaHAIOLMXCS, N0 MeHbLUen Mepe, Ha 1 noarpynny:

«YNONMHOMOYEHHbIE OpraHbl roCyAapCTB-4MIEHOB OTNOXUNM 00A3aTenbCTBO NpeAcTaBnsiTe  pesynbTaThbl
uccnegoBaHnii  [HaMMeHOBaHWe nekapCcTBEHHOro mnpenaparta] B ogHow wnu Gomee noAarpynnax Aetei npwu
[cocTOsiHME, cooTBETCTBYIOLEE PELUEHWUIO NO MraHy WUCCNefoBaHWa Yy AeTen No YyTBEPXOEHHOMY MOKasaHuio K
npumeHenuto]. Cm. pasgen 4.2 No NPYMEHEHNIO Y OeTeny;

B OTHOLLEHWW NeKapCTBEHHbIX MpenapaToB, 3aperncTpupoBaHHbIX MO NPoLUeaype «perncTpauus Ha yCroBusAX»
Heo6X0AMMO yKa3aTb creaylollee yTBepXAeHWE:

«[laHHbIN NekapCcTBEHHBIN NpenapaT 3aperncTpmMpoBaH Mo npouenype «pernctpaums Ha ycroBusax» 1 no Hemy
oxugaeTcs npeacTtaBneHne OOnoNHUTENbHbLIX AaHHbIX. [HaumeHoBaHVWe ynoNHOMOYEHHOro opraHa pedepeHTHOro
rocyaapcrtsa] OydeT NpoBOAWTb €XEerofHO 3IKCNepTu3y HOBbIX CBeAeHui o npenapate, a gaHHas OXJIM Oyget
0BHOBNATLCSA NO Mepe HeOOXOANUMOCTH. »

nnu




«[JaHHbIN eKkapCcTBEHHbIN NpenapaT 3aperncTpuMpoBaH MO «UCKMOYMTENIbHBIM 06CTOSITENLCTBAM» B CBS3U C
[peakum 3aGoneBaHmem, HayYHbIMU COOBPaKEHUAMU, STUMECKUMUN cOOBpakeHnsiM1] Bce HeOGXoaMMble CBEAEHMS O
OaHHOM riekapCTBEHHOM nMpenapaTe MoNyYuTb HEBO3MOXHO. [HavMeHoBaHWEe YMONHOMOYEHHOrO OpraHa
rocygapctea-yneHa] 6yaeT NpoBOAMTb 3KCMEPTU3Y HOBbLIX CBEAEHWIA, KOTOPble MOFYT MOSIBMSITLCA €XerogHo, a
AaHHasa OXJIMN 6ygeT o6HOBNATLCA MO Mepe HEOBXOAMMOCTU. »

5.2. dapmMaKkoKuHeTU4YeCKNe CBOMCTBa

OnuceiBaloT dhapMakokMHETUYECKe CBONCTBa AENCTBYIOLWEro BELLECTB, 3Ha4YUMble ANns PeKOMeHAyeMOon A03bl
3aperncTpupoBaHHON [03MPOBKM W fekapcTBeHHOW dopmbl. Ecnn Takve AaHHble OTCYTCTBYIOT, B KayecTse
anbTepHaTMBbl MOXHO MPEeAcTaBUTb pesynbTaTbl, MOMyYEHHble B OTHOLWIEHUW ApYrX MNyTen BBeAeHUs,
neKkapcTBeHHbIX (POpM 1nm A03.

HeobxogMmo npefacTtaBuTb cpefHWe 3HavYeHWs OCHOBHbIX (DapMakoKMHEeTUYECKMX MapaMeTpoB U KX
BapuabenbHoOCTb, HanpuMmep, 6MoOAOCTYNHOCTH, KNMPEHca 1 neprnoga nonysbIBEAEHUS.

PapmaKkoknHeTUYECKNE acneKkTbl, KOTOPbIE MOXHO onucaTtb B AAHHOM pasaere, eCrn OHW 3Ha4YnMbl, BKMYaloT
B cebs cneaytoulee:

obLiee BBeAeHVe, CBEAEHNS O TOM, ABMAETCA fU NeKapCTBEHHbIW npenapaTt NponekapcTBoOM MM eCcTb fn Yy
Hero akTuBHble MeTabonuTbl, XMPanbHOCTb, PaCTBOPUMOCTb, CBEAEHWA O MONyNAuuM, Y KOTOPOW MOMyYeHbl
OCHOBHble (hapMaKoOKMHeTNYeCKMe faHHble U T. 4.;

oblwue xapakTepucTuKn AeWCTBYIOLLEro BellecTBa MNOCMAe MPMMEHEHUs IeKapCcTBEHHOro npenapata c
COCTaBOM, 3asiBNIEHHOrO Ha perncTpaumio:

abcopbumsa: nonHoTa abcopbumm, abcontoTHast U (MNKU) OTHOCUTENbHAs BMOJOCTYNHOCTb, AWMEKT «NEPBUYHOTO
NPOXOXAEHNS», BPEMS AOCTVXXEHUS MakCUMarbHOW NnasmMeHHOW KOHUeHTpaumm (Tmax), BNnsHWe nuwim, a Takke B
OTHOLLEHMN FNeKapCTBEHHOro npenapata Ans MeCTHOrO NPUMEHEHUs - CucTemHas GMOAOCTYMHOCTb, BOBMEYEHne
TPaHCMOpTHbIX 6enkoB. MNpy HanM4YMM AaHHbIX HEOBXOAUMO OTpas3vTb MecTo abcopbumn B XenygoyYHO-KULLIEYHOM
TpakTe (MOCKOMNbKY 3TO MOXET MMeTb 3Ha4YeHne Npu BBe4EHUN Yepes 30HA AN SHTepanbHOro NuTaHus);

pacnpegeneHue: cBa3b C 6enkamu nnasmbl, Kaxywmnica obbeM pacnpegerneHvs Ha KuiorpaMM Macchbl Tena
(Hanpumep, N/Kr), KOHUEHTpauus B TKaHAX W (Mnn) nnasme, CBedeHWss O MHOTrOKaMepHOM pacrpegerneHuu,
BOBII€YEHUN TPAHCMNOPTHbIX 6ENKOB, MPOHUKHOBEHME Yepe3 reMaToaHuedanmyeckmin 6apbep, NPOHUKHOBEHME Yepes
nnaueHTy u B MOSOKO;

f6uoTtpaHchopmaumsa: cTeneHb MeTabonuama, MeTabonuTbl, akTMBHOCTb MeTabonuToB M WX BKrMag B
9P(PeKTMBHOCTb U TOKCUYHOCTb, (PepMeHTbl, yyacTBylowme B meTabonuame, opraHbl, B KOTOPbIX MPOUCXOAUT
meTabonusm, pesynbTaTbl MCCMEAOBaHWN B3anMMOLENCTBMA in Vitro, KOTopble CBUAETENbCTBYIOT O CMOCOGHOCTM
COoeAVHeHVs MHAYLMpoBaTh (MHMMbuposaTb) MeTabonmyeckne epmMeHThl;

SNMMMMHAUMSA: nepuwogbl MNONyBbiBeAeHUS, OOWMA  KNMPEeHC, MexX- W (Mnn)  BHYTPUMHAMBMAYaNbHas
BapvabenbHOCTb OOLLEero KnuMpeHca, NyTW BbiBeAEHWS HEW3MEeHEeHHOro BellecTBa W MeTabonuTtos, BKOYas
OTHOCWTENbHBIN BKNag Ne4YeHOYHON 1 MOYEYHON SMTMMMHALUW, BOBNIEYEHNE TPAHCMOPTHBIX 6enkos;

NNHENHOCTb (HENWHEWHOCTb) (hapMakoOKUHETUKN AENCTBYIOLEro BeLeCcTBa MO OTHOLWEHMIO K Ao3e u (Mnw)
BpemeHun. Ecnu chapmakoknHeTMka HEnuHemHa no OTHOLLUEHWIO K A03€ U (Mnn) BpeMeHu, HeobxoaMMo OTpasnTb
NPVUYMHbBI HEMMHENHOCTH.

B aToM e pasgene cneagyeT NpuBECTM crieqylowmne AONONHUTENbHbIE 3HaYNMble CBEAEHUS.

5. xapakTepucTuku OTAErNbHbIX FPynn CyOBbEeKTOB MNM MauMeHTOB: U3MEHYMBOCTb B 3aBMCUMOCTM OT Takux
hakTopoB, Kak BO3pacT, Macca Tena, nor, KypeHue, nonmmopduam reHoBs, KoanpyoLwmx depmeHToB MeTabonmama,
M COMYTCTBYIOLWMX NATOMOIMYECKMX COCTOSIHUWA, TakUX KaK MoveyHas HeJoCTaTOYHOCTb, MevYeHoYHas
He[oCTaTOMHOCTE (BKMOYasA CTeneHb HapylweHus). Ecnu BnusHue Ha dapMakoKMHETWUKYy paccMmaTpuBaeTcsl Kak
KMVHUYECKM 3HA4YMMoOe, ero HeobxoaMMO OxapaKTepu3oBaTb KONMMYECTBEHHO CO CCbinkamu Ha pasgen 4.2 OXIN
(ecnn npumeHumo);

6. pbapmakokuHeTnyeckas-hapmakogmHaMmmyeckas 3aBUCMMOCTb;

7. 3aBUCMMOCTb MeXAy [030M (KOHUeHTpaumen, dapMakoKMHETUYeCKMMU napameTpamu) u 3 dekTom
(MCTMHHAas KOHeYHas Toyka, BannaMpoBaHHas CypporaTtHas KOHeYHasi TouKa v HexxenartenbHas peakums);

onvcaHue uccrnegoBaHHOW NONysUMN.

5.2.1. Jetn.

Heobxoammo 0606wWmnTb pe3ynbTathl hapMakokKMHETUYECKMX NCCNe0BaHNn B PasnnyHbIX BO3pacTHbIX rpynnax
aeteni. MoXHO OoTpasuTb A03bl, NPUBOASALLME K IKCNO3ULMM MpenapaTa, CXOXen CO B3pOCIbIMU, €Cnv 3TO 3Ha4YMMO.
Heobxoaumo ykasaTb nekapCTBEHHYH (DOPMY MCNOMb30BaHHY B hapMakOKMHETUYECKMX NCCNEAOBaHNSX y AeTen.
Heobxoaumo ykasaTb Ha HeonpeaeneHHOCTb UMEIOLLMXCS OaHHbIX B CyYae He4oCTaTOMHOCTM OnbITa.

5.3. [laHHble JOKNUHUYECKO ©6e30nacHOCTH

Heobxoammo npeactaBuTb BCe pe3ynbTaTbhl SOKIMHUYECKMX UCMbITAHWIA, KOTOpble MOryT ObiTb 3HAYMMbl ONs
Bpaya, HasHavawowero npenapat npu ycTaHoBreHun npodunst 6e3onacHOCT NeKapcTBEHHOro npenapata, npu
NPUMEHEHNN MO YTBEPXKAEHHbIM MOKa3aHWAM K MPUMEHEHWIO, KOTOPble He Obinu BKIIOYEHbl B ApYyryue 3HaunMble
pasgensl OXJII.

Ecnu pesynbTtaTtbl JOKITMHUYECKUX NCCNEA0BaHNIA He Jal0T AOMOMHUTENbHBIX CBEAEHUA Bpavy, HasHavawLlemy
neKapcTBEHHbIV npenapaT, TO Takue pe3ynbTaThl (Kak MONoXWTEenbHble, Tak U oTpuuaTtenbHble) aybnnpoBaTb He
TpebyeTcs.

Heobxogmmo kpaTko onucaTb pe3ynbTaTbl AOKIMHUYECKMX WCMBITaHUA C  yKasdaHWeM KONUYECTBEHHbIX
XapaKTepUCTMK B COOTBETCTBMW CO CreAyloLwMU NpumMepamMm:

B AOKIMHUYECKNX AAHHbIX, MOMyYeHHbIX NO pe3ynbTaTtaM CTaHAAPTHbIX MCCredoBaHWn dapMakonormiyeckom
6e30MacHOCTM, TOKCMYHOCTW MpPU MHOTOKPaTHOM BBEAEHWW, FEHOTOKCWYHOCTM, KaHLEpPOreHHOoro noTteHumana wu
penpoayKTUBHOW N OHTOreHeTUYECKOM TOKCUYHOCTH, 0COBbIN Bped ANs YenoBeka He BbISIBIEH;



B [JOOKIMHUYECKUX WCCMefoBaHMsAX Habnoganuce 3ddekTbl Nub Npyv  BO3AENCTBUM  NIEKAPCTBEHHOMO
npenapara B 403aX, CyLLEeCTBEHHO MPEBOCXOASALLNX MAKCUMarbHY0, YTO SIBNSAETCS KIMHUYECKM HE3HAYMMbIM;

UMEIOTCH HeXernaTernbHble peakuun, He OOHapyXeHHble B KIMMHUYECKUX MCCNEOOBAHUSIX, HO BbISIBNIEHHbIE Y
XMBOTHbIX NPV BO3AENCTBUN NNEKAPCTBEHHOO NpenapaTta B 403aX, CXOXNX C 03aMU, MPUMEHEHHBIMU B KITMHUYECKMX
nccreaoBaHUsix, YTO MOXET MMETb KITMHUYECKY 3Ha4YMMOCTb.

CnenyeT npyn HeO0BX0AMMOCTM NpeAcTaBUTb 3HaYMMbIe AN AeTen pe3ynbTaTbl JOKNMHUYECKUX UCCreaoBaHui,
BKMOYasi MccrnegoBaHUs, NpPoOBEeAEHHbIE Y MOMOAbIX XMBOTHbIX M MEpU- UMM NOCTHaTanbHbIX MCCNEeaoBaHWA C
aHanmM3oM nX KNUHUYECKOM 3HAYMMOCTU, NoA OTAENbHbIM N0A3arofIoBKOM.

5.3.1. OueHka puckoB ans okpyxatoulern cpegbl (OPOC)

CnepnyeT npeactaBvTb BbIBOABI OLEHKM PUCKOB NEKapCTBEHHOIO Npenapara Ans OKpyXatLlen cpeapl, ecnm ato
3Ha4YMMO, CO CChINIKOW Ha pasgen 6.6 OXJII.

6. ®apmaueBTUYECKME CBOUCTBA

6.1. MNepeyeHb BcnomoraTenbHbIX BELWECTB

MpuBOANTCS NepeyveHb BCex BCMOMOraTenbHbIX BELECTB (Ka4eCTBEHHbIA COCTaB), AaXe €Cnv OHU coaepXaTtcs
B NIeKapCTBEHHOM Mnpenapare B He3HaUYUTENbHbIX KONMMYecTBax, HanpuMep, YepHuna. bonee nogpobHble cBegeHMs o
BCMOMOraTenbHbIX BELLECTBaX, MoANexXallMx ykasaHuio, npuBedeHbl B nOpunoxeHnd Ne 1 K HacToAwmMm
TpeboBaHuaM. Heobxoanmo ykasaTb BCE WHIPeOVEHTbl TpaHcAepMarnbHbIX NNacTbipen (BKMYas aare3vBHYo
OCHOBY, BbICBOOOXAAIOLLYIO NOANOXKY M HAPYXKHYIO MIEHKY).

He cnepyeT BknioyaTb [eEWCTBYIOLLEE BELECTBO, OCTaTOYHble MPUMECU BELLECTB, WUCMOMb30BaHHbLIX B
npou3BoACTBE rOTOBOr0 npenapaTa (Hanpuvep, pacTBopuTenu, ra3 B cB0O60AHOM Haz npenapaToM MpOCTPaHCTBE U
aHTUBMOTUKM, MCNONBb30BaHHbIE B MPOU3BOACTBE BaKUMH), NyOprKaHTbl NpeaBapuUTeNnbHO 3anoSTHEHHbIX LUNPULIEB U
KOMMOHEHTbI 060M04€eK Kancyn NOPOLLKOB 4S8 UHransauun, He npegHasHavYeHHbIX Ansi npyueMa BHYTpPb.

OpHako onpefeneHHble  OCTaTovHble NpuMMecu  (Hampumep, MpPUMECUM aHTMOMOTMKOB MMM MPOYMX
NPOTUBOMMKPOOHBLIX areHToB, WCMONb30BaHHbIX B MNpoLecce MNpPOU3BOACTBA), W3BECTHbIE CBOMM ansiepreHHbIM
noTeHLManoM 1 cnocobHble Bbi3biBaTb HEXenaTenbHble peakuuun, criegyeT ykasatb B pasgene 4.3 wunu 4.4 OXJIM
COOTBETCTBEHHO.

[ns BcnomoraTenbHbIX BeleCTB criedyeT ykasblBaTb pekomeHgyemoe MHH, npum ero otcytctBum -
HavMeHoBaHue, ykasaHHoe B ®apmakonee Coto3a, Nnpu ero oTCyTCTBMM - HAMMEHOBaHWe, yka3aHHoe B hapmakonesx
rocyfapcTB-4rieHoB, MpU ero OTCYTCTBUM - HAMMEHOBaHWE cornacHo EBponerickon ®apmakonee, Npu ero OTCyTCTBUK
- 06LLenpuHATOe rpynnMpPOBOYHOE HaMMeHOoBaHWe. He gonyckaeTcs ncnonb3oBaTth NaTeHTOBAHHbIE HAVMEHOBaHMS.
KoMnoHeHTbl cMecu BcromoraTenbHbIX BeLecTB crnefyeT ykasbiBaTb MO-OTAENbHOCTU. Ecnu TouHbI cocTaB
BKYCOBOW [00aBKu Mnu apomaTtmsaTopa 3asiBUTEN0 HEW3BECTEH MIU OH JOCTATOYHO CIIOXHbIW, ero AonyckaeTcs
yka3aTb B 06WMX yepTax (Hanpumep, «anenbcuHoBas BKycoBas gobaBka», «LUMTpycoBas oTaylwikar). OpgHako
cnepyeT BKMOYUTbL BCE KOMMOHEHTbI, N3BECTHbIE CBOUM AENACTBUMEM WU 3¢hEKTOM.

Mocne nHrpegueHToB, KOTopble MOryT fobaBnsaTeca Ans koppekumn pH, B ckobkax cnepyeT ykasbiBaTb «(Ons
Koppekuum pH)».

ToproBble HavMeHOBaHus unu obuleonucaTenbHble HaMMEHOBaHWSA (HampuMep, «4YepHuna») He cnegyet
MCMnonb30BaTb BMECTO OOLLENPUHATONO HaMMEHOBAHWSA WHIPEAMEHTa UMM CMEeCU MHIPedWEeHTOB, HO OOomnyckaeTcs
UCMNonb30BaTb BMECTE C HAVMEHOBaHUSIMUN UHIPEANEHTOB, €CIN TOYHO U3BECTHO, KaKne UHIPeaMEHTbI ONNCHIBAOTCS
C NOMOLLIbH0 CBOEM0 HaUMEHOBAHMS.

Xumunuyeckn moanduLMpoBaHHble BCMoMoraTenbHble BELLECTBA CriedyeT OnucbiBaTb Tak, YToObl HE AONYyCTUTb
nyTaHWLbl C HeMOANMULIMPOBAHHLIMU aHanoramu, HanpuMep, «NpPeXenaTMHU3NPOBaHHbINA Kpaxman».

Ecnun nekapcTBeHHbIN npenapart B LEensxX KOHTPONS ABWXKEHUS, OTCNEXMBAHUSA U ayTeHTUMMKALMN COOEPXKUT
CKPbITYIO MeTKy, B MNepeyeHb BCMOMOraTernbHbIX BELIECTB CrneayeT BKMUUTbL obliee ykasaHue «dakTop
ayTeHTUduKauMmM», a He HavMeHOBaHue BCMNOMOraTenbHOro BeLecTBa, €Cru TOMbKO OHO HEe W3BECTHO CBOWUM
AeNcTBMeM nnm apekTom.

Kaxxgoe BcnomoraTenbHoe BeELLECTBO PEKOMEHOyeTCs YkasbiBaTb OTAENbHOM CTpokow. LlenecoobpasHo
nepeyvncnsaTb BCromMoraTenbHble BELLECTB B COOTBETCTBMU C PasnUYHbIMU YacTsaMKU Npenaparta, Hanpumep, «sagpo -
obonoyka» TabneTtku, «cogepxmmoe - obonodka» kancynbl U T. 4. BcnomoraTenbHble BelecTBa npenapaTos,
npencTaBneHHbix Gonee yem 1 nepBUYHOW (BHYTPEHHEW) YMaKOBKOW WNWM codepKalmecss B ABYyXKaMepHbIX
nepBuYHbIX (BHYTPEHHMX) YNakoBKax, cnefyeT NepevmcrnaTb Ha NePBUYHYIO (BHYTPEHHIOK) YNaKoBKY UMK Ha Kamepy.

A66peBuaTypbl BCNOMOraTenbHbIX BELLECTB Nepeyncnate He cnegyet. OoHako M3 COOBpaKeHW 3KOHOMMUM
MecTa abbpeBumaTypbl BCNOMOraTesibHbIX BELLECTB MOIYT NPUCYTCTBOBATbL B MAPKMPOBKE MPU YCITOBUM TOTO, YTO OHU
pacwmdpoBaHbl B pasgene 6.1 OXII.

6.2. HecoBmecTUMOCTbL

HeobxoamMmo npeactaBuTb cBedeHust O OU3NYECKOM WM XMMUYECKOW HEeCOBMECTMMOCTM NEKapCTBEHHOro
npenapata C JApyrMMy JeKapCTBEHHbIMW mMpenapataMu, C KOTOPbIMU €CTb BEPOSATHOCTb CMELUMBAHWUS WA
OLHOBPEMEHHOro BBeAeHUsA. ITO O0COOEHHO BaXHO ANA  JIeKapCTBEHHOrO MnpenapaTa, noasexallero
BOCCTAHOBNEHVIO UM (MNn) pasBegeHuno nepeq napeHTepanbHbiM - BBeAeHneM. Heobxogmmo nepeuvcnutb
CYLLIECTBEHHbIE MOCNEACTBMSA B3aMMOAENCTBUS (HanpMMep, copOumsa nekapCTBEHHOro npenapata Uinmn KOMNOHEHTOB
npenapaTtoB B LUNpUUax, MNEPBUYHbIX YMNakoBKax MapeHTeparnbHbiXx npenapatoB 6Oonblimx 06LEMOB, 30HAAX,
BCTPOEHHbIX (bunbTpax, Habopax Ans BBEAEHUSA U T. A.).

YkasaHus 0 COBMECTUMOCTM npenapara ¢ ApyrMMiy fekapCTBEHHbIMW NpenapaTaMmy Unu U3genusiMm B JaHHOM
pasgene nNpMBoAMTb He cnefyeT, ux BkNoyalT B pasgen 6.6 OXJINN. YkasaHus oTHOCUTENbHO hapMaKonorniyeckom



N XuMmudeckon (pmamyeckon) HECOBMECTUMOCTU C Nuwien criegyeT npuBoauTb B pasgene 4.5 OXIM. Ecnn He
NPUMeEHNMO, yKkasblBaeTcs popmynuposka: «He npyuMeHnmoy.

B oTHOwWweHMN onpepeneHHbIX NekapCcTBEeHHbIX hOPM, Hampumep, napeHTeparsbHbIX, cnegyeT ykasatb 1 u3
crneayowmx opMynMpoBOK:

«B cBA3WM C OTCyTCTBMEM MCCIEAOBaHUA COBMECTUMOCTU, AaHHbIN fleKapCTBEHHbIM MpenapaTt He cnegyet
CMeLuMBaTh C APYrMMU NEKapCTBEHHBIMW NpenapaTaMmmy.

«[JaHHbIN nekapcTBEHHbIN MpenapaT He crnegyeT CMelwvBaTh C APYIMMW feKapCTBEHHbIMW npenapartamu, 3a
UCKMIOYEeHNEM YNoMsAHYTbIX B pasgene [6.6 n 12] OXIIM».

6.3. Cpok rogHOCTM (CPOK XpaHeHUs )

Cpok rogHocTu (CpoK XpaHeHus) HeobxoAMMO ykasbiBaTb A1 NEKapCTBEHHOro npenapata BO BTOPWYHOM
(noTpebuTensckon) ynakoBke, a Takke, eCrnv 3Ha4MMmo, nocrne pas3BefeHus, BOCCTAaHOBMEHWS, UNN nocrne nepeoro
BCKPbITUS.

Cpok rogHocTu (Cpok XpaHeHus) HeobXoOUMO yka3aTb YETKO C MCMNONb30BaHUMEM Hagnexalwlen eauvHuLbl
BPEMEHMN.

Moanexalume BKMOYEHWIO YKa3aHUsi OTHOCUTENBHO CPOKa rOAHOCTU (CPOKa XpaHeHWs) roToBbIX K MPUMEHEHUIO
CTepurbHbIX MpenapaTtoB npueBefdeHbl B npunoxeHun Ne 6 k Hactoswmm TpebosaHusm. Ecnv B npu nposedeHum
uccrnepoBaHna Mo paspaboTke BblsBieHa HeobxO0AMMOCTb yKasdaHWsA Cpoka FOAHOCTW (Cpoka XpaHeHws) Apyrux
nekapCTBEHHbIX MpenapaToB, rOTOBbIX K MPUMEHEHUIO, CPOK FOAHOCTM YKa3biBaloT 1 ANS HUX.

Kpowme TOro, ecnu TpebyeTcs NpurotoBneHne pasnuyHbIX KOHLEHTPaUMN, Hanpumep, Ans NPpUMEHeHWs y aeTen,
HeobxoaMMO ykasaTb Ha (U3MKO-XMMUYECKYD CTabuNbHOCTb AMs BCEro Amanas3oHa KOHLUEHTpauuin, Hanpumep:
«CTabunbHOCTb MOATBEPXAEHa ANA KOHUEHTpauui B Avanas3oHe X - y Mr/mn B TedyeHue t yacoB (aHew) npwu
Temnepartype 25 °C n 2-8 °Chn.

Ecnu npenapaT nokasaH AeTsaM, HO OTCYTCTBYIOT MOAXOAsLLME AeTCKOMY BO3pacTy fiekapcTBeHHas dopma u
(vnn) po3vpoBka, 0AHAKO MOXHO MPUrOTOBMTL NpenapaT ex tempore 13 MMelLLIEerocs fekapcTBEHHOro npenapara,
COOTBETCTBYIOLME (DPUNKO-XUMUYECKME AaHHbIe MO XPaHeHUI0 U CTabunbHOCTM HeoBXOAMMO NPMBECTM B AAHHOM
pasgerne co ccbinkamun Ha pasgensl 6.4 n 6.6 OXII.

Ecnn gna meguumHckmx paboTHUKOB unu naumeHToB TpebyeTcs ykasaHue OCOObIX BPEMEHHbIX YCNOBUiA
XpaHeHusi, HanpumMep, B Liensax ambynaTopHOro NpMMeHeHns (Hanpumep, CPOK rogHOCTY CocTaBnseT 24 mecsua npu
2-8 °C, u3 koTopblx 3 Mecsua [OMyckaeTcsa XpaHuTb npu TemnepaType Huxe 25 °C), Heobxogumo paTb
COOTBETCTBYIOLUME [OMNOMHUTENbHbIE pekoMeHdaumn. ofobHble cBefeHWs Bcerga AOMKHbl OCHOBbLIBATbCA Ha
AaHHbIX No cTtabunbHocTU. HeobxoauMo ykasaTb peKoMeHAyeMbl TeMrnepaTypHbI Anana3oH M MakcUMarbHYHO
NPOAOIKUTENBHOCTL BPEMEHHOTO XpaHeHus. [ogobHble pekoMeHaauMn MoryT Takke BKMovaTb B cebs cBedeHus o
Mepax, NPMMeHsIeMbIX MOCie XpaHeHWs NekapCTBEHHOro npenaparta BO BPEMEHHbIX YCIOBUAX XpaHeHus (Hanpuvep,
HeMeaneHHOe YHUUTOXEHNE).

He cnenyeT npeAcTaBnsATb Takue ykasaHus, Kak: «OTW AaHHble He ABNSI0TCA PeKOMeHAaumaMu No XpaHeHNo».

Ecnn B OTHOWEHUN pasHbIX MEPBUYHBLIX YMAKOBOK CPOKM FOOHOCTU (CPOKM XpaHeHUs) He pasnuyaroTcs,
ynoMuHaTb 3TW YnNakoBKu He cneayeT. [pvBOAMTL YCROBUSA XpaHEHWs He criedyeT, 3a UCKIYEHMEM YCroBWN
XpaHeHUsi Mocre BCKPbITUS B COOTBETCTBMM C npunoxenvem Ne 7 k Hactodwum TpebosaHuam. He cnepyet
npeacTaBnATb TakMe ykasaHus, kak «He npyMeHsaTb No ncTedeHnn cpoka rogHOCTMY.

Ecnn BMecTe c nekapcTBeHHbIM npenapaToM MOcTaBnseTca u3genune, HeobxoaMMO ykasaTb CPOK FOAHOCTU
(CpOK XpaHeHWs) roTOBOrO K MPUMEHEHWIo n3aenus (ecrnv NPUMEHNMO).

6.4. Oco6ble Mepbl NPeAOCTOPOXHOCTU NMPU XPaHEHUU

Mpu ykaszaHnM Mep NpPeaoCTOPOXHOCTM MPW XpPaHEeHWM CcneayeT WCnonb3oBaTb OAHY WINW  HECKOMbKO
CTaHOapTHbIX dpas, npuvBedeHHbIX B npunoxeHun Ne 6 Kk HacToswmm TpeboBaHUsAM, KOTOpble HEeOOXOAMMO
[OMNOMHUTb MOSICHEHNEM OTHOCUTENBHO YyBCTBUTENLHOCTY Npenapara K CBeTy 1 (unu) Bnare.

B OTHOLIEHNM XpaHEHMS BCKPbITbIX, PA3BEAEHHbIX MU BOCCTAHOBIEHHbIX CTEPUIIbHBIX NMpenapaTtoB crnegyet
cAaenaTtb cebinky Ha pasgen 6.3 OXIIT.

Ecnu Tpebytotcst ocobble Mepbl NPEAOCTOPOXHOCTU NPY XPaHEHUU, OHWM OOIMKHA COOTHOCUTbCA Mexay OXIM,
mMapkupoBkou u J1B.

B OXIIM He cnepyeT BknovaTb npedynpexaeHne o Heo6XoAMMOCTW XpaHEHWUs NeKapCTBEHHOro npenapara B
HeOCTYMNHOM ANs AeTen MecTe Tak, YTOObl OHM HE MOrMKM ero BuaeThb.

6.5. XapakTep 1 cogepxaHue NnepBUYHON YNaKOBKMU

Heobxoammo ykasaTe MepBUYHYO (BHYTPEHHIOK) YMakoBKy, MCMONb3ys CTaHAapTHbIM TepMmuH Papmakoneu
Cow3a, matepuan, M3 KOTOPOrO W3roTOBMEHa NepBUYHas (BHYTPEHHSIA) ynakoBKa (HanpuMep, «CTEKMSHHbIe
drnakoHbl», «MNBX n (unn) antoMMHueBbIE GrMCTEPbI», «BYTBINIKM U3 NONUITUIIEHA BbLICOKOM MITOTHOCTMY»), @ Takke
nepeynucnuTb BCe Mpo4YMe KOMMOHEHTbI mnpenaparta (HanpuMmep, urna, NomasoK, MepHas noXka, pacnbiutenb
W3enuin Anst MHransumn, ocywntens). Heobxoanmo nosiCHUTL rpagyMpoBKY Ha MEPHBIX U3AENUaAX, a Takke onucatb
NepBUYHYIO YNaKoBKy ftobOro pacTBOpUTENs, MOCTaBISEMOro BMeCTe C fliekapCTBEHHbIM npenapaToM. M36bITo4Hyo
AeTanusaumio (Hanpumep, uUBeT NpobGkM, CBOWCTBa Tepmonaka) ykasbiBaTb Kkak npaBwuno He cnegyeT. [pu
MCMOMb30BaHUN pasfenuTenbHOro LBeTa Ans pasnuyeHns hopM BbiNycka napeHTeparbHbIX NpenapaToB 06 3ToM
crnepyeT ykasaTb B JaHHOM pasgene.



Ecnu npumeHumo, HeobxogmMmo ykasaTtb, o6ragaeT nu yKyrnopka nepBUYHOM YNakoBKM (PyHKUMEN 3alunTbl OT
BCKPbITUSI ETbMMU.

Mpumepbl HOPMYNMPOBOK, yka3blBAaEMbIX B JAHHOM pasferne:

«CycneHans o6bemom [06bEM] Mn B nNpeaBapuTeNbHO 3amnofTHEHHOM LINpULE (CTEKNAHHOM) C YNIOTHUTENEM
(xnopbyTunkay4yyk) ¢ urnow unun 6e3 Hee B ynakoBke Mo 5 unu 10»;

«ByTbINkN 13 nonuatTuneHa BbLICOKOW MMAOTHOCTU C YKYMOPKOW C PYHKUMEN 3alunTbl OT BCKPLITUS AeTbMU ”
cunukarenem B kadecTBe ocylumtens. B ynakoskax no 30, 60 unu 90 TabneTok, NOKPbITbIX MEHOYHON 0O0NOYKONY.

HeobxoomMmMo nepeuvcnnTb BCe pa3mepbl YNakoBOK C yKa3aHMeM uucra eauHul, Yucrna gos (Hanpumep, Ans
MHOrO4030BbIX BaKUMH, MHranstopoB v T.4.), obuwen maccbl unu obbema NepBUHHON (BHYTPEHHEW) YNakoBKW, a
TakKe YNCNO MEPBUYHbIX (BHYTPEHHMX) YNakOBOK BO BTOPUYHOM (NOTPEeOMTENbCKOWM) KapTOHHOW ynakoBke. Ecriu
npMMeHMMo, HeobX0AMMO NPUBECTU CTaHAapTHOE ykasaHue: «He Bce pa3mepbl ynakoBOK MOTyT ObIiTb AOCTYMHbI ANs
peanu3auun», 4YTobbl NpenynpeauTb MeOWMUMHCKMX paboTHMKOB O TOM, YTO HE BCE MNEpPEeyYMCrieHHble pasMepbl
YMaKoBOK MOTYT ObITb AOCTYMNHbI ANst HA3HAYEHUS UNK OTMycKa.

YnakoBku, npegHa3Ha4YeHHbIE UCKNIOYMTENBHO ANA AUCTPUBBLIOTOPCKNX Lienen, He SABNSITCA HOBOW YNaKoBKOM
ANS peanu3aumy nekapcTBEHHOro npenaparta, N03TOMY BKIOYaThb MX B AaHHbIV pa3gen He TpebyeTtcs.

6.6. Oco6ble Mepbl NPeAOCTOPOXKHOCTU NPU YHUUTOXEHUN UCNONIb30BaHHOIO fiekapCTBEHHOro npenapara
UINM OTXOA0B, NONMyYEeHHbIX Nocrie NPUMeHEeHUs1 JIeKapCcTBEHHOro npenapata, U Apyrve MaHUNynsiLum ¢
npenapaTom

HeobxoaMmMo npeacTaBUTb MHCTPYKLUK MO YHUHTOXEHMIO Npenapara, eCnv npumMeHnmo.

Ecnn wnmetotca  ocobble  Mepbl  MPegoCTOPOXHOCTM  Mnpyu paboTe  unu - YHUUTOXEHWM npenapaTtoB
(LMTOTOKCHMYECKME UMM HEKOTOPbIE BMonornyeckne npenapaTtbl UK MX OTXOAbI), @ TaKKe ecnv npenapaTbl cogepxaT
XVBble OpraHvMambl, UX HeobXxoAuMO BKMIOYMTb B AaHHbIA pas3gern, a Takke, €Crnv 3HAYUMMO, MPU YHUYTOXEHMU
npegMeToB, BCTYMaBLUMX B KOHTAKT C JIEKAPCTBEHHbIM NpenapaTtoM (Hanpumep, NENeHKN UNn NoXK1, UCronb3yemble
ONsi BBEAEHWSI BaKUMH ANA npuemMa BHYTpb). Ecnv 3Hauymmo, HeobxoaMMo nNpeacTaBUTb CChINIKY Ha 3akroveHue no
OLIEHKE PUCKOB Ha OKpYXXaloLLytlo cpefy, onucaHHou B pasaene 5.3 OXIIT.

Ecnu npumeHuMo (Hanpumep, B OTHOLUEHUWM LUMTOTOKCUYECKMX NEKapCTBEHHbIX MnpenapaToB) Heobxogumo
BKMOUNTb CrieayloLLylo CTaHAapTHYH (opMynmnpoBKy: «Becb OCTaBLUMIACA NEeKapCTBEHHbIM npenapaT U OTXoAbl
cnegyeTt YHUUTOXUTb B COOTBETCTBUM C YCTAHOBIEHHBIMM HALMOHANbHBIM 3aKOHOAATENbCTBOM TpeboBaHMAMUY.

Mpun oTCcyTCTBUM OCOGLIX MEpP MO NPUMEHEHWUIO UM MHCTPYKUUKM no paboTe Ans paboTHWMKa anTekn n Apyrux
MeLMLMHCKMX pabOTHMKOB, cneayeT NpMBECT CTaHAapTHY0 opmynmpoBky: «Ocobblie TpeboBaHWS OTCYTCTBYHOT.

MpuBoOsAT Bce pekomeHgaumu, HeobxoaWMble ANS NPaBUIbLHOIO MPUrOTOBIEHUS OMpPEAEreHHbIX NpenapaToB
(Hanpumep, LUTOTOKCUYECKME NeEKapCTBEHHblE MpenapaTbl U HeKkoTopble Ouonorudeckue npenapatbl, U (Mnu)
HeobXoAMMble AMNA 3aluMTbl NWL, BKOYasi POAMTENEN U yXaXMBaloLWMX UL, 3aHUMaOLLUXCS MPUroTOBMEHNEM
npenapara unv paboTatoLLmX C HAM.

B pasgen 4.2 OXJIM Heo6xoouMO BKIIOYMUTb WHCTPYKUMW AN Bpadva, NpoYvMX MELMUMHCKUX pPaboTHUKOB U
naumeHToB no paboTe ¢ npenapaTtoMm, a Takke obuiMe cBefeHUs O BBeAEHUW npenaparta (npu BBeAeHWUU
naumeHTamyn Unu meguumHCKuMn paboTHukamu). Ecnn TpebyloTcs MHCTPyKumMM no npuMeHeHuto (paboTte) ¢ uenbto
NPUroTOBMEHUSA JEKapCTBEHHOr0 nMpenapata neped BBeAEHVMEM, Hanpumep, Mpu  HeobxoaMmocTn  ero
CYCNEHAMPOBAHUSA UNU pas3BefeHusl, 3TU CBedeHus Heobxoaumo npeacTaBuTb B AaHHOM pasgene. [Ons
obecneveHns nydwero noHumaHus pasgen 4.2 OXJI MoXeT cogepxaTb MNEpPEeKPEecTHY CChiNKy Ha
COOTBETCTBYIOLLYIO MHpopmaumio B pasaerne 6.6 OXIIN, Hanpumep, «MHCTPYKUUM MO pa3BefeHunio npenapara nepes
BBeAEeHWeM npeacTaBneHbl B pasaene 6.6 OXJM».

B paHHOM pasgene pekoMeHAayeTcsl NpUBOAUTL NULLb CBeAeHUsl, Heobxoaumble paboTHUKY anTeku U ApYyrum
MeLMLMHCKMM paboTHMKaM AN NpUroTOBIEHUS NpenapaTta nepes BBeOEeHWEM NaLMNEHTY.

CBefieHnss 0 NpUroTOBIEHUN NEKAPCTBEHHOIO npenapara (HanpyMMmep, CyCrneH3vu nopoLlka AN UHBbEKLMIA unm
NPUroTOBNEHUN pas3BedeHusl) cnegyeTt BkMounTb B pasgen 6.6 OXJIMN He3aBMCUMO OT TOro, KTO roTOBUT npenapar
(Hanpumep, paboTHMK anTeku, Bpay, Apyrve MeauumHCKue pabOTHWMKM, MaUMEHT, PoauTENU UMM yXaxuBarwoLine
nvua). Ecnu npenapaT noanexut BOCCTAHOBMEHUO, HeobOXoAMMO onucatb €ro BHEWHWA Bug nocne
BOCCTaHOBIEHWSI.

B paHHOM pasgene MOXHO MPUBECTUM YKasaHUs OTHOCUTENbHO COBMECTMMOCTWM fpenapata Cc Apyrumu
neKapcTBEHHbIMW Npenapatamn U U3aenusMy npu ycrioBUU Hanumums B PErMCTPaLMOHHOM [0Chbe NeKapCTBEHHOMO
npenaparta COOTBETCTBYOLLMX AAHHbIX.

B uvcknoumTenbHbIX crnyvasx, ecnv npenapaTt nokasaH AEeTAM M HEBO3MOXHO pas3paboTaTb NeKapCTBEHHYH
dopmy, noaxonswlyo AeTaMm (4TO NoATBEPXKOEHO COOTBETCTBYHLUMMU HAyYHbIMU OOOCHOBAHMAMU), CBEAEHUS O
NpUroTOBNEHUN Npenaparta ex tempore creqyeT NPUBECTU NOA NOA3ArofioBKOM «puMeHeHue y AeTen» co CCbInKown
Ha pasgen 4.2 OXJIMN. HeobxoaMmo npeactaBuTb NOApPOOHbIE MHCTPYKUMM MO MPUIOTOBIEHMIO MpenapaTta ex
tempore 13 noaxopsLen «B3pOCIOW» UMW APYron «AeTckon hopMbl AN AeTew cTapluent Bo3pacTHOW rpynnbly»
nekapcTBEHHON (hOpMbl, @ Takke [OOMONHUTENbHbIE CBEAEHUS O MpenapaTax ex tempore Ans nNpuMeHeHus y
ManeHbkux AeTerh W, €ecnu NpUMEHMMO, MaKCUMarbHOE BpPEMSI XpaHEeHWsl TaKuMx MpenapaTtoB, Korga OHuW
COOTBETCTBYHOT CBOMM cneuudmkaumsm.

Ocobble Mepbl NPeAoCTOPOXHOCTM Npy paboTe ¢ npenapaToM crneayeT ykasatb B pasgerne 4.4 OXJII.

CBefieHuns 0 puckax BCreacTeMe BO3OENCTBUSA Ha paboyemM MecTe HeOOXOAMMO NMPUMBOAWTL B JAHHOM pasgene
CO CCbInkon Ha pasgen 4.4 unu 4.8 OXIJIIM, ecnu B 3TUX pasfenax MMETCs COOTBETCTBYHOLLME CBEOEHUS.

7. DepxaTenb perMcTpaumMoHHOro yaoCTOBepPeHusl



B paHHOM pasgene ykasblBalOTCS HaMMEHOBAHME W MOCTOSHHbLIA adpec Wnu 3aperncTpyMpoBaHHOE MecTo
BeAEeHNs OeATenbHOCTU AepxaTens perncTpaumoHHOro yaoctoBepeHus. [lonyckaeTcs ykasaTb Homep TenedoHa,
dakca unmn agpec 3MNeKTPOHHOW MoYThl (HO He canTa B MHPOPMaLMOHHO-TENEKOMMYHUKALMOHHOW ceTn «/IHTepHeT»
UM 3NEKTPOHHON NOYTbI, CBA3BLIBAIOLLENCS C YKa3aHHbIM CaliToM).

7.1. NpepcTaBuTens AepxaTens perncTpaumoHHOro yaocToBepeHns Ha TeppuTopumn Cotosa.

HeobxoanMmo ykasaTb HavMeHOoBaHWe U lopuandeckuin (daktudeckuin) agpec, TenedoH 1 agpec aMNeKTPOHHOM
noyTbl MpeacTaBuTENs AepXaTens pPerMcTpaumoHHOro YOoCTOBEpeHus (HO He canta B MH(OPMauUMOHHO-
TENEKOMMYHUKALIMOHHOW CceTn «VIHTEpHET» WNKN 3MEeKTPOHHOW MOYThI, CBA3bLIBAOWENCS C yKa3aHHbIM CanlToM).
Bo3moxHO pononHuTb ykasaHwuewm, «[lpeTeHsun noTpebutenen cnegyeT HanpasnATb MO agpecy [ykasbiBaeTcs
agpec], TenedoH [ykasbiBaeTca TeneoH]».

8. Homep pervcTpaunoHHOro yaocToBepeHus

Paspgen, 3anonHsemblii yNONMHOMOYEHHBIM OpraHOM rocyAapcTBa-yneHa unv gepxateneMm peructpaunoHHOro
YyAOCTOBEPEHNS MOCcne perucTpauMm B COOTBETCTBMM C MpaBuiiaMu peructpaumm u 3KCnepTu3bl NeKkapCTBEHHbIX
CPeAcTB ANsi MEAULIMHCKOTO NPpUMEHeHUs, yTBepxaaemMbiMu Komuccuen.

9. [lata nepBMYHOM perucTpauum
(nopTBEpXAEHUA perncTpauuu, nepeperucrpaymm)

Pasgen, 3anonHsembin yNoNHOMOYEHHBIM OpraHOM rocyaapcTBa-yneHa unu gepxarenem permcTpaLyoHHOro
yOOCTOBEPEHUST MOCNe pernctpauMm unu MoATBEPXAEHWA peructpaumu (nepepeructpauun). [aty nepsBuyHOn
peructpauum, 1 AaTty MNOATBEPXAEHUs peructpauun (nepepervctpauum) cnegyet ykasbiBaTb B criegylowem
dopmare:

«[aTa nepBnyHon pernctpauun: 3 anpena 1985 .

[aTa nocnegHero NoATBEPXAEHWSA perncTpauum (nepeperncrpauum):

3 anpensa 2000 r.»

10. JaTta nepecMoTpa TeKcTa

Mpv NepBnYHOM perncTpauum He 3anosHAEeTCS.

B oTHOWeHUn nekapcTBEHHbIX MpenapaTtoB, MO KOTOPbIM YMNOHOMOYEHHbIMW OpraHamu rocy4apcTB-UiieHOB
6bInn yTBEPXAEHbl U3MEHEHUs] PErMcTPaLMOHHOTO AOCke, YKasblBaeTcs AaTa 0Ao0peHns nocnegHero M3MeHeHus,
Hanpumep, nocnegHee pelleHve o BHeceHnn namerenuni B OXJIIM, unu gata peanvsaunm CPOYHOro OrpaHNUYeHns no
6e3onacHoCTW, Unn AaTta yBeAOMIEHUS O BHECEHWUN U3MeHeHWn Tuna IB B pernctpaumnoHHoe AoCbe NekapCTBEHHOIO
npenapara.

Pasgen 3anonHseTcs  yNomHOMOYEHHbIM OpraHoM roCyfapcTBa-yfieHa npu  BHECEHWU CBEeAeHWn o
neKkapcTBEHHOM MpenapaTe B €4VHbIN PeecTp 3aperncTpyMpoBaHHbIX NeKapCTBeHHbIX cpeactBs Cotosa u (unn)
Aepxxarenem perucTpaumoHHOro yaoctosepeHus B MoMeHT nedatn OXIN.

11. Jo3umeTpus (ecnu NpUMeHUMo)

B oTHoweHun paguodapmMaueBTMYECKUX MpenapaToB B AaHHOM pasgene Heobxoaumo ykasaTb MOrHble
AaHHble O BHYTPEHHEeW paavauyMOoHHOW [03MMeTpuun. B OTHOLIEeHMM BCex OCTanbHbIX MpenapaTtoB AaHHbIN pasgen
cnepyeT VUCKIIOYNTD.

12. UIHCTPYKLUMA NO NPUroToBneHUI0 pagnodapmaleBTMYECKUX NpenapaToB (3anonHAeTCA npu
Heo6xoaMMoOCTH)

B oTHOwWweHUN pagrnodapmaLeBTUYECKNX NpenapaToB COCTABNATCS AOMNOMNHUTENbHbIE NOAPOOHbIE NHCTPYKLUN
no nPUroTOBMEHUID €X tempore U1 KOHTPOMK KayecTBa MNPUrOTOBIIEHHOrO Mpenapata C ykasaHuem npu
HEOOXOAMMOCTM MaKCUMAnbHOIMO BPEMEHM XpPaHEHMs, B TeYEHWe KOTOPOro mnbOon MPOMEXYTOUHbIA npenapat
(Hanpumep, antaT MM FOTOBLIA K MPUMMEHEHWIO paguodapMaleBTMYECKMn npenapart) OyoeT cooTBeTCTBOBATb
CBOVM cneumdurKaLmsm.

Heobxoommo Takxke npeacTaBvTb cnelmarnbHble MHCTPYKUUK

MO YHUYTOXEHMWIO NEPBUYHBLIX YNaKOBOK W OCTaBLUErocs npenapara. [JonyckaeTcs UCnorb30BaHWe crieayroLei
dopmynumpoBku: «OBOLLas xapakTepucTuka NeKapCTBEHHOro npenapaTta [ToOproBoe HauMeHOBaHWe] OOCTynHa Ha
ouumanbHOM carTe YMONTHOMOYEHHOro OpraHa rocygapcrBa-yneHa B MHAOPMALMOHHO-TENEKOMMYHMKALMOHHOM
cetn «MHTEepHeT» [caT ynonHOMOYeHHOro opraHa),u (unu) Cotosa [canT Cotoza)».

MPUNOXEHWE Ne 1

K TpeboBaHUAM K MHCTPYKLMK
No MeAMLMHCKOMY NPUMEHEHWIO NeKapCTBEHHOTO npenapara v obLuyei
XapaKTepUCTMKe NnekapCTBEHHOro npenapaTa Ans MeauLMHCKOro npUMeHeHns



NEPEYEHb

BCMoOMoraTenbHbIX BeWecTB U CBeAEHUMN, YKa3biBaeMbiX B obwen XapakTepucTtuke nekapcrBeHHoOro
npenaparta, MHCTPYKUMn no MeaNUMHCKOMY NPpMMEeHEeHUI0 JIleKapCTBeHHOro npenaparta (ﬂVICTKe-BKﬂa,D,bILLIe)

Ne HanmeHoBaHne MyTb BBEAEHUA MpeaensHoe CBefeHus, koTopble KommeHTapum
copepxaHue OOMKHbI ObITh YKa3aHbI
BCMoOMoOraTenbHoro B J1B1 1 OXJIMN2
BELLECTBA
1. | Asokpacutenu: nepoparbHbIf * MOXeT BbI3blBaTb E102, E110, E122
1) TaptpasuH E102; annepruyeckue 3anpeLyeHbl K
2) xenTtbin 3akaT (FCF) peakumu NpPUMEHEHNo B
E110; NeKapCTBEHHbIX
3) a3opy6uH, KapmyasuH npenaparax ans
E122; geten
4) noHco 4R (nyHUOBbIN
4R), KOLIEHWb KpacHas
A E124;
5) 6punnuaHToBbIV
YepHbin BN, yepHbin PN
E151
2. | ANpOTUHUWH MECTHbIV * MOXET BbI3blBaTb noJ MecTHbIM
rMNepyyBCTBUTENBHOCTL | NyTeM BBeAEHUS
UINK TSHKENble NoHMMaeTcs
annepruyeckue HaHeceHWe Ha
peakumu y4acTKu,
CBsA3aHHble C
KpoBoobpalleHnem
(Hanpumep, paHsl,
nonocTn opraHnama
nT. a.)
3. | ApaxucoBoe macno BCE * NEeKapCTBEHHbIN OYULLEHHOE
npenapar (ykasaTb apaxucoBoe Macrno
Ha3BaHWe) coaepXnT MOXET coepXaTb
apaxvcoBoe Macro. 6enok apaxuca.
Ecnu y Bac anneprusa Ha | Ctatbs
apaxuc unu coto, He dapmakonen
NPUMEHsINTe 3ToT Coto3a He
NeKapCTBEHHbIN COAEpPXUT
npenapar MCNbITaHUS Ha
OCTaTOYHbIV BEnokK.
B OXJ1MN BHocuTCA
NpOTUBOMOKa3aHue
4. | Acnaptam E951 nepopanbHbIi * COOEPXKUT UCTOYHNK
deHunananmHa. MoxeTt
oKa3aTbCHA BPeAHbIM
ana nogen c
beHUNKEeTOHypHen
5. | BeHsankoHus xnopug odhTanbmMonorudeckme | * MOXET pasgpaxaTtb
neKapcTBEHHbIE rnasa.
dopMbl M3berariTe KOHTaKTa ¢
MSTKUMW KOHTaKTHbIMU
NNH3aMU.
Mepen NnpyMeHeHneM
CHMMUWTE KOHTAKTHbIE
TNNH3bI N HE paHee, Yem
yepes 15 MUHYT
HafeHbTe ux obpaTHo.
MoeT U3MeHsTb LBET
MSITKUX KOHTaKTHbIX
JINH3
MECTHbIV * pasgpaxuTenb, MOXeT
BbI3bIBaTb KOXHbIE
peakumm
MHransLuMoHHbIN 10 mkr B 1 gose MOXET Bbl3blBaTb
B6poHxocnasm
6. | BeHaunoBbI cnvpT napeHTepanbHbIN npun Jose meHee NPOTUBOMOKa3aH B JIB n OXIN
90 mr/kr/cyT HEOOHOLLUEHHbIM U Heobxoanmo
HOBOPOXAEHHbIM. yKasaTtb




MoxeT BbI3blBaTb KONM4ecTBO
TOKCUYeckue n 6eH3nnoBoro
aHadunakTongHble crnupTa B Mr Ha
peakumu y MnageHues n | <obvem>
aeten
no 3 net
npu gose NpoTMBOMOKa3aH B J1B n OXIN
90 mr/kr/cyT HEeOHOLUEHHbIM U Heobxoanmo
n bonee HOBOPOXOEHHBIM. ykasaTb
M3-3a pucka KONMM4ecTBO
CMepTenbHbIX 6eH3unnoBoro
TOKCUMYECKUX peaKkuui cnupTa B Mr Ha
npu BBeAeHUn obbem A03bl
6eHs3unosoro cnupTa B
403e, npesbiLlatoLLen
90 mr/kr/cyT, AaHHbIN
npenapar Henb3s
NPUMEHSITb Y
MrageHLUeB u aeTen
mnagwe 3 net
7. | BpoHonon MECTHbIV * MOXeET Bbl3blBaTb
MECTHbIE KOXHble
peakuumn (Hanpumep,
KOHTaKTHbIV JEPMATHUT)
8. | BytunrngpokcmaHmson MECTHbIV * MOXET BbI3blBaTb
E320 MECTHbIE KOXHble
peakuumn (Hanpumep,
KOHTaKTHbIN JepMaTuT)
Unn pasgpakeHue rnas
WA CAN3UCTBIX
obonoyek
9. | BytunrugpokcuTtonyon MECTHbIV * MOXET BbI3blBaTb
E321 MECTHbIE KOXHble
peakuumn (Hanpumep,
KOHTaKTHbI AepMaTuT),
Unn pasgpakeHue rnas
WA CAN3UCTBIX
obonoyek
10. | Manaktosa napeHTepanbHbIN * ecnuy sac ansa OXJN:
HEenepeHoCnMoCTb naumeHTam ¢ pegko
HEKOTOPbIX Caxapos, BCTpeyvatoLencs
obpaTuTecs K HacrneacTBEHHOM
nevailiemMy Bpayy nepes | HeNnepeHoCMMOCTbIO
NpMeMOM [1aHHOro ranakrossl,
neKkapcTBEHHOrO Hanpuwvep,
npenapara ranakrosemuven, He
cnenyet
npyHMMaTb 3TOT
npenapart
nepopanbHbIn * ecnu y sac ansa OXJIN:
HenepeHoCMMOCTb naumeHTam c pegko
HEKOTOPbIX Caxapos, BCTpevaloLeics
obpartutechb k HacneacTBEHHON
nevailemy Bpady nepeg | HenepeHoCMMOCTbIO
npnemom ranakrtoassl,
OaHHOro Hanpumep,
TNIEKapCTBEHHOro ranaktosemMumen unu
npenaparta TIOKO30-
ranaxkTto3Homn
Manbabcopbuunen,
He cnepyeT
NpUHUMAaTb 3TOT
npenapart
nepoparsbHbIi 1 5r COOEPXUT «X» T
napeHTepanbHbIf ranaktosbl Ha 03y, YTO
Heo6XxoaMMO y4nTbIBaTb
naumeHTam C caxapHbiM
anabeTtom
11. | lenapwvH (B kayecTBe napeHTeparnbHbIn * MOXET Bbl3blBaTb




BCromMoraTtesibHoro

anneprmuyeckune

BeLlecTBa) peakumv 1 ymeHbLIaTb
YNCIO KPOBSIHbBIX
KINEeTOK, YTO MOXET
ckasaTbCs Ha cucteme
CBepTbIBaHUS KPOBU.
MauneHTam c
nepeHeceHHbIM1
annepruyeckumm
peakumsmMun Ha renapuH
cnepnyet n3beratb
NpUMeHeHUst
npenapartos,
cojepxalumx renapvH
12. | MnvuepuH nepoparbHbIf 10 mrB 1 fo3e MOXeT BbI3blBaTb
ronosHyto 60nb,
paccTpOWCTBO Xxenyaka
1 gnapeto (MoHoc)
peKTanbHbIN 1r MOXeT OKa3sblBaTb
cnaboe cnabutensHoe
ngencrene
13. | nioko3a nepoparsnbHbI * ecnv Bpay coobLumn, ana OXJII:
4yTO y Bac naumeHTam c pegko
HenepeHoCMMOCTb BCTpevaloLecs
HEKOTOPbIX Caxapos, rIIOKO30-
obpaTuTtecs K ranakTo3Homn
neyvauwlemy Bpady nepeq | manbabcopbumen
npMemMom AaHHOro He cnepyeT
NEeKapCTBEHHOro npuHMMaTb 3TOT
npenapara npenapar
nepoparbHbIi 1 5r COOEPXKUT «X» T
napeHTeparnbHbIi TIOKO3bl Ha J03Y, YTO
HeobXxoanMO y4uTbIBaTh
naumMeHTam ¢ caxapHbiM
anabeTom
pacTBopbI Ans * MOXeT noBpeauTb 3ybbl | cBeaeHus crnegyet
npvema BHyTpb BKIHOYaTb, TONbKO
cocaTenbHble ecnu
eBaTesnbHble NeKapCTBEHHbIN
TabneTkn npenapart
npegHasHayeH ans
ONUTENbHOro
NpUMeEHEHNS,
Hanpumep, 2
Hepgenu n bonee
14. | OumeTtuncynbgokeng MECTHbIN * MOXeT pasgpaxartb
KOXY
15. | Kanun napeHTeparnbHbIv Kanus meHee AaHHbIA npenapaT cBefeHns
1 Mmonb B COOEPXMUT Kanum, MeHee | oTHocATcs K
pasoBou fose 1 MMoOIb nopory,
(39 mr) Ha ... (yka3aTb paccyuTaHHOMY Mo
[03y), TO eCTb N0 CyTH obemy

«HEe CoAepXUT Kanunua»

cofepXaHuio Kanus
B NNeKapCTBEHHOM
npenapare.
OcobeHHO BaXHO
0CBEOMUTb
Ha3Ha4valLWnx
npenapar nuy un
yBEPUTL poauTenen
B HU3KOM
cogepXaHun Kanua
B npenapaTax,
NpUMEeHAEeMbIX B
[EeTCKMX ao3ax

napeHTeparnbHbIn,
nepoparnbHbIi

kanma 1 Mmonb 1
Gornee B pa3oBoi
nose

AaHHbIN Npenapat
COOEPXKNT «X» MOIb
(Mnn «y» Mr) kanusa Ha
... (ykasaTtb gosy).




Heobxoaumo
yunTbiBaTb NaLMeHTam
CO CHWXEHHOWN
dyHKUMEN noyek n
nauueHTam,
HaxoasLWwmMMes Ha gueTe
C orpaHnyeHvemM
NoCTyNMeHns Kanus

BHYTPUBEHHbLIN 30 mmonb/n MOXET Bbl3blBaTb
60one3HeHHOCTb B MecTe
BBEEHUS
16. | Kucnota 6eH3omnHas u MECTHbIV * cnabo pasgpaxaeTt
6eHsoatbl: KOXY, rnasa u
1) kucnota 6eH3onHas CNU3NCTbIE 0GONOYKU.
E210 napeHTeparnbHbIN * cnabo pasapaxaet
2) HaTpusi 6eHsoat E211 KOXY, rnasa v
3) kanusa 6eHzoat E212 Cnn3ncTble 060MNOYKU.
MoxeT nosbiwaTb pUcK
pasBUTUS KENTYXMN Y
HOBOPOXAEHHbIX
17. | Kucnota copbuHoBas u MECTHbIV * MOXET BbI3blBaTh
ee conu MECTHbIE KOXHbIe
peakuuu (Hanpumep,
KOHTaKTHbIV JEPMATHUT)
18. | Kennuton nepopanbHbIn 10r MOXeT OKa3blBaTb
cnaburtenbHoe
aewncraue.
Kcunuton cogepxut
2,4 kkan/r npenapaTta
19. | NaktuTt E966 nepopanbHbIn * ecnu y sac ansa OXJIN:
HenepeHoCnMoCTb naumeHTam ¢ pegko
HEKOTOPbIX Caxapos, BCTpevaloLencs
obpaTuTtecs K HacneacTBEHHOM
nevaiiemy Bpady nepes | HenepeHoCMMOCTbIO
NpMeMoM [aHHOro PYKTO3bI,
neKkapCcTBEHHOrO HenepeHoCMMOCTbHO
npenapara ranakrossl,
ranakro3emven unm
rNIOKO30-
ranakTo3HOM
Manbabcopbunen
He cnepyeT
NpUHUMAaTb 3TOT
npenapar
10r MOXeT OKa3sblBaTb
cnaboe cnabutensHoe
OencTeue.
JlakTut cogepxut
2,1 kkan/r npenapaTta
20. | NakTo3a nepopanbHbIi * ecnuy sac ansa OXJN:
HenepeHoCMMOCTb naumeHTam c pegko
HEKOTOPbIX Caxapos, BCTpevaloLencs
obpaTuTecs K HacrneacTBEHHOM
nevawiemy Bpady nepej | HenepeHOCMMOCTbIO
npMemMom AaHHOro ranakroassl,
neKapCcTBEHHOrO aeduumTom
npenapara nakTasbl nonapem
UINN TNHOKO30-
ranaxkTto3Homn
Manbabcopbuunen
He cnepyeT
NPUHUMAaTL 3TOT
npenapartr
5r COLEPXKMT X T NaKTO3bl

(X/2 r rnioko3bl M X/2 T
ranakTosbl) Ha 03y, Y4TO
HeobXxoaMMO yunTbIBaTh
nauMeHTam C caxapHbiM
anabetom




21. | NaHonwuH (wepcTaHoN MECTHbIV MOXET BbI3blBaTb
Xunp) MECTHbIE KOXHble
peakuuu (Hanpumep,
KOHTaKTHbIN AepMaTuT)
22. | NaTtekc, BCE * KOHTENHep AaHHOro BCNomorarteribHoe
HaTypanbHbIV Kay4yk neKapcTBEHHOro BELLEeCTBO
npenaparta coaepxut BCTpeYaeTcs
naTeKCHbIN Kay4yk. HeyacTo, HO
MoxeT Bbl3bIBaTh TpebyeTcA
TAXenble npegynpexageHvie
annepruyeckue
peakumm
23. | ManbTuT E965, nepoparbHbIf * ecnuy sac ans OXIN:
nzomanstuton E953, HernepeHoCcnMoCTb nauueHTam c peiko
ManbTUT XWAKWIA (crpon HEKOTOpbIX Caxapos, BCTpeyaroLencs
rMAPOreHN3npoBaHHON obpaTuTech Kk HacrneacTBEHHON
rIOKO3bl) nevaiyemy Bpady nepes | HemepeHoCMMOCTbIO
npmemMom PPYKTO3bI He
AaHHOro cnepyet
neKkapcTBEHHOro NPUHUMAaTL 3TOT
npenapara npenapar.
10r MOXET OKa3blBaTb
cnaboe cnabutensHoe
Jencteue.
ManbTut
(n3omanbTmTON)
coaepxuT 2,3 kkan/r
npenapara
24. | MaHHUTOMN (MaHHWT) nepopanbHbIn 10r MOXET OKa3blBaTb
E421 cnaboe cnabutensHoe
gencrtene
25. | Macno 6epramorTa, MECTHbIV * MOXeT MoBbIWaTh HenpMMeHumo,
OepranTteH YYBCTBUTENBHOCTL K Y® | ecnu nokasaHo, 4To
nyyam (ecTecTBeHHbI 1 | BepranTeH B Macne
NCKYCCTBEHHbIN He copepXxuTcs
COJTHEYHbIV CBET)
26. | Macno kactoposoe napeHTepanbHbI * MOXET Bbl3bIBaTb
MONN3ITOKCUIMPOBaHHOE, TSXenble
Macrio KacTopoBoe annepruyeckme
NOMMITOKCUMITMPOBAHHOE peakumm
rMaporeHn3npoBaHHoe nepoparibHbIf * MOXET Bbl3bIBaTb
paccTpONCTBO Xenyaka
1 anapeto (NoHoc)
MECTHbIV * MOXET BbI3blBaTb
KOXXHbl€ peakuun
27. | Macno kyHXyTHoe BCe MOXeT uspeaka
(NbHAHOE) BbI3bIBaTb TsHKENbIE
annepruyeckue
peakuuu
28. | Macrno coeBoe, BCE * TNEeKapCTBEHHbIN aHarnorn4yHo
Macro coeBoe npenapar (yka3aTb KOMMeHTapwuio Ans
rMApPOreHn3MpoBaHHoe Ha3BaHWe) CoaepXuT apaxvcoBOOro
apaxvcoBoe mMacrno. mMacna.
Ecnn y Bac anneprusi Ha | B OXJIM:
apaxuc unm coto, He NpoTMBOMOKa3aHne
NpUMeHsINTe aToT
neKapCTBEHHbIN
npenapar
29. | Hatpun napeHTeparnbHbIN HaTpusa meHee 1 AaHHbIV NpenapaT cBefeHuns
MMOIb B pa3oBon | coaepxuT meHee 1 OTHOCATCH K
[o3e npenapara MMOfb (23 Mr) HaTpus nopory,
Ha ... (ykas3aTb Jo3y), paccyMTaHHOMY no
TO €CTb MO CYTU He obwemy
COOEePXNUT HaTpus copepxaHuio
HaTpus B
neKapCTBEHHOM
npenapare.

OcobeHHO BaXHO
0CBEJOMUTb




HasHayaLmnx
npenapat nuy, 1
yBEepUTb poauTenen
B HU3KOM
cofepxaHum
HaTpusa B
npenaparax,
NpUMEHsIEMbIX B
[OETCKMX Ao3ax

napeHTepanbHbIN
nepopanbHbI

HaTpmna 1 MMOrnb B
pasoBou fose

AaHHbIN Npenapat
COOEPKUT «X» MOSb
(Mnn «y» Mr) HaTpus Ha
... (ykasaTtb goay).
Heobxogumo
y4uTbIBaTb NaLMEHTaM,
HaxoAsLmMMEs Ha aneTe
C OrpaHuyeHnem
NOCTYNNEHUst HaTpus

30. | OpraHuyeckne ogransmonoruyeckme | * MOXET Bbl3blBaTb
coeanHeHus pTyTu: dopMbl anneprudeckme
1) Tvomepcan; peakumu
2) dbeHnnpTyTU HATPAT; MECTHBbIN * MOXET Bbl3blBaTb
3) dpeHnnptyTv auertar, MECTHbIE KOXHble
4) deHunpTtytn 6opat peakuumn (Hanpumep,
KOHTaKTHbIN AepMaTuT)
1 N3MeHeHue uBeTa
KOXM
napeHTepanbHbIN * OaHHbIV NeKapCTBEHHbIN
npenapar B Ka4yecTse
KOHCepBaHTa CoaepXuT
(TMomepcan), ectb
BEPOATHOCTb
BO3HVWKHOBEHUS Y Bac
(Bawero pebeHka)
annepru4eckom
peakuum. MNpu Hanuymm
y Bac (BaLuero pebeHka)
Kakon-nnbo annepruun
coobLwmTe 06 3ToM
nevaiiemy Bpavy
ecnv nocne TpebyeTca ykasaTb
npeabiayLero OOMNONHUTENbHbIE
BBEAlEHUSI BaKLWHbI Y cBedeHus o
Bac (BaLLero pebeHka) BaKLMHax
BO3HUKaNM HapyLleHus,
coobLwmTe 06 3TOM
nevaiiemy Bpavy
31. | Naparugpokcnbensoatsbl | MepopanbHbin, * MOXeT Bbl3blBaTb
N nXx ampsbI: odranbmonormyeckme annepruyeckue
1) aTunrngpokcmbeHsoat | dopmsbl, peakuum (B TOM yucne,
E214; MECTHbIN OTCPOYEHHBIE)
2) napeHTepanbHbI * MOXeT Bbl3bIBaTb
NPONMAMMAPOKCMBEH30aT | MHranaunoHHbINR annepruyeckme
E216; peakumm
3) HaTpus (B TOM uncne,
nponunrnapokcnbeHsoat OTCPOYEHHBIE)
E217; 1, B UCKITKOUYUTENBHbIX
4) cnyyasx, bpoHxocnasm
mMeTunrmapokcnbeHsoat
E218;
5) HaTpus
MeTunrmagpokcnbeHsoat
E219
32. | NepyaHckun 6anb3am MECTHbIN * MOXET Bbl3blBaTb
KOXXHbI€ peakuun
33. | MponuneHrnukonb 1 ero | MecTHbI * MOXeT pasgpaxaTb

achmpbl

KOXY

nepopanbHbIn
napeHTeparnbHbIn

400 mr/kr - ans
B3POCIIbIX

MOXET BbI3bIBaTb
CUMNTOMbI, CXOXWNe C




200 mr/kr - gnsa
neten

npnemMom ankoronsa

34. | MNweHnYHbIN Kpaxman nepoparnbHbIn * MOXXHO MPUMEHSTb NWEHNYHbIN
NAAM C Lennakuen. Kpaxman mMoxeT
MauneHtam c cofepxaTb rMoTeH,
annepruewn Ha nweHnuly | HO TONnbKo B
(oTnunyHoM ot cnefoBbIX
Lenunakum) He cnegyet Konu4yecTBax,
NpUHUMaTh 3TOT noatomy
npenapar CuYMTaeTCs, YTO OH
6e3onaceH ans nuu
C uenuakuen
(rmtoTeH B
NWEeHNYHOM
Kpaxmane
HopMUpyeTCca
UCMblTaHNEM Ha
obLee
cofepxaHue 6ernka,
ONNCaHHbIM
B cTaTbe
dapmakonen
Coto3a)
35. | Caxap MHBEPTHbIN nepoparsnbHbI ecnv Bpay coobLumn, ansa OXJN:
4yTO y Bac naumeHTam c pegko
HenepeHoCMMOCTb BCTpevaloLecs
HEKOTOPbIX Caxapos, HacneacTBEHHON
obpartutechb K HenepeHoCMMOCTbIO
neyvaulemy Bpady nepeg | opykTo3sbl unm
npMemMom AaHHOro rNIOKO30-
NeKkapcTBEHHOro ranakTo3Hon
npenaparta Manbabcopbumen
He cnepyeT
NPUHUMAaTb 3TOT
npenapar
5r COOEPXKMUT «X» I CMecu
PPYKTO3bI 1 IMIOKO3bI Ha
003y, 4To Heobxoanmo
YyYnTbIBaTb NauMeHTam c
caxapHbIM AnabeTom
pacTBOpbI Ansi * MOXeT noBpeauTb 3yObl | cBeaeHus crnegyet
npuema BHyTpb, BKIOYaTb, TOMbKO
cocaTernbHble, ecnm
XeBaTernbHble TNeKapCTBEHHbIN
Tabnetkn npenapart
npegHasHayeH ans
ANUTENbHOro
NPUMEHEHWs,
Hanpumep 2
Hegenu n bonee
36. | Caxaposa nepopanbHbIn * ecnny Bac ansa OXJIN:
HenepeHoCMMOCTb naumeHTam c pegko
HEKOTOPbIX Caxapos, BCTpevaloLeics
obpartutechb k HacneacTBEHHON
nevailemy Bpady nepez | HenepeHoCMMOCTbIO
npMemMom AaHHOro PpPYKTO3bI,
NeKkapCcTBEHHOro rMIOKO30-
npenapara ranakTo3Hom
Manbabcopbunen
unu geuumtom
caxapasbl-
n3omManbTasbl He
cnegyet
NpUHUMAaTb 3TOT
npenapar
5r COLOEPXKUT «X» T

caxapo3bl Ha 403y, 4YTOo
Heobxoanmo y4nTbiBaTb
nauneHTam c caxapHbiM




anabetom

pacTBopbl Ansi
npuema BHyTpb,
cocaTternbHble,
»KeBaTenbHble
TabneTkn

MOXET NOBpeauTh 3y0bl

cBefeHust cnegyet
BKNIOYaTb, TONbLKO
ecnu
NeKapCcTBEHHbIN
npenapart
npegHasHayeH ans
ANUTENbHOro
NpUMeEHEHNS,
Hanpumep ase
Hepgenu n bonee

37.

Cop6buton E420

nepoparbHbIf
napeHTepanbHbIn

ecnu y Bac
HernepeHoCMMOCTb
HEKOTOPbIX Caxapos,
obpaTuTecs K
nevallemy Bpayy nepen
npUeMom AaHHOro
neKapCTBEHHOMO
npenapaTta

ans OXJ:
MauneHTam c
penko
BCTpevatoLLencs
HacneacTBEHHOM
HENepeHOCUMOCTbHO
OpYKTO3bI HE
cnegyet
npuHMMaTb 3TOT
npenapart

nepoparsnbHbI

10r

MOX€eT OKa3blBaTb
cnaboe cnabutensHoe
Jencteue.

copbuTon cogepxuT
2,6 Kkan/r kanopum

38.

CnunpT cTeapunoBbin

MECTHbIN

MOXET BbI3blBaTb
MECTHbIE KOXKHble
peakumu (Hanpumep,
KOHTaKTHbIN fepMaTuT)

39.

Cnupt
LeTOCTeapunoBbIi,
CnnpT ueTnnoBbIN

MECTHbIN

MOXET Bbl3bIBaTb
MECTHbIE KOXHble
peakuumn (Hanpumep,
KOHTaKTHbIN 4epMaTuT)

40.

CynbdwThl, BKOYas
mMeTabucynbduTbl:

1) cepbl gnokeung E220;
2) HaTpusi cynbuT
E221;

3) HaTpus GucynbguT
E222;

4) HaTpusa
meTabucynbgut E223;
5) kanus
meTabucynbgut E224;
6) kanusa éucynbhut
E228;

nepoparbHbIi,
napeHTepanbHbIn,
VHransLMoHHbIN

MOXeT uspepaka
BbI3blBaTb TsHKENbIE
peakumm
rMnepyyBCTBUTENBHOCTU
1 GpoHxocnasm

41.

deHunanaHuH

MECTHbIV
nepoparbHbIv
napeHTepanbHbIi

AaHHbIA npenapaT
COAepXuT
deHunanaHmH. MoxeTt
0oKasaTbCsl BpeaHbIM
ans nogen c
heHNNKeToHypuen

42.

dopmanbaervg

MECTHbIN

MOXET BbI3blBaTh
MECTHbIE KOXHbIE
peakumu (Hanpumep,
KOHTaKTHbIN fepMaTuT)

nepopanbHbI

MOXET BbI3blBaTb
pPacCcTpoMCTBO Xenyaka
1 guapeto (MoHoc)

43.

dpykTO3a

nepopanbHbIn

ecnv Bpay coobLuymn,
yTO Y Bac
HenepeHoCMMOCTb
HEKOTOPbIX caxapos,
obpaTuTtecs K
rnevawiemMy Bpady nepep
nprYemMoM [aHHOro
rieKapCTBEHHOrO
npenapara

ans OXJ:
nauueHTam c pegko
BCTpevatoLLencs
HacneacTBeHHoM
HenepeHOCUMOCThbI0
PYKTO3bI HE
cnegyet
npyHMMaTb 3TOT
npenapart




napeHTeparbHbIii

COOEPKUT «X» T
PPYKTO3bl HA 403y, YTO
HeoGXo4MMO yYnTbIBaTb
naumeHTam ¢ caxapHbiM
anabeTtom

xugkme
neKapcTBEHHbIE
hopMmbl Ans npvema
BHYTpb, TabneTkn
XeBaTenbHble

MOXeT NoBpeauTb 3y6bl

cBefeHus cnegyet
BKI1lO4aTb, TONbKO
ecnm
TNEeKapCTBEHHbIN
npenapar
npegHasHayeH ans
anntenbHoOro
NnpuMeHeHua,
Hanpuvep aBe
Hegenn n 6onee

44, | Xnopkpeson MECTHbIN, * MOXET Bbl3blBaTb
napeHTepanbHbIN annepruyeckue

peakumm

45. | SputposuH E127 nepoparbHbIf 0-0,1 mr/kr NneKkapcTBEHHbIe 3anpetleH B
npenaparbl, coctaBe
cofepxaluve NeKkapCTBEHHbIX
3PUTPO3VH, HEnNb3sA npenaparax ans
HasHayaTb 1 NMPUMEHATL | AeTen.
naumeHTam c
naronoruemn
LUMTOBMOHOW Xenesbl

46. | OtaHon nepoparbHbIN, meHee 100 mr B AaHHbIN NeKapcTBEHHbIV | AaHHOe yKa3aHue

napeHTepanbHbIn

pa3oBow fose

npenapaT CoaepXuT
HeborbLUoe KONMYecTBo

AaeT poauTensim u
OETsIM YBEPEHHOCTb

aTaHorna (ankorons), B TOM, YTO
MeHee Yyem 100 Mr Ha ... | npenapat
(ykasaTb gosy) coaepxuT
HebonbLoe
KOJTIMYECTBO
ankoronsi
ot 100 Mr oo 3rB | AaHHbIVA NekapcTBeHHbIN | B JIB HeobGxogmmo
pa3oBoW fose npenapaTt COAEPXUT ... ykasaTb

00. % aTaHona
(ankorons), To ecTb 4O
... MI Ha o3y, 4To
paBHO ... MI Nuea, ...
M BMHa Ha J03y.
BpeneH onsa nuy ¢
ankoronM3mom.
Heobxogumo
YyYnUTbIBaTb
6epeMeHHbIM 1
KOPMSILLUM Fpyabto
KEHLLMHaM, JeTaM U
TakvMM rpynnam
BbICOKOIO puUcka, kak
nawuueHTbl ¢
3aboneBaHMAMM neveHn
1 anunencuen

3KBUBANEHTHbLIN
obbem nuBa u
BMHA, paccynTaB
€ro HOMMHarbHo,
mexoaa n3 b un 12
06 % aTaHona
COOTBETCTBEHHO.
B pasnunyHbIx
pasgenax J1B moryT
notpeboBatbcs
oTaenbHble
yKasaHus

nepoparbHbIN,
napeHTeparnbHbIv

3 r B pa3oBom
[o3e npenapara

OaHHbIV NeKapCTBEHHbIN
npenapart COAEpPXuT ...
006. % aTaHona
(ankoronsi), To ecTb 4O
... MI Ha o3y, 4To
pPaBHO ... MI1 NKBa, ...
MI BYHa Ha J03y.
BpeneH ons nuy ¢
ankoronM3mom.
Heobxoaumo
YYUTbIBATb
6epeMeHHbIM 1
KOPMSILLUM rpyabto
KEeHLUMHaM, OeTaAM U
rpynnam BbICOKOro




pucka, Takum Kak
nauneHTsbl ¢
3aboneBaHuAMU nNeyveHn
1 anunencuen.
Arnkoronb B 4aHHOM
neKkapcTBEHHOM
npenaparte MoxeT
HapyLWmnTb apdeKTbI
APYrux nekapcrs.
Arnkoronb B 4aHHOM
nieKkapCTBEHHOM
npenapate MOXeT
NoBMAWSATL Ha
cnocobHOCTb ynpaBnaTb
asTomobunem n paboty
C MExaHU3mamu.

1 1B - MHCTPYKUUSA NO MEAULIMHCKOMY MPUMEHEHMIO NEKAaPCTBEHHOrO nNpenapaTa (NMMCTOK BKIaabILL).
2 OXIM - obLas xapakTepucTMka NekapCTBEHHOIO Npenapara Ans MeAWLMHCKOTO NPUMEHEHUS.

MpumeyaHue. MNoa 3HakoM «*» MOHMMAaeETCs HeOoGXOAMMOCTb YKasaHus COOTBETCTBYHOLLEN WHdOpMauuMn B
obLen xapakTepuUCTMKe JeKapCTBEHHOrO Mpenapata Ans  MeOULUMHCKOTO MNPUMEHEHWs,, WHCTPyKuuM ans
MEeOMLIMHCKOrO NPUMEHEHUS (NNCTKe-BKNaabllle) HE3aBUCMMO OT KONMMYECTBEHHOTO COAEPKaHWs BCMOMOraTemnbHbIX
BeLlecTB. He gonyckaeTcs ncnonb3oBaTh NULLEBbLIE KPAaCUTENU B COCTaBe NeKapCTBEHHOW (hOpMbl, HE BOLUeALINE B
TEXHUYECKUI pernameHT EBpasmMinckoro SKOHOMUYECKOro coto3a «TpeboBaHusa Ge3onacHOCTU nueBbiX A0OaBOK,
apomMaTn3aTopoB M TEXHOMNOrMYECKNX BCrioMmoratenbHbix cpeacts» TP 029/2012, yteepxaeHHbin Pelwwennem CoseTta
EBpasuiickon akoHoMu4eckom kommccum ot 22 nonga 2012 r. Ne 58 nnu 3anpeLyeHHble nMm.

MosicHeHun

Hactoawmini nepeyveHb coaepXuT npeaynpeavTenbHble YKasdaHUs OTHOCUMTENBHO Hanuums OonpeaerneHHbIX
BCMOMOraTenbHbIX BELLECTB B COCTAaBE NIEKAPCTBEHHOrO npenapaTa, KOTopble AOMKHbI ObiTb NpuBeaeHbl B obLien
XapakTepUCTUKe neKapcTBeHHoro npenapata (ganee - OXJIM), WMHCTPyKUMM MO MEAMUMHCKOMY NPUMEHEHUIO
neKkapCTBEHHOro npenapara (nucTke-Bknagpiwe) (ganee - JIB). Hactosawwmi nepedeHb He pacnpocTpaHsieTcs Ha
romMeonaTnyeckme NekapCTBEHHbIE Mpenaparbl, 3aperMcTpyMpoBaHHble MO crneuumanbHON YNpPOLLEHHOW npolenype,
MOCKOMbKY AN TaKMX rOMeonaTnyYecknx npenapaToB nNpeaycMoTpeHbl ocobble TpeboBaHUSA K MapKMpPOBKe.

HacTtoswmin nepeyeHb npegHasHayeH ANA YNONHOMOYEHHbIX OPraHoB rocyAapcTB - uneHoB EBpaswuiickoro
9KOHOMMYECKOro Cok3a (Oanee COOTBETCTBEHHO - rocygapctBa-uneHbl, Cowo3), 3asButenen u aepxatenen
pPerncTpaLmoHHbIX YAOCTOBEPEHUN K BKMoYaeT B cebsa uHpopmaumio 0 BCOMOraTerbHbIX BeLeCcTBaX, KOTOPYH
HeobxoaMMOo OTpa3uTb B MAapKMPOBKE, a Takke CBeAeHus, kotopble cnenyeT Bknounte B OXJIMN n JIB B OTHOWEHUN
TakMx BCMOMoOraTesnbHbIX BellecTB. HacToswuin nepedyeHb He NPUMEHSETCA K BELLECTBaM, WUCMOMb3yemMbiM B
KayecTBe aKTUBHbIX (hapmMaLeBTUYECKMX CYyOCTaHLNN.

Mop BcnomoraTenbHbIMM BELLECTBaMM, YKa3aHHbIMW B HacCTOSILLEM MNepeyvHe, MOHUMAKTCH KOMMOHEHTbI
neKapcTBEHHON (hOpMbl HE SABMSAOLMNECH OENCTBYIOWUMN BeLLeCTBaMU, KOTOpbIE NMPUHUMAKTCA MauMeHTOM WMu
BBOOATCH eMy.

K TakuM KOMMOHEHTaM OTHOCATCSA B TOM YMCIE:

KpacuTenu, KOHCEPBaHTbl, aObIOBaHTbI, CTabunmnsaTopbl, 3aryctutenu, 3MynbCUEUKaTOpPbl, BKYCOBblE WU
apomaTunyeckne gobaBku U T. 4.;

KOMMOHEHTbI, NpeAHa3Ha4YeHHbIe ANsi NPOrnaThiBaHWS UM MHOTO BBEAEHUS MALUEHTY;

KOMMOHEHTbI Hapy>XHOWM 000NOYKM NekapcTBEHHbIX NpenapaToB (Kancynbl, XXenaTUHOBbIE Kancyrbl, peKTanbHble
Kancynsl 1 7.4.);

CMecu BcrnomoraTesbHbIX BELLECTB, HanpuMep, UcCnonb3yemble Ans NpsMOro NpeccoBaHWsi, UMM B COCTaBe
NeHoYHoN 060NoYKM, UK ANSA NONMPOBKM NPOrfaTbiBaeMOoi ekapCTBEHHOW hOpMbl;

KoppekTopbl pH;

KOMMOHEHTbI YEPHWI, UCMONb3YEMbIX AJ151 MAPKMPOBKU NIEKAPCTBEHHbBIX (POPM AN NepOoparnbHOro NpMMEHeHUs;

pacTBOPUTENW, COAEPXKALLMECS, K NPUMEPY, B PACTUTENbHbIX 9KCTPaKTax Uy KOHLEHTpaTax BUTAMUHOB;

KOMMOHEHTbI, cCoaepXXallmecs B CMECU XMMUYECKM POOCTBEHHBIX BELLECTB (HanpMMep, KOHCEePBaHThI).

OcTaTo4YHble NPOU3BOACTBEHHLIE MPUMECH, NMPUMECU OENCTBYHOLLErO BELLECTBA, OCTATOYHbIE pacTBOpPUTENM,
NpoayKTbl Aerpagaumm U T. . He OTHOCATCS K BCMIOMOraTernbHbIM BeLLecTBaMm.

BcnomoraTtenbHble BeELLECTBA B LIENOM CHMTAKOTCS UHEPTHbIMWU. HecMoTpsi Ha KenaTenbHOCTb OTCYTCTBUS Y
BCMOMOraTenbHbIX BELLECTB COOCTBEHHOrO (hapMaKonorM4eckoro AeNCTBUSE UNIN €r0 HE3HAYUTENBHOCTb, HEKOTOPbIE
13 HMX obnagatT NPU3HAHHBIM OENCTBMEM UM 3PPEKTOM, BO3HMKAIOLWMM MPU OMNpeaeneHHbIX 00CToATeNbCTBAX.
3asBuTENM Npu perncTpaumn n gepxaTenu perMcTpauuoHHbIX YAOCTOBEPEHUN OOMKHbI 0becneunTb Hagnexaiiee
MCMONb30BaHNE BCMOMOraTesNibHbIX BELLECTB B COCTaBE JIEKAPCTBEHHbIX MpenapatoB, C Y4YeTOM CBEAEHUN,
COAEpXaLLMXCHA B HACTOSLLEM MEPEYHE.

8. HanmeHoBaHWe BcnomoraTenbHOro BeLLEeCTBa, ykasaHHOro B HACTOSILLEM NEpPEYHe, JOIMKHO COMPOBOXAaThLCA
HomepoMm «Ex», ecnv TakoBoW NpucBoeH. B MapknpoBKe AOCTATOMHO yka3aTb nub HoMep «E» npu ycnosuu ToOro,
YTO MOnHoe HammeHoBaHue u Homep «E» ykasanbl B OXJIM u JIB B pasgene, B KOTOPOM MepeyucrieH MosHbINn
KayeCTBEHHbI COCTaB.




9. MaTeHTOBaHHbLIE BKycOBble f0BaBKku 1 apoMaTM3aTopbl JoNyckaeTcs ykasblBaTb obLien dppasoi (Hanpumep,
«anenbCMHOBas BKycoBas pJdobaBka», «LUUTPYCOBbIN apomMaTu3atop (OTAyLlka)»), BCE W3BECTHble OCHOBHbIE
KOMMOHEHTbI M KOMMOHEHTbI, obrnagalowme npusHaHHbIM AencteueM unm addekTom, HeobxoanMo ykasbiBaTb
OTAENbHO.

10. XvMuuyeckn MoAMPUUMPOBaHHbIE BCMOMOraTeslbHble BellecTBa HeobXoAMMO yKasblBaTb Tak, YTOObI
nsbexatb nyTaHuubl c HEMOANMULMPOBaHHBLIM BCMoOMoraTernbHbIM BELLLEeCTBOM (Hanpuwmep,
«npexenaTMHU3MPOBAHHBIN Kpaxmarny).

11. Heobxoanmo ykasbiBaTb HaMMEHOBaHWS KOPPEeKTOpoB pH, a Tawke ux dyHKUMO npu HeobxoammocTw,
HanpvMep, «XopOBOAOPOAHAS KMCNOTa AN Kkoppekumn pH».

12. Heobxoanmo ykasaTb BCe KOMMOHEHTbI CROXHbIX BCMIOMOraTenbHbIX BELLECTB U CMeceln, npeaBapsas Ux
obLen onncaTtenbHON XapaKTepUCTUKON, HaNpUMep, «4YepHuna, coaepxaliue X, y, z». B mapkvupoBke gonyckaetcs
ucnonb3oBaTb O6LLYI0 onucaTternbHylo xapaktepuctuky, ecnn B OXIIN wn JIB npusegeHbl 6onee nogpobHble
CcBefeHus. YKa3blBaloTCsl BCE KOMMNOHEHThI, obnagatowme npusHaHHbIM AeNCTBUEM Unn 3EEKTOM.

B rpadpe 4 Tabnuubl HacTosLLEero nepeyHs npumeeaeHa MHMOpMaLUms O KaK4oM BCrOMOraTenbHOM BeLLecTBe,
KoTopas gorkHa 6biTb ykasaHa B JIB. YkaseiBaemas B OXIN v 1B nHdopmauma gomkHa 6biTb ACHON U NOHATHOMW
naumeHTy. B cBs3n ¢ Tem, 4TO y 3aaBuTEnen MoryT 6biTb pasnuyHbie dnpmenHbie ctunn OXIMN u J1B, He TpebyeTcsa
pocnosHo Bkntoyatb B OXIIM u JIB nHdopmauuio ykasaHHyto B rpade 4 Tabnuubl HacTosALero nepeyHs. 3assutenmu
Bnpase BblbpaTb CBOM COBCTBEHHBIN CTUMb MPEACTaBNEeHNS 3TMX CBEASHUM NaumMeHTaM, Hanpumep, B BUAE NPAMbIX
U KOCBEHHbIX yKkasaHuii. I3aMeHsTb CyTb 1 3Ha4YeHne nHdopmaumum He JonycKkaeTcs.

Ecnn B cootBeTcTBUM C HacToAwmM nepevHem B OXJIM un JIB Heobxoanmo npuBecTy npenynpexaeHne unu
NHOPMaLMOHHOe yKkasaHue, To npu npodteHun J1IB n OXIIIN gomkHO BbITb MOHATHO, YTO 3TO yKasaHne obyCcrnoBneHo
HanM4yMem KOHKPETHOro BCMOMOraTernbHOro BelecTBa. Y nauvMeHTa He [OMKHO BO3HUKaTb HeOOMOHWMaHus
OTHOCUTENbBHO TOro, OTHOCUTCH NV MpeaynpexaeHne K BCnoMoraTenbHOMY BeLecTBy WNU OeVCTBYOLEMY
BELLEeCTBY.

WHdopmaumsa 06 oTaenbHbIX BCNOMOraTernbHbIX BELLECTBaX, YKa3aHHbIX B HACTOSALWEM MepeyHe, noanexaias
BkntoveHuio B OXJIM wm JIB, mMoxeT oTHocuTbCs K Heckonbkum pasgenam OXIM u JIB (Hanpumep, BnvsiHME Ha
CNoCcoBHOCTL yNpaBnATb TPaHCMOPTHLIMU CpeAcTBaMu U paboTy € MexaHu3mMamu, BepeMeHHOCTb W nakTaums,
HexenartenbHble peakuuum). B uensax ynpouwieHus uHdopmauum B OXIIM n JIB He cnegyeT gy6nupoBaTb 3Tu
ceBegerus. OgHako, 4TOObl MauMeHT He MPOMNYCTUN BaXHble W 3HAYMMble CBeAeHus, U MoxeT noTpebosaTbcs
yKa3aHue CCbIfNIoK Ha pasgen Cc npeaynpexaeHnsamMn OTHOCMTENbHO BCNOMOraTenbHbIX BELWECTB B APYrUX pasgenax
OXJIMN wn JIB. Hanpumep, npuM Hanuuum B COCTaBe meKapCTBEHHOro mnpenaparta 9dTaHona notpebyeTca
COOTBETCTBYIOLLAS CCbINka Ha pasgen ¢ npegynpexaeHnsMn B pasfenax, Kacalowmuxcs BrMAHUS Ha CnocobHOCTb
ynpaBnATb TPaHCMOPTHBIMM cpeacTBamMn 1 paboTaTb C MexaHusmamu, GepeMeHHOCTVM W nakTauun, CBeOEHUN O
AeTax U T.4.

Tabnvua HacTosILLEero NepeyHsi CoOaepXuT cneaytowme rpadbi:

HanMeHoBaHVe. HanmmeHoBaHWe BCNOMOraTenbHOrO BeLLEeCTBa YKa3blBaeTCA Ha OCHOBAHUM HOMEHKNaTypbl
MHH wnun ®apmakonen Coto3a (ecnv BO3MOXHO), BKtoyas Homep «E» (mpu HeobxogumocTn);

nyTe BBeAeHWs. YKasaHve nyTu BBedeHWs HeobGXoAuMmo, MocKonbKy WHgopmauma o 6e3onacHocTu
BCMOMOraTenbHOro BeLllecTBa 3aBWCUT OT MyTUM €ero BBedeHus (Hanpumep, cBedeHns o OBpoHxocnaswme,
06ycrnoBrneHHOM 6eH3ankoHUs XNopMAOM, 3HAYUMbI NULLBL AN PECMMPATOPHOrO NyTu);

npegenbHOe COAepXaHne BCnoMoraTenbHOro BellecTBa. BcnomoratenbHble BelwecTBa MNpPOSABNSAT CBOE
AENCTBME NULLb NPW NPEBbILLEHNN HEKOTOPOW A03bl.

Ecnun He ykasaHo vHoe, To NpefenbHOe CoAepXXaHne BCroMoraTenbHOro BeLEeCTBa BbipaXkeHO B MakcMmarnbHOM
CYTOYHOW [03€e paccMaTpuBaemoro BCrioMoraTefibHOro BeLecTBa B COCTaBe NlekapCTBeHHOro npenapata. Mpu atom
noA npefenbHblM codepXaHWem BCNOMOraTenbHOro BelecTBa NOHUMAaeTCs 3HayeHne, paBHoOe WK NpeBbiluatoLLee
TO, KOTOpPOe HeobxoaMMO Ans BKMYeHWs ykasaHHbix ceegeHun B OXIN v JIB. HyneBoe npepensHoe coaepxaHve
BCMOMOraTenbHOro BellecTBa O3Ha4vaeT, YTO CBeOeHMs criedyeT ykasbiBaTb BO BCEX CIy4vyasx Hanuuusa 3TOro
BCMOMOraTenbHOro BeLecTBa B COCTaBe NiekapCTBEHHOro npenapara;

uHcopmauusa ans OXIM v NB. MNMpuBoaumble cBeAEHUS OOIMKHbI ObITb M3MOXEHbI B MPOCTON hopMe, HYETKO 1
MOHATHO AN nauueHTa. Mpu 3TOM NoA CrNoBOCOYETaHWEM «Ha A03y» MoApasyMeBaeTcsi [03a NeKapCTBEHHOro
npenapata. ockonbKy A03bl fleKapCTBEHHOro Mnpenapata MOryT CUMlbHO BapbupoBaTb, 3asBUTENSM HeobxoaMmo
yuMTblBaTb MakCMMarbHYyl0 PasoByto 403y NeKapCTBEHHOrO npenapaTta, ykaszaHHyto B pasgene 4.2 OXIIIN. B yacTHbIx
crnyyasix NpUBOAWTCS BbIpaXXeHUe «[40 X Mr Ha [o3y». B cnyyae ecnu nekapctBeHHas hopma sBNsieTcs TBEpAOH,
Hanpumep, TabneTka, Kanmcyma, Cynmo3vMTOpWIA, MOPOLIOK B calle, LenecoobpasHee ykasbiBaTb KONMYECTBO
BCMOMOraTenbHOro BeLecTBa Ha TabneTky, Kancyny u T. 4. COOTBETCTBEHHO;

KOMMeHTapuun. TekcT B aTon rpade Tabnuubl He npeaHasHaveH ans nauueHTa. OH COAepXUT NOACHEHNS TekcTa
B MpejlwecTtByollen rpade, Heobxooumble Ans KOPPEKTHOrO ykasaHus 3TOro Tekcta. B HekoTopbIx crnyyasix
KOMMeHTapuu, chOpMynUMpOBaHHbIE B JOIPKHOM CTUME, MOryT ObITb NCMONb30BaHbI B KAYeCTBE MPOTUBOMNOKa3aHu B
OXnn.

MPUNOXEHWUE Ne 2

kK TpeboBaHWsM K UHCTPYKLUK

Nno MeANLMHCKOMY NMPYMEHEHMIO NTEKAPCTBEHHOMO NpenapaTa u obLen
XapaKTepuCTUKe NeKkapCTBEHHOMO NpenapaTa Ans MeAnLUMHCKOro NPUMeEHEeHNs

TPEBOBAHUA
K onMcaHuio cocTaBa NarunMpoBaHHbIX (KOHbIOTMPOBAaHHbLIX)
6enkoB B 00OLLeN xapaKTepUCTUKe NieKapCTBEHHOro npenapara, MHCTPYKLMWU NO MEAULIMHCKOMY NPUMEHEHUIO
(nucTke-BKNagblIwe)



[ns obecneyeHunss acHOCTM N eanHoobpasns B ykazaHWM COCTaBa NeKapCTBEHHbIX NpenapaTtoB, AENCTBYOLMM
BELLECTBOM KOTOPbIX SBMSIOTCA NArMNMPOBaHHbIE (KOHBLIOMPOBaHHbIE) Genku, cnegyeT UCnonb3oBaTb cnegylowmne
TEPMWHBI:

«CcTeneHb Mogndukaumnmy - CpeHee YMcno (C) MomneKyn nonMMepa, CBA3aHHbIX ¢ 6enkom;

onpefeneHns MoneKkynsapHom Macchl:

«benkoBasi YacTb AencTeytollero BewecTtsa (X)» - MonekynspHas macca 6enka, cogepxaierocs B 6€nkoBom
KOHblOraTe;

«6ernkoBbIn koHbIOraT (Y)» - cpefHas obLias MonekynspHas Macca KOHbIOrMpoBaHHOro 6enkoBo-nofMMepHoOro
OENCTBYIOLLIETO BELLECTBA;

«CcBODBOAHbBIVM BENOK» - Macca HEKOHBIOTMPOBaHHOTO Gernka.

OnpepenexHne [03MPOBKM WM (DACOBKM IEKapCTBEHHbIX MpenapaToB MN3rnnMpoBaHHbIX (KOHBHIMMPOBAHHbLIX)
6enkoB OCyLLEeCTBMNSETCS Ha OCHOBE coaepxaHusa berka, ¢ y4eToM obLLen CTPYKTYpbl MOMEKyI.

B uenax HegonylweHnsa nyTaHuubl B OTHOLUEHWM copepxaHusa csobopHoro Genka B obLien xapakTepuctuke
nekapcTBEHHOro npenaparta criefyeT TOYHO OMUCLIBaTb COCTaB U AencTBme 6enkoBoro KoHblorara.

1. Pasgen 2 («KonuuecTBEHHbIN W Ka4yeCTBEHHbIA COCTaB») OOLIEN XapakTepUCTUKU NeKapCTBEHHOro
npenapara

Pasgen pormkeH BkrovaTth:

onncaHMe cocTtaBa B COOTBETCTBMM C [JO3UPOBKOW, OMNPEOEeNieHHOW Ha OCHOBaHUM KOJNIMYECTBEHHOIo
onpefeneHusi, C YeTKUM yKka3aHWeM Ha TO, YTO yKa3aHHble 3HaYeHUSA OTHOCATCS TOMbKO K CoaepXaHuto 6enka; n

onncaHne OenkoBOro KoHblOraTa B cregylowen dopmynupoBke: <[encTBylollee BeLeCTBO SBMASETCH
KOBANEHTHbIM KOHbIOraTom [Tvn Genka, NpovM3BOACTBEHHOW CUCTEMbI] C [Ha3BaHue nonumepa, copepxalierocs B
KOHbloratel>.

AKTVBHOCTb 1 3(PEeKTMBHOCTb MEKapCTBEHHOrO Mpenapata He crnegyeT cpaBHMBaTb C  APYrMMU
N3rMnMPOBaHHLIMN NN HENATMAMPOBAaHHBIMM Benkamun, OTHOCALLMMUCS K TON xe hapmMakoTepaneBTUYecKkon rpynne
(nogpobHyto nHdopmMauuio cM. B pasgene 5.1).

2. Pazpen 5.1 («®apmakognHammnyeckue CBoMCTBa») obLLen XxapakTepUCTUKM NeKapCTBEHHOIO Npenapara.

CrpykTypy 6enka cnegyeT onucaTb criefyoLwum o6pasom:

<[Tun Genka] KOHbLIOMMPOBAHHbLIA C [Ha3BaHME MONMMepa, CoaepXKallerocs B KOHboraTe] npu 3TOM CTeneHb
3amelleHns cocTtaBnseT [n monew nonuvepa Ha mornb 6enkal. O6Lwaa monekynapHas Macca cocTaBnseT npuMepHo
[Y], n3 koTopbix fons 6enkoBow YacTn coctaBnseT okono [X]>.

[lanee B 3aBMCMMOCTM OT KOHKPETHOro criy4as MoryT ObiTb AaHbl onucaHue n3ogopm, CpaBHEHNEe MONAPHON
aKTMBHOCTM KOHBlOraTa 1 HesamelleHHoro 6enka, pasnuunsa B akTMBHOCTW B 3aBMCUMMOCTM OT U30POpM U T. 4.

3. Pasgen 5.2 («PapmakoknHeTUYeCKNe CBOMCTBAY) OOLLEN XapaKTepmncTUK/ NekapCTBEHHOIO NpenapaTa.

Mpun HeobGxoamMMocTM  JonyckaeTcs  MPeAcTaBUTb  CpaBHEHUE  (DapMakOKUHETUYECKUMX  CBOWCTB  C
HEKOHBIOrMPOBaHHbLIM 6ernkoM ¢ nocneayoLwmMM NoApPoOHBIM onMcaHeM hapMakoKMHETUYECKUX CBOWCTB KOHbOraTa.
Mpu Hanuuum obGocHoBaHWI crnedyeT npuBecTn noapobHoe onucaHue noBeAeHuss nsocgopm K cTabunbHOCTU
KOHBIOraToB B €CTECTBEHHbIX YCITOBUSX.

MPUNOXEHWE Ne 3

k TpeboBaHMAM K MHCTPYKLUN

Nno MeANLMHCKOMY NMPYMEHEHNIO NTEKAPCTBEHHOMO NpenapaTa u obLen
XapaKTepUcTMKe NiekapCTBEHHOro npenapaTa Anst MeAULMHCKOro NPUMEHEHUS

TPEBOBAHUA
K onucaHuio chapmaueBTUH4ECKUX CBOUCTB BaKLUUH
B o0OLlel xapaKTepucTuke NneKkapcTBeHHOro npenapara
N UHCTPYKUUU NO MEeAULIMHCKOMY NPUMEHEeHUIo
(nMcTKe-BKNaabllwe) ieKapcTBEHHOro npenapara

|. BBepeHune u obnactb NpMMeHeHUs

HacTtosillee npunoxeHne cogepXuT TpeboBaHWA MO COAEPXKaHWIO W npeacTaBneHuto dapMaueBTUYECcKMX
AaHHbIX B MHdOpMaumm 0 npenapate (obLieri xapakTepucTvKke rnekapCTBEHHOro npenapaTa), ero MapKUpoBKE U
NUCTKe-BKNagbille Yy BakuvH AN MEeAWUMHCKOro npumeHeHusi. HeobxoanMocTb OTAENbHOro  MPUIOXEHWS
OOBACHAETCS CINOXHOCTBIO MHOIMMX acrnekToB COCTaBa WM KOMMOHEHTOB BakuuH. Kpome TOro, OHO cogepxut
TpeboBaHus no dopmaTy 1 COCTaBneHno popMynMpPoBOK B Nogpasaenax pasaenoB 4 («KnuHuyeckne gaHHbie») n 5
(«dPapmakonoruyeckne CBoOWCTBa») OOLIEeN XapaKTepuCTMKe IeKkapCTBEHHOro npenapaTta, KoTopble UMeloT
HeKoTopble 0COBEHHOCTU, XapakTepHble AN BaKLUMH.

OcHoBHble TpeboBaHMS K OaHHbIM O feKapCTBEHHbIX Mpenapatax CoAepxaTcs B OcTanbHbIX pasgenax
HacTosWwmx TpeboBaHwWiA.

3asaButenam crnegyeT yunTbiBaTb HACTOsLLEE MPUMOXEHWE NpW nofade permcTpaumMoHHOro AOCbe Ha HOBble
BaKLUMHbI, @ TaKKe Npu NoATBEPXOAEHUN perncTpaumm (nepepermctpaummn) 3aperncTpupoBaHHbIX BaKLH.

CreumanbHble pekoMeHAauum no nHdopmaumMm O BaKuMHax Ans npodunaktvku rpunna OyayT npuBeneHsbl
OoTAEenbHO.

Il. O6wan xapakTepucTMKa fleKapCTBEHHOro npenapara



dapmaneBTNYECKUMN pasgenamu obLuert XxapakTepMCTUKM NeKapCTBEHHOrO npenapaTta SBnsTcs pasgens! 1 -
3,6.1-6.6.

K cbapmakonornyeckum v KNMHUYECKMM pasgenam, pacCCMOTPEHHBIM

B HacTosieM MNpUnoXeHnn, oTHocsaTca pasgenbl 4.1 - 4.9 n 5.1 obwen xapakTepuUCTUKM JNeKapCTBEHHOMO
npenapara.

1. HaumeHoBaHuWe nekapcTBEHHOroO npenapaTa

CeBegeHus B pasgene 1 oblwen xapakTepuUCTUKM rekapCTBEHHOro npenapaTta Ha BakKUMHbl  AOMXKHbI
pacnonaraTbCs B CneaytoLiemM nopsiake:

a) ToproBoe HauMeHOBaHWE;

6) [no3npoBkal;

B) nekapcTeeHHas opma;

r) obLenpuHATOEe HaMMeHoBaHWe npenapaTa.

1.1. ToproBoe HaMMeHOBaHUe NekapCTBEHHOro npenapara.

[o paspabotkn cooTBeTcTBylowero akta Coto3a Heobxoaumo crnepoBaTb TpeboBaHMAM 3akoHoAATENbCTBA
rocygapcTs - YneHoB Coto3a no BbIGOpPY TOProBbIX HAUMEHOBAHWIA NeKapCTBEHHbIX MpenapaToB.

1.2. Jo3npoBska.

JonyckaeTcs He ykasbiBaTb JO3VPOBKY, €CMNW OHa HEOYEeBMOHA.

1.3. JlekapcTBeHHasa opma.

HecMoTpsa Ha TO 4TO HacToswme TpeboBaHUS LOMyCKalT HEBKOYEHWE NEKapCTBEHHOW (POpMbl, €CnN OHa
Heo4eBWAHa, A4S BCEX BaKUMH peKOMeHAyeTcs ee ykasbiBaTb. B uensx ykasaHusa nekapcrBeHHoW opmbl criegyet
MCnonb3oBaTb COOTBETCTBYIOLMIA CTaHAAPTHbIA  TEPMUMH WM KOMOWHAUMIO CTaHOAPTHbIX TEPMUMHOB U3
HOMEHKMaTypbl flekapCTBEHHbIX hopM, yTBepxaaemon Komuccren.

Ecnn copma Bbinycka npeactaBnAeT cobol npeaBapuTenbHO 3anOfHEHHbIN LIMNpUL, C BakKUMHOW, KOTopas
npoAaeTcs B PasfuyHbIX MEPBUYHBIX YNAKoBKax, fekapcTBeHHyl ¢opMy (popmbl) Bbinycka «npeaBapuTenbHO
3arMOoSIHEHHBIN WNPULY» crneayeT BblpaXaTb UCKMYUMTENBHO B criedytollen dopmMynupoBke <[PacTBop, cycneHsus]
ONst UHbEKUWUA B NpeaBapuTENbHO 3arnofiHEHHOM Lwnpuue>. Bo Bcex ocTanbHbIX cryvasx ykasblBaTb NEPBUYHYHO
yMaKoBKy B COCTaBe NeKkapCTBEHHON (POpMbl HE AOMycKaeTcs.

1.4. O6wenpuHATOE HaUMEHOBaHME BaKLHbI.

Moa obLienpnHATEIM HAaMMEHOBaHWEM crnedyeT NMoHMMaTb 3arofioBOK COOTBETCTBYHLEN cTaTbyn Papmakonemn
Coto3a, ytBepxagaemon Komuccuen, ecnu takoBas cyllectsyeT. Ecnu ctatbs B ®apmakonee Coto3a OTCYTCTBYET,
HeobxoaMMo crefoBaTb CTUNMCTUKE M MpeuedeHTaM COoCTaBrieHust 3aronoBkoB cTaten Papmakonen Corosa,
BKIOYasi MCMONb30BaHME TakuMX CIOB, KaK «kKuBasi», «aacopbupoBaHHasi» UM «BUpPOCOMax», B CKOOKax, ecnuv
NPUMEHMMO.

2. KayeCTBEHHbIN 1 KONNYECTBEHHLIN COCTaB

OcHoBHble cBefeHus B pasgene 2 obuwer XxapakTepucTMKM IeKapCTBEHHOro npenapaTta  LOSKHbI
pacnonaraTbCsl B CreaytoLemM nopsiake:

Ka4yeCTBEHHOE W KONMYECTBEHHOE COAEPXKaHNe Kaxxaow chapmaLeBTUYECKOn cybcTaHumy;

KayeCTBEHHOE U KONMMYECTBEHHOE COAEPXKaHMNE KaXXaoro agbloBaHTa unmn aacopbeHTa;

CCbifika Ha MepeyveHb BCroMoraTesbHbIX BellecTB B pasgene 6.1 oblien xapakTepuCTUKM JeKapCTBEHHOMO
npenapara.

CBefeHus npuBoaATCA € y4eTOM criegyrolmx TpeboBaHuii:

2.1. dapmaueBTUYeCKMe cybcTaHLmn.

KayecTBEHHbBIN M KOMMYECTBEHHbIM COCTaB MO COAEPXaHMIO papMaueBTUYECKMX CyOCTaHuui cnepyeT, Kak
npaBuIo, BblpaxkaTb Ha eauHULY J03bl.

dapmaneBTNyeckme cybcTaHUMM MONUBANEHTHbIX BakUMH [OIPKHbI B uaeane cnegoBatb B MOpsiAke
COOTBETCTBYIOLLEro 3aronoBka crtatem Papmakonen Coto3a, ecnu TakoBas cyuwiectByeT. OpgHako, ecnu copma
BbiMyCka COCTOUT M3 HECKOIIbKUX MEPBUYHBIX YMAKOBOK WM Kamep, COCTaB CriefyeT yKasbiBaTb Ha MEepPBUYHOWN
yrnakoBke (kamepe).

B o6wer xapakrepucTuke neKapCTBEHHOrO npenaparta He [OMNycKaeTCsl MCMoNb30BaTb COKpALLEHHbIE
HavMeHOBaHUsi hapmaLeBTUYECKMX cybcTaHumiA (Bknodas 6enok-HocuTens).

B pasgene 2 ob6uwer xapakTepucTuMkM FeKapcTBEHHOro npenapaTta dapmaueBTMieckne cybcTaHuum
HeobXoaMMO YyKasbiBaTb B COOTBETCTBUM C WX OObIYHBIM OOLLENPUHATEIM HAVMMEHOBAHUEM WM XMMUYECKUM
onucaHveM. [1ocKonbKy BaKUWHHblE aHTUreHbl He wumerT MHH, HaumeHoBaHuWe kaxgown dapmaueBTUYecKom
cybCTaHUMM OOIMKHO, HACKOMbKO 3TO BO3MOXHO, COOTBETCTBOBATbL TepMUHonorum craten ®apmakonen Cowo3a Ha
BaKUWHHbIE aHTUreHbl. HanmeHoBaHue HedapMakonerHbix hapmaueBTnyecknx cybctaHumm HeobxogMmo B ugeane
yKasbiBaTb B COOTBETCTBUM C €ro hopmManbHbIM NATUHCKUM (FpeYeCcKkUM) HAaUMEHOBAHWEM WM B COOTBETCTBUM C
3aboneBaHneM, noanexawmm npodunakTuKe, C Y4eTOM UCTOPUYECKMX U hapMakonerHbIX npeLeneHToB
NPUCBOEHNS1 HAUMEHOBAHWI @aHANOMMYHbIM BaKLMHHBIM aHTUreHaM.

TakCcoOHOMUYECKME HAMMEHOBaHUSI KMETOYHbIX MUKPOOPraHM3MOB crnefyeT BbloensTb KypcuBom. HasBaHusi
MUKpPOOHbLIX POAOB COKpaliaTb He creayeT. B HaumeHoBaHWe Kaxdoro aHtureHa OGakTepuii U BUpYCOB, ecnuv
NpMMEHMMO, crnegyeT, Kak MpaBuno, BKM4YaTb LWITAaMM, CEpOTUM WNU  WHOW NOAXOASLMA  NOABUOOBOM
KnaccudukaTop.

HeobxooMMo ykasaTb CBOWCTBA BCEX MCMONb30BaHHbIX B MPOM3BOACTBE KIETOYHbIX CUCTEM W, €Ccnuv
NPMMEHMMO, Ha WUCMONb3oBaHMe TexHonormm pekombuHaHTHom [HK. Tekct B ofuwen xapakTepuctuke
NeKkapCTBEHHOro npenaparta usnaralT B crnegylowen pefakuuun: <norydeHa OT KneTok XXX [no TexHosnoruu
pekoMmbuHaHTHon OHK]>.

Hanpumep: <nony4eHa n3 gunnouaHbix knetok Yyenoseka (MRC-5)>, <nony4yeHa u3 knetok Escherichia coli no
TexHonornm pekombuHaHTHon JHK>, <nony4yeHa n3 kneTok KypuHbIX SMOPUOHOB>.




CBefleHUs1 O KINETO4YHbIX CUCTEeMax, WMCMONb30BaHHbIX AN MPOM3BOACTBA MNOSIUBANEHTHbIX BaKLMH, MOXHO
npeacTaBUTbL B BUAE CHOCOK B npegenax pasgena 2. B octanbHbIX criyyasx ynomMuHaHue npolecca Nnpou3BoacTea B
HaMMeHOoBaHMM  hapMaLeBTMYECKOM CyOCTaHUMM  BakuuHbl, Kak MpaBwWio, [AOMMKHO ObiTb  OrpaHU4YeHo
UCMONb30BaHMEM CNeAYLNX TEPMUHOB:

«XKMBasi aTTeHyMpOBaHHas» (ECNW BaKUMHbI COOEPXaT XMBble MUKPOOPraH3mbl)

«MHAKTUBUPOBaHHasA» (eCnu BakUMHbI cogepxaTt youtble MUKpOOpraHuambl).

CeegeHus o cnocobax aTTeHyauumM WNM WHaKTUBaUMK apmaueBTUHeCcKon cybCcTaHuuMu nNpuBOAUTL He
cnepyeT, ecrnv TONbKO 3TW CBeAeHUs He TpebyloTcsa Ans xapakTepUCTUKN CBOMCTB hapMaLeBTU4eckon cybcTaHumu,
Hanpumep, B Cry4Yyae XOMepHOro BaKUMHHOrO aHTureHa, obpaboTaHHoro dopmManbaernaoMm (NOABEPrHyTOro
BO3[€EVCTBMIO BLICOKOW TEMNepaTtypbl).

2.2. AOboBaHThl 1 (MnK) aacopOeHThI.

Ecnu BakuMHa cogepXvT agbloBaHT U aacopOeHT, ero Heobxoaumo ykasatb B pasgene 2 («KayecTBeHHbIN
KONMMYECTBEHHbI COCTaB») OOLLUEN XapakTepUCTMKM JlekapcTBeHHOro npenapaTa. [lo Bo3MOXHOCTM criegyet
ucnonb3oBaTb HomeHknaTypy ®apmakonen Cowo3a, 3a MCKNIOYEHMEM TOro, YTO BMECTO «antoMWHUSA TMAPOKCUA,
rmapaTMpoBaHHbIN, Ans aacopbummy OonycKkaeTcs yKasbiBaTb «antoMUHUSA TMAPOKCUA, rmapaTUpOBaHHbINY.

CoeavHeHuns antoMUHUS, Kak NpaBuno, saBnstoTca agcopbeHtamun. KonnuectseHHoe codepaHue coeanHeHum
antoMrHUA HeobXxoanMO yKasbiBaTb MO KONMYECTBY antoMnHUA B A03€.

[Ona nonuBaneHTHbIX BakUMH B OCOOEHHOCTM, a Takke ANs MOHOBAseHTHbIX BakKUWH, ecnv 3To yaobHo,
KayeCTBEHHbIE U KONMMYECTBEHHblE AaHHble 006 agbloBaHTax M (Mnum) agcopbeHTax MOXHO MpeAacTaBuTb B BuAe
cHocku(oK) B Nnpegenax pasgena 2 obuen xapakTepucTMK/ NekapCcTBEHHOTO Npenapara.

B oOwen xapakTepucTuke NneKkapCTBEHHOrO npernapata W NUCTKe-BkNagble He crnedyeT MUCnonb3oBaTb
COKpalleHHble HauMEHOBaHWs aabloBaHTOB (agcopbeHTOB), COKpaLLeHWss [OOMyCKalTCsa Ha MapKMpoBKE Mpu
HexBaTKe MecTa npu TOM ycrioBuu, 4To Nioboe Takoe cokpalleHue OyaeT paclumdpoBaHo B pasgene 2 obuien
XapaKTepuCTUKN NekapCTBEHHOro npenapara.

2.3. MHorogo3Hble npenaparTbl.

Ons mHorogosHoro npenapata Heobxogumo NpefycMOTPETh crneaylollee ykasaHue: «KoHTelHep siBnsieTcs
MHoOrogo3sHbIM. KonnyecTtso 403 BO prakoHe yka3aHo B pasgene 6.5».

2.4. Ccbinka Ha nepeyveHb BCMOMOraTebHbIX BELLECTB.

B koHue pasgena HeobxoAMMO MpedycMOTpeTb crnepyrLwwmii TekcT: <[MonHbl nepeveHb BCromMoraTenbHbIX
BeLLEeCTB NpuBeAeH B pasaene 6.1>.

3. llekapcTBeHHas dopma

YkasaHue nekapctBeHHON opMbl B pasgene 3 obLien xapakTepucTUKM NeKapCTBEHHOMO npenapara AOMKHO
coBnagatb C TakoBbIM B pa3gerne 1 o6Len xapakTepucTVKn nekapcTBEHHOro npenapara.

OTOT pasfen JoMKeH coaepXaTh onvcaHve npenapara, KOTopblil MOCTYNUT B MPOAAXY.

4. KnuHnyeckune gaHHble

4.1. Noka3saHns K NPUMEHEHNIO.

Moka3aHue k NPUMEHEHWUO AOMKHO, Kak NpaBuilo, OXBaTbiBaTb:

a) 3aboneBaHus, nognexalume npodunakTuke (BKNoYas KOHKPETHbIE BUAbI OPraHM3MOB, €C MPUMEHUMO);

6) MUHMManbHLIM AOMYCTUMBIN AN NPUMEHEHNs BO3pacT (HanpyMep, MnageHLbl ¢ 2-MeCcs4HOro Bo3pacTa);

B) COOTBETCTBYHLUME BO3paCTHble KaTeropum (Hanpumep, HOBOPOXAEHHble, MIlafeHUbl, OAeTW, MOAPOCTKM,
B3pocCnbie);

r) MakcMmarnbHO JONYCTUMbIA BO3PACT, ECNM Takoe OorpaHuyveHne uenecoobpasHo, ucxoas M3 Takmx hakTopos,
Kak anuaemuonorus saboneeaHus UNn cogepxaHne aHTUreHa B BakLMHE.

MoxeT Takke noTpeboBaTbCs yKaszaHWe KOHKPETHbIX MOMynsuMiA NaunMeHToB, Anst KOTOPbIX MOAXOAUT BaKLMHA
(Hanpumep, HeBaKUWHMPOBAHHbIE, MEPBUYHO BaKLUUHMPOBAHHbIE, HaxoAslwmecs B rpynne pwucka). Monynsuuw,
KOTOpbIM BaKLUHa HEe NOAXOAMT, Kak NpaBumo, crnegyeT nepeyncnsTe B ApYrMx pasgenax.

4.2. Pexum 0031MpoBaHnNs 1 cnocob NpUMEHEHNS .

4.2.1. Pexum J031pOBaHus.

Ecnv npumeHMmo, B AaHHOM pasgene Heobxooumo YeTKO onucaTb U pasaenvTb A03bl U CXeMbl MEPBUYHON 1
OycTepHONM BakuuHauMi. PekomeHgaumun B LenoM AOMKHbI cogepXaTb MHOpMauuio 0 MMHUMANbHOM BO3pacTe B
MOMEHT BBEAEHWsI MepBON [03bl, MUHMMAIbHbIA WHTEPBaN AO3VMPOBaHUS W MUHUMAIbHbIA WHTEPBaN Mexay
nocnegHen LO30M M3 MEPBUYHOM CEpUM M NepBoOW (M, BO3MOXHO, Nocreaymolimx) OycTepHOn [0301, KOoTopble
n3yyanucb B KNMMHUYECKUX NCCINELOBaHUSAX.

Ons 6onblMHCTBA BaKUWH, NpefHa3Ha4YeHHbIX Ans MriageHueB, n Ans 6onbwnHcTBa B6yCTEpHBIX aHTUIEeHOB,
PYTMHHO BBOAMMbIX B MIadeH4YeckOM Bo3pacte, noTpebyeTcsa BkMouMTb 0OOLlee ykasaHue OTHOCUTENbHO
HeobX0AMMOCTM CnefoBaHnst opurLmanbHbIM PEKOMEHAALMSM MO KOHKPETHOMY CPOKY BBEOEHNS.

MoryT noTpeboBaTbCs OTAENbHbIE PEKOMEHAALMM MO 403aM U CXEMe BBEAEHVS ONS Pa3NUyHbIX BO3PACTHbIX
rpynn unv Nonynsiuun, onpegensieMbix no ApyruMm napameTpam (Hanpumep, UMMYHOOENPECCUBHBIX NNLY).

LlenecoobpasHo yka3biBaTb Ha BO3MOXHYI0 B3aMMO3aMEHSEMOCTb BaKLMH BHYTPU CXEMBI.

4.2.2. NyTb BBEAEHMS.

Heobxoaommo ykasaTb NyTb BBEAEHMWS (Hanpumep, BHYTPb, B/M).

HeobxogMmo ykasaTb MNyTb BBEAEHUS WHBEKUMOHHbIX BaKUMH, >XenaTenbHO C YyKasaHuem MecTa
nNpeanoYTMTENBHOIO BBEAEHUS (Hanpumep, AenbToBMAHAS MbILLA).

K Ba)kKHbIM OTHOCATCA CneayoLme yKkasaHus:

<TonbKko Ans npuema BHYTPb, HE ANS1 UHBEKLMOHHOTO BBEAEHNS>;

<He BBOAUTL B COCYAUCTOE PYCro>;

<lMopkoxHoe BBeAeHVME [OMYCKAeTCs B WUCKMOYMTENBHBLIX Cryyasix nauueHTam Cc TpoMOouuToneHuemn unm
HapyLleHnsamMu remocTasa. Jltobble aaHHble Mo 6e30MacHOCTM M UMMYHHOMY OTBETY MpU TakoM BBEOEHUW crefyeT
npuBecTu B pasgerne 4.4.>.

4.3. MNpoTuBonokasaHus.




MpoTrBONOKa3aHWs, Kak MpaBwUmo, orpaHnYMBaloTCs abCconiTHLIMWM MPOTUBOMOKA3aHUSIMU, KOTOpble MMET
MECTO Ha MOMEHT BBEAEHWSI.

Heobxoammo, kak MUHUMYM, yKa3aTb cregyoLlee:

<[ToproBoe HavMeHOBaHWe] He crnedyeT BBOAWUTL NWLAM C M3BECTHOW IMNEpYyBCTBUTENMbLHOCTBIO K Mobomy
KOMMOHEHTY BaKLMHbI>;

<Mogo6bHOo pApyrMM BakuuHaMm, BBedeHVMe [TOproBoe HauMMeHOBaHWe] nuuam € OCTPbIMU  TSKENbIMU
nunxopagoyHbIMU 3aboneBaHMAMU crieqyeT OTNOXUTE>.

4.4. Ocobble yka3aHusa 1 Mepbl NPeAOCTOPOXHOCTM NPY NPUMEHEHUN.

Ecnu aTo npumeHumo, NprMBOAATCA criefyloLimne 4YacTo BCTpeyaroLmecs ykasaHus:

<Mogo6bHO BCEM WHBEKLUMOHHBIM BaKUMHaM, Mpu BO3HWKHOBEHUW PEAKO BCTpPEevaloLlerocs nocrne BBeAEHWS
BaKUVMHbI aHauNakTMyeckoro SBneHns HeobxoaMMo Bcerga pacnornaraTbe BO3MOXHOCTbIO OKasaHus MeOWLIMHCKON
NMOMOLLIM U OCYLLECTBINEHUS HAOMIOOEHNSA>;

<[ToproBoe HaumeHOBaHWE] HM MPU KaKMX CIly4asix He JonyckaeTca BBOAWUTb B COCYANCTOE PYCro>;

<B npouecce npou3BoAcTBa OaHHOroO npenapata Mcnonb3oBancs TMomepcan, B roTOBOM npenapate Moryt
COXpaHATLCS ero 0OCTaTOMHOE COAEpXKaHWe, BCNneacTBME Yero MoryT BO3HMKaTb peakuum ceHembunmsaummn=>;

<Mogo6bHO ocTanbHbIM BaKUMHAM, 3aLUUTHBIA MMMYHHbIA OTBET MOXET BO3HMKATb HE Y BCEX BaKLMHUPYEMbIX
nmy>.

B naHHOM pasfene Takke 40onycKaeTCs OnUChbIBaTh:

HeLoCTaTOYHY0 NpOodUNaKTUYECKy0 3PEKTUBHOCTb UMM OFPaHUYEHHYIO NMEPEKPECTHYH MPOdUNaKTUYECKYHO
3(phEKTVBHOCTb B OTHOLLEHWM LUTAMMOB MUITN CEPOTMUIMOB, HE BKIMIOYEHHbIX B BaKLMHY;

CuTyauuun, HanpvMep, BBeAEHVEe nuuam, HaxodsilmMMces B MHKybaumoHHow dase, unu nonynsauumn (Hanpuvep,
noXxwurnble), y KOTopbIX 3h(PEKTUBHOCTb BaKUUHbBI HE M3yYanach 1 B LIENOM He OXnaaeTcs;

haKTOpbI, KOTOPbIE XapaKTepHbl AMsi HAPYLLIEHHOro MMMYHHOrO OTBETa.

B OTHOLWEHMM XUBbIX aTTEHYMPOBAHHbLIX BaKUMH HEOOXOOMMO onucaTb BO3MOXHOCTb Mepedayn BaKLMHHbIX
LITAaMMOB, @ Takke BO3MOXHOCTb PEBEPCUM BUPYNIEHTHOCTU UMK peaccopTaumm ¢ LUTaMMaMy AMKOro Tuna.

4.5. BsavmogencTene ¢ ApYyrMmMmu fiekapCTBEHHbLIMW NpenapaTamMu 1 apyrme opmMbl B3anMoaencTBus.

B paHHOM pasgene HeobXo4MMO YETKO pasrpaHnynTb ykasaHus Nno O4HOBPEMEHHOMY BBEAEHWUIO, OCHOBaHHbIE
Ha KIUHWYECKNX AaHHbIX, OT TaKMX yKa3aHWiA, OCHOBaHHbIX Ha obLWuxX NpuHUMnax. B uenom ygoBneTBopuTenbHbIE
AaHHble, NOMyYeHHble MO pesynbTataM OOHOBPEMEHHOrO BBEAEHWSI pPENpe3eHTaTMBHOW BaKUWMHbI ONpeneneHHoro
TMna (Hanpumep, KOMOMHMPOBaHWE BakuUWHbI ANS NPOMUNaKkTUkn gudTepun, CTONOHAKA, KOKMOWa M BaKUUHbI C
OPYTMMW @aHTUreHamMn C OLHOW M3 HaXOAAWMXCS Ha PblHKE BaKUMH ANA NpounakTUKU KOpM, 3nNuaemMmnyeckoro
napotTuTa WM KpacHyxum), OOIKHbI CNYyXWUTb B KayecTBe OOOCHOBaHUSA oO6Liero ykasaHusi no OOHOBPEMEHHOMY
BBELEHUIO.

Heobxoommo onucatb KNMHUYECKM BaXKHYH U MOTEHUMANBHO KITMHUYECKU BaXKHYH MMMYHHYIO MHTEpepeHUnn.

HeobxogMmo ykaszaTb Ha OTCYTCTBME [aHHbIX 006 OOHOBPEMEHHOM BBEAEHWM BMECTE C BaKLUMHOW
onpeneneHHoro Tuna, ecny BEPOSITHOCTb OAHOBPEMEHHOTO BBEAEHWS C HEWN BbICOKA.

Mopxopsiline YacTo BCTpevalowmnecs ykasaHus:

<Y nauueHToB, MOMy4YaroLLMX UMMYHOAENPECCUMBHYIO TEPanuio, U NaLUEHTOB C UMMYHOOEMUUNTOM MOXET He
pa3BUTBLCS OCTATOYHbIN UMMYHHBIN OTBET>;

<BwmecTe ¢ [TOoproBoe HaumeHoBaHWE] He AONYCKAeTCH BBOAUTb MUMMYHOIIOOYNMH>;

<[Mpn HeobxoonMOCTN HEMEANEHHOro obecneyeHuns 3almThl, [TOProBoe HanMeHOBaHWE] AonyckaeTcs BBOAUTb
BMECTe C [HOpManbHbIM, X-CneunduyHbiM]  MMMyHOrmoGynuHom. BeepgeHve [ToproBoe HavmeHoBaHue] wu
UMMYyHornobynuHa cnegyeT OCYLLECTBNSATL B pa3Hble KOHEYHOCTU>.

4.6. PepTUNBLHOCTL, 6€PEMEHHOCTL Y KOPMIIEHWE TPYAbIO.

[ns BakumWH, koTopble 6yayT BBOAUTLCS UCKIIOYMTENBHO B NpenybepTaTHOM BO3pacTe, 4OCTAaTOYHO yKa3aThb:

<[ToproBoe HavMeHOBaHWE] He npefHasHayeHo Ans B3pochnbiX. [aHHble O nNpUMEHEHUW BO BpeMS
OepemMeHHOCTM K nakTauuMm y 4YenoBeka, a Takke pesynbTaTbl PEnpoOaYKTUBHBIX WCCIEOOBaHUM Y XMBOTHbIX
OTCYTCTBYHOT>.

[na BakuuH, NpegHa3HayeHHbIX AN nvu OeTOPOAHOro BO3pacta, B AAaHHOM pasferne HeobxoauMMo onucaTtb
MMeLWMNcsa AOKIMNHUYECKUIA N KNMUHUYECKUI ONbIT.

[nsi HaKTMBMPOBaHHbIX BaKLMH Lienecoobpa3Ho NPUBECTM CrieytoLLyt0 peKOMeHZaUuIo:

<MogobHO ApyrMM MHaKTMBMPOBaHHLIM BakUuMHaM, Bped Ansa nnoga He oxupaetcd. OpHako, [ToproBoe
HavMeHOoBaHue] crniegyeT NPUMEHATbL BO BpeMsi 6epeMEHHOCTU TONBKO NPy IBHOM pUCKE MHPULMPOBaHNS>.

KuBble aTTeHyMpOBaHHbIE BaKLMHbI, Kak NpaBuio, NpOTMBOMNOKa3aHbl BO BpeMsi 6epemeHHocT. OgHako ecnu
BaKLMHA ABMSIETCA XOPOLLO U3YYEHHbIM NpenapaToM, B OTHOLUEHMM KOTOPOro HaKOMMEH AOKYMEHTMPOBAHHbIV OMbIT,
WHOTr4a AOCTATOYHO yKasaTb O HelenecoobpasHOCTM BaKUMHALUMKM BO Bpems 6epeMeHHOCTM B OTCYTCTBUU SIBHOW
HeobxoaMMOoCTH.

[ns NHaKTMBUPOBAHHbIX BaKUMH B OTHOLLIEHUW NaKTauun Npu OTCYTCTBUM AAHHbIX, KaK MPaBuUIIo, yKasbiBaOT:

<BnusiHne Ha peTen, HaxogsWMXCS Ha rPyaHOM BCKapMIMBaHWM, BBeOEHWE [TOproBoe HavMeHOBaHWe] ux
MaTepsiM, He U3y4anock>.

PekomeHOaUMmM B OTHOLLEHUN XXMBbIX aTTEHYMPOBAHHBLIX BaKLMH COCTaBMAITCA B UHAMBUAYANbHOM NOPSAKE.

4.7. BnusaHue Ha cnocobHOCTb yNpaBnaTb TPAHCNOPTHLIMU cpecTBamMu U paboTaTb C MEXaHN3MaMU.

[nsa BakuWH, KOoTopble OyAyT BBOAWTBLCS UCKITHOYMTENBHO B NpenybepTaTtHOM BO3pacTe, AOCTaTOYHO yKa3aTb:

<[ToproBoe HanmeHoOBaHWE] He NpeAHa3HaYeHO ANsi B3POCbIX>.

MpuBOAATCS CTaHAAPTHBIE PEKOMEHOALUN, ECNW BaKLMHA NpegHa3HavyeHa B3pPOCribIM.

4.8. HexenaTenbHble peakumm.

HekoTopble ocobble pekomeHaaumMm Anst BakLWH:

a) laHHble O MECTHbIX U CUCTEMHBIX pEaKLMUSIX;

6) ocobble 3amevaHust 06 onpeaeneHHbIX HeXenaTernbHbIX NTeKapCTBEHHbIX peakumax (Hanpumep, nuxopagka,
ebpunbHble cygoporu);




B) HeXenaTenbHble NekapCTBEHHblE peakumMn 1 YacToTa X BO3HUKHOBEHMUS, pa3buTas no Bo3pacTHbIM rpynnam,
YACNO [03, aHaMHe3 BaKUMHAUUW, BO3HMKWIWE B  KIWMHWUYECKUX WCCNEeAoBaHUSaX W MO pesynbTatam
MOCTPErncTpaLmMoHHOro HabnoaeHNs;

r) ocobble ykazaHus 0 Mt06OM MOBLILLEHWN YaCTOThbl BO3HUKHOBEHUS HeXenaTenbHbIX NIeKapCTBEHHbIX peakLumnii,
OTMEeYaBLUUXCSA NPV OGHOBPEMEHHOM BBEAEHWMN C APYrMMU BaKLMHaMK.

4.9. MNepenosuposka.

Heobxoammo onuncatb BeCb MMEKLWMUINCS onbIT nepeaosnposku. LienecoobpasHo ykasaTb, Y4TO nepenosnpoBka
ManoBeposATHa NPy AaHHOW chopme Bbinycka (Hanpumep, NnpeaBapuTenbHO 3anofIHEHHbIV LWNPUL,).

5. ®apmakonoruyeckme cBoncTea

5.1. ®apmakoamMHaMm4eckre CBONCTBA.

B paHHOM pasgene Heobxooumo kpaTko 0606wWwwuTh (Hampumep, B Buae Tabnuubl) Haubonee 3HauMmble
UMMYHOMOTMYeCcKMe [aHHble (MChofb3ys Haubornee 3HayYMMble MapameTpbl) W BCe BanugHble  OLEHKU
akcnepumeHTanesHoln addpektuBHocTm (efficacy) n peanbHon acpdekTnBHocTH (effectiveness) (c yuetom HegocTaTkoB
OTHOCUTENbLHO MONYNAUMK, Y KOTOPOW OHW onpedensanuck). MNpyu HeobxooumocTn AaHHble cnepyeT pasbuTb Ha
nepBuMYHbIE CepuU BakuuHaummM u ByCTepHyl BakuMHaLMIO, NO BO3PacCTHbIM rpynnaMm wnuv gpyrum dakropam
(Hanpumep, UMMyHOAENpPECCUS).

B pasgen ponyckaeTcs BKMOYUTL CBedeHus 06 yCTaHOBMEHHOM WnuU npefnonaraeMoM MMMYHONOrMYeCckoM
KoppensTe NpoduUnakTuKu.

6. dapmaueBTMyeCkne cBeaeHus

6.1. lNepeyeHb BCnomoraTenbHbIX BELLECTB.

BcrnomoraTtenbHble BellecTBa HEOOXOAMMO MepeyvncnMTb B COOTBETCTBMM C HacToAwmmu TpebosaHusmw,
UCMonb3ys COOTBETCTBYOLME obLenpuHATbIe HaumeHoBaHusA. ogobHo BCem BcrnomoraTenbHbIM BeLecTBam
KOHCepBaHTbl B pasgene 6.1 cneayeT ykasbiBaTb KA4ECTBEHHO, @ He KONMMYECTBEHHO.

B pasgene 6.1 He cnegyeT nepeyncnsaTb OCTaTOYHOE COAEpXaHWe peaKkTUBOB, WCMOMb30BaHHbLIX Mpu
npoussoacTtBe. OfHako onpefeneHHble OCTaTOYHbIE MNPUMECK, Hanpumep, NPUMECH aHTUOMOTMKOB WM UHBbIX
NPOTMBOMMKPOOHBIX MpenapaToB, WCMNOMb30BaHHbIX B MPOM3BOACTBE W M3BECTHbIX CBOMMW anfiepreHHbIMM
CBOMCTBaMM, CNOCOBHBLIMU BbI3bIBaTh HEXXenaTenbHble peakummn, 4onycKaeTcs ykasbiBaTb B pasgene 4.3.

BcrnomoraTtenbHble BellecTBa BakuUMH, (pOpMON BbiNycka KOTOPbIX SBMSETCS HECKOMbKO MEePBUYHBIX YNaKOBOK
WKW WNpULbl C ABOWHON KaMepon, HeobX0ANMO yKkasaTb Ha NEPBUYHYIO YNAKOBKY UMW Ha Kamepy.

B obLen xapakTtepucTuke nekapCTBEHHOro npenaparta W NUCTKe-BKnagbllle He [OoMyCckaeTcs MCMnonb3oBaTb
COKpallleHHble HauMeHOBaHWs BCromoraTenbHbiX Bewects. OgHako npu  HexsaTke MecTa COKpalleHHble
HaMMEHOBaHUS BCMOMOraTenbHbIX BELEeCTB [[OMyckaeTCd YyKasbiBaTb B MapKMpOBKE MNpPW YCMOBMM, YTO OHU
paclwmdpoBaHbl B pa3gene 6.1.

B pasgene 6.1 He cnepyeT ykasbiBaTb agbloBaHTbl M agcopbeHTbl. OpHako, ecnu 3T maTepuansl
NMPUCYTCTBYIOT B BaKUMHe, AaHHbIV pasgern AOMmKeH CoAepXaTh CChINKy Ha UX yKa3aHve B pasgene 2.

6.2. HecoBmMeCcTUMOCTb.

B pasgene 6.2 cnepyeT ykasbiBaTb NLb CBEAEHMSA O dhapMaLeBTUYECKOW (TO eCTb (PU3NYECKON, XMMUYECKON 1
Huonornyeckoi) HeCOBMECTUMOCTMU.

HeobxogmMmo npuBecTu COOTBETCTBYHLLEE CTaHAapTHOE YykasaHue, a umeHHo: <He npumenumo>, <B
OTCYTCTBMM pe3ynbTaToOB MCCMeAoBaHMM COBMECTUMOCTM BaKUMHY He crnefyeT CMewuvBaTb C  Apyrumun
nekapcTBEHHbIMW npenapaTamu> nnu <BakuuHy He cneayeT CMeLMBaTh C APYrMMU NeKapCTBEHHbIMW Npenapartamu,
3a VCKIIOYEHMEM YNOMSHYTbIX B pasgene 6.6>.

dapmakonormiyeckylo HecoBMECTMMOCTb BaKUMHbI, Hanpumep, in  Vvivo, B3avMOAEWCTBMA C APYruMu
nekapcTBeHHbIMU MpenapaTtamy Wiu nuilen, onucbiBaTe B pasgene 6.2 He cnegyeT, NOCKOMbKY OHA OTHOCKTCS K
KMMHMYECKOW YacTu obLLel xapaKTepUCTUKN NekapCTBEHHOrO npenapara.

6.3. Cpok rogHocTw.

YkasaHue cpoka rogHoOCTU AOMMKHO COOTBETCTBOBAaTb HacTosAwWwMM TpeboBaHUsSM M akTtam, BXOASLMM B NpaBo
Coto3a, No ykasaHuo CPOKOB rOAHOCTN HEBOCCTAHOBMEHHBIX Y BOCCTAHOBMNEHHbIX BaKLUMH (Mpu HeobxoammocThn).

6.4. Ocobble yka3aHus No XpaHeHuHo.

YkasaHue mep npefoCTOPOXHOCTM MO XPaHEHUK [OIMKHO COOTBETCTBOBATb HacTosAwmm TpeboBaHusMu u
APYrMm cBs3aHHbIM TpeboBaHuam Cotosa.

6.5. XapakTep 1 cogepxumoe nepBUYHON YNaKoBKU

YkaszaHvWe xapaktepa W COOEPXMMOro MNEepBUYHOM YMakoBKU [OSMKHO COOTBETCTBOBATb HACTOSALLMM
TpeboBaHWAM 1 ApyrMM akTam, BxoasLwmm B npaso Coto3a.

Heobxoammo yka3aTb KONM4ecTBO 403 MHOrOAO3HbIX MpenapaToB BO riakoHe.

6.6. IHCTpYKUMU MO MpUMEHeHNI0, paboTe <u YHUUTOXEHUIO>.

Ecnu BakuuHa noanexut BOCCTAHOBMNEHUIO, ONMCaHNe ee BHELUHEro Bnaa A0 BOCCTAHOBMEHWUS NMPUBOAUTCS B
pasgene 3, Torga Kak onnucaHue ee BHELUHEro BMAA MOCIe BOCCTaHOBMNEHUS - B pasgene 6.6.

Ona Bcex BakuuMH HeobxoOMMO TakkKe MNPMBECTM yKasaHWe O HeobXOoAMMOCTU MPOBEPKM BHELUHero Buaa
npenapata nepeg BBefeHveM. [pn HeobxoQnMoCTK cneagyeT NPUBECTU AOMONHUTENbHBIE NHCTPYKLMN.

B pasgene 6.6 HeoGxogumo npuBecTM cBefeHws, Heobxoaumble Ans paboTHMKA anTekn WM MHOTo
MeanUMHCKOro paboTHMKa No NPUroTOBREHMIO NpenapaTa K BBeAeHWo BakuuHupyemomy nuuy. OgHako cBedeHus,
HeobXxoavMble Ans Bpaya Ui MHOro MEeAULMHCKOro paboTHUKa AnA BBEAEHWSA npenaparta BakUuMHUpyeMoMy nuuy, B
pasgene 6.6 ykasbiBaTb He JOMyCKaeTCs, MOCKOMbKY 3TV CBEAEHUSA OOIMKHbI COAEPXKaTbCs B KIMMHUYECKMX pasgenax
oxnn.

B oOTHOWeHUn XuMBbIX BakuMH HEOGXOOAMMO MO MEHbLUEW Mepe NPUBECTM YyKasaHue Ha HeobxooumocTb
YHUUTOXEHMS npenapaTta, maTtepuanos, BCTyNaBLUMX B KOHTaKT C npenapaTtom u (Mnun) oTXo4oB, B COOTBETCTBUU C
TpeboBaHusiMK rocygapcTs - UneHoB Coto3a No Hagnexailemy yHUUTOXEHNIO TaKnx MaTepuarnos.




B oTHoweHUn WHaKTUBUPOBAHHbIX BaKUUH HeobxoanMmo, Kak MWUHUMYM, NPUBECTU YKa3aHMe O TOM, 4YTO cneanyet
yTunmanposatb HEUCNOJib30BaHHYKD BaKUMHY U OTXOAbl, COrnacHo TpeGOBaHVIFIM 3akoHoO4aTenbCTBa rocyaapcTtse -
yneHoB EBpasninckoro aKOHOMMYECKOro coto3a.

lll. CneunanbHble TpebOBaHUA K MAPKUPOBKE BaKLMH

HacToswme TpeboBaHusa 1 WwWabnoHbl, a Takke TpeboBaHWA K MapKMpOBKe NeKapCTBEHHbLIX CPeacTB codepxar
yKka3aHus no MapkupoBke. OfHako B OTHOLIEHUWM BaKUMH HeobXoAMMO MpuHMMaTb BO BHWMaHwWe cnegylowime
AononHuTenbHble TpeboBaHus.

1. BTopuyHas ynakoska

B uenax ykasaHusa dapmaueBTuyecknx cybctaHumn dapmaueBTudeckme cybcTaHuMM M agbloBaHT unv
agcopbeHT (Mpy HamMuumM) HeOBXOAMMO OTPa3nTb KAYECTBEHHO M KONMYECTBEHHO Ha eAUHULY A03bl B COOTBETCTBUM
¢ pasgenom 2 OXJIII, 3a ncknioyeHneM criydaeB HeOCTaTOMHOCTU MeCTa, Npu KOTOPbIX AOMYCKaeTCs MCronb3oBaTh
COKpaLLleHHble HaVMeHOBaHUSA onpefeneHHbIX afbioBaHTOB 1 aacopbeHToB, ecnu oHW pacumndposaHbl B OXIMM.

HeobxoaMmo ykasbiBaTb KONMYECTBO [03 MHOrOAO3HbLIX MpenapaTtoB B MEPBUYHBLIX YNakoBKax (KOHTeWHepax).
Ha BTOpMYHOWM ynakoBKe [OMNYCKaeTCa He yKa3blBaTb CBEAEHUS O KMETOYHbIX CUCTEMAX, UCNOMb30BaHHbLIX B KAYeCTBe
Npou3BOACTBEHHbIX cybcTpatoB. CrnoOBO «MWMKpOrpamMmbl», Kak MNpaBWro, CrneayeT yKasbiBaTb B  MapKMpOBKe
MOMHOCTBIO, 3@ UCKMIOYEHNEM CIy4aeB 3HAYUTENbHOW HEAOCTAaTOYHOCTN MECTa, NP KOTOPbIX AONYCTUMO YKa3blBaTb
«MKT», €CIn 3T0O 060CHOBAHO N OTCYTCTBYIOT ONUCaHWSA CO CTOPOHbLI 6e30MacHOCTU.

Ha BTOpu4HOW ynakoBke criegyeT ykasbiBaTb MNepeyeHb BCMOMOraTeribHbIX BELeCTB B COOTBETCTBUM C
pasgenom 6.1 obLien xapakTepucTuKM nekapcTBeHHoro npenaparta. OgHako npy HexBaTke MecTa AornyckaeTcsi
UCMomnb3oBaTb  COKPALLEHHble  HaMMEHOBaHWUSA  OMnpedeneHHbIX  BCMoMOoraTenbHblX — BELecTB, €CnNu  OHU
paclwmdpoBaHbl B 00LLEN XxapaKTepUCTUKE NeKapCTBEHHOrO npenapara.

Ecnn BTOpMYHas ynakoBka COAEPXWUT AOMNOMHUTENbHbIE MaTepuansl, (HanpuMep, TaMnoHbl, UMbl U T. A4.), Ha
Hel HeobXxo4MMOo nepeyncnuTb obLee CoaepPXKMMOe YNaKoBKM.

Ha BTOpuM4HOM ynakoBke HeobGXoAMMO MNPUBECTM MNOMHOe  MpeaynpexgeHue Mo YHUYTOXEHUIO
Hencnonb30BaHHOIO npenapara v (Mnu) OTX040B, €CNN 3TOMY He MPEenATCTBYeT HexBaTka MecTa, B 9TUX Criyvasx
AOCTaTOYHO yKa3aTb CCbINIKY Ha Hanuune MHCTPYKLUIA MO YHUHTOXEHWNIO B NINCTKe-BKMaabILle.

2. MNepBuyHasn ynakoBka HeGOmMbLLOrO pasmepa

Ha nepsunyHOM ynakoBke HeGonbLLOro pasmepa (obLas nnowagb TEKCTOBOrO MO KOTOPOW COCTaBnNseT MeHee
5 - 10 cm2) ponyckaeTcd MCNoMb30BaTb COKPALLEHHble TEPMWUHbI NEKapCTBEHHbIX (POPM B COOTBETCTBMU C
Aencteyowmnm «lepeyHeM cTaHAapTHLIX TEPMUHOBY», HO NMPU YCIOBUM NPEEMCTBEHHOIO MX UCMONb30BaHNS BO BCEX
A3bIKOBbIX BEPCUAX MapKUMpoBKW. Ha nepBUYHOW ynakoBke manoro pasmepa (oblias nnowagb TEKCTOBOro Mons
KOTOPOW He npeBbIwaeT 5 CM2) nekapcTBeHHY0 hopMy A0MNyckaeTcs He ykasbiBaTb.

3. OTpbIBHasi MapkMpoBKa

[HepxaTenun permcTpaumoHHOro YA0CTOBEPEHWS BpaBe NPUKIenNTb K MEPBUYHON YNaKoBKe OTPbIBHYIO 3TUKETKY,
KOTOPYIO MOXHO MCMOMb30BaTh A1 BHECEHWS AaHHbIX 00 MMMYHM3aLmMM B JOKYMEHTaLMIO NaumeHTa.

IV. Nluctok-BKNaabILw

NucTtok-BknaabIw HeobxoAMMO COCTaBNSATb HAa OCHOBaHWUM OBOLLEeN XapakTepuUCTUKW NekapCTBEHHOrO npenapara
C MCMONb30BaHWEM YeTKUX W MOHATHbIX AN notpebuTtens TepmuHoB. [logobHO o6Lier xapaKTepuctuke
neKkapCcTBEHHOro npenapaTa, CokpalleHHble TEPMUHbI UCMOb30BaThb

He JonyckaeTcs, MOCKOMbKY MECTO B FIUCTKE He OrpaHn4eHo.

B nwuctke-Bknagbllwe Heo6XOAMMO OMUCHIBaTb CBOWCTBA BCEX KMETOYHBLIX CUCTEM, MCMOMb30BaHHbLIX MpU
Npou3BOACTBE, W, €CMY 3Ha4YMMO, UCMONb30BaHMe TexHonornm pekombrHanTHon JHK, B cOOTBETCTBMM C yKasaHUsMu
B CXI, BKkMNYas WCMONMb30BaHWE TaKoro BbIPAXEHUHA, Kak <nomydeHa OT knetok XXX [no TexHomorum
pekombuHaHTHON OHK]>.

B nucTke-Bknagpiwe HeobxoAMMO BKIOUUTL MCHEpnblBallMe ykasaHus Ans notpebutens OTHOCMTENbHO
WHCTPYKLMIA NO NPUMEHEHWI0, paboTe 1 YHUYTOXEHUIO.

BmecTo cokpalleHns «MKM» CIOBO «MUKPOrpaMmbl» crnedyeT ykasbiBaTb MNOMHOCTLIO.

Ecnn BakumHa cogepXuT apbloBaHT wunu agcopbeHT, B nMCTKe criegyeT MNpUBECTU criegylowee unu
9KBMBamneHTHoe yka3aHue: <B BakumHy B kadvectBe [agbloBaHTa, apcopbeHTta] pobaBneHo BewectBo [X].
[AnobloBaHTbl, agcopbeHThl] - 3TO BelecTBa, AobaBnsemble B COCTaB HEKOTOPbLIX BaKUUH B LIENAX YCKOPEHWUS,
ynyyweHmsa n (Mnu) yanMHeHus 3amuTHOro OEVCTBMSA BaKLUUHBI>.

V. NepeyeHb npumepos

1. Npymepbl 06LLENPUHATLIX HAMMEHOBAHWUIA MHOTOKOMIMOHEHTbBIX BaKLWH

BakunHa ans npodmnaktukn andtepun, CTonbHSAKa 1 Koknowa (agcopbmpoBaHHas).

BakunHa pgna npodwmnaktukm gudptepun, cTtonbHska u  koknowa  (becknetoyHas, cybobeanHu4Has)
(apcopbupoBaHHas).

BakuuHa ans npodunaktukn gudptepum, ctonbHska, kokmowa (becknetovHas, cydbbeguHuyHas) u renatuta B
(pOHK) (apcopbupoBaHHas).

BakuuHa ans npodumnaktvku renatuta A (MHaKTMBMPOBaHHAs)

n renatuta B (pHK) (apcopbupoBaHHas).



BakuuHa anst npocpmnaktukn audtepun, cTonbHsika, Koknowa (becknetoyHas, cyobeanHuyHas) u Haemophilus
TMna b koHblOrMpOBaHHasA (agcopbupoBaHHas).

BakunHa gns npodunaktukm audtepumn, ctonbHska, koknowa (becknetoyHas, cybbeanHuyHas), renatmuta B
(pOHK) n nonvomunenuta (MHakTUBMpOBaHHasA) (agcopbupoBaHHas).

BakunHa gns npodunaktukm gudtepumn, ctonbHska, koknowa (becknetoyHas, cybbeanHunyHas), renatmuta B
(pAHK), nonnommnenuta (MHakTMBMpOBaHHas) 1 Haemophilus Tuna b KoHblorMpoBaHHasa (agcopbupoBaHHas).

2. Mpumepsbl NpeacTaeneHns pasgena 2 («KayecTBeHHbIV U KONMMYECTBEHHbIM COCTaB») OOLLEeN XapaKTepuCTUKN
nekapcTBEHHOro npenaparta

BakuuHa ans npodunaktukn audtepuu, ctonbHsaka, koknowa (becknetoyHas, cydbbegnHuyHas) u renatuta B
(pOHK) (apcopbupoBaHHas)

1 po3a (0,5 mn) copepxuT:

AN TEepUiiHbIN aHaTOKCUH? He meHee X ME
CToNnGsAYHbIN aHAaTOKCUH?! He meHee X ME
Bordetella pertussis? <wramm (Tvn) arrnoTMHOreHa> (MHaKTVBMPOBaHHas) He meHee X ME
MoBepPXHOCTHBbIN aHTUreH renaTuta B23 X MK

1 Ancop6upoBaHHbIl Ha antoMUHUS TMAPOKCUAE TMaApPaTMPOBaHHOM (X Mr Al).
2 Mony4yeH 13 ApoXokeBbIX kNeTok (Saccharomyces cerevisiae) no TexHonoruu pekoméuHaHTHon JHK.
3 AncopburpoBHHas Ha anoMuHus docdate (x mr Al).

MonHbIN NepeyeHb BCNoOMOraTernbHbIX BELWECTB NpMBedeH B pasgerne 6.1.

BakunHa ans npodmnaktuku renatuta A (MHaktTuBupoBaHHas) n renaturta B (pAHK) (agcop6upoBaHHas)

1 po3a (1 mn) copepXuT:

Bupyc renatuta A <Tun> (MIHAKTUBUPOBaHHBIN )L X NPA-eamHuy,
MoBEepPXHOCTHLIN aHTUreH renatuta B 4 X MKF

! MonyyeH 13 gunnouaHbIx KneTok Yyenoseka (MRC-5).

2 AncopbrpoBaHHbIN Ha anioMUHIUSA TMOPOKCMAE MAPaTUPOBAHHOM (X Mr Al).

3 Mony4eH 13 OpoXoKeBbIX KNEToK (Saccharomyces cerevisiae) no TexHonornm pekomouHaHTHon JHK.
4 AgcopbupoBaHHas Ha antoMuHus docdare (x mr Al).

[MonHbIM NepeyeHb BCnoMoraTenbHbIX BELWECTB NpUBeAeH B pasgene 6.1.

BakuuHa ana npodwunaktnkm Haemophilus Tuna b koHbloruposaHHasa u renatuta B (pOHK)

1 po3a (0,5 mn) copepxur:

Monncaxapug Haemophilus Tuna b X MKT
(nonupubosunpubutondgocoar)

KOHBblorMpoBaHHbIv ¢ Neisseria meningitidis ceporpynnel B <wutamwm> Y-Z MKF
6enKoBbIN KOMMIEKC HApYXHOW MeMOpaHbI - B KA4eCTBE HOCUTENS

[MoBEPXHOCTHbIM aHTUreH renatuta B1, 2 X MKT

1 MonyyeH 13 OpoxokeBbIX KNETok (Saccharomyces cerevisiae) No TexHosnornn pekomeuHaHTHon AHK.
2 AncopburpoBHHas Ha anoMuHus docdate (x mr Al).

MonHbIN NepeyveHb BCOMOraTenbHbIX BELWECTB NpMBeaAeH B pasgerne 6.1.

BakumHa ans npodnnakTMKM poTaBUpPyCcHOW MHdeKunmn

Mocne BoccTtaHoBNeHus 1 go3sa (2,5 mn) conepxur:

PeaccopTaHT poTaBupyca pesyca/yenoBeka cepotuna 1 x 10° BOE!
(>kMBON, aTTEHYMPOBAHHbIN)
PeaccopTaHT poTaBupyca pesyca/yenoBeka cepotuna 2 x 10° BOE!
(>kvBOW, aTTEHYMPOBAHHbIN)
PeaccopTaHT poTtaBupyca pesyca/denoBeka cepotuna 42 x 10° BOE?
(>kvBOW, aTTEHYMPOBAHHbLIN)
PoTtaBupyc pesyca cepotuna 3 3 (KMBOW, aTTEHYMPOBaHHbIN) x 10° BOE?

1 Brnawkoo6GpasyoLne eauHNLbI.

MonHbIN NepedeHb BCiomMoraTenbHbIX BELLECTB NpUBeaAeH B pasaene 6.1.



BakuumHa onsa npodnnakTMku audtepun, CToNOHsAKa, KOkniowa (6eckneTovyHas, cyobeaMHuyHas), renatuta B

(pOHK), nonnomuenura (MHakTMBMpoBaHHasa) u Haemophilus Tuna b koHbLlOrMpoBaHHas (agcopbupoBaHHasn)

Mocne BoccTaHoBneHus 1 gosa (0,5 mn) copepxuT:
VI3Ha4YanbHO B BUAE CYCNEH3UU:

OudbTepuiiHbIn aHaTOKCUH! He MeHee X ME
CTONBHAYHBI aHaTOKCHH?! He meHee X ME
AHTUreHb! Bordetella pertussis <wutamm (Tvn arrnoTrHoreHa)>

KOKMIOLWIHbIA aHaToKCUH? X MKrF

drnamMeHTHbIA remarrnioTuH! X MKTP

MepTakTmH! X MKF
MoBEPXHOCTHLIN aHTUreH renaTuta B2 2 X MK

Monunosupyc (MHaKTUBMPOBAHHbIN)

™n 1 «WwTamMmmy X D-aHTUreH-eguHuL,
TMN 2 «WTaMmMmy X D-aHTUreH-eguHuL,
™n 3 <WwWTamm> X D-aHTUreH-eguHuL,
M3HavanbHO B BMAe NopoLlka:

Monucaxapug Haemophilus Tuna b X MKrF
(nonupuBosunpudutondocgar)?

KOHBIOTMPOBAHHbIV C CTONOHAYHLIM aHATOKCUHOM - Y-Z MKT

B KayecTBe benka-HocuTens

1 Ancop6bupoBaHHbIi Ha antoMUHUS TMAPOKCUAE TMAPaTUPOBAHHOM (X MUNnUrpammos Al).
2 MonyyeH 13 OpoXoKeBbIX KNeTok (Saccharomyces cerevisiae) No TexHonorvm pekomorHaHTHon JHK.
3 AncopbupoBHHas Ha antoMuHKS docdaTe (X Munurpammos Al).

[MonHbIM NepeyeHb BCnoMoraTenbHbIX BELLECTB NpuBedeH B pa3gene 6.1.

BakuuHa ans npocdunaktuku renatmuta B (pAHK)

1 po3a (1,0 mn) copepxuT:
[MoBEpPXHOCTHLIN aHTUreH renatuta B
(6enkoBble MOHOMEpLI S, Npe-S1 1 npe-S2)Y 2 x Mkr

1 MonyyeH n3 MbllwnHMX (C1271) KNeTok No TexHonorum pekomGuHaHTHon OHK.
2 ApcopbupoBaHHbIN Ha antoMUHKUSA OKCUAEe MapaTMpoBaHHOM (X Mr Al).

MonHbIM NepeyeHb BCnoMoraTenbHbIX BELWECTB NpuBeaeH B pasgene 6.1.



BakuunHa Ans npodunakTuku Kopu, aNnaeMnu4eckoro napoTura

N KpacHyxu (>kmuBas)

Mocne BoccTaHoBnenus 1 gosa (0,5 mn) copepxuT:

Bupyc kopu! <wTaMm> (KUBOW, aTTEHYUPOBaHHBIA) He meHee 1710° UOKKso?
Bupyc anuaemuyeckoro napotural «wrammy» He meHee 1°10% UOKKso?
(xmBON, aTTEHYMPOBaHHbIN)

Bupyc kpacHyxu! «witamm» He meHee 1°10% UOKKso?

(xmBON, aTTEHYMPOBaHHbIN)

1 MonyyeH 13 KNeTok «KNeToyHasi cuctema, UCrosib3oBaHHas B NPOM3BOACTBEY.
2 CTatuctuyeckm onpenensieMoe Konm4ecTBo BUpYyca, KOTOPOEe AOMKHO MHULUMPoBaTb 50 % KNeToYHOW KymnbTypbl.

[MonHbIM NepeyeHb BCnoMoraTenbHbIX BELWECTB NpuBeadeH B pasgene 6.1.

BakunHa ansa npodunakTukm NHEBMOKOKKOBOW MHAEKLIMM NonucaxapuaHas (rentaBaneHTHas, agcopbuposaHHas)

1 posa (0,5 mn) cooepxur:

Streptococcus pneumoniae, cepoTun 4, nonucaxapuat X MKF
Streptococcus pneumoniae, cepoTtun 6B, nonucaxapuag! X MK
Streptococcus pneumoniae, cepoTtun 9V, nonucaxapuag! X MK
Streptococcus pneumoniae, cepomun 14, nonucaxapud1 X MKF
Streptococcus pneumoniae, cepomun 18C, onueocaxapud1 X MKT
Streptococcus pneumoniae, cepomun 19F, nonucaxapud1 X MKF
Streptococcus pneumoniae, cepomun 23F, nonucaxapud1 X MKF

1 KoHbtormpoaHHbIi ¢ 6enkom CRM197 B kadecTse HocuTens (BCErO Y-z MKT Ha J03Yy) M aacopbupoBaHHbIi Ha
antoMUHUS rmapokeuae rmapatnposaHHom (Bcero 0,5 mr Al Ha go3y).

[MonHbIM NepeyeHb BCnoMoraTenbHbIX BELWECTB NpUBeaeH B pasgene 6.1.

3. MNpumepsbl ykazaHusa cBegeHun B pasgene («Xapaktep U cogepXumoe nepBMYHOW YyNakoBKMU (KOHTEUHepa)»)
obLen xapakTepucTUKN NieKapCTBEHHOro npenapara

Mpumep 1.

<Mo 0,5 mn cycneHsun B NpeaBapuTenbHO 3arnofHEeHHOM Linpuue (CTekno | Tuna) ¢ ynnoTHUTENeM MopLUHS
(xnop6byTunkay4yk) B KOMMNeEKTe ¢ Urnon unun 6e3 nrnel B ynakoske no 5 unu 10 wryk.>.

<B npogaxe MOryT HaxoguTbCsi He BCe pasmepbl YNakoBOK>.

Mpumep 2.

<lMo 1 mn cycneHsun Bo chnakoHe (CTekno | Tuna) ¢ ynnoTHUTenem nopLuHSA (XNopbyTurkayyyk) B KOMNeKTe ¢
Urnow B ynakoBke no 1 wryke.>.

Mpumep 3.

<Mo 0,5 mn cycneHsun n 0,5 mn pacTBopa B npeaBapuTenbHOM 3arnofHEHHOM Lwnpuue (cTekno | Tuna) ¢
OBOVIHOW  Kamepow,  ynnoTHMTeneM  MnopwHA  (CMecb  XNnopOyTunkay4yykoB),  KOMMAYkOM  HaKOHEYHUKa
(6pombyTunkayyyk) n 06xoaHbIM ynnoTHUTenem (6pomobyTunkayyyk) B ynakoBke no 1 wryke.>.

Mpumep 4.

<Mo 10 mn (20 " 0,5 mn go3) cycneHsun Bo donakoHe (cTekno | Tuna)

c ynnotHutenem (6pomobyTunkay4yk) B ynakoBke no 1 wryke.>.

MPUNOXEHWE Ne 4

k TpeboBaHMAM K MHCTPYKLUN

Nno MeANLMHCKOMY NMPYMEHEHMIO NTEKaPCTBEHHOMO NpenapaTa v obLen
XapaKkTepuctuke nekapCTtBeHHOro npenapara gnda MmeaununHCKoro npuMeHeHus

YKA3AHUA
no UCNosib3yeMbIM TEPMUHONOrMYECKUM CIIOBapsiM NPY ONUCAHUM HeXernaTeNbHbIX peakuuin B UHCTPYKLMK
No MeANLMHCKOMY NPUMEHEHMIO NIeKapCTBEHHOro Npenapara v obLein XxapakTepucTuKe NIeKapcTBEHHOro
npenapaTa Ans MeaULMHCKOro NMPUMeHeHUs

Bce HexenaTtenbHble NeKapCcTBEHHble peakuuyv Heobxoaumo CrpynnupoBaTb B COOTBETCTBUM CO CReayloLyM
NopsiAKOM Ha OCHOBaHUM CUCTEMHO-opraHHbIx knaccos (COK).

Y106kl NpoBeCTN MAeHTUMKaLMIO HexenaTenbHbIX peakumnin Hanbonee NPOCTbIM U KNMHUYECKW MOOXOASALLMM
ANs yuTaTtens cnocobom, K pacronoXeHUo TePMUHOB HeODX0AMMO NMPUMEHSITb nMparmaTuyHbIA nogxod. Hanpumep,



B HEKOTOPbIX Cry4yasx MOMesHo WCKMYMTENbHO B 0OOLWEel XapaKkTepucTMKe mNeKkapCTBEHHbIX npenapaTos
ucnonb3osaTtb BTopuyHoe COK-pacnonoxeHne HeKOTOPbIX NpeanoyTuTenbHbIX TepMuHoB (ganee - MT). Hanpumep,
ecnn B OOWeW XxapakTepucTUKe feKapCTBEHHbIX MpenapatoB HagnexuT BkMounte [T «HapyweHue
dYyHKUMOHanbHbIX NPo6 neyeHn», «lFenatnt» n «leyeHovHasn sHuedanonatnsy, BCe OHWM MOTYT ObiTb yKkasaHbl B
COK «HapyLueHns co CTOPOHbI NeYeHN U XenyeBbIBOAALLMX NyTen», a He pacnpeaenatb nx no COK «HapyweHus
CO CTOPOHbI NEYEHN U XKEMYEBLIBOAALLMX NYTEN», «HapyLLeHnsi Co CTOPOHbI HEPBHOW CUCTEMBbI» U «JlabopaTopHbie u
WHCTPYMEHTalbHbIE AaHHbIEY.

MepeyeHb COK:

MHpeKLnM 1 nHBa3mu;

[0o6poKaveCcTBEHHbIE, 3rI0KaYeCTBEHHbIE N HEYTOYHEHHbIE HOBOOOPa30oBaHWA (BKOYas KUCTbI U NOMUMbI);

HapyLUEeHWS CO CTOPOHbI KPOBW U NMMAATUYECKON CUCTEMBI;

HapyLUEeHWs CO CTOPOHbI UMMYHHOWN CUCTEMBI;

3HAOKPUHHbIE HapyLLEHWs;

HapyLleHus metabonmama n nuTaHus;

NCUXMYECKNE HapYyLLUEHWS;

HapyLLEHWs CO CTOPOHbI HEPBHOW CUCTEMBI;

HapyLUEeHWs CO CTOPOHbI OpraHa 3peHns;

HapyLLUeHWs CO CTOPOHbI OpraHa cryxa v nabupuHTa;

HapyLLUeHWs CO CTOPOHbI CepaLa;

HapyLUEeHWs CO CTOPOHbI COCYAOB;

HapyLLUEHWS CO CTOPOHbI AbIXxaTeNbHON CUCTEMbI, OPraHOB rPYAHON KNETKN U CPeaOCTEHNS;

XKenyao4HO-KMLIEeYHbIE HapyLUEHWS;

HapyLLEHWS CO CTOPOHbI NMEYEHN N XKenyYeBbIBOAALLMX MyTew;

HapyLLEHMS CO CTOPOHbI KOXW U NMOAKOXHbIX TKaHeN;

HapyLUEeHWS CO CTOPOHbI MbILLEYHOWN, CKENETHOW N COEANHUTENBHON TKaHW;

HapyLUEeHWs CO CTOPOHbI MOYEK N MOYEBbIBOAALLMX NyTEN;

6epeMeHHOCTb, NOCNepPoA0BLIN MEPUOA U NepUHaTasbHble COCTOSHUS;

HapyLUEeHWS CO CTOPOHbI PENPOAYKTUBHOW CUCTEMbI 1 MOSIOYHBIX Xenes;

BPOXAEHHbIE, CEMEVHbIE N FeHeTUYECKNe HapyLLEeHUs;

obLume HapyLeHWs 1 peakumn B MeCTe BBEAEHNS;

nabopaTtopHble N MHCTPYMEHTarnbHbIE AaHHbIE;

TpPaBMbl, UHTOKCMKALMWN U OCINIOXHEHUS npoueayp;

XUpypruyeckme n MeguumMHckne npoueaypsl;

coumarnbHble 06CToATENBbCTBA.

OnucaHne HexenaTtenbHOW peakuMu [OMKHO OCHOBbIBATbCA Ha Haubonee nogxogsuwem TepmuHe. Kak
npasuno, 310 ypoBeHb [T, 0gHaKo B HEKOTOPbIX ClyYasXx LenecoobpasHo MCNonb3oBaTe TEPMUHbBI HASLIETO YPOBHS
(nanee - THY) unu rpynnoBble TEPMUHBI, HAaNPUMEP, BbICOKOTO YpoBHS (fanee - TBY). JonyckaeTca agantupoBaTb
HaMMEHOBaHUS rPynnoBbIX TEPMUHOB, €CnNun 3TO AenaeT mx 6onee NOHATHbIMU YuTaTenio obLen xapakTepucTUKK
nekapcTBEHHOro npenapata, Hanpumep, abbpesuatypbl HBIP (He BkmoveHHbIi B Apyrue pybpukn) n HY
(HeyTO4HEHHbIN) B 0O6LLEN XapaKTepucTMKe NekapCTBEHHOro npenaparta ucrnonb3oBaTe He cneayeT. MNopsgok cnos
Npy yKasaHun HexernaTeribHOW peakumm OOMKeH ObiTb eCTECTBEHHbIM AN NPUHATOW MEOWMLIMHCKON TEPMUHOMOIUN,
Hanpumep, «VHTepcTuumManbHasi MHEBMOHUSY, a He «lMHeBMOHMS MHTepcTUumManbHas». B HekoTopbix criydasx B
Lensax ynyyweHns BOCNpuATUS LienecoobpasHo HeCKONbKo MOANMULMPOBAaTL TEPMUHBI. B OTHOLLEHUN KOHKPETHOro
COCTOSIHUSA criegyeT Ucnonb3oBaTb Hanbonee LWMPOKO NPUMEHSIEMBIA TEPMUH, HaNpUMep, MOXeT oka3aTbcs bornee
uenecoobpasHblM ykasaHue «cuHapoM CTuBeHca-[KOHCOHa» HexXenu «3nokavyecTBeHHas 9KccydaTuBHas
sputeman.

B npepenax kaxgoro COK HexenaTtenbHble peakuun cnegyeT knaccnuuupoBaTbe B COOTBETCTBUM C YAaCTOTOMN
X BO3HWKHOBEHUSA. [lepen onpeaeneHneM 4acToTbl BO3HUKHOBEHUSI HEXenaTerlbHbIX SBMIEHWA Ha OCHOBaHUU
CMCTEMATU3NPOBAHHbIX UCCNEeNoBaHWUNA (KMUHUYECKUX UCCNEAOBAHUA U APYrMX UCTOYHMKOB) B LENSIX FOMMYECKON
rpynnMpoOBKN KIIMHUYECKM POACTBEHHbLIX COCTOSIHWIA crieqyeT WCNonb30BaTh Haanexalne YpOBHW UWepapxuu.
Hanpumep, y nauneHTOB perMcTpmMpoBarnoch «NocTyparibHOe rofOBOKPY>KEHMEY, KFONTOBOKPYXKEHUE HANPSHKEHUS» U
KHEYTOYHEHHOE TOMOBOKPYXeHne» (C 4Yactoton 2 % Kaxgoe), MX MOXHO OOOCHOBaHHO OTpasnTb B oOLlen
XapaKkTepuCcTUKe NEKAPCTBEHHOrO npenapaTta Kak «rofoBOKPY>XEHME» € YacToTon 6 % nauueHToB (npegnonaras, uTo
KakgoMy nauuMeHTy COOTBETCTBYET Mullb OA4HO COOOLLEHME O TFOMNOBOKPYXEHUM). B HEKOTOpbIX Criyyasix Takke
uenecoobpasHo UCNONb30BaTb CUTYATMBHYO FPYNMUPOBKY TEPMUHOB UMW aAanTUpoBaTh rpynnoBbie TEPMUHBI, €CNn
MMEKLLMECS TPYMMNoBble TEPMUHbI HEe MOryT OblTb MOMHOCTbLIO MNPUMEHMMbI, Hanpumep, coobLlieHns o
HexenaTternbHbIX peakuusix NPeACcTaBeHbl Kak «avapesi», «ycyryoneHve anapeny, «MsSIrkvuiA CTyn», «KUOKAA CTyn»,
«TMNEPMOTOPUKA KMLLIEYHUKA» W T. M., MOXHO BCE B LENsX 3HAa4YMMOCTW W YNyyleHWs BocnpuaTus obuiei
XapaKTEPUCTUKN NEKApCTBEHHOIO npenaparta nauvMeHTamy O0BOCHOBaHHO MpeAcTaBWTb B BUAE €OMHOIO TepMuHa
«avapesi». [ina onpefeneHnst 4acToThbl Anapeun crieyeT UCnonb3oBaTh 00LLee KONMYECTBO TaKMX CIy4aes.

MPUNOXEHWE Ne 5

kK TpebGoBaHUsIM K UIHCTPYKLIMK
Mo MeAULIMHCKOMY NMPUMEHEHMIO NEKapCTBEHHOTO NpenapaTta v obLuen
XapaKTepUCTMKe NiekapCTBEHHOro npenapaTa ans MegULMHCKOro NPUMEHEHUS



NMPUMEPDLI
dopmMynupoBoK, Ucnonb3yeMbix B pasaene 4.6 (<bepeMeHHOCTb
M nakTaumsi») obLleil XapakTepucTUKe siekapcTBeHHOro npenaparTa

B HacTosAwWMX Npumepax, BBeAEHbI CneayoLine npasuna Ucnonb3oBaHnst CKOOOK:

{TekcT} - B none mexay ckobkamm BHOCUTCS MHpOpMaLMSA Ncxoasa U3 coctaBa M 0CoBeHHOCTelN nekapCTBEHHOro
npenapara;

<TEeKCT> - B nosie mexay ckobkaMn TeKkcT BbI6VIpaeTCF| nnn ypanaeTca M3 npegnoXeHHbiX CTaHOapTHbIX
¢OpMYnMPOBOK B 3aBUCMMOCTU OT NIEKapCTBEHHOIO NpenapaTa;

[TekcT] - B mone ykazaHo ycrnoBue nnvM KOMMEHTapuii K TEKCTY, PacrionoXeHHOMY nepeg, HAM.

1. NMoppaspen «bepeMeHHOCTbL»

Mpumep 1:

<OnbIT NpUMeHeHNs y YernoBeka [yka3aTb] cBuaeTenbCcTByeT O TOM, YTO {AeWCTBytOLLEE BELLECTBO} Bbi3biBAET
<BpOXAEHHble NOPOKM [ykasaTb] Npu BBeAEHUW BO BpeMs 6epeMeHHOCTW.> [unu] <BpedHble dapmMakornornyeckne
adhekTbl BO BpeMs 6epemMeHHOCTU 1 (Mnun) y nnoga (HOBOPOXAEHHOr0).>

{ToproBoe HaumeHOBaHW€} nNpPOTMBOMOKa3aHO <BO BpeMs OepemMeHHOCTU><BO Bpemsa {TpumecTp}
H6epemMeHHOCTM> (B 4A@HHOM Crlyyae - 9TO CTPOoroe nNpoTuBonokasaHue, cM. pasgen 4.3).

<)KeHLWMWHblI C AeTOpoAHbIM MNOTEHLUMAaNoM AOSXHbl UCMOMb30BaTb HafeXHble MeToAbl KOHTpauenuun <so
BpeMs <u BMNMAOTb A0 {4MCNO} HeAerb Nocne 3aBepLUeHNa™ Tepanum.>>,

Mpumep 2:

<OnbIT NPMMEHEHNs y YernoBeka [yka3aTb] CBMOETENbCTBYET O TOM, YTO {AeNCTByOLlee BELIeCTBO} MOXET
BblI3blBaTb BPOXAEHHbIE NOPOKM [yKka3aTb] Npy BBeAEHUW BO BpeMst GepeMeHHOCTH.

a) <B uccnenoBaHUsAX Ha XMBOTHbLIX OOHapyXeHa penpoayKTMBHasA TOKCMYHOCTL (CM. pasgen 5.3).>

[wnu]

6) <WccnegosaHuii penpoayKTUBHOM TOKCUYHOCTU Ha XMBOTHBIX HEAOCTATOMHO (CM. pasgen 5.3).>

{ToproBoe HammeHoBaHWe} He cregyeT NPUMEHATb <BO BpeMms OepemMeHHOCTM><BO Bpems {TpumecTp}
6epemMeHHOCTN>, ecnn TOMbKO KIMHUYECKOE COCTOSIHWE XEHLUMHbI He TpebyeT Tepanumn {OenCTByOLLUMM BELLECTBOMY}.

<)KeHLMHbl C AEeTOPOAHbIM MOTEHUManoM [AOfMKHbl MCMOMNb30BaTb HaOeXHble MeTOoAbl KOHTpauenuuu <Bo
Bpems <u BNNOTb A0 {44CNO} Heaerb Nocne 3aBepLUeHns™> Tepanmun.>>.

Mpumep 3:

<OnbIT NPpMMEHEHNs y YernoBeka [yka3aTb] CBMOETENbLCTBYEeT O TOM, YTO {AENCTBYlOLLEE BELLECTBO} MOXET
BbI3bIBaTb BPOXAEHHbIE MOPOKM [ykasaTb] Mpun BBEAEHUN BO BpeMs 6epeMeHHOCTH.

WccnepoBaHnss penpoayKTUBHOW TOKCMYHOCTM Ha >XMBOTHBLIX HE CBUMAETENbCTBYOT O HanmuuMm NpAMbIX UMu
HenpsaMbIX BpeaHbIX adheKkToB

(cm. paspen 5.3).>

{ToproBoe HammeHoBaHWe} He cregyeT NPUMMEHATb <BO BpeMs OepemMeHHOCTM><BO Bpems {TpumecTp}
6epeMeHHOCT>, eCnn TONbKO KNMHNYECKOE COCTOSTHWE XEHLUMHbI He TpebyeT Tepanun {0enCcTBYIOW MM BELLECTBOM).

<)KeHLUMHbl C OEeTOPOAHBbIM MOTEHUManoMm OOMKHbl MCMOMb30BaTb HageXHble MeTodbl KOHTpauenuuu <o
BpemsA <u BNNOTb A0 {4MCNO} HeAernb Nocne 3aBepLUeHns™> Tepanmun.>>.

Mpumep 4:

<[laHHble 0 NpMMeHeHUM {AelCTBYIOLLEro BelecTBa} y 6epeMeHHbIX XEHLUMH OTCYTCTBYIOT UM OFPaHNYeEHbI.

a) <B nccnenoBaHMsX Ha XMBOTHBIX OBOHapyxXeHa penpoayKTMBHAs TOKCMYHOCTL (CM. pasgen 5.3).>

[wnu]

6) <WccneposaHuii penpoayKTUBHOM TOKCUYHOCTU Ha XMBOTHBIX HEAOCTATOMHO (CM. pasgen 5.3). >

MpumMeHeHne {ToproBoe HaumMeHoBaHME} <BO Bpemsl 6epeMeHHOCTU><BO Bpems {TpumecTp} 6epeMeHHOCTU> 1
Y XEHLUUH C AeTOPOAHbIM MOTEHLUMAanom, He NCNONb3YOLWNX KOHTPALENUMIO, HE peKOMeHayeTCH. >>.

Mpumep 5:

<[0aHHble O NpuMeHeHnu {OencTByoLWero BewecTsal y 6epeMeHHbIX XEHLUH OTCYTCTBYIOT MM OrPaHUYEHbI
(meHee 300 ucxopoB 6epemeHHOCTH).

WccnepoBaHnst penpoayKTUBHOW TOKCUYHOCTM HAa JKMBOTHbIX HE CBMAETENbCTBYOT O Hanmuuuu MpsmbiX Uv
HenpsaMbIX BpeaHbIX adheKkToB

(cm. pasgen 5.3).>

B kavecTBe npegynpeavTenbHON Mepbl MPEANOYTUTENBHO HE NPUMEHSITL {TOProBoe HaumeHoBaHWE} <BO Bpems
6epemeHHOCTN><BO BpeMs {TpumecTp} 6epeMeHHOCTN.>>.

Mpumep 6:

<CpepgHuin 06beM OaHHbIX O MPUMEHEHMU {AenCcTBylLEero BewecTBa} y 6epemeHHbix xeHwuH (300 - 1000
ucxopos GepemeHHOCTW) CBUMAETENbCTBYeT 06 OTCYTCTBMM MOPOKOB pasBuTuUS M eTo- u (unu) HeoHaTanbHON
TOKCUYHOCTW.

a) <B uccnenoBaHUsX Ha XMBOTHbLIX OOHapYXeHa penpoayKTMBHAs TOKCUYHOCTL (CM. pa3gen 5.3).>

[wnu]

6) <MccnepoBanuii penpoayKTUBHOM TOKCUYHOCTU Ha XXMBOTHBIX HEAOCTATOYHO (CM. pasagen 5.3).>

B kavecTBe npegynpeavTenbHON Mepbl MPEANOYTUTENBHO HE NPUMEHSITL {TOProBoe HaumeHoBaHVEe} <BO Bpems
6epemeHHOCTN><BO BpeMs {TpumecTp} 6epeMeHHOCTH.>.

Mpumep 7:

<CpepgHuii 06beM AaHHbIX O NPUMEHEHNM {IENCTBYHOLLErO BELLeCcTBa}

y 6epemeHHbIx xeHwuH (300 - 1000 mcxopoB GepeMeHHOCTM) CBMAETENbCTBYET 00 OTCYTCTBUMM MOPOKOB
pasBuUTUS U PETO- U (UNN) HEOHaTAaNbHON TOKCUYHOCTH.

WccnepoBaHnst penpogykTMBHON TOKCUYHOCTU Ha XUBOTHbIX



He CBMAETENbCTBYIOT O HaNU4umn penpoayKTMBHOM TOKCUYHOCTU (CM. pasgen 5.3).

MpuMeHeHne {ToproBoe HaMMeHOBaHWE} <BO BpeMsi 6epeMeHHOCTU><BO Bpems {TpuMecTp} O6epemMeHHOCTM>
npv HEO6XOAMMOCTUN BO3MOXHO.>.

Mpumep 8:

<bonbLwo 06beM aaHHbIX 0 6epeMeHHbIX xeHwuHax (bonee 1000 ncxoaoB 6epeMeHHOCTM) CBUAETENBCTBYET
06 OTCYTCTBMM NOPOKOB Pa3BUTUA U PeTo- 1 (MNKU) HeoHaTanbHON TOKCUYHOCTM NpW NPUMeHeHun {oencTByoLero
BeLlecTBa}.>.

{ToproBoe HavmeHOBaHMe} pdonyckaeTcsd MNPUMEHATb <BO BpemsA OGepeMeHHOCTU><BO Bpems {TpuMecTp}
6epeMeHHOCTM>, UCXOASA U3 KITMHNYECKOW HeobXoaNMOCTH.

Mpumep 9:

<BnusiHne Ha ©epeMeHHOCTb He OXWAaeTCH, MOCKOMbKY CUCTEMHasi 3KCno3vuusi {1enCcTBylOLLEero BeLlecTBa}
HUYTOXHA.>

{ToproBoe HaumeHOBaHWe} JOMycKaeTcsi NPUMEHATb BO Bpems GepemeHHocT. (Hanpumep, nekapcTBeHHble
npenapatbl, HUYTOXHAasi CUCTEMHasi 9KCNo3nUusi (HUYTOXHas cuUCTeMHas dapMakogMHaMuyeckasi akTUBHOCTb)
KOTOPbIX NOATBEPXAEHA B KIIMHUYECKMX YCINOBUSX). >,

2. NMoppa3spen «Jlaktauus»

Mpumep 1:

<{OevictBylowee BellecTBO} (MeTabonuTbl) MPOHMKAIOT B FPYAHOE MONIOKO YernoBeka, MOKasaHO BNWSHWE Ha
HOBOPOXAEHHbIX (AeTel), HaXOAALLMXCA Ha FPYAHOM BCKapMIMBaHUK, MaTepu KOTOPbIX MPUMEHSNN npenapar.>;

[unu]

<{fencteylowiee BellecTBO} (MeTabonuTbl) OBOHapyXeHbl B OpraHu3Me HOBOPOXAEHHbIX (geten), matepu
KOTOpbIX NpuMeHanu npenapat. <BnuaHune {dapmaueBTnyeckon cybCTaHUMM} Ha HOBOPOXOEHHbIX (OeTen)
Hen3BecTHO.> nnu <CeeaeHui o BNUSHUM {0eNCTBYIOLLEro BeLecTBa} Ha HOBOPOXAEHHbIX (OeTeln) He[oCTaTo4HO.>;

[wnu]

<{OevicTBylowee BellecTBO} (MeTabonuTbl) MPOHMKAIOT B [PyAHOE MOJSIOKO YenoBeka B KOnMyecTse,
AOCTaTOYHOM AN OKa3aHWsA BMMSHNA HA HOBOPOXAEHHBIX (AeTel), HaXoAAaLWmUXCs Ha rpyAHOM BCKapMnuBaHuw.>

<{ToproBoe HaMMeHOBaHWNe}<NPOTMBOMOKA3aHO B Nepuoa rpyaHOro BCkapmnmeaHus (cM. pasgen 4.3)> unu <He
cnepyeT NPYMEHSTb B NepMoj rpyaHOro BCKkapmnnsaHums.>;

[unu]

<B nepwuop neyeHns {ToproBoe HaMMeHOBaHWe} rpygHOEe BCKapMMBaHue cnegyeT npekpaTtuTb.>;

[unu]

<HeobxoaMmO NpUHATL pelleHne Nnbo O NpekpaLlleHWn rpyaHoro BCKapMmnmBaHus, Nnbo o6 oTMeHe Tepanuu
{ToproBoe HaumeHoBaHWe}, NpMHMMas BO BHUMaHwWe MOMb3y FPYOQHOrO BCKapMmivBaHua Ansd pebeHka n nonb3y
Tepanuu AN XXeHLMUHbI.>,

Mpumep 2:

<CBefeHuss O MPOHUKHOBEHMU {OencTByloLlero BeliecTBa} (MeTabonuMToB) B rpyaHOE MOJIOKO YerloBeka
OTCYTCTBYIOT.>;

[unu]

<[JaHHbIX O NpPOHWMKHOBEHUW {OencTByloLWEero BellecTBa} (MeTabonuToB) B rPyAHOE MOMOKO YenoBeka
HEeoCTaToOYHO.>;

[wnu]

<[aHHbIX O NPOHUKHOBEHWM {AeWcTBylOLero BellecTBa} (MeTabonuToB) B rpygHOE MOJIOKO >KMBOTHbIX
He[oCTaTouHO.>;

[wnu]

<PapmakogmHammyeckme (TOKCUKOMNOIrMYeckme) AaHHble, MONyYEeHHble Ha >XMBOTHbIX, CBUAETENbCTBYHOT O
NPOHMKHOBEHMM {0eNCTBYIOLLIEro BelecTBa} (MeTtabonmToB) B rpyaHoe moroko (bonee nogpobHo cm. pasgen 5.3).>;

[unu]

<®Pu3mKo-xMMM4eckne AaHHble npegnonaralT NPOHMKHOBEHWE {OencTByloLlero Belectsa} (metabonutoB) B
rpyAHOE MOOKO YenoBeka.>.

<He ncknoveH pucK AN HOBOPOXAEHHbIX (OeTen).>.

<{ToproBoe HaMmeHOBaHWe} <NPOTMBOMOKa3aHO B MepWof rPyaHOro BckapmnmeaHus (cMm. pasgen 4.3)> [unu]
<He crnepyeT NPUMEHATb B NEPUOA TPYLHOTO BCKAapPMIMBaHUS>.>;

[unu]

<B nepwuop neyeHns {TOproBoe HaumMeHOBaHWE} rpyaHOE BCKapMIMBaHue cneayeT NpekpatuTb.>;

[unu]

<Heob6x0aMMO NPUHATL pelleHne NMbo O MpekpaLleHun rpyaHoOro BCkapMnmBaHus, nnbo o6 oTmeHe Tepanuu
{ToproBoe HaumeHoOBaHWe}, NpMHMMasi BO BHUMaHWe MNOMb3y PYAHOro BCKapMnuMBaHua Ans pebeHka v nonbay
Tepanuu AN XeHLUHbI.>.

Mpumep 3:

<BnusaHue {gencTeytoLLero BeLlecTBa} Ha HOBOPOXAEHHbIX (geTel), HaXOAsLWMXCS Ha rpygHOM BCKapMMBaHuu
MaTepsaMu, MPUHMMAaLWUMK Npenapar, He obHapyXXeHo.>;

[nu]

<B CBSA3M C HUYTOXHOW CUCTEMHOW 3KCMO3nuMen {Oe’CTBYIOLLEro BELeCTBa} Y KOPMSLLEN rPyablo XEHLUUHbI
BMMSIHWSA HA HOBOPOXAEHHOTO (pebeHka), HaxOAsALerocst Ha rpyAHOM BCKapMITMBaHWUM, HE OXWAaeTCs.>;

[wnu]

<{OencTBylowiee BellecTBO} (MeTabonuTbl) B Mra3Me HOBOPOXAEHHbLIX (OeTeW), HaXOAsILWMXCA Ha rpyaHOM
BCKapMIIMBaHWM, MaTepu KOTOpbIX MpUMeHsinu npenapaTt, {obHapyxeHbl {yka3aTb KOnM4ecTBO} [unu] He
0oGHapyxeHbl}.>;



[unu]
<{0ewncTByloLlee BeLLECTBO} (METAabONMTLI) HE NPOHMKAIOT B FPYAHOE MOJIOKO YerioBeKa.>;
[wnu]
<{Oencreylowiee BewecTBo} (MeTabonuTbl) MNPOHUKAOT B T[PyOHOE MOMOKO YeroBeka, OfHako B
TepaneBTUYECKUX Jo3ax {TOProBoe HaMMeHOBaHWe} BIIUSIHUE Ha HOBOPOXAEHHbIX (AETel) He oXmaaeTcs.>.
{ToproBoe HavmeHOBaHWe} fOMyCKaeTCs NPUMEHSATL B NePUO rPyAHOrO BCKapMITMBaHWMS.
MPUNOXEHWE Ne 6
k TpeboBaHMAM K MHCTPYKLUN
no MeanLIMHCKOMY NPUMEHEHUIO NeKkapCTBEHHOro npenapaTa u obLien
XapaKTepucTrKe NekapCTBEHHOro npenapara Anst MeauLMHCKOro NPUMEHEHNS

CrtaHaapTHble hOpMYNMUPOBKU
ANS yKa3aHWUs YCNOBUI XpaHeHUsA fiekapCTBeHHbIX NpenapaToB

<He xpaHume npu memnepamype ebiwe [25°C, 30°C]> unu <XpaHumb npu memnepamype Huxe [25°C,
30°CJ>;

<XpaHumb 8 xonodurnbHuke (2 - 8°C)>;

<XpaHumb u nepeso3ums 8 xonnodusbHuke (2 - 8°C)>*;

<XpaHumb 8 MOPO3usbHOU Kamepe npu memnepamype [memnepamypHbil duana3oH]>;

<XpaHumb U mpaHcriopmuposame 8 3aMOPOXEHHOM eude [pu memnepamype [memnepamypHbil
ouana3oH]>**;

<He oxnaxdamb> unu <He 3amopaxusamb>;

<XpaHumsb 8 opuauHanbHOU [8UO yraKo8KU]>****;

<XpaHums [8ud nepsuyHoU ynakoeKku (KoHmeulHepa)]*** nnomHo 3akpbimbim>****;

<XpaHumb [8ud nepsuyvHOU yrnakosku (KoHmelHepa)]*** 80 eHewHeUl yrnakogke>****;

<[lekapcmeeHHbili npenapam He mpebyem crneyuasibHbIX yCri08Ull XpaHEeHUST>;

<JlekapcmeeHHbIli  npernapam He mpebyem cneyuanbHbiX ycroeuli XpaHeHus, [memnepamypHbIl
ouana3soH]>*****:

<... 0ns moeo, Ymobb! 3awumums om [ceema, enaauj>.

MpumeyvaHus:

B HacTosilmx cTaHaapTHBLIX hOPMYNMPOBKax, BBEAEHbI CriegytoLime npaeumna Ucrnofib3oBaHusi CKOGOK:

[TekcT] - B none mexay ckobkamu BHOCUTCS MHpOpMaLms UCXOASA M3 YKa3aHHbIX B HUX YCIOBUIA;

<TeKkCcT> - B Mone Mexgy ckobkaMu TeKCT BblOMpaeTcs unu ygansetca u3 npeanoXeHHbIX CTaHO4apTHbIX
hOpMYnMPOBOK B 3aBUCMMOCTY OT fleKapCTBEHHOro npenapara.

* OaHHble no ctabunbHocTH, nonyyeHHble B 25 °C / 60 % oTHocuTenbHon BnaxHoctn (ACC) AomkHbl GbiTb
NPUHATLI BO BHUMaHWE NpU MPUHATAN peELLEHUS O BO3MOXHOCTM TPAHCMOPTUPOBKM NPU OTCYTCTBUWM OXMaXAeHWs.
OTO AONYyCKaeTCs TOMbKO B UCKIMHOUYUTENBHbBIX Cryyasix.

** YKasaHue JonyCcKaeTcs MCMomnb30BaTh, TOMbLKO €CNu No pesynbTaTtam UccrefoBaHuin CTabunbHOCTU NPUHSTO
COOTBETCTBYIOLLIEE peLleHMe.

*** KoHKpeTHOEe Ha3BaHue BuAa ynakoBKW, koTopas bygeTt ncnonb3oBaTtbes (Hanpumep, OyTbinka, 6nvctep u T.
n.).

**** CnepgyeT MCnonb30BaTh, ECNW NEKapCTBEHHbIN NpenapaT YyBCTBUTENEH K CBETY 1 (Unu) Brare.

****% B 3aBUCUMOCTU OT NeKapCTBEHHON (DOPMbl M CBOWCTB JfleKapCTBEHHOro npenapata MoXeT OblTb pUCK
yXyOLEeHWS KayecTBa n3-3a AeNCcTBUA pmanyecknx hakTopos, HAaNpumep, ecrnv nogBepraeTcs BO3AENCTBUIO HU3KMX
TemnepaTtyp. Hu3kne TemnepaTypbl B HEKOTOPbIX Cryyasix MOryT OKasblBaTb BMUsIHUE Ha ynakoBky. Heobxogumo
[AOMONMHUTENBHO YKa3blBaTb 3Ty BO3MOXHOCTb.

MPUNOXEHWE Ne 7

k TpeboBaHWsAM K MHCTPYKLUN

no MeanLMHCKOMY NPUMEHEHWIO NekapCTBEHHOMO NpenapaTa u obLuen
XapaKkTepucTrKe NekapcTBEHHOro npenapara Anst MeaULIMHCKOrO NPUMEHEHNS

TPEBOBAHUA
K YKa3aHI0 MaKCUMaribHOro CpoKa XpaHeH!si CTepUIibHbIX JIeKapCTBEHHbIX NpenapaTos nocrie nepeBoro
BCKpbITUSA
MU BOCCTaHOBNEHUSA

1. O6wume cBegeHus

HacTosimin OKyMeHT pacnpocTpaHsieTcsl Ha BCe CTepurbHble nNpenaparbl Ans MeauLMHCKOro NPUMEHEHUS], 3a
UCKINIoYEeHeM pagnodapmaLeBTUYECKMX U MPUFOTOBASIEMbIX UMW MOANMULMPYEMBIX X temporo.

Mockonbky Mpepyragatb BCe BO3MOXHblE YCMOBWS, NMPW KOTOPbIX Mpenapat 6yayT BCKpbIBaTb, Pa3BOAUTD,
BOCCTaHaBNMBaTb, XpPaHWTb W T. M., 3aTPyOHUTENbHO, MOMb3oBaTeflb HECET OTBETCTBEHHOCTb 3a nopaepXaHve
KayecTBa NeKapCTBEHHOrO npenaparta, BBOAMMOIO MauueHTy. B uensix cogencTBusi norb3oBaTento AepxaTtenb
perucTpaLmoHHOro yAoCTOBepeHUsl 06s13aH NpPoBECTU HeobXoauMble UCCNENoBaHWUsS U yka3aTb COOTBETCTBYOLLME



cBefeHunst B nHopmaumm ana nonb3dosatens (Hanpumep, OXIMM, J1B, mapkMpoBke) B COOTBETCTBUM C NMpUMepamu,
YKa3aHHbIMW HIDKE 1 BblAENEeHHbIMU KypCUBOM.

B OTHOLUEHWUN CPOKOB WM YCNOBWIN XPaHEHWS OTAESbHbIX KaTeropuin CTepusibHbIX JIeKapCTBEHHbIX MpenaparTos
nocre Ux BCKPbITUSA 3asaBUTEN0 HeobXxoaMMO TakkKe yunTbiBaTh pekomergauun ®apmakonen Corosa.

B HacToslWweM npunoXxeHWn paccMmaTpuBaeTcs CPOK Mexdy BCKPbITUEM MNEPBUMYHON YNAKOBKWM (KOHTeWHepa)
nekapcTBEHHOro npenapata u BpeMEHEM €ro BBeAEeHWS NauneHTy, NpoAOoMKMTENbHOCTb BBEAEHMSA KaK TakoBas He
yunTbiBaeTcs.

2. Be3KOHCepBaHTHbIe CTepuUnbHble NpenapaTbl

2.1. O6wwme ykasaHus.

<Xumudeckasi u pusudeckas cmabusibHOCMb 20MO08020 K PUMEHEHUI0 JIeKapCmeeHHo20 rpernapama
rnodmeepxdeHa 8 meyeHue x 4acoe (0Hed) npu y °C.>;

<C MuKpobuonoau4eckol mMOYKU 3PEeHUs, ec/lu MemoO BCKpbIMus (80CCMaHOBEHUs], Pa3gedeHUs) He
npenamcmeyem  MUKpPOOHOU  KOHMaMuHauyuu, JiIeKapCmeeHHbIl  rfpenapam  rnodnexum  HemeOrneHHOMY
MPUMEHEHUI.>;

<Ecnu nekapcmeeHHbIl npenapam He 68edeH HeMeONneHHO, XpaHeHue 20moeoeo K [PUMEHEHUIO
JiekapcmeeHHO20 npenapama u obecriedeHue ycnosull s181semcsi 06513aHHOCMbIO 10/16308aMeJIs.>.

2.2. YKasaHus anga npenapaTtoB 418 UHMY3Nn NN MHbEKLMIA.

<Xumudeckasi u pusudeckas cmabusibHOCMb 20MO08020 K [PUMEHEHUI0 JIeKapCmeeHHo20 rpernapama
rnodmeepxxdeHa 8 meyeHue x Yacoe (OHel) npu y °C.>;

<C mukpobuonoau4eckoli moyKku 3peHus rnpenapam noonexum HemedneHHOMY npuMeHeHuto. Ecnu npenapam
He 88e0eH HeMeONIeHHO, XpaHEeHUe 20mo8020 K MPUMEHEHU0 rnpenapama u obecriedeHue ycrosuli 00 88e0eHuUs
s8nssemcs 06593aHHOCMbIO 110/1b308aMEJIS, 8 UesIoM He OOIIKHO rnpesbiwampb 24 yacos rpu memnepamype 2 - 8 °C,
ecriu eoccmaHoerieHue (pazgedeHue) U m. 1. He OCywecmssisfiocb 8 [POBEPEHHbIX U 8anudupo8aHHbIX
acenmuyecKux ycrosusix.>.

2.3. KoHcepBuMpoBaHHbIE EeKapCTBEHHbIE Mpenapatbl Ha BOAHOW OCHOBE (BKMOYas NPOTUBOMUKPOOHbIE
KOHCepBaHTbl U CaMOKOHCepBUpYeMble MpenapaThl). be3BogHble nekapcTBeHHble npenapaTtbl  (Hanpumep,
MacnsHble).

<Xumuveckass u qusuyeckas cmabusibHOCMb 20mo8020 K [PUMEHEHUID JIeKapCmeeHHo20 npenapama
rnodmeepxx0eHa 8 meyeHue x Y4acoes (OHel)

npuy °C.>.

<C MUKpobuoio2u4eCcKoU MOYKU 3PEHUST 10C/Ie 8CKPLIMUS fIeKapcmeeHHbIl rnpernapam Ooryckaemcs xpaHumsb
He 6onee 4Yem z OHel npu memnepamype t °C. UWHble ycrosusi u rnpodormKumeslbHoOCmb XPaHeHUs1 S6rsiomcs
0meemCcmeeHHOCMbIO 3as8UMerIs.>.

3asaButenb 0693aH 060cHOBaTL 3HAYeHNs z U t B MHAMBUAYansHOM Nopsiake; z He JOIMKHO B LieNIOM NpeBbiaTh
28 oHen.

MPUNOXEHWE Ne 8

k TpebGoBaHUSIM K UHCTPYKLIMK

Nno MeANLMHCKOMY NMPYMEHEHMIO NTEKaPCTBEHHOMO NpenapaTa u obLen
XapaKkTepucTtuke nekapCTtBeHHOro npenapara gnda MmeaununHCKoro npuMeHeHuns

NMPABUIA
COCTaBleHUA eAnHbIX 06LNX XapaKTePUCTUK NIeKapCTBEHHOro
npenapatTa U IMCTKOB-BKNaAbIlWen Ha pa3Hbie AO3UPOBKU

1. Kputepum o6 eanHEHU HECKOJNbKUX AO3UPOBOK
B eguHyro OXIIM

B uensax ynpoweHusa paboTbl U 3KCNepTu3bl MHOpMaLIMK O NeKapCTBEHHbIX NpenapaTtax pekomeHayeTcst Ans
BCeX s13bIKOB cocTaBnsATb eanHble OXJIM B OTHOLIEHUN pa3HbIX O3MPOBOK OHOW U TOW Xe NeKkapCTBEHHON hOpMbl.
OXIM gornmkHbl 6bITb NONMHOCTLIO NAEHTUYHBI

(3a ucknoyeHnem cneumduryHbIX AN O3VPOBOK CBEAEHWUI), Hanpumep, €Cnu nokasaHusa K NpUMEHEeHWo Ans
pa3HbIX 4O3MPOBOK He coBnaaatoT, To OXJIIN kombnHMpoBaTh He AonycKkaeTcs.

B OTHOWEHMM 0ObeaUHEHHbIX TEPMUHOB CreayeT UCMONb30BaTh TOMbKO MEPBUYHYIO NIEKAPCTBEHHYK hopMmy,
HanpvMmep, BO3MOXHO KOMOMHMpPOBaHWE «PacTBOP AN MHBEKUMA BO (PNakoHe» W «pacTBOp ANS WUHbEKUWUA B
npenBapuTenbHO 3aMoNTHEHHOM LUNPULEY C YKa3aHWEM TOMNbKO «PacTBOP AN UHBEKLNAY.

MHdopmaums o pasnuyHbIX NekapcTBeHHbIX dhopmax Bceraa AomkHa 6biTb B pasHbix OXJIM.

Mo obwemy npaBwuny, Npyv MNEPBUYHOW pErMCTPaLMM NeKapCTBEHHOrO npenaparta cregyeT WUCnonb3oBaTb
eaunHble OXIM.

2. Peanunsauus

Hactosiwume MpaBuna oTpaxeHbl B pekoMeHaauusix no 3anonHeHuto wabnoHa OXJIM (npunoxenne Ne 11 k
HacTosawmum TpeboBaHusMm).




2.1. MNepBryHas perncrpaumns: 3asaBuTensam pekomeHayeTcs ucnonb3osatb eanHblie OXJIIM.

2.2. 3apernctpupoBaHHble fleKapCTBEHHble npenapaTtbl: AepXaTensM PerncTpaumoHHbIX YAOCTOBEPEHWN
pekomeHayeTcs coctaBuTb eamHyto OXJIIIM B pamkax criepyoLmx npoueayp:

noaTBepxXaeHve pernctpauuy (nepeperncTpaums);

paclumpeHmne psiaa NekapcTBEHHbIX (OPM U JO3UPOBOK;

BHeceHue nameHeHun Tunos IB u I, 3aTtparmearoLmx AONONHEHWS K MHAOpMaLMM O nekapcTBEHHOM npenaparTe.

3. CoctaBneHue eguHbix OXIN
(cm. NnpeacTaBneHHbIN HUXKe NpUMep)

B pasgenax, B KOTOpbIX MPUWBOAATCA CrneunduyHble AfS PasnnyHbiX [O3VPOBOK CBEAeHWs, Heobxoammo
MCMosnb3oBaTb NOA3ArofoBKy.

MopsaronoBok HeobxoAMMO  BbIAENUTbL  NOAYEPKMBAHMEM, OH [OIDKEH codepXaTb HauMeHOoBaHue
nekapcTBEHHOro npenaparta, A03VPOBKY(M), K KOTOPLIM OH NMPUMEHUM, 1 NekapcTBEHHY opMy (Hanpumep, «X 5 mr
Tabnetkn, X 10 mr Tabnetku» n T. n.). [Nocne ykasaHna cneumdnyHON ANS A03NPOBKU MHopMaLmMn Heobxoammo
npeaycMoTpeTb onpeferneHHbIn NPOMEXyToK, 4YTobbl 4eTko 0603HauMTb KOHel cneumguyHon uHpopmauun u
BO306HOBIEHNE YKa3aHWsA 0OLNX CBEAEHUN.

B pasgene 1 («HanmeHoBaHWe nekapCcTBEHHOro NpenapaTtay) ykasbiBaTb NOA3aronoBku He TpebyeTcs.

Mpumep:

1. HAMMEHOBAHUE NEKAPCTBEHHOI'O NMPEMAPATA
[ToproBoe HaumeHoBaHue] 5 Mr TabneTku
[Toproeoe HaumeHoBaHue] 10 Mr TabneTkm

2. KAMECTBEHHbIN U KONWYECTBEHHbLIA COCTAB
[ToproBoe HaumeHoBaHWe] 5 Mr TabneTku
Kaxxgasa TabneTka cogepxut 5 mr Z.

[ToproBoe HanmeHoBaHue] 10 mr TabneTtku
Kaxxgasa TabneTka cogepxut 10 mr Z.

[MonHbIM NepeyeHb BCnoMoraTenbHbIX BELWECTB NpUBeAeH B pasgene 6.1.

3. NIEKAPCTBEHHAA ®OPMA
TabneTku

[ToproBoe HaumeHoBaHWe] 5 Mr TabneTku
TabneTku oT 6enoro Ao cnerka XenToro LBeTa C rpaBUPOBKON «5» Ha OAHOM CTOPOHE U «Y» Ha 0OpaTHOM.

[Toproeoe HanmeHoBanwue] 10 Mr TabneTku
TabneTku oT 6enoro Ao crnerka XenToro uBeTa ¢ rpaBupoBkoi «10» Ha 0aHON cTopoHe U «Y» Ha oGpaTHOM.

B nocnenyowux pasgenax komouHmposaHHbix OXJM MoryT cogepkaTbCsl pasnmyalolmecs CBeaeHus:

4. KNMHUWYECKUE OAHHbIE

(4.2. Pexxnm po3npoBaHUsA 1 cNocod NpUMeHeHust)
6. PAPMALEEBTUYECKUE CBOUCTBA

(6.1. MepeyeHb BCoMoraTesnbHbIX BELECTB)

(6.3. Cpok rogHOCTH)

(6.5. XapakTep u coaepxaHue nepBUYHOM YNaKOBKK <a TaKke cneunanbHoro o6opyaoBaHus,
npeAHa3Ha4YeHHOro AN NPUMEHEHUNA, BBeAEeHUS UMW UMNNaHTaummn>)

(6.6. Ocobble Mepbl NPEAOCTOPOXKHOCTU NMPU YHUUTOXEHUU U Apyron padoTe)

8. HOMEPA PEM'MCTPALMOHHbIX YOOCTOBEPEHUN

9. IATA NEPBUYHOW PErTUCTPALIUK (NEPEPET'MCTPALINN)

4. EQVHbIN NUCTOK-BKNaablLl

MpaBuna coctaBnexus eanHoro J1B ABnATCA OTAENBHBIMU M HAMPSAMYIO HE 3aBUCAT OT COCTaBEHUS eOUHOMN
OXIIMN. B cBsA3u ¢ atym ucnonb3osaHne egnHbix OXJIM Bo3amMoxHO (ecnv cobnogeHbl COOTBETCTBYOLLME KpUTEPUW),
Oaxe ecnu coctaeneHue eguHoro J1B He gonyctumo.

3asiBuTenb BNpaBe noAatb 3asBKy Ha pernctpaumio ¢ eauHbim J1B Ans HecKonbkux JO3MPOBOK OLHOW U TOW Xe
nekapcTeeHHon hopmbl. EanHEIN JIB gonyctum npu cobniogeHnn cneayroLwmx 3 ycrnoBuii:




a) pexvMm aosupoBaHus, ykasaHHbin B OXJIM (N1B), npegycmaTpvBaeT No MeHbLUeN Mepe ABa pexuma
(Hanpumep, dasa nogdopa A03bl, KOPPEKLMSA A03bl B 3aBUCMMOCTU OT KIIMHUYECKOro OTBETa UK y 0COBbIX rpynn);

6) J1B NONHOCTbIO NAEHTUYHBI, 38 UCKINIOYEHWEM HeBObLLIOIO Ynucna cneunduyHbIX Ans A03VPOBOK CBEAEHWIA;

B) MpeAnaraemMbli KOMBMHMPOBaHHLIV JIB He gonyckaeT nyTaHUubl Mexay NpueMoM pasHbiX JO3UPOBOK U He
NPUBOAMNT K PUCKY HEMPAaBUIbHOIO NMPUMEHEHNS NekapCTBEHHOro npenapaTa nauMeHToM unm notpebutenem.

B uensx coctaBneHus koMbuHMpoBaHHOro JIB 3asBuTens OOMKEH BKMYWUTL B 3asiBlIEHUWE Ha permcrpauuio,
noaTBepXaeHne  peructpaumn  (nepepermcTpaumilo), BHECEHUWE W3MEHEHUW B PerucTpaumMoHHoe  [AoCbe
cooTBeTCTBYyloLee obocHoBaHue. 3anpoc bygeT paccMoTpeH B xode npouedypbl 9KCNepTusbl, pelleHve Oyaer
NPUHMMAaTBCSA B UHAMBMAYANbHOM Nopsake.

NPUNOXEHUE Ne 9

K TpeboBaHUAM K MHCTPYKLMK

no MeanLMHCKOMY NPUMEHEHWIO NeKkapCTBEHHOro npenapaTa u obLien
XapakTepucTtuke nekapCTteBeHHOro npenapara gnda MmeauunHCKoro npuMeHeHumns

PEKOMEHOALIUA
no ykasaHuio [O3UPOBKU (KONNYECTBEHHOro coepKaHusa
AeNCTBYIOLWUX BellecTB) B HAMMEeHOBaHMM NeKapcTBEHHbIX NpenapaToB

1. O6wue pekomeHpauumn

JlekapcTBeHHbIN MpenapaT MapkupyeTcs B Buae «(TOProBoe) HaMMeHOBaHue + [03MpOBKa + NekapCTBEHHas
dopmay. Takoe ykasaHMe paccMaTpvMBaeTCs B KayecTBE MOMHOIMO HaMMEHOBaHWSA npenaparta, B CBSA3M C YEM
MOHATME «HAMMEHOBaHWEe» B HacTosilmMx PekomeHpoaumax cnegyeT MOHMMATb Kak MOMHOE HauMeHOoBaHWe
neKkapCTBEHHOrO MpenapaTa, COAep)Kallero ykasaHHble 3 anemeHTa. [eicTByilollee BeLEcTBO HeobxoaMmo
yKasblBaTb HENOCPEACTBEHHO Mo MOSIHBIM HaUMEHOBaHMEM flekapCTBEHHOMO nNpenapara.

B cootBetctBUM C nyHkTOM 1 pasgena |l TpeboBanuin K WMHCTPYKUMM MO MEOULMHCKOMY NPUMEHEHUIO
nekapcTBEHHOro npenaparTa v obLeln xapakTepucTmke NekapcTBEHHOro npenapaTa AN MeAULMHCKOro NpuMeHeHns
noa [O3MPOBKOM B HaMMEHOBAHMM NEeKapCTBEHHOrO Mpenapata MNOHMMAaeTCA KOMMYecTBO  (codepXkaHue)
OEVCTBYIOLLEro BellecTBa B €AMHULE IeKapCTBEHHOM OpMbl, a Takke B eauvHuue Maccbl unu obbema
NeKkapCcTBEHHOrO npenapaTta, 3Hauumoe [Afis MpaBUMbHON WAEHTUdMKALMM U NPUMEHEHUS eKapCTBEHHOro
npenaparta. [Jo3upoBka B HavMEHOBaHUW fEKApCTBEHHOrO npenapaTta AOJPKHA COOTHOCUTLCS C MHpopmaLuuen,
yKka3aHHOW B pasgene 2 u 4.2 obLel xapakTepuUcTrKe NEKapCTBEHHOIO npenapara Ans MeAULMHCKOrO NpUMEHEHUS
(nanee - OXNM).

CopepxaHune OencTBylOLLEro BellecTBa B €4MHMLE Macchl unu obbema nekapCTBEHHOro npenapaTa Takke
Ha3bIBaeTCH KOHLEHTpauMen 1 NpuBoanTCS NPerMyLLECTBEHHO ANA HE403MPOBAHHBIX NIEKapCTBEHHbIX MPenapaTos.

[Ins HeKkoTOpbIX BUAOB NEKapCTBEHHbLIX (DOPM A03UPOBKA BbIpaXKaeTCA KONMYECTBOM AENCTBYIOLWErO BELEeCTBa,
BbICBOD0OXAaeMOro 13 nekapCcTBeHHON (hopmbl B €4NHULY BPEMEHN.

Llenb ykasaHws [O3VMPOBKM B HauMEHOBaHWM FEKapCTBEHHOro npenaparta 3aknioyaeTcs B npencTaBneHun
Havbonee 3Ha4MMON WHOPMaLMM O KONMMYECTBE JIEKAPCTBEHHOrO Mpenapata npu MPUMEHEHUN, NeErkomn
naeHTUUKaLUMM 1 pasnuyeHns ot Apyrux oopM BbIMyCKa, a Takke Ha3HA4YeHUS BPaA4yoOM C y4ETOM OPYrMX acneKkToB
npouecca Ha3Ha4yeH1s U MPUMEHEHMNS NIeKaPCTBEHHbIX NpenapaToB. Yka3zaHne J03MPOBKM LOMKHO OCHOBLIBATbCS Ha
KpuTepusix ynobctea aonsa notpebutens (HasHadalwLwero nuua), a He Ha KpUTepusiX KavecTBa (aHanMTUyYeckux
KpUTEpUsX).

CreneHb getanusauum mexay pasgenamu 1 n 2 OXJII moxeT pa3nnyaTtbCsi, NO3TOMY NPU yKa3aHun A03NPOBKA
B pasgene 1 OXJIMN 3avactyio He TpebyeTcs BkNoYaTh M3OBLITOUHbIE CBEAEHMS, KOTOPble COAEPXaTCA B APYrux
pasgenax OXJIM n MapkmpoBke nekapcTBEHHOro npenaparta. Ecnv gosupoBka B HauMeHOBaHWUM NeKapCTBEHHOTO
npenaparta oTpaxaeT TOnbko obLllee KONMMYecTBO OEWCTBYIOLLEro BeLlecTBa B MEPBUYHOM YNakoBKe, B OpPYrux
pasgenax OXIIM v MapKMpoBKe NEeKapCTBEHHOro npenapata HeobXoAMMO MNPUMBECTU 4YeTkoe YykasaHue obuiero
obbema 1 KOHUEHTpauum Ha eguHuuy obbema. AHanorM4yHo, ecnv [03vMpoBKa B HAUMEHOBAHWM NEKAPCTBEHHOIO
npenaparta ykasblBaeTCq B BMOE KOHLEHTpauuu Ha eguHuuy obbema, B apyrux pasgenax OXJIM n mapkupoBke
NEeKapCTBEHHOro npenapata HeobxoAMMO 4YeTKO ykasaTb obLlee KONMMYeCTBO AEMCTBYHOLLEro BellecTBa M 00LWwmi
o6beM nekapCTBEHHOro npenapaTa. TOYHOE yKa3aHue 3TUX KIYeBbIX SNIEMEHTOB B NpeAraraemMo MapkupoBKe U
Ha ynakoBOYHOM MaTepuane 3asBuTeneM SABNAETCHA KMYeBbIM acrneKTOM Mpu 3KCnepTnse MaketToB M 0bpasuos,
HanpaBlNEHHbIM Ha CHWKEHWE pucka OLWMUOKM [O03upoBaHus. [u3aniH, MCcnonb3yembii  hapmMaueBTU4ECKOM
KOMnaHuewn, JorkeH obecneumBaTb 3aMETHOCTb M OAHO3HAYHOCTb KIOYEBOW WHGOPMauuu AN NpaBUIibHOTO
NpUMEHEHNs1 NEKapCTBEHHOIO NpenaparTa.

[o3upoBky (KOHLEHTpauuio) ykasbiBatoT, Kak NpaBuno, Ans O4HO-, ABYX- U TPEXKOMMOHEHTHbIX NEKAPCTBEHHbIX
npenapatoB. B oTaenbHbIX cny4Yasix [OMyCcKaeTcs YykaszaHWe [OO03UPOBKM (KOHUEHTpauun) Anst 4veTblpex- W
NATUKOMMOHEHTHBIX NEeKapCTBEHHbIX NpenapaTos.

[osupoBka (KOHLEeHTpauusi) nekapCTBEHHbIX NpenapaToB yKa3biBAaeTCA Ha MEPBUYHON 1 BTOPUYHOM YNaKkoBKax v
BXOAUT B COCTaB MHOpMauum O rneKapCTBEHHOM rnpenaparte, NPeACcTaBnseMol nauvMeHTam u cneuuanucrtam
30paBOOXPaHEHMs B MHCTPYKUMAX NO MEOULIMHCKOMY MPUMEHEHMWIO NTEeKapCTBEHHbIX NpenapaToB, B ouumanbHbIX U
CNpaBOYHbIX NU30AHUSAX, SNEKTPOHHBLIX MHCPOPMALIMOHHO-MONCKOBbLIX CUCTEMAX.

Hactosiume PekomeHgauuym HanpaeneHbl He TOMbKO Ha [AOCTWXKEHME TapMOHM3aUMU MeXZy CXOXUMU
neKapcTBEHHbIMW MpenapaTtamMy W NEeKapCTBEHHbIMU (OpMaMuM, HO U Ha COBEPLUEHCTBOBAHME MapKUPOBKU



neKkapcTBeHHbIX MpenapatoB Ans obecrneyeHnss NpaBWMbHOrO W Ges3onacHoro NPUMEHEHUst NeKapCTBEHHbIX
npenapaTtoB 1 MUHUMM3ALMW OLLMBOK AO3NPOBAHUS.

PekomeHaaumy pacnpoCcTpaHaoTCS UCKIMIOYUTENBbHO HA yKasdaHue J03VMPOBKN B HAMMEHOBAHWUW NEeKapCTBEHHbIX
npenapaToB U He 3aTparneBaloT aBTOMaTUYECKN ApYrMe perynaTopHele npoueaypsl (Hanpumep, npasuna NPUCBOEHNS
HOMEpOB PEerucTpaunoHHbIX YAOCTOBEPEHWUW, pacyeTa BenuYMHbI MNOLWMWH, BblIbOpa MexXxay W3MEeHeHVeMm,
TpebyoLwyM 1 He TpebyoLw M HOBON perncTpaummn, n ap.).

2. PexomeHgaumm no YKa3aHuio AO03UPOBKU B HAUMEeHOBaHUM JieKapCTBEHHbLIX NpenapaTos.

HaunGonee nogobatollee ykasaHue «4O3MPOBKU» B HaMMEHOBaHMU NleKapCTBEHHOIO NpenapaTta onpeaenseTcs
B MHAMBUOYaNbHOM MOpAKe.

B gononHeHue Kk gakTopam, ykasaHHbIX B pasaene 1 HacToswmx TpeboBaHuit, BbiAENsAT (aKkTopbl, KOTopble
HeoGXo4MMO YyuMTbiBaTb AN NpPaBUNbHOIO onpedeneHus Havbonee nogobalowWero ykasaHus «O403UPOBKUY,
Hanpumep, A03VPOBKN B MapkMPOBKe JleKapCTBEHHbIX MpenapaTtos, UccreayemblxX B KNMMHUYECKUX uccreaoBaHusx (B
ngeane, TOT e MOOXOA4 K BbIPaXEHWIO O0O3VMPOBKM crieqyeT WCMONb3oBaTh MPU MapKMpPOBKE UCCreayemMbix
NeKapcTBEHHbIX NpenapaTtos), UK MPU HanNUYMM O03MPYIOLLEro u3aenus. Ecnn B ynakoBKy BrOXeHO Moaxoasiiee
Jo3Mpylolliee U3genve, U ¢ NoMoLLblo Hero GyayT BBeAeHbl OfHa UMM HECKONbKO (PUKCUPOBaHHBIX [03, creadyet
NPUHATL BO BHUMaHWE ero BNusHWE Ha yKa3aHue [03MPOBKU.

2.1. ins ykasaHusa [O31POBKK (KOHLEHTPaLMKN) NPUMEHSIIOT crieaytoLne CoKpalLeHUs eauHUL M3MepeHus:

r - rpamMm

mr - MUIAIrPamMm
MK - MUKpOrpamm
Mn - MUNAUAUTP

[ns ykasaHus JO3UPOBKM Takke NPUMEHSIIOT akTUBHOCTU, YKasaHHble B noanyHkTe 1.1. pasgena lll TpebosaHwui
K WHCTPYKUMM MO MEOULMHCKOMY MPUMEHEHUIO FEeKapCTBEHHOrO npenapata W obLWen XxapaKTepucTuke
NeKkapcTBEHHOro npenapara Ans MeguUMHCKOro NpuMeHeHus.

Mpu ykasaHun [O3MPOBKM HaMMeEHOBaHWE eOuHULbI flekapcTBEHHOW dopmbl He npusoauTcda. Hanpumep, 200
mr, a He 200 mr/TabneTka, 20 ME, a He 20 ME/cdnakoH.

2.2. KonuyecTBeHHoe ykasaHue J03UPOBKU (KOHLeHTpauun).

2.21. TMNpn ykasaHWM [O3NPOBKU (KOHLEHTPALUMKU) €€ YUCMEeHHOEe 3HaveHWe [OMMKHO ObiTb BbIPaXEHO B
pauMoHanbHOM BMAE, YTO [JOCTUraetcss nyTeM BblOOpa COOTBETCTBYHOLUUX eOWHUL,  U3MEPEHUS  Unu
COOTBETCTBYIOLLMX NPUCTABOK AN1S 00pa3oBaHns AeCATUYHbIX KPATHbIX U AOMbHbIX €OUHUL, N3MEPEHUS.

2.2.2. Tpu vyKkasaHMM [O3MPOBKM (KOHLEHTpauuu) BbIOUpalOT eauHWLbLI  U3MEpeHusi, Mno3BonsoLme
ncnonb3oBaTb Uefnble, a He ApPoOHble uucna, unu uenble vnucna ¢ ApobHbiM paspsgom 1-ro u 2-ro nopsigka.
Hanpumep, 50 mkr, a He 0,05 mr, 200 mr, a He 0,21, 1,5 mr, a He 0,0015 T.

2.2.3. lMpun ykasaHum [O3NPOBKM (KOHLIEHTpauuu) BbIOUPAKOT eauHuubl 3MepeHus, nossonswowmne mnsbexarb
yucna, cogepxawue 6onee Tpex paspsigos (1000 n 6onee). Hanpumep, 1,5, a He 1500 mr, 5 mr, a He 5000 mkr.

B cnyyasix ecnv go3vpoBKa BbipaXkeHa He B €4MHMLIAaX Macchl,

B yacTtHocTn B ME vnn gpyrux egumHuuax, Ha ynakoBke AOMYCKATCS COKPALLEHUs] «MITH.», « MIPA.», HanpuMmep
5 mnH. ME, ogHako B OXJI u J1IB oHM He A0MmKHbI MPUMEHSATLCS.

2.2.4. B cnyyae ecnv npov3BoauTENb BbINYCKAeT NEKAPCTBEHHLIN NpenapaTt O4HOro HaMMEeHOBaHUsi B OOHON
nekapcTBEHHON hopMe C pasHbIM KONMYECTBOM AEMCTBYIOLLErO BELLECTBA, JO3UPOBKU YKa3biBalOTCA B OANHAKOBBIX
eanHnLax ons BCen NMHENKN nekapcTtBeHHoro npenaparta. Hanpumep, 0,75r,1rn1,5r,ane 750 mr, 1 rn 1,5, 250
mr, 500 mr n 1000 mr, a He 250 mr, 500 mru 1.

2.2.5. B cnyyae ncnonb3oBaHMsa B KayecTBe OEeNCTBYHOLNX BELLECTB 3hUPOB, CONEN, CONMbBATOB yKa3biBaeTCs
codepxaHve [OeWCTBYHOLLEro BeLlecTBa B MepecyeTe Ha akTUBHYK 4YacTb MOMEKynbl (KUCIOTY, OCHOBaHwue,
0e3BogHOE MM Cyxoe BeLecTBO). Hanpumep, npu MCMONb30BaHWM B KavyecTBe [EWCTBYHLLErO BellecTBa
KeToTU(heHa hymapaTa ykasbiBaeTCsl COAepKaHne OEACTBYIOLLErO BELLECTBA B NepecyeTe Ha KETOTUMDEH.

B cnyyae ecnu ucnonb3yemble comnu, 3dupbl OTNUYaTCs (PapMaKonorM4eckum OevWcTBMEM [onyckaeTcs
ykasblBaTb [JO3UPOBKY B MepecyeTe Ha BCH MOMEeKyry AeWCTBYHLEro BellecTBa (Hanpumep, 6eH3nnneHmuunnmHa
HaTpueBas conb).

2.2.6. Ona OBYXKOMMOHEHTHbIX NEKapCTBEHHbIX MpenapaToB COAEPXaHWEe KakOoro M3 ABYX AENCTBYHOLLUX
BELLECTB YKa3bIBAETCS, UCMONb3yS 3HAK M OOMHAKOBbLIE EANHULbI UIBMEPEHUST, Hanpumep, «25 Mr/50 mr».

[Ona MHOrOKOMMOHEHTHbIX JIEKAPCTBEHHbIX MPENapaToB COAEpKaHUe KaxOoro u3 OeWCTBYHOLLUMX BeLLecTB
yKasblBaeTca  nocriegoBaTeNnibHO B Mopsigke  COOTBETCTBYKOLWEM  FPYNMMPOBOYHOMY  (OOLEnpUHSTOMY)
HaVMEeHOBaHUIO, UCMOMNb3yYS 3HAK «+» uUnu «/». Hanpumep:

«AmnogunuH + BancaptaH + ['mgpoxnopotnasmag» - «5 mr + 160 mr + 12,5 mr», rge 5 mr - cogepxaHve
amnogununa, 160 Mr - cogepxxaHue BancapTaHa, 12,5 Mr - cogepxaHue ruapoxnopotmasnaa;

«AmnogunuH / BancaptaH / 'mgpoxnopotnasung» - «5 mr / 160 mr / 12,5 mry», rge 5 mr - cogepxaHue
amnogmnuHa, 160 mr - cogepxaHne BancapTtaHa, 12,5 Mr - cogepxxaHue rmapoxnopoTnasunaa.

Mpn 3TOM MCNOMb3YITCA OOVHAKOBLIE €AMHULUBI M3MepeHus Ansi 0003HAYeHUs COAEpPXKaHWUst Kakgoro u3
OEVNCTBYHOLLMX BELLECTB (B Criyyae MCMOSb30BaHNS MAacCOBbIX €OUHNLL BbIPAXEHWUST).

2.3. YkasaHue KOHLEeHTpaLmmn 4ns nekapCTBEHHbIX NpenapaTos.

2.3.1. insa ykasaHus KOHLEHTpauu NPUMEHSIOT KOMOUHALMIO OTHOLLIEHWUIA €OUHWL, U3MEPEHMS, NMPUBEAEHHbIX B
noanyHkTe 2.1 HacToswmx PekomeHgaumi:

r/mn rpaMmm Ha MUNIMNUTP



mr/mn Munnurpamm Ha MUNInNnNTP

MKI/M MUKpOrpamMmm Ha MUNAUANTP

mr/r MUIIMrPaMm Ha rpamm

MKr/T MUKpOrpamm Ha rpamm

MKI/MF MUKpOrpamm Ha MUAnrpamMm

ME/mn MexayHapoaHas eanHvua 61uonormyeckon akTMBHOCTU Ha MUNAUANUTP
ME/r MexayHapoaHas eauHmua GuonormMyeckon akTMBHOCTU Ha rpamm

ME/mr MexayHapoaHas eanHvLa 61Monormyeckon akTMBHOCTU Ha MUMMUIpamm.

2.3.2. YkasaHue 003MpOBKU B NPOLIEHTax He JonycKaeTcs,

3a MCKIIOYEHUEM 3aperMcTpyMpoBaHHbIX JIEKAPCTBEHHBIX MNpenapaToB (MMM HOBbIX [JO3UPOBOK  TaKMX
npenapartoB), AO3UPOBKU KOTOPbIX TPAAMLMOHHO BblpaXanmcb TakuMm crnocobom (B YaCTHOCTU WMHAY3VMOHHbIE U
WHBEKLUMOHHBIE PACTBOPbI: N30TOHUYECKUIN PacTBOpP HATpWs Xrnopuaa, pacTBOPbI MMOKO3bl U anbbymuHa). MNpu aTom
AonyckaeTcs UCnonb3oBaHWe npoueHTa «%» B 3HaYeHUsX:

MaccCOBbIi MPOLEHT, BblpaXarLnin  KONMYeCcTBO rpaMmoB Aewcteylowero Bewectsa B 100 rpammax
nekapcTBEHHOro npenapara;

Macco-06beMHbIV NPOLEHT, BbipaXkatoLLMI KONMYEeCTBO rpamMmmoB AevcTBytoLlero Bewectsa B 100 munnunurpax
nieKkapCTBEHHOrO npenapara;

OOBbEMHBIN  MPOLEHT, KOMWYECTBO MWNMMIUTPOB  AeicTBylowlero Bewectsa B 100  munnunuTpax
neKkapCTBEHHOrO npenapara.

2.3.3. Mpu ykasaHnM KOHLEHTPaLUnN OENCTBYIOLLErO BELLECTBA B eAMHNLIE MacChbl Unn obbema NekapCcTBEHHOro
npenaparta undpy «1» He ykasbisatoT. Hanpumep, 200 ME/mn, a He 200 ME/1 mn.

2.3.4. NonyckaeTcs yka3biBaTb COAepXaHne AeNCTBYIOLLEro BewecTBa B MIHOM KONMYeCcTBe Macchbl unn obbema
NeKapCTBEHHOro npenapara, NpMBoAdA Npu 3TOM AaHHOE KONUMYeCcTBO npenapaTta, Hanpumep, 200 ME/0,5 mn.

2.3.5. Ina MHOrOKOMMOHEHTHbIX FIEKAPCTBEHHbIX NpenapaToB KOHLEHTPaLMIO yKa3biBalOT C Y4€TOM MOAMNYHKTA
2.2.6 HacTosawmx PekomeHgaumii, Hanpumep, (25 mr/50 mr)/5 mn unm (25 mr + 50 mr)/5 mn.

YKasaHue [03UpPOBKU (KOHLUEHTpauun) AN pasnuuyHbIX fekapcTBEHHbIX hopM npuBedeHo B Tabnuvue, roe
ucnonb3yrTes credyruue ycrio8Hble 0b603HayYeHusl: X Ma/Mi = KOHUeHmpauus; z me = obujee codepxkaHue
delicmeyroujeeo sewecmsa; y mn = obwjuli obbem; z me/y mn = obujee codepxaHue delicmeyrouje2o sewecmea 8
obwem obbeme.

INekapcTBeHHasa hopma Tvun nepBuYHOMN MpepnoytuTensHoe Cnoco6 BbipaxeHus
ynakoBku1 o60o3HaveHue [O03UPOBKHN
[O03UMPOBKU2 (KoHUeHTpauun)3
JlekapcTBeHHbIe Npenapartbl Afsi NpuemMa BHYTpb
TeBepable 0AHOAO3HbIE OAHOLO03HbIN KONMMYEeCTBO Ha eanHuLY zZwMr
nekapcTBeHHbIe hOpMbl 0031MpoBaHuA
(Hanpumep, TabneTtkun,
Kancynbl)
TBepAable NnekapcTBeHHbIe MHOFOZ03HbIN KONMMYECTBO Ha eanHULy X Mr/r
opMbI (Hanpvumep, rpaHynbl) Macchl
Msirkne nekapcTBeHHbIE 0AHOO03HbIN obLee KONMYeCcTBo B zZMr
dopmMbI (Hanpumep, nacTa, NepBUYHON YMaKOBKe
renb Ans npuema BHyTpb) MHOIO403HbIN KONMMYECTBO Ha eanHULy X Mr/r
Macchl
YKvokne nekapCTBeHHbIe 0AHOO03HbIN obLee KONMYeCcTBo B zZMr
hopMbI (Hanpumep, amnynbl, NnepBMYHON YMaKOBKe
caie) MHOFOZ03HbIN KONMMYECTBO Ha eanHULy X Mr/mMn
obbema
MopoLuku (rpaHynbl) ans OAHOLO03HbIN obLuee KonnM4ecTeo B zZwMmr
NPUrOTOBMEHUSA XUAKNX NepPBUYHON YNaKOBKe
NeKapcTBEHHbIX hopM MHOrOZ103HbIN KONMMYECTBO Ha eanHuLY X Mr/mn
obbema nocne
pacTBOpPEHMS]
JlekapcTBeHHble NpenapaTtbl ANA NapeHTepanbHOro BBeAeHUA
XKugkne nekapcTBeHHbIe OAHOAO03HBIN (MpK obLLee KONM4YecTBo B zMrd
dopmsbl eANHOBPEMEHHOM nepBUYHON yNakoBKe
BBEAEHUW4)
OAHOAO03HbIN (Npu KONMYeCcTBO Ha eanHuLYy X Mr/mn5
YacTUYHOM BBeAeHUn4) obbema
MHOTOZ103HbIN KONMMYECTBO Ha eanHuLY X Mr/mn
obbema
MopoLukK Ans NpUroToBneHUs OAHOLO03HbIN obLiee KonnM4yecTso B zZwMmr
XUOKMX NeKapCTBEHHbIX NnepBUYHON YNAKOBKE
dopm6 MHOrOZ03HbIl KONMMYECTBO Ha eanHULy X Mr/mn
obbema nocne
pacTBOPEHMS
KoHueHTpaThI OAHOAO03HbIN (Mpu oblLee KonM4ecTBo B zZ Mr5




eaANHOBPEMEHHOM nepsquoﬁ ynakoBke

BBEAEHNN4)
OAHOLO03HbIN (rpu KONMMYECTBO Ha eanHuLY X Mr/mn5
YacTmyHom BBeaeHund) | obvema nepeg
passefeHnem
KoHueHTpaThI MHOrOZ03HbIN KONIMYECTBO Ha eanHULYy X Mr/mn
obbema nepepq
pasBefeHnemM
ViMnnaHTaThl
MmnnanTatbl obLee KonM4ecTeo B ZMr
MMnnaHrare

JlekapcTBeHHbIE NpenapaTtbl ANA HapyxHoro, TpaHcaepmMarnibHOro, peKkrtaqibHoro, BarmHaribHoro BBejeHus,
HaHeCeHud Ha CITM3NCTYro 060]10‘1Ky noJq1IoCTU pTa, AgeCeH

Teepable nekapcTBeHHbIE OAHOAO03HbIV KONMMYeCTBO Ha eanHULYy zwmr
opMbI (Hanpumep, A031poBaHuA
cynnosutopui, Tabnetka,
Kancyna)
Teepable nekapCcTBeHHble MHOFOA03HbIV KONNYeCTBO Ha eanHNULY X mr/r
dopmbl (HanprMep, MOPOLLIOK) mMacchbl
TpaHcaepmanbsHble npenapatbl | OAHOAO3HbIV HOMMWHarnbHOEe KONNYeCcTBO, | X Mr/y 4
ANsi CUCTEMHOTO NPUMEHEHWSA BblcBOOOXAaemoe Ha
(Hanpumep, TpaHcaepmarnbHbIN e[IMHULYY BpEMEHH
nnacTblpb)
TpaHcaepMarnbHble npenapatbl | 04HOAO3HbIN obLee KONM4eCTBO B zwmr
ANS MECTHOro NPUMEHEHUS nnacTelpe
(Hanpumep, TpaHcaepmarnbHbI
nnacTbipb)
Msrkue nekapcTBeHHbIE OAHOAO03HbIV KONMMYecTBO Ha eanHULY X Mmr/r
dopmbl (Hanpumep, Kpem, MHOrOA03HbIV macchbl
refnb, Masb)
Xnpgkve nekapcTBeHHble 0AHOOO03HbIN obLee KONM4eCTBO B zwmr
dhopmbl nepBUYHON YMaKoBKe

MHOIOZ03HbIN KOSNIMYECTBO Ha eanHULY X Mr/mn

obbema

JlekapcTBeHHbIe npenapaTtbl AN UHransiuum
MHransiumoHHble 0AHOO03HbIN KONN4eCcTBO B X Mr/gosa
nekapcTBeHHble hopMbl MHOro403HbIN AocTaBnsemMon gose

(Hanpumep, TBEpAbIE Kancynol,
a’po30nu, rasbl)

PacTtBop (cycneHsus, OLHOZI03HbIV obLLee KONM4YecTBo B zwmr
amynbeus) ans Hebynansepa NnepBUYHON YMAaKOBKE
PacTtBop (cycneHsus, MHOrOZ103HbIN KONMMYECTBO Ha eanHULY X Mr/mn
aMynbcus) ans Hebynansepa obbema

OdranbmMonorn4yeckue, yuHble U HasanbHble NEKapCTBEHHbIX NpenapaTtbl
YKupgkne nekapctBeHHble OLHOZI03HbIV KONMMYECTBO Ha eanHULy X Mr/mn
dopMbl MHOIO403HbIN obbema
Msirkne nekapcTBeHHbIE OAHOLO03HbIN KOSIMYECTBO Ha eanHuLY X Mr/r
dopmbl (Hanpumep, Masb) MHOrOZ03HbIV Macchl

1 OagHoposHas nepBuYHas ynakoBKE COAEPXWUT KOMMYECTBO Mpenapara, npedHasHadeHHoe Ans NofHoro unm
YacTUYHOro npumeHeHuss 3a 1 npvem. MHorogo3Hasi nepBMYHAs YNakoBKa COOEPXUT KONMUYECTBO Npenapara,
nNpurogHoe Ang ABYKpaTHOro 1 6onee 403MpoOBaHUS.

2 Konnyectso hapMaLeBTUHecKoi cy6CcTaHLmn Unu OencTBYIOLLIEro BELLEeCTBA COOTBETCTBEHHO.

3 Kpome ykasaHHbIX B Tabnuue cnocoboB BbipaXeHWst A03UPOBKM (KOHLEHTpaumm), MoryT GbiTb UCMOMb30BaHbI
Apyrve npuemnemble eauHULbI M3MEPEHWST ANs BbIpaXKEeHUS [O3MPOBKY (KOHLEHTpaumm).

4 EQMHOBpEeMeHHOoe BBedeHMe: MpYMEHEHME BCEro KonuMyecTBa OeMCTBYIOLLEro BELLEeCTBa, CoaepKallerocs B
NepBMYHON YynakoBKE €eOMHOBPEMEHHO B paMKax OAHOro BBedeHusi. YacTuyHoe BBedeHME: BBOAMMasl [o3a
paccuuTbiBaeTCs B UHAMBMAYANBHOM nopsiake (B Mr/Kr Macchl Tena,

B MI/M?), @ Hencnonb3oBaHHas YacTb NEKapCTBEHHOro npenapaTa yHUUToXaeTcs.

5 Ecnu B HavMeHOBaHUM NeKapCTBEHHOro npenaparta KOHLEHTpauus ykasblBaeTcs B BuOE «4O3MPOBKU», Ha
ynakoBke HeobxooumMo 4YeTKO ykasaTb obulee copepxaHve B obwem o6beme. Ecnv B HaumeHoOBaHWM
JNIeKapCTBEHHOroO npenapaTta obLlee KONMMYEeCTBO AENCTBYHOLLErO BELLEeCTBa B MEPBUYHOM YMaKOBKE YKa3biBaeTCsl B
BUOE «O03UPOBKM», Ha YyNMakoBKe HEOOXOAMMO Takke ykasaTb obwiumin obbem mnm obliee cogepxaHve B obiem
ob6beme n KoHueHTpauuto. Ecnu B HaMMeHoBaHUKM NeKapCTBEHHOrO npenapaTa ykasbiBaeTcs obliee KonmyecTso B
o6wwem obbemMe B BUAE «403MPOBKU», HA YNAKOBKE TakkKe crneayeT ykasaTb KOHLEHTpaLuuHo.

6 Mpu HanuuMu 4YacTHOW pekoMeHOauunM B OTHOLIEHWM obbema Ans pacTBOpeHusl O03MPOBKY B KayecTse
anbTepHaTMBbI JOMNycKaeTCsi ykasblBaTb B BMAe obLuero konnyectsa B obLiem o6bemMe nocne pacTBOpPEHUS «Z Mr/y
M.




2.4. Ocobble cnyyaun ykasaHus 4O3UPOBKU (KOHLEHTpaLun).

2.4.1. inA nekapCTBEHHbIX NpenapaToB ANS NpuemMa BHYTPb B MHOTO4030BOWN yMakoBke, (hopmMa NpUMeEHeHns
KOTOpPbIX OTNM4YaeTca OT UcxXoaHon dopmbl (TpebyeTcs npoBeaeHne npeobpas3oBaHWsA MyTEM PacTBOPEHMS,
pa3baBneHns), OO3MPOBKa YykasbiBaeTca AN opMbl MpUMeHeHus. Hanpumep, «MNOPOLWIOK AN NPUrOTOBMEHWS
CyCcneH3un Ana npueMa BHYTPb 4 Mr/Mn» - Mpu OTCYTCTBMM [[O3MPYIOLLEro YCTPOWCTBA, «MOPOLIOK Ans
NPUroTOBMEHUS CyCrNeH3un ans npuema BHyTpb 20 Mr/5 Mn» - Npy KOMNNeKTauMm 4O3UPYHOLWUM YCTPONCTBOM.

2.4.2. Ona paguodapMauleBTUYECKNX NEeKapCTBEHHbIX MpenapaToB ykasbiBaeTcd oblias pagnmoakTUBHOCTb,
BblpaXXeHHas pagmoakTMBHOCTLIO Hyknupa B bGekkepenax (FBk, MBk, kbk) B eauHuue A03bl (ANS AO3MPOBAHHbLIX
neKapCTBEHHbIX MpenaparToB) WM PaAVOaKTUBHYIO KOHLEHTPAaUMIO, BblpaXXeHHas pagvoakTMBHOCTBIO Hyknuaa B
6ekkepensx (FBk, MBk, KbK) B eAnHULIE MEPBUYHON YNAKOBKM (4151 HEAO03MPOBAHHbIX fIEKapCTBEHHbIX NPenapaTos).

2.4.3. Jo3npoBka (KOHLIeHTpauwus) He ykasbiBaeTca Ans cneyowmx nekapcTBeHHbIX Npenapartos:

B NekapCTBEHHOWN (hOPMe «ra3 MeANLIMHCKUIA», KMACMo», «XUAKOCTbY;

B BuAe pacoBaHHOrO NeKapCTBEHHOIO Cbipbs U NpegHa3HayYeHHbIX ANs NPUroTOBMEHWUS BOAHbLIX N3BNIEYEHUN;

CMOXHbIX COMNEBbIX PacTBOPOB AN MHAY3NOHHOIO BBEAEHUS;

roMmeonaTuyeckux npenapaTos;

NOMMBUTAMUHHBLIX NpenapaToB U NpenapaToB, cogepXaliux nofmMBUTaMUHbI B KOMOMHALUMKW C MUHEpParnbHbIMA
KOMMOHEHTaMM1 1 APYrux.

2.4.5. Ha ynakoBKke (3TUKETKE) XWAKNX NeKapCTBEHHbIX NpenapaTtoB AN UHBEKLUMIN, KpOMe A03UPOBKM, MOXET
ObITb YKa3aHa KOHLEeHTpaumsa AencTBytoLllero Bewectsa B 1 mn. [na cogepXnMoro ynakoBkun o6bemMom mMeHee 1 mn
AonyckaeTcs ykasblBaTb CoAepXaHue OencTBylollero BellecTBa B oblwem obbeme ynakosku, Hampumep, 12,5
mr/0,625 mn. B cnyvae ecnu HasHavyeHue NekapCcTBEHHOro npenaparta 3aBMCMT OT ero KOHLUEeHTpauuu B NpoueHTax,
AonyckaeTcs Hapsiay C Hel ykasaTb cogepxaHue AeNCTBYLWero BewwecTsa B o6Lwem o6beme ynakoBku, Hanpuvep,
1 % (100 mr/10 mn).

MNPUNOXEHWE Ne 10

k TpeboBaHNAM K MHCTPYKLMK

no MeAMLMHCKOMY NPUMEHEHWIO NeKapCTBEHHOrO Npenapara v obLuen
XapaKTepucTnKe iekapcTBeHHOro npenapaTa Anst MeAULMHCKOro NPpUMEHEHNS

LUABJIOH
obLen xapakTepucTUKN NieKapCTBEHHOro npenapara
B HacTosileM WwabnoHe, BBeAEHbI CneayoLme npaeunia Ucnonb3oBaHus ckobok:
{TekcT} - B none wMmexagy ckobkamu BHOCUTCS WHGOPMauUus wucxodss U3 coctaBa WU ocobeHHocTel
riekapCcTBEHHOro Npenapara;
<TeKCT> - B MNone Mmexay ckobkaMu TeKCT BbIOMpaeTcs WNWM yaanseTcs M3 NpeasioKeHHbIX CTaHO4apTHbIX
hopMynMpoBOK (BblAENEHbI KYPCMBOM) B 3aBUCUMOCTM OT JIeKapCTBEHHOIO npenapaTa.

OBLUAA XAPAKTEPUCTUKA NNEKAPCTBEHHOIO NPEMNAPATA

<q JlekapcmeeHrHnbili npenapam nodnexum OONOMAHUMENLHOMY MOHUMOPUHeY. 3mo no3eonum 6bicmpo
8bIsIBUMb HO8YI0 UHGhopMayuto no 6esonacHocmu. Mbi obpawjaemcsi K pabomHukaMm cucmembi 30pagooxpaHeHusi ¢
npocbboli coobwams o mobbix nodospesaemMbix HexenamersbHbiXx peakyusix. [lopsdok coobweHuss o
HexxenamersibHbIX peakyusix npedcmaesrsieH 8 pasdersne 4.8 Hacmoswe20 rNPUIOKeHUs.>

1. HaumeHoBaHVe nekapcTBEHHOrO npenapaTa

{(Topeaosoe) HaumeHosaHue, o3uposKa, nekapcmeeHHas chopma}

2. Ka4yeCTBEHHbIN 1 KONMMYECTBEHHBIN COCTaB

{HaumerosaHue delicmsyroujezo seujecmsa (unu sewecms)}

<2.1 Obuiee onucaHne>.

<2.2 KayeCTBEHHbIV 1 KONMUYECTBEHHbIN COCTaB>.

<BcriomozamernbHble 6ewecmea, Haaudue Komopbix Haldo y4yumbieamb 8 COCmase JieKapCmeeHHO20
npenapama: {nepe4ucaums seuwecmaa}>.

<[losnHbIl cNUCOK 8CcrioMo2ameribHbIX 8eWecms CM. 8 nyHKkme 6.1 Hacmosiweao NpuoXeHus.>.

3. NNekapctBeHHaa opma

<JluHusi pasnoma (pucka) rnpedHasHa4YeHa UCKIloHUMenbHo Ond ynpouweHus pasdeneHusi mabnemku u ee
rpoeanameleaHusi, a He pa3deneHusi Ha pagHbie 003bl.>.

<[luHusi pa3rnioma (pucka) He rpedHa3HaqyeHa 0nsi pa3deneHusi mabrnemku.>.

<Tabnemky MOxHO pa3deniume Ha pasHbie 003bI.>.

4. KnnHnyeckue gaHHble

4.1. MNokasaHnst K NPUMEHEHWNIO.

<JlekapcmeeHHbIl rnpenapam nPUMEHSIeMCs UCKTIOYUMesIbHO 8 QuUagHOCMUYECKUX UersixX.>.

<{X} nokaszaH K MPUMEHEHUIO y <B83POCIibiX, HOBOPOXOEHHbIX, MnadeHues, Oemel, NOOPOCMKO8 8 803pacme
{om x 0o y} <nem, mecsyes>.>.

4.2. Pexxum J031poBaHns 1 cnocob NnpvMeHeHus.

Pexum nosuposaHus

Ocobble epynnbi nayueHmos

Hemu

<<be3onacHocmb> <u> <aghghekmusHocmb> {X} y demel 8 go3pacme {om x 00 y} <mecsiyes, fem> <Ha
OaHHbIU MOMEHM> He <yCMaHOBMEeHbI>>.




<[laHHble OMmcymcmeyrom>.

<Umerowjuecss Ha cee00HAWHUU OeHb OaHHble rnpusedeHbl 8 nodpal3derne <4.8> <b6.1> <5.2>, odHako
HEB803MOXHO Oamb peKkoMeHOayuuU Mo Pexumy 003uposaHus™>.

<{X} He cnedyem Ha3Hayamb (npumeHsmb) y Oemel & go3pacme {om x 00 y} <nem, mMecsUyes> 8 ces3U C
PUCKOM, C8513aHHbIM C OlaceHueM(siMu) omHocumernbHo <be3zonacHocmu> <aghghekmueHoCcmu>>.

<[lo nokasaHusim {ykasampb noka3aHus} {X} y <0emedl, demel & so3pacme om {fom x 00 y} <mecsuyes, nem>>
<He NMpuMeHsemcs>.

<{X} npomusonoka3aH y demeli 8 go3pacme {om x 00 y} <nem, mecsues> {npu rnokasaHuu (Moka3aHusix)...}
(cm. nodpa3sden 4.3).>.

Cnocob npumMeHeHus

{Mepbi npedocmopoxHocmu, npuHUMaeMsbie reped npuMeHeHuUeM npenapama unau npu obpaweHuu ¢ HUM}

<MHCmpyKyuu o <npusomosreHUr> <pacmeopeHUo> f1eKapCmeeHHo20 rnpenapama neped npuMeHeHuUem
cMm. 8 pasderne <6.6> <u> <12>>

4.3. MNpoTuBonokasaHus.

<lunep4yyscmeumenbHocmb K OelicmeyrouweMy gewecmesy (Oelicmeyrouum eewecmeam) unu K nobomy us
8criomMozameribHbIX 8eLeCcms, nepeyucrieHHbIx 8 pasdene 6.1 <unu {Ha3gaHue OCMamoOYHbIX MPOU3BOOCMBEHHbIX
npumeceu}>.

4.4. Ocobble ykasaHus U Mepbl MPEAOCTOPOXHOCTU NPY NPUMEHEHNN.

<Oetn>

4.5. BsanmogencTene ¢ ApyrMMu fiekapCTBEeHHbLIMU NpenapaTamMmun 1 apyrue Buabl B3auMogencTBus.

<UccnedosaHus 83aumodelicmausi He nMposodunuchk.>.

{dononHumenbHble ceedeHusi 06 0cobbix epynnax.}

{demu}

<WccnedosaHus e3aumoOelicmausi Mpo8oduUIUCh MOJbLKO Ha 83POCTIbIX>.

4.6. PepTunbHOCTL, 6EepeMEHHOCTb U NakTauus.

{bepemeHHOCMB}

{KopmneHue epydbto}

{®epmurnbHocme}

4.7. BnusiHne Ha cnocobHOCTb yNpaBnaTb TPAHCMOPTHBIMU CpeAcTBamMu 1 paboTaTtb C MexaHU3MaMMu.

<{Topeogoe HaumeHoBaHue} <<He oOKa3bigaem> <unu> <oKa3blgaem HEeCyWECMBEHHOE B/IUSHUE>,
<oka3blgaem criaboe enusHUe>, <oka3bleaem YMEpPEeHHOe 8/USHUE>, <OKa3bi8aem 8bIPaXeHHOe 8/IUSHUE Ha 3mu
crocobHocmu> Ha criocobHOCMb yrpasnsme mpaHCropmHbIMU cpedcmeamu U pabomamb ¢ MexaHu3Mamu.>.

<He npumeHumo.>.

4.8. HexxenartenbHble peakumn.

<[lemu>

CoobujeHue o nodo3pesaemMbix HexXernamerbHbIX peakyusix

<BaxHO coobuwjamb 0 nodospesaemMbix HexenamersbHbIX peakyusix rnocre peaucmpayuu fieKkapcmeeHHO20
npernapama c yesbto obecriedeHUs1 HerpepbiBHO20 MOHUMOPUH2a COOMHOWEHUS «0/1b3a - PUCK» 5IeKapCmeeHH020
npenapama. MeduyuHckum pabomHukam pekomeHOyemcsi coobwiams O Jobbix Mo0o3pesaeMbixX HexXenamernbHbIX
peakyusix 1ekapcmeeHHoO20 rpenapama Yepes3 HayloHallbHbIe CUCMEMbI COOBUEHUST O HexXeramerbHbIX peakyusix
e2ocydapcms - 4rieHo8 Eepa3ulickoeo 3KOHOMUYECKO20 COH3a.>.

4.9. MNepeno3npoBka.

<fdemu>

5. dapmakonornyeckme cBoncTea

5.1. ®apmakognHaMmnyeckme CBOMCTBA.

dapmakoTepaneBTudeckas rpynna: {rpynna}, kog ATX: [{koa}, <noka He rnpuceoeH>]

<{(Topeosoe) Ha3gaHue} signssiemcsi buoaHanoz2om (6uornodobHbIM fIeKapCMEeHHbIM rpenapamom).>

<5.1.1. MexaHu3m Oelicmeusi>

<5.1.2. ®apmakoduHamuyeckue aghghekmbl>

<5.1.3. KnuHu4eckas aghpdbekmusHocmb u besonacHocms>

<5.1.4. Jlemu>

<YnonHoMo4YeHHble op2aHbl 20cydapcme - 4reHo8 Egpasulickoeo 3IKOHOMUYECKO20 Ccor3a ocgobodunu
Oepxamerns peaucmpayuoHHo20 ydoCmo8epeHUs NleKapcmeeHHo20 rpenapama om obs3aHHocmu rpedcmassisims
pe3ynbmamabi uccredosaHull {HauMeHoB8aHuUe JieKkapCmeeHHO20 rpernapama} 80 ecex nodepyrnnax Oemel npu
{cocmosiHue, coomeemcmeytowee peweHuro Mo nnady uccriedosaHusi y demel Mo ymeepx0eHHOMY MoKa3aHur K
npumeHeHuto}. Cm. padden 4.2 o npumMeHeHur y demed.>.

<YronHoMo4YeHHble opeaaHbl e2ocydapcme - 4reHo8 Espa3ulickoeo 3KOHOMUYECKO20 COK3a OMmiloXumu
obsisamenbcmeo depxxamesisi peaucmpayUuoHHO20 yO0CmMo8ePEHUs JlIekapCmeeHHO20 rnpernapama npedcmasnisims
pe3ynbmamsbi uccriedosaHuli {HauMeHO8aHUE JIeKapCmMeBeHHO20 rnpenapama} 8 o0Hou unu 6osiee nodzpyrnnax
demel npu {cocmosiHue, coomeemcmeytoujee peweHuro ro rrnaHy uccredogaHusi y 0emeli Mo ymeepx0eHHOMY
roKa3aHur K rnpumMeHeHuro}. Cm. pasdes 4.2 o npumeHeHur y demed.>.

<[aHHbIU nekapcmeeHHbIl npenapam 3apeaucmpuposaH o npouedype «peaucmpayusi Ha ycriogusix» U o
rekapcmeeHHoOMy npenapamy oxudaemcsi npedcmasneHue OononHuUmernbHblx 0OaHHbIX. {HaumeHosaHue
yAOIHOMOYEeHHO20 opaaHa eocydapcmea - 4neHa Eepasulickoeo skoHoMu4Yeckoeo cor3a} bydem mnposodumb
exe200HO 3Kcriepmu3y Hoebix ceedeHulli o npenapame, a OaHHas obwasi xapakmepucmuKka JIeKapCmeeHHO20
npenapama 6ydem o6HOBNSIMBCS MO Mepe Heobxodumocmu>.

<<{(Topeosoe) HasesaHue}, OaHHbIl neKapcmeeHHbIl rpenapam, codepxawuli {HazsaHue Oelicmeyouieco
gewecmsa (Oelicmsyrowux eewecmes)}> He npoxodus u3y4YeHUst y OOHOU uru HeCKosbKux rodzpynn Oemel
{ycnosue, coomeemcmesyrouwiee rnnaHy uccredogaHusi y demed o ymeepx0eHHOMY roKa3aHUK K rpuMeHeHuo} Cm.
pa3sdes 4.2 Hacmosiweao MPUIOXKeHUs Mo NPUMEeHEHUK y demel>.




<[aHHbIl nekapcmeeHHbIl rnpenapam 3apeaucmpuposaH 0 «UCKIYumerbHbiM obcmosimenscmeamy» 8
ces3u ¢ <pedkum 3abosiegaHUEM, HayYHbIMU COOBPaxXeHUSIMU, 3MUYECKUMU COObpaxeHuUsMu> ece Heobxodumbie
ceedeHuss 0 OaHHOM JIeKapCMEEHHOM rpernapame Mosy4ums HEB03MOXHO. {HaumeHosaHue yrofTHOMOYEHHO20
opeaaHa eocydapcmea - 4neHa Coro3sa} 6ydem npoeodumb 3Kcriepmu3y HOBbIX c8eOeHUl, Komopble Moaym
rnos1851ambcs exxe2o00Ho, a OaHHasi obuwjas xapakmepucmuka fieKkapcmeeHHo20 npenapama 6ydem 0b6HO8ASIMbCA 10
mepe Heobxodumocmu>.

5.2. dapmakokMHeTMYeCcKMe CBOMCTBA.

<5.2.1. Abcopbuusi>

<5.2.2. PacnpedeneHue>

<5.2.3. buompaHcgopmayus>

<b.2.4. SnumuHayus>

<b.2.5. JluHelUHocmb (HenuHedHocms)>

<5.2.6. @apmakokuHemu4eckas-hapmakoduHamu4eckas 3agucuMocmb>

5.3. [JaHHble AOKNMHMYEeCcKon 6e30nacHoCTu.

<B  OoKnuHu4eckux  OaHHbIX,  MOMy4YEeHHbIX 0  pe3ynbmamaM  cmaHOapmHbix  uccredosaHull
gapmakonoeuyeckoli 6e3ornacHocmu, MOKCUYHOCMU [pU  MHO20KpamHOM 88e0eHuU, 2eHOMOKCUYHOCMU,
KaHUepo2eHHO20 nomeHyuana u pernpolyKmusHOU U OHMO2eHemu4ecKol mMmoKcu4YHocmu, ocobbili eped 0Ons
yeriogeka He 8bISIBIIeH>.

<B OQoknuHu4eckux uccredogaHusix Habmoldanuck 3hekmsl nuwb npu 8o3delicmeuu riekapcmeeHHo20
npenapama 8 003ax, CyuecmeeHHO MpesocxXo0saUUX MaKcuMarbHble, YmMO A8ISEMCS KIUHUYECKU He3HaYUMbIM >.

<Umeromcs cnedyrowue HexenamesbHble peakuuu, He OBHapy>XeHHble 8 KIUHUYECKUX uccredosaHusix, HO
8bISIBMIEHHbIE Y XUBOMHbIX [PU 8030elicmeuu JieKkapCmeeHHo20 rpernapama 8 003ax, CXOXux c 0o3amu,
MPUMEHEHHbBIMU 8 KITUHUYECKUX UcCrie008aHUsIX, YmMOo MOXem UMemb KIUHUYECKYH 3Ha4yuMocmb.>

6. ®apmaueBTMYeCKMe CBONCTBA

6.1. lNepeyeHb BcnomoraTenbHbIX BELLECTB.

<Omcymcmeyrom.>

6.2. HecoBmecTnmoCTb.

<He npumeHumo.>

<B c853u ¢ omcymcmeuem uccriedosaHuli coemecmumocmu, aHHbIU fiekapcmeeHHbIl npenapam He crnedyem
cmewugame ¢ Opy2uMU IeKapCmeeHHbIMU rpenapamamu>.

<[aHHbIl nekapcmeeHHbIU npenapam He criedyem cmewusamp ¢ Opy2uMuU JIeKapCmeeHHbIMU rpenapamamu,
3a UCKITIOYeHUEeM yroMsHymbix 8 pasdesne <6.6> <u> <12>.>,

6.3. Cpok rogHOCTH (CPOK XpaHeHUs).

<...> <6 mecsuyes> <...> <1 200> <18 mecsuyee> <2 eoda>

<30 mecayes> <3 2oda> <...>.

6.4. Ocobble Mepbl NPEAOCTOPOXXHOCTY NPU XPaHEHUM.

<Ycnosusi XpaHeHuUs rocre <eoccmaHo8MneHuUs> <pa3basfieHuss> <Mepeoso 6CKPbIMUS> JieKapcmeeHHo20
npenapama cm. 8 nodpasdesne 6.3 Hacmosweeo pasdena>.

6.5. Xapaktep u cogepXaHue MEPBUYHOM YMaKOBKM <K cneumanbHoe obopyaoBaHMEe AN UCMONb30BaHWS,
BBEAEHUS UNW UMMMaHTaLumn>.

<He sce pa3smepsbl yrakogok moaym 6bimb 0ocmyriHbl Ofis1 peanusayuu>.

6.6 Ocobble Mepbl NPEOOCTOPOXKHOCTU NPU YHUUTOXEHMUU MUCMONb30BAHHOMO NIEKAPCTBEHHOrO npenapara unm
OTXOZ0B, NOMYYEHHbIX NOCME NPUMEHEHNS NEKAPCTBEHHOIO NpenapaTa unu paboTbl C HUM.

<6.6.1. [NpumeHeHue y demeu>

<Hem ocobbix mpebosaHul <Kk ymunu3zayuu>.>.

<Becb ocmasuwulics nekapcmeeHHbIU rnpenapam u omxolbl credyem YHUYMOXUMb 8 YCMaHO8/IeHHOM
ropsidke.>.

7. QepxaTtenb perucTpaumMoHHOro yaoCcToBepeHUst

{Ha3eaHue cmpaHbi}

{HaumeHosaHue dep>xamernss peaucmpayuoHHo20 ydocmosepeHus u topududyeckuli (hakmudeckuli) adpec}

<{men}>

<{¢pakc}>

<{adpec anekmpoHHOU noYmsbi}>

7.1. MPEACTABUTETb OEPXKATEJISA PETUCTPALIMOHHOIO YJOCTOBEPEHUA.

lMpemeH3uu nompebumeneli Hanpassims o adpecy:

{Ha3eaHue cmpaHbi}.

{HaumeHosaHue dep>xamerisi peaucmpayuoHHo20 y0ocmosepeHus U topududeckull (hakmudeckul) adpec).

<{men}>.

<{pakc}>.

<{adpec 3r1eKmpPOHHOU MOYMbI}>.

8. Homep perucTpaumoHHoro yaoctoBepeHust

9. [laTa nepBMYHOMN perncTpaunn (NOATBEPXAEHUSA perncTpaumm, nepepermctpaumm)

<[Jama nepeoli pecucmpauuu: {4 mecay TTT}>

<[Jama nocnedHez0 nodmeepxdeHusi peaucmpayuu (nepepeeucmpavuu): {40 mecay ITTT}>

10. JaTta nepecmoTpa TekcTa

<{MM/ITTT}> <{OO/MM/TTT}> <{ mecsay, ITTT}>

<11. Oo3umeTpusa> (ecnu NnpMMeHnmo)

<12. VIHCTPYyKLMM NO NPUroTOBIEHUIO paanocdapmaLieBTUHECKMX NpenapaTos>

<Becb Heucrnosib308aHHbIU JIeKapCMEeHHbIlU rnpenapam uiau omxoldbl credyem ymusnau3uposamb 8
yCmaHo81eHHOM NopsiOKe.>.




O6Lwas xapakTepucTuka nekapcTBeHHoro npenapata {ToproBoe HaMMeHoBaHWe} OOCTYNHa Ha oduuManbHOM
caiiTe ynoJIHOMOYEHHOrO opraHa rocydapcTBa - YneHa EBpasuiickoro cotosa B MHOPMaLMOHHO-KOMMYHUKALIMOHHOM
cetn «WMHTepHeT» {caiT yMONIHOMOYEHHOro opraHa} M (MnKM) Ha WHOPMaUMOHHOM nopTane EBpaswuiickoro
3KOHOMMWYECKOTO COH3a B MH(OPMALMOHHO-KOMMYHUKALMOHHON ceTu  «WHTepHeT» {caut EBpa3uiickoro
3KOHOMWUYECKOro coto3zal.

NMPUNOXEHWE Ne 11

k TpeboBaHMAM K MHCTPYKLUN

no MeanLIMHCKOMY NPUMEHEHUIO NeKkapCTBEHHOro npenapaTa u obLien
XapakTepucTUKe NnekapcTBEHHOro NpenapaTa Ans MeAULIMHCKOrOo NPUMEHEHNS

norPAOOK
3anornHeHus WabnoHa oblLuen XxapakTepUCTUKN
riekapcTBEHHOro npenapara

Hwxe npuBegeHbl pasgensl WMHGOpMauun, npeaycMOTPEHHbIE MNpaBunamMu perucTpauum Wu  3KCnepTu3bl
nekapcTBEHHbIX NpenapaToB Ha TeppuTopuun EBpasuickoro akoHoMu4yeckoro Cotosa, yTBepxaaembiMu EBpasuickon
9KOHOMMNYECKON KOMUCCUEN.

[nsi Bcex SA3bIKOB MCMNOMb30BaHNE KOMOWHUPOBAHHBLIX OOLLMX XapakTepUCTWK IeKapCTBEHHbIX NpenapaToB
(nanee - OXIJM) ana pasnuyHbIX JO3MPOBOK TOW Xe NnekapCTBeHHOW (opMbl LienecoobpasHo (4nd aKcnepTuabl U
nocrnegyrowlero nNpuHATUSA pelweHus) B Tex cnydasx, ecnv OXJT nonHOCTbIO MOEHTUYHBI, 32 MUCKITHOYEHUEM
Hebonblworo uucna crneundunyHbiX AnA OO03UMPOBOK CBEAEHWA (eCriv nokasaHus K NPUMEHEHW0 Ans pasHbIX
[03npoBok He cosnagatoT, To OXJII kombuHupoBaTb He gonyckaetcs). Npy MCNONb30BaHUM KOMOBWHUPOBAHHBLIX
OXIMN cnegyeT ncnonb3oBaTtb TOMBLKO MEPBUYHYIO NEKAPCTBEHHYIO hOpPMY, Hanpumep, BO3MOXHO KOMOUHMpOBaHWe
«pacTBOp AN UHBLEKUMIA BO hriakoHE» N «pacTBOp ANsl MHBbEKUMIA B NpeaBapuTeNbHO 3amnofiHEHHOM wwnpuuex. MNpu
YCINOBUW BbINOSMHEHWS BbILLENEPEYUCIIEHHbIX YCINOBUIA 06ocHOBaHNe He TpebyeTcsa. bonee nomnHble pekoMeHaauum
no AaHHOMY BOMpOCY npeactasneHbl B npunoxeHun Ne 8 k TpeGoBaHWAM K WMHCTPYKUMM MO MEAMLMHCKOMY
NPUMEHEHMIO NeKapCTBEHHOIO npenapara v o6LLen XxapakTepucTuke nekapCcTBEHHOro npenapaTa Ans MeauuuHCKOro
npumeHeHus (ganee - TpeboBaHus).

Ecnn pasnuyHble [O3MPOBKM HE YAOBMETBOPSIOT BbILLEONUCAHHBIM KPUTEPUAM (Hanpumep, npu pasnuyuusax B
nokasaHusX K NPYMEHEHNo Ans pasnuyHbiX SO3MPOBOK), 3asBuTenu Brnpase npeactaBuTe OXIIM Ha pasnuyHblie
OO3UPOBKM B OAHOM [OKYMEHTE TONbKO Lenen 3KCnepTusbl, ykasbiBad 3arnaBHbiMM OykBaMu [O0O3UPOBKY WM
nekapcTBEHHY0 OpMYy, B OTHOLLEHNM KOTOPOWM CYLLECTBYIOT arnlbTEPHATUBHbIE TEKCTOBbIE 3nemeHTbl. OgHako Ans
Ka)XOow [LO3MPOBKM U fekapCTBEHHOW hopMbl 3asiBUTENb AOMKeH npeactaButb otaenbHyto OXJIT, copepxaluyto
cBefeHusi 0060 BCeX BO3MOXHbIX BapyaHTax COAEPXKMMOrO YNakoBKW, OTHOCALLMXCSA K paccCMaTpMBaeMoln JO3UPOBKE
W nekapcTBeHHON hopMe B crieytoLLeM nopsiake:

BEPCUS Ha PYCCKOM $A3blKe - HEMOCPEACTBEHHO MOCre BblAavn pedepeHTHbIM roCyAapCTBOM MOMNOXNTENbHOIO
peLueHus o perncrpaumu;

BEPCUN Ha BCEX OCTarbHbIX A3blkaxX rOCyAapCTB - YreHOB EBpa3vincKoro SkOHOMUYECKOro Col3a - He no3gHee
25 kaneHpapHbIX AHEW CO OHSA BbiAaun pedepeHTHbIM rocyAapCTBOM MOMOXWUTENBHOrO pPeLleHns O permcTpauun
(HenocpeACTBEHHO NOCIE BKIHOYEHUS KOMMEHTapUeEB rocy4apCTB NpU3HaHus).

CranpgapTHble (hOpMYnMpPOBKM NPUBEAEHBI B LIAGNOHE, NpegycMoTpeHHoM npunoxennem Ne 1 k TpeboBaHusim,
KOTOpble crefyeT MCMosfb30BaTb B KaXOOM OTAeNbHOM cnyyae. Ecnv 3asButenb BbIHYXOEH OTKMNOHUTLCA OT
CTaHAapTHbIX hOPMYNMPOBOK C LIENbl y4eTa ocobbix TpeboBaHWU, OTHOCALUMXCS K NeKapCcTBEHHOMY npenaparTy,
anbTepHaTMBHbIE UNW AOMNONMHUTENbHbIE (DOPMYNMPOBKM ByayT paCCMOTPEHbI Ha UHAMBUAYANbHOW OCHOBE.

B cnyuyae ecnu ctaHgapTHble dhopmynnpoBku npunoxeHusa Ne 1 k TpeboBaHMAM He HyXXOalTCA B NMOSACHEHUSIX
U pekoMeHrZaumsx no 3anosiHeHWIo, TO 3TOT pasgen wabnoHa OXJIIIN nponyckaeTcsa B HacToswem Nopsake.

Tonbko Ana NekapCcTBEHHbIX NpenapaTos, TPeOyoLWUX OMONMHUTENBHOrO MOHMTOPUHIa 6€30MacHOCTH, YepHbIN
CMMBON q 1 (POPMYNMPOBKM K HEMY AOMKHbI pa3MellaTbest Tonbko nepen pasgenom 1 OXIM. YepHbin cumBon q
OOMKeH npeacTtaBnsaTe coOOM NepeBepHYTbIi PaBHOCTOPOHHWUIA TPEYroNibHWK YEepHOro LBeTa: pa3Mep CUMMBOIa
[OMKeH ObITb MPONOpLUMOHanbHbLIM pa3mepy WpudTa creayoLwero 3a HAM TUMOBOrO TEKCTA, a MUHUMAarbHasa AnnHa
KaXXgou CTOPOHbI TpeyrorbHuWKa AOIDKHa COCTaBnsATb 5 MM. [ns nogroToBKM MPUNOXEHUW C UHopmMauuen o
nekapcTBEHHOM MpernapaTe MOXHO MCNOMb30BaTh YEPHbI TPEYroNbHUK, NPeACcTaBrneHHbINn B JaHHOM LabnoHe (Cm.
HUXE).

<g [aHHbIl nekapcmeeHHbIlU rnpenapam odnexum OOonoMHUMEeIsLHOMY MOHUMOPUH2Y. 3Omo no38onaum
bbicmpo ebisgUMb HOBYH UHGopmauuto o be3zonacHocmu. Mbi obpauwjaemcss Kk pabomHukam cucmembl
30pasooxpaHeHusi ¢ npocbboli coobwamb O ir0bbIX M0003pesaeMbix HexernamesbHbiX peakyusix. [Nopsdok
COo0bWEeHUST 0 HexxerlameribHbIX peakyusix npedcmasreH 8 nodpasdesne 4.8.>

1. HaumeHoBaHVe nekapCcTBEHHOrO Npenapara

PekomeHpaumm no HanncaHuo 003MPOBOK NpuBeaeHbl B npunoxeHunn Ne 9 k TpeboBaHuaM.

B Hactosiwem pasgene u panee cumBonbl «®», «™y» Kk TekcTy He OoGaBnsoTcs, crioBa «TabneTkuy» wu
«Kancynbl» ynoTpebnsaoTcs BO MHOXECTBEHHOM YKCTE.

2. KayeCTBEHHbIN 1 KONMMYECTBEHHbINA COCTaB

[nsi BbICOKOTEXHOMOMMYHBIX JIEKAPCTBEHHbIX MpenapaTtoB, €CNN  BbICOKOTEXHOMOMMYHbIA  NEKapCTBEHHbIN
npenapart COAEPXUT KNETKU UMK TKaHU, HeobXoaMMO NpeacTaBUTb NoApobHOe onucaHne 3TUX KNeTOK UMK TKaHEN U
MX KOHKPETHOE MPOUCXOXAEHME, B TOM YUCME BUAbI XXMBOTHbIX B CINy4asix UX HEYENOBEYECKOro NPOUCXOXaeHus. B
3TOM crny4ae B HacTosiLLEM pasgene cneayeT BblAenuTb NoA3aronoBKu:

<2.1 ObLee onucaHue>.




<2.2 KaueCcTBEHHbIV 1 KONMMYECTBEHHbIN COCTaB>.

Kpome ToOro, B crny4ae BbICOKOTEXHONOMMYHBIX JEKapCTBEHHbIX MpenapaTtoB MNpu HeobXoOUMOCTU MOryT
NPVUBOAUTLCH NOSICHNTENBHBIE N306paKeHMS.

3. JlekapcTBeHHas oopma

<IlnHus pasnoma (pucka) NnpegHa3HavyeHa Nuilb A8 pa3naMbiBaHus C Lenbio obrnerdeHns npornaTbiBaHus, a
He AN pa3geneHns Ha paBHble 403bl.>.

<JluHns pasnoma (pucka) He NnpeaHa3HayveHa Ans pasnamblBaHWs TabneTkn.>.

<TabneTKky MOXHO pa3genuTb Ha paBHble 03bl.>.

4. KnnHuyeckne gaHHble

4.1. lNokasaHns K NPUMEHEHWNIO.

YkasaTtb, ecrnu 310 Heob6xoanmo:

<JlekapcmeeHHbIl rpenapam npUMeHsIemcs UCKIIYUMesbHO 8 QuagHOCMUYECKUX Uessx.>.

<{X} nokasaH K NPUMEHEHUIO y <B83POCIIbIX, HOBOPOXOEHHbLIX, MnadeHyes, demedl, ModpPoOCcCmMKos, 8 so3pacme
{om x do y} <nem, mecsiyee>.>.

4.2. Pexxum o3npoBaHns 1 cnocob npuMeHeHus.

Pexum gosnposaHus

[ononHuteneHble MNOA3arofioBku, TakMe kak «Jluua noxunoro Bo3pacTa» unu «llaumeHTbl C MNoYeyvHomn
HEe0CTaTOYHOCTbLIO» BKIHOYAKTCA NPy HEO6X0ANMOCTH.

Ocobsle epyninbi

Hemu

<<besonacHocmb> <u> <agpgpekmusHocmb> {X} y demeli 8 so3pacme {om x do y} <mecsaues, 1em=> wnu y
noBbIX APYrMX 3Ha4YMMbIX MOATPYNM, HANPUMEP, NO Macce Tena, NoNoBON 3perocTy, Nony <Ha OaHHbIU MOMEHM> He
<ycmaHo8eHbI>>.

Heobxogumo Takke [o6aBUTb OOHO U3 CNEeAYOLNX BblpaXKEHUN:

<[aHHble omcymcmeyrom>.

<Umerowjuecss Ha ce200HAWHULU OeHb OaHHble rnpueedeHbl 6 nodpa3dene <4.8> <5.1> <5.2>, o00Hako
HEB03MOXHO Oamb pekomeHdayuu o pexumy 003Upo8aHus™>.

<{X} He cnedyem Ha3Ha4yamb Oemsm & so3pacme {om x 0o y} <nem, mecsAyes> Unun y Niobbix ApYrmx 3Ha4YNMbIX
noarpynn, Hampumep, NO Macce Terna, MOMOBOW 3pernocTu, MOoNny 8 CeA3uU C ornaceHueMm(siMu) OmHOCUMEesIbHO
<6esonacHocmu> <aghghekmusHocmu>>. MNpyn 3TOM NPUYMHBI LOIMKHbI YKa3biBaTbCA C NEPEKPECTHLIMU CChINKaMmu Ha
pasgensl ¢ NoApobHbIM AaHHLIMK (Hanpumep, nogpasaen 4.8 nunun 5.1 HacToswero MNopsagka).

<[lo noka3aHuro {ykasamb rokasaHue)} {X} y <demeli> <0emel 8 so3pacme om {om x 0o y} <mecsues, nem>>
Unu y nbbix ApYyrux 3HaYNMbIX

noarpynn, Hanpumep, No Macce Tena, NnonoBon 3penocTu, Nony

<He npumeHsemcs>.

<{X} npomusonokasaH y demeli 8 gospacme {om x 00 y} <nem, Mecsayes> nnn y nobbix Opyrmx 3Ha4YMMbIX
noarpynn, Hanpumep, No Macce Tena, NOMoBOW 3penocTu, Nony {fpu rnokazaHuu (nokasaHusx)...} ykasaTb nokasaHue
(nokasaHnus) (cMm. nodpasdesn 4.3).>.

Cnocob npumeHexus

{Mepbi npedocmopoxxHocmu, NpuHUMaemMble rneped NnpuUMeHeHUeM npenapama uau npu pabome ¢ HUM}

MpuBogdaTca ykasaHWs no NpPaBWILHOMY MPUMEHEHUIO JIEKapCTBEHHOro npenapaTta  MeauLUHCKUMMN
paboTHMKaMK UnNu NauueHToM.

B nucTke-Bknagpiwe MoryT ObiTe NpUBEAEHb! AOMNOMHUTENBHO CrneuuanbHble pekoMeHJauun no NpUMMeHeEHNo
nekapcTBEHHOro npenaparta

(B cnyyYae MHranaTopoB), CAMOCTOSITENBLHOIO MOAKOXHOr0 BBEAEHUSI NEKapCTBEHHOro npenapaTta nauueHToM.
Mpn HeobxoAMMOCTM MOryT MPUBOOUTLCS MOSACHUTENbHBbIE PUCYHKM (AN BbICOKOTEXHOMOIMMYHBLIX NEeKapCTBEHHbIX
npenapartos).

<MHcmpyKyuu o <mnpu2omoereHU> <pacmeOopPeHUD> /1IeKapCM8EeHHO20 rnpenapama neped NMpuMeHeHUem
cMm. 8 nodpa3sderne <6.6> <u>pasdene <12>.>,

4.3. MpoTuBoONoOKasaHus.

<lunep4yyscmeumenibHOCMb K hapmayesmuyeckum cybcmaHyusaM unu K JobbiM  8CrioMo2ameribHbIM
seuwjecmeam, repeyucrieHHbIM 8 nodpasdene 6.1 <unu {HaumeHoeaHue ocmamoyHou(bIx) npumecu(ed)}>.>.

4.4. Ocobble ykasaHusl 1 Mepbl MPEAOCTOPOXHOCTU NPY NPUMEHEHNN.

JormkHbl OblTb BKMOYEHbI MpU  HEOOXOAMMOCTW, ANS YNPOLWEHUA noucka WHOpMaLuM Moa3aronoBku
(Hanpumep, «BnvsiHMe Ha ceponornyeckne TecTbl», «lleyeHOYHass He4OCTaTOYHOCTbY, «YAJNIMHEHWE MHTepBana
QT»).

4.5. BsanmopencTene ¢ gpyrumu nekapcTBeHHLIMW npenaparamu 1 apyrue opmbl B3anMOAeNCTBUS.

<WccnedosaHusi e3aumodelicmausi He rpPo8oduUUCh.>.

<fdemu>

<UccnedosaHusi 83aumolelicmausi nposedeHbl MOsIbLKO Y 83POCHbIX.>.

4.6. PepTMnNbHOCTL, GEPEMEHHOCTL 1 NakTauums.

CrtanpapTHble (POPMYNMPOBKK, UCMONb3yeEMble AN ONUCaHWUS NPUMEHEHWST NEKapCTBEHHOrO npenapaTa npu
©epeMeHHOCTM 1 nakTaumm cM. B npunoxeHun Ne 5 k TpeboBaHusiM.

[ononHutenbHble MOA3arofioBkM, TakMe kKak «XKeHWMWHbl ¢ AeTopoaHbiM noTeHumanomy, «KoHTpauenuus y
MY>KUMH U KEHLLUHY», MOTYT BbITb BKIOYEHbI NPU HEOBXOAMMOCTH.

4.7. BnusHne Ha cnocobHOCTb ynpaBnaTb TPAHCMOPTHLIMU CpeacTBamMmn U paboTaTe C MeXaHU3MaMu.

Mpu HeobxogmmocTy criegyeT onucatb 3pdEKT BANSAHUS.

4.8. HexxenartenbHble peakumn.

YcnoBHble 0603HAYEHMST YacTOTbl HeXenaTenbHbIX peakuui M Knaccudurkauus HexenaTernbHbIX peakuui B
COOTBETCTBUN C CUCTEMHO-OPraHHON Knaccudukaumen nanoxeHol B npunoxexHun Ne 4 k TpeGoBaHUsAM.




CooTBeTCTBYyOLME MOA3ArofioBKM  JOMKHbI  MCMOMb30BaThCA AN obnerdyeHuss noucka wHgopmaumm o
HeXxenaTenbHOM peakuMm M Ans KaXkaow COOTBETCTBYHLIEW OCOOOW rpynnbl nonynsuun, Hanpumep: «Pestome
npocdunsa  6esonacHocTu», «TabnnyHoe pe3toMe  HexenaTemnbHbIX — peakuuiny, «OnucaHne  OTAENbHbIX
HexenaTtenbHbIX peakuuny» (Takke nogpasgen MoxeT ObiTb 0O3arnaBneH HasBaHMEM COOTBETCTBYHLLEN
HexenartenbHow peakumm), «MNpoyne ocobble nonynAumMmn».

<[lemu>

HacTtosawmi nogpasgen JomkeH ObiTb MCNONb30BaH AN BCEX JIeKapCTBEHHbIX NpenapaTos.

B koHUe HacTosLwero noapasgena AormkeH pacnonaraTeCs CneayoLwunin noa3aronoBoK.

CoobuweHue o0 no0o3pesaeMbix HexXennameribHbIX PeaKyusix

<BaxHO coobwiamb O rodospesaeMbiX HexernamesbHbIX peakyusix rocre peaucmpayuu feKkapcmeeHHO20
npenapama ¢ uesnbko obecrneyeHusi HernpepbiBHO20 MOHUMOPUHaa COOMHOWEHUST «10/1b3a - PUCK» IeKapCmMeeHH020
npenapama. MeduyuHckum pabomHukam pekomeHOyemcsi coobwame 0 tobbix M0do3pesaeMbiX HeXeramerbHbIX
peakyusix 1ekapcmeeHHo20 rpernapama 4epe3 HayuoHarbHble cUCmMeMbl COOBUWEHUST O HEeXeramerbHbIX peakyusix
eocydapcms - 4reHo8 Eepa3ulickoeo 3KOHOMUYECKO20 COK3a.>.

B ony6nunkosaHHon Bepcun yTBepxaeHHbIx OXIIM ¢ nHgpopmaumen o nekapcTBEHHOM Npenapare ykasbiBalTcs
dakTuyeckme noApobHble AaHHble HauMOHANbHOM CUCTEMbl COOOLLEHWST O HexenaTenbHbIX —peakumsx
NeKapCcTBEHHbIX MpenapaTtoB COOTBETCTBYOLLEro rocygapcrea - uneHa EBpasuiickoro aKoHOMMYECKOro corosa
(cooTBETCTBYIOLMX rOCYAPCTB - YreHOB EBpa3niickoro aKOHOMMYECKOro coto3a) B crieayoLlem Buae:

<[ocydapcmeo - 4neH Egpa3ulicko2o 3KOHOMUYECKO20 Cor3a™>

<Adpec: uHOekc, 20po0, ynuua, Homep 30aHUsT>

<YnonHoMo4YeHHbIlU opaaH (yrnormHoMoYeHHasi op2aHu3ayusi) 2ocydapcmea - YrieHa Egpasutickoeo
3KOHOMUYECKO20 COH3a>

<TeneghoH>

<Qakc>

<OnekmpoHHas noyma>

<Calim 8 UHhopMayUOHHO-MEeNeKOMMYHUKaUyUOHHOU cemu «IHmepHem»>

MoryT 6bITb HEO6XOAMMbI NMHIBUCTUYECKME KOPPEKTUPOBKM B 3aBMCUMOCTM OT rpaMMaTUYecKux npaBun
rocyaapCTBEHHbIX A3bIKOB rOCy4apCTB - YreHOB EBpa3sniickoro 3KOHOMMYECKOro Coto3a.

4.9. MNepenosnpoBka.

Mpu HeobxoouMOCTM MPUBOASTCA LOMONHUTENbHbIE NOA3AroNioBKKU, Takne kak «Cumntombl» unm «JleyeHme»
(«TakTuka ycTpaHeHMs CUMNTOMOB Nepeao3UpPOBKUY ).

5. dapmakonornyeckme cBoncTea

5.1. ®apmakognHaMmnyeckme CBOMCTBA.

dapmakoTepaneBTudeckas rpynna: {rpynna}, kog ATX: [{koa}, <noka He rnpuceoeH>]

[ns nekapcTBeHHOro npenapara, 3aperucTpupoBaHHOro kak 6uoaHanor (6MonodobHbLI NekapCTBEHHbIN
npenapar), Heo6x04MMO BKITHOYMTb CreayoLlme CBeaAeHUs:

<{(Topeosoe) Ha3zgaHue} ssnssemcsi buoaHano2om (6uonodobHbIM SIEKapCMBEHHbIM rpernapamom).>.

<5.1.4. Jlemu>

Ecnu komnemeHmHbie yronHOMO4YeHHbIe op2aHbl 20cydapcme - YrieHo8 Eepa3ulickozo 3KOHOMUYeCKo20 Cor3a
oceobodurnu Oepxxamerisi peeucmpayuoHHO20 yO0CmMOo8epeHUsT IeKapCmMeeHHO20 rpernapama om Heobxodumocmu
KnuHU4YecKux uccnedogaHull 8 neduampuy4eckol Monynsayuu uau ommiaoxXuau ux, Heobxo0umo ykazams credyuwee:

a) npu 0ceoboxdeHUU om HeobxoduUMOCMU KITUHUYECKUX uccnedosaHull 80 8cex nodepyrnnax:

<YnonHoOMoYeHHbIe opaaHbl 20cydapcms - 4YrieHo8 Eepa3sulickoeo aKoHOMUYECKO20 coto3a 0cgobodurnu
Oepxkamerns peaucmpayuoHHO20 yO0CmMo8epeHUs NIeKapCmeeHHo20 npernapama om obs3aHHocmu rpedcmassisims
pe3ynbmamsl uccriedogaHuli {HauMeHo8aHuUe /leKapCmMeeHHO20 npernapamay} 8o ecex rnodepynnax demed npu
{cocmosiHue, coomeemcmeyroujee peweHuro o rnnaHy uccnedosaHusi y 0emel Mo ymeepx0eHHOMY MoKa3aHU K
npumeHeHuro}. Cm. nodpasdes 4.2 o npumeHeHur y 0emed.>;

6) npu omoxeHHbIX 06s13amenbcmeax, pacrnpoCMpPaHSUWUXCS KaKk MUHUMYM Ha 0OHy nodepyrny:

<YnonHOMoYeHHbIe opaaHbl 20Cydapcms - YrieHo8 Egpa3sulickoeo 9KOHOMUYECKO20 Co3a OmIIoXuu
obsi3amernibcmeo depxamersisi peaucmpayuoOHHO20 yO0Cmo8epeHUs N1IeKapCcme8eHHo:20 fpenapama npedcmassime
pesynbmamsl uccriedosaHull {HauMeHo8aHUe fleKapcmeeHHo20 rpernapamaj 8 oOHol unu 6onee nodepynnax
Oemeli npu {cocmosiHue, COOM8emcmeywee PeweHUHo 1o fnaHy uccinedosaHus y 0emeli o ymeepxx0eHHoMy
rokasaHuro K rpumeHeHuro}. Cm. nodpasden 4.2 rno npumeHeHuro y demed.>.

[nsi nekapcTBEHHbIX NpenapaToB, 3aperncTpupoBaHHbIX MO MpoUeaype «perucTpaums C  YCrioBUSMUY,
HeobXoAMMO yKa3aTb crefylollee yTBePXAEHME:

</[aHHbIl nekapcmeeHHbIU rpenapam 3apeaucmpuposaH o rnpouyedype «peaucmpauyusi ¢ ycriogusimu» U ro
Hemy oxudaemcsi npedcmasneHue 00noHUMesbHbIX OaHHbIX. {HaumeHo8aHuUe yroIHOMOYEHHO20 OpaaHa
2ocydapcmea - YrieHa Eepa3ulickoeo SKOHOMUYeCKo20 coto3a} bydem npoeodumb exe200HO IKCepmu3y HO8bIX
ceedeHull o npenapame, a OaHHass OXJI 6ydem obHoenAMbCS 1o Mepe Heobxodumocmu>.

<<{(Topeosoe) Ha3eaHue} wnNn [ONs BOCNPOU3BEAEHHbIX I€KapCTBEHHbIX MpenapaToB: <pegepeHMHbIl
nekapcmeeHHbIl npenapam, codepxauwjuli {HazsaHue delicmsyrouje2o geujecmesa (delicmsyrouux sewecms)}> He
npoxodun u3dydeHue y OOHOU unu HeckonbKux nodepynn Oemel {ycrosue, coomeemcmeyoujee naHy
uccnedosaHusi y 0emeli Mo ymeep>KOeHHOMY MOKa3aHu K npumeHeHuro} Cm. nodpasden 4.2 no rnpuMeHeHUr y
demedu>.

B OTHOLEHMN neKapCTBEHHbIX NpenapaToB, 3aperMcTpMpOBaHHBLIX MO «UCKIHUYUTENBHBIM 0BCTOATENBCTBAMY,
HeobXxoaMMO yKasaTb creaytoLlee:

<[laHHbIl nekapcmeeHHbIl rnpenapam 3apeaucmpuposaH 0 «UCKIKYUmesbHbiM obcmosimenscmeamy 8
ces3u ¢ <pedkum 3abonegaHueM, Hay4YHbIMU COOBPaXXeHUsIMU, 3MUYeCKUMU coobpaxkeHusMu>, ece HeobxooumMblie




ceedeHuss 0 OaHHOM JIeKapCMEEeHHOM rpernapame Mosy4umb HE803MOXHO. {HaumeHogaHue yrOfTHOMOYEHHO20
opeaaHa 2ocyOapcmea - uneHa Eepasulickoeo akoHoMuyeckoz2o coto3a} 6ydem npoeodums 3Kcriepmu3y HO8bIX
ceedeHull, Komopbie Mo2ym rosiensimbcsi exe2o00Ho, a OaHHas OXJI[1 6ydem o6HoBNSIMbLCSA N0 Mepe
Heobxodumocmu>.

5.2. ®apmakoKkMHeTMYECKME CBOMCTRA.

B HacToswwmin nogpasgen MoryT, npy Heob6xoOUMOCTU BKNIOYATbCS AOMNOMHUTENbHbLIN MOA3arofoBOK MMn
noasaronoBku, Takue kak «[loyeyHas HegoCTaTOYHOCTbY», «lleyeHouHast HeQoCTaTOYHOCTbY», «JlMua noXunoro
Bo3pacTay, «etu» unu «[pyrue ocobble rpynnbi» (ykasaTb COOTBETCTBYIOLLUI NOA3aronoBoK).

5.3. [JaHHble AOKNMHMYEecKon 6e30nacHOCTu.

MoryT 6bITb BKIOYEHbI NMPU HEOOXOOUMOCTM AOMNOSHUTENBHBbIE MOA3arofioBkU, Takue Kak «WccrnepoBaHusa Ha
MOJIOOHSIKE XKMBOTHbIXY.

6. PapmaueBTUYECKNE CBONCTBA

6.1. lNepeyeHb BCcrnoMmoraTenbHbIX BELLECTB.

MpuBoauTca Ha3BaHWe BCNoMoraTensHoro BeLlecTsa.

[Nsi BLICOKOTEXHOMOMMYHBIX NIEKapCTBEHHBIX NpenapaToB AOMKHbI ObITb ONMCaHbI KOHCEPBUPYIOLLME CUCTEMBI.

6.2. HecoBmecTumocCTb.

<He npumeHumo.>. [JaHHOE yKa3aHWe WCMonb3yeTcd B cryd4ae HeobXoaMMOoCTW, Hanpumep, ANns TBepablX
nepoparbHbIX NTEKapCTBEHHbIX (DOPM.

[ns npenapaTtoB AN napeHTeparnbHOro NpMMEHEHNs yKa3blBaeTCsl criedytoLlee:

<B c853u ¢ omcymcmeuemM uccrnedosaHull coemecmumocmu, 0aHHbIU fieKkapcmeeHHbIl npenapam He criedyem
cmewugame ¢ OpyeuMu f1eKapcmeeHHbIMU rpenapamamu=>

<[aHHbIl nekapcmeeHHbIU npernapam He criedyem cmewusamp ¢ Opy2uMU JIeKapCmeeHHbIMU rpenapamamu,
3a UCKITIOYEeHUEM YroOMSIHYMbIX 8

<nodpa3sderne 6.6> <u> <pasdene 12>.>.

6.3. Cpok rogHOCTH (CPOK XpaHeHNs).

YkasblBaeTca MHOPMaLUsi O CPOKE FOAHOCTM (CPOKE XpaHeHUs) NekapCTBEHHOro npenapata u ctabunbHOCTU
BO BpeMsl NPUMEHEHUS NMOCIE NePBOro BCKPbITUSA U (MNKM) BOCCTaHOBNEHUS (pa3BeaeHusl). YkasbiBaeTCcs TONbKO OAWH
O6GLLUMI CPOK XpaHEHUS NeKapCTBEHHOrO nMpenapaTa, AaXe ecfv ero pasnuMyHble KOMMOHEHTbl MMEIOT pasHbIi CPOK
rogHocTu (Hampumep, MOPOLWIOK M pacTBopuTenb). [lata uUCTeYeHUst cpoka TOAHOCTW TaKoro KOMMIekTa
(nekapcTBeHHbIN npenapat € pacTBopuTernem) wnu Habopa (Komnnekta u3 AByx U 6onee nekapCTBEHHbIX
npenapartoB) onpegensetcd no Gornee paHHeN faTte MCTEeYeHUs Cpoka roAHOCTU KOMMOHEHTa feKapCTBEHHOro
npenapara, BXOAsiLero B KOMNekT (Habop).

CrangapTHble hOPMYNMPOBKX, UCNIONb3yeMble AN ONMCaHMA CpoKa roAHOCTU (CpoKa XpaHeHus), MpuBedeHsl B
npunoxeHun Ne 7 k TpeboBaHUsIM.

6.4. Ocobble Mepbl NPEAOCTOPOXHOCTY NPU XPaHEHUM.

CranpapTHble (OpPMYNUPOBKWU, UCMOMb3yeMble AN OMUCaHus AN YCNOBWMWA XpPaHEHWsi, MpUBEOEHbl B
npunoxexHun Ne 6 TpeboBaHUAM.

O6Lwwme ycnoBusa xpaHeHus NnekapCcTBEHHOrO NpenapaTta ykasblBaloTCA C MEePEKPECTHON CChINIKOM Ha noapasnen
6.3 HacTosLero pasgena npy Heo6xoaNMoCTu:

<Ycnosus XxpaHeHuUs Mocre <e0CCMaHOoBNeHUS> <pa3gedeHUsT> <repeo20 BCKPbIMUS> J1eKapCmeeHH020
npenapama cm. 8 nodpasdersne 6.3.>.

6.5. XapakTep v cogepxaHve NepBUYHON YNakoBKK <u crieyuarnbHoe obopydosaHue Ors1 UCrOob308aHUs,
88edeHus unu umniaHmauyuu>.

JononHuTeneHbI  3arofnoBOK  <u  crieyuasibHoe obopydogaHue Ors  UCMO/Ib308aHUs, 68e0eHUsT  Unu
umMnIaHMayuu> BKIOYAETCHA TOMNbKO AN BbICOKOTEXHONOMMYHbIX JTEKapCTBEHHbIX NpenapaToB.

Mpun HeobxoaMMOCTY MOTYT BKIKOYATLCHA NOSICHUTENBHBIE PUCYHKM.

6.6. Ocobble Mepbl NPeAOCTOPOXHOCTU NPU YHUYTOXEHUN MCNOMNb30BAaHHOIO NEeKapCcTBEHHOro npenapara nunm
OTXOAO0B, NOMYYEHHbIX NOCNE NPUMEHEHNS NeKapCTBEHHOro npenapaTta unv paboTbl C HUM.

CneayeT npvBeCTM yKa3aHUs MO MPUIrOTOBMEHWMMIO NEKApCTBEHHOro npenapata M ykasaHud no cnocobam
obpaleHuss ¢ HUM npu HeobxoouMOCTM, B TOM YMCIE YyKasaHus No yTunm3auuu nekapcTBEHHOro npenapata u
OTXO[O0B, OCTaBLUMXCHA MOCMNE MNPUMEHEHWUsI NEKAPCTBEHHOro mnpenaparta. BO3MOXHO BKMOYEHWE NUKTOrpamm,
LOMNOMHSOLWMX TEKCT, MPU HEOOXOANMOCTU.

7. OepxaTtenb perucTpaumoHHOro yaoCToBEPEHNsI

[HassaHue cmpaHbI Ha i3bike mekcma.]

{Ha3saHue u adpec}

<{men.}>

<{cparc}>

<{anekmpoHHas noymaj}>

7.1. MIPEACTABUTEJb OEP>KATENA PETMCTPALUMOHHOIO YOOCTOBEPEHUA.

lMpemeH3uu nompebumenel Hanpaessime Mo adpecy:

{Ha3eaHue cmpaHbl}.

{HaumeHosaHue Oepxxameriss pecucmpayuoHHO20 ydocmosepeHusi U ropududeckuli (gpakmudeckull) adpec).

<{men}>.

<{gpakc}>.

<{adpec 3rekKmpoHHOU MNoYMbI}>.

8. Homepa perncrpaumoHHbIX yA0CTOBEPEHUIA

9. [laTa nepBWYHOM perucTpaunn (NOATBEPXKAEHUS pernctpaumu, nepeperncrpawmm)

B cooTtBeTcTBUM C TpebGoBaHusMM No nogroToBke Tekcta OXJII, gaTa ykasbiBaeTcs B cnegytowem cdopmare:

<[Jama nepsuyHol peaucmpauuu: {1 mecay ITTT}>

<[Jama nocnedHez20 nodmeepxxdeHust peeucmpayuu (nepepeaucmpauuu): {44 mecay MTT}>



JaTta gomkHa coBnagaTtb C 4aToW NMEpPBUMYHON perMcTpauuyM paccMaTpyvBaeMoro NiekapCTBEHHOro mnpenapara.
OHa He pomkHa oTpaxaTb [aTbl YTBEPXKAEHWUS OTAENbHbIX [O03MPOBOK M (Mnu) dopm BbiMycka, BBEAEHHbIX
nocpeacTBOM BHECEHWSI UBMEHEHWUI U (UNN) JOMONHEHWIA.

10. daTa nepecmoTpa TekcTa

B cootBeTctBUMM C TpeboBaHuamu no nogrotoBke Tekcta OXIIIM pata gomkHa ykasbiBaTbCs B Criedylollem

dopmare:
<{MM/ITTT}>, nu6o <{44/MM/ITTT}>, nubo <{{ mecay, TTT}>
Hactoawmin pasgen  3anonHAeTcs  YNoNHOMOYEHHbIM OpraHoM rocydapctBa - uneHa EBpaswuiickoro

9KOHOMMYECKOro cot3a M (unu) aepxaTtenem perucTpaumoHHOro yOOCTOBEPEHWst Nnocre TOoro, Kak nosiBnaeTcs
WH(OPMaLUsi O BHECEHNM U3MEHEHUI B OOLLYIO XapaKTepPUCTUKY NeKkapCcTBEHHOro npenapara.

B cnyyae nsmeHeHuii Tuna IA, 3atparmBaroimx MHOPMAaLMIO O NIEKapCTBEHHOM MpenapaTe, AaTa U3MEHeHUs!
TeKcTa [JofKHa coBrnagaTth C AaTOW BHECEHUSA U3MEHEHMWS Aep)KaTeneM permcTpaunoHHOro yA0CTOBEPEHUS.

Ona nameHeHun tuna IB, 1l n cpoYHbIX N3MEHEHWIA, CBA3AHHBLIX C 6E€30MacHOCTLIO NIEKAPCTBEHHOrO Npenapara,
AaTa U3MEHeHus TeKcTa JOofkHa coBnagatb C AaToOW pellueHus YnorHOMOYEHHOro opraHa rocygapcTBa - uneHa
EBpa3ninckoro 3KOHOMMYECKOro COK3a 0 BHECEHUM U3MEHEHUI B pErncTpaLMoOHHOE YOOCTOBEPEHNE.

NPUNOXEHWE Ne 12

k TpeboBaHNAM K MHCTPYKLMK

no MeAMLMHCKOMY NPUMEHEHWIO NleKapCTBEHHOrO Npenapara v obLei
XapaKTepucTmKe rieKkapCTBeHHOro npenapaTa Ans MeAULMHCKOro NPUMEHEHNs

TPEBOBAHUA
Nno NoAroToBKe TeKCTa UHCTPYKLMU NO MeAULIMHCKOMY NPUMEHEHUI0 rleKapCTBEHHOro nNpenapara (nucTka-
BKIagblwwa)

HacTtosiwme TpeGoBaHus paspaboTaHbl B KayecTBe OOHOM W3 Mep PerynMpoBaHUs MapKUPOBKA W
npeacTaBneHnss MHGopMaLuM O NekapCTBEHHOM MNpenapaTte nauveHTam, a Takke C Leflblo OKasaHus CoaencTBust
nvuaM, 3aHMMaloLWMMCa OM3alHOM UM HanucaHwem NWUCTKa-Bknadbla Ans nauuedta. Hactosawwme TpeboBaHus
coaepxaT npaBuna, NnpeabsBnsaeMble K IMCTKY-BKNaabllly Ans nauueHTa, a Takke onucaHne Haanexallen npakTuku
B 0611acTV MHOPMaLMOHHOTO Au3aiiHa ¢ Lenbio NPeAoCTaBNeHns nauMeHTaMm, nonaralowmnmcs Ha npeacTaBnsemble
CBEAEHUsl, BO3MOXHOCTU TMPUHUMATbL pPEeLUEHUss OTHOCUTENbHO 6e3onacHOro U 3MEEKTUBHOMO MNPUMEHEHUS
Ha3HaYeHHbIX NeKapCTBEHHbIX NpenapaTos.

HacTosiwme TpeGoBaHus NpeacTaBnsioT coGoi TpeGoBaHUsi YNOSIHOMOYEHHbBIX OpraHoB rocyAapcTB - YNeHOB
EBpasuiickoro akoHOMMU4YECKOro Cot3a (fanee cooTBETCTBEHHO - rocyaapcTBo-yneH, Coto3)

B cdepe oOpalleHNss NeKapCTBEHHbIX CPeACTB AN MEeAMUMHCKOTO NpUMEHEHUSl, CGOPMUPOBaHHbIE Ha
OCHOBaHWM NOTPeGHOCTEN MEeAUUMHCKUX paboTHMKOB UM, 4YTO Ccamoe [faBHOe, MNauWeHTOB OTHOCUTENbHO
npeacTaBneHNs BbICOKOKAYECTBEHHON MHGOPMALIMI O NeKapCTBEHHOM Mnpenapare Ans NauMeHToB.

1. O6wume cBegeHus

CornacHo pesynbTatam WCCMNEeLOBaHWMA MauMEHTbl  pacLEHMBAKOT  NUCTOK-BKNagblw (panee - JIB),
nocTaBrsieMbli BMECTE C MpenapaToM, kak Hambornee BaXHbLIN Mocre Bpadven n dapmaueBTUYeCcKnX paboTHMKOB
UCTOYHUK MHpopmaumu. MaumeHTam Tpebyetcst 6onblue nHdopMaumum No CPaBHEHMIO C TEM, YTO OHM MNOMyYalT B
HacTosiee Bpems. 3akoHoaaTenbHO obsizaTenbHbln J1B ABnseTca AOCTYMHbIM 1 aBTOPUTETHBIM, @ ANsl HEKOTOPbIX
NauNEHTOB - €AVHCTBEHHBIM MUCbMEHHbLIM UCTOYHUKOM MHCpOpMaLIMKM O NeKapCTBEHHOM npenapare.

YkaszaHHast B JIB wuHcopmMauusa no3eonsieT nauMeHTam y4yacTBOBaTb B MNPUHATUN PELUEHUS MO MOBOAY
NPUMEHEHUS NpenapaToB, HA3HAYEHHbIX UNN PEKOMEHAOBAHHbLIX MeANUMHCKUMU paboTHMKamMn. B ocHoBe okasaHus
camoromolun, obecnedeHne BO3MOXHOCTEN ANsl KOTOPOW SIBNSIETCS KIOYEBOW LENbl0 MpaBUTENbCTB, NEXUT
obnagaHue nauMeHTamMyM B AOCTAaTOYHOM OOGbEME BbICOKOKAYECTBEHHOW WHGOPMAaUWEN, HA OCHOBE KOTOPOW OHMU
NpuHMMatoT peluenus. MNpy npnobpeTeHun 6e3peLenTypHbIX NeKapCTBEHHBLIX NpenapaTtoB B3auMOAENCTBME MeEXAY
NauMeHToM U MEeOULMHCKMM pabOTHMKOM MOXEeT ObiTb OrpaHM4YeHO WnuM CBeAEHO K Hynto. B nocnegHem cnydvae
nucbMeHHas nHdopmaumsa npnobpeTtaet ocobyto LeHHOCTb Ana 6e3onacHOro NpUMeHeHUs npenapara.

2. Uenb

Llenb  Hactoswmx  TpeboBaHuii  3aknyaeTcds B COAEUCTBUMM  GonblieMy  CaMOPEerynupoBaHuio
dapmaLeBTUYECKOM OTpacnn npu BHeceHun uameHeHwuin B J1B. MpumeHeHne HacToswmx TpebosaHuiA nossonsieT
[OCTUYb SICHOCTb U AOCTYNHOCTb NPEeACTaBnsieMon uHdopmaumm npu coctaenexnuun J1IB Ha nobol nekapCTBEHHbIN
npenapar, 4To co3faeT NpeanochbinkM Ans OOMKHbIX AeUCTBUMMA nauueHToB. J1B, cooTBeTCTByOLME HACTOALUM
TpeboBaHUAM, TaKkKe OTpaXarT B3rMNsAbl MAUUEHTOB, YTO NPEAYCMOTPEHO 3aKOHOAATENLCTBOM rOCY4apCTB-4IIEHOB.

Mepen nogayen JIB B ynonmHOMOYEHHbIE OpraHbl rOCy4apCTB-YSIEHOB NMUA, 3aHMMAaKLWMNECa UX AW3ANHOM U
COCTaBMNEHNEM, [OIKHbl Y4YeCTb NPEeACTaBMEHHYD HMKe WHGOPMauuio, MOCKOMNbKy Ioboe HecooTBeTCTBME
HacTosAWwmuM TpeboBaHUSIM MOXET MpuBEeCTM K HeobxoaMmocTu o6oCHOBaTb OTCYTCTBMSI BIMSIHUS  TaKWX
HEeCOOTBETCTBUI Ha 6e3onacHoe NPUMEHEHNE NEKAPCTBEHHLIX NpenapaTos.



3. Cchepa npumeHeHUs

HacTosiwume TtpeboBaHus HepaspbiBHO cBfA3aHbl ¢ npaBom Cow3a B cdepe obpalleHus nekapCTBEHHbIX
cpencTB. [epxatenu perncrtpauMoHHbIX YAOCTOBEPEHUA [OIDKHbI yuuTbiBaTb HacToswme TpeboBaHusa npwu
coctasneHuu JIB B npouecce perncrpaumm u BHECEHWUS M3MEHEHWI B paMKkax npoueaypbl B3avMHOMO MpU3HaHUS,
AeLeHTpanM3oBaHHOW N HaLMoHansHoOW npoueayp.

Hactosiwme TpeboBaHUsi OOMHAKOBO MPUMEHWMbl K peuenTypHbiM U 6e3peLenTypHbiM NeKapCTBEHHbIM
npenapatam, a Takke K JlekapCTBEHHbIM npenapaTaM, KOTopble NPUMEHSIIOTCA B YCNOBUSAX cTaumoHapa. B pamkax
3KCMepTU3bl AoCbe U MNpy ayauTOpPCKUX MpoBepkax yBEeAOMIMEHUNW, a Takke npu pabote c xanobamun Ha J1B
YMONMHOMOY€EHHbIE  OpraHbl FOCYAapCTB-UNIEHOB aHanuM3upylT 6e3onacHoCTb nNauMeHTa WUCXoas M3 onbiTa
NPUMEHEHNs NNEKaPCTBEHHOIO NpenapaTa 1 BCeX COOOLLEHHBIX HeXXenaTernbHbIX SBNEHWUIA.

4. TpeboBaHusa k I1B

13. MNopspok npeacTtaeneHnss MHopMmaumm U ee xapaktep Ansa Bcex JIB onpegensieTcs B COOTBETCTBUM C
HWXecneayoLWmnm:

4.1. B cocTaBnsieTca Ha OCHOBaHUM O6LLEN xapaKTepUCTUKM NnekapcTBeHHoro cpeacTea (aanee - OXJIM). OH
OOIMKEH BKIoYaTh MHAOPMAaLMIO, PACrONOXEHHYIO B CrieytoLeM nopsiake:

4.2. B uenax ngeHTugmrKaLmm nekapcTBeHHOro npenapara:

4.2.1. HaMMeHOBaHWe NeKapCTBEHHOIO npenapara, 3a KOTOpbIM CrielyeT JO3MPOBKa U NekapcTBeHHas dopmMa u
(ecnn npumeHnMMo), cnegyeT ocobo OTMETUTb MpeAHa3HayeH N NeKapCTBEHHbIN npenapaT ANns MPUMEHEHUs Y
MrageHueB, AeTen Unm nuuy NoXuroro (Ctapyeckoro) Bospacta. Ecnv nekapcTBeHHbIN npenapaT COAEPXUT TOMNbKO
OOHO akTMBHOE (gevcTBylolee) BewecTtBo, To ero MHH (npu otcytctBuM - 06LIENpuHATOE HavMeHOoBaHue)
HeobxoaMMo yka3aTb B CkOOKax cpasy 3a TOProBbIM HaMMEHOBaHMEM OAHHOrO NeKapCTBEHHOro npenapara (OHO
OTNIMYaeTCA OT TOProBOro HaMMEHOBaHWS); AN NEKAPCTBEHHbLIX MpenapaToB, COAEPXKaLLMX HECKONbKO aKTUBHbIX
(mencTBylOLLMX) BELLECTB WX, CrieayeT ykasaTb B BUAE NEePeYHs Noj HauMeHOBaHWEM;

4.2.2. hapmakoTepaneBTUYECKYIO Ipynny U onucaHne akTUBHOCTM, NErko NOHUMAaeEMbIE NaLUEHTOM;

4.3. nokasaHus K NPUMEHEHWIO;

4.4. nepedyeHb cBeAeHWIA, HEOOXOAMMbBIX 40 Havana nNnpMMeEHeHUs NeKapCTBEHHOrO npenapara:

4.4.1. npoTUBOMNOKa3aHs;

4.4.2. HeobxoaMMbIe Mepbl MPEAOCTOPOXKHOCTU MPY NPUMEHEHWN;

4.4.3. Bugbl B3aMMOAENCTBMA C APYrMMW NEKapCTBEHHbIMW MpenapatamMv v gpyrme BuAbl B3avMOAEWNCTBUSA
(Hanpumep, c ankoronem, Tabakom, NuLLEl), CNOCOOHbIE MOBMNMATL HA AEUACTBME NeKapCTBEHHOIO nNpenapara;

4.4 .4. cneunanbHble NpegynpexaeHus;

4.5. Heobxooumble N CTaHAAPTHBIE MHCTPYKLUM NO HaAnexalleMy NpUMEHEHUIO 1, B YAaCTHOCTH:

4.5.1. pexmm Jo3npoBaHus;

4.5.2. meTog v nyTb BBeAEHUA (Npu HeobxoammocTw);

4.5.3. yacTtoTa NPUMEHEHUSA C yKasaHWEM BpPEMEHMW, KOraa NeKapCTBEHHbIN npenapaT MOXeT WU LOIDKEH
npuMeHsTecA (Mpy HeobXxoaMMOCTW), a TakKe B COOTBETCTBYHOLUMX CIy4asx, B 3aBMCMMOCTW OT CBOWCTB
NeKkapCTBEHHOrO npenapara:

4.5.4. pNUTENbHOCTb NNEYEHUs], eCrv ee He0OX0OUMO OrpaHNYNTE;

4.5.5. mepbl, KOTOpblE HEOOXOAUMO NPUHATL B Clyvae Nepeo3vpoBKM (CUMMNTOMbI, HEOTOXHbLIE NpoLeaypbl);

4.5.6. mepbl, HeobxoaUMbIe MPY NPOMNYCKE OOHON UMM HECKOSbKUX 403 NIEKAPCTBEHHOIO Npenapara;

4.5.7. ykasaHue Ha Hanu4ne pucka CUMNTOMOB OTMEHbI (MPU HEOBXOANMOCTN);

4.5.8. pekoMeHZauuyM No OOpaLLEHMI0 3a KOHCynbTauuMen K MeauUMHCKOMY paboTHWKY Ans pa3bsCHEHWs
crnocoba NpMMeHeHWs NeKkapCTBEHHOrO Npenapara;

4.6. onucaHue HexenaTemnbHbIX peakuun, KOTOpble MOryT MPOSABMATbCS MNPUM CTAHAAPTHOM NPUMEHEHUU
NEeKapCTBEHHOrO npenaparta u Mepbl, KOTOpbIE CneayeT NPUHATL B 3TOM crny4vae (npu Heo6XxoaMMocTn);

4.7. ccbinika Ha faTy UCTEYEHMs CPOKa roAHOCTM, YKadaHHasi B MapKUPOBKE:

4.7.1. c ykasaH1eM 3anpeTa NpUMEHEHNS NIeKapCTBEHHOMO Npenaparta no UCTEYEHNN Cpoka roaHOCTY;

4.7.2. B COOTBETCTBYHLLMX CryYasx cneunanbHbIMU YCIIOBUSMWN XpaHEHNS;

4.7.3. npegynpexaeHnemM o6 onpeaeneHHbIX BUOUMbIX NPU3HaKax yXyALleHns kadectsa (npyM HeobxoanmocTn);

4.7.4. c NOMNHbLIM KA4YeCTBEHHBIM COCTaBOM (chapMaLeBTUYECKNX CyOCTaHUMIN U BCnoMoraTesnbHbIX BELLECTB) U
KONMMYECTBEHHbIM COCTaBOM (bapMaLEeBTUYECKUX CyOCTaHUMI C MCNOMNb30BaHMEM MX OBLLENPUHATHIX HAMMEHOBaHUN
ANs Kaxgow hopMbl BbiMycka nekapCTBEHHOrO npenapara;

4.7.5. nekapcTBeHHOW (HOPMOW Kaxaon opmbl BbiMycka NEkapCTBEHHOroO mpenaparta M ee codepXaHus Mo
Macce, 06beMy 1nM KONUMYECTBY 403 B JIEKAPCTBEHHOM Npenapare;

4.7.6. c HasBaHMeM MW adpecoM JepxaTensd perucTpaumoHHoro ypoctoBepeHus (ganee - OPY) un, B
COOTBETCTBYIOLUMX CMyyYasX WMS NPeACTaBUTENS, Ha3HA4YeHHOro BriadernbLeM C Lenbi NPeacTaBneHust ero
WHTEPECOB B KaXJ0M rocyjapcTBe-yieHe;

4.7.7. C Ha3BaHMEM M aApeCOM NPON3BOANTENS;

4.8. ecnun nekapCTBEHHbIN NpenapaT 3aperncTpyMpoBaH Nof pasfnvMyHbIMM HAaMMEHOBaHUSMWU B roCcyaapCTBax-
yneHax, nepeyeHb HAMMEHOBaHUN, 3apPErMCTPUPOBAHHBIX B K&XXAOM M3 rocyaapCTB-UNIEHOB;

4.9. pata nocrnegHero nepecmotpa J1B.

B OTHOWEHWN neKapCTBEHHbIX NpenapaToB, TPEOyHLWMX AOMOMHUTENBHOIO MOHUTOPWHrA, AOMOSTHUTENBbHO
ykasbiBaeTcs cnepytoulee: «[aHHbI fekapCcTBEHHbIV npenapaTt MNOANEXUT OOMOMHUTENBHOMY MOHUTOPUHIY».
YKasaHHOMY NpeaynpexaeHuio OOMKEH MpealecTBoBaTb YEpHbI CMMBOM, 3a KOTOPbIM [JOMMKHO crefoBaTb
COOTBETCTBYIOLLEE CTaHAAPTU30BAHHOE pPa3bsiCHEHWE.



Ha Bcex nekapCTBeHHbIX Mpenapatax HeobXOAUMMO YyKasblBaTb CTaHOAAPTHbIA TEKCT, PEeKOMeHAYoLuiA
nauMeHTam npu BO3HUKHOBEHWM OXWAAEMbIX NEKapCTBEHHbIX peakuuii obpaliaTbCa K MeAULMHCKOMY paboTHUKY,
hapmaLeBTNHECKOMY PaboTHUKY MW HanpsMyo B MHOPMALMOHHYIO 6a3y AaHHbIX MO HexenaTenbHbIM peakunsm
(menctBMAM) Ha nekapcTBeHHble npenapaTtbl, BkAYas CcooblieHnss O HedddEKTUBHOCTU FeKapCTBEHHbIX
npenapaToB, BbISBIEHHbIM Ha TEppUTOPWMM rocydapcTBa - YfleHa, M yKasbiBaOLWMA Ha PasnnyHble NyTU Takoro
Co0b6LLEeHMA (ANEeKTPOHHOE COOBLLIEHNE, MOYTOBOE OTNpaBneHve n (Mnu) Apyroe).

4.10. MNepeyeHb, ykasaHHbIN B NoAanyHkTe 4.3 HacToAwmx TpeboBaHUA, AOMKEH yunTbiBaTh:

a) ycnoBus MpUMEHeHUs B onpefeneHHbIX rpynnax (4etn, 6epemeHHble 1 KopMslme rpyablo XKEHLLMHBI,
noXxunele, nuua ¢ onpegeneHHsbIMU NaTonorMyeckuMmn COCTOSHUAMMY);

6) cBeAeHNs 0 BO3MOXHOM BMUSIHUM Ha CNOCOBHOCTbL yNpaBnaTb TPAHCMOPTHLIMK cpeacTBamu unu pabotatb C
MexaHu3MaMm (ecrv NPUMEHNMO);

B) NepeyeHb BCMOMOraTesbHbIX BELWECTB, 3HaHNE O KOTopbIX Heobxoammo Ans 6esonacHoro n addekTnBHOro
NPUMEHEHNs NeKapCcTBEHHO npenapara, OnncaHHbIX B npunoxenun Ne 1 Kk HacToawmm TpeboBaHUsaM K MHCTPYKLMK
no MeAULMHCKOMY NMPYMEHEHUIO NeKapCTBEHHbIX NpenapaToB 1 obLen xapakTepucTuke nekapcTBEHHOro npenapaTta
ANst MEANLIMHCKOTO NPUMEHEHWS.

4.11. Mo ycMoTpeHuto 3asBuTeNns B LUenax obecneyeHns yaobo4MTaemMoCcTW, MOHATHOCTU U NErkocTu
BocnpuaTMa JIB  moryT ObiTb npoBedeHbl KOHCyMbTauuuM C  UeneBblMW  rpynnamyv  naumeHtos w  (Mnw)
nonb3oBaTenbckoe TecTuposaHue J1B.

4.12. He nosgHee 1 sHBaps 2025 r. ynornHOMOYEHHbIMU OpraHamu (3KCNepTHbIMY OpraHn3aunsiMm) rocygapcTB-
yneHoB B EBpasumickyto SKOHOMMYECKYIO KOMUCCUMIO (Janee - Komuccusi) npeacTaBnsioTcs CBOAHbIE OTYETbl O
UMerLNX cuctemaTndeckuin xapakrep Hepoctatkax OXIIM u JIB nekapCTBeHHbIX MpenapaTtos, HaxXOAALIMXCA B
obpaLlieHun, n aHannse BO3MOXHbIX MyTen NPeoAoNeHns Taknx HeJoCTaTKoB, KOTopble

nybnukylotca Ha odwuumansHoMm cante Komwucenm B MHAOPMALMOHHO-TENEKOMMYHUKALMOHHOW  CeTn
«MHTepHeT», 4ToObI Nyyle oTpaxkaTb MHTepeChl MaLMEHTOB Y MEAULMHCKNX paboTHUKOB. SKCNEPTHbLIN KOMUTET Npu
Komuccmm Ha ocHOBaHMM oOT4eTa W, €Cnu NPUMEHWMO, KOHCYNbTauMum C 3auHTEPECOBaHHLIMW  fMUaMW,
pa3pabaTbiBaeT pekoMeHJauuMu Mo yryyweHuto yaobouMTaemMocTu, M3MOXKEHUIO W COAEPXKaHWIO  YKa3aHHbIX
AOKYMEHTOB, AN X paccMoTpeHusi Komumccnen B yCTaHOBNEHHOM NMOPSAKe.

4.13. Tpn pernctpauum nekapCTBEHHOroO npenaparta B COCTaBe PerncTpaumoHHOro [ocbe Heobxoammo
npeactasntb 1 nnm 6onee MakeToB BTOPMYHON 1 NEPBUYHON YNaKoBOK NEKapCTBEHHOIO Npenaparta, a Takke NpoekT
JIB. B cny4ae npoBeaeHuWs KOHCyNbTauuii C LeENeBbIMW rpynnaMu WM nonb30BaTenbCKoro TEeCTUPOBaHMSA UX
pe3ynbTaTthl OOMKHbI ObITb MpPeAcTaBMneHbl YNOMHOMOYEHHOMY OpraHy (3KCMepTHOW opraHu3aumu) rocyaapcrs-
YNEeHOB, KOTOPbIV OCYLLECTBMAET paCCMOTPEHNE U IKCNEPTU3Y PErMCTPaLMOHHOIO A0Che.

4.14. Bce npegnaraembie usameHeHus J1B, onMcaHHble B HacTosiLLeM nogpasgene, Ho He cBA3aHHble ¢ OXIM,
AOIMKHBI NOJaBaTbCs OpraHaM rocyAapCTB-UYNeHOB, YNOMHOMOYEHHbIM PEFMCTPUPOBATL NeKapCTBEHHbIE NpenaparThbl.
Ecnn ynonHomoueHHble opraHbl roCyAapCTB-UNEHOB B TeYeHWe OeBSHOCTa AHeW CO OHSA NoMyveHus 3anpoca He
oTKasanu BO BHECEHUM U3MEHEHWIA, 3asiBUTENb BNpaBe peannsoBaTth Takne N3MeHeHus.

4.15. JIB mMoxeT cogepxaTb CMMBOMbI M MUKTOrpammbl, NPeAHa3HayeHHble AN NPOSCHEHUs onpeaeneHHbIX
CBeJEeHUI, yKasaHHbIX B MyHKTe 4.1 HacTosawmx TpeboBaHun, 1 MHbIX cBegeHun, cornacyowmxcsa ¢ OXIIM, nonesHbix
Ans nauyeHTa. Takve CMMBOIbI M NMUKTOrpaMMbl HE JOSKHbI BKINOYATL NIEMEHTbI PeKnaMHOro xapakrepa.

4.16. 1B pormkeH OblTb HanUCaH OOCTYMHbIM A3bIKOM SICHO U MOHSITHO, U CBEpCTaH Tak, YTOObl NO3BONATb
nonb3oBaTenaMm [JeCcTBOBaTb Haanexawum obpasom, npyv HEOOXOAMMOCTM NpU  COAENCTBUN MELMLIMHCKUX
paboTHukoB. JIB gomkeH 6biTb ygobountaem Ha oduuManbHOM s3bike Mnn oduumManbHbIX A3blkax rocyaapcTsa-
yneHa, B rpakgaHckuii 06opoT KOTOPOro BBOAMTCS NleKapCTBEHHbIN nMpenapar, kak Toro TpebyeT Takoe rocy4apcTBo-
YneH B Lensax cobniogeHns HacToswmx TpeboBaHui. YkasaHHble CBeAEHUS AOMyCKaeTCs NPYBOANTL HA HECKOMBbKUX
A3bIKax NPU YCNOBUN NMOSTHOTbI U3MNIOXEHNA TaKMX CBEAEHMUI Ha KaXKOAO0M U3 NCMOoSb3yeMblX A3bIKOB.

4.17. Ecnn nekapCTBeHHbIV NpenapaTt He NpeAHa3HayeH AMs NPSMOro NPpMMEHeHNs nauveHTaMmn unm aenseTtcs
TPYOHOAOCTYMHBIM, YMONHOMOYEHHbIE OpraHbl rocyAapCTB-YNEeHOB BMpaBe, PYKOBOACTBYSACH MPU 3TOM Mepamu,
HeoOXoaMMbIMM ONS  3alMTbl 300pOBbS YernoBeka, pas3pelunTb He YyKasbiBaTb OnpefeneHHble CBEeAeHVs B
mapkupoBke unu JIB. OHu Takke BnpaBe paspellnTb He ykasbiBaTb YacTb WM BCE CBEAEHUSA Ha rocyaapCTBEHHbIX
A3blKax rocy4apCcTB-4rneHoB, B 060POT KOTOPOro BBOAMTCHA NEKapCTBEHHbIV Npenapar, no TpeboBaHmio rocygapctea-
yneHa.

4.18. Ecnu TpeboBaHus HacTosLlero nogpasgena He BbinonHsAwTcA n [JPY He oTBevyaeT Ha yBeAOMIEHMS,
YNONTHOMOYEHHbIE OpraHbl FOCyAapCTB-YNEHOB BrpaBe MPUOCTaHOBUTL COOTBETCTBYIOLLYIO PErmcTpaLyoHHYHO
npoueadypy Ao npusedeHus JIB paccmaTprBaeMoro nekapcTBEHHOro npenaparta B COOTBETCTBME C TpeboBaHMAMM
HacTosAwero nogpasaena.

4.19. lMomMumO yKasaHMA CMOB «roOMeonaTUYeCcKMi NeKkapCTBEHHbI npenapat», B MapkupoBke n B JIB
romMeonaTn4yecKoro fiekapcTBEHHOro npenapara (npyM HeobxoanMOCTU), NPEeTEHAYIOWEro Ha YNPOLLEHHYI0 NMpoueaypy
permcTpauun, OMKHbI ObITb ykasaHbl criegytowme (M HUKakue Apyrne) CBeAeHUs:

a) Hay4yHoe HauMeHOBaHwWe MaTtpuvubl UM MaTpuy C MOCredylolMM yKa3aHWeM CTeneHn WX pasBedeHus,
ucnonb3ys cumeonbl Papmakonen Colo3a; ecnu roMeonaTnyeckMin NekapcTBEHHbIV npenapat COCTOUT M3 ABYX U
bonee mMaTpuu, Hay4yHOe HauMMEHOBaHWMEe MaTpul, Ha MapKMpOBKE [OMYyCKaeTCs [AOMOMHATb TOProBbiM
HauMeHoBaHVeM;

0) HasBaHue n agpec APY n npounssogutens (mpu HEOOX04MMOCTW);

B) cnocob BBeAeHMA 1 NyTb BBeAEHUS (Mpy Heo6XxoauMOoCTI);

r) ata ncrteveHns cpoka rogHocTn (Mecsau/ron);

[) nekapcTBeHHas opma;

e) bopma BbINycka;

X) cneumanbHble YCNOBUS XpaHeHWs (Mpy Hamuuum);

3) cneumaneHoe npegynpexgeHve (Npu HeobXoaMMocTw);
1) HOMep permcTpauuu;




K) «roMeonaTu4ecknii NekapCTBEHHLIN NpenapaT 6e3 0f4o6peHHOro NokasaHusi K NPUMEHEHUIOY;

n) NnpegynpexaeHue o HeobxoaMmMocTy obpalleHns K Bpady npy COXpaHeHU CUMNTOMOB.

4.20. JonycTmo mcnonb3oBaTb KOMOUHMPOBaHHbIE JIB Ans pasnuyHbIX JO3MPOBOK U (Mnn) dopm npenapara.
MoapobHble ykaszaHuns npyuBoaATcst B WwabnoHax MHopmauum o npenaparte (B COOTBETCTBUM C npunoxeHvem Ne 16
K TpeboBaHUSM K WHCTPYKUMX MO MEOUUMHCKOMY TMNPUMMEHEHNI0 IeKapCTBEHHbIX MpenapaToB U obuen
XapaKkTepuCcTuKe NekapCTBEHHOro npenapaTa Ang MeAuUMHCKOro NPUMEHEHNS).

LlabnoHbl He yunTbLIBAOT BONPOCHI AM3aHa U BEPCTKN, a Takke He CoAepxaT pekoMeHaaumi no obecnevyeHuto
NMOHATHOCTM NpeAcTaBneHHonM uHdopmMauun Ana nauneHta. B wabnoHe copepxuTca 06OCHOBaHME BaXHOCTU
MHOPMaLMOHHOIO Au3ariHa, a Takke HeobxoammocTu nepeBoda JIB Ha BCe A3blKM, BKIOYas PYCCKWW, ecnu
rapMOHV3NPOBaHHbIE TEKCTbl COCTaBfIEHbl HE B COOTBETCTBMM C HOpPMaMy PYCCKOro mnuTepaTypHOro s3bika.
3aaButenam HeobxoaMMO 00paTUTbcA K HacToAwmm TpeboBaHWsIM, 4YTOObI MakCUMM3UPOBaTb KayecTBO
MOMHOLBETHBIX MaKeToB, koTopble OyayT nofgaBaTbCA B YMONHOMOYEHHbIE OpraHbl roCy4apCTB-UNEHOB B COCTaBe
[OCbe UNu yBeJOMMEHWUI U KOTOopble ByayT ABMATLCA YacTblo 3apErMcTpMPOBaHHOIO PEMMCTPAaLMOHHOIO AOCHE.

OObwue pekomMeHOauuym Mo MNPOBEAEHUIO KOHCYNbTaUWW C LeneBbIMW rpynnamMu naumeHToB, MpUBEAEHbl B
pasgene 7 HacToawmx TpeboBaHW.

5. Mopsaok npeacTaBneHust UHbopMaLumn U ee coaepkaHue

5.1. Nopsagok npeacrtaBneHns HopmMaumm.

B cooTtBeTcTBMM C pasgenom 4 HacToswmux TpeboBaHU NpenyCcMOTPeHbl 6 OCHOBHLIX pasgenoB J1B
(Heo6xo0QUMO BKITHOUUTL CBEAEHUS B KXAbIA U3 HUX):

pasgen «/aeHTudrKaumMoHHbIe AaHHbIE NeKapCTBEHHOro npenaparta.

Heobxoammo ykasaTb HavMeHoBaHue, dapmaueBTUYeckyto cybcTaHumio (QOMmkHO ObiTb NpuBeaeHo Tonbko 1
HavMeHoBaHWe dapmaueBTMyeckon cybcTtaHuMn B crnegylowem MopsAke: HauMeHOBaHWe B COOTBETCTBUM C
dapmakoneernn Corosa, hapmakonesiMM rocygapCTB-YIIEHOB MMM Bedylwumu capmakonesiMm B COOTBETCTBUM C
KoHuenuuei rapmoHm3aummn dapmakoner rocyaapcTB-4reHoB, 06LLenpuHATOe Unm rpynnmpoBoYHOE HaMMEHOBaHWE,
nekapcTBeHHas oopMa v LO3MpOoBKa Npenapara;

pa3gen «llokasaHusl K MPUMEHEHUIOY.

HeobxoamMmo ykasaTb COCTOSIHWS, MPU KOTOPbIX paspelueHO NpvMeHeHne npenapara. OTOT pasgen OOMKeH
BKNtoyaTb B cebs BCe npusHaHHble uenecoobpasHbiMy CBeAeHMS O Nonb3e NekapCTBEHHOro npenapaTa;

pasgen «CBegeHus, 3HaHe KOTOpbIX HeOOXoAMMO nepes Havyanom NpUMeHeHus npenaparay.

Heobxoammo ykasaTb crnydaum, npu KOTOpbIX MPUMEHEHWEe npenapata HegonycTumo, Bce Ocobble ykasaHus,
Mepbl NPefoCTOPOXHOCTU, B3aUMOAENCTBMA C APYrMMU npenapatamu v nuwieBbiMU MpodyKTaMu, cBefeHus Ang
0cobbIx rpynn nauMeHToB (OepeMeHHble UNU KOpMsLLME MaTepu), a Takke BMMsSiHME npenapaTta Ha CnocoOHOCTb
nawuueHTa ynpaBnaTb TPAHCNOPTHLIMU CpeacTBaMu;

pa3gen «PekomeHaaumnm no NPUMEHEHWUIO».

Heobxogumo ykas3aTb cnoco® npuvMeHeHus npenaparta, BKMYas MNyTb WM METO4 BBEAEHUS, 4acToTy
NPUMEHEHUS, NPOAOIHKUTENBHOCTL Kypca MNPUMEHEHWsl, Mepbl, NPUHMMaemble MNpU Mponycke A03bl U Npu
nepeao3npoBke (MpyM HEOBXOANMOCTN) U PUCK CUHOPOMA OTMEHBI;

pasgen «OnucaHne HexenaTterbHbIX PeakLMny.

Heobxoammo ykasaTb BCEe peakuum, KOTOpble MOryT BO3HUKHYTb MpW CTaH4APTHOM NPUMMEHeHWV npenapara, a
Takke Mepbl, NPUHUMaeMble NaLUEHTOM NPU UX BO3HUKHOBEHUW. HexxenaTtenbHble peakumm Heo6xoaMmo yKasbiBaTb
Mo CTENEHN UX CEPLE3HOCTU 1 JAnee no 4acToTe BO3HUKHOBEHWS;

pasgen «[ononHUTeNbHblE CBEAEHUSY.

HeobxogmMmo  ykasbiBaTb  CBeAeHMs O  BCMOMOraTemnbHbIX  BELlecTBax, ONWcaHue  npenapara,
3aperncTpupoBaHHbIe pa3Mepbl YNakoBOK, YCIOBUS XPaHEHWS, HanMeHoBaHne n agpec [PY v nponssoauTens.

HeT HeoGxoaMmocTu cnepoBaTb NOpsSAKY MOOPa3nerioB BHYTPU MepedncrieHHbix pasgenos - OPY cnepyer
HaWTM nyywwun cnocob npeacTtaBneHns Tpebyembix cBedeHwn. Ecnu nogpasgensl, ykadaHHble B pasgene 4
HacToAwmx TpeboBaHWA, HEMPUMEHUMBI K ONpeAeneHHOMyY neKkapCTBEeHHOMY npenapaTy, B NpeAcTaBnseMblii MakeT
BKIIOYATb Takoe ykasaHue He TpebyeTtcs. [lononHuTenbHble cBeAEHUst NpuBeaeHbl B WwWabnoHe J1B (npunoxeHne Ne
15 k TpeboBaHMAM K WHCTPYKUMM MO MEOULMHCKOMY MNPMMEHEHUI0 TNeKapCTBEHHbIX NpenapatoB W obuien
XapaKTepUCTUKe NIekapCTBEHHOTO npenapara AN MeauLMHCKOro NPUMEHEHUST).

5.2. CopepxaHue (MHpOpMaLMOHHOE HamnomnHeHWe).

Pasgen 4 Hactosiwmx TpeboBaHum npegycMaTpvBaeT HeEOOXOAMMOCTb cocTaBnenusi JIB B cooTBETCTBUM C
OXIMN. Cnocob wun3noxeHus cBegeHUn BaxeH AnNg obecrnevyeHus MOHVMMAaHWSA KITHYeBOW WHopmaumn Mo
6e3onacHOMy MNpUMEHEHWIO InekapCcTBeHHOro npenapata. [llepen Hanpaenewuem JIB Ha nonb3oBaTenbCckoe
TeCTMpoBaHNe Heobxoammo ybeauTbes, YTO Obin y4TEH CMOCOO M3NOXEHUS CBEAEHUN U MCMONb30BaH NepesoBOn
OnbIT B COOTBETCTBYOLLEN 06NacTn mMegumumHckon Hayku. CTunb n3noxeHuss HeobxoaMmo npodymaTtb A0 Hadvana
Nonb30BaTENbLCKOro TECTUPOBAHUS B LIEMSIX €0 YCMELHOro NpoBeaeHuUs.

MHopmaumMoHHOe HamnomHeHWe He MOXET ObiTb WAEHTUYHbLIM CBeAeHusiM, npeactaBneHHbiM B OXJIM, wn
TpebyeT nepeBoaa Ha ouLManbHbIN S3bIK FOCYAapCTBa-YneHa. ATo obecneynT COOTBETCTBUE MONYyYEHHbIX MakeToB
TpeboBaHUIO ACHOCTU 1 NMOHATHOCTK, @ TaKkke yaobouMTaemMocTn Ha ouLmanbHOM s3blKe rocyaapcTBa-yrneHa.

HonyckaeTcsa nepesoa JIB Ha gpyrve obweynoTpebumble B rocygapcTBax-yneHax sa3blku npy yCrioBUM TOro, YTO
npeacTaBneHHble CBeOEeHUA WOEHTUYHbl Ha BCeX A3blkax. B kayecTBe anemeHTa perncrpaumoHHOro [OChbe
yTBEpXAeHuo noanexurt J1B, cocTaBneHHbIN Ha ouumnansHOM A3blke rocyaapcTBa-yreHa.

CornacoBaHuio MOANEXUT BEpCUs TEKCTa COrfacoBaHHasi 3KCMEPTHbIMM OpraHvM3auusiMy BCEX FOCY4apCTB-
YNEeHOB, KOTOPbIE OCYLLECTBISOT PErMCTPaLMI0 NEKAPCTBEHHOIO npenaparta, kKak Ans Mapkuposku, Tak u JIB. 3To
Nno3BOMnsieT rocygapcTtBaM-YrieHamMm NepeBecTU CBEAEHMS Ha CBOW oduumanbHble A3blku. Ecnn HeobGxoammocTb
UCMONb30BaHNSA Pa3roBOPHOIO CTUIMSI PYCCKOro si3blka He Obina yyTeHa [0 3aBeplUeHWst Mpoueaypbl permcrpauum



nekapcTBeHHOro npenapaTta B pamkax Cot3a, MoxeT noTtpeboBaTbCs NepeBOd BEPCUM YKa3aHHOro TekcTa
nHdOopMaLmmn Ansa Takoro MakeTa.

Bornee nogpobHble cBepeHws npuBedeHbl B npunoxenun Ne 17 k TpeboBaHMSIM K WMHCTPYKUMM MO
MeAVLMHCKOMY NMPUMEHEHWNIO fleKapCTBEHHbIX MpenapaTtoB M obLlen XxapakTepucTUKe NleKapCTBEHHOro nmpenapara
ANS MeANLMHCKOTO NPUMEHEHMS.

KnioyeBble NpuUHLMNGI:

HeobxoamMmo ycTpaHuTb npotusopeuns ¢ OXIIIM n yctaHOBUTL COOTBETCTBUE TpeboBaHWAM, NPUBEAEHHBIM B
pasgene 4 HacToawmx TpebosaHuin, a Takke B npunoxeHum Ne 15 k TpeboBaHNAM K MHCTPYKLUKM MO MEOULIMHCKOMY
NPUMEHEHNIO NEeKapCTBEHHbIX MpenapatoB M OOWen XxapakTepucTuke nekapcTBEHHOro npenapata Ans
MEAMNLIMHCKOrO MPUMEHEHUS;

CIOXHOE M3NOXEeHUe N MeanLUMHCKas TEPMUHOMOMMSA 3aTPYAHAIOT MOHMMaHNe naumeHTaMmm nHdopmauuu;

N3noxeHne Bcen MHopMaLum Ha S3blke, NOHATHOM HecneumanucTy;

obecneyeHre BO3MOXHOCTU UCMOb30BaHUS Pa3roBOPHOIO CTUMSA ouumanbHOro S3blka rocyaapcTea-yneHa;

NCNONb30BaHMNE KOPOTKMX NPeanoXEeHNA 1 (UNn) MapKMpOBaHHbLIX CMINCKOB;

HekoTopble dpasbl, NpuBeaeHHble B WabnoHe, npeaycMoTpeHHoM npunoxeHnem Ne 15 k TpeGoBaHuaM K
WHCTPYKUMXU NO  MEAMUMHCKOMY TMPUMEHEHWIO NeKapCTBEHHbIX npenapatoB U OOLWen xapakTepuctuke
nekapcTBEHHOro npenapata Ans MeauLUMHCKOrO MPUMEHEHUs, MOryT BBOAWTL B 3abnyxaeHwe, B CBA3WN, C Y4eMm
AonyckaeTcs ncnonb3osaTtk 6onee nNpuBbIYHbIE ANS rOCyAAPCTBa-YneHa opMynMpoBKY;

He [AOoMnyckaeTCcs WMCNOMb30BaTb CUCTEMHO-OPraHHYyK Knaccudukaumio HexenaTenbHbIX peakuui, MOCKOMNbKY
naumMeHTam MOXeT ObITb CIOXHO CriefoBaTth 3TOM fNornke. HexenartenbHble peakumm HeobxoaMmo crpynnmposaTh No
NX Cepbe3HOCTM, YTO MO3BOMUT NaLMeHTaM NOoHATb, KOrAa 1 Kakue Mepbl cregyeT NpUHNMaTh;

HeobxoamMmo ybeauTbCs, YTO NauMeHTbl YeTKO NPOMHAOPMMPOBaHbLI O puckax. ObbACHEeHNs (BkNtoYas YacToTy
BO3HVMKHOBEHWNS COOTBETCTBYHOLLMX HEXEeNaTenbHbIX peakumin) NonesHbl YATaLWUM 1 MOTYT Nyylle XxapakTepusoBaTb
BO3MOXHbIV PUCK.

5.3. Vicnonb3oBaHue wWabnoHoB.

LabnoH nossonsieT obecneunTb npefctasneHve Tpebyemblx cBedeHW B MpaBunbHOM nopsiake (pasgen 4
HacToawmx TpeboBaHW), HO He MO3BOMSET C MOMOLWbLI Au3aliHa W pacrofiOXeHUs CroB  Mony4uTb
BbICOKOKa4€CTBEHHbI [OKYMEHT, KOTOPbIA CMOFYT NPOYeCTb M MOHATb naumeHTbl. CoOoTBETCTBYHOLLEE YykasaHue
npuBoaMTCA B Npeambyne K aHHOTMpoBaHHOMY wWabnoHy (npunoxernne Ne 16 k TpeboBaHUSIM K MHCTPYKUMWU MO
MeOMLIMHCKOMY MPUMEHEHUIO NEeKapCTBEHHBLIX MpenapaToB U O6Len XapaKTepuCcTUKe NekapCTBEHHOro npenaparta
ANs MEOVLIMHCKOTO NPUMEHEHNS).

PesynbTathl MccnefoBaHWin CBUAETENBCTBYIOT, YTO MALMEHTbI MOTyT He NMOHUMaTb (POPMYNMPOBKN 3aronoBKOB
M noasaronoBkoB wWabnoHa. MNpu nogrotoBke makeTta JIB gns TectupoBaHus Heobxoaumo yb6eamutbcs B TOM, YTO
TekcT J1B nepedpasvpoBaH ¢ Lenbtlo obecneyeHns nepesoga TEPMUHOMNOMM Ha MOHATHBIA ANSA NauMeHTa A3bIK.

Heobxoammo ocobeHHO BHMMaTenbHO OTHECTUCh K pasdenam J1B, B KOTOpbIX NpuBeAeHbl NPOTUBOMOKa3aHWs,
ocobble ykasaHus U Mepbl NPedoCTOPOXHOCTU, a TakkKe HexenartenbHble peakuuu. OHW, Kak npasBuso, SBNSAOTCA
rPOMO3OKUMM N U3MOXEHbI CIOXHBIM A3bIkOM. HeobxoanMo ncnonb3oBaTb NPUBEAEHHbIE HUXE pPeKoMeHAALUMN Mo
AN3aiHy, NO3BOMNALME CHU3NTb BEPOATHOCTb BO3HUKHOBEHWUS 3aTPYAHEHWI NPpU TECTUPOBaHMN.

6. lnzariH n pacnonoxeHue nHopmaumm (BepcTka)

JIB ¢ npocTbiM AM3anHOM $BASIETCA 3anoroM TOro, 4YTO MakCMMarnbHOE YUCMO NauMeHTOB CMOXeT
BOCMOSb30BaTbCA UHOPMauUmen, Heobxoaumow Ans MPUHATMS pelleHns O NpUMEHEeHUW npenapaTta Haunbonee
6e3onacHbIM 1 3 PEKTUBHEIM CNIOCOGOM.

OpraHunsauns npeacTaBnsieMblX AaHHbIX (MHpOpMaLUMOHHbIA An3anH) obecnevmBaeT NerkocTb NUCMONb30BaHWA
MU MOHMMaHUSA CIIOXHOW MHopMaumMn. OTO OAMH U3 KIOYEBBLIX ACNEKTOB Mpu pa3paboTke OOKyMEHTa: PUCK
HEBEPHOro MOHMMAaHWSA MOXET MPUBECTU K CePbe3HbIM MOCHEACTBUSAM, YTO NPOUCXOAUT AOBOMBHO YacTo B obnactu
npeacTaBneHnsa MHopmauum o nekapcTBeHHbIX npenapartax. PaspaboTka nHgopmaunoHHOro An3anHa - npouecc,
npu KOTOPOM MOXeT noTpeboBaTbCA pPacCMOTPETb HECKOMNbKO BapuaHTOB AmM3alHa u unx Moauduvkaumnm ans
KOHKpeTHoro J1B.

CneumanuavpoBaHHble OpraHusauum B LEensx MoBbllleHWs KkavecTBa cocTaBrneHuss JIB u  yBenuueHus
BEPOATHOCTM YCMELIHOro MNPOXOXAEHUSA MONb30BATENbCKOro TECTMPOBaHWUA npegnaralT ycrnyru no aHanusy wu
COBEpLUEHCTBOBAHMIO AM3aliHa 1 pacnonoxeHns nHgopmaumu B JIB. [JonyckaeTcs nonb3oBaTbCA ycryraMmu Takumx
opraHvsauui npu coctaeneHun J1B.

6.1. IHdOpMaLUMOHHbBI AN3aliH.

BHe 3aBucumocTn OT 06bema onbiTa B COCTABMEHUN U MPOEKTUpOBaHUK JIB 0cBeOOMITEHHOCTL 3asBUTENEN O
Hauvny4lwen npakTnke NHPOPMaLMOHHOro Au3anHa npuBecTByeTcs. B LUIMPOKOM CMbICe MHPOPMAaLMOHHLIA AnU3anH
(6ynyuv oTaoenbHbIM HanpaBneHMeM AenaTenbHOCTH) BKoYaeT B cebs cneayoluee:

6.1.1. MHdpopmaLmoHHasn apxuTekTypa.

Cnocob pacnonoxeHus MHopmaumMm B OOKYMEHTE - BakHas COCTaBnsiowas UHMOPMaLMOHHOIO Au3aiiHa,
nogpasymeBatoLLas, B YaCTHOCTU, MCNOMb30BaHNE 3NIEMEHTOB, MOMOralLMX OPUEHTUPOBATLCS B TEKCTE. YYeT 3Toro
hakTopa cnocobCTBYET YNOPSAOUMBAHNIO U CTPYKTYPUPOBAHMIO JOKYMeHTa. B cBs3n ¢ TeM, 4TO nHpopmaumsa peako
NpoYMTbIBAETCA OT Hayana v A0 KOHUa MauveHTOM WU JULOM, OCYLLECTBMSAIWMM 32 HUM yxon, cnocobt
opraHuMsaumm vHdopmaumn SBNAETCA BaKHbIM acrnekTom, obecrneymBalroLwUM CNoCOGHOCTbL OPMEHTUPOBATHCA B
TeKCTe, a, 3HauuUT, Nerko Nonb3oBaTbCA NpeacTaBneHHON nHpopMaLmen.

6.1.2. Tunorpaduka.

Mop Tunorpadmkor noHumaeTcs WpndToBoEe 0hopMIeHne npeacraBnsiemon nHdopmauun. Boibop rapHutypbl
M MpOYMX SfIEMEHTOB TIPadU4ecKkoro WCMONMHEHUs Hanpumep, LBET TeKkcTa, HeobxoouMO OCYLLECTBNSTH,
OpPUEHTUPYSCL Ha uUeneByl ayautopuio. [Mpu Hagnexallem ucrnonb30BaHWW 3TW acnekTbl OPraHv3yloT U O0BOAAT



WHGOpMauuo  cnocobom, yaoBNETBOPSIOWMM  NoTpebHoCTM uyuTatowero. Ecnu  napameTtpbl  Tunorpadmkm
3aTPYAHSAOT MPOYTEHME, BHE 3aBUCMMOCTU OT KadecTBa M3MOXeHus TekcTa B JIB ManoBepoATHO, YTO NauMeHTbl
3ax0TAT ero NpoYnTaThb.

MHTepBanbl Mexay 4YacTaMuM TekcTa MO3BOMAT CO3[4aTb OlUylleHWe OTKPbITOCTU npeacTaBnsemMomn
MHdopmaumun. Vicnonb3oBaHWEe KOMOHOK TEKCTa, XOPOLUO 3HAKOMbIX MHOMMM W3 raseTHbIX MaTepuanos, NO3BONAeT
ynTalowemy nerko ycsamBaTb WHopMauuioo. OnvHa CTPOKM U MEXAYCTPOYHbIA WHTEepBan - BaXHble acnekTbl
AnsariHa, KoTopble HeOBX0AUMO YUYNTLIBATL NPY BbiGOpe NOAXOASLLEN BEPCTKU.

B npunoxenun Ne 17 k TpeboBaHUSM K WHCTPYKUUW MO MEAMLMHCKOMY MPUMEHEHUIO FNeKapCTBEHHbIX
npenapaTtoB M o06LleN XapakTepuUCTMKe RNeKapCTBEHHOro nmnpenapata Ang  MeOUUMHCKOrO MPUMEHeHMs K
ypobounTaemMocTn cogepxartca noapobHble pekoMeHAauMu OTHOCUTENbHO MMWHMMAanbHO JOMYCTUMOrO Kerns
wpudTa.

6.1.3. [oHATHOE MU3NOXeEHMe.

lMoHATHOE U3NOXeHUe sIBNSETCsl, NPeAyCMOTPEHHBbIM 3aKOHOOATENbCTBOM rocydapcTBa-yneHa TpeboBaHueMm,
npeabsBnsiembiM K JIB. Pasgenom 4 Hactosiwux TpeboBaHui npeaycMOTPeHbl MOHATHOCTb U yA0604YMTaeMoCTb
nHcpopmauun. Ecnu JIB BbIrmaguT npMBnekaTenbHO, HO KAYEeCTBO €ro N3NOXEHNS HU3KOe UMK LUMPOKO UCMOMb3YHTCA
TEXHUYECKNE TEPMUHbI, TO BO3MOXHOCTb JOHECEHMS UHPOpMaLMK A0 NaumMeHTa BHOBb ByaeT noTepsiHa.

6.2. Lenesas ayouTopusi U cBedeHusi, Heobxoaumble ANSA Haanexawero yooBneTBOpeHwWs noTpebHocTen
AaHHOW ayanTopumn B MHpopMaLuumn o nekapcTBeHHOM npenapare.

Mepen HanucaHmem TekcTa M pasMelleHnem ero B JIB HeobGxogumo onpedenvTb 06nactb MpUMEHeHUst
npenapara, UeneBble rpynnbl U YacTHblE BOMPOCHI, TpebytoLmne peweHus. BoBneyeHune B npouecc noteHumanbHbIX
nauMeHTOB Ha paHHeM 3aTane cocTtaerneHus JIB nomoraeT obecneunTb yCnewHoCTb NocneayLero TeCTUpoBaHns 1
npumeHeHwus J1B.

B 9TOM KOHTEKCTE HeobxoaAMMO y4ecTb MOTPEeOHOCTM nWL MOXMIOro BO3pacTa, nud, ANnA  KOTOpbIX
oduumanbHbIi A3bIK FOCYAApCTBa-YNeHa He SIBNSETCS POAHbIM, MWL, C 3aTPyAHEHUSMU B 0ByyeHun, a Takke nuy ¢
3aboneBaHnamu (Hanpumep, caxapHbln AnabeT), cnocobHbIMY NPMBECTU

K HapyLLeHuto 3peHus. OCHOBHbIE rpynMbl MAUUEHTOB, HA KOTOpbIE creayeT o6paTtuTb BHUMaHUE, NePeYmCrieHbI
HUXe.

6.2.1. etn n monogele noamn (Monoable B3pocnbie).

Ecnn nekapcTBeHHbIi npenapaTt npegHasHayeH nauueHTam u3 3TOW KaTeropuu, HeoOXOAMMO OnpedenuTb,
Kakum o6pasom J1B ygosneTBopseT ux MHPopmMaLoHHbIE NOTPeBHOCTK.

B page cnyyaeB cnegyeT pekomeHOOBaTb uuTarowemy obpaTutbCa K APYrMM UCTOYHMKaAM WHGOpMaLuu,
crneumanbHO COCTaBIEHHbIM AMNS €ro BO3pacTHOW rpymnnbl, UM NpegycMoTpeTb OTPbIBHOW Kopeluok J1B, koTopbii
COOEPXMUT KMoYeBble cBeAeHNsi No 6e30nacHOMY NPUMEHEHMIO NTEKapCTBEHHOTO npenapaTa, NpeAcTaBneHHbIe TakuM
o6pasom, 4To6bl 06ecnevnTb NErkMn AoCTyn K MHdopMaLum.

6.2.2. [ocnuTanbHble npenaparbl.

Ecnu nekapcTBeHHbIi npenapat BBOOUTCA WUNW NPUMEHSieTCst B OONbHUYHOM ydpexaeHuw, B pasgene no
NPUMEHEHNIO  fIEKApPCTBEHHOro npenapata Heobxoaumo onpedenutb  crnoco®  pasgeneHuss  CcBedeHui,
npeaHasHa4YeHHbIX AN MeguuMHCKOro nepcoHana M nauueHTta, 4yTobbl obecneunTb MHDOPMUPOBAHWE ITUX KL,
HeobxoaMMon UM nHdopmMaLmen.

[Ona megvumMHCKOro nepcoHana CBedeHMs, KOTOpble OHM [OOJDKHbI YYMTbIBAaTb MNPV BBEAEHUW MpenapaTa,
HeobxoaMMOo nNpeacTaBuTb Ha OTAENbHOW OTpbIBHOM YacTu J1B.

MaumeHTy HeobxooumMO MpenocTaBuMTb OOCTYN K WHopmauun, copgepxauwernca B JIB n Heobxogumown ans
6e3o0nacHOro NpMMEHeHNst NEKAPCTBEHHOIO NpenapaTa ¢ BO3MOXHOCTbIO €e COXpaHEHNs y AaHHOTo NauueHTa.

6.2.3. OdpTanbmonormyeckue npenapaTbl.

Ecnun nekapcTBeHHbI npenapaT siBNsieTcs oTanbMOnornyeckum, Heobxoaumo yooCTOBEPUTLCS, YTO Kernb
WpudTa TekcTa [OCTaTOYMHO BENUK M MO3BOMsSeT nauMeHTaM C HapylleHMeM OCTPOTbl 3PEHUS C NEerkoCTbio
03HAKOMMUTBCS C HUM. JTO npeanonaraetT BO3MOXHOe ncnornb3oBaHve J1B 6onblwero ob6bema nnm anbTepHaTUBHbLIX
ansarnHoB (Hanpumep, anbboMHas opuMeHTaums CTpaHuLbl) C LeNblo MakCcumMmuaaumm JOCTYNHOW NioLwaan.

6.3. KnioyeBble ans nauneHTa cBeaeHus.

Mepen HanucaHvem TeKCTa M pasMELEeHMEM €ero Ha CTpaHuue HeOOXOAMMO onpefenuTb, KakMe CBeAeHUs
ABNAOTCA KMoveBbIMM AN 6e30nacHOro MpUMEHEHUST KaXKAoro rekapCTBEHHOro npenapata. ATo Mo3BonseT
onpenenntb MHopMauuo, TPebyHLLylo OTpaXeHWs B 3arnaBusX, a Takke OTAeNbHble CcBeAeHusl, Tpebytowime
BblAENEHNS B MHTEpEeCcax YnTaroLLero.

OnpegenuB knioYveBble cBedeHMs1 Ans 6e3onacHoro NpUMEHeEHUsT NS KaXO4oro nekapcTBEHHOro npenapaTa,
MOXHO MPUCTYMUTb K COCTaBIEHMIO OMPOCHMKA AMNsi MONb30BATENbCKOro TECTUPOBAHMS (€CNU OHO MPeayCMOTPEHO
3agBuTENem).

6.4. CogenctBre naumeHTam B HaBUrauum no JOKYMEHTY.

PacnonoxeHue nHgopmaunm B JOKYMEHTE SBMSIETCA BaXXHbIM acrnekToM. Mopsaok npeacTtaBneHnst ceBeaeHuin
npvBeneH B pasaene 4 HacToawmx TpeboBaHui, a wabnoHbl (npunoxenne Ne 15 k TpeboBaHWAM K MHCTPYKLUMM MO
MEeOMLIMHCKOMY MPUMEHEHUIO NEKAPCTBEHHBLIX MpenapaToB U oOLlel xapakTepucTUKe NekapCTBEHHOro npenapaTa
ANst MeOWLMHCKOro MNpUMEHEHWs) MNo3BonstoT obecneyntb [OMKHOE pacnonoxexnve wHdopmaummn B JIB. [Mpu
MCMNonb3oBaHWM WabnoHa B LENsxX NpaBWUibHOTO pacronoXeHuss MHdopmauum Heobxoammo ybeamTbesl, Y4TO OHa
nepeBedeHa Ha s3blK, MOHATHbIN LIeNeBo ayanTopumn.

3atem HeobXxoauMO nNpodymaTh pacnosioXKeHne 3arofioBKOB U NOA3arofIoBKOB Ha CTpaHuue, YTobbl obecneunTb
BO3MOXXHOCTb OpMeHTauuMM dntawLlero B uHgopmaumn. 3aronosku B JIB - KMHOYEBOW MHCTPYMEHT, MO3BOSISIOLLMNA
YBUAETb CTPYKTYPY U3naraembix cBeaeHun. Kpome Toro, 3arofioBku BbIMOSNHAKT ABE (YHKUMM:

0603HavaloT Havano pasgena v No3BossiT NAUMEHTY HAUTU UCKOMbIE CBEAEHNS;

oTpaXkaeT xapakTep NpMBOAMMON B pasgerne nHopmaumm, No3Bonsas YMTaloLleMy NoHsTb ee.

3aronoBkM OOMKHbI BU3yanbHO BbIAENATbCS, YTOObI YMTAOLWMIA MOF C NErkocTbid OTNIMYUTL 3arofioBOK OT
OCTanbHOro TekcTa.




OT0 0bneryaeT NOMCK NO TEKCTY Ha NpegMeT ornpeaeneHHoro poaa MHdopMaLuuu.

BblaeneHue gocturaetcs HeCKONbkMMKU cnocobamm, Hanpumep:

oOpalLeHHbI TEKCT - 6enble OykBbl HA TEMHOM (DOHE;

YBENMYEHHBIV NMOMY>XMPHbIA TEKCT 3arofioBka No CPaBHEHMUIO C MHopMaLmein, CneayroLen 3a HUM;

YBENMYEHHbI TEKCT 3arofioBka C BbIPaXEHHbIM KOHTPACTHbIM LBETOM MO OTHOLWEHWIO K WHdopMaumm,
crneayoLLen 3a HUM.

3aronoBkU [OOMKHbI MPaBUIIbHO OTpaxaTb COAEPXUMOe pasgenos M no obwemy npasuny ObiTb kopode
WHdOpMaLuK, KoTopas crnegyeT 3a HUMW.

HekoTtopble pasgenst JIB aBnsaoTCA AOBOMLHO AMNWHHBIMK, NO3TOMY B TakuxX Chnydasdx LenecoobpasHo
MCMornb3oBaTh NMOA3aronoBKM, KOTOpble obnerdatT nouck B 6onbWoM maccuse nHpopmaumn. 310 0CoO6eHHO BaXHO
Ansa pasgena 2 J1B, yto TpebyeT 0CMOTPUTENBLHOrO MCMOMb30BAHUS 3arofloBKOB W NMOA3ArofioBKOB C Haanexallen
nepapxven ¢ Lenbio pasrpaHn4yeHns CBeAeHU, KOTopble Heo6xoaMMO NpeAcTaBnTb B 3TOM pasgerne.

6.5. NHble dhakTopbl, Nnognexaue y4eTy npu paspabotke J1B.

K opyrum acnekrtam, KOTopble LiernecoobpasHo y4ecTb Npu COBEPLUEHCTBOBaHUM AM3aliHa U BEPCTKM, OTHOCHATCA
Takve pakTopbl, Kak LiBET, CUMBOSbI M MUKTOrpamMMbl, obrnervaione NoHMMaH1e 1 Nouck KnioyYeBor MHopMaLuun.

KnioyeBble acnekTbl, Kacalowmecs Am3aniHa 1 BEPCTKW, KOTOPble PEKOMEHOYETCH YyYUTbIBaTb B AOMOMHEHNE K
yKa3aHHbIM acnekTam:

Heobxoammo ybeanTbCA B NMPEeeMCTBEHHOCTW PaCMOMOXEHWs 3arofioBKOB, @ Takke BblAENWUTb UX, YBENU4YuB
LWPUAT UK BbIAENNB TEKCT MOMYXUPHbIM;

pauMoHanbHOe WCMOMb3oBaHWe LBETOB M03BONseT obecneuntb  XOPOLUWMA  KOHTPacT, Mpu  3TOM
3noynoTtpebreHre uBeTaMm MOXeT CTaTb CamoCToATeNbHON Npobnemol;

nauueHTbl UCMOMb3YT npeaMeTHbi ykaszaTenb. OH ocobeHHO none3eH B OykneTtHom dopmaTe, KOTOpPbIA
Bbl3blBaeT Gonblume 3aTpyAHEHUS C HaBUrauuen;

Heobxoammo ybeauTbCA B MaKCMManbHO BO3MOXHOM pasMepe TekCcTa W HaanexaweM WCMoNb3oBaHuu
WHTEpBaroB Mexagy YacTaMu TekcTa. [NOTHbIN TEKCT CNOCOBCTBYET CHUXEHUIO KOHLEHTPaLMM BHUMaHUS nauneHTa
W 3aTpyaHsAeT NoMck HeobxoanMon HdopmaLuum;

ONVHHBbIE MEepPeYHn HexenaTtenbHbIX peakuMin BbIMAAAT ycTpalallle, LenecoobpasHo MCnonb3oBaHne
HeHyMepOoBaHHbIX cnnckoB. HeobxoanMo crpynnupoBaTh HexenaTernbHble peakumn Mo Ux cepbe3HocTu u ybeantbes
B NMOHMMaHWN NauneHTamy obCToATENbCTB, TPEOYOLUMX MPUHATUS HEOTIOXKHBIX MEp;

HeobxoaMMo ybeanTbCsl, YTO COMPSXKEHHbIE CBEOEHMSA PacnonoXeHbl PSAOM U HE pas3HeceHbl MO pasnuyHbIM
KOMOHKam unm ctopoHam J1B.

Kpome TOro, cocrtaBneH CBOO KpUTEpPMEB Ka4vecTBa, KOTOPble MCNONb3yrTca Ang GannbHom oueHku JIB.
Kputepun kadvectBa npusogdatca B npunoxenun Ne 18 k TpeboBaHMAM K MHCTPYKUMM MO  MeOULMHCKOMY
NPUMEHEHNIO NIeKapCTBEHHbIX nNpenapaToB U obLWen XapakTepucTuke meKkapCTBEHHOro npenapata Ans
MeAMNLMHCKOro MPUMEHEHUS.

Wx ncnonb3oBaHve B oTHoWeHuu J1B, BKMO4YaeMoro B AOCbe, MO3BOMAET ObICTPO MOMNyyYMTb KONMMYECTBEHHYIO
XapakTtepucTuky kadectsa JIB 1 BbISABUTb HEOGXOAMMOCTb BHECEHWSI OOMNOMHUTENbHBLIX M3MEHEHWIN, CnoCoBHbIX
yBENnMUUTL GanmnbHbIN CYeT.

7. Monb3oBaTenbLcKoe TeCTUpOBaHUe

7.1. NpaBoBas ocHoBa.

B cooTBeTCTBMM C pasaenoM 4 HacToswmx TpeboBaHUiA:

«B uensix obecneyeHus ynoboYMTAEMOCTWM, MOHATHOCTM W mnerkocTu BocnpusATua JIB MoxeT oTpaxaTb
pesynbTaTbl KOHCYyNbTauuMWM C UENeBbIMW Fpynnamu nauueHToB...». PesynbTaTbl OLEHKM, NMpoBeAeHHOW B Buae
KOHCYNbTaUuUM C LieneBbIMK rpynnaMy naumeHToB, B 3TOM Clnyvae crneayeT NpeAcTaBuTb B YNOSTHOMOYEHHbIN OpraH.

Monb3oBaTenbckoe TeCTMpPOBaHME uNU Apyrue OpMbl KOHCYNbTauum C nauvMeHTamy obecneuvvBaroT y4yeT
MHEHWsI MAUUEHTOB O COAEPXaHUW, AM3aniHe U BEPCTKe, YTO MO3BOMSET NOMAyYnTb MTOroBbIv JIB, nogaBaeMbln kak
YacTb PEerncTpaLMoHHOro [0Cbe, MNO3BONSAWMA OONbLUMHCTBY MNOTPebUTEnelr nekapCTBEHHOro npenapaTa
npuHMMaTh 6e3onacHble 1 NPaBUIbHbIE PELLEHUS O €ro NPUMEHEHUN.

7.2. OnpegeneHne Nonb3oBaTeNbLCKOro TECTMPOBAHUSA

B npunoxenun Ne 17 k TpeboBaHUSM K WHCTPYKUUW MO MELULMHCKOMY MPUMEHEHMUIO NEeKapCTBEHHbIX
npenapatoB M oOLlel XapaKTepuCTUKe NEeKapCTBEHHOrO npenapata Ans MeAULMHCKOrO NMPUMEHEHWUs NMpuBoanTCS
BapMaHT MeToAa Nonb30BaTeNnbCKOro TectupoBaHus J1B, ogHako JonyckaeTcs BO3MOXHOCTb MCMOMNb30BaHNUS OPYruX
METOA0B, €CMnM OHWM CMOCOOHbI NMOATBEPAUTb CMOCOGHOCTbL NaUMEHTOB WCMOMb30BaTb AOKYMEHT AMnsi noucka wu
NMOHMMaHUSA KIKOYEBbIX CBEeAEHWI, Heobxoaumbix Ans 6e30nacHoro NpUMMEHEHWUs KOHKPETHOrO J1eKapCTBEHHOrO
npenapara.

OnwncaHHbIn MeToa nNpeacTaBnsieT cobor ANarHOCTUHECKMIN TECT, AEMOHCTPUPYIOLLMIA, B NEPBYO o4vepenpb, Kak
paboTtaeTt JIB Ha npakTvke, a He MNOATBEPXAAMLWIMN KAYECTBO CMbICIIOBOrO HAMOMHEHUs1 TekcTa (KOHTPOIb
nocrnegHero MoXeT NPOBOAUTLCS, HAaNpuUMep, ¢ noMoLLbio Tecta SMOGG). OTOT MHCTPYMEHT pa3paboTku No3BonseT
onpenennTb NpensaTCTBUS, CHWXKaKLME CMOCOOHOCTb MOHUMaHUS U UCMOMb30BaHWUS MOAbMU MPEeACTaBEHHOW
MHopMaLun, a Takke BbIABUTb NPobneMHble obnactu, TpebyLwmne AONONHUTENBHOIO BHUMAHNUS. OTOT METOL Kak
aTan npouecca paspaboTtku JIB npeactaBnsieT cobol 0cobeHHyk LeHHoCcTb. Ecnm B xoge TecTupoBaHus
0oBHapyXuBarTCA NPEnATCTBMSA ANA NMOHMMaHusA MHopMauun, noTpebyeTcs BHOCUTH TWATENbHO MPOOYMaHHbIE
M3MEHEHUS B Lienax coBepLueHcTBoBaHNA J1B.

JonyckaeTcs uMcnonb3oBaTb WHble METOAbl MONb30BATENbCKOrO TECTUPOBAaHUS, KOTOpble Takke OyayT
paccMOTpPEHbl YNOMHOMOYEHHBIMU OpraHamm rocyapcTB-4neHoB. BaxHo NpoBoaAnNTb UHAMBUAYANbHbIE UHTEPBLIO B
paMkax Monb30BaTENbCKOTO TECTUPOBAHUSI C LENbH MOHWMaHWUsi, KakuM 00pa3oM nauMeHTbl OpUEHTUPYHTCS B
npeacTaBneHHoONn MHopmaL K.




YNONMHOMOYEHHbIE OpraHbl rOCYAApCTB-YNIEHOB He TpebyloT Mcnonb3oBaHWs Kakoro-nmbo onpepgeneHHoro
MeToAa TECTUPOBaHWS, a OLEHNBAIOT AaHHbIE, CBUAETENbLCTBYIOLME O TOM, YTO N0AN, KOTopble ByayT Nonb3oBaThCs
JIB, cnocobHbl HanTn HeobxoaMmyo MHPOPMaLMIO 1 AOMKHLIM 06pa3oM BOCNOMb30BaTLES €10.

OPY pekomeHayeTcsa y6eamTbcsa B TOM, YTO:

nepea TeCTUpPOBaHWEM OAHO3HAYHO onpefeneHa Haubonee BaxHasa  MHOpMauus,  Hanpumep,
npefHasHayeHne nekapCTBEHHOro npenaparta, PeXum ero [Oo3MpoBaHusA, a Takke 3HauMMble HexenaTerbHble
peakumm n ocobble ykadaHus. 3ta nHdopmaumsa ByaeT 3aBuceTb OT AEUCTBYOLLEro BellecTBa paccMaTpyBaemMoro
rnekapcTBeHHOro npenapata. Bonpocbl, 3agaBaemMble yyYacTHWKaM, AOIMKHbI OXBaTbiBaTb KIOYEBble CBEAEHWS,
Heobxoaumble Ans 6esonacHoro npuMeHeHusa. Kniouvesble cBegeHus Ans 6es3onacHoro npuMeHexus Oyayt
cogepxaTbcs B pasgenax 1 - 4 JIB, ogHako pacnpegeneHne unv LwumpoTa BOMPOCOB OyAyT OTAMYaTbCs OT OJHOro
npenapata K gpyromy. HecMoTpsi Ha TO 4TO HekoTopble npenapaTbl MOryT TpeboBaTb COCTaBMEHWUS BOMPOCOB Ha
OocHoBaHuun pasgenos 5 wnu 6 JIB, Takve cnyvam, kak npasuno, pedkn. Cnegyet ybeaunTbCA BO BKIIOYEHWM B
OMPOCHUK BCEX KIIOYEBbIX CBEAEHWI Mo 6e30nacHOMy NPUMEHEHWI0, HEOBXOANMBIX ANS NONYyYEHUs NMONOXUTENbHBbIX
pesynbLTaToB;

cybbekTbl 13 mnccriegyembix BbIOOPOK Havboree BeposATHO MOryT Bocrnonb3oBaTbes JIB paccmaTtpuBaemoro
npenaparta (BKMOYas yxaxusawowmx nuvy). TecTupoBaTb BCE NONyNsAUMUM NaUMEHTOB MPW BCEX BO3MOXHbIX
obcToaTenbCcTBax He TpebyeTcs, AOCTATOMHO BKIOYUTL MWL, CMOCOBHBIX NMPeAcTaBUTb, YTO Y HUX MMEeT MeCcTo
COCTOSIHME, MpW KOTOPOM MNpUMeHsieTca npenapat. Bo usbexaHne HegoMmoOHUMaHWs He JOryckaeTcs BKMYaTb
CBefeHus,, npefHasHaveHHble ANS MEeAULMHCKUX PaboTHWMKOB M ApyrMx nuu, paboTalowmx C rekapCTBEHHbIMM
npenapatamu. Jlnua, 3Hakomble C NEKapCTBEHHbIM MpernapaTtaM, Kak MpasBuro, HemnpurofHel ANns npoBefeHus
TECTUPOBAaHWA, OHAKO OHN MOTYT CIYXWUTb UCTOYHUKOM LIEHHbBIX PEKOMEHAALMI Ha aTarne NoAroToBKv An3anHa;

npmBeaeHbl ybeauTenbHble AOKasaTenbCTBa, YTO MPOTECTUPOBAHHbIE YYACTHUKM CMOMMW HanTU U AOSKHBLIM
o6pasom Bocnonb3oBaTbCcs WHGOpMauuen. Bonpocbl, BKMOYEHHbIe B MNPOTOKOM, MOABEPrHYTCA 3KCnepTu3e
OTHOCUTENbBHO TOrO, HACKOMNBbKO XOPOLUO OHWM OTPaxaloT BbISBMEHHbIE KM4YeBble cBeAeHus no 6GesonacHoCTw.
Bonpockl fomkHbI ObITb OTKPLITEIMU, OOMKHBI NO3BONATL Y4aCTHUKY NpeacTaBuTb cebs B onpeaeneHHon cutyaumm u
He [OMKHbl MoAdcKasbiBaTe €My OTBeT, cogepxawmica B JIB. Kaxgbi Bonpoc fJormkeH ObiTb cocTaBneH
Hagnexawum obpas3om. HakonneHue AaHHbIX, PaBHO Kak WM HECMOCOBHOCTb HaXOXAEHUS MW MOHUMaHWA
y4YacTHUKamun OAHOro unu bornee 3Ha4YMMbIX BOMPOCOB, HEAOMYCTUMbI. DKCMepThbl MPOBEPSAT 3a4aHHble y4acTHUKaM
3Ha4yMMble BOMPOCHI W COOTBETCTBME KaXOOro BOMpoca KpUTEpUsSM YCMELHOCTW, BblpaboTaHHbIM A0 Havana
TeCTUPOBaHWS.

7.2.1. IHTepnpeTauus Kputepmues ycnexa.

Kputepuu ycnexa npegnonaratot, 4To 90 NpoLEHTOB rpamMOTHbIX B3POCIbIX fML, OMKHbI BbITb CNOCOBHBI HANTK
ceefeHusi n 90 NPOLEHTOB M3 HUX AOIMKHbI ObITb CNOCOOHBI MOHATL UH(bopMauuio. B pamkax AByx rpynn, Kkaxagas v3
KoTopbIx cocTouT M3 10 y4acTHMKOB, Heobxoanmo, 4ToObl UHdopMauust B JIB Gbina HangeHa v noHsTta 16 ns 20
y4yacTHukoB. Ecnn pesynbTaTbl He AOTArMBAKOT A0 3TOW rpaHuubl, Heobxogumo nepecmoTtpeTb JIB n nposecTn
AonornHuTenbLHoe TecTupoBaHne. Ecnu nenonb3yloTcs anbTepHATUBHBIE METOAbl TECTUPOBAHUSA, KpUTEPUU ycrnexa
MOryT 6bITb MHBIMU. TEM HE MeHee He3aBWCHMMO OT KPpUTEpPUEB ycrnexa Kaxabli BONpoC AOMKEH CaMOCTOSTENbHO
YOOBNETBOPATL TAKUM KPUTEPUAM.

7.2.2. NogrotoBka oT4yeTa, BKIOYAEMOro B [1OChLE.

Mpu cocTaBneHun oT4eTa, BKMKOYAEMOro B AOCbE, MOAABAEMOro YNONHOMOYEHHbIM OpraHaMm rocydapcTB-
yrneHoB, HeobxoAMMO y4yecTb OnybrmkoBaHHble pekomeHAauun. Kpome Toro, B OT4eT uLenecoobpasHo BKMOYUTH
cnepytowme pasgernsi:

7.2.2.1. KntoyeBble cBegeHus ans 6e3onacHoro npuMeHeHus.

Takve cBegeHns HeoGXOAMMO onpedenuTb 3apaHee MHAMBUAYanbHO ANSA Kaxgoro npenaparta. Heobxogumo
onucaTtb, Ha OCHOBAHWM Yero MorfyyeHbl BOMPOCbI, OPUEHTUPYSACH Ha KNloyeBble cBedeHns no BHesonacHomy
NPUMEHEHMIO.

7.2.2.2. BbIbOp y4aCTHUKOB 1 NX Aemorpadunyeckne xapakTepucTuku.

Heobxogmmo onucaTtb, HacKombKO TecTUpyeMas nonynauus oTpaxaeT Haubonee BEpOATHYH NOMynsauuio
nauMeHTOB pacCMaTpyMBaeMoro npenapara kak no nomny, Tak u no BO3pacTHOMY AnanasoHy.

B uenax ucknoyeHnss cuctemaTvyeckux owmbok (bias) HeobGxoaMmMo onucatb KpUTEPUWM HEBKMOYEHUS W©
ypOBeHb 06pa3oBaHNs y4aCTHUKOB.

7.2.2.3. AHanu3 no kaxxgown NpoTeCTUPOBAHHON rpynne.

padmyeckoe NpeacTaBneHne SIBNSETCS Hagnexawmm cnocobom AoHeceHus MHdopMaummn, ogHaKo rpadukn
AOIMKHbI ObITb YETKO MPOMAapPKMPOBaHbI M Nerko nogaaBaTbCs MHTepnpeTauum.

Kaxabii Bonpoc AOIMKEH BblAepKaTb COOTBETCTBME KPUTEPUAM ycrexa.

Heobxoammo wnaeHTMdULUMPOBaTb BOMPOCHI, C KOTOPbIMU Yy YYaCTHWUKOB BO3HUKNM 3aTpydHeHus. 3OTn
3aTpyAHEHUs MOTYT BO3HMKATb MPW Noncke 1 (Mnu) NOHMMaHnM uHopMaLun.

Mpu ncnonb3oBaHUM TakUX CyOBbEKTUBHBIX KPUTEPUEB, KaK «I1erkoy,

«C 3aTpygHeHusMu» U T. A4., Heobxooumo onucaTtb, KakuM 06pasom y4acTHUKM Haxoawunu MHdopmauuio.
Heobxogumo y4uTbiBaTb, YTO 3KCMEPTbl YMOSIHOMOYEHHOr0 OpraHa rocyfapcTBa-yYneHa HeraTMBHO OTHOCATCS K
BbIPAXEHUSAM «C 3aTPYAHEHUAMU» UNUN «C OOMNbLUMMK 3aTPYOHEHUSIMUY, NO3TOMY HEOOXOAMMO MpoaHanM3npoBaThb,
HacKOnbKO NerkocTb novcka nHdopmaumm 6bina yny4yiieHa npy BHeCeHUU n3meHeHui B J1B.

Heobxoammo npeanoxutb nameHeHus k J1B, HanpaBneHHble Ha yCTpaHeHue 3aTpyaHEHWIA.

Heob6xoa1Mmo NOBTOPHO NPOBECTM TECTUPOBAHMNE U COCTABUTb MO HEMY OTYET.

7.2.2.4. XapaktepucTuka 0OpaTHOM CBA3M CO CTOPOHbI Y4acCTHMKOB OTHOcuTenbHO JIB u npepcrtaBneHue
W3MEHEHUN, YYNTBIBAIOLLMX BCE BOMPOCHI 0OLLero xapakrepa.

7.2.2.5. Bce Bepcum JIB.

7.2.2.6. NepBuYHbIE AaHHbIE, MONYYEHHbIE MO pe3ynbTatamM MHTEPBbLIO, NPEeACTaBNATL He creayeT, JOCTaTOYHO
npefocTaBuTb pe3toMe YCTHbIX 0TBETOB. Ecnv noTpebytoTcs JononHUTeNbHbIE CBEAEHWS, B X0Ae aKCnepTu3bl byaet
cAenaH 3anpoc o HeobxoaMMOCTU ee NpeacTaBreHus.



MHanBuayanbHble CBEAEHUSI O TECTUPOBAHUM KaXAOro yvacTHMKa npeactaBnsaTe He Tpebyetcs. Mockonbky
TecTupoBaHuio noasepraeTcs J1B, a He y4acTHVKW, Takue AaHHbIE HE ABMATCA 3HAYNMbIMU.

7.3. O6cTositenscTBa, Tpebywwme npoBegeHus TecTupoBaHWs Ecnn npoBogunocb Monb3oBaTenbckoe
TeCTUpOBaHNe, B [A0CbE HeOobGXOAMMO BKIMHOYUUTL MoaTBepxaeHwe aTtoro. lpu perncrpaumm BOCNPOM3BEOEHHOrO
nekapcTBEHHOro npenapata (6uoaHanora) 3asBuTENb Takke MOXET MPOBOAWTL MONb30BATENbCKOE TECTUPOBAHME.
BmecTe ¢ Tem 310 He 03HavaeT, 4To Heo6XoAMMO NMPOBOAUTL MOMb30BaTENLCKOE TECTUPOBaHWE (ero aHanora) ans
Bcex J1B.

Mpu npoBegeHMU MNOMbL30OBATENLCKOTO WM MHOMO TECTUPOBaHWS HEoBXoAMMO MCNONb30BaTb MOMHOLBETHBIN
mMakeT JIB nekapcTBeHHOro npenapara, BBOAMMOro B 060poT. He gonyckaetcsi MCcnonb3oBaTh TEKCTOBYO BEPCUIO,
MOCKOIbKY An3aiiH U BEPCTKa OKa3bIBAOT CYLLECTBEHHOE BMMSAHME Ha CMOCOOHOCTb NauMeHTa HaxoauTb U MOHMMaTb
KnoyeBble cBeaeHUs s 6e30nacHoro NpUMeHeHHs.

JIB nekapcTBeHHbIX NpenapaToB, BBOAUMbIX MEOULMHCKMMM paboTHMKaMK B BONBbHUYHBIX YYPEXOEHUSIX, TaKKe
MOryT cogepxaTb AaHHble, NoATBeEpXKAaLWme cobnogeHe HopM pasgena 4 HactoAwmx TpeboBaHui.

B cnepytowux cnyvaax 3assutento (OPY) cnegyeT npegycMoTpeTb NpoBedeHWe MNorb30BaTensCckoro unm
aHanornyHoro TecTupoBaHua JIB, nockonbky npeactaeBneHve ero pesynbtatoB 6ygeTr cnocobcTBoBaTb
npeaynpexnaeHnio BO3MOXHBIX 3aMeyvaHuin YNOMHOMOYEHHbBIX OpraHoB (3KCMEPTHbIX OpraHusauuni) rocynapcrs-
YrIeHOB OTHOCUTENBHO HEHaANexallero kKayecTsa MHopMaLun, NpeacTaBNAeMon NaumeHTy:

14. nekapcTBeHHble npenapaTbl, CoAepXaliue HOBble XUMWYECKME COEOUHEHUS WM BbiMycKkaemble B
NPUHLMNNANbLHO HOBbIX NEKapCTBEHHbLIX OopMaXx;

15. nekapcTBeHHbIe NpenapaTbl, NOABEPILUMECH U3MEHEHMIO YCIIOBUIA OTNYCKa;

16. nekapcTBeHHble npenapaTtbl, B paHee NpOTeCTMPOBaHHbIN JIB KOTOpbIX BHECEHbI crieylolmne 3HadyvMMble
HOBble cBeAeHusi No 6e30nacHOCTHU:

pobaBneHve OONbLUOMO KONMMYECTBA HOBBLIX KIMHUYECKMX pekomeHaaumni (B obbeme, npeBbiwalLLeM
eQWHWYHbIe crioBa nnu pasbl) BCNeACcTBME OrPaHNYEHU B CBA3N ¢ 6€30NacHOCTbIO;

BKIIOYEHWE HOBbIX NOMYNALMIA NauUeHTOB Kak CreACcTBUe paclumpeHns Noka3aHui K npuMeHeHuo npenapara.

3TN M3MEHEHWNs MOryT MPUBECTUM K CMelleHuo GroKoB TeKcTa 3a4acTyld C YMEeHbLUeHMEeM Kerns wpudTa,
nepeopueHTaumMn uHGOpPMauum, MU3MEHEHVIO AM3aliHa W BEpCTKM 3a4acTyld C BKMOYEHWEM [OMOMHUTENbHbIX
KONMOHOK unu nepexofdy Kk cdopmaTy OykneTa. YKa3aHHble U3MEHeHUsl au3aliHa, KOTopble He Oblnu NMpoBepeHbl B
paHee nNpPOBEAEHHOM MONb30BaTENMbCKOM TECTUPOBAHWMM WM C  MOMOLLLI0  MPOBELAEHHOTO  CBA3YHLLETO
uccnepoBanus, 3aasutento (OPY) cnegyeT paccmatpuBaTb Kak OCHOBaHME AN NpeacTaBrneHus OOMNOMHUTENbHbIX
OaHHbIX, MOATBEPXAAOLWMX cobnogeHne TpeboBaHun pasgena 4 HacToawmx TpeboBaHui.

3a 4YaCTHbIMM peKkOoMeHAauMsMK  3asBUTENsSM pekomeHayeTcss obpalaTtbCsa  3a  KOHCynbTauuen B
YMONMHOMOY€EHHbIE OpraHbl roCyAapCTB-4YEHOB.

Mpu BHeceHUM CyLECTBEHHbIX M3MEHEHW B OM3aliH U BEpCTKy paHee npoTecTtMpoBaHHoro JIB 3avacTyto
TpebyeTcsa cKOppeKkTMpOBaTb ero pa3Mmepsbl NMcTa, YToObl COOTBETCTBOBATL HOBLIM NMPON3BOACTBEHHLIM MOLLHOCTSM.
Ecnn opueHTaums n pacnonoxeHve MHgopmaumMn He U3MEHSETCS, NPOBeAeHWEe AOMOMHUTENBHOrO TECTUPOBAHKSA
Unn cBsa3yloLero uccrneposaHua He Tpebyetca. C gpyrovi CTOPOHbI, UBMEHEHWE OpUeHTauMu cTpaHuubl U (Mnn)
pasMepa TekcTa U BBe[eHWe anbTepHaTMBHbIX hopMaToB (Nepexof Ha dopmat GykneTa) cnegyeT paccMmaTpuBaTb
Kak OCHOBaHWe AN NpoBefeHUs OOMOMHUTENbHOrO CBA3YILLEro MCCnefoBaHus, goKyCc-rpynnbl UM B HEKOTOPbIX
cnyyasix NOfTHOLIEHHOrO NOMb30BaTENbCKOro TECTUPOBAHWS.

Ecnun mapkmpoBka cnyxvT uensm goBedeHus uHdopMaumv, ykasaHHON pasgenom 4 HacToswmx TpebosaHui,
9TO Takxke criefyeT pacCcMaTpmBaTh kak OCHOBaHWE AN NPOBEAEHMS MONb30BaTENbCKOro TECTUPOBAHUS.

Monb3oBaTenbCckoe MNU aHanormyHoe TecTUpoBaHWE He TpebyeTcs, ecnu WM3MEeHeHWs He npepnonaralT
BHeceHue B JIB HoBoro crnosa unu ¢pasbl B paHee NPOTECTUPOBAHHLIA pasfgen wnv npu U3MEHEeHWM AusanHa 1
BEPCTKM HE BMUSIOT HA PacnorioXeHne Unm pasmep npeacraBneHHon nHopMaLmm.

7.4. lNpoBeaeHne CBA3YOLLEro nccregoBaHns.

MoHATHe «cBaA3biBaHME» npumeHsieTca K J1B, koTopble goctatouHo 6nmnsku (Mogo6HbI) kak Mo coaepkaHuio, Tak
n Bepctke. [lpu cBA3bIBaHMM YycnewHoe nonb3oBatensckoe TecTupoaHve J1B poagutensckoro JIB  MoxHO
ucnomnb3oBaTb B KayecTBe OOOCHOBaHMS He NpPOBEAEHMA TeCcTMpoBaHus aHanormdHbix JIB gouephux JIB. B
HeKoTOpbIX crydasx godepHue JIB MoryT nonaratbCs Ha pe3ynbTaTbl TECTUPOBAHUS HECKONbKMX poamTenbckmx J1B.

Mockonbky Au3alH KM BepcTka WHOpMauun SIBASIOTCA KYeBbIMU (hbakTopamMu ee  UCMOMNb30BaHus Wt
NOHUMaHUS, B LENsX YCMEeLWHOro CBsA3biBaHWs AodepHue JIB OOMmkHbl MMETb TOT Xe Au3aiiH, BEPCTKY M CTWMb
U3NoXeHusl, 4To n pogutensckuii JIB. CeaAsbiBaHMe He OyaeT ogoOpeHO YyNonHOMOYEHHBIM OpraHoM rocyaapcTBa-
yreHa, ecrnv 3Tu YCroBuUsl HE BblAEPXKMBAKOTCS.

7.4.1. KnoueBble cBefeHus Ana 6e3onacHoro npuMeHeHus.

B uemsax ycnewHoOro nonb3oBaTeNbCKOro TeCTUpPOBaHWUA Heobxoaumo 3abnaroBpemMeHHO onpenenvTb
KnoyeBble cBeAeHns Ans 6e30nacHoro nNpuMEHeHUs paccMaTpyvBaeMoro NekapCTBEHHOro npenapara. [nsa Kaxaoro
nekapcTBEHHOro mnpenaparta 9Tn cBegeHusa OyayT pasnuyatbed. OnNpOCHUK OOMMKEH Y4uTbiBaTb 3TW KIHOYEBbIE
CcBefleHUst U codepxaTb NOATBEPXKAEHUE TOro, YTO NaLMEHTbl CMOCOOHbI HAMTW U MOHSATL 3TU CBEAEHUS C LENbio
6e3onacHoro NpMMeHeHUsi nekapcTBeHHoro npenapara. Nogo6Hoe nonb3oBaTeNnsLCKoe TECTUPOBaHWE BNOCNEACTBUM
MOXHO MCNOfb30BaTh B kavyecTBe 060cHOBaHUs JIB, COCTaBnNeHHOro TeM e cnocoboM B OTHOLUEHUW POLACTBEHHOIO
npenaparta. B cBssylollemM vccrnegoBaHMK KiodeBble cBefeHus Ans 6e30nacHOro NpMMEHEHWs!, coaepXallmecs: B
poauTenbCkMX U aodepHux J1B, gomkHbl ObiTb naeHTnYHbiMu. OgHako cBegeHusa no 6e3onacHoOCTH, BbidbiBaloLwme
ocobble onaceHusi, HEOHXOAMMO MPOTECTUPOBAaTbL B OTHOLLEHUN KaXaoro govepHero J1B.

7.4.2. dopmaT, AN3alH N BepCTKa.

OnsanH n BepcTka JIB €BNSIOTCS OCHOBOMOMAaraloWMMU acnekTtaMmy MONyYeHNs nauveHTamMmu  KIiYeBbIX
cBefeHuii no 6e3onacHOMy NPYMEHEHUIO NEKaPCTBEHHOMO npenapaTa. 3anorom ycrnewHoCTU CBS3bIBaHUS ABMSAIOTCSA
o6 am3arH 1 BepcTKa poautenbckux n godepHux JIB. Obwmne ansanH n BepcTka BKoYatoT B cebs cnepyoLme
Ba)XHbl€ acnekTbl:

rapHUTYpy W Kernb WpngTa;



3arofioBKM M NOA3arofIoBKu, BKMOYasi O4HOPOAHOCTb UX PACMONOXEHWS;

pa3mepbl J1B, BKnoYas KHWKHYO (anb6oMHYy0) OpUeHTaLmnio CTpaHULbl U YMCII0 KOSTOHOK;

MCnonb3oBaHWe LiBETOB W BbIGOP LIBETOBOW raMMbl;

CTWUMb U3MOXEHUA 1 (POPMYNNPOBKY;

BepCTKa KpuTnyeckmx pasgenos J1B, kacatowmxcs 6e3onacHocTy;

NCNONb30BaHWE MUKTOrpamm.

Kaxabin HoBbIM AusaiH JIB (C KOHKpeTHbIMM pa3mepamu) unu Bapuaumm B dopmaTte npeacrabBneHus
(Hanpumep, BykneT) OOMKHbI MPONTN HECKOMbLKO YCMELUHbIX NOMb30BaTeNbCKMX TECTUPOBaHWMIA, YTOBbLI AomnycKanoch
ucnonb3oBaHue octanbHbIX J1B, cxoxumx no dopmaTy, B CBA3yOLlEM uccrneaoBaHu. KonmyectBo Heobxoammbix
Monb30BaTeNbCKUX TECTMPOBaHWN KOHKpeTHOro dopmarta OydeT 3aBuceTb OT CIIOXHOCTW MpeacTaBnseMon
MHOPMaLMN B KaXOOM KOHKPETHOM Crly4ae v NOAMEXUT onpedeneHunio B MHANBUAyansHOM Nopsigke.

7.4.3. TpyMeHeHne NpakTUKN CBSA3bIBAHUS.

Hwxe ykasaHbl 06CTOATENLCTBA AOMYCTUMOCTU CBA3bIBAHWSA C aHAnNM30M KpuTepues npuemnemocTu. Bo Bcex
cnyyasix uenesas nonynsauus nauMeHToB JOMKHa ObiTb OANHAKOBOMW.

a) PacwupeHuve nuHenku.

CBAsbiBaHWe, Kak npasuno, AONycTMMO B OTHoweHun JIB ¢ Ton xe dapmakonornyeckm akTUBHOW YacTbio
MOneKyrnbl AENCTBYIOLLEro BelecTsa npu pasnuyHbiX 403MPOoBKax U NyTax BBeAeHus. B aTux cnyyasx B kayectse
poauTensckum J1B gomkeH BbicTynaTth J1B, coaepxalwui Hanbonee crioxHyto Ans naumeHTta nHgopmavmio.

Hanpumep, JIB Ha guasenam B nekapcTBEHHOW (hOpMe «pacTBOp Afs Mpuema BHYTPb» MOXHO BblbpaTb B
kayecTBe poauTenbckoro J1B Ha anasenam B TabneTkax (goyepHuii 11B).

Ecnn nekapcTBeHHbI npemapaT WMeeT COCTaB, Kak MpaBWMO, He MOCTaBfseMbll nauueHTam Ans
CaMOCTOATENBHOIO NMPUMEHeHUs, cooTBeTCTBYOWMIA JIB MoxHO cBsizaTe ¢ JIB TOro ke npenapaTta, NpUMEHSIEMOro
CaMOCTOATENbHO.

Hanpumep, JIB Ha MHBEKLMOHHBIN Anasenam (GoYepHUn) MOXHO cBa3aTh ¢ JIB Ha anasenam B nekapCTBEHHOW
opmMe «pacTBoOp ANS NpremMa BHYTPb» (POOUTENBCKUNA).

Ecnn noteHumanbHO cCxoxue npenapaTtel TpebylT MOHUMaHWA MNauMEHTOM CYLLECTBEHHO pasnmnyaloLmxcs
€nocoboB NPMMEHEHNS, NPUMEHSIIOTCA PasnUyHbIE KPUTEPUX (HaNnpUmep, MHransaTop U NNacTbipb).

B gaHHoM cnyyae Heobxoammo OyaeT obecnednTb ycnewwHoe NpoxXoXaeHe nonb3oBaTenbCKoro TeCTUPOBaHNS
nHdopmMauumn, KacawLenca pexvma fosnpoBaHns. OgHako godepHui JIB moxeT nomaraTbCs Ha pesynbTaThl
Nnonb30BaTeNbCKMX TECTUPOBAHUIA, NPOBEAEHHbIX HA NMUCTKaX HECKOMbKMX NpenapaToB.

Hanpumep, k JIB Ha MHransaumoHHbIA canbbyTtamon (4OYEpHUI) MOXHO MPUMEHUTb «ABOMNHOE CBA3bIBAHWUEY,
cedA3aB ero ¢ JIB Ha npenapaT canbbytamona Ans npvema BHYTPb, MPOLUEALNA yCrelHoe Mofb3oBaTenbckoe
TecTupoBaHue (B YacTn uHdopmMaumm, kacarLencs hapmMakonormyeckm akTMBHOM YacTu MONEKynbl eVCTBYOLEro
BellecTBa), u JIB Ha npenapat GeknomMeTas3oHa C MAEHTUYHbIM MHranaTopoMm (B YacTu MHAOPMaumm, KacarLemncs
OOCTaBKM).

Ecnn noptdenb komnaHuu BkMoYaeT B ceba psg CcTaHAapTHbIX NeKkapcTBeHHbIX (opM Ans MeCTHOro
npUMeHeHns (Masun; Kpema; rmasHble, yWHble W Ha3afbHble Kannum unu Masu (kpema), npenapatbl Afs KOXW
BOJIOCMCTOWN YacTW FOMNOBbl, FIOCbOHbI), OTAEMbHOE TECTUPOBaHWE WHCTPYKLMIA MO MPUrOTOBNEHUIO W MPUMEHEHWIO
npenaparta B HopMe He TpebyeTcs, ecrnm TONMbKO OHWN He coaepXaT HenpoOTEeCTUPOBAHHbIE MUKTOrpamMMbl.

Mpu aTom coxpaHsaeTca TpeboBaHne 06 0aUMHAKOBOCTU An3ariHa, BEPCTKM U CTUINA U3NOXeHWs goyepHux J1B;

0) nekapcTBEHHbIE Npenapatbl U3 TOro e hapMakonorM4eckoro kracca.

CeAsbiBaHMe, Kak npaBufo, npvemnemMo B OTHoweHun JIB Ha nekapcTBeHHble npenapaTtbl M3 TOro e
TepaneBTUYECKOrO Krnacca Mpu  YCMOBUM CXOXECTU KIMHWYECKMX CBEeAEHWW, COAepXaluxcs B CBOAHON
XapakTepucTuke npenapata (M, Kak cneactsue, uHgopmaumu B JIB). BaxHo, 4TOGbI KMlO4eBble CBeAeHus Mo
6e3onacHOMy NpPUMMEHEHWUI0 POACTBEHHbIX MpenapatoB Obinu cxoxumu. Bmecte ¢ Tem copmat n Bepctka JIB,
noaBepraemMbiX CBSA3bIBAHWIO, OOMKHbI ObiTb OAMHAKOBbIMW. 3TO O3Ha4vaeT, 4To fodepHuir JIB Heobxoammo
nepecmMoTpeTb 1 NpuaaTe emy Au3aiH, BEPCTKY W NMUHIBUCTUYECKUI CTUIb, KOTOPbIE COOTBETCTBYIOT POAUTENBCKOMY
J1B, KOTOpbLIV NOABEPrCA NOMb30BaTENLCKOMY TECTUPOBAHMIO.

TepaneBTUYECKM CXOXUe npenapaTtbl - 3TO rpynna NEeKapCTBEHHbIX NPenapaToB CO CXOXMM MeEXaHW3MOM
aencrteus. Huxe npuBogaTca npumepbl, Npy 3TOM BKITKOYEHME 3TUX TepaneBTUYECKU CXOXMX MPUMEPOB B npeaenax
KOHKPETHbIX KNaccoB Heobs3aTenbHO O3HayaeT, YTo CBA3bIBaHWe OyaeT yaoBneTBopsATb BceM TpeboBaHuAM B
oTHoweHuu JIB Ha crnedylolime KaTeropuy npenaparos.

cepAeYHo-cocyancThle npenaparThbl:

TMasngHble N AMypeTuKkn NogobHOro AencTeus;

b-agpeHobnokaTopbi;

NHMMBUTOPBI aHIMOTEH3MHNPEeBpaLLaloLWwero pepmeHTa;

cpencTBa, BNMAIOLWMNE HA LeHTParnbHYy HEPBHYIO CUCTEMY:

CeNeKTUBHbIE UHIMOMTOPLI 06PaTHOro 3axBaTa CePOTOHUHA;

TPULMKININYECKME M CXOXMNE aHTMAENPeCcCaHThl;

aHTUrMcTaMmnHHbIE Npenaparbl;

6eH3oamnasenviHel;

ONMOWAHbIE aHanbreTuKK;

NPOTMBOMMKPOGHbIE NpenapaThbl:

NEHULMIIUHBI, LiedpanocnopyHbl U Makponuapl;

nNpoTMBOrpnbKOBbLIE Npenaparsl;

cpencTBa, BNMSAIOWME HA KOCTHO-MbILLEYHYIO CUCTEMY: HECTEPOWAHbIE MPOTMBOBOCNANUTENbHbIE NpenapaTbl;

3HOOKPUHOMNOrMYeckne niekapCTBeHHble NpenapaThl: MIOKOKOPTUKOUAbI;

NPOTUBOOMYXOSIEBbIE NEKapCTBEHHbIE NpenapaTbl: ankunupyroLmne LMTocTaTuky;

rleKapCTBeHHbIE Npenapartbl, NCNoMb3yeMble Ans BHYTPMBEHHOMO NUTaHWUS;

rleKkapCcTBeHHbIE Npenapartsl, NPUMEHsIEMbIE B aKyLLEPCTBE M MMHEKONOrMN: NepoparnbHble KOHTpaLenTyBhbl;



neKkapcTBeHHbIe NpenapaTebl, paccMaTpuBaemble B Ka4eCTBE YNEHOB OOHOW rpynmnbl HA OCHOBaHMKM obnacTu ux
NMPUMEHEHNs, HO KOTOpble pakTU4eckn copepxaT npenapaTtbl C PasnUYaloWMMUCA MexaHu3Mamn AencTBus Wt
KMoYeBbIMU CBEAEHUSMM No Ge3onacHoOMy NPUMEHEHUIO, NOABEPraloTCa AKCNepTu3e B MHANBUAYaNbHOM NopsiakKe.

B oTHoweHun crnepylolwmx fieKapCTBEHHbIX NpPenapaTtoB, Kak MpaBuio, HEBO3MOXHO MNPOBECTM YCneluHoe
CBSi3blBaHNE BCMEACTBME PO3HALLMXCH KMMHNYECKUX acrneKTOB UX AENCTBUSA U MPUMEHEHWS:

aHTMapvTMUYeckue npenapaTbl, TakMe kak ammogapoH

n ausonuvpamuz; NpoTUBOINUIENTUYECKME Mpenapatbl, Takme Kak BarnbrnpoeBas KUCMOTa, NamMOTPUOXMH Wt
HEHNTOUH;

f6onesHe-mMoanuuMpylolMe  NPOTMBOPEBMATUYECKME MpenapaTbl, Takue Kak npenapatbl 3orota W
NeHNUNIIaMUH.

B TepanesTuyeckux obnacTtax ¢ 60MbLUIMM KOMMYECTBOM fEeKapCTBEHHbIX MpenapaTtoB C pasnuyarommucs
MexaHW3Mamun OenNCTBUS, HO MeHee KPUTUYHBIMU KItoYeBbIMM acnekTamu Ans 6e3onacHoro NnpyMeHeHs BO3MOXHO
CBAi3blBaHWE, HanpuMep:

aHTauuaoB 1 CNasMoNUTUYECKUX Npenaparos;

NPOTMBOKALUNEBbLIX NPenapaTos;

BUTaMVHOB;

npenapaTtoB AN OPOLUEHNs NONoCTH pTa;

npenapaToB W13 rpynnbl KEPaTONUTUNKOB.

B 6GonblmHCTBE Ccry4yaeB B kayecTBe poauTenbckoro Bbibupaetcs JIB, cogepxawmn wnHbopmaumio,
MakcrMarnbHyo Mo OXBaTbiBAEMbIM acnekTam;

B) OAMHAKOBbIE KoYeBble CBeAeHUst No 6e3onacHoOMy NMPYMEHEHMIO.

Ecnn «knioyeBble cBefeHus no 6esonacHOMYy NPUMMEHEHWIO, YCTaHOBMEHHblE ANs psAa  fekapCTBEHHbIX
npenapartoB, cxoxu, a JIB cnpoekTnpoBaHbl, CBEPCTaHbl U HaMMCaHbl MAEHTUYHBIM CMOCOBOM, CBA3bIBaHWE Nerko
nopaaeTcs 000CHOBaHMIO;

r) OGHOPOAHOCTb MONYNALMM NaLUEHTOB.

NekapcTBeHHble MpenapaTtbl B NpeAenax OOHOrO Krnacca, Kak npaBuiio, MPUMEHSAIOT Yy OOHOW U TOM Xe
nonynaumMn naunveHtoB. Bmecte ¢ Tem HebGonblloe KONMYECTBO MpenapaTtoB MNPUMEHSIIOT B HECKOSbKUX
TepaneBTUYeckMx obnacTax, Hampumep, FMIOKOKOPTUKOMAbl. B Takux cnyvasx MOXHO npuberHytb K ABONHOMY
cBsi3blBaHMO, ybeamBwnch, 4TO poauTensckne JIB, ¢ koTopbiMu CBsi3biBalOTCA AodepHue JIB, oxsaTtbiBaloT BCe
KnoyeBble cBeAeHus Mo 6e3onacHoMy NpUMeEHEHUIo, 0ByCrnoBeHHbIE MPOTUBOMNOKa3aHUAMN, 0COOBIMU yKasaHNAMMU,
MepamMun MpeaoCTOPOXHOCTU U HexenaTenbHbIMU peakuusiMi, a Takke y4uTblBaloT BOMPOCHI, OTHOCALMECS K
nokasaHVaM K MPUMEHEHWIO 1 PEXMMY A03MPOBaHWS;

A) KOMOUHMpPOBaHHbIE NpenaparTbl.

NB Ha KoMGWHMpOBaHHLIA NpenapaT B LEenom crneayeT paccmatpvBaTb B kadecTBe poguTensckoro JIB gns
Lenew cBs3blBaHWSA OTAENbHbIX KOMMOHEHTOB AoyepHux J1IB. Heobxoanmo ybeamntbes, YTO BCe KNoYeBble CBEAEHUS
no 6esonacHOMY MPUMMEHEHUIO OTAENbHbIX KOMMOHEHTOB BKIOYEHbl B OMPOCHMK KOMOGWHMposaHHoro J1B.
JonyckaeTtca wucnonb3oBaTe JIB oTAenbHbIX KOMMNOHEHTOB B KavecTBe pogutenbckux JIB un  cBaAsbiBaTb
KOMBVHMpOBaHHLIM JIB B kayecTBe JOYEpHero npu ycrnoBu, YTO BCE pas3nMuus B €ro BEPCTKE W ANWHE YCMELUHO
BblAepXXanu nonb3oBaTenbCckoe TECTUPOBaHNE B paMKax NpenapaToB, BXOAALMX B MOPTdEnb KOMMaHWK;

e) kpaTkue J1IB nekapcTBEHHbIX NpenapaToB C BTOPOCTENEHHbIM TepaneBTUYECKUM OENCTBUEM.

Kpatkve JIB Ha Takue npenapartbl, kak NpaBuio, He TpebyloT NPpoBEeAEHMS MONb30BaTENbCKOro TECTUPOBAHWS.
[JoctaToyHo nomaratbCs Ha ycnelHble TeCTUPOBaHWS, NPOBEAEHHbIE B OTHOLLEHWU APYrMX MpenapaToB B pamKax
noptdens KoMnaHWu, Aaxke ecnu OHW He NpuHagnexart TOMy e TepaneBTUYecKOMY Kraccy, Hanpumep Boda And
WHBEKLUIA, KpeMbl HA BOGHOW OCHOBE, rMasHble Kanmu ¢ rmapoKCUnponuMnMeTUILensono3on (TMnpoMennoson);

) 6e3peLienTypHble npenapaTbl C pasnnyHbIMU BTOPOCTENEHHBIMWN KOMMNOHEHTaMM.

BespeuenTypHble npenapatbl C HECKONBbKMMU MHFPeAMeHTamMmn MOXHO cBs3aTh ¢ J1B, KoTopble ycrnewHo npoLunm
TECTUPOBaHNE OCHOBHOIO KOMMOHEHTa, Hanpvmep, KOMOMHWPOBaHHbLIE aHanbreTVkn Ha OCHOBE napaueTtamona.
TpebosaHue 06 ognHakoBocTv chopmaTa JIB coxpaHseTcs.

3) NUKTOrpaMmbl.

MukTOorpamMmmbl, ABNSAIOWIMECH 3MEMEHTOM COOCTBEHHOrO CTWMS KOMMaHWM, noanexaT MNpoBepKke B pamkax
Monb30BaTENbCKOro TECTUPOBAHNS.

B uenax ycnewHoro cBsi3blBaHUSI MUKTOrpamMmel govepHux J1B oHn JOMmKHBI METb TOT XXe AusaiiH, pasmepbl U
LLBETHOCTb, YTO U poauTenbckuin J1B;

) cBA3bIBaHWE MeXay KOMNaHNAMM.

Kaxgas komnaHus 4omkHa onupaTbes Ha COBCTBEHHbIE AaHHble. OQHAKo MpU HaNMMYMKM pas3peLleHns Ha AOoCTyn
K KOMMepYeckow nHpopmaummn ogHa U3 KOMnaHui Bripaese ncnone3osaTtb /1B gpyron komnaHny npy ycnosun, 4To mx
nekapcTBeHHble npenapaTbl OAMHAKOBbIE (32 WCKIHOYEHVMEM WHAOPMaUMM O KOMMaHuM). B ykasaHHbIX criyyasx
Av3aviH 1 BepcTka paccmartpusaembix JIB OomkHbl ObITb MOEHTUYHBI MO BCEM PAaCCMOTPEHHBLIM BbIlle acrnekTaMm.
Mcnonb3oBaHve pasnnyHbIX NOroTUNOB KOMMNaHUA AOMYyCTUMO MPW YCIOBUM MX OQMHAKOBOIO PacnonoXeHnus B ABYX
JIB v 3aHATMA MU cxoxelt nnowaau. Heobxoanmo Takke nNpeactaBUTb AeKnapaumio, YTo 3asiBUTENb O3HAKOMIEH C
AaHHBIMU TECTMPOBaHWSA Ha OpUrMHarnbHbLIA NpenapaTt U NoATBEePXKAaeT, YTO NoNb3oBaTenbCKkoe TecTMpoBaHue bbino
YAOBNETBOPUTENBHBIM.

7.4.4. CocTaBneHve 1 nogava CBs3yHLLEro otyeTa.

Kaxgoe permctpaumoHHOe A0oCbe OOMKHO codepxaTb AaHHble, noaTBepxparlme crnocobHOCTb nauveHToB
HaxoauTb M MOHMMaTb CBedeHus, Heobxoaumblie Ang GesonacHoro M aEKTUBHOrO nNpumMeHeHnsi. CBA3YLNNA
OTYET - 3TO OTYET, He BKIYaLWMUn B ceba opurvHanbeHble AaHHble, NoAaHHbIe B OTHOLWIEHUW poguTtensckoro J1B.
Mepen yTBepxaeHvem pouepHero JIB HeobxoaMmo npeacTaBuTb pesyrbTaTbhl MOfb30BaTENbCKOTO TECTUPOBAHMSA
poautensckoro JIB 1 nonyuuts nx ogobpeHve. STO He NpensATCcTByeT OOHOBPEMEHHOWN nodade Heckonbkux J1B Ha
aKcnepTuay;

a) BbIsIBNEHME KIYeBbIX cBeAeHN Ans 6e30nacHoro npuMeHeHus.



B oTtueTe o cBfA3bIBaHMM HeoOXx0AMMO, B NEPBYHD oyepedb, yKa3aTb KrueBble cBedeHus no GesonacHomy
NPUMEHeHuIo, coaepxaluuecs B odepHem JIB, n nokasaTtb, Kak OHM Bbinn yUYTeHbl B TECTUPOBaHWUM, MPOBEAEHHOM C
poautensckum J1B. Ecnu knioveBble cBefeHus

He WOEHTWYHbl (3TO XapakTepHo AN MHorux JIB, MOABEprumMxcs CBHA3bIBAHWIO), B CBA3YIOLEM OTYeTe
HeobxoAVMO KPUTUYECKN OLEHWUTb 3TV Pasfnymsa MU BKIOYUTL MX B OMPOCHWK Ha AodepHui JIB. Heobxogmmo
npoaHanu3MpoBaTb CXOXECTb KITOYEBbIX CBEAEHUN;

©) BONpocCkl An3ariHa U BEPCTKM.

B o6ocHoBaHve cBA3yOLWEro uccrenoBaHWsi HEOOXOAMMO MNPOBECTUM KPUTUYECKOE CpaBHeHWe Au3ariHa wu
BEPCTKU A0YepHUX 1 poautenbckux JIB, a Takke BbIABNEHHOW CXOXECTH;

B) CMOXHOCTb CBEAEHWNIN N CTUMSA N3MOXEHNUS.

Heobxogmmo npeactaBuTb aHanvM3 CBeAeHUW, CoAepXallnxcs B poauTenbckoM n godepHem J1B, Heobxoanmo
NpOaHanManpoBaTb U CPaBHUTb CTUIb U3MNOXEHWS, NCMOMb30BaHHbIM B 3TUX J1B, a Takke cHOBa nMpoaHanusnposaTb
CXOXeCTb U CUHEPIun3m.

B kaxgom oTyeTe crnepyeT oTpasvMTb BCE BOMPOCHI OBLLEro xapaktepa, BO3SHUKLUME Y YYaCTHWKOB B Xode
Nnonb30BaTENbCKOro TECTUPOBAHUS, KacatoLmecs NOHPaBMBLUNXCA U HE NOHpaBMBLUMXCA acnekTos J1B.

7.5. MposeaeHune dokyc-rpynn.

B psge cnyyaes uenecoobpasHo nposefeHue okyc-rpynnel. Pokyc-rpynna HaueneHa Ha otaenbHyto YacTs J1B
M ncnonb3yetca B 0BOCHOBaHWE onpedeneHHoro ero uameHeHus (nocre mameHenns OXIM) wnu B KadecTse
3rfleMeHTa HavyanbHOW perMcTpaumMn Mpyv  HEBO3MOXHOCTM CBA3bIBAHWA oOTAenbHoro acnekta JIB ¢ yxe
3apermctpmpoBaHHbiMu J1TT.

dokyc-rpynna npoBOAWNTCH a@HANOrMYHO MOSMHOLEHHOMY ONb30BaTeNbCKOMY TecTupoBaHuio. [lpn 3TOM
notpebyeTca MeHbLINIA Habop BOMPOCOB, NMOCKOMbKY M3yYeHne NPpOon3BOANTCS B OTHOLLEHMM NULLb OTAENbHOW YacTu
JIB. BmecTe ¢ TeM B Uensax MOMyYeHUs HagexXHbIX OaHHbIX, KOTOpble MOABEPrHyTCA akcnepTuae, hokyc-rpynny
cnepgyeT NpPOBOAUTL B COOTBETCTBMM C PEKOMEHOAUMAMU K MPOBEOEHWIO MOMHOLEHHOrO MoMb30BaTenbCKOro
TeCTUPOBaHWS.

Mockonbky npoBefdeHWe (OOKyC-rpynnbl 3aHMMaeT MeHblle BPeMeHW, YeM MOSHOLEHHOe MNOMb30BaTenbCkoe
TECTMpOBaHWEe, ee MOXHO MNPOBOAWTL CpPedu YYaCTHUKOB, HabpaHHbIX AN MOSMHOLEHHOro MNOMb30BaTENbCKOro
TecTupoBaHua J1B Ha Apyroi npenapar B pamkax TOWN Xe ceccun TeCTUPOBAHUSA.

7.6. JkcnepTn3a AaHHbIX, NpeAcTaBeHHbIX BO UCNoMHeHne TpeboBaHuii pasgena 4 HacTtosawmx TpebosaHui.

JKcnepT YNOTHOMOYEHHOro opraHa rocyaapcTBa-yneHa cHadana nposepseT cootseTcTBue JIB TpeboBaHusam,
YCTaHOBMNEHHbIM 3aKOHOA4ATENbCTBOM roCy4apCTB-4NeHOB, NPefyCMOTPEHHbIM pa3gernoM 4 HacToswmx TpebosaHui,
BKIIOYas NOpPAAOK NpeacTaBneHns nHgopmaumm.

3aTem oueHvBalOTCA AnsanH n Bepctka J1B, Bknoyas rapHutypy u kernb LwpudTa, a Takke cnocob M3noxeHus
CBeAeHU 1 NpMHMMaeTcs pelueHne ob yagobountaemocTtu JIB, npegHa3HayeHHOro K BBeAEHN0 B 060poT.

[Hanee onpepenseTcs knovesas nHdopmauma no 6esonacHoctn, Heobxoanmas Ans 6e3onacHOro NpMMeHeHNs
nekapCcTBEHHOro nmpenapara, W yCcTaHaBNMBaeTCs, coBnana N OHa C onpefderieHHbIMW 3asBUTENEM KIlo4eBbIMU
cBegeHusiMu no 6e3onacHOCTW, BKIIOYaeMbIMKW B MPOTOKON M OMNPOCHWK Ha JIB Ansa uener nofb3oBaTeflbCKOro
TECTMPOBaHWS.

3aTem 3KcnepTM3e MOABeEpraeTca Monb3oBaTenbCKoe TeCcTUpOBaHWE WUNM nHaa gopma KOHCynbTaummn ¢
ueneBbiMU rpynnaMm naumMeHToB. OKCNepT NpoBepSeT AaHHbIE, NOATBEPXAAlOLWME CNOCOOHOCTb YY4aCTHUKOB MOHATH
KnoyeBble cBedeHus no HesonacHOCTM, yCTaHOBMEHHblE OO0 Havana TeCTUpPOBaHMSA. OKCnepT NpoBepseT Takke
NPUrogHOCTb CYyOBEKTOB, MO3ITOMY B OTYET HEOOXOAMMO BKIIOYUTL AOCTATOYHbIE CBeAeHusA 06 ux Guorpadum n mx
3HAYMMOCTV AN LeneBor MNOnynauMu naumMeHTa paccmaTpuBaeMoro npenaparta. YYacTHUMKOB He JonyckaeTcs
BKNo4aTb B NogobHoe TeCcTupoBaHue yalle, Yem 1 pa3 B 6 MmecsLes.

Ecnn gaHHble cBMOETENbCTBYIOT O TOM, YTO NaUMEHTbl CTaNKMBAKTCA C 3aTPyAHEHUSIMU MpWU onpefeneHHbIX
BOMpocax, MOXeT noTpeboBaTbCA nepecMoTp crnocoba ykasaHus cBeAeHWN.

8. BknioyeHune gononHuTensHon nHgopmaumum

8.1. OOLwme nonoxeHus.

B MapkupoBKy nekapcTBeHHOro npenapaTta v JIB gonyckaetcsi BHECEHNE VHbIX CBEAEHUIA, HE NPOTUBOPEYaLLMX
OXIMM, nonesaHbIX 4Na NauneHTa U He HOCALLMX PEKNaMHOro xapakrepa.

MauneHTbl, NPUHMMalOLWME Ha OONTOCPOYHOM OCHOBE NEKapCTBEHHbIE MpenapaThl, OTMycKkaeMble No peuenTy,
MOryT M3BMeYb MONb3y W3 OOMOSNHUTENbHBIX CBEAEHUN O MEXaHW3Me [OeWCTBUS NEKapCTBEHHOro npenapaTta wu
3aboneBaHun, NPU KOTOPOM OH MPUMEHSAETCS.

K cBegeHvsam, paspelleHHbIM B paMKax [aHHOW KaTeropum, OTHOCATCHA [OOMOSNHUTENbHbIE [OaHHbIE O
NpYMeHEHNe NekapCTBEHHOro Npenaparta, a Takke oblme ceegeHns o 3aboneBaHun N cnocobax ero neyeHus.

8.2. Ccbinkn Ha gpyrne UCTOYHUKN MHOPMaLIMK.

JIB Ans nauueHTa urpaeT KM4veByo porb B AOBEAEHUM 4O NaLUEHTOB CBEAEHWI O NlekapCTBEHHOM NpenapaTe
1 coaencTBumn ero 6e3onacHoMy NpUMEHEHMIO.

OcHOBHOM Lenbi0 KOMMNaHWiA [OIMKHO ObiTb co3gaHue J1B, cogepkallero Hagnexaliue CBEeAEeHWUst O
JNIeKapCTBEHHOM MpenapaTte, OA4HAKo TONbKO cBeAeHus J1IB He MOryT yaAOBneTBOpPUTL BCe NOTPEOHOCTM NaUMEHTOB B
Heobxoammoln uHopMauun ana  obecneyeHus MpaBuUIbHOIO M 6e30MacHOro MpPUMEHEHUs] NeKapCTBEHHOMO
npenaparta. [launMeHTaM, NPUMMEHSOWMM JIEeKapCTBEHHbI npenapart, MoryT TpeboBaTbCs [OMNOMHUTENbHbIE
cBefeHusi. Hactosiwme TpeboBaHua cogepkaTt onvcaHue AOMNOMHUTENbHBLIX Mep, KOTOPbIE MOXHO MPUHATL B LENsIX
ucnonb3oBaHua JIB B KauyecTBe CCbINTIOYHOrO AOKYMEHTa Ha ApYrne MWCTOYHWMKU WHOopMauuvM Ansi NauMeHToB,
HanpuMmep, CBEeAEHWS O NaUMEHTCKUX OpraHu3auusix M ycriyrax, okasblBaemblx npou3Bogutenem, Takve kak JIB,
XypHanbl 1 TenedoHHas nopaepxka. [u3aniH Bcex WMHMOPMAaLMOHHBIX MaTepuarnoB [AOMKEH crnocobcTBOBaTb
WH(OPMUPOBAHHOMY MPUHATUIO NaLMEHTaMUN peLLleHNIA OTHOCUTENBHO CBOErO 300POBbSI.



Kpowme Toro k 1B npumeHsioTca 3 KNioYeBbIX NpUHUMNA:

ceegeHns B JIB  pgomkHbl ObiTb coBMecTuMbl ¢ OXJIM, 7O ecTb cBedeHUst [OOJMKHbI KacaTbecs
3aperncTpupoBaHHbIX NOKa3aHU K NPUMEHEHWIO N PeXuMa 03VMPOoBaHNsA nekapCTBEHHOro npenapaTa;

ceegenus B JIB pgomkHbl ObiTb MOME3HbIMM NauueHTam u (MnNn) yxaxusawlWMM fuuam B KavecTBe
obpasoBaTenbHbIX MaTepranos;

JIB He JOmKHbI HOCUTb PEKNaMHbIA XxapakTep: CBeAeHUs O TepaneBTUYEeCKNX anbTepHaTMBax BkNoyats B J1B He
ponyckaetcsa. B pgononHWTenbHbIX MaTepuanax AonyckaeTcs ykasblBaTb OOBbeKTUBHbIN 0630p TepaneBTUYeCKUX
BO3MOXHOCTEN M UX MECTO B [OKa3aHHbIX TepaneBTUYECKUX pexummax, OfHaKko WMCMOoNb30BaHWE CPaBHUTENbHbLIX
BblCKa3blBaHU (Hanpumep, «bGonee HOBbINY, «bonee aMQEKTUBHLINY, «fydlle MepeHocuTcsa», «oBonblue
[0Ka3aTenbCTB B NOMb3y NPUMEHEHMUSA», 4eM XXX 1 T.4.) HE AoNyCcKaeTcs.

8.3. BO3MOXHble CCbINKK.

8.3.1. YKkasaHue CCbINoK Ha MHOpMaLMIO B anbTepHaTMBHbLIX (hopmaTax.

NB saBngetcs cTtaHAapTHbIM cnocobom npeAcTaBreHus MPOoM3BOAUMTENSMU MHAOPMaUUM O feKapCTBEHHOM
npenaparte. [lonyckaeTcsa npeacrtaeneHne anbTepHaTUMBHbLIX hopmaToB JIB, Takmx Kak ucnonb3oBaHue wpudTta
Bpanns, CD-gucka, ayamo-gucka nnu J1B ¢ kpynHbIM wpudtom. Ecnn Heobxogumo 4to-To Bbigenutb B J1B, MOXHO
MCMNonb3oBaTh MNONYXUPHbLIN WPUAT kernb 14 nT.
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K TQe6OBaHVI9IM K MHCTPYKUUN
no MegnumnHCKOMY NpuMeHeHuo NekapCTBeHHOro npenaparta un obwen

XapaKTepucTuke nekapCcTteBeHHOoro npenaparta ana MmeguunHCKoro npuMeHeHuna

NPUMEP
NINCTKa-BKNnagbiwla Ana romeonaTtnyecKkoro fiekapcTtBeHHOro npenapara, peructpupyemoro no yl'IpOI.I.IeHHOVI
npoueaype

B HacTosilLeM npumepe TeKCTa NMUCTKa-BKnagbilla HaMMeHoOBaHMe romeonatunyeckoro nekapcTtBeHHOro
npenaparta obo3HavaeTcs Kak « XXXX®».

TeKcT nucTKa-BKNnagbllia, NnocTaBnsemMoro ¢ yﬂaKOBKOVI NeKapCTBeHHOro npenapata

JIncTok-BknagplL: MHGopMaums ans notpebutens
XXXX®

TabneTku

[ns npumeHeHns y B3pOCHbIX

BHUMaTenbHO NnpoynTanTe BECb NMNCTOK-BKNaAbILL, MOCKOJIbKY OH COAOEPXUT BaXXHYH O11A4 BacC MHdOopMaLMIO.
[laHHbI roMeonaTMYeCcKUin NekapCcTBEHHLIN NpenapaTt oTnyCKaeTcA be3 peuenTa Bpaya. [1na gOCTuXeHUs
Hanny4wunx pe3ynbtaTtoB OaHHbIV rOMeonaTUYeCKU NieKapCTBEHHLIN Nnpenapar cnenyet NPpUMEeHATb B COOTBETCTBUN
C YKa3aHnaMU, ONMCaHHbIMU B 3TOM JIUCTKE.

. COXpaHMTe 3TOT NMCTOK-BKMNaabiw. Bo3MOXHO, Bbl 3axoTuUTe npo4ynTaThb ero euie pas.

ObpaTutecb 3a [OOMNOMHUTENbHOW MHGOPMAaUMENn WM KOHCynbTauuvewh K Bpady wunu dapmauesTy,
pekomeHgoBaBLUemMy Bam npvHumaTh AaHHbIM Npenapar.

- Ecnun Bawm cumnTombl yxyALaoTes unm ynyylieHne He HacTynuro nocne
2 Hepenb neveHus, Bam Heobxogmmo B niobom criydae obpaTtuTbes K Bpady.

- Ecnn nobasn 13 HexenaTenbHbIX peakumin CTAHOBUTCSI CEPbE3HON UMK Bbl 3aMETUNK Kakue-nnbo HexenarterbHble
peakuun, He MepeyvncrieHHble B HACTOSLLEM NUCTKe-BKIaApille, noxanyncra, cooblute cBoemy Bpady wunm
capmaLueBTy.

B HacTosileM nucTke-BKNaabille NpUBOaUTCS crneayoLias nHdopmaums:

1. Uto Takoe XXXX® u ans yero oH ucnonb3yetca?

2. To, 4YTO Bbl JOSMKHbI MPUHSATL BO BHUMaHMKE, Npexae Yem npuHnmaTbe XXXX®?
3. Kak npumeHaTe XXXX®?

4. Kakne noboyHble gecTBUA BO3MOXHbI?

5. YcnoBus xpaHeHus.

6. Bornee nogpo6GHas nHdopmaums.

1. YTO TAKOE XXXX® U OANndA YEro ero nPUMEHAIOT




O6nacTb NpUMeHeHUs!

[omeonaTnyecknii nekapCcTBeHHbIV NpenapaT 6e3 0go6peHHbIX MOKa3aHU K NPUMEHEHWIO, NTEKAPCTBEHHbI
npenapart UMeeT ANUTENbHbIN ONbIT MPUMEHEHNS A4S 06reryeHnst CUMMNTOMOB MEHOMAay3bl, TaknX Kak NPUImBbI,
NnoTNMBOCTb, ydalleHHoe cepauebreHne, 6eCnoKoONCTBO, HapyLLEHUs CHa.

O PeKTMBHOCTbL 4AHHOIO rOMeOoNaTUYEeCKoro fiekapCTBEHHOro npenapara B AOKMMHUYECKUX U KIMHUYECKNX
nuccrnegoBaHuaX He noaTBepxaeHa (oba3aTenbHoe ykasaHve Ansi BCceX roMeonaTuyeckmx nekapCcTBeHHbIX
npenapartoB, permcTpmpyeMbix no ynpoLLEeHHON npoueaype pernctpaumm).

[aHHbI romeonaTnyeckmin npenapaT SABNsSeTCst penapaToM, KOTOPbIA 3aperMcTprpoBaH NCKIIOUYMTENBHO HAa OCHOBE
TaKOro OnbiTa ANIMTENBHOIO NPUMEHEHMS.

2. TO, YTO Bbl AONXHbI MPUHATbL BO BHUMAHUE MNMPEXAE, YEM NMPUMEHUTBb XXXX®?

XXXX® He fomkeH NpUMEHATLCH, €Cnu y Bac anneprus Unu HenepeHocMMocTb AeNCTBYIOLWNX BELLECTB,
NWEHNYHOro Kpaxmana unm Apyrux KOMNoHeHToB npenapata XXXX®.

Cobntoparite 0cobyto OCTOPOXHOCTb NPU NMpUMeHeHUn XXXX® npu cnefytolmx o6CToATenbCcTBax:

B CIly4ae CTOMKMX, HEACHbIX UM HOBLIX CUMMTOMOB BaM credyeT obpaTuTbCs K Bpauy;

npy NpUMeHeHUn XXXX® ¢ ApyrMmMu fekapCTBEHHLIMU NpenapaTamu;

noxanyncra, coobLumTe cBOEMY Bpayy unun hapmauesTy, eCriv Bbl MPUHNMAETE UNN HEAABHO MPUHUMAaNu
nobble apyrue nekapcrea;

BNMsiHWE Ha addekT XXXX® apyrux nekapcTts He GbIno onncaHo;

npu NpumeHeHnn XXXX® BmecTe ¢ e4on 1 NUTLEM;

adhheKT romeonaTYeCcKoro npenapara MoXeT YMEHbLUMTECA MPU KYPEHUN UNW Mo BIUSHUEM OPYruX BpeOHbIX
npuvBbIYeK (Hanpumep, ynotpebneHve ankorons);

6epeMeHHOCTb 1 NakTaums;

npenapat He nNpegHasHaveH ANs NpUMeHeHns BO BpeMs 6epeMeHHOCTM 1 B Nepunog nakrauuu;

BOXAEHWE W UCMNOMb30BaHNe MaLLWH.

Ocobbix Mep NpefoCTOPOXHOCTU He TpebyeTcs.

BaxkHas nHdopmauusi 0 HEKOTOPbIX U3 MHIPeANEHTOB XXXX®

HacTosawmn nekapCTBeHHbIV NpenapaTt COAEPXKUT NakTo3dy (MONOYHbIA caxap). Ecnu y Bac HenepeHocMMOCTb
HEeKOTOpbIX caxapoB, obpaTuTeCh K nevallemy Bpady nepes npyuemMom AaHHoro npenapata. Konmyectso nakTosbl B
OHOKPAaTHOW f03e cocTaBnseT X r, npenapaT credyeT C OCTOPOXHOCTbIO MPUHUMAaTL 6OMbHBIM C CaxapHbIM
anabeTom.

[MpoTrBONOKa3aH Nuuam ¢ annepruyeckuMm peakumMaMy Ha NeHNYHbIN Kpaxmarn.

3. KAK XXXX® MPUMEHAETCA?

Ecnun nHoe He npegnncaHo cneumnanucToM, 06bIMHO NPUHMMALOT

no 1 Tabnetke 3 pasa B AeHb. Bbl AOMKHBLI NPUMHATL TabNeTKy 3a nonyaca 40 Unu Nocne efpl.

Mpun ymeHbLLEHUN CUMNTOMOB KPaTHOCTb NpUEMa crieyeT CHU3UTb.

Kpome Toro, romeonatuyeckve npenapatbl He crnegyeT NPUHUMAaTh AnuTenbHO 6e3 KoHCynbTauuMn Bpaya-
rmHekonora.

Ecnu Bbl npuHanu 6onblue Tabnetok XXXX®, 4em OoIKHbI

MocnencTBmsa Nnepego3npoBKM 4O CUX MOP HEM3BECTHLI. ECnv Bbl Nnepefo3npoBany AaHHbIA NEKapCTBEHHbIN

npenapar, Bbl OIDKHbI MPOKOHCYIbTUPOBATLCH C BPAYOM.
Ecnu Bbl 3a6biny NpuHATE XXXX®
He npuHumaniTe ABOWMHYIO 403y, YTOObLI BOCNONHWTL 3a0bITyI0 003Y.
Ecnu Bbl npekpatmuTte npuem XXXX®
He cywiecTByeT BpeaHbIX NOCNEACTBUI B Criydae npekpaileHus npuema XXXX®.
O6Lee 3amevyaHue

Ecnu y Bac BO3HUKMM JOMNOMNMHUTENbHbIE BOMNPOCHI MO UCMOMb30BaHMIO HACTOSALLENO FOMEONaTUYECKOro

npenapara, obpatuTech K Bpaydy unv hapmaLeBTy.

4. KAKVE NOBOYHbIE OEACTBUSA BO3MOXHbI?

Kak 1 Bce nekapctea, XXXX® MoxeT Bbl3BaTb NOOOYHbLIE AENCTBUSI, XOTS U HE Y BCEX.

B oTaenbHbIX cnyvasax MoOXeT NPOU3ONTU KpOBOTEYEHUE U3 NOMOBbLIX NyTen. B aTnx cnyyasx cneayet
npekpaTuTb NpMeM npenapaTa u obpaTuTbes K Bpayy.

[NWeHMYHbIN Kpaxman MOXeT NPUBECTU K anneprnyeckon peakuuu.

Mpumeyanwne. MNpu npueme romeonaTU4ECKOro fekapCcTBEHHOro npenapaTta BO3MOXHO YCUIEHNE UMELLMXCS
%anob. B 3ToM cnyyae Bbl AOIMKHbLI MPEKPATUThb NPUEM FNIEKAPCTBEHHOIO Npenaparta n obpaTnTbCs K Bpady-
rMHeKornory.

MoxanyicTta, pacckaxuTe cBoeMy Bpady unu hapmMaueBTy, ecrniv noboYHble 4eNCTBUS CTAHOBATCS
CEepbEe3HbIMY NN Bbl 3aMETUNKN Kakne-nmbo noboyHble AeNCTBUS, HE yKa3aHHble B HACTOSILLLEM NUCTKe-BKNaabILLe.



5. yCnoBusa XPAHEHUA

He TpebyeTcs cneumarnbHbIX YCOBUI XpaHEeHUs.

XpaHuTe Bce NeKapCTBEeHHbIe NpenapaTtbl B HeAOCTYNHOM ANs AeTel MecTe.

Bbl He JOMKHbI MCMOSb30BaTb HACTOSILLMIA FOMEeOoNaTUYECKNIA NTEKaPCTBEHHDBIV Npenapar nocne ucteyeHus
Cpoka roiHOCTU, yKa3aHHOro Ha YNakoBKe.

6. BOJIEE NOAPOBHAA MHPOPMALMUA
UTto XXXX® copepxut

[encTsyloLne BelLecTBa, KOTOpble HAXOAATCA B OQHON TabneTke:

1. Cimicifuga TpuTt. D2 25 wmr.,

2. Ignatia Tput. D3 25 mr.,

3. Sanguinaria Tput. D6 25 wmr.,

4. Sepia Tput. D2 25 wmr.

KoMnoHeHTbI 1 - 3 noTeHUMpoBaHbl BMECTe Ha KOHEYHOM 3Tane.

[pyrve nHrpeaneHTbl: MOHOrMAPAaT NakTo3bl, CTeapaT MarHus, MWEeHNYHbIA Kpaxman.

Kak XXXX® BbIrnsauT U coepkaHne ero ynakoBKku

XXXX® TabneTka ceporo useTa, BO3MOXHO C HEOOMbLUOW 3ePHUCTOCTBIO.
YnakoBka cogepxut 100 TabneTok.

MpounsBoaunTens.

HacTodawmi nncTok-BkNaaplw nocrneaHnii pas pegaktuposancs B ssHeape 2016 r.
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k TpebGoBaHUsIM K UHCTPYKLIMK

Nno MeANLMHCKOMY NMPYMEHEHUIO NTEKapCTBEHHOMO NpenapaTa u obLen
XapaKTepuctuke nekapCTtBeHHOro npenapara gnda MmeaununHCKoro npuMeHeHuns

CTAHOAPTHAA METOOUKA
npoBeAeHns Nosib3oBaTeNIbCKOro TeCTUPOBaHUA NIUCTKa-BKNaabiwa B LefneBbIX rpynnax

3aaBuTento (gepxatento perncTpaumMoHHOro ypaoctoBepeHus (ganee - [PY)) B uensx obGecneveHus
yaobo4nmTaeMocTu, ACHOCTU M NErkocTM BOCNPUATMA NUCTKa-Bknaabiwa (ganee - JIB) cnegyet cTpeMnTbes K TOMY,
yTtobbl JIB oTpaxan pesynbTaTbl KOHCyNbTauuwm C LUENneBbIMU TpynnamMv nauMeHToB C MpeacTaBneHvnem
YMONHOMOYEHHOMY OpraHy rocyfapcTBa - YneHa EBpasniickol 9KOHOMWMYECKOW KOMWCCUMM (Janee - rocyaapcTsa-
YneHbl) pe3ynbTaToB OLEHKW, NPOBEAEHHOW COBMECTHO C LieneBbiMU rpynnamy naumeHToB. [aHHas uHdopmaums
NPUBOAMTCA Kak MpuMMep BO3MOXHOIO MeToAa MPOBeAEHWS KOHCYMbTauuii C LeneBbiMW rpynnaMu nauueHToB.
[JaHHble TpeboBaHMSA NO3BONSIOT NPOBECTM NONb30BaTeNbCKOe TECTUPOBaHME, N NPUBErHyTb K APYrMM NOAXOAALLUM
dopmam npoBepkun yaoboumTaemocTu, SCHOCTU U nerkoctn sBocnpustus J1B.

1. Nonb3oBaTeNnbLCKoe TeCTUpOBaHUe

Monb3oBaTenbckoe TECTUPOBaHWE NpeanonaraeT NpoBepky yaobountaemocty obpasua B rpynne UCnbiTyembix
CyObEKTOB. JTOT MHCTPYMEHT pa3paboTku rmbOoK 1 HanpaBfeH Ha BbiSIBIEHWE TOro, JOBOAST N NpeAcTaBMNeHHbIe
CBeJeHUsi NPaBUIbHYI MHpOpMaLIMI0 A0 YMTaTens.

CamoTecTMpoBaHMe He MOBbILLAET KayeCTBO CBEAEHWNA, HO MO3BONSET BbISIBATH 3aTpyAHUTENbHbIE obnacTtu,
KOTOpble MOXHO ynyywuTb. lMonb3oBaTenbckoe TecTupoBaHue (MpW Hanmuuum) OOIMKHO BkNtoyatbes B Mogynb 1
perncTpaLuoHHOro Aoche.

Heobxooumo yaooCcTOBEpPUTLCH, YTO B MONb30BATENbCKOM TeCTMpoBaHum ucnonbdyetcs JIB, kotopein byget
(aKTMYEeCKM MOCTaBNATLCSA C FIeKapCTBEHHLIM npenapaTtoM. OTo noTpebyeT mMcnonb3oBaHUs MonHoro Maketa J1B,
UBeT, CTUNb U Bymara koToporo coBnagatT ¢ J1B, koTopbit 6yaeT BNoXeH B KOMMEPYECKYH YNakoBKy. B yacTHocTw,
B Cfny4yae MHOrosiabikoBbix JIB uUBeT, cTunb (BKMoYas kernb wpudgTta) u Gymara si3bikOBOW Bepcun, noanexaiiemn
nonb30BaTeNbLCKOMY TECTUPOBaHUIO, JOMMKHA coBnagaTh C JIB, koTopblii OyaeT BNOXEH B KOMMEPYECKYHO YNaKOBKY.

YKasaHHbIl MEeTO[ OXBaTbiBAET MHOXECTBO OJHOTUMHbLIX MEPCOHamnbHbIX WHTEPBbID (HEe MeHee 20
npeacTaBUTene MECTHOIO HaceneHns ), AN KOTOpbIX NpefHa3HavYeH nekapCcTBEHHbIV npenapar.

2. AnbTepHaTUBHbIE BapuaHTbl TECTUPOBaHUA

,D,Ol'lyCTVIMbI n gpyrme mMetogbl MoNfib30BaTENIbCKONo TEeCTUpOBaHUA MpuU  YCroBUKU, YTO UX pe3dynbTaTr
obecneuynBaet y/:l060‘-II/ITaeMOCTb, ACHOCTb M MPOCTOTY UCNOJNIb30BaHUA MHOpMaLMK, NO3BONSAIOWEN NaUUeHTam



HaxoauTb B JIB BaxHble CBeAEHUs, MOHMMaTb UX U AelACTBOBaTb NpaBunbHo. 3assutens OPY nomkeH o6ocHoBaTb
Takylo anbTepPHaTUBHYK METOAOSOMMI0, KoTopasi OyaeT noaBepratbCcs 3KCNepTn3e B MHAMBUAYANbHOM NOPsiAKe.

2.1. MpoBeaeHne ucnbiTaHUA.

TectuposaHne JIB moxeT 6biTb nposegeHo [APY wnu cneumanu3avpoBaHHOW KOHTPAKTHOW oOpraHusauuen.
TecTupoBaHme [OMKHO MPOBOAWUTLCS OMbITHBIM CMELMannMcToM, BRaAeoWnM HaBblikaMU BeOEHUS WHTEPBbIO,
HabnogatensHbIM U yMEIOLLUM BbiCryLuaTb U NOHATL NoTpebutens.

Cneumnanucty, coctasnswowemy JIB, HeobxoguMMo MOMOYb COCTaBUTb aHKeTy, U MNpu HeobxoanMmocTu
COMPOBOXAATb MHTEPBbIOEPa NPWU NPOBEAEHUN TECTUPOBAHUS C LieMNbilo MOMOYb NPAMON nepegayn uHgopmaummn. B
npouecce pa3paboTkym Tecta MOXHO MpuBMeKaTb accouuauuyM nauvMeHToB WNM naumeHToB-aKkcnepTos. [ns
TECTMPOBaHWSA AOMKHbI BbITb NCMONb30BaHbI NonHouBeTHble J1B unu J1B, npegHasHaveHHble ANs pblHKa.

2.2. Nopbop y4yacTHUKOB.

Heobxogumo oTobpaTb pasnuyHble rpynnbl NOAEN, KOTOpble MOTEHLUanbHO MOryT MMeTb MnoTpebHoCTb B
npvMeHeHnn npenaparta. BeibpaHHble noay A0MmKHbI NPEACTaBNATL PENPE3EHTaTMBHYIO LieneByo nonynsuuo. Ons
BonbLUMHCTBa NEKApCTBEHHBIX NMpenapaToB 3TOoro OyAeT AOCTaTOYHO, NMOCKOMbKY MHdopMauus B JIB gomkHa 6bITb
JOCTyNHa [Ans BCEX BHOBb BbISIBMEHHbIX OOMNbHbIX. TeM He MeHee AN HEKOTOpbIX NpenapaToB noTpebyeTcs
TECTMPOBaHUE yXaXMBaKOLLMX ML,

Heobxogumo ybeauTbCA B HEBKIMOYEHUW N, Hanpsmyko paboTalolmx C nekapcTBEeHHbIMU MpenapaTamu,
TaKux Kak Bpayu, CpegHuin MeavLMHCKUIA NepcoHan 1 anteyHble paboTHMKMN.

CnegyeT NOMHWUTb, YTO MHGOPMALMS, KOTOPOM MOryT BOCMONb30BaTbCA HaMMeHee CrnocobHble noTpebuTtenu,
[OMmkHa ObITb NOHATHA BCceM noTpebutensaMm. HeobxoamMmo ncnbitaTb U BKITHOYUTD:

onpefeneHHble BO3pacTHbIE IPYNMbl, TakKMe Kak A4eTW U NoAM NOXUINOoro Bo3pacta (B YaCTHOCTU €Cnn AaHHbIN
npenapart MMeeT 0coboe 3Ha4YeHne A4 TakMx BO3pacTHbIX rpynn);

HOBbIX MOTpPebuTenen wnu nioden, KOTopble, Kak NpaBWUro, He MPUMEHSIIOT NEKapCTBEHHbIE NpenapaThbl, B
YACTHOCTM B OTHOLLUEHWW WHGOPMALMM O HOBbIX Mpernapartax, KoTopble BeposiTHee Bcero OyayT NMpuMMeEHATbCA B
LLMPOKMX CINOSIX HAaceneHns (Hanpumep, aHanbreTUKM U aHTUrMcTaMmnHHbIE NeKapCTBEHHbIE NpenapaTbl);

nogen, Kotopble 00bIMHO He paboTaloT C JOKYMEHTaMU (Mano Unu peako YmTarT);

nogen, KOTopble CYUTAKOT CIOXHBIM BOCNpUATUE MHAOPMaLMKN B MUCbMEHHOM BUAE.

Heobxooumo BKNoYaTb y4acTHUKOB U3 Hanbornee akTyarbHbIX rpynn (NoXurble Mnoauv, NnpeactaButeny rpynn
CaMOMOMOLLM, MAUMEHTbI U3 TPYNMbl NOSAEPXKKW, NpeACcTaBUTENN OOLLECTBEHHbIX LIEHTPOB, POAUTENN N AETH).

2.3. Bo3MOXHble METOOMKN UccneaoBaHus.

TpebyeTtcst HebornbLIOe YMcno ydacTHUKOB. [Ana obecneyeHuss ycnexa TeCTMpoBaHUst focTaTtoyHo 20 4yenoBek
(He BKkNtOYasi y4aCTHUKOB NPOBHBIX UCNbITaHUI). Henb3s NOBTOPSITb TECTUPOBAHME HAa TEX YYaCTHMKAX, KOTOPbIX YXe
oueHUNN. IToro MOXXHO A0BUTLCA NyTeM:

NUNOTHOIO TECTMPOBAHUA NPUONU3NTENBLHO 3 - 6 Y4aCTHUKOB B LiENsiX MPOBEPKM MpaBUNbHOCTU BONpPOCoB. o
Mepe HaKOMIEHWUsi OMbiTa B MPOBEAEHMM MUITOTHOrO TECTUPOBAHUSA MOXHO OFPaHUYUTLCA 2-3 yYaCTHUMKaAMU Unv
Cpasy NpUCTYNUTb K OCHOBHOW (ba3e TECTUPOBAHNS;

aHanu3a pe3ynbTaToB B X0e TECTMPOBAHMWS U BHECEHUS BCEX HEOOXOAUMbIX U3MeHeHUi B J1B;

NOBTOPEHMUS TECTMPOBAHMWS 0 NOMyYeHUs1 yOOBNETBOPUTENbHbLIX pe3ynbTaToB B rpynne u3 10 y4acTHUKOB;

3aKMIOYUTENBHOTO TecTupoBaHust ewe 10 y4acTHUKOB, 4TOObI MPOBEPUTb, YTO Yy HUX Takke COOMAEHbI
KpuTepum ycnexa (MonHocTbio B 0bLen cnoxHocTn y 20 y4acTHUKOB Ha KOHEYHOM npeanaraemom J1B).

3. NogroToBKa K uccnengoBaHno

3.1. NMpu noaroToBKe K UCCNeaoBaHWIO HEOOXOAMMO:

ANS Ka[oro npenapaTa cocTaBNsATk HOBbIVA MPOTOKON;

BKMOYaTb BOMPOCHI, KOTOPbIE OTpaXaloT BCE BaXHble U CMOXHble acneKTbl, @ Takke MCnonb3oBaTb CTporne
KPUTEPUN OLIEHKY;

ybeamTbCcs, 4TO BOMPOCHI OXBATbIBAIOT MOMCK, MOHMMaHWE W CNOCOBHOCTb YYacTHWMKOB AeicTBOBaTb
Hagnexawmm obpasom;

BKITIOYUTL OXXUAaemMble NpaBuIibHbIE OTBETHI;

cnnaHvpoBaTb TeCTMpOBaHWE Tak, 4YToObl OHO ANWNocb He Gonee 45 MuHYT BO um3bexaHwe yTOMINEHUSA
YYaCTHUKOB.

Heobxogumo ybeamTbcsi, 4TO BOMPOCHI OTpaxalT Bce ocobeHHocTn 6GesonacHoro U adeKTMBHOrO
NPUMEHEHNs1 NEeKapCTBEHHOro Mpenaparta, a Takke BOMPOCHI MPUBEPXKEHHOCTU K JIEYEHUID TeCcTUpyeMbiM
npenapaTtom. TecTMpoBaHue NPMHOCUT HanbombLLUY0 NOMb3y, €CN BOMPOCHl OXBaTbIBalOT 00MacTy, Bbi3biBaloLme Yy
nauneHToB Hamborbluee GeCnokOMCTBO, HaNpuMep, HexenaTtenbHble peakuuu. N3beraHne cepbesHbIX BOMPOCOB,
Kacawowmxca 0e3onacHOCTM NPUMMEHeHUs npenaparta, B XOA4e Monb3oBaTenbCKoro TecTtupoBaHusa JIB He
pekomeHayeTcs.

3.2. VIHTepBbloep OOMKEH:

ybeanTb y4acTHUKOB, YTO TECTUPYETCSA AOKYMEHT, @ HE OHU;

AaTb y4aCTHUKaM MpW UX xenaHun npovntaTb Becb J1B;

MCMomb30BaTh B KAYeCTBE NaMSATKM HanMcaHHble BOMPOChI;

3afjaBaTb BONPOCHI YCTHO;

BecTu b6eceay cnocobom, obecneyrBaoLLM TECHOE B3aNMOLENCTBUNE C YHAaCTHUKOM;



NpOCUTb Y4aCTHMKOB, MOCIE TOro Kak OHW HalwnyM Heobxooumble CBEAEHUS, He YnTaTb ux Hanpsimyto c J1B, a
onucaTtb UX CBOMMU CITOBaMM.

Kpome pervctpauum OTBETOB Ha BOMPOCHI CrieQyeT BeCTM HabniogeHue 3a TeM, Kak KaObl y4acTHUK
ob6pauaeTca ¢ JIB 1 ocyllecTBnseT nonck uHdopMaumm, oTMedasi, Hanpumep, TEPANUCH UMW 3anyTblBanuChb N OHW.
370 [acT LeHHble CBefieHMs 0 cnocobax ynyylieHus cTpykTypbl J1B.

3.3. Bonpocbl AomkHbI:

Hagnexawmm obpa3om ocsellaTb BCe KpUTUYECKME acnekTbl 6e30MacHOCTM NPUMEHEHUS NEeKapCTBEHHOro
npenapara;

ObITb NpeacTaBneHbl B MUHMMAarnbHOM KonuyecTtBe, obbl4HO AocTaTtodyHo 12 - 15 WwTyK, ogHaKo B HEKOTOPbIX
cnyvasx MoOxeT notpeboBatbcs M 6onblue, HanpuMep, €cnM MMEKTCA 3Ha4YMMble acnekTbl ©6e3onacHocTy,
noanexaiyue n3yyeHuio;

BblgepxuBatb 6anaHc obwux M 4YacTHbiX BonpocoB. O6WMM BOMPOCOM, Hanpumep, SIBASIOTCA Mepbl,
NpUHYMaemble Mpu NPOMNycke [03bl, TOrAa Kak YacTHbI BOMPOC MOXET OTHOCUTBLCS K HEeXernaTerbHOW peakuuw,
KOTOpas npucyLlia AaHHOMY nekapCcTBEHHOMY npenapary;

ObITb cocTaBneHbl oTnMYHO OT JIB, 4ToObl n3bexaTb OTBETOB YY4AaCTHMKOB, OCHOBaHHbIX MWLUb HA HaXOXAeHUN
rpynn cnos;

cneposaTb B CriydanHOM nopsigke (To ecTb B nopsake, OTAMYHOM OT nogayvn nHdopmaumm B J1B);

oxBaTbiBaTb MHCTPYKUMM MO MpuroToBneHuto (no paboTe C npenapaTtoM, UMEKLUMM CIIOXHOYCTPOEHHbIE
us3genusa ans BBedeHus), HeobXoauMMo MO BO3MOXHOCTM npuberatb K WCMONb30BAHUIO MYISDKEN MepPBUYHBbIX
YyMaKoBOK M aKTUBHOW AEMOHCTpaLUM y4acTHUKaMy npouecca NpurotoeneHns (pabotol).

Mpn npencraBneHMn ynormHOMOYEHHOMY OpraHy rocygapcTBa-uneHa Ha akcneptudy B mogynb 1.3.4
pPerncTpaLmMoHHOro 4OoCbe HEOOXOAMMO BKITHOUMTbL KOMUKM NMPOTOKOSIOB MOSIb30BATENbCKOr0 TECTMPOBAHUSA, BKIIHOYas
3aJaHHble BOMPOCHI, NMOMy4YeHHble OTBETLI, HAbNAEHNA MHTepBblOepa B NMMCbMEHHOM BUAE U pa3fnuyHble BEPCUU
JIB, noaeepriwerocs tectupoBaHunio. CBegeHna 0 cnocobe npeactaBneHus pesynbTaToB NpuBeneHbl B pa3sgene 7
npunoxexusa Ne 12 k TpeboBaHUAM K MHCTPYKUMM MO MEAULIMHCKOMY MPUMEHEHMIO NEeKapCTBEHHbIX NpenapaToB u
obLLe xapakTepuUcTUKe NekapCcTBEHHbIX NpenapaToB Anst MeaULNHCKOro NMPpUMEHEHMS.

4. Kputepuu ycnexa

TecTupoBaHne NpoBOAUTCS C LENbl COCTaBMNEHUSA ANsi nonb3oBaTens pa3bopuyrBOro, YeTKoro M MpoCToro B
ucnons3oBaHun J1B, a Takke u Ons ydyeTa BCeX NpeanoXxeHun nonb3oBaTtenen. Bonpockl, 3agaBaemble B xoae
uccneaoBaHusl, OOMKHbl ObiTb TLWATENbHO MOArOTOBIEHbl AN ObICTPOro MOHMMaHUA M HaXOXOEHUS1 B TEKCTe
KMoYeBbIX CcBefeHWn no 6e3onacHOMy MPUMEHEHUID KOHKPETHOro JliekapCTBEHHOro npenapata. Henbss
ncnonb3oBaTh Nerkue uny obbl4HbIE BONPOCHI, BKIIOYaeMbIe A5 o6ecneveHns ycnexa.

PesynbtaT Tecta cumtaeTca npuemrnembiM, ecnu uHdopmauuio, 3anpawmvsaemyto no J1B, noHumarot 90
NPOLEHTOB YYaCTHUKOB UCMbITaHWs. OTO 03HavaeT, YTto 16 13 20 y4acTHUMKOB CMOTMM HaWTW HYXHYH MHOPMaLMI,
OTBETUTb Ha KaXabli BOMPOC M AeNCcTBOBaTb COOTBETCTBYWOLWMUM obpasom. Kputepum ycnexa [AOMmxHbl ObiTb
OOCTUTHYTbI MO KaXXOOoMy BOMPOCY, pe3yrnbTaTbl He MOryT ObiTb 0606LLEHbI B LLENTOM MO MCCEAO0BaHNIO.

Mpn ncnonb3oBaHWM Apyroro MeToaa, OCHOBAHHOIO Ha MHbIX KPUTEPUSIX ycnexa, YNOSTHOMOYEHHbIMU OpraHaMm
rocyfapcTB-4rieHOB (SKCNEPTHOWM opraHn3auunen) 6yaeT oueHMBaTbCA B UHANBUAYANTbHOM NOPsiAKe.

MNPUNOXEHWE Ne 15

k TpeboBaHNAM K MHCTPYKLMK

no MeAMLMHCKOMY NPUMEHEHWIO NNeKapCTBEHHOrO Npenaparta v obLei
XapaKTepuCTMKe NnekapCTBEHHOro npenapaTa ans MeauLUMHCKOro NpUMeHeHns

LLlabnoH MHCTPYKLMN NO MEAVLIMHCKOMY NPUMEHEHUI0 (NMMCcTKa-BKNaabILwa)

B HacTosilwem wabnoHe, BBeAeHbI crieytoLue npasunia UCnonb3oBaHWs CKOOOK:

{TekcTt} - B none mexay ckobkamm BHOCMTCA MHAOPMaLIMSE UICXOAst U3 cocTaBa M 0COBeHHOCTel NekapCcTBEHHOMO
npenapara;

<TEeKCT> - B Mone Mexay ckobkamu TEKCT BbIOMpaeTcsa unm yaanseTcs U3 npearnoxXeHHbIX CTaHAapTHbIX
(hOpMynMPOBOK (BblAENeHbl KYyPCMBOM) B 3aBUCMMOCTM OT NeKapCTBEHHOrO nNpenapara;

«XXXX®» - HaMMeHOBaHM1e NeKapCTBEHHOrO Npenapara.

INucTok-BkNaabIw - MHopmauusa anA <nauneHTa> <notpeburtens>
{(ToproBoe) HaumeHoBaHune, O3MPOBKA, NeKkapcTBeHHasa opma}
{dencTBylowme BewecTsa}

1. <q JlekapcmeeHHblIl ripenapam rnodnexum O0nofHUMenbHOMYy MOHUMOPUHaY, Komopaklil criocobecmeyem
b6bIcmpoMy 8bIsi8NIEHUI0 HOBbIX ceedeHuli o 6e3onacHocmu. Mo Mo380/1UM 8 KOPOMKUL CPOK 8bISI8UMb HOBYHO
uHgopmayuro o besonacHocmu. Obpawaemcs K pabomHukam cucmembl 30pagooxpaHeHusi ¢ npockboli coobwame
0 mobbix M0003pe8aeMbIX HeXenamersibHbIX peakyusix.

Criocob coobueHust 0 HexxerlameribHbIX peakyusix ornucaH 8 pasdene 4 nucmka-eknaobiwa.>

2. <[Meped <npuemom> <npumeHeHUeM> riperiapaima rnoJIHoCMbIo NMpoYyumalime JIUCMOK-8K1a0bIW, MOCKOJILKY
8 HeM codep)kamcsi eakHble Orisi eac C8e0eHUsI.



CoxpaHume nucmok-eknadbiw. BosmoxHo, eam nompebyemcs npoyumams e2o ewje pas.

Ecnu y sac 803HUKnu GonosiHUmMesibHbIe 80Mpockl, 06pamumecs K <feyawiemy spady> <,> <usu> <pabomHuUKy
anmeku> <,> <unu> <MeOQuUUUHCKOU cecmpe>.

lNpenapam HasHa4YeH uMeHHO 8am. He nepedasalime e2o dpyaum o0sIM.

OH moxxem Haspedumb UM, Gaxke ecriu cuMmnmomsl ux 3aboresaHusi cosrnadarom ¢ gawlumu.

Ecnu y sac 803HUKNU KaKue-rubo HexenamerbHble peakyuu, obpamumecs K <nedyawiemy gpady> <,> <umiu>
<pabomHuKy anmeku> <,> <unu> <MeouyuHcKol cecmpe>. [JlaHHas pekomeHOayus pacrnpocmpaHsemcs Ha nobbie
B803MOXKHbIE HeXXenameribHbIe peaKkyuu, 8 IMOM HUc/e Ha He repeYvucrieHHbIe 8 pasderne 4 nucmka-eknadbiwa.>

3. <leped <npuemom> <npumMeHeHUeM> fpernapama fMoJIHOCMbIO0 Npo4Yumalime JIUCMOK-8KNadbiw,
MOCKONLKY 8 HeM codepXKaimcs 8aXKHble OJisi 8ac C8EOEHUs.

Bcezda <npuHumalime> <npumeHsiime> nipernapam 8 MOYHOCMU C JIUCMKOM-8Kadblwem unu
pekomeHOayusaMu <nedawjezo epadya> <,> <unu> <pabomHuka anmeku> <,> <unu> <MeduyUHCKOU cecmpbI>.

CoxpaHume nucmok-eknadbi. BoamoxHo, eam nompebyemcs npoyumams €20 euwje pas.

Ecnu eam HyxHbl ornonHuUmernsHble ceedeHUsT Unu pekomeHoayuu, obpamumeck K pabomHUKY armeku.

Ecnu y sac 803HUKNU KaKue-rubo HexenamerbHble peakyuu, obpamumecs K <nedyawiemy gpady> <,> <umiu>
<pabomHuky anmeku> <,> <unu meduyuHckol cecmpe>. [JaHHas pekoMeHOauusi pacrpocmpaHsiemcs Ha fobbie
B803MOXKHbIE HeXenameribHbIe peaKkyuu, 8 IMOM HUc/e Ha He repeYvucrieHHbIe 8 pasderne 4 nucmka-eknadbiwa.>

Ecrnu cocmosiHue He yrydwaemcsi unu oHo yxyOwaemcsi, <depes {4ucsio} OHel> eam criedyem obpamumbcs K
8payy.>

Cogaepxanue nuctka-BKITAOBIWA

17. 1. Yto 13 cebs npeactaenset npenapat XXXX®, n ans 4ero ero npuMeHsItoT.

18. 2. O yem cneayeT 3HaTb Nepeq <NpUeMom> <npumeHeHvem> npenaparta XXXX®.
19. 3. <lMpuem> <npumeHeHne> npenapara XXXX®.

20. 4. Bo3amoxHble HexenaTtenbHble peakuuun.

21. 5. XpaHeHune npenapata XXXX®.

22. 6. CoaepXMMOe ynaKkoBKM 1 NpoYne CBeAeHMS.

23.

1. YTo n3 cebsa npeacrasnset MPEMAPAT XXXX®
W ANs Yero ero NpUMeHsIoT

<Ecnu ynyqweHue He Hacmynusio umu 8bl Yyecmeyeme yxyoweHue <4depes {4yucno} OHel>, Heobxo0umo
obpamumbcsi K gpayy.>.

2. O yem cnepyeT 3HaTb nepen <npuemom> <npumeHeHnem> NMPEMAPATA XXXX®

He <npuHumainiTe> <npumeHsinTe> npenapat XXXX® <:>

<ecnu y eac annepausi Ha {0elicmsyrowee(ue) sewecmeso(a)} unu nobbie dpyaue KOMMOHEHMbI fipenapama
(mepeyucrnieHHble 8 pa3dene

6 nucmka-sknadbiwa).>

Ocob6ble ykasaHusa 1 mepbl NPeAOCTOPOXHOCTH

<lleped <npuemom> <npumeHeHuUeMm> npenapama XXXX® npokoHcynsmupyldmechk C ne4awjum epayom <umnu>
<,> <paboOMmHUKOM anmeku> <,>,<usnu>,<mMeOUUUHCKOU cecmpou>>.

HeTtn < nogpocTku>

Opyrue npenapatbl 1 npenapat XXXX®

<Coobwume nevauwiemy <epady> <unu> <pabOMmHUKY arnmeKu> 0 MoM, Ymo 8bl <rpuHUMaeme>
<npumeHsieme>, He0asHO <MPUHUMaNU> <IPUMEHSIU> Uflu MOXeme Ha4amb <[puHUMame> <[PUMEHSIMb> KaKue-
nubo dpyeue npenapamel.>

Mpenapat XXXX® ¢ <nuwen> <,> <u> <,> <HanuTkamu> <,> <u> <arnkoronem>

BepemMeHHOCTb <u> <,> rpygHoe BckapMmnuBaHue <ut epTUnbHOCTb>

<Ecnu ebl bepeMeHHbI unu Kopmume 2pyobto, Oymaeme, Ymo 3abepemMeHersnu, uu rniaHupyeme
bepemeHHOCMb, Neped HayaoM NPUMEHeHUs rnpenapama rnPOoKOHCYNIbMupylimeck ¢ <fiedawjum epaqyom> <umu>
<pabomHuKom anmexu.>

YnpaBneHne TpaHCNOPTHbIMY CPeACTBaMM U paboTa ¢ MexaHu3mamm

<lpenapam X codepxum {HaumeHog8aHue 8crioMozameribHbIX(020) seuwjecms(a)}>

3. <Mpunem> <npumeHeHune> NMPEMAPATA XXXX®

<Bcezda <npuHumatime> <npumeHsitime> riperapam & rosiHoOM COOMBeNcmauU ¢ peKoMeHAauUsIMU fieHauje2o epaya
<urnu pabomHuka anmeku>. [pu nosiereHuU COMHeHUU rnocogemylimeck ¢ <fieHaujum 8paqoM> <usiu> <pabomHUKOM
anmeku>.

<PekomeHOyemas dosa: ...>

<Bceada <npuHumatime> <npumeHsitime> ripenapam & rosiHoOM COOmMeemcmauu ¢ /iUCMKOM-8KnadbilueM uru ¢
peKkomMeHdauusIMU fieqauie20 epada <pabomHuka anmeku> <,> <meduuuHcKol cecmpbi>. [pu rnosierieHUU COMHeHUU
riocogemytimecs € </1ieyawjumM epaqom> <,> <unu> <,> <pabomHUKoOM armeku> <,> <unu MeduUUHCKOU cecmpoli>.

<PekomeHOyemas dosa: ...>

<[pvmeHeHne y geten <u NoapoCTKOB>

<Pucka HaHeceHa nuwb 01 obneavyeHus1 pasnambigaHusi mabnemku npu 803HUKHO8EHUU 3ampyOHeHul npu
ee rpoenamai8aHuu UesIuKoMm.>



<Tabnemky MOXxHO pa3deniums Ha pasHble 003bl.>

<Pucka He npedHa3Ha4YeHa 0ns1 pa3nambieaHusi mabrnemku.>

<Ecnu Bbl <npuHsnu> <npumeHunu> npenapata XXXX® 6ornbLue, YeM criegoBano>

<Ecnu Bbl 3a6binn <NpUHATL> <MNPUMEHUTbL> Npenapat XXXX®>

<He npuHumatime 080UHYy0 03y, 4YmMobbl KOMIEeHcUpPo8amsb rPOryweHHy <mabnemky> <0osy> <...>.>

<Ecnu Bbl npekpaTnnu <npuem> <npumeHeHne> npenapara XXXX®>

<[pu Hanu4uu 80MPOCOS M0 MPUMEHEHUIO rpernapama obpamumecs K <reqawjemMy epady> <,> <usu> <pabomHuKy
anmeku> <,> <unu meduyuHckol cecmpe>.>

4. Bo3amoXHble HeXxenaTtesfibHble peakuun

<llodobHo 8cem riekapcmeeHHbIM fpernapamam npernapam MOXem 8bI3bl8amb HeXenamersibHble peakyuu,
00HaKO OHU 803HUKalom He y 8Cex.>

<,D,OHOJ'IHVITeﬂbeIe HeXenaTelbHble peakuun 'y p,eTe17| <1 NoApoOCTKOB>>

CoobLeHne 0 HexenaTernbHbIX peakunsax

<Ecru y 8ac 803HUKarom Kakue-rubo HexxenamesbHble peakyuu, MPOKOHCYTbMUpPYUmech ¢ <gpaqom> <,> <usiu>
<,> <pabomHUKOM anmeku> <,> <unu meduyuHckol cecmpoli>. [JaHHas pekomeHOayus pacrpocmpaHsiemcs Ha obbie
B03MOXHbIE HeXenamesibHble peakyuu, 8 IMOM YUC/Ie Ha He repeyucsieHHbIe 8 NUCmKe-eknadbiwe. Bbl makxe moxeme
coobwums

0 HexXXenameribHbIX peakyusix 8 UHhopMayuoHHYHo ba3y OaHHbIX

10 HeXernameribHbIM peakyusiM (OelicmeusiM) Ha SleKapCmMeeHHbIe rpenapambl, 8KMoYasi COOBWEHUST O
HeaghghekmusHOCMU SleKapCmMeeHHbIX Nperapamos, 8bisisfieHHbIM Ha meppumopuu eocydapcmea - YneHa. Coobwjasi o
HexernameribHbIX peakyusix, 8bl ToMozaeme nosyHums 6orblie ceedeHull o 6e3onacHocmu npenapama.>

5. XpaHeHue MPEMAPATA XXXX®

<XpaHume npenapam e HedocmyrnHOM U HeaudHoM Onsi Oemeli mecme.>

<He npumeHsiime npenapam focse UucmeYeHusi Cpoka 200HOCMU (CPpOoKa XpaHEeHUs1), yka3aHHO20 <8> <Ha>
<MapKUpoBKe> <KapmOoHHOU nayke> <gbriakoHe> <...> <focrsie {cCokpaweHue, ucrosb3yemoe 0ns dambi UCMeYeHUsI
cpoka 200Hocmu}.>

<[Jamoli ucmeyeHusi choka 200HoCMU si8risiemcs rnocnedHul OeHb Mecsya.>

<He npumeHsalime npenapam, ecnu bl 3amemuriu {onucaHue sudUMbIX MPU3HaK0o8 HernpuaooHocmu
npernapama 0151 NPUMEHEeHUs}.>

<He ebibpacbisalime (He 8biniugalime) npenapamai 8 KaHau3auyuto <eodonpoeod>. YmoyHume y pabomHuka
anmexu, kak u3basumescs om rnpernapamos, Komopbie 6orblwe He nompebyromcs. Omu Mepbi M0380/159M 3auumuma
OKpy>Katoulyro cpedy.>

6. Cogepxumoe ynakoBKU U Npo4une cBeaeHusi

{lonHoe nepeuducneHue delicmeyrou,e20(ux) sewecms(a) u 8crioMo2ameribHbIX gewecms}

Mpenapat XXXX® coaepxuT

<[elicmsyrowum(umu) sewjecmeom(amu) sienissemcsi(romcsi)>

<lpoyum(u) <uHzpedueHmMom(amu)> <(ecriomozameribHbIM(U) 8eLiecmaom(amu))> siernsiem(romcesi)...>

BHewHui Bug XXXX® n cogepxmmoe ynakoBKu

[epxaTtenb perMcTpauvoHHOro yaoCTOBEPEHUS U NPOU3BOAUTENb

{HaumeHosaHue u adpec}

<{men.}>

<{¢pakc}>

<{adpec anekmpoHHOU noYmsi}>

<3a nrobou uHghopmayuel o npenapame criedyem obpawiamacs K JiokarbHOMY ripedcmasumernto depxxamernst
peaucmpayuoHHo20 ydoCmo8epeHUs:

{CmpaHa}

{HaumeHosaHue opzaHu3ayuu;}

{Adpec: {HaceneHHbIl nyHKm} {noymossili uHOeKc} - cmpaHa}

Ten: + {Homep menegoHa}

<geb-cauim>>

JIncTok-Bknagpiw nepecMoTpeH

<{MM/ITTT}> <{mecsay T }>.

<[lpenapam «3apeaucmpuposaH Ha yCri08usix». IMO 3Ha4yum, 4mo rosiesimcsi Hogble ceedeHUs 0 npenapame.

lMpedcmasrneHHble OaHHbIE O fleKapCmMeeHHbIX rpenapamax 6ydym nposepsimbCsi U OONOTHAMbBCS HOBbIMU
ceedeHussMU, U MO Mepe HeobxoOumMocmu UCmMok-eknadbiw 6ydem o6Ho8nsIMbCs.>

<[penapam 3apeaucmpuposaH o «UCKIIYUMenbHbIM 06cmosimenscmeamy. 3mo 3Ha4um, 4mo
<gcnedcmeue pedkoli gcmpedaemocmu 3abonegaHusi> <u3 Hay4YHbIX coobpaxeHul> <ucxoos

U3 3MUYeCcKUx coobpaxeHul™> HE803MOXHO MONTy4UmMb 8ce Heobxodumblie ceedeHus O npenapame.

Mo amum nekapcmeeHHbIM npenapamam 6ydem rposodUMbCS IKCrepmu3sa Ho8bix aHHbIX, KOmopble Moaym
r1os18115IMbCs1 €2ke200H0 U 110 Mepe Heobxodumocmu SIUCMOK-8Knadbiw bydem 06HO8ISIMbCS. >

<llpoyue ucmMoYHUKU UHGhopmayuu>



<[lodpobHbie ceedeHusi 0 npenapame codepxamcsi
Ha seb-calime Coro3a> <Vmeromcsi makxe cCbliiku Ha Opyaue seb-calimbl
o pedkum 3abonesaHusM u eudam fie4eHus.>
<Jlucmok-eknadbiw docmyreH Ha ecex s3bikax Coro3a Ha eeb-catime Coro3a.>
< >
(nMHMs oTpbIBa MK oTpesa)
<Cnedyrowue ceedeHusi npedHa3Ha4YeHbl UCKITIOHYUMEbHO Ot MeOUUUHCKUX pabomHUKo8:>

MNPUNOXEHWE Ne 16

k TpeboBaHNAM K MHCTPYKLMK

no MeAMLMHCKOMY NPUMEHEHWIO NeKapCTBEHHOrO nNpenapara v obLuei
XapaKTepucTmKe riekapCTBeHHOro npenapaTa Ans MeAULMHCKOro NPpUMEHEHNs

YKA3AHUA
No 3anofHeHM1Io WabnoHa HCTPYKLMHU
no MeAMLNHCKOMY NPUMEHEHMUIO (NMMCTKa-BKNaabILwa)

BmecTo (ToproBoro) HaumMeHoBaHWSA NlekapCTBEHHOrO Npenapara B TeKCTe ynotpebnsercs obo3HaveHne
«npenapat X».

Bo Bcex cnyyasix npyM He06XoAMMOCTH crnefyeT UCNoNb30BaTh CTaHAAPTHbBIE 3arofoBKU 1 dpasbl,
cofepxalumecs B wabnoHe. B otgenbHbIX cnyvaax Ans yveta cneumdunyHbIX 4na npenapaTta TpebosaHui
3as8BMTENb MOXET HE MCMONBb30BaTb 3TW 3aronoBkn (pasbl) N NCNONMb30BaTh APYr1e anbTepHaTMBHbIE 3aronoBKY
unu gpasbl (Hanpumep, Ans npenapartos, BBOAUMbIX MEAULMHCKMMU paboTHUMKaMK, CIIOBO «NPUHUMaNTE» Unu
KMPUMEHANTE» MOXHO 3aMEHUTb CITOBOM «AaETCA» UMK KBBOOUTCAY).

3aaBuTento HeobxoaMmMo 060CHOBaTL UCMONb30BaHNE anbTePHATUBHBIX 3arofloBKOB (HanpuMep, CCbINKOW Ha
pesynbTaThl MONb30BaTENLCKOr0 TECTUPOBAHUS). [N HEKOTOPbLIX NpenapaToB He MPUMEHNMbI BCE 3NIEMEHTHI
nucTKa-BKNagbilwa, B 3TOM CIlydae COOTBETCTBYIOLLMIA 3arofloBOK yKa3biBaTb HE CrieayeT.

Llenb wabnoHa - 06ecnevnTb BKMNOYEHNE B YKa3aHHOM MOPSAKE BCEX 3IEMEHTOB NMCTKA-BKMNabllla cornacHo
TpeboBaHuAM EBpa3sniickoro akoHomu4eckoro coto3a (ganee - Coto3a) No NOAroToBKe TEKCTa NUCTKA-BKNaabilwa.

[nzainH n pacnonoxeHve nHopmaLum ABASKTCSA KIMNOYEBLIMU drieMeHTaMy yao604nTaeMocTn roToBoro
nucTka-eknageiwa. CnegosaHune wabnoHy JIB o6ecneunBaeT onpeneneHHyo cteneHb ogHopoaHocTy J1B
3aperMcTpMpoBaHHbIX NTEKAPCTBEHHbIX MPenapaTos.

Mo 3anpocy opraHunsauuii NaLMEHTOB 3a8BUTENWN JOMKHbI NPeaoCTaBUTb NINCTOK-BKNabilW B doopMarTe,
noaxogsem Ansi crnenbix unu cnabosuasawux. [lepxatensiM perucTpaLnoHHbIX yA0CTOBEPEHU pEKOMEHAYETCA
yKasblBaTb Hanu4ume nogo0HbIX anbTepHaTUBHBIX (hOPMATOB B KOHLIE NUCTKA-BKagbILLa.

NMucTok-Bknagbiw: VIHCTpyKUUM N0 MeAULMHCKOMY NPYMEHEHMIO NEKAPCTBEHHOIO npenapara Ans
<nayueHma> <nompebumens>
{(Topzoeoe) HaumeHogaHue, o3upoeka, lekapcmeeHHasi gpopma}
{Oeldcmesyrowue sewiecmesaj

B naHHOM nogsaronoBke HEOOXOAMMO yka3aTb (TOProBoe) HaMMeHOBaHWe NekapCTBEHHOro npenapara (aanee -
npenapar), 3aTeM JO3MPOBKY U NekapCcTBEHHY chopMy (Takke kak B pasaene 1 OXJIM), oHn BbiaensoTcs
nonyxupHbim WwWpudTom. [lanee cnegyeT ykaszaTb AEACTBYIOLIME BELLECTBA (B COOTBETCTBUM C NyHKTOM 11
TpeboBaHWIN K MAPKUPOBKE NEKapPCTBEHHbIX CPEACTB) MHPOPMaLMIO O KOTOPbIX MOXHO NPeACTaBUTb CTPOKOW HUXE.
B ocrtaBLuelica YacT JOKYMEHTa TOProBOe HaMMEHOBaHWE He crielyeT BblAENATb NOMY>XUPHBIM U NOAYEPKHYTHIM
WpundTOM, 1 B LiernioM crneayeT n3beratb YacToro ykasaHusi TOProBOro HAMMEHOBAHWS B TEKCTE.

Tonbko B OTHOLLEHMW MpenapaTos, TPebyLLMX AONONHUTENBHOrO MOHUTOPUHIa 6e3onacHocTn, Heob6xoaMmo
yKasaTb B NMUCTKe-BKNaablille crneynanbHbli CMMBOI U NOSICHEHMS. CneunanbHbii CMMBON NpeacTaBnsieT cobon
YepHbI NePEBEPHYTLIN PABHOCTOPOHHUI TPEYTONbHUK «g», CUMBOJT LOIMKEH OblTb NPOMOPLUMOHANEH Kernio wpudgTta
nocnenymwLLero cTaHgapTM30BaHHOIO TEKCTA, NMPU 3TOM MUHMMAarbHasi ANIMHA KaXKO0W CTOPOHbI TPeYronbHUKa
[OMKHa COCTaBNsATb HE MeHee 5 MM. [1ns NoAroToBKM JOMOMHEHWI K MHdOpMaLuy o npenapaTte, Noxanyncra,
BOCMOSb3YWTECH YEPHBLIM TPEYrONbHUKOM, COAEPXKALUMMCS B JAHHOM LuabnoHe.

<q JlekapcmeeHHnbIl npenapam nodnexxum A0rnoIHUMeIbHOMY MOHUMOPUH2Y, Komopbil criocobcmayem
b6bIcmpomy 8bisierieHUI0 HO8bIx ceedeHuli no bezonacHocmu. Bbl Moxeme nomoyb, coobwas uHghopmayuro o mobbix
HexenameribHbIX peakyusix, Komopble 803HUKIIU 8 repuold NpUMeHEeHUs 51IeKapCcmeeHHO20 npernapama (8 mom
qucrie u o cry4asix e2o HeathgheKmueHoOCmu).

Criocob coobuweHusi 0 HexxeramerbHbIX peakuyusix oriucaH 8 pasdersne 4 nucmka-eknadbiwia.>

[nsi nekapCTBEHHbIX NpenapaToB, OTNYyCKaeMbIX UCKMYUTENBHO MO peLenTy, Heo6XoaAMMO NOMECTUTL B
NUCTOK-BKNaAbILL cneayolime Hagnucu:

<[lleped <npuemom> <npumeHeHUeM> fperiapama rnosIHoCMbIo MPoYyumalime JIUCMOK-8K/1a0bIW, MOCKOJIbKY
HeM codepikamcs 8aXHble 0151 8ac c8e0eHUsI.

CoxpaHume nucmok-eknaobiw. BosamoxHo, eam nompebyemcs npodumams e20 ewe pas.

Ecnu y sac 803HUKnu GonoHUmeribHbIie 80Mpockl, 06pamumecs K <fedyawjemy gpady> <,> <usu> <pabomHuUKy
anmeku> <,> <unu> <mMeOQuUUHCKOU cecmpe>.

lpenapam HasHayeH umeHHO eaM. He nepedasalime e2o Opyaum nodsm. OH Moxem Haspedums um, daxxe
ecrniu cumMnmomabl ux 3aboneeaHusi cogrnadarom ¢ sawumu (He criedyem gkiroYams OaHHOE yKalaHue, ecriu
npenapam rnpedHa3HavyeH mMosibKo O CmayUuOHapHO20 NMPUMEHEHUS).



Ecniu y 8ac 803HUKIU Kakue-rlubo HexenameribHble peakuyuu, obpamumecs K <nedyauwemy epady> <,> <unu>
<pabomHuky anmeku> <,> <unu> <meduuyuHckoli cecmpe>. [laHHas pekoMeHdauus pacrpocmpaHsiemcsi Ha fobbie
803MOXHbIE HexenamesibHble peakyuu, 8 IMOM Yucsie Ha He riepeyucsieHHble 8 pasdersie 4 nucmka-eknadbiwa.>

[lna nekapcTBeHHbIX NpenapaTos, oTnyckaeMblx 6e3 peuenTa, cregyeT ykasblBaTb CeayoLLyo MHPOopMaLuio:

<[leped <npuemMom> <npumeHeHUeM> fipenapama rnoJIHoCMbHo NpPoYyumadime JIUCMOK-8K/1albiW, MOCKOJIbKY
8 HeM codepixamcsi 8a)KHble 011 8ac ceedeHuUsl.

Bcezda <npuHumalime> <mpumeHsilime> fipenapam 8 MOYHOCMU ¢ OaHHbIM JIUCMKOM USU peKkoMeHdayusamu
<nevauwjezo gpaya> <,> <unu> <pabomHuka anmeku> <,> <unu> <MedUYUHCKOU cecmpsbI>.

CoxpaHume nucmok-eknadbiuwl. BoamoxHo, eam rnompebyemcsi npodumams €20 euwje pas.

Ecnu eam Hy»HbI dornoniHumernbHble ceedeHusi unu pekomeHoayuu, obpamumech K pabomHUKY armeku.

Ecnu y sac 803HUKU Kakue-rubo HexenamersbHble peakyuu, obpamumecs K <fedyawjemy epady> <,> <unu>
<pabomHuky anmeku> <,> <unu> <meduuyuHckoli cecmpe>. [JaHHas pekoMeHOauus pacrnpocmpaHsemcsi Ha fobble
B803MOXKHbIE HexXxernameribHble peakyuu, 8 MoM Yucsie Ha He repeducrieHHble 8 pasderne 4 nucmka-eknadbiwa.>

Ecnu cocmosiHue He yrydwaemcsi unu oHo yxyoOwaemcs, <depe3 {4ucro} OHel> eam criedyem obpamumbcs K
epauyy.>



CopepxaHue nucTka-Bknagplia

TectupoBaHue notpebuTener nokasano, YTo 60NbLIMHCTBY NaLUEHTOB He0BX0AMMO NpeacTaBUTbL CoaepKaHne
nucTKa-BKNaabilwa, KoTopoe A0MKHO ObITb YETKO BblAENeHo. Ecnu nucTok-BKNaabIlw CTaHAAPTHBIA, OH 06bIYHO
COCTOWT U3 6 OCHOBHbIX pasgernos.

24. 1. Yto n3 cebs npeacrtasngeT npenapaT X, U ANs Yero ero NpMMeHsIoT.

25. 2. O yem criegyeT 3HaTb nepeq <npremom> <npumeHeHvem> npenapara X.

26. 3. <MNpuem> <npumeHeHne> npenapaTta X.

27. 4. BoamoxHble HexenaTtenbHble peakuun.

28. 5. XpaHeHue npenapata X.

29. 6. CooepXMMOe ynakoBK/ U MPOYNE CBEAEHNS.

30. OpHako ecnu ucnonb3dyetca dopmaT Oykneta unu cTaHAapTHbIA JIMCTOK-BKNAAbIW COOEPXUT MHOro
nogpasgenos, gonyckaetca 6onee nogpobHoe npeacTaBneHve COAeEpXaHUs NUCTKa-BKNagbiwa (C ykasaHuem
HOMEPOB CTPaHWL, UMK KONOHOK, NO3BONSAOLWWMNX NoTpebuTensam BbICTPO HaxoaMTb HeobXxoaMMbIE UM CBEAEHUs, 3Th
AaHHblE MOXHO YKasbiBaTb MUWLLIb HA MakeTax).

1. YT0 13 ceba npeacrtasnset npenapart X, U AN Yero ero NpUMeHsT

Topeosoe HaumeHosaHue, delicmeyrouwue gewecmsa U hapmakomeparnesmu4yeckas epyrnna rnpenapama.

Cnepnyet yka3aTb TOProBoe HavMMeHOBaHWe npenapaTta v AOMNOMHUTb ero, Npyu HEOOXOAMMOCTH, YKasaHeM
AencTByloLWMX BellecTB (kak B pasaenax 1 n 2 OXIM), Hanpumep, «npenapat X CoOOAepXUT OENCTBYIOLLEE BELLECTBO
Y». Heobxoanmo ykasatb Takke pbapmakoTepaneBTuyeckyto rpynny (kak B pasgene 5.1 OXJM), n (unum) Ha 4To OH
OENCTBYET (HanpuMep, CTaTuHbI (ANS CHWKEHWS COAepXKXaHUs XOnecTepurHa)).

lNoka3aHusi K MPUMEHEHUK

3aechb HeobX0aMMO ykasaTb NoKa3aHus K NPUMEHEHWUIO, B COOTBETCTBUM ¢ pasaenom 4.1 OXJN. Heobxogumo
yKa3aTb, B Kakvx BO3paCTHbIX rpyrnax nokasaHo NpMMeHeHWe npenaparta ¢ ykasaHnem BO3pacTHOro AuanasoHa,
Hanpvmep:

<npenapam X npumeHsiemcs Ons fiedeHust {ykazamb rnokasaHue} y <e3pocribix> <HOBOPOXOEHHbIX> <MradeHUes>
<demel> <nodpocmkoe>

<g go3pacme {om x 8o y}> <riem> <mecsiyes>.

Ecnu nprmeHnmMo, ykasbiBatoT:

4YTO Npenapart ABNAETCH BbICOKOTEXHONOMMYHbLIM NIEKapCTBEHHBIM NPenapaToMm, COAEPXKaLLUMM KNEeTKN Unn TKaHn
(Heobxooumo NpeAcTaBUTb ONUCAHUE ATUX KIMETOK UMK TKaHeN, X NMPOUCXOXAEHME (BKIYasa BUA XXUBOTHbLIX, €CINN
OHU HEYENoBEYECKOro NPONCXOXAEHNS) B cOOTBETCTBMM pasgenom 2.1 OXII);

YTO Npenapart ABNAETCH BbICOKOTEXHOMNOMMYHbLIM NEKAPCTBEHHBIM NpenapaTom, COAepXallumMM MeanLMHCK1e
W3[ENnus UNn akTUBHbIE UMMITAHTUPYEMbIE MeQULIMHCKME n3nenns (HeobxoanmMo NpeacTaBUTb ONUCaHNE 3TUX
W3JENUin U UX NPOUCXOXAEHME B COOTBETCTBUM C pasgenom 2.2 OXJIM).

CeedeHus 0 nonb3e npuMeHeHus rnpenapama

B naHHOM paszgene gonyckaeTcst B MHAMBUAYaNbHOM MOPSAKE yKa3aTb CBEAEHUS O MONb3e NPUMEHEHUs!
npenapara npu ycnosuu cootBeTcTBusA nHpopmauum B OXIIM, none3HocTn AN naumneHTa n oTCyTCTBUst Niobbix
9MNEMEHTOB peKrnamHoro xapakrepa. [laHHble JonyckaeTcs NpeacTaBvTb NOA OTAENbHBIM NOA3arofoBKOM,
Hanpumep, «Cnocob aencrena npenapara X».

CeegeHnsa HeobxoanMOo M3NOXUTb YETKO M KpaTKo.

Hanpumep, cBegeHnsa mMoryT BknoYaTb B ceb4:

NpU3HaKM U CUMNTOMbI 3a60MNeBaHNst, NPU KOTOPOM NEKapCTBEHHbIV NpenapaTt MOXeT NPUMEHATLCHA, 0COBEHHO
B OTHOLLEHMM 6e3peLienTypHbIX MpenapaToB, HO TaKKe B OTHOLLEHWUW NpenapaToB, NPUHUMaeMbIX «Mo TpeboBaHuo»
(Hanpumep, Npenapatbl NPOTUB MUTPEHN);

cBefleHUsi 0 Nosb3e NPMMEHeEHNs Npenapara (HanpuMep, «npenapar CHxaeT 6onb Npu apTpuTe», «npenapar
CHWXaeT coepkaHue caxapa B KpOBU, YTO CNocobCTBYET NpeAoTBPaLLEHMIO OCIOXHEHMI anabeTar). OTO 0COOEHHO
Ba)KHO A119 MOBbILLEHUSA NPUBEPXKEHHOCTU NauneHTa Tepanuu, Hanpumep, Npu A0NroCPOYHOM U NPOUITAaKTUYECKOM
neyeHun. Monb3y NpMMeEHeHNs nNpenapaTta MOXHO ONMcaTb C TOYKM 3PEHUS NPeOTBPALLEHNS OCINIOXHEHWUIA
3abonesaHns (Hanpumep, aabeTuyeckmx), ecrnv oHa noareepxaeHa. MoXHO Takke ykasaTb CPOK HAacTynneHus
achbcdhekTa oT fencTBust Nnpenapara (ecnu LenecoobpasHo). B niobom criydae cBefeHus A0MKHbI COOTBETCTBOBATb
uHdopmauum B OXIM (ocobeHHo pasgeny 5.1 OXIM);

cBefeHUsi 0 BpeMeHu, HeobxoaMMom Ans HacTynneHus addpekta npenapata (obesbonmeatowuin npenapar,
aHTMAEenpeccaHT U T. A.), eCrv 3T0 3HA4YMMO AN NauMeHTa.

ObsAsaTenbHON SBNsiETCS cneayowas hopmynnpoBska:

<Ecnu ynyqweHue He Hacmynusio usu 8bl Yyacmeyeme yxyoweHue <4epes {yucno} OHel>, Heobxo0umo
obpamumbcs K gpayy.>

2. O yem cnepgyeT 3HaTb nepeq <NpUeMom> <MpuMeHeHnem> npenapata X

B AaHHbIN pa3gen HeO6X0AMMO BKIIOUNTL MHAPOPMALMIO, O KOTOPOW AOIMKHbI 3HATh NauMeHTbl (NoTpebutenn)
[0 Havyana npvema npenaparta 1 Ha NpPOTSKEHUW BCEro Kypca ero npuMmeHeHus. Becneacrene Gonbluoro pasmepa
[AaHHOro paszena nucTka-Bknaabilla y nauMeHToB (Mpy X TECTUPOBaHNM) BO3HUKANN HanbonbLume 3aTpyAHEHMS.
[nsi ynobcTBa HaxoxaeHWs HyXXHOM MHGOpPMaLuUn NonesHo BKIOYEHUE AOMOMHUTENbHbIX NOA3aroNoBKOB
(Hanpumep, nHdopmaumm 06 onpegeneHHon kaTeropun notpebutenent) ¢ cobnioaeHnemM nocnegoBaTensLHOCTH
yKka3aHusi HcopMaLum B COOTBETCTBUU C €€ BaXHOCTbHO.

2.1. lNpoTnBOMNOKa3aHus.

He <npuHumalime> <npumeHsime> rnipenapam X<:>

B naHHoM noapasgene HeobxoaMMo ykasaTb BCE MPOTUMBOMNOKa3aHus, nepedncnenHble B pasaene 4.3 OXIMM, B
TOoM e nopsigke, 4to u B OXJIIN. OcTanbHble 0cobble yka3aHusi U Mepbl NPELOCTOPOXHOCTY crieayeT NpMBECTU B
cnepytollem pasgerne nuctka-Bknagpliwa. Heobxoaumo BKMHOUUTL BCE CYLLLECTBEHHbIE AN MPUMEHEHMS NpenapaTa
npoTMBONoka3aHusi. HegonycTumo ykasbiBaTb MLlb OCHOBHbIE UM YacTble BCTpeYatoLmecs NpoTueBonokasaxus. He



crnepyeT MUCKNoYaTh NPOTUBOMOKAa3aHNE UCXOAs U3 NPEANONOXEHUS, YTO NAUMEHT HE NOMMET 3TO
NpOTMBOMNOKa3aHue.

<ecnu y Bac anneprus Ha {geicTByloLIMe BeLLlecTBa} Unu nobble Apyrve KOMNOHEHTLI Npenapara,
(nepeuvicnenHble B pasaerne 6 nucTka-Bkiagpiwa).>

B aTOM npegynpexaeHun Takke yka3blBaroT OCTaTOYHbIE MPUMECH, ECIIN 3TO MPUMEHNMO.

CooTBeTCTBYHOLLIME MePbl NPeOOCTOPOXHOCTU, OCObbIe yKa3aHus

2.2. Ocob6ble yka3aHus U Mepbl NPeAOCTOPOXHOCTY.

<lMepen <npuemom> <npuvMeHeHnemM> npenaparta X NPOKOHCYNbTUPYNTECH C NeYalumMm Bpavyom <unu>
<paboTHMKOM anTekn> <Mnm MeguuUHCKON CecTpon>

B cnyyae AnvHHOro nepeyvHs NpefocTepeXeHNii pPEKOMEHOYETCA NUCMONb30BaHNE €4UHOr0 OKOHYaHWS
(Hanpumep, pekoMeHaaUMn 0 HEOBXOAMMOCTH KOHCYNbTaLUK C fievallMmMm Bpayom Ui paboTHUKOM anTekun nubo
yKasaHne Mep NpeaoCTOPOXHOCTH), YTOObI MOBTOPATL €ro HECKONBKO pas.

B naHHoM nogpasgene Heobxo4MMO M3NOXUTE BCE OCODbIE YKasaHus U Mepbl MPeAOCTOPOXKHOCTU Mpn
npuMeHeHnn npenapara, BkrnoveHHble B pasgen 4.4 OXIM (kak n 8 OXJIM, nopsaoK U3NoXeHUs nHgopmaumm
OOIMKEH onpefensaTbCa BaXHOCTbIO MHOpMaLmun o 6e3onacHOCTL); KpOMe TOro, B pasfene nucTka-Bknagbiwa
«Ocobble ykaszaHua 1 Mepbl NPeOCTOPOXKHOCTUY HEOBXOAMMO YETKO yKa3aTb, YTO AOMKEH NPeanpuHATL NauneHT
(noTpebuTens) onsa Toro, YUTo6b6l MMHUMM3NPOBATL NOTEHLMANbHBIN PUCK.

MoapobHyto nHpopmaumio 06 0cobbix ykazaHUAX 1 Mepax NPeA0CTOPOXHOCTU, 00YCNOBIEHHbIX
HexenaTtenbHbIMU peakUMsaMu, KOTOpble MOTYT BO3HMKaTb NpU MPUMEHEHUW MpenapaTa nauMeHToMm, cnegyet
NpvBECTU B pa3aene 4 nucTka-Bknagbiwa (Hanpumep, CUMMNTOMbI) C COOTBETCTBYHOLLEN NEPEKPECTHON CChINKOW B
pasgene 2 nuctka-Bknagblia.

Ocobble yka3aHus, KacatoLmecs B3aMMOoAencTBUi npenapara, pepTunbHOCTH, 6epeMEHHOCTY U PYLAHOro
BCKapMI1BaHus, CNOCOBHOCTM yNpaBnaTb TPAHCMOPTHLIMK CpeacTBaMu U paboTaTtb C MexaHu3Mamu, a Takke
BCMoOMoraTernbHbIX BELLECTB, CreayeT AaBaTb B COOTBETCTBYIOLLMX NOCNEAYHOLLMX NoApa3aenax nucTka-Bknaabia, ecnm
TOMBKO OHW HE NPEACTaBNAT 0COOYI0 BaXKHOCTb C TOYKM 3peHns 6esonacHOCTU (NpoTUBOMNOKa3aHne), B 3TOM Criydae ux
crieqiyeT OTpasuTb BhbllLie, B Noapasaene NUcTka-Bknaabiwa «He <npuHumante> <npumeHsnte> npenapat X».

[Ans HdopMaumm 0 AoNonHUTENBHBIX NabopaTopHO-MHCTPYMEHTarbHbIX MCCINeJ0BaHMSX, KOTopble HE06X0aMMO
NPOBOAUTL B XOAE Tepanum, AOMyCKaeTcs NPeayCcMOTPETb AOMOMHUTENbHbINA NMOA3aroroBoK.

2.3. [leTn <n noapocTKn>.

Ecnu npenapat nokasaH getam, No4 AaHHLIM NOA3arofoBKOM CrieAyeT M3NOoXMTb 0cobble yKkasaHusa U Mepbl
NpeaoCTOPOXHOCTU, cneundmryHbie Ana AaHHoOW nonynsaumm n o6o3HaveHHble B pasgene 4.4 OXIM. MNpwn
HeobXxoaMMOoCTH, crneayeT npeaynpeanTs POANTENEN (YXaXnBatoLmX NnL) O BO3MOXHBLIX 0COObIX yKasaHuax ans
aeten (MogpoCTKOB), BKITOYEHHbBIX B MOApa3nern NMMCcTKa-Bknagbila «CrnocoOHOCTb ynpaBnsTh TPAHCMOPTHBEIMM
cpencTeamm 1 pabotaTb C MEXaHU3MaMUY.

Ecnu npenapat He noka3aH HEKOTOPbLIM UK BCEM NOArpynnamM AeTein, HeobxoaMmo NPUBECTM CBEAEHWS,
cogepxalumecs B pasgene 4.2 OXIIM, Hanpumep:

<He paBaviTe npenapaT AeTAM B BO3pacTe OT X [0 y <MneT> <MecsAueB> BcrneacTBue <pucka [...]>
<Hea(p(PEeKTMBHOCTUN> <TOrO, YTO NOTEHLMANbHAsA NoMb3a He NPEBbILLIAET PUCKN>, <BEPOATHOW Hebe3onacHOCTU>.

2.4. BsavmogevncTemsa ¢ ApYrMMuy fiekapCcTBEHHbIMU MpenapaTamu.

2.4.1. Opyrne npenapaTbl 1 npenapat X.

<CoobwuTe nevaiemy <spayy> <unm> <pabOoTHUKY anTeKkn> O TOM, YTO Bbl <MPUHUMAETE> <NPUMeHseTe>,
HeAaBHO <MPUHUMaNM> <NPUMEHANN> UNN MOXETE Ha4YaTb <NPUHUMATL> <NPUMEHATL> Kakme-nMbo apyrve
npenaparbl.>

B cooTtBeTcTBUM C pasgenom 4.5 OXI1IN HeobxoanMo onucaTtb BNUSIHUE OPYrMX NpenapaToB Ha
paccmaTtpuBaeMbIvi Npenapart U paccMaTpyMBaeMoro npenapara Ha apyrue npenapatsl. [lpyrne npenapathbl
Heo6XxoaMMO yKa3biBaTb kak hapmakoTepaneBTuyeckyto rpynny nnu MHH (Heobxogumo ykasbiBaTb CHavana
obweynotpebutenbsHble TepMyHbl U MHH B ckoGkax, ecnm ToNbko B3auMOOENCTBME HE NPOUCXOANUT C OOHUM
AENCTBYIOLLMM BELLLECTBOM U3 BCErO Kracca, Hanpumep, «npasactaTvH (npenapar, NpMMeHSeMbIn ANs CHUWKEHUS
COAepXXaHnsa XonecTeprHa)y), Mo BO3MOXHOCTH.

B HekoTOpbIX cnyyasx, ecnu 3To byaeT Nones3Ho naumeHTy, MOXHO KpaTKo onucatb nocrneacTsms
B3anmoaencTBusi npenapara. Hanpumep, anst o6o3Ha4yeHnst npenapaTtoB, KOTOPbIE HEMb3A NPUMEHSATbL C AAaHHbIM
npenapatom: «He npuHumarite npenapat X BMecTe ¢ Y (npenapaToM, NpUMEHSIEMOM NpU Z), NOCKOSbKY 3TO MOXET
NPUBECTU K <CHWXEHWIO ero acphekTa><HexenaterbHOW peakuum=>».

[nsi npenapaTtoB, KOMOUHaLUMK C KOTOPbIMY crieayeT usberatb, U NpenapaToB, KOMOMHALWMK C KOTOPbIMU
TpebyloT onpeaeneHHo NPeaoCTOPOXHOCTY (Hanpumep, KOPpeKUMn A03bl, B 3TUX Cryvasax cnegyeT Aatb
nepeKkpecTHYI CCbINKy Ha pasgen 3 nucTka-Bknagelwa). Hanpumep, ecnmn nmeeTcs BEPOATHOCTb, YTO B pesyrnbTate
B3aMMOAENCTBUS rOPMOHarbHbIV NepoparnbHbIi KOHTPALENTMB NOTEPSET CBOK 3W(PEKTUBHOCTL, NAUMEHTY cnegyeT
pekomeHOoBaTb MCMOMb30BaTh APYroN JOMONMHUTENbHBIA METoA KOHTpauenuun (Hanpumep, 6apbepHblie
KOHTpauenTuBbl).

CBefeHU 0 B3aUMOAENCTBUM Npenaparta C pacTUTENbHbIMU UMW anbTepHATUBHLIMU BUAAMK Tepanuu
yKasblBaloT Npu Ux Hanuuum B pasgene 4.5 OXIM.



2.4.2. BzanmoaencTeue ¢ nuLLien N HanmTkamu.

<Mpenapar X ¢ <nuwen> <,> <> <HanuTkamm> <,> <> <ankoronem>>

Mpy HanMuMM cooTBETCTBYIOLLMX YKkasaHui B pa3aene 4.5 OXJI HeobxoamMmo NpMBECTU CBEAEHUSI O ApYrMX BUAAX
B3avMogencTens. Hanpumep, naumeHTbl He AOMKHbI YNoTpebnsaTb MOMOKO BMECTe C TeTpPauMKIIMHAMU, ankorosb npu
neveHunn 6eHsogmasenvHamn. B aTom pasgene He cnedyeT AaBaTb pekoMeHaaumm o npyemMe npenapara 4o, BO Bpems
UM nocne efpl, NOCKOSbKY MX CrieayeT BKNYMTL B pasaen 3 nucTka-Bknagpllla, Ho JOMNyCcKaeTca NepekpecTHas cebinka
Ha yKa3aHHbIN pa3faen NUCTKa-BKnaapila.

2.5. NpnmeHeHne 6epeMeHHbIMU 1 KOPMSALLUMU FPYOBIO XEHLLMHaMKW, CBeAeHUSA 0 (hepTUnbHOCTK.

BepemeHHOCTb <u> <,> rpyAHOe BCKapMnvBaHue <v pepTunbHOCTE>

Ecnun cBegeHns o npymeHeHun npenapaTta CyLeCTBEHHO pasnnyaloTcs, MHdopmauuio o 6epemMeHHoCTH,
KOPMMEHUN rpyabto 1 PepTUIbHOCTM A0oNycKkaeTCcs MPeACcTaBnATb NOA OTAEMNbHBIMU NOA3AroNoBKaMu.

Heobxooumo BKITHOUMTL B NIMCTOK-BKIAAbILL pe3OMUPYIOLLME CBeOEHWS, NpMBeAEHHbIe B pa3gene 4.6 OXIM, a
Takxke cnegyooLlee:

<Ecnu Bbl 6epeMeHHbl nNun kKopMuTe rpyabto, AymaeTe, 4To 3abepemeHenu, unu nnaHupyete 6epeMeHHoOCTb,
nepepn Havanom npMMeHeHus npenapara NPoKOHCYNbTUPYNTECH C <fevallmMM Bpavyom> <unm> <paboTHNKOM
anTeku.>

O6paTnTe BHMMaHWe, YTO ecnv npenapaTt NPoTUBOMNOKasaH npu 6epemMeHHOCTU 1 (Mnn) rPyAHOM
BCKapMIvBaHuW, BO BCeX NoApasaenax nuctka-sknaabiwa («PepTunbHocTb, 6epeMeHHOCTb, NakTauusa») cnegyet
npeacTaBuTb OAMHaKoOBY MHOpMauuio («He npuHumanTe (npyMeHsinTe) npenapaT X»), a Takke BKIMHYUTb
MHOPMaLMIO O TEPATOreHHOCTU NPU HaMMYuu.

2.6. BrnimsiHne Ha cnocobHOCTb ynpaBnaTb TPAHCNOPTHLIMKU CpeacTBamMmn Unn paboTtaTb C MexaHU3Mamu.

<YnpaBneHue TPaHCNOPTHLIMM CPEACTBaMU 1 paboTa C MexaHusmamu>

Mpun Hanuuun B pasgene 4.7 OXJIIMN npeaynpeamTenbHbIX pekoMeHAauun nx HeobxoamMMo yka3aTb Ha NOHATHOM
nauneHTy pasroBOPHOM A3bIKe.

[JepxaTtenu perMcTpaumoHHbIX YA0CTOBEPEHWUIN JOMKHbLI MOMHUTL, YTO Npenaparsl, TPUHUMaeMble 4eTbMU, MOTYT
TpeboBaTb creumanbHbIX pekomMeHgaumin. Hanpumep, B 4actn 6e30nacHOCTV JOPOXHOIO ABMXKEHNS (HECMOTPS Ha TO, YTO
AETAM B MPUHLUMNE He pa3peLUeHo ynpaBnaTb aBToMobunem, criegyeT ykasaTb B INCTKe-BKaAplLe MOryT v AeTu
KaTaTbCsa Ha Bernocuneae, caMmokate 1 T. .).

PekomeHaaumm JomkHbl BKMHOYaTL OOBbACHEHUSA NPUYMH HeXenaTenbHOCTU yNpaBneHns TPaHCNOPTHLIMA
cpegcTBamm unu paboTbl ¢ MexaHM3mMamuy naumeHTam, a Takke ykasaHme Ha HeobX0AMMOCTb KOHCYnbTaumm ¢
rnevyawym BpayoM, ecnv naumeHTbl BCE e 3aXOTAT BbINOMHATL 3TN AENCTBUS.

2.7. Ocobble yka3aHusl, kacalLmecs BCrNoMoraTenbHbIX BELLECTB.

<Mpenapart X cogepxuT {HanmeHoBaHVe BCnomoraTenbHbIX(0ro) BeLlecTs(a)r>

Ecnvn npumeHnmo, B AaHHOM nogpasgene HeobXxo4nMmo nNpuBecTn ocobble yka3aHus O Tex BCromoraTerbHbIX
BeLLeCTBax, 3HaHne 0 KOoTopblx Heobxoammo Ansa 6e3onacHoro 1 apdHEKTUBHOIO NMPUMEHEHMS U KOTOPbIE BKIHOYEHbI
B npunoxeHune Ne 1 k TpeboBaHMAM K MHCTPYKLUM MO MEAULIMHCKOMY NMPUMEHEHMWIO NTeKapCTBEHHbIX NpenapaTos U
obLuel XxapakTepu1cTyKe NekapCTBEHHbIX NpenapaToB AN MEAULIMHCKOro NPUMEHEHNs, Kak U B pasgene 4.4 OXJIN.
[aHHbI nogpasgen cnegyeTt UCKMYXTb, eCnv Npenapart He COAEPXKUT BCNIOMOraTernbHbIX BELLECTB C M3BECTHBLIM
aenctemem. Ecrniv npuBogsaTca CCbINKW Ha APYror pasaen nucTka-Bknagsiwa (Hanpumep, B CBA3U C HANNYNEM B
cocTaBe ankorons); TpebyeTca obpaTHas ccbinka U3 3TuX pasgenos NMCTKa-BKNaabllla Ha 0cobble ykasaHus o
BCMOMOraTenbHbIX BELECTBax U Bbi3blBAEMbIX UMW AENCTBUSIX (Hanpumep, BMMAHME Ha CNOCOBHOCTb yNpaBnsaTb
TPaHCMOPTHLIM CPeACTBOM, GEPEMEHHOCTb U FPyAHOE BCKapMivMBaHue, AeCTBUE Ha AeTen).

3. <[Mpnem> <npumeHeHune> npenaparta X

B npocTbix cnyyasx cnegytowme 3 anemeHTa MOXHO 06beAnHUTL B oAMH ab3adu,.

3.1. fo3a (pasgen 4.2 OXJIM)

[ns nekapCTBEHHbIX MpenapaToB, OTNyCKaeMbIX MO peuenTy, AOMKHbI OblTb cAenaHbl crneaylolme ykasaHus:

<Bcerga <npuHumManTe> <npuMeHsaTe> npenapaT B NONIHOM COOTBETCTBUM C PEKOMEHAALMAMM NeYaLLero Bpaya <umm
paboTHuka anTteku>. Mpn NOSIBNEHU COMHEHMIA MOCOBETYWTECH C <fevallyM BpavomM> <vunu> <paboTHUKOM anTekn>.

<PekomeHayemas gosa: ...>

[lna nekapcTBeHHbIX NpenapaTos, oTnyckaeMbix 6e3 peuenTta, AOMKHbI ObITb CAeNaHbl ykasaHus:

<Bcerga <npuHuMaiTe> <npuMeHsTe> AaHHbIN NpenapaT B NOHOM COOTBETCTBUM C AaHHbLIM JIMCTKOM UMK C
pekoMeHadauvsMM fevallero Bpaya <paboTHMKa anTekn> <MeaULIMHCKON cecTpbl™. [pn NosiBREeHM COMHEHWI
MOCOBETYNTECH C <MeYvaLLM Bpaqom> <unu> <,> <paboTHUKOM anTekn™> <1nv1 MeaMLIMHCKOW CECTpO™>.>

<PekomeHayemas gosa: ...>

CnepyeT ykasaTb CBEAEHMS O MAKCMMarbHOW OOHOKPATHOMN, CyTOYHOW

n (unn) obLuen (kypcoBow) Ao3e npy Hanu4mn. Ecnu pexmm Jo3mpoBaHUS Npy pasnuyHbIX NOKasaHWUAX Unm y
pasnu4HbIX NONYNALMIA (HaNpUMep, Y NOXMIbIX, NALNEHTOB C HapyLLUeHeM (DYHKLMN NeYeHmn, Novek) oTrvyaeTcs,
MOXHO caenaTb AOMOSHUTENbHbIE NOA3aroNoBKU. YKaxunTe pekomeHayemyto 403y 1 Npu HeoOXOAUMOCTH BpeMs, B
KOTOpoOe npenapaT MOXHO UNu crieayeT NPUMEHSATb.

3.2. <[lpumeHeHue y neten <u NnogpoOCTKOB>.

Ecnu npenapat nokasaH pas3fnuyHbiM BO3PaCTHbLIM rpynnam ¢ pasnuyarowmmMmcs gosamm, cnocobamm ero
NPUMEHEHNS!, YacTOTOW BBEAEHWNS UMW NPOAOIMKUTENBHOCTBLIO TEpanuun, Heo6xoaNMO AaTb MHCTPYKLMK MO
NpYMEHEHNI0 Npenapara Anst KaXgov BO3pacTHOM rpynnbl.

Mpu Hanuuun Bonee nogxondALen Ang NPYUMEHEHUs O3MPOBKM U (UNn) NeKkapcTBEHHON OPMbI ANsi HEKOTOPbIX
Unu Bcex Noarpynn geten (Hanpumep, pacTBop ANA NpueMa BHyTpb AN AeTew), Ha 9T0 criedyeT ykasaThb,
Hanpuwmep:

<[Opyras(ne) copma(bl) NpenapaTta MoXeT(ryT) ny4ylle NoAXOAUTb AeTSM, NMPOKOHCYNbTUPYNTECH C fevallum
Bpa4yoM unm paboTHUKOM anTekun>.

3.3. MyTb 1 (Mnun) cnocob BBeaeHus (pasgen 4.2 OXINM).



Mpun Heo6Xo0AMMOCTM MOXKHO yKa3aTb NyTb BBEAEHUS U AaTb MOHATHbIE NALMEHTY OOBbACHEHNUS.

Cnocob BBeaeHMs (pekoMeHaaumm no npaBunbHOMY NPMMEHEHWI0 nNpenapara (Hanpumep, «He npornatbiBaTtby,
«He xeBatb», «BCTpsxHyTb Nepea npuMeHeHnem»)). LienecoobpasHo ykasbiBaTb NpuyMHy Nogo0OHOWM pekomMeHaaumm
(Hanpumep, «He pasnambiBaTb U He KpOLINTb TabneTky(n).

B npoTvBHOM crnyyae BO3HMKaET yrpo3a nepeso3npoBKM, MOCKOMbKY Npenapar NoCTynuT B OpraHM3m OYeHb
BbICTpOY).

Heobxoaumo npveecTn onucaHne (BO3MOXHO, C UNNocTpaumeit) cnocoba BCKPbITUS NEPBUYHBLIX YNaKOBOK,
3alUMLLEHHBIX OT AeTeN, NN APYrMx NePBUYHBIX YNAKOBOK, OTKPbIBAIOLLMXCS HEOBbIYHLIM cnocobom, ecnn
NPUMEHMMO.

Heobxooumo npuBecTy pekoMeHAaLmMmn OTHOCMTENbHO NpuemMa npenapara ¢ eol, Bo BpeMs 1 (Mnu) 4o npuema
MWLM UK YETKO yKasaTb, YTO NMLLa He OKasbiBaeT BMUSHUE Ha npenapaT 1 T. A., eCNn 3Ha4YMMO.

<Pwucka HaHeceHa nuvLb Ans obneryeHus pasnambiBaHns TabneTkyM Npy BO3HUKHOBEHWN 3aTPYAHEHUI MpU ee
npornaTtbiBaHUN LIENIMKOM.>

<TabneTky MOXHO pa3genuTb Ha paBHble A03bl.>

<Pucka He npeaHa3HayeHa ans pasnaMblBaHus TabneTku.>

3.4. MpogomkutenbHoCcTb Tepanuu (pasgen 4.2 OXJIM).

Ecnu npumeHumo, ocobeHHO B OTHOLLEHMU NpenapaTtoB, OTnyckaeMbix 6e3 peLenTta, cnegyeT NpMBECTU YeTKue
pekomeHaaumm o:

CTaHAapTHOW ANVUTENbHOCTY NPUMEHEHUS;

MaKCHMMarnbHOW ONUTENBHOCTM NPUMEHEHNS;

Heo6X0AMMbIX MHTEpBanax Mexay KypcaMu NeyYeHus;

cny4yasx, TpebyLwmux orpaHuieHnst ANUMTENbHOCTU NPUMEHEHUS.

[nsa HekoTopbIX NpenapaToB MOXET NOTpeboBaTbCA BKIIOYEHNE B AaHHbIA pa3gen NucTka-Brknagbiwa
HEKOTOPbIX AOMNOMHUTENbHbLIX CBEAEHMWIN, OOHAKO 3TO He0H6X0AUMO He BO Bcex cryyasx. B kadecTBe pekomeHaaumm
MOXHO UCMOMb30BaTh CrieayLne 3arofnoBKu:

<Ecnu Bbl <NpuHANU> <npMmMeHUnu> npenaparta X 6onblue, 4eM criegoBano.>

Heobxooumo onncaTh KNMHUYECKUE CMMMNTOMbI, ECINN NPoM30oLLna Nepeao3npoBka, U cnocob KynupoBaHus
nepeno3upoBku B cootseTcTBUM ¢ OXIIN.

<Ecnu Bbl 3a6bInNu <NpUHATL> <NPUMEHUTL> X.>

Heobxooumo gaTh YeTkne ykasaHus naumMeHTaMm, YTo cneayet genaTb Npyu HeperynsapHoM npMMeHeHnn
npenapara, Harnpumep, ykasaTb MakCUMarbHbIA UHTEPBAr, B TEYEHNE KOTOPOro MOXHO MPUHATL 3abbITyo o3y (B
cooTBeTCTBMM C pasgenom 4.2 OXJIM).

<He npuHMManTe OBONHYIO A03Y, YTOObI KOMNEHCUPOBATL NPOMNYLLEHHYI0 <TabneTtky> <gosy> <...>.

<Ecnu Bbl NpekpaTunu <npuemM> <npumMeHeHue> npenapara X>

OnuwnTe CUMNTOMbI CUHAPOMA «OTMEHbBI» U CNOCO6 X MUHMMMU3ALIMKN B COOTBETCTBUM C pasgenom 4.2 u (unu)
pasgenom 4.4 OXII.

Ecnu npuMeHnMo, cneagyeT onncaTtb BO3MOXHbIE NOCMNEACTBMSA AOCPOYHOIO MPEKPALLEHUS Kypca NevyeHns 1
Heo6XoAMMOCTb NpeaBapuUTENbHOM KOHCYNbTaLMM C Nievalium BpavomM, paboTHMKOM anTekn UM MeaULIMHCKOW
cecTpon.

JaHHbI pasgen crnegyeT 3aBepLumnTb criedyowmnm MHPOPMaLNOHHBIM hparMeHToM:

<lMpv HanMW4MM BONPOCOB MO NPMMEHEHMIO Npernapara, 0bpaTnTech K <nevallemy Bpady> <,> <unm> <paboTHuKy
anTekn> <,> <unu> <MeauLUMHCKON cecTpe™.

4. Bo3MOXHble HEXenaTerbHble peakumu

4.1. OnucaHne HexenaTtenbHbIX peakuuii.

[aHHbI pa3aen nucTka-Bknagbllwa cneayeT HavaTb criedyowmnm ab3auem:

<lMopo6Ho BCceM NnekapCTBEHHbIM NpenapaTtam npenapaT MOXET Bbl3blBaTb HEXenaTenbHble peakLummn, 0gHaKko
OHU BO3HMKAIOT HE Yy BCEX.>

[aHHbI pa3gen nucTka-Bknagpilla, kKak npaBuIio, crieqyeT pasfenuTb Ha 2 YacTu, Tak kak Heobxoanmo
NpeAcTaBUTb JOCTATOYHO NMOHATHOE NaUMEHTY ONMCaHMe ABHbIX KITMHUYECKUX MPU3HAKOB U CUMMTOMOB,
no3BonsioLee eMy pacno3HaTtb Bce 0603HadeHHble B pasgerne 4.8 OXJIII HexxenaTenbHble peakumm, KOTopble MOryT
BO3HUKHYTb.

BHavane Heo6xoaMMo BblAENUTH Hanbonee cepbesHble HexenaTenbHble peakuun 1 AaTb NauMeHTam yveTkue
WHCTPYKLMN OTHOCUTENBHO MPUHUMaeMbiXx Mep (Hanpumep, Npekpatutb Npuvem npenapata u (Mnu) HemenfleHHo
o6patutbcs 3a MEOWLMHCKOW MOMOLLbIO, MpU 3TOM LenecoobpasHo wWcrnonb3oBaTb CMOBO «Cpasy» Wnu
«HEeMeaOneHHO»).

3ateM crniegyeT nNpuMBECTU B JIMCTKE-BKMNAAbIWE MepeyeHb BCEX OCTalbHbIX HEXenaTenbHbIX peakumni C
YyKa3aHMeM 4acTOTbl MX BO3HUKHOBEHUS, HauMHasa C Hamboree vacTbix (6e3 noBTOpeHus Hambonee cepbesHbIX,
YNOMSIHYTbIX BbILLIE).

B pamMkax Kaxxgoro u3 aTux pasgenoB HexenaTenbHble peakummn crnegyeT crpynnmMpoBaTh Mo UX YacToTe.
PekomeHpyeTcsi cneaytolasi rpagaums 4acToTbl:

O4Y€eHb YacTo - MOryT Bo3HUKaTb y 6onee 4yem 1 yenoseka n3 10;

4acTo - MOTyT BO3HMKaTb He Gonee yem y 1 yenoseka u3 10;

HeYyacTo - MOryT BO3HMKaTb He bornee yem y 1 yenoseka u3 100;

penko - MOryT Bo3HMKaTb He 6onee yem y 1 yenoseka ns 1 000;

O4YeHb PeaKo - MOryT BO3HMKaTb He 6onee yem y 1 yenoseka us 10 000;

HEN3BECTHO - NCXOASA U3 UMEIOLLIMXCSI AaHHbIX YaCTOTY BO3HUKHOBEHMWS ONpeaenuTb HEBO3MOXHO.

[aHHylo rpagaumio 4acToTbl HEXenaTenbHbIX peakumii He criefyeT ykasbiBaTb Nepes nepeyHem
HexenaTternbHbIX peakUmi, MOCKOIbKY OHa, KaK nokasano TecTMpoBaHue noTpebutenem, MoxeT BBOOUTb NaLMEHTOB
B 3abnyxaeHue.



B nto6om cnyyae npu ykazaHuM BEPOSATHOCTU BO3HUKHOBEHUSI HEXXENATENbHbIX PEAKLUIA BaXKHO MO
BO3MOXHOCTY AaTb OnNucaHue

W MPUBECTM YMCIOBbIE AaHHble. CriegyeT NOMHUTb, YTO TECTUPOBAHNE NaUMEHTOB Nokasarno, YTo Takue
npensioXkeHns!, Kak «BO3HUKaeT

y 6onee yem 1 n3 100, HO meHee YeM Y 1 3 10» He COBCEM MOHSATHbI MauueHTaMm, No3TOMYy UCMONb30BaTh UX He
cnepyet. He cnegyeT Takke ykasbiBaTb Ha3BaHWUSA CUCTEMHO-OpraHHbIX knaccos. OfHako ecnum vyacToTa
HexenaTtenbHbIX peakumin Heums3BecTHa (HanpymMep, Ans NekapcTBEHHbIX NpenapaTos, AaBHO obpallaoLwmnxes Ha
PbIHKE 1 NO3TOMY HE MMEIOLLMX Pe3ynbTaToB yveTa HexenaTenbHbIX peakumin B paMkax COBPEMEHHON CUCTEMBI
hapMakoHaa3opa) B Ka4ecTBe 3arofloBKOB MOXHO MCMOSb30BaTh NOHATHLIE NaLMEHTY crioBa, o6o3Havatowme
opraHbl YenoBeKa, Hanpumep, KoXa, XXenyaoK v KULWEYHVK U T. A.

<OononHuTenbHbIE HeXenaTternbHble peakuuu y AeTeill <u NoApoCcTKOB>

Ecnu npyMeHrMo (B COOTBETCTBMM CO CBEAEHUSIMU, COAEPXKALLMMUI

B pasgerne 4.8 OXIIM), B gaHHOM noapasgerne nucTka-Bknagbilla Heobxoaumo 0603HaunTb BCe KITMHUYECKN
3HauYMMble pasnMymsa B HeXenaTernbHbIX peakuusax B nobbix nogrpynnax AeTen no CpaBHEHMIO C ApYrMMun
noarpynnaMv unu B3pocnsiMu.

[ns BCex NekapCTBEHHbIX NpenapaToB B KOHLUEe pa3gena 4 nucTka-Bknagbiwa Heobxoanmo ykasatb
cneayoLLmMi NoA3aronoBOK U TEKCTOBLIA hparMeHT.

4.2. CoobLueHne 0 HexxenaTerbHbIX peakuusix.

<Ecnu y Bac BO3HUKaIOT Kakne-nmbo HexenaTenbHble peakumm, MPOKOHCYNbTUPYNTECH C <BpayoM> <,> <unu>
<pabOoTHMKOM anTekn> <,> <Unm MeaULMHCKON cecTpoi>. [laHHasi pekoMeHaaumsa pacnpocTpaHsaeTcs Ha nobble
BO3MOXHbIE HEXenaTernbHble peakLnn, B TOM Y1CIe Ha He NepeyncrneHHble B NUCTKe-BKNaabille. Bbl Takke MoxeTe
COoOOWUTE O HEXEeNnaTeNbHbIX PeakUMaxX HaNpsMYyLo Yepes cuctemy coobLLeHnn rocyaapcTB - YreHoB EBpasunckoro
9KOHOMMYECKOro Coto3a {ykasaTb nopsaaok goctyna k cucteme}. CoobLyasa o HexenaTtenbHbIX peakuusx, Bbl
nomoraeTe nonyyntb 6onblue cBeageHuii o 6esonacHoCcTy npenaparta.>

BkntouaTb B nevaTHble MaTepuarbl CCbIIKY Ha CMCTEMY COOOLLEHMI rocyaapcTB - YneHoB Coto3a He TpebyeTcs.
MpuBeaeHHbIN Bbille hparMeHT CChINKK, 3akIOYEHHbIN B UrypHble ckobku {}, ucnonb3yeTcst NuLLb B
onybnvkoBaHHOW 0400peHHON BepcUm MHOPMaLmm O nNpenapare.

MpencTaBneHHble HUXE NPUMEPBI peann3auny Takol CCbISIKU He SBNSTCS UcHepnbIBaloLWMMU, ON3aiH 1
pacrnonoXeHne CBeAeHWI B NINCTKe-BKNaablLLe AOMMKHbI OTpaXaTb noapobHble cBefeHns. B 3aBucumocTtu ot npasun
rpaMMaTVK1 MCNOMb3yeMOro A3bika MOXeT NoTpeboBaTbCa NMHIBUCTUYECKAs NpaBkKa.

Ecnu gaHHble 0 cucteme coobLLEeHUI KpaTKMe, Hanpumep, TONbKO CanT B MHOPMaLMOHHO-
TENEeKOMMYHUKALMOHHON CceTN « IHTEPHET», MOXXHO BKIMIOYUTb 3TU AaHHbIE B TEKCT, HAaNpumMep:

<Ecnu y Bac BO3HUKaIOT Kakne-nmbo HexxenaTenbHble peakumm, MPOKOHCYNbTUPYNTECH C <BpayoM> <,> <unu>
<pabOoTHMKOM anTekn> <,> <Unun> <MegULMHCKON cecTpoir>. K HUM TakKe OTHOCATCS Nobble HexenartenbHble
peakuum, He yKka3aHHble B NNCTKe-BkNaabiwe. Bbl Takke MoxeTe coobLunTb 0 HexenaTenbHbIX peakumsax Harnpsamyo
yepes WWW.XXX.XX.XX. CoobLuasn o HexenaTenbHbIX peakumsx, Bbl MOMoraeTe nony4ntb bonblie cBeAeHni o
6e3onacHocTv npenapaTta>.

Ecnn paHHble 0 cucteme coobueHuin ob6beMHble, HanpuMmep, agpec, calWT B UHDOPMaLUOHHO-
TENEeKOMMYHUKaUMOHHOW ceTn «WHTepHeT» M anbTepHaTMBHblE cnocobbl AnA AocTaBku MHopmaummn, n (unm)
nucTKa-BKNagbia appecoBaH 6Gonee 4eM OOHOMY rocygapctBy - uneHy Cor3a, MOXHO BOCMONb30BaTbCHA
crnefylowmM NpuMepom:

<Ecnu y Bac BO3HUKaIOT Kakne-nmbo HexxenaTenbHble peakumm, MPOKOHCYNbTUPYNTECH C <BpayoM> <,> <unm>
<pabOoTHMKOM anTekn> <,> <Unun> <MegULMHCKON cecTpoir>. K HUM TakKe OTHOCATCA Nobble HexenaTtenbHble
peakuum, He yKa3aHHble B NNCTKe-BkNaabiwe. Bbl Takke MoxeTe coobLunTb 0 HexenaTenbHbIX peakumax Hanpsmyo
(cm. Huxe). CoobLLast 0 HexenaTenbHbIX peakumsix, Bbl MOMoraeTe nony4ntb 6onblie cBefeHuin o 6esonacHocT
npenapara.

{CtpaHna}

{HanmeHoBaHwe opraHunsaunm}

{Appec: {HaceneHHbIn NyHKT} {NOYTOBLIA MHAEKC} CTpaHa}

Ten: + {Homep TenedgoHa}

unm

<caunt>

{HanmeHoBaHwe opraHusauumn}>

5. XpaHeHue npenapata X

<XpaHuTe npenapar B He4OCTYNHOM Ans pebeHka mecTe Tak, YTobbl pebeHoK He MOr yBUaeTb ero.>

5.1. laTta ucteveHusa cpoka rogHOCTH (CpoKa XpaHeHus1)

Ecnn B MapkmpoBke Ucnonb3yeTcs crneunanbHOe CoKpalleHne AaThl UCTEYEHNs cpoka rogHOCTH, ero criegyeT
npoay6nupoBaTh JaHHOM pasferne nMcTka-BKnaabila.

<He npvmeHsinTe npenapat nocre NCTe4YeHUst Cpoka roAHOCTM (Cpoka XpaHEHUs), yKazaHHOro <B> <Ha>
<MapK1pOBKe> <KapTOHHOW Nayke> <cprnakoHe> <...> <nocrie {CokpaLleHme, NCNonb3yemoe Afsi AaTbl UCTEYEHMUSI Cpoka
rogHocTu}.>

<[laTon ncTeveHns cpoka roaHOCTM SIBNSIETCSA NOCNEeAHUIA AeHb AaHHOTo Mecsaua.>

5.2. Ycnosus xpaHeHus

CeefgeHusa JOmKHbI COOTBETCTBOBaThL pasaeny 6.4 OXJII, ctaHaapTHble hOPMYNMPOBKU Afs yKasaHus yCroBui
XpaHeHusi NpenapaToB NpvBeAeHbl B npunoxeHun Ne 8 k TpeboBaHUSAM K MHCTPYKLMW NO MEANLIMHCKOMY
NPVYMEHEHNIO NEKapCTBEHHbIX MPenapaToB 1 OOLLEN XapaKTepUCTUKE NeKapCTBEHHbIX NpenapaToB ANns
MEeOMLIMHCKOrO NPUMEHEHUSI.

CpoK rogHOCTU Nocrne BOCCTaHOBINEHUS, pa3BeAeHMS UK MOCIe NepPBOro BCKPbITUSI NEPBUYHOM YNakoBku (ecnuv
NPUMEHNMO).


http://www.xxx.xx.xx/

CBefeHus fOMKHbI COOTBETCTBOBaTL pasaeny 6.3 OXII, Takke cnegyeT obpaTuTbest K npunoxenunto Ne 7 k
TpeboBaHMAM K UHCTPYKLIMK

no MeauUMHCKOMY NMPUMEHEHWIO NIeKapCTBEHHBIX NPenapaToB 1 06LLel XapaKTepUCTUKE NEKapCTBEHHbIX
npenapartoB Ans MeANLMHCKOTO MPUMEHEHMS.

5.3. MNpepynpexaeHus o NpusHakax HeNpPUrogHOCTM Npenapara K NPUMEHEHNIO (B COOTBETCTBYIOLLMX CryYasix).

<He npumeHslime npenapam, ecru 8kl 3amemuriu {onucaHue 8udUMbIX MPU3HaK08 HernpuaooHocmu
npenapama K rnpuMeHeHUr}.>

<He eblbpacbigalime (He ebinuealime) npernapam 8 KaHanusauyuto <eodornpoeod>. YmoyHume y pabomHuka
anmexu, Kak criedyem ymurnu3uposams (YHUYmoxams) rpenapam, Komopbit 6osbwe He nompebyemcs. 9mu Mephb!
10380/151M 3aUyUMUMb OKpYXaroulyto cpedy.>

6. Cogepxumoe ynakoBK1 1 Npoyne cBefeHus

6.1. NonHoe nepeyncneHne 4eNCTBYOLLUX BELLECTB U BCTIOMOraTesbHbIX BELLECTB

<MpenapaTt X copepxur>

Heobxooumo ykasaTb AeNCTBYOLLME BeLecTBa (C yKa3aHNEM UX COAEPXaHUSA KaYeCTBEHHO U KONMYECTBEHHO)
1 NpoYMe KOMMOHEHTBI (C YKa3aHWeM X COAepKaHUsl Ka4eCTBEHHO), C UCMONb30BaHWEM UX HAMMEHOBaHWIA,
npvBefeHHbIX B pasgenax 2 n 6.1 OXJIl, a Takke Ha TOM 53blke, Ha KOTOPOM COCTaBfEH NINCTKOK-BKNaAbILL.

<[elicmeyrowumu sewjecmeamu s871st0mcs ...>

<Kaxdasi <mabnemka> <karcyrna> codepxum X <epaMm> <musnnuepamm>...{Oelicmeyouje2o geujecmesaj}>.

<[lpoyumu <uHzpedueHmamu> <(8crioMo2ameribHbIMU) 8ewiecmeamu)> 8somcs. ..>

Ecnu npyMmeHnMo, cneayeT NpyBECTM NEPEKPECTHYIO CChINKY Ha pasgen 2 nNucTka-Bknaabila

<npenapam X codepxxum {HaumeHo8aHUe 8crioMo2ameribHO20 seuwecmea}>.

6.2. JlekapcTBeHHasi hopMa, XxapakTep 1 COAEPXMMOe NEPBUYHON YNAKOBKM NO Macce, 00beMy Unu egnHuLam
[03VPOBaHWS.

BHewHuni BuA npenaparta X u coaepXXumMoe ero ynakoBKu.

JlekapcTBeHHyt0 hopMmy crneayeT ykasaTb B COOTBETCTBMM ¢ HOMeHKNaTypon nekapcTBeHHbIx doopm Cotosa,
yTBepxagaemon Komuccuen,

W JOMNOMHUTENBHO MPUBECTM NOHATHOE NaLUEHTY OOBbSICHEHUE

(npw HeobxoaumocTK). Ecnun Ha nepBMYHON yNakoBKe NCMONb3YETCA MNOHATHbIV NALMEHTY TEPMUH, €ro
Heo6XxoaMMO NPMBECTU B CKOGKaX.

PekomeHayeTcsa onucatb hmanyeckme xapakTepucTukn, Hanpumep, opmy, LUBeT, BUa, rPaBMpOBKY U T. 4. B
cooTtBeTcTBUM ¢ pasgernom 3 OXJI.

Heobxoaumo onucaTb Bce pa3mepbl YNakoBOK AaHHOW NekapCTBEHHON (hOPMbl 1 JO3UPOBKM B COOTBETCTBUM C
pasgenom 6.5 OXJIIM, ¢ ykazaHmem BCeX JOMOMHUTENBHbBIX 3NIEMEHTOB, BITOXEHHbIX B YAKOBKY, TaKMX KakK UrMbl,
TaMmMoHbl U T. 4. B OTHOLWEHWM rpynnoBoK ynakoBKM HEOBXOAMMO YETKO ykasaTb COAEPXKMMOE YNaKOBKU, Hanpumep
«npenapat X AOCTyrneH B ynakoBkax, cogepxawux Y, Z unu W tabneTok, 1 B rpynnoBow ynakoBke, cocTosLen n3 N
KapTOHHbIX Nayvek, kaxaas U3 KoTopbix coaepxuT M TabneTok».

Ecnu npyMeHrnMO, ykaxuTe, 4TO He BCe pa3Mepbl yNakoBOK MOTYT HaxoauTbcst B 06opoTe. [onyckaeTcs
yKasblBaTb NEPeKpPeCTHbIE CChINKM Ha Apyrie nekapcTBeHHble (hOpPMbl Y JO3NPOBKM.

6.3. HanmeHoBaHue u agpec gepxartens permcTpaLlyoHHOro yaoCToOBEPEHUst U MPOM3BOAUTENS,
OTBETCTBEHHOTO 32 BbIMYCKAOLLMIA KOHTPOSb KaYecTBa, ECIM OHW PasnunyaroTcs.

OepxaTenb perncTpauMoOHHOIO yA0CTOBEPEHUA U MPOU3BOAUTENb:

{HaumeHosaHue u adpec}

<{men.}>

<{¢pakc}>

<{anekmpoHHasi noymaj}>

Heobxooumo ykazaTb HaMMEHOBaHWE U afpec AepXaTens perucTpaLuoHHOro yaoCTOBEPEHUS B COOTBETCTBUM
¢ pasgenom 7 OXJN

1 0603Ha4YNTL €ro B Ka4eCTBE TakOBOrO, HanpuMep,

<[epxamenb peaucmpayuoHHo20 ydocmosepeHusi - ABC Dapm

u m. 9. (nonHbIt adpec)>

HavmeHoBaHue cTpaHbl U aapec NpPeanoYTUTENBHO yKkasbiBaTb Ha A3bIKE,

Ha KOTOPOM COCTaBIEH NNCTOK-BKNaAbILL, OAHAKO Ans AepXXaTenei perMcTpaumoHHbIX YO0CTOBEPEHUIA,
pacnonoxeHHbIx 3a npegenamu Cotos3a criegyeT Ucnonb3oBaTh NaTuHCKWM andasmT. MoxHO ykasaTb HoMepa
TenedoHoB, haKCOB 1 afpeca INEKTPOHHOW NOYTbI (BE6-CanTbl 1 ANEKTPOHHYIO NOYTY, CBA3bIBAIOLLYHOCS C BED-cariTamu,
yKa3blBaTb He JOMycKaeTcs).

Heobxoaumo yka3aTb HaMeHOBaHWe U agpec NPOM3BOAMUTENS, OTBETCTBEHHOMO 3a BbIMyCKaOLMIA KOHTPOIb
KayecTBa U 0603Ha4YUTb €ro B KAYECTBE TAaKOBOTO Ha 53bIKe, HA KOTOPOM COCTaBIIEH NMUCTOK-BKINaAbILL, HAanpuMep:

<llpoussodumerns - JE® Med u m. 0. (monHbili adpec)>

HassaHue cTpaHbl 1 agpec NPeanovTMTENLHO YKasbiBaTb Ha sI3blke, HA KOTOPOM COCTaBIEH NMUCTOK-BKMaAbILL,
ofHaKo Ans aepXatenen perMcTpaumoHHbIX YAOCTOBEPEHUIA, pacnoNoXeHHbIX 3a npeaenamn Coto3a, cneayeT
1Cnonb30BaTh NaTUHCKWIA andaBuT. YkasbiBaTb HOMepa TenedoHOoB, (hakcoB 1 agpeca MeKTPOHHOM NoYTbl He
JonyckaeTcs.

Ecnun pepxaTenb perMcTpaumoHHOro YA0CTOBEPEHMS U MPOU3BOANUTENb SABMSETCS OAHUM U TEM XKe NULLO,
[onyckaeTcsi UCNonb3oBaTh OOLLMIA 3aronoBok «[epxaTenb perMcTpaurMoHHOro YaoCTOBEPEHUSI U MPOU3BOAUTENbY.

Ecnun npoussogutenen, ocyLLeCTBASIOLLMX BbIMyCKatOLLMIA KOHTPOMb KavyecTBa, bonee ogHoro, ux Heobxoaumo
yKasaTb 34ecb (C cepow 3anvBkoi nnm 6e3 B 3aBUCUMOCTM OT BapuaHTa neyatu nucTtka-sknageiwa). OgHako

B NevyaTHOW BEPCUWN NMUCTKA-BKMaablLLla NeKkapCcTBEHHOro npenapaTta HeobXoaAMMO YETKO BbIAENUTb
Npou3BoAnTENSsi, OTBETCTBEHHOIO 3a BblMyCKaOLLUIA KOHTPOMb Ka4yecTBa NpoayKLUMmM, MOCTaBNSIEMOW Ha PbIHOK
Coto3sa.




Ecnu nekapcTBeHHbIN Npenapar 3aperMcTpupoBaH Nog pasnuMyHbIMU TOProBbIMU HaUMEHOBAHUSIMU B
rocygapcrBax-yfnieHax, B JaHHOM pasferie Takke nNpuBogdaT nepeyeHb HaMeHOBaHUS, 3aperMcTpypoBaHHbIX B
KaXXOOM U3 HUX.

6.4. NepeyeHb NpeacTaBuTENEN AepxXaTens perncTpauuoHHOro yA0CToBepeHns Ha Tepputopum Cotosa, ecnv
NPUMEHNMO:

a) nepeyeHb npeacrtaBuTeneli(-s1) OepxaTtens pPerncTpauMoHHOro yaocToBepeHuss Ha Tepputopumn Corosa
ABnseTcst 06A3aTensHLIM TpeboBaHmeMm,

B Cnyyae ecrnv gepxarefb perMcTpauuoHHOro yAOCTOBEPEHNs He npeacTaeneH Ha Tepputopumn Cotosa. MNpu ero
yKasaHun crnefyeT NpYBOAUTb CBEAEHUsI O NPeaCcTaBUTENAX AepxaTensa perncTpaumMoHHOro yaoCTOBEPEHUst Ans BCex
rocyaapcTB-yneHoB. Bmecte ¢ Tem npeactaButenb gepXXaTens perucTpaunoHHOro yaA0CTOBEPEHNST MOXET ObITb OaWH
AN HECKOMNbKMX rOCYAapCTB-UYNEHOB, MM Takke MOXET SBMNSATLCA AepXaTelb PerucTpauvoHHOro YOOCTOBEPEHMS]
HEMOCPEACTBEHHO, €Cnv Opyrve NpeacTaBuTENU He ykasaHbl. Ecnv ogvH u TOT xe npeactaBuTtenb paboTaeT B
HECKOMbKMX FOCydapCTBax-yneHax, AaHHble O HeM YyKa3blBalOTCA OOWH pa3 Mof HavMEHOBAaHWEM COOTBETCTBYHOLLMX
rocy4apCTB-UIIEHOB;

0) ecnu npeactaBuTenb AepxaTens pPerncTpauuoHHOro  yAOCTOBEPEHUS HaxXOAMTCA BHE Npeaenos
paccmaTpuBaemMoro rocygapcTBa-yuneHa M ecnu yka3aH agpec, TO B [aHHbIi agpec cnegyeT BKAYATb
HaMMeHOBaHWe rocygapcTBa-yneHa Ha rocyaapCcTBEHHOM fA3blke(ax) rocyaapcTBa-yuneHa, Ans KoToporo npegHasHaveH
nokanbHbIA NPeaCcTaBUTENb;

B) B LlensAX 3aMeHbl MOJIHOr0 HaMMEHOBaHWUS rOCyapCTBa-yneHa B 3arofloBKe MOXHO BOCMONb30BaTbCA Kogamm
CTpaH B COOTBETCTBMM C MexAyHapoAHbiM cTaHgapTom ISO 3166-1-2013 «Koabl Ans npeacraBreHns Ha3BaHWN
CTpaH 1 nx nogpasgenennin. Yactb 1. Kogbl cTpaHy;

r B LUenax 9KOHOMMM MecTa B HaneyaTaHHOM NUCTKe-BKNadbllle NpeAcTaBuTenen aepxartens
pPEerncTpaLmMoHHOro yaqoCTOBEPEHMS MOXHO yKa3aTb nocrefoBaTenibHO, a He B TabnuyHom copmarte. Ecnv nuctku-
BKNaAbllUM ABMSAKTCA MHOMOsI3bl4HBIMM, MEpeYeHb NoKarnbHbIX NPeAcTaBUTENer MOXHO HaneyataTb OOHOKpPATHO B
KOHLIe NUCTKa-BKNaabILLa;

[) pornyckaeTcsl yka3blBaTb TONbKO HaUMEHOBaHWe, HoMep TenedoHa 1 agpec 3NIeKTPOHHOW NoYTkl (Mo BbIGopy)
npencTaBuUTENs OepXaTens perucTpauuoHHOro yaoctoBepeHus. Mpu Hanmumm mMecta MOXHO ykasaTb MOYTOBbIN
agpec. Beb-caiTbl M aNEKTPOHHYO NOYTY, CBA3bIBaOLLYOCSA C BEG-canTamu, ykasbiBaTb HE JOMYCKaeTCs;

€) ycnu npeAactaBuTeNb AepXaTensi perncTpauMoHHOro yAOCTOBEPEHUS HaxoaWTcs 3a Mpeaenamu
COOTBETCTBYHOLLIEro rocygapcTBa-yneHa, cnegyeTt ykasaTb HaMMeHOBaHMe AaHHOro rocyaapcTBa-yneHa.

<83a noboli uHhopmayueli o npernapame, a Makxe 8 cl/ly4asix 603HUKHOBEHUS npemeH3ul criedyem
obpawamscs kK npedcmasumernto depxxamesisi peaucmpayuoHHO20 y0oCmo8epeHuUs unu depxamerto
peaucmpayuoHHO20 y00CmoBePEHUS:

{CmpaHa}

{HaumeHosaHue opzaHusayuu}

{Adpec: {HaceneHHbIl nyHKm} {moymoesili UHOeKc} - cmpaHay}

Ten: + {Homep menegoHa}

<geb-calim>>

unm

<Bce npemex3uu nompebumeneli criedyem Hanpasnsime npedcmasumero epxxameris pe2ucmpayuoHHO20
ydocmosepeHus unu 0epxxamesito peaucmpayloHHO20 yO0CmOo8epeHUsi:

{Cmpana}.

{HaumeHosaHue opzaHusayuu}.

{Adpec: {HaceneHHbIl nyHKm} {mouymoesbil UHOeKCc} - cmpaHaj.

Ten: + {Homep menegoHa}.

<adpec 31eKmMpoOHHOU NoYmMbI>>.

6.5. JaHHbLIN NUCTOK-BKIaAblll NepecMOTPeH

<{MM/I'TTT}> <{mecsiy I'TTT}>.

YkasblBaloT gaTy permctpaumm (0aobpeHnst) nocneaHero USMEHeHNs U JONONHEHNs! (B COOTBETCTBMU C
pasgenom 9 unu 10 OXIIM), Hanpumep, NocnegHee NOATBEPXAEHME perncTpaummn (nepeperycrpaumm) no
obcToATeNbLCTBAM, faTa CPOYHOIO OrpaHNYeHUs no Bonpocam 6e3onacHocTu. MNMone, 3anonHaeTca gepxarenem
permcTpaLnoHHOro yaA0CTOBEPEHNS NEPE NeYaTbHo.

B oTHoLeHun npenapaToB, 3aperncTpupoBaHHbIX MO NpoLUeaype «yCroBHas perucTpaums», cregyeT BKIIOUYNTb
cnepytouyto pasy:

<[laHHbIl NpenapaT «3aperncTpMpoBaH Ha YCNoBUsIX». TO 3HAYUT, YTO MOSIBATCS HOBblE CBEAEHNS O faHHOM
npenapare.

MpeacraBneHHbIe AaHHbIE O NIEKAPCTBEHHbBIX NpenapaTax OyayT NpoBepATLCS U AONOMHATLCA HOBLIMU
CcBefEeHUsIMU, 1 N0 Mepe HeOOXOAMMOCTUN JaHHbIN JIMCTOK-BKIaAbIW OyaeT 06HOBNATLCS.>

B oTHoleHun npenapaToB, 3aperncTpupoBaHHbIX MO «UCKIOYUTENBHBIM 0BCTOATENLCTBAMY, HAONEXUT
BKIIOUUTb Crieaytollee YyTBEPXAEHME:

<[aHHbIN Npenapar 3aperMcTpMpoBaH MO «UCKMIOYMTENbHLIM 0OCTOATENBCTBAMY. DTO 3HAYUT, YTO
<BCNeACTBME peaKon BCTpeYaeMocTy 3aboneBaHmsa™> <u3 Hay4HbIX COOBpaXXeHUn> <ncxoas U3 3TUYECKUX
COO0paXeHW> HEBO3MOXHO MOJSTy4YnNTb BCe HEOOX0AMMbIE CBEAEHMS O AaHHOM MNpenapare.

Mo 3TMM nekapcTBeHHbIM NpenapatamM OyaeT NPOBOAUTLCSA IKCNEPTM3a HOBbIX AaHHbIX, KOTOPbIE MOTYT
NOSIBNATLCS €XKErogHo, 1 No Mepe HeOOXOAMMOCTU AaHHbIN NMUCTOK-BKNaabIw 6yaet obHoBNATLCA.>

6.6. <lMpoumne ncToyHMKMN nHopmayn>

B paHHbIN pasgen cneayeT BKMOYUTL CCINKM Ha APYrMe UCTOUHUKY MHGOPMaLMK, KOTopble MOryT BbITh
nonesHbl NauneHTy. 3TN NCTOYHWKKN MHpopMaLumMmn omkHbl cootTBeTcTBoBaTh OXJIIIM 1 He JOMKHBI HOCUTL
peKnamMHOro xapakrepa:



a) JaHHble O TOM, KaK MauWMeHTbl MOryT MONy4YMTb AOCTYN K MHOpMaLun B anbTepHaTUBHBLIX (hopMaTax, Takmx
Kak wpudT bpainnsa, ayauo, uudpoBon AMCK WnM KpynHas nevaTb NWUCTKa-BkNagplwa. OTW AaHHble crnegyer
yKa3blBaTb KPYMHbIM LWPUATOM, YTOObI NALMEHTbI C HApYLUEHNEM 3PEHUS 3HANN 06 3TUX BO3MOXHOCTSX;

0) ccbinka Ha Beb-canT Cotosa:

<lMoppobHble cBeaeHMs 0 JaHHOM npenapaTte coaepXaTtcs

Ha Beb-cavite Coto3a> <VMeloTcs Takke CCbINkM Ha Apyrne Beb-canThbl

no peakum 3abonesaHusM U BUaMm feveHus.> BTopas 4acTb AaHHOro 6roka npumMmeHrMa UCKITHYUTENBHO K
ophaHHbLIM npenapaTam.

Bce atu cBegeHusa B HaneyaTaHHOM MaTepuane AormkHbl 6biTb OTYETNINMBO Pa3NMUUMbI U NETKO YNTaEeMbI.

< >

(nvHMs oTpbIBa MK oTpe3a)

[nsi napeHTepanbHbIX NpenapaToB U NPoYuX NpenapaToB, NCMOb3yeMbIX MPENMYLLECTBEHHO B CTauuoHapax, B
UCKMIYMTENBHBIX CNyYasax Ans 9KCTemnopanbHbIX MPenapaToB (Npy YCMOBMU YTO OHW NOKa3aHbl AETAM U Npuy
OTCYTCTBUM BO3MOXHOCTY paspaboTkn nekapCTBEHHON (hopMbl, MOAXOASALLEN AeTAM (Ha OCHOBaHUW CTPOrmX
Hay4HbIX 060CHOBaHMWI)), B AaHHbIN pasaen MOXHO BKITHUNTb Takne 3Hauyumble Ansg MeAULMHCKNX paboTHMKOB
npakTu4eckne ceefeHusi, Kak npurotosnenune u (unun) pabota c npenapaTtomM, HECOBMECTUMOCTb, PEXUM
0031MpOBaHuUs, Nnepeao3mpoBKa, Mepbl KOHTPONs, NabopaTopHble aHanu3bl, NpY He0H6XOANMOCTH, C NEePEKPECTHON
CCbIfnikon Ha pasgen 3. B aTom criyyae pasgen crieqyeT HayaTtb ppasom:

<Cnepytolme ceeeHUs npegHa3HavYeHbl UCKMIOYMTENBHO ONA MeOULMHCKMX pabOTHMKOB: >

6.7. Ecnn B ynakoBKy npegnonaraeTcs BIOXUTb MPOYYH AOMOMHUTENBHYIO Hay4Hy0 MHopMaLmio ans
MeOMLMHCKMX pabOTHUKOB, 3TO MOXHO cAenaTtb creayroLmm obpasom:

a) BKNIOYMB B yNakoBKy npenaparta nonHyto OXJI B kayecTBe OTAENBHOIO AOKYMEHTA UNu

©) nobasuB nonHyto OXIJII B ka4yecTBe OTPLIBHOrO pa3feria B KOHLUE HamneyaTaHHOro nvcTka-Bknagbiwa, YToobl
MOXHO ObINO YEeTKO pas3gennTb MHOPMauuio ANnd naumMeHTa oT WHopMauuu Ans MeguUMHCKOro paboTHuKa
(OXnn).

3aaBuTenb gomkeH obocHoBaTthb BkModeHne nonHow OXJMN u kak aTo OyaeT caenaHo, a Takke yka3aTb B KOHLE
pononHeHve 6e3 aktuyeckoro nosTopeHuns nonHoro Tekcta OXJIM B nocnegHern pegakumm.

3aaBMTENM OOMKHBI BHUMATENBHO NPOaHanuanpoBaTb HEOOXOAUMOCTb BKMOYEHNSI NOA0OHOM Hay4HOM
WHJOpPMaLuM B yNakoBKy, NpUHUMas

BO BHMMaHWe CBOWCTBa npenapaTa. NHdopmauuio o npenaparte cnegyeTt npeactaBuTb MOEHTUYHBIM 06pa3omM
Ha BCeX A3blkax rocyaapCTB-4reHOB.

MNPUNOXEHWE Ne 17

k TpeboBaHUAM K MHCTPYKLMK

no MeAMLMHCKOMY NPUMEHEHWIO NNeKapCTBEHHOrO Npenapara u obLen
XapaKTepucTmKe fiekapcTBeHHOro npenapaTa ons MeAULMHCKOro NPpUMEHEHNS

NMPABUIA
obecneuyeHuns ynoboumtaeMocTi NMCTKa-BKNaAbIWa U MapKMPOBKU

1. O6wue NonoxeHUs

Jluctok-Bknagpiw (panee - J1B) npegHasHadeH anst nauueHTa (notpebutens). XopoLo COCTaBMEHHbIA N YETKO
n3noxeHHol JIB no3BonsieT MakcumanbHOMY KOMMYEeCTBY Mtodert BOCNONb30BaTbCA 3TOW MHAOPMaUMen, BKoYas
JeTel cTapliero Bo3pacTa, M MOOPOCTKOB, MariorpaMoTHbIX NUL, U MWL, C HapyleHuem 3peHus. Ytobbl avsaiiH
no3Bonsn nerko opueHtnposaTbcs B JIB 1 obecneunBan AOCTYnHOCTb WHdOpMaumu, npu Bblbope OUPMEHHOrO
ctung 1B gonyckaeTcs obpalleHne KOMNaHui K cneumanmcTam no MHPOPMaLMOHHOMY AN3aliHy.

HacTosilee npunoxeHve coaepXmT pekomMeHaaumm, KacarmLwmecs pasnnyHbix acnektos coctaeneHus J1B. OHun
HanpaeneHbl Ha COAENCTBME 3asBUTENSM (AepXaTensm perncTpauMoHHbIX yaocToBepeHun (ganee - [OPY)) B
cobntogeHuun TpeboBaHun EBpasninickoro 3KOHOMUYECKOro Coro3a.

2. Kernb 1 rapHuTtypa wpudTa

CnepyeT BbIbUpaTh rapHUTYpy, KoTopas nerko untaetcs. CTUnmM3oBaHHble rapHUTYpPbI, KOTOPbIe TPYAHO YNTaTb,
ucnonb3oBaTb He criegyeT. BaxHo BbiGpaTh Takyto rapHUTypy wpudTa, B KOTOPOWN Takme cxoxue OykBbl 1 Lmdpsl,
KakK «s1», «11», U «1» MOXHO Nerko oTnnunTb Apyr oT apyra.

Kernb wpudta AomkeH ObiTb Kak MOXHO OOnblWMM, 4TOObI MOMOYb uuTaTento. MuHMManbHbBIM cYMTaeTCH
pasmvep kernmb 8 nT wpudT Times New Roman 6e3 kypcumBa C MEXOYCTPOYHbIMW MHTEpBanamu, paBHbIMW MO
MeHblien Mepe 3 MM (ans JIB, koTopbli OygeT BknagbiBaTbCA B MHAMBUAYanbHYK YNaKOBKY NeKapCTBEHHOro
npenapara).

[nsa BblOEnNeHUs KNIOYEBbLIX CBEAEHWN U COOENCTBUSA OPUEHTUPOBAHWIO B pasgenax TekcTa cneayet
Nonb30BaTbLCA PasNUYHLIMKU pasMepamMu TeKcTa (Hanpumep, B 3arofioBkax).

Ecnun nekapcTBeHHbIN NpenapaT NpuMeHsieTcst Npu 3aboneBaHnsaX, CONPOBOXAAIOLWMNXCH HapyLUEHNEeM 3peHus,
Heo6xoaMMOo ncnonb3oBaTb 6onee KPyMHbIN WpPU@T.



He cnepnyet 3]'I0yI'IOTp66J'I$|Tb ncnosnib3oBaHMemM 3arnaBHbIX 6yKB. Onsa KPYNHbIX 6nokoB TekcTa cnenyet
Mcnonb30BaTb CTPOYHbIE 6yKBbI. Tem He MeHee, UCNONb30BaHMe 3arnaBHbIX 6yKB uenecoo6pa3Ho Aana pacCTtaHOBKU
aKLEHTOB.

He cnepgyet ncnonb3oBaTtb KypCcuB 1 nog4vepkmBaHne, NOCKOJIbKY OHU 3aTpyAHAKT 4YUuTaTento pacrno3HaBaHune
¢opMbl CNOB. OpHako gns YKa3aHuA NNaTUMHCKUX TepMUHOB KypCKUB OOMYCTUM.

3. AnsanH n pacnonoxeHue nHdopmaumum

Mcnonb3oBaHye BLIPOBHEHHOTO MO LUMPUHE TEKCTa, KaK MPaBuio, He JonycKaeTcs.

JormkHbl YeTKO MPOCREeXMBaTLCA MHTepBanbl Mexay cTpokamu. MeXCTpoyHble UHTepBarbl - BaXHbI akTop,
BMMSIOWMNIA HA MOHMMaHWe TekcTa. Mo obwyM npaBmnaMm MeXCTPOYHbIe MHTepBasbl MO BO3MOXHOCTU HE OOSMKHbI
ObITb MeHbLLE YeM MONYTOPHLIN pasmep nHTepBana Mexay byksamu B CTPOKe.

BaxHbIM 9BNSETCA Hanuume KoHTpacTa mexgy TekcToM u doHom. CnepyeT yyuTbiBaTh Takue akTopsbl, Kak
NNoTHOCTb Bymarun, pa3vep, useTt Bymarn n Tekcta. HebonbLION KOHTpacT Mexay TEeKCTOM U (POHOM oTpuuaTensHO
CKasblBaeTCa Ha AOCTYNMHOCTU MHOpMaLun. 3a TEKCTOM He criegyeT nomellatb OHOBbIE M306paXeHUs!, MOCKObKY
OHW MOTYT CHUXaTb YeTKOCTb MH(OPMaLM U 3aTPYAHATL ee NPoYTEHNeE.

dopmart TekcTa C HECKOMbKMMMN KONOHKaMM MOXeT crocobcTBoBaTb 06NerYeHnio OpUeHTUPOBaHUS YMTalOLLEro.
PacctosHne mexay KOonmoHkamu OOSMKHO OblTb AOCTATOMHBIM AN TOro, YTobbl Hagnexawmm obpasom pasgenutb
TeKCT. Ecnn mecTo orpaHudeHo, AN pasfgeneHns TekcTa [AOMyckaeTCs MCnonb3oBaTb BEPTUKANbHYIO FUMHMIO.
Cxoxyto nHopMaumio crnegyeT ykasbiBaTb NocneaoBaTenbHO, YTOObl CTPOKM TEKCTa NErko nepexoaunu ¢ TeKyLlen
KOMOHKN K cnepytowen. Crnegyet paccMoTpeTb BO3MOXHOCTb MCMOMb30BaHUS anbOOMHOM OpueHTauMm TekcTa,
MOCKOMbKY 3TO MOXeT nomodb nauveHtam. Ecnm npeactasneH JIB Ha pasHbix A3blkax, HeEOGXO0AMMO 4YeTKO
pasgennTb A3blkK; MHOpPMaUMS Ha pasHbIX A3blkax A0MKHA ObiTb MOEHTUYHON.

4. 3aronoBku

BaxHbIM 3MeMeHTOM SBMSIOTCS 3arofloBKW, KOTOPbIE MOTMYT MOMOYb MauMeHTaM OPUEHTMPOBATLCH B TEKCTe.
CnepoBatenbHO, NONYXMPHBIA WPUMT 1 (MNn) ApYron LBeT 3arofioBka BblgenseT 3Ty nHdopmaumm. PacctosHue oo
1 nocne 3aronoekoB B JIB gomkHo 6biTb oamMHakoBbIM. [Ina yoobcTBa untatens 3aronoBku 04HOro pasmepa crnegyet
ncnonb3oBaTh NocrneoBaTenbHO (HyMepOoBaHHbIE U HEHYMEPOBaAHHbIE CMMCKK, LBET, OTCTYNbl, rapHUTYypa, pasmep,
W Kernb wpuaTa).

K ncnonb3oBaHuio 60MbLLOrO KONUMYecTBa 3arofloBKOB Pas3HOro pasmepa crieyeT NoAxoauTb C OCTOPOXKHOCTbIO,
MOCKOMbKY MCMNOMb30BaHWE LWpUdTa pasHOro pasmepa 3aTpyLHAET OpUeHTUpOBaHWe duTatens B Tekcte. OpHako
npu HeobXxoOAMMOCTU [OBEAEHWS CIOXHOW MHOpMaUMM MOXET noTpeboBaTbcs Oonbluee KONMUMYECTBO pa3mepoB
TeKcTa 3arofioBKOB.

B kayecTBe WHCTpyMEHTa OPWEHTMPOBAHMSA BO3MOXHO MWCMOMb30BaHWE NWHWUIA, Pasfensiiowmx pasfnuyHble
pasgenbl TekcTa.

B JIB Heobxooumo BkMOUMTb BCe OCHOBHble pasgensl OXJIMN. Bkmwouate B JIB noasaronoBku u
COOTBETCTBYHOLUMIA TEKCT crnegyeT TOMbKO B TOM Criyyae, €Cnv OHU MPUMMEHUMbl AOnsi KOHKPETHOro npenapara.
Hanpumep, npu OTCYTCTBUM MH(POPMaLMN O BCMOMOraTerbHbIX BELIECTBAX C U3BECTHbIM BITUSIHUEM HA OpPraHu3M,
AaHHbI pasgen J1B MoXeT ObITb UCKIOYEH.

5. UBeT neyaTtun

HocTynHocTb MHOpMaLum onpegenseTcs He TONbKO pasmepom LpndTa, KOTOpbIM OHa HanevyaTaHa. CumBonsl
MOXHO HaneyaTaTb B OOHOM WM HECKONbKUX LBETax, YTO MO3BOMSET YEeTKO OTNNYUTL MX OT OCTarnbHOro TeKcTa.
Mcnonb3oBaHne wpudTa pasHOro pasmepa vnuv uBeTa - OAMH M3 cnocoboB MpuAaHUs 3arorioBkaMm Wnv Apyromn
Ba)XkHOWN MHGopMaLMM BornbLUe BblpasuTeNnbHOCTU.

CoyeTaeMoCTb MCMOMb30BaHHbIX LIBETOB BaXKHa TaK Xe, Kak U cam uBeT. Kak npaBuno, TeMHbIN TEKCT AOSHKEH
6bITe HaneyaTaH Ha cBeTnoMm doHe. OfHaKo B HEKOTOPbIX Cryyasix, Hanpumep, AN BblAeNeHUs onpeaeneHHbIX
npeaynpexaeHnin MOXHO MCNoNnb3oBaTb ObpalleHVe LBETOB (CBETIbIA TEKCT Ha TeMHOM dhoHe). B Takmx cnydyasix
HeobXoaMMO TLAaTenNbHO OTCMNEXMBAaTb Ka4eCTBO neyaTtun, NOCKOMNbKY MOXeT noTpeboBaTtbest ucnonb3oBaHve 6onee
KpynHoro pasmepa wpudTa unu BblgerneHne TekcTa NOonyXMpHbIM WwpndToMm. He cnegyeT mcnonb3oBaTb CXoxue
uBeTa Ansa TeKkcTa n hoHa, NOCKONbKY B 3TOM Cryyae CHMxaeTcs pa3bopymBOCTb TEKCTA.

6. CuHTakcuc

HekoTopble nioan UMEIOT MNOXME HABbIKM YTEHUSI UMW MIOXO pa3bupatoTcs B MeAULMHCKMX BOMPOCaXx, No3ToMy
HeO6XO,EWIMO MCNonb30BaTb NPOCTbI€ MNOHATHbIE CllOBa C HebOoNbLLUMM KONMYECTBOM CIIOrOB.

He pekomeHOyeTcsi MCMONb30BaTb ANMHHbIE NPEANOXeHWs. ANuHHOE NpeanoXeHue LenecoobpasHo pas3buTb
Ha 2 npeanoXeHus, 0COBEHHO eCnM OHO COAEPXKUT HOBYHO MHCpOpMaLMIO.

Fpomo3gkmne ab3aubl MOryT BBOAUTbL umTaTenen B 3abnyxaeHue, OCOOEHHO NP MCMONb30BAHWMM OJTMHHBLIX
NpeanoXeHWn nNpu ykasaHUM HexenaTternbHbIX peakuui. bonee noaxopswyM B Takux criyvyasix sIBAseTcs
MCMosib30BaHMe HEHYMEPOBAHHbIX CMMCKOB. 10 BO3MOXHOCTU pekoMeHAYeTCs UCMoNnb3oBaTb He Gonee 5-6 nosvuumit
B CMUCKe.



Mpu ykasaHuM HexenaTernbHbIX peakuuMit 0COOEHHO BaXXHO OMNpefenuTb MOPSAOK WX MEepPeyYUcrieHusi, YToOobI
caenatb MHGOpMauMl Ans NauMeHToB (noTpebuTenert) makcumanbHO nonesHon. C uenbio OOBeAeHus [0
naumeHToB (MOTpebuTenen) ypoBHsS pucka HexenaTterbHbIX peakLmi, Kak NpaBurio,

X PEKOMEHOYETCHA yKasbiBaTb B MOPSOKE YMEHbLUEHUS 4acTOTbl BO3HWKHOBEHUS (HauuHas ¢ Havbonbluewn
4YacToThl).

Mpagauma dactoTbl AomkHa OblTb 00bsicHeHa TakuMm o06pa3oM, 4ToGbl ObINO MOHATHO NauMeHTam
(noTpebutensm), Hanpumep, «OYeHb YacTo - 6onee YeM y 1 naumeHta n3 10». OgHaKO MPU HaNUYMKU CepPbe3HOW
HexxenaTtenbHOW peakuuu, Kotopas TpebyeT NpuHATUS naumeHToMm (notpebuTenem) HEOTNOXHBLIX Mep, ee cnegyet
BblAENUTb N MOMECTUTb B Hayano pasgena J1B, He3aBMCMMO OT ee 4acToThbl. YKasaHne HexenaTenbHbIX peakuuin no
CMCTEMHO-0PraHHbIM Knaccam He PEKOMEHAYETCS, NMOCKOSbKY NauneHTbl (NoTpebuTenu), kKak NnpaBuIo, He 3HaKOMbI C
3TON Knaccudumkaumen.

7. Ctunb

B npeonoxeHusx pekomMeHOyeTCs WCNonb30BaTb aKTUBHBIN (4EWCTBUTENbHBIN) 3anor BMECTO NacCUBHOMO
3anora. Hanpumep:

«nNpuMuTe 2 TabneTkM» BMECTO «OOIMKHO ObITb NPUHATO 2 TabneTkny;

«Bbl [JOIKHBI...» BMECTO «HE0OX0AUMO...».

Mpu ykasaHun nauueHTam O NpPeArnpUHMMaeMbiX OENCTBUSX HEOOXOAUMO yKasbiBaTb MX npuumHy. CHavana
Heo6XxoAMMO AaTb UHCTPYKLMK, 3aTeM X 0OOCHOBaHME, HaNpUMep: «ecnu y Bac actMma, cobnioante 0CTOPOXHOCTb
npv NpumeHeHun npenapara X, MOCKOMbKY OH MOXET BbI3BaTb NPUCTYM».

BmecTo NnoBTOpPEHUs TOProBOro HaMMeHOBaHWA NpenapaTa cneayeT ykasblBaTb «npenapar, AaHHbIA npenapaTt»
W T. 4., €CMN U3 KOHTEKCTa NMOHATHO, YTO MMEHHO OH UMEEeTCH B Buay.

Mo BO3MOXHOCTM He cneadyeT ucnonb3oBaTb abbpesBnaTtypbl U cokpalleHus. Mpu nepBom ynoM1UHaHWM B TEKCTE
MX Heobxooumo MOrHOCTbIO paclmdpoBaTe. CnegyeT usberatb WMCMONb30BaHWA MaTeMaTUYECKUX CUMBOIIOB
(Hanpumep, > nnu <), eCnNy OHX NII0X0 NOHUMAEMBI.

MeouuvHckMe TepMuHbl CrielyeT NEepeBecTU Ha MOHATHBIM nauueHTam A3blk. Heobxogmmo cobnocTtu
NPeeMCcTBEHHOCTb OOBSICHEHUA TEPMMHOB, MPUBOAA CHadana HenpodeccuoHanbHoe onucaHve, a 3aTeM
COOTBETCTBYHOLLUMIA MeaMUMHCKM  TepMuH. B nocnegyiowem, no Bcemy TekcTy JIB ana  [ocTukeHus
yaobounTaeMocTn SonyckaeTcs ucnonb3oBaTb Hanbonee noaxogawni U3 TepMUHOB (HENpodeccuoHanbHbIN Un
MeguumuHckmi). Heobxogmmo y6eamTtbcs, 4TO  uMcnonb3yemasi TepMuHonorns opmMupyeT HaCTOPOXEHHOEe
OTHOLLUEHME 4uTaTens KO BCEW BaXHOW ANS Hero uHdopMauuM W nNpeacTaBnseT [OCTaTOYHO noApo6Hyto
WHJOPMaLUIO O TOM, KaK pacrno3HaTb BO3MOXHbIE HeXenaTernbHble PeakLnn 1 NPUHATL HEOOXoANMbIE MepbI.

8. Bymara

Bymara gomkHa ObITb 4OCTAaTOYHO MIIOTHOW, YTOObLI CHU3UTL NPO3PaYHOCTb, 3aTPYAHAIOLLYIO YTeHNe, 0COGEHHO
npu HebonbLwom pa3mepe wpndTa. MMaHueBaa 6ymara oTpaxaeT CBET, U TEM CaMbIM 3aTPyAHSAET YTeHNe, N03TOMy
pekomeHayeTCst UCNonNb30BaTh MaToByto Gymary.

Heobxoanmo y6eauntbcs, 4Tto npu crubanmu J1IB n3nom He cHmxaeT yaobountaemocTs MHOpMaLm.

9. Ucnonb3oBaHWe CUMBOJIOB U MUKTOrPaMM

[HonyckaeTca mcnonb3oBaHWe M3o06pakeHun, NUKTOrpaMM U Apyrmx rpaduyveckmx 3remMeHTOB, OOBACHSAOLLIMX
CMbICI MH(POPMAaLMN, OAHAKO OHW HE AOIMKHbI HOCUTbL peKnaMHbli xapaktep. CMMBOMbI U NMUKTOrpamMmmbl MOryT ObITb
nonesHbl, €Cnn 3HayYeHue CUMBONA MOHATHO, a pasmep rpaduyeckoro anemeHta ypobountaem. Mx crepyet
MCMNonb3oBaTh NUWb ANS YNyYLWEHUS OpUeHTauun, NOSICHEHUS UMW BblOENEHUs OnpefeneHHbIX acnekToB TeKkcTa,
OHW He AOKHbl 3aMeHsATb TekcT. MoxeT noTpeboBaTbCsA NOATBEPXAEHNE, ODOCHOBLIBAIOLLEE, YTO MX 3HAaYeHue B
LilefloM XOpOLLO NOHMMaeMo, He BBOAMT B 3abnyxaeHne n He comBaeT C Tonky notpebutens. Mpu HamMuum Kakmx-
nMBO COMHEHWI OTHOCWUTENbHO 3HAYeHWs OnpederneHHON MWKTOrpaMMbl, OHa MPU3HAETCH HenoaxXoAsiLLei.
Heobxogumo cobniogaTtb 0cobyto OCTOPOXHOCTb MPU NEepeHoce M UCMONb30BaHWN CUMBOMOB B APYIMX SI3bIKOBbIX
Bepcusx J1B, nockonbky MOxeT noTpeboBaTbCs JOMNOMHUTENBHOE TECTUPOBAHNE NnoTpebutenen.

10. JononHuTenbHbIe cBeaeHUs

10.1. ACcCOpTMMEHT npenapara.

Heobxoommo, kak mpaBuio, COCTaBnsATb OTAenbHbI JIB Ha Kaxayr [03MPOBKY U NeKapCTBEHHYH opmy
nekapctBeHHoro npenaparta. OpHako rocygapcTBa-yrieHbl MOryT B WHAOMBMAYaNbHOM MOPSAKE pas3peLunTb
ncnonb3oBaHue eauHbix JIB Ans pasnuyHbiX A03MPOBOK U (Mnn) nekapCTBeHHbIX opm (Hanpumep, TabneTok u
Kancyrn), ecnv JOCTUXeHNe pekoMeHayeMow A03bl TpebyeT KOMOMHNPOBaHNSA pasnMYHbIX A03MPOBOK UMK ecnv A03a
B 3aBMCUMOCTM OT KIMHMYECKOro OTBETA KaXAbIN AEHb MEHsIeTCS.

B03MOXHbI NPOCTbIE CCbINKU Ha ApyrMe A03UPOBKM U NIEKapCTBEHHbIE hOPMbI TOrO XXe npernaparta, ecrnv OHu
HeobxoauMbl Ans Tepanuu. Hanpumep, HegonycTuMa cebinka Ha Apyryto 403UpPOBKY Ui ccebinka B J1IB Ha TabneTky,
He MoAXoasLyl0 Ans NPUMEHEHUs Yy AeTeW, Ha Hanumuve pacTBopa ANs NpUMeEMa BHYTPb, NpefHa3Ha4YeHHOro Ans
npvema geTbMu.

10.2. MNpenapartbl, BBOAUMbIE MEAULIMHCKAM PabOTHWUKOM UM NPUMEHSIEMbIE B YCIOBUSAX CTaLuoHapa.



B koHue JIB npenapaTa, BBOAMMOrO MeOUUMHCKAM pabOTHMKOM, MOXHO npuBecTn cBegeHuss us OXIM
(Hanpumep, cBeAEHUS MO MPUrOTOBIEHUIO Y NMPUMEHEHNIO), B BUAE OTPbLIBHOW YacTu, oTaensiemon o nepegayv J1B
naumeHTy. B kauecTBe anbTepHAaTMBHOrO BapmaHTa B nayvky BMecTte ¢ JIB MOXHO BroxuTb nonHyto OXJIM.

[ns npenapaToB, ynakoBka KOTOPbIX NpegHasHayeHa ANA WMCMoNb30BaHUSA B cTauuoHape (T. €. ynakoBka
copepxuT Gornee 1 cnakoHa), Mo 3anpocy crnegyeT NpefocTaBnsATb AononHuTenbHble JIB (B gononHeHne K
BNOXeHHOMY B nayky J1B), uTobbl o6ecneumnTb Kaxaoro naumeHTa, nony4varoLero npenapar, NofHon nHdopmMaumen.

11. Wa6noHsb! J1IB

Bocnonb3oBaBWNCL MNPeACTaBneHHbIMW B NpunoxeHmsax Ne 4 un 5 k TpeboBaHMSAM K WHCTPYKLMM MO
MEeLMLMHCKOMY NMPUMEHEHUIO NEeKapCTBEHHbLIX MpenapaToB U 00LeN xapaKTepucTuke NeKkapCTBEHHbIX MpenapaToB
ANA MeauUMHCKOro MpUMEeHeHus LWabnoHamu, AepxaTenu perucTpaumoHHbIX YyAOCTOBEPEHUA AOMKHbI CBepcTaTb
OKOHYaTenbHbIN TEKCT B COOTBETCTBYHOLLUME MOMHOLUBETHbIE MakeTbl unu obpasubl JIB. lNMpu atom 3assutensm
cnegyet yuuTbiBaTb, YTO UCMOMNb30BaHMe 3Toro wabnoHa camo no cebe HegocTaTouHO, 1 NoTpebyeTcsa NnposBeaeHne
KOHCyNbTauuM C UeneBbiMM rpynnamMuM MauMeHTOB, WCMONb3yd MNONMHOUBETHbIN MakeT wunu obpasey JIB B
COOTBETCTBUM C npunoxeHnem Ne 3 Kk TpeboBaHUAM K MHCTPYKLMM MO MEAULMHCKOMY NMPUMEHEHNIO NEeKapCTBEHHbIX
npenapaToB 1 00LLEN XapaKTepUCTUKE NeKapCTBEHHbIX NpenapaToB Ans MeOULUHCKOrO NPUMEHEHMS.

MNPUNOXEHWE Ne 18

K Tpe6OBaHUAM K MHCTPYKLIMM
Nno MeANLMHCKOMY NMPYMEHEHUIO NTEKapCTBEHHOMO NpenapaTa u obLen
XapaKTepuctuke nekapCTtBeHHOro npenapara gnda MmeaununHCKoro npuMeHeHuns

KPUTEPUUN
KayecTBa NMCTKa-BKnaablwwa

[NokasaTenb Bann

NHaukaTopbl, XapakTepuaytoLne npoLecc

1. MoaTeepxaeHne NpuBreYeHns K paspaboTke NaunMeHToB:

€CTb NOATBEpPXAeHVEe 1
HeT noagTBepXaeHna 0
2. MNoaTBEPKAEHME TOMO, YTO Y4TEHBI NOTPEOHOCTM 0COOLIX rpyNn NaLUEHTOB:

o6cyxageHne B 0CoObIX rpynnax npoBoannoch 1
o6cyxgeHne B 0cobbIX rpynnax He MpoBOANIOCH 0
3. MNMonb3oBaTenbCckoe TECTMPOBAHUE NPOBEAEHO (COKpaLLEHO):

na 1
HeT 0
NHavkaTopbl, XapaKkTepuayloLwme IMCTOK-BKNaabiw

A. OueHka nogayv matepuana: yaob04MTaemMocTb TEKCTA U NErkocTb HaBuraumum

A1. BbiGop wpudTa, Kernb 1 rapHuTypa

YeTKMN 1 yaobounTaembln TEKCT 1
nobble 3aTpyaHEHNS NPU MPOYTEHUU 0
A2. Vcnonb3oBaHue npu oopMreHny TeKCTa 3arnaBHbIX OYKB, KypcuBa, NOAYEPKMBAHNS, PAMOK U T.

a.

OTCYTCTBME HEHaanexallero UcrnonbL30BaHns 1
noboe HeHaanexallee Ucnosib3oBaHNE Takoro ohopmeHust 0
A3. KoHTpacT mexay TekCToMm 1 oOHOM, LUBeT

XOPOLUNIA KOHTpacT 1
NJ0XOW LIBETOBOW KOHTPACT 0
A4. dopmaTUpoBaHME N MEXCTPOUYHLIN MHTEPBAI

Hagnexaliee NCrnonb30BaHNe NHTepPBanos 1

YNNOTHEHHbIN TEKCT 0

A5. Vcnonb3oBaHue KONoHOK, 060CHOBaHWE 1 ANvHa CTPOK, NPeAnoXeHui 1 ab3ales

HeT cryyaeB HeHagnexallero npuMeHeHns 1
Hanu4yme xoTa Obl OHOro Cryvyas HeHagnexallero NpyMeHeHUs 0
AB. Vicnonb3oBaHue 3aronoBKoB

ncnonb3oBaHWe NoA3arofoBKOB (AOMOMNHUTENBHBIA BOHYCHBIN Bann 3a YeTKOe U OCMbICIIEHHOE 1
MCnosb30BaHWe 3arofioBKOB, CMOCODOCTBYIOLMX HAaBUraLumm)

MCMNONb30BaHVe TONMbKO OCHOBHbIX 3arofioBKOB LWabrioHa NncTka-BKiagpiia 0
A7. Vicnonb3oBaHue CMMBOJIOB U N306paXkeHnin

Hapnexatiee ncnonHeHve (GONonHUTENbHbIN BOHYCHbIV 6anmn, ecnu UMeeTcst Haanexallee 1

obocHoBaHUe nx NPUMEHEHUS NN NPU HANNYUK YETKUX rpadonyeckmx VIHCprKLI,VIVI no ﬂpMMeHeHI/I}O)

HeHagnexawlee ucnonHeHve 6e3 yyerta noTpebHOCTEN NaUMEHTOB 0




B. OueHka cogepxmmoros

B1. YkasaHusi UICTOYHUKOB AOMOJTHUTENBbHOW MHpOpMaLmu:

Hanu4mne Ccbinok; 1

OTCYTCTBUE CChIJIOK. 0

b2. YkazaHue Ha Hanu4ne ansTepHaTUBHbLIX OPMaTOB:

Hanuyne ykasaHug, 1

OTCYTCTBME yKa3aHus. 0

b3. Micnonb3oBaHWe NOHATHbLIX TEPMUHOB BMECTO MEANLIMHCKON TEPMUHONOTUN:

NPEeNMyLLECTBEHHO NOHATHbLIE NPOCTLIM JIIOASM TEPMUHBI; 1

COXpaHeHe MeaULIMHCKOW TEPMUHONOTU. 0

b4. BkntoveHne 3aronoBKoB:

Hanuyune 3arofioBKOB; 1

OTCYTCTBME 3arofilOBKOB. 0

b5. BkntovyeHne cBegeHui 0 nosnb3e:

Hagnexaiime CBeeHns 0 NoSib3e; 1

OTCYTCTBME CBEEHUN O NOSb3E. 0

B6. 'pynnupoBka HexenaTenbHbIX peakuni:

yKasaHue nopsifika HexernaTernbHbIX peakuui, Koraa HexxenarternbHble peakumm cneayoT nepsbiMu 1

(mononHuTenbHbIM GOHYCHBIM 6ann 3a BblAeNeHUE KIYEBbIX HEXenaTenbHbIX peakuni, TpebyoLmx

NPUHATUS Mep);

NofiHOE OTCYTCTBUE rpajaummn HexenartenbHbIX peakuui; 0

HENCNOMNb30BaHNE CUCTEMHO-OPraHHbIX KIacCoB. 0

b57. BkntoveHve v npefcraBneHme YactoTbl BO3HUKHOBEHUS HeXenaTesbHbIX peakumm:

yKasaHue 4acToTbl; 1

OTCYTCTBME YKa3aHWs YacTOTbl U OTCYTCTBME O6BbACHEHMS rpafaLmmn YacToThl. 0
NUTOlO:

MpumeyaHue. Bannel npucyxgawTca crnegylowum obpasom: nnoxas npaktvka - 0 6annos, npuemnemas - 1
6ann, B criydae Hagnexallen npakTMkyi no nobomy Kputepuio HaumcnsieTcst 4o 3 GoHyCHbIx 6annoB (MakcumarnbsHO
TONbKO 3a 1 KpUTEPUIA) AONOMHUTENBHO.

MakcrMManbHbIN cHeT no oueHke nokasatenewn - 20 6annos (10 6annoe 3a nogayy matepuana u 10 6annos 3a
cofepxanue).

UHaukaTopbl, xapakTepu3sylowme pesynbTar.

HaueneHHocTb Ha cobrniogeHune - MHOPMUPOBaHHbIE AENCTBUS NPY NPUMEHEHNW NpenapaTta B COOTBETCTBUM C
PEXMMOM J03UPOBaHNS U NPY HEOOXOAMMOCTU MPUHATUS MepP AN MUHMMMW3ALIMN PUCKOB.

CypporaTHble Mepbl:

coo06LLEeHMEe O HeXenaTernbHbIX NTEKAPCTBEHHbIX PEaKLUAX BCNEACTBME HENPABUITBHOIO NPUMEHEHNS;

CBE[IEHVsl, MONyYeHHble MO pesynbTataM WCCNedoBaHWi [OCTYMHOCTY WM MPUMEHEHWS!, BKIOYasl CBEOEHVs] O
Has3HayeHuK, Nyonukyemble YNOrHOMOYEHHBIMU OpraHamu rocyaapCTB - UNEHOB EBpPasvinckoro SKOHOMUYECKOrO COH3a;
onybrnnKoBaHHble NCCnenoBaHust (B NEPUOANYECKON Hay4HOWM neYaTn u T. n.);

nony4yeHne ogo0bpeHnst OT yNOMHOMOYEHHbBIX OPraHOB rOCYAapPCTB-YNEHOB (MPY HaNn4un);

Xanobbl OOLECTBEHHOCTM N MEOULUHCKMX PabOTHMKOB B YMONMHOMOYEHHbIE OpraHbl rocygapcTB-ynieHoB 00
OTAENbHbIX NUCTaB-BKNaabILLax;

Mepbl, NpYHUMaeMble KOMMaHWeRn, Hanpumep, NpeacTaBneHne OOMONHUTENbHBIX CBEAEHWUN, ropsumne TenedoHHbIe
TMHUK, BOMpOChI NoTpebutenen n T. 4.;

KOMMEHTapu1M OT OpraHu3auui NauueHToB, MEAVMLMHCKUX paboTHUMKOB WM 0OOLLECTBEHHOCTM, Kacarolimecs
OTOENbHbIX KaTErOpUIN B paMKax MNnaHUpOBaHUA NepecMoTpa KaTeropum.




