PeweHune CoBeTa EBpasuiickoint akoHoMuyeckon kommccum ot 3 Hosi6ps 2016 roaa Ne 76
06 yTBepxaeHun TpebGoBaHMIN K MAPKUPOBKE JIEKAPCTBEHHbIX CPEeACTB AJsl MEAULIMHCKOTO NPUMEHEHUSA
M BeTepUHapHbIX JIeKapCTBEHHbIX CPeACcTB
(r. AcTaHa)

B cootBeTcTBMM co cTaTbamu 30 1 56 [loroBopa o EBpasuiickom akoHoMmmnyeckom cotose oT 29 mas 2014 roaa,
nyHkTom 14 npunoxenns Ne 12 k [lorosopy o EBpasuiickom akoHoMmuyeckom cotose oT 29 mas 2014 roga, ctatben 8
CornalweHmsa 0 eauHbIX MpUHLMNax v npasunax obpalleHus nekapcTBEeHHbIX CpeAcTB B pamkax Espasumckoro
3KOHOMUYecKoro cotoda ot 23 aekabpsa 2014 ropa, nyHktamu 57 n 97 npunoxeHua Ne 1 k PermameHTy paboThbl
EBpa3ninckon 3KOHOMUYECKOW KoMMccuu, yTBepxaeHHomy PeweHvem Bebiclwiero EBpasniickoro 3KOHOMWYECKOro
coBeTa oT 23 gekabpsa 2014 r. Ne 98, un PeweHvem Boicwero EBpa3niickoro akoHoMMYeckoro coeTta oT 23 aekabpsi
2014 r. Ne 108 «O peanusauum CornaweHus 0 efuHbIX NpuHUMNax u npaBunax obpalleHust NeKapCTBEHHbIX
cpeacTB B pamkax EBpasuiickoro akoHommyeckoro cotoza» CoseT EBpasuiickon 3kOHOMUYECKOM KOMUCCUWN PeLLn;

1. YTtBepauTb npunaraemble TpeboBaHWS K MapKMpOBKE NeKapCTBEHHbIX CPEeACTB ANd MeAULMHCKOro
NPUMEHEHNS N BETEPUHAPHBIX NEKapCTBEHHbIX CPEACTB (aanee - TpeboBaHMs K MapknpoBKe).

2. Hactosiwee PeweHne BcTynaet B cuny no uctedeHnn 10 kaneHgapHbIX AHEW C AaTbl BCTYNMEHUS B CUMy
[MpoTokona, noanucaHHoro 2 aekabpsa 2015 roga, o npucoeguHeHun Pecny6nuvkn Apmenus k CornailleHuio o
eaVHbIX MpuHUMNax 1 npasunax obpalleHns nekapcTBeHHbIX CPeAcTB B pamkax EBpasuickoro 3KOHOMWUYECKOro
coto3a oT 23 gekabps 2014 roga, HO He paHee 4eM Mo ucteveHun 10 kaneHgapHbIX AHEN ¢ AaTtbl ouuManbHOro
onybnukoBaHua HacTosiero PelleHus, 3a WCKIOYEHWEM MNOMOXEHWUN YTBEepPXAEHHbIX HacToAawuMm PelueHnem
TpeboBaHWI K MapKMpOBKe, KacaloWMXCH MapKUpPOBKM BeTEepUHApHbIX NeKapCTBEHHbIX cpeAcTB. [lonoxeHus
TpeboBaHWIN K MapKMPOBKeE, KacalLMecs MapKMPOBKN BETEPUHAPHbBIX NEKApCTBEHHbIX CPEACTB, BCTYNaT B CUMY C
AaTtbl BCTYNNEeHUs B Cwuily nNpaBwun  perynupoBaHusa obpalleHns BeTepuHapHbIX NEeKapCTBEHHbIX CpPeacTs,
yTBepxxaaembix CoBeToM EBpasmmnckon 9KOHOMMUYECKON KOMUCCUN, B COOTBETCTBUM C NYHKTOM 57 npunoxeHus Ne 1 k
PernameHty paboTtbl EBpa3uiickori SKOHOMUYECKOW KOMUCCUK, yTBepxaeHHomy PelueHnem Beicwero EBpasuickoro
3KoHOoMM4Yeckoro coBeTa oT 23 aekabpsi 2014 r. Ne 98.

YneHbl CoBeTa EBpa3sMmnckon aIKOHOMUYECKON KOMUCCUMN:

Ot Pecny6nuku Ot Pecny6nukun Ot Pecny6nukun OT Kbipreizckomn Ot Poccuickon
ApmeHus Benapycb KazaxcTtaH Pecnybnukn ®depepauum
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YTBEP>XXEHbI

Pewennem CoBeTta

EBpasnimnckomn 3KOHOMUYECKOM KOMUCCUN
oT 3 Hos6ps1 2016 1. Ne 76

TPEBOBAHUA
K MapKUpoBKe nekapcTtBeHHbIX cpeaAcTB And MeAUUMHCKOro npuMmeHeHns u BeTepnHapHbIX NNeKapCTBeHHbIX
cpeacTs

|. O6LKre nonoxeHus

1. Hactoawue TpeboBaHWA ycCTaHaBnMBalOT MpaBuna MapKMPOBKW, Pa3MELLEHHOW Ha  ynakoBKax
neKapCTBEHHbIX CPEeACTB AN MEAMLMHCKOrO MpUMEHeHWs (Janee - fiekapcTBeHHble CpeAcTBa) U BETepPUHapHbIX
NneKkapcTBEHHbIX CpeacTB (OQanee - BeTepuHapHble CpeacTBa), BbiMyckaembix B obpalleHune Ha obliem pbiHke
nekapcTBEHHbIX CpeacTB B pamkax EBpasuiickoro akoHommnyeckoro cotosa (ganee - Cotos).

2. MapkunpoBka nekapCTBeHHbIX CPeACTB (BETEPUHAPHbLIX CPeACcTB) HAHOCUTCH Ha YNakoBKY Ha PYCCKOM S3blke U
npu HanmuMuun cooTBeTCTBYOWNX TpeboBaHWW B 3akoHoAaTenbCTBE rOcyAapcTB - uyneHoB Coto3a (panee -
rocyAapcTBa-yneHbl) Ha rocyaapCTBEHHOM si3blke (FOCyAapCTBEHHbIX £i3blkax) rocygapcrea-yuneHa, Ha TeppuTopun
KOTOPOro peanusyloTcs fekapcTBeHHbIe CPeAcTBa (BeTepuHapHble CpeacTaa).

[ononHuTtenbHoe uWCNoOnNb3oBaHWE [Apyrux A3bIKOB [JOMycKaeTcs npu  YCrMoBMU MOSMHON  WUAEHTUYHOCTU
MHopMaL K.

MapkupoBka nekapCTBEHHbIX CpefcTB (BeTepUHapHbIX CpeacTB) He AO0MMKHA NPOTUBOPEYUTb UMM MCKaXaTb
cBefeHus], cogepxalynecs B JOKYMEHTaxX perncTpaumoHHOro AOChEe, Y HOCUTb PEKIaMHbIA XxapakTep.

3. MapkupoBka nekapCTBEHHbIX CPeACTB (BeTepuHapHbIX CPeAacTB) pJofkHa ObiTb  nerkoyntaemon,
yaoboynTaemon, NOHATHOM W OOCTOBEPHOM M He BBOAWTL B 3abnyxgeHue notpebutenen (npuvobpeTtaTenen)
nekapCTBEHHOro npenapaTa u BeTepuHapHOro fiekapCcTBEHHOro npenapara (4anee - BeTepuHapHbIi npenapar).

4. Onsa uenen HacToAWwmX TpeboBaHWI NCNONB3YITCS NOHATUSA, KOTOPblE 03HAYAIOT CriegyoLlee:

«BTOpMYHaa (noTpebuTenbckas) ynakoBka» - YNakoBka, B KOTOPY MOMeLLaeTcs JleKapCTBEHHbIN npenapat
(BeTepuHapHbIl NnpenapaT) B NEPBUYHON UM NPOMEXYTOYHOW YNakoBKe Ansa peanusaummn notpebutento;

«MapkvpoBKka» - WHgOpMaumMs, HaHeCeHHas Ha YNakoBKy INeKapCTBEHHOro cpeactsa (BeTepuHapHOro
cpeacrtea);

«MepBUYHas (BHYTPEHHSIA) ynakoBKa» - yrnakoBKa, HemnocpeACTBEHHO COMpMKacarowwascs C NeKkapCTBEHHbIM
CcpeacTBoM (BeTepuMHapHbIM CPEACTBOM);

«MPOMEXYTOYHAs ynakoBKa» - ynakoBka, B KOTOPY MOXeT ObiTb MOMELLeHa nepBuYHas ynakoBKa C Lenbio
AOMONHMTENBHON 3aLLMThbl NEKapCTBEHHOro npenapaTa (BeTepuHapHOro npenapara) unm ncxogs M3 ocobeHHocTewn
NPUMEHeHNs NekapCcTBEHHOro npenapaTa (BeTepnHapHoro npenaparay);

«ynakoBka» - mMaTepuan unu ycTpoWCTBO, rapaHTUpYlOLLee COXpPaHeHWe KayecTBa feKapCTBEHHOTO CPeAcTBa
(BeTepuHapHOro cpeAcTsa) Ha NPOTSXEHUN YCTAHOBIIEHHOrO CpoKa roAHOCTY (xpaHeHus), obecneumnBatoLLee 3aLumTy
NeKapcTBEHHOro cpeacTBa (BeTepMHApHOro CpeacTBa) OT MOBPEXAEHWM M MOTepb, a Takke npepoxpaHsiollee
OKpY>XXaloLLyo cpefly OT 3arpsi3HeHui;

«sIYENKoBas KOHTypHasi ynakoBka (6nucTep)» - rmbkast ynakoBka C nekapCTBEHHbIM CPeACTBOM (BETEpPUHapPHbIM
CcpeacTBoM) B OTCHOPMOBAHHBIX SYENKax, U3 KOTOPbIX IeKapCTBEHHOE CPeAcTBO (BeTepuHapHOe CpPeacTBO)
n3BnekaeTcs NyTem Bbl4aBNvBaHUS.

WHble MOHATMS MCNOMb3YOTCA B 3HAYEHUSIX, OMpeAeneHHbIX MeXOyHapoAHbIMW [OroBOpaMu W akramw,
cocTasnsowmmm npaso Cotosa.

TpeboBaHns Kk obpasuam W MakeTam YNakoBOK YCTAHOBMEHbl MpaBunaMu perucTpaumMm n 3KCnepTusbl
NeKapCTBEHHbIX CpeacTB Ans  MEeAVMUMHCKOro MPUMEHEHUs, yTBepXaaeMbiMu EBpasvMncKon 3KOHOMUYECKON
komuccuen (ganee - Komuccms).

Il. O6wue TpeboBaHUSA K MAPKUPOBKE

5. Ha nepBuyHOM (BHYTpeHHeW) ynakoBke (Oanee - MNepBUYHAs YMakoBKa) IleKapCTBEHHOro npenapara
(BeTepuHapHoro npenapata) (3a WCKMHOYEHMEM IEKAPCTBEHHOrO Mpenaparta (BeTepuMHapHOro npenapara),
npeacraensowero cobor gacoBaHHOE IEeKapCTBEHHOE pacTUTENbHOE Chipbe) YKa3biBaeTCs crneayrollas
UHOpMaLus:

a) TOproBoe HaMMeHOBaHWE NIeKAapCTBEHHOrO npenapara (BeTepMHapPHOro npenapaTta);

0) mMexayHapogHoe HenaTeHTOBaHHOe HaumeHoBaHve (ganee - MHH) (npu Hanuumm) vnn obwenpuHaToe
(rpynnupoBOYHOE) HAUMEHOBAHME;

B) NnekapcTBeHHas opma;

r) 4O3upoBKa W (MnM) aKTUBHOCTb W (MNM) KOHUEHTpauus (ecrnv npuMeHMMO) akTMBHOM dapmMaLueBTUYeCcKon
cybcTaHUMK (aKTUBHBIX (hapmaLeBTUYeCKMX cybcTaHuuiA);

[) KOnnM4ecTBO NeKapCTBEHHOTO npenapara (BeTepMHapHOro npenapara) B yNakoBKe;

€) NyTb BBEAEHUS;

X) HavMeHOBaHWe WM MOroTUM AepXaTens PerncTpauMoHHOro YAOCTOBEPEHWS unu npoussoauTens (npu
HeoOX0AMMOCTM) NEKApPCTBEHHOIO npenapaTta (HaMMeHOBaHUE WnW JNoroTvun npaBoobragatensi perMcTpaunuoHHOro
YOCTOBEPEHNS BETEPUHAPHOIO Npenapara);

3) HOMep cepuu;



W) gaTa UCTeYeHMs1 CpoKa roaHOCTM («FOAeH J0...»).

6. Ha nepBuM4YHOI yrnakoBKe B BUAe S4ENKOBOW KOHTYPHOWM ynakoBku (bnnctepa) (ganee - s4erikoBas ynakoBka),
KOTOPYIO MOMELLAT BO BTOPUYHYHO (NOTPEOUTENbCKYID) YyNakoBKy (4anee - BTOpUMYHAs ynakoBka), 4OMycKaeTcsa He
yKkasblBaTb MHOPMaLWIO, MPeAYCMOTPEHHYO NOAMNYHKTaMU «B» 1 «A» NyHKTa 5 HacToAwmx TpeboBaHuA.

7. Ha nepBuYHOiA ynakoBke HeGOMbLUMX pa3mMepoB (obLias nnowaab TeKCToBOro nonst He Gonee 10 cm?), Ha
KOTOPOW HEBO3MOXHO pas3MecTUTb BCHO Heobxoaummyko mHopMaumio, OoMycKaeTcs He ykasblBaTb MHGOpMaLMio,
npeayCcMOTPEHHYH0 NOANYHKTaMU «B», «B» U «K» NYHKTa 5 HacToawmx TpeboBaHu.

8. Ha BTOpunyHOM ynakoBke, a Mpu ee OTCYTCTBUM - Ha NEPBMYHON YyMakoOBKE neKapCTBEHHOro npenapara
(BeTepuHapHoro npenaparta) ykasblBaeTcs criegyowasa nipopmaums:

a) ToproBoe HauMeHoBaHWe NIeKapCTBEHHOTO Npenaparta (BeTepyMHapHOro npenapara);

6) MHH (npu Hanuuun) nnu obwenpuHaToe (rpynnMpoBOYHOE) HAMMEHOBAHWE;

B) HauUMEHOBaHWA [JepXaTens perMcTpauuoHHOro YAOCTOBEPEHUS W MPOWM3BOAMTENSA  NEKapCTBEHHOrO
npenapata (HaMMeHoBaHus npaBoobnagaTens  PerncTpauMoHHOrO  YAOCTOBEPEHMS U MpOU3BOAUTENS
BeTEepUHapHoro npenapara);

r) agpec gepxaTens perucTpaumoHHOro yaocTOBEPEHUS U NPpOU3BOAUTENS NekapCcTBEHHOro npenapaTta (agpec
npasoobnagaTens perncTpaumMoHHOro y4oCTOBEPEHMS U NPOM3BOANTENS BETEPMHAPHOIO Npenapara);

A) nekapcTBeHHas opma;

€) 0O3MPOBKa, U (MMK) aKTUBHOCTb, U (UNN) KOHUEHTPALMUA (€Crnv NpMMEHVMMO) akTUBHOW hapmaLeBTU4ECKON
cybcTaHUMm (akTUBHbIX (hapmaLeBTUYeCcKMX cybcTaHuuin);

) KONMYECTBO NeKapCTBEHHOTO Npenapara (BeTepyvHapHOro npenapara) B ynakoBKe;

3) MHOPMAaLMS O COCTaBe NeKkapCTBEHHOrO npenapaTa (BeTepnHapHOro npenapara);

n) HoMep cepuu;

K) AaTa Npou3BOACTBA;

) gata UCTeYEHUs CPOKa rogHOCTM («rogeH Jo...»);

M) YCMOBUWS XpaHEHUs U Npu HeoBxoAUMOCTM YCIOBUSA TPAHCNOPTUPOBKY;

H) NyTb BBEAEHUS;

0) YCINoBWsi OTNYCKa;

n) NnpegynpeauTenbHble HAANUCK;

p) perMcTpaumoHHbI HOMep (A4S BeTepUHapPHbIX NpenapaTos).

9. [ina npenapaTtoB., BbINyCKAaEMbIX KaK C KOHCEPBaHTOM, Tak U 6e3 KoHCepBaHTa, Npu BbiNycke Npoaykuun 6es
KOHCepBaHTa nocne nepevyHs BCMoMoraTernbHbIX BELIeCTB Ha BTOPWMYHOW YyMakoBKe ykasblBaeTCs cregyloas
uHopMauus: «He cogepxmT KOHCepBaHTay.

10. MNMpomexyTovHasa ynakoBka, He no3sonstLlasi 6e3 HapyLleHWs ee LenoCTHOCTM NpoYecTb MHpopMaLumio Ha
NnepBUYHON yNakoBKe, Kak MMHUMYM JOKHA NOBTOPSATb MHOPMALIMIO, YKa3aHHYH0 Ha NEPBUYHOW YNaKoBKe.

11. Ha ynakoBke aKkTMBHbIX hapMaueBTUYECKUX CybCTaHUMI yKa3biBaeTCcs crieaytoLas MHpopMauus:

a) ToproBoe HauMmeHoBaHWe aKTMBHOW hapMaLeBTUYECKoW cybcTaHLuum (Mpu Hanuuum);

6) MHH unu obwenpuHaToe (rpynnMpoBOYHOE) HAMMEHOBaHUE;

B) HAUMEHOBaHVeE 1 agpec NPOU3BOANTENS aKTUBHOM hapmaLieBTUYEeCKON cybcTaHumy;

r) HoMep cepuu;

[) oaTa Npou3BOACTBa;

€) KONMYeCTBO aKTUBHOM hapMaLeBTUYECKON CybCTaHUMN B yNaKoBKe;

X) AaTa NCTEYEHMS CPOKa roAHOCTM («rofeH A0...») UMK, eCnn NpegyCMOTPEHO, AaTa NOBTOPHOIO UCMbITaHUS;

3) YCINOBWSI XPaHEHUS;

1) HasHaveHwe.

12. ina KoMnnekTa (nekapcTBeHHbIN NpenapaT (BeTepuvHapHbIi NpenapaT) ¢ pactBoputenem (pa3basutenem))
unn Habopa (komnnekta u3 2 n 6onee nekapcTBEHHbIX NpenapaTtoB (BETepWHApPHbIX NpenapaToB)) HA BTOPUYHON
yrnakoBKe AOMNOMHUTENBHO yKasblBaeTCs cneayolas nHdopmaums:

a) cBedeHns 0 KOMMOHeHTax komnnekTa (Habopa):

HanMeHOBaHWNsi KOMMOHEHTOB;

[O3MpOBKa U (UNWN) aKTMBHOCTb, U (UNWN) KOHUEHTpauus (ecnv NMpUMMEHVMMO) aKTUBHOW dapmMaueBTUYEeCKOn
cybcTaHUMK (aKTUBHbIX (hapmaLeBTUYeCcKnX cyocTaHLui);

nHOopMauus o cocTase;

KONMYECTBO;

HoMep cepun (B COOTBETCTBUM C MyHKTamu 28 1 29 HacToawmx TpeboBaHui);

0) cBegeHVWst O HanMuuMu BCMOMOraTeNibHbIX MEAMUMHCKUX M3Oenuin (LWnpuubl, TamnoHbl, YCTPOWCTBA ANd
BBEOEHUS U T. M.).

13. He ponyckaeTca HaHOCUTb Ha ynakoBKy BblOOpO4YHbIE CBEAEHWS, yKkasaHHble B pasgenax «KIMHU4eckune
AaHHble» 1 «apmakoaMHaMmmyeckne cBoWcTBa» OOLLEN xapakTepuCTMKA AaHHOrO NeKapCTBEHHOro npenapara u
9KBMBAmNEHTHbIX pasfenax WHCTPYKUMM MO  MEOULMHCKOMY MPUMEHEHUIO  (NUCTKa-BKNagbilla) AaHHOro
nekapcTBEHHOrO npenapara.

[onyckaeTcs HAHOCUTb Ha YMAKOBKY TEKCT MHCTPYKLMM MO MEAULMHCKOMY MPUMEHEHMIO (NUCTKa-BKNagbila)
neKapcTBEHHOro NpenapaTta U TEKCT UHCTPYKLMKU MO NPUMEHEHUIO (NNCTKA-BKaAblLLa) BETEPMHAPHOro npenapara.

14. [onyckaeTcsa pasMelleHMe Ha BTOPWYHON YMNakoBKEe MeKapCTBEHHOro npenapata (BeTepuHapHOro
npenapara) 4ONONHUTENBHOM MHAOPMaLMK NPU YCNIOBUM €€ COOTBETCTBUSA AOKYMEHTAM PErMCTPALMOHHOIO A0Che.

[onyckaeTcs pa3meLleHne Ha ynakoBKe LITpux-koaa, ronorpaduydeckmx n Apyrmx 3alyUTHbIX 3HAKOB, CTUKEPOB,
AybnvpoBaHne TeKCTa MapKMpOBKM C UCMOMb30BaHNEM OPYrMX A3bIKOB U Lpudpta bpaiins, pasMelleHne cCUMBOOB
UMM MUKTOrpamMm, KOTOpPble MOMOratT pas3bsACHUTbL MHGOPMAaUMIO O NeKapCTBEHHOM MpenapaTte (BeTepuHapHOM
npenapare) notpebutento (npuobpeTartento).




15. Mpu HanuuuM B NPOMEXYTOYHOW MMM BTOPUYHOWM YMaKOBKE NEKAPCTBEHHOrO npenapata nakeTukoB (Unu
Tabnetok) € BRaronornoTUTENEM Ha HUX [OMMkHa OblTb HaHeceHa npeaynpeauTenbHas MapKUMpOBKa
COOTBETCTBYIOLLEr0 COAEPXKaHUs.

16. Ha TpaHcnopTHOWM Tape ynakoBKkv HepacgacoBaHHON NPOAYKLMK yKasbiBaeTcs cneayoLias nHdopmaums:

a) ToproBoe HauMeHoBaHWe NIeKapCTBEHHOTO Npenaparta (BeTepyMHapHOro npenapara);

6) nekapcTBeHHas opma;

B) MHH (npu Hanuaun) nnu obwenpuHaToe (rpynnMpoBOYHOE) HAMMEHOBAHME;

r) AO3NpOBKa, U (MNKM) aKTUBHOCTb, U (UNK) KOHLEHTPaUMsa (ecrnv NpUMEHNMO) akTUBHOW hapMaLeBTUYECKon
cybcTaHUmMm (aKTUBHBLIX hapmaLueBTUYecknx cybcTaHumi);

[0) HavMeHOoBaHWe Mpov3BOAMUTENSHA, agpec NPOVM3BOOUTENSA FeKapCTBEHHOro npenapata (BeTepuHapHOro
npenapara);

€) KONMYecTBO IEeKapCTBEHHOro npenaparta (BeTepuHapHOro npenapaTta) B ynakoBke W (MnM) KONMMYECTBO
yMaKkoBOK B TPAHCMOPTHOW Tape;

X) YCroBMsA XpaHeHns 1 Npy HeobXoANMOCTU YCNOBUS TPaHCMOPTUPOBKMY;

3) HOMep cepuu;

W) gaTa Npou3BOACTBa;

K) AaTa UCTeYEHNS CpOKa roaHOCTU («FOAEH J0...»).

Mpu HeobxoouMOCTM MOXET ObITb yka3aH NoroTun NpovM3BoOAUTENS NPOAYKUMMW, NpeaynpeavTenbHble Haanucu
W MaHUMYNATOPHbIE 3HAKU.

lll. TpeboBaHUA K TEKCTY MapKMpPOBKMN

17. ToproBoe HaMmMmeHOBaHME neKapCTBEHHOro npenaparta (BeTepuHapHOro npenapaTa) ykasbiBaeTcd Ha
yrNaKkoBKe B UMEHUTENbHOM Magexe.

[na nekapCTBEHHbIX pacTUTENbHbIX MPenapaToBs, KOTopble NpeacTaBnsaT cobor dacoBaHHOE fekapCcTBEHHOe
pacTUTenbHOE Cbipbe AOMOSIHUTENBbHO YKa3blBAae€TCA HauMeHOBaHWE JeKapCTBEHHOIO PacTUTENbHOrO Chipbsi UMK
aKTUBHOW hapmaLleBTUYECKON CyOCTaHLMN pacTUTENbHOIO NPOUCXOXAEHNSA Ha NMaTUHCKOM S3blKe (3a UCKITIYeHneM
HanuMeHoBaHNsA c60pPOB) BO MHOXXECTBEHHOM YMCHIEe (3@ MCKIMIOYEHUEM CMOB «Tpasa» U «kopax») U Buga dpacoBaHHOM
NpoAyKUMmM (Hanpumep, «uenbHas», «<M3MenbYeHHast», «MOPOLLOK» 1 T. M.).

18. MHH aktuBHbIX (hapmaueBTUYECKUX CyOCTaHUMA B COCTaBe NleKapCTBEHHOro npenapara (BeTepuHapHOro
npenaparta) ykasblBaeTCs Ha PYCCKOM A3blke B MMEHWUTENbHOM MNagexe W aHrmMMCKOM A3bike (B COOTBETCTBUM C
aHrnunckon pepakumen nepedyHs MHH BcemmpHol opraHm3aummn 3gpaBooxpaHeHuns).

B cnyyae otcytctBus MHH ykasbiBaeTcst o6LwenprHsToe (rpynnMpoBOYHOE) HAaMEHOBaHNE Ha PYCCKOM SA3blke
B UMEHWUTENbHOM MNagexe.

HonyckaeTcs He ykasbiBaTb MHH wnu obwenpuHsaToe (rpynnyvpoOBOYHOE) HauMeHOBaHWE feKapCTBEHHbIX
npenapaToB (BeTepyHapHbIX NpenapaToB) B Cllyyae ero NosiHOro coBnageHnst C TOprosbiM HaVMeHOBaHNEM.

B OTHOLUEHWMN reTeponormyHbIX CbIBOPOTOK YKa3blBAETCA BUA XMBOTHOMO, M3 KPOBU MW Na3Mbl KOTOPOrO OHU
nonyyeHsl.

[ns nekapCcTBEHHbIX MpenapaToB (BETEpPMHApHbIX MpenapaToB) OWOMOrMYECKOro MPOUCXOXOEHUA NpuU
otcytctBuM MHH wvnu o6wenpuHaToro (rpynnyMpoOBOYHOIO) HavMEHOBAHUS YKa3blBAETCH WCTOYHMK MONy4eHus
npenapara.

Ona pagnodapmaLeBTUYECKUX JeKapCTBEHHbIX CPEeACTB (BeTepuHapHbIX CPEeACTB) YKa3blBalOTCH CUMBON
XMMWYECKOro afiemMeHTa C MHAEKCOM PaavoHyKnaa U MexayHapoAHbI CUMBOS PagMoaKTUBHOCTY.

19. HaumeHoBaHuA AepxaTtens perucTpaumMoHHOrO YAOCTOBEPEHUs W MPOM3BOAMTENS JleKapCTBEHHOro
npenapata (HauMeHoBaHMs  MpaBoobnagaTtens  PerMcTpauMoHHOrO  YAOCTOBEPEeHUs U Mpou3BoOAUTens
BETEPMHApHOro npenapaTta) ykasbiBalTCA B MMEHMTENbHOM nagexe. B cnyyae ecrnv B Npov3BOACTBE y4acCTBYIOT
HEeCKONnbKO npowusBoauTenen, obs3aTenbHO YKasblBAETCA HavMeHOBaHWe NpOU3BOAWTENSs, OCYLLECTBMASIOLErO
BbIMYCKaIOLWUIA KOHTPOIb KayecTBa NekapCTBEHHOIO CPeACTBa (BETEPMHAPHOIO CPeacTBa).

B cnyyae coBnageHns HavMEHOBaHWWA AepXaTens pPerncTpauuoHHOro yOOCTOBEPEHUA UM NPOU3BOAMTENS
nekapcTBeHHOro mnpenapata (HauMMeHOBaHWM  MpaBoobnagaTenss  PEerucTpauMoHHOrO  YAOCTOBEPEHUS U
npon3BoAWTENs BETEpMHApPHOro mpenaparta) ykasblBaeTcs TOMIbKO HauMeHOBaHWe AepXaTens perncTpauyvoHHOro
YAOCTOBEPEHWS NekapCTBEHHOro npenapara (npasoobnagaTens perncTpaumnoHHOro yaoCTOBEPEHNS BETEPUHapHOro
npenapara).

Mpun Heo6xoAMMOCTY yKasbiBaeTCA HauMeHOBaHWE OpraHM3auun, OCyLLeCTBNSIoWEN acoBKy 1 (Mnn) yNakoBky,
C NPeALEeCTBYOLLMM CIOBOM «pacdacoBaHO» U (MK) «yNakoBaHO», KYNMaKOBLLMKY.

20. Agpeca ykasblBalOTCA COKpaLLUEHHO (CTpaHa Wnu CcTpaHa W ropod) WNM MOMHOCTbIO, OOMOMHUTENBHO
JonyckaeTcs ykaszaHvue HoMepoB TenedoHa, dakca, agpeca 3reKTPOHHOW NOYThI.

B cnyyae ecnu pgepxaTenem  permctpauMoHHOrO  yAOCTOBEPEHWS  MeKapCTBEHHOro  npenapaTta
(npaBoobnagaTteneMm pervcTpauMoHHOro yAOCTOBEPEHUs BeTepUHapHOro npenapara) sBnseTcs npousBoauTenb
nekapcTBeHHOro npenapaTa (BeTepuHapHOro npenaparta), YykasblBaeTCa TOMbKO agpec  Aepxarens
perncTpaLmoHHOro  yAOCTOBEPEeHUs  NekapCTBEHHOro  npenapaTta  (npaBoobnagatenst  perncTpauyMoHHOro
yOOCTOBEPEHUS] BETEPMHAPHOTIO npenapara).

21. [osupoBka, v (Unn) akTMBHOCTb, W (MNN) KOHUEHTpauus akTMBHOW hapMaueBTUYeckon cybcTtaHumm
(akTMBHBIX hapMaueBTUYECKUX CyOCTaHUMIM) yKas3biBalOTCA ¢ 06A3aTeNbHbIM yKa3aHNeM eQVHULL U3MEPEHNS.

22. Konn4ecTBO nekapCcTBEHHOro cpeAcTBa (BETEpPMHAPHOTO CPEACTBa) B YNakOBKe yKa3biBaeTCA MO Macce,
06beMy Unu KONMYeCTBy eANHULL AO3MPOBAaHUS B 3aBUCMMOCTY OT NIeKapCTBEHHOW (hOpMbl U TUMA YNakoBKM.

[na nekapCTBEHHbIX PpacTUTENbHbIX MpenapaToB, KOTopble NpeacTaBnstoT cobol dacoBaHHOe nekapCcTBEHHOe
pacTuTenbHOE Cblpbe, Macca MeKapCTBEHHOro PacTUTENbHOrO ChipbA WM (MMM) akTUBHOW hapMaLeBTUYECKON
cybCTaHUMM pacTUTENbHOTO MPOUCXOXAEHUS YKa3biBaeTCs MPY UX ONpeaeneHHOW BMaXHOCTU.



JosvpoBka (aKTMBHOCTb) 6MONOrMYEcKoro nekapcTBEHHOrO npenapaTta BblpaXxaeTcsi B COOTBETCTBUM C
TpeboBaHNAMM K WHCTPYKUMM MO  MEAULMHCKOMY TMPUMEHEHUIO FeKapCTBEHHbIX npenapatoB W oblien
XapaKTepuCTUKe NlekapCTBEHHbIX MpenapaToB A5 MeAULIMHCKOro NpMMEHeHNs, yTBepxaaemMbiMu Komuccunen.

Ona pagvodapmaleBTU4ECKUX JeKapCTBEHHbIX MNpenapaToB (BeTepuHapHbIX MpenapaToB) YykasbiBaeTcsH
KONMYeCTBO eANHULL PaANOaKTUBHOCTU B 403€ UMW NMEPBUYHON YMaKOBKe.

23. B cocrtaBe nekapCTBEHHbIX npenapaTtoB (BeTepuHapHbLIX nNpenapaToB) YKa3biBAOTCA aKTUBHbIE
dapmaveBTuyeckne cybctaHumMm (KOMNOHEHTbI) N UX KONNYECTBO.

24. B obs3atenbHOM MoOpsiAke BCroMoraTtenbHble BeLecTBa (KOMMOHEHTbI) yKasbiBalOTCA B CreayloLmx
cnyyasx:

a) Ans nekapcTBEHHbIX MpenapaToBs (BeTepuHapHbIX MpenapaTtoBs) AN NpMeMa BHYTPb Ha BTOPUYHOW ynakoBke,
€CN  OHW BKIIIOYEHbl B MNepeyeHb BCMOMOraTeslbHbIX BELIEeCTB, YKasblBa€MbIX Ha BTOPUYHOM YMaKkoBKe
neKapCTBEHHbIX MpenapaToB (BeTepuHapHbIX MpenapaToB) Afs npuvemMa BHYTPb, COMMAacHO MPUIOXKEHWIO K
HacToAwwmm TpeboBaHusMm;

6) AnNA nekapcTBEHHbIX MpenapaToB (BETEpUMHapHbIX NpenapaToB) ANS WHBLEKLWIA, HA BTOPUYHON YMNakoBKe B
nonHom coctase 6e3 ykasaHust X KoNn4ecTBea;

B) ANA NeKapCTBEHHbIX MpenapaToB (BeTepUHapHbIX NpenapaTtoB) ANS WMHransuvin Ha BTOPUYHOWM YNakoBKe B
nonHom coctaee 6e3 ykasaHusi x Konn4yecTsea;

r) ANS neKkapCcTBEHHbIX MNpenapaToB (BeTepuHapHbIX MpenapaTtoB) AN MECTHOro W (MNn) HapyXHOro
NPUMEHEHN Ha BTOPMYHON yNakoBKe B MOMHOM cocTase 6e3 yka3aHus nX Konm4ecTBa;

A4) Ans nekapcTBEHHbIX MpenapaTtoB (BeTepuHapHbIX MpenapaTtoB), MPUMEHseMblXx B odpTanmbMonornm Ha
BTOPUYHOW yNakoBke B NOMTHOM cocTase 6e3 ykazaHus nX Konm4ecTBa;

€) ANS NHAY3MOHHbBIX PACTBOPOB Ha BTOPUYHOM M NEPBUYHON yNaKkoBKax B MOSTHOM COCTaBe.

Jepxatenb  perncrtpauMoHHOrO  YAOCTOBEPEHWs  NeKkapCTBEHHOro  npenapata  (npaBoobnagarternb
perncTpaLuoHHOro yaA0CTOBEPEHNS BETEPUHAPHOIO npenapara) Bnpase ykasaTb MOSHbIA COCTaB BCMOMOraTenbHbIX
BeLlecTB (KOMMOHEHTOB) Ha yNakoBKaXx.

Ona MHY3MOHHBIX PacTBOPOB Ha NEPBUYHON M BTOPUYHOW YNakoBKax yKkasblBaeTCsi TEOPETUYECKoe 3HayeHne
OCMONSAPHOCTN (OCMONSNBHOCTY).

Ona MMMyHOMOrMYecknx nekapcTBEHHbIX MpenapaToB (BeTepuHapHbIX MpenapatoB) HA BTOPUYHOWM yMakoBKe
yKa3bIBaeTC KONMMYECTBEHHOE CoAepaHne KOHCepBaHTOB, COPOEHTOB U aabIOBaHTOB.

25. CocTaB romeonaTU4ecKnx INEeKapCTBEHHbIX MpenapaToB (BeTEpUHapHbIX MpenapaToB) YKasblBaeTcs
COrnacHoO TEPMUHOMOMMK, MPUHATON B romMeonatuun: Ha3BaHuUs roMeonaTuyecknx apMaueBTUYecKnX cybcTaHumm
NPUBOAATCS Ha NMaTUHCKOM SA3blKe C yKasaHueMm LuKamnbl U CTeMNeHW UX pa3BefeHus, Has3BaHWsA BCNOMOraTenbHbIX
BELLECTB NPMBOAATCHA Ha PYCCKOM A3blke COrMacHO AOKYMEHTaM permcTpaunoHHOro Aoche.

26. [Ina nekapCTBeHHbIX PacTUTENbHbIX NpenapaToB (BeTepuHapHbIX NpenapaToB), KOTOpble MPeacTaBnsioT
cobon hacoBaHHOe flekapCTBEHHOE pacTUTENbHOE Chipbe, COCTaB yKa3biBaeTCs TOMbKO AN cOopoB.

27. Ccbinkn Ha cTaHOapTbl KOHTPOMSA KavecTBa Afs aKTMBHbIX hapmaueBTuyeckux cybctaHumim u (unum)
BCMNOMOraTenbHbIX BELLECTB He yKa3biBaloTCs.

28. JonyckaeTcs He ykasblBaTb AaTy MPOM3BOACTBA, €CNM OHA BKIIOYEHa B HOMEP Cepun.

29. [Ina koMmnnekTa (nekapCTBEHHbIN npenapar (BeTepuMHapHbIA npenapar) ¢ pactsoputenem (pasbasutenem))
unn Habopa (komnnekTa u3 2 n 6onee nekapCcTBEHHbIX NMpPenapaToB (BeTePMHAPHbIX NpenapaToB)) AOMOMHUTEMLHO
Ha BTOPMYHYIO YNaKOBKYy HaHOCHATCA HOMepa Cepuil BCEX NekapCTBEHHbIX NpenapaToB (BETEPMHapHbIX NpenapaTos),
BXOAALLMX B KOMNNEKT (Habop), nnm Homep cepun komnnekTa (Habopa).

30. NMpu HaHeceHnn AaTbl UICTEYEHUS CPOKa FOAHOCTU NIeKapCTBEHHOrO npenaparta (BeTepyvHapHoro npenapara)
Ha ynakoBKe yKasblBalTCs Mecsil 1 rof (Mpy 3TOM MpW ykasaHuu Mecsua nop AaTow UCTeYeHUs Cpoka rogHOCTH
noppasymeBaeTcs nocrnegHee YNCno ykazaHHOro Mecsiua).

Mpy HeobGXoAMMOCTU yKa3blBAOTCH CPOK W YCMOBUSI XPaHEHWs NlekapCTBEHHOro npenaparta (BeTepuHapHOro
npenapara) nocrne nepBoro BCKPbITUS NEPBUYHON YNAKOBKM UMM CPOK N YCIIOBUS XPaHEHWst NOCne npuroToBrneHns
unn pasbaeneHna pactBopa (CyCrneH3uW) B COOTBETCTBMM C WHCTPYKUMEN MO MPUMEHEHUIO FeKapCTBEHHOro
npenapata (BeTepuMHapHOro npenaparta) W [AaHHbIMU MO W3YYEHWIO CTabUNbHOCTU C  Y4E€TOM MOMOXEHWUN,
YCTaHOBMNEHHbIX TPEOOBaAHMAMU K WMHCTPYKUUW MO MEAMLMHCKOMY MNPUMMEHEHUI0 NEeKapCTBEHHbLIX NpenapaToB U
obLuel XxapakTep1cTrKe NeKkapCTBEHHbIX NpenapaToB AN MEAULIMHCKOrO NPUMEHEHNS.

[ns komnnekTa (NekapCTBEHHbIN Npenapart (BeTepuHapHbI npenapaT) ¢ pacTBopuTenem (pasbasutenem)) unm
Habopa (Kkomnnekta M3 2 n 6onee nekapcTBEHHbIX MpenapaToB (BeTepuHapHbIX MpenapaTtoB)) Ha BTOPUYHYHO
yNakoBKy HaHOCSTCH AaTbl MPOM3BOACTBA KaXOoro KOMMoOHeHTa nnbo egmHas gaTta Bbifycka AaHHOrO KOMMMekTa
(Habopa), a TawKke AaTbl UCTEYEHUA CPOKa TOOHOCTU KaXAOro KOMMOHeHTa nmbo ykasbiBaeTcA eguHasa aarta
NCTEYEHNs CpoKa rogHOCTU KoMmMekTa (Habopa).

B cnyyae ecnu ykasaHbl AaTtbl UCTEYEHWS CpOKa FOAHOCTM KaXKAOro KOMMOHEHTa B OTAENbHOCTW, TO AaTa
WUCTEYEHNS CpoKa roAHOCTM KoMmnnekta (Habopa) onpegensieTca nNo Havboree paHHeM [aTe UCTEeYeHWUst cpoka
rOAHOCTY KOMMOHEHTOB, BXOAALLMX B KOMMNEKT (Habop).

31. Ans nekapCTBEHHbIX pacTUTeNbHbIX NpenapaToB (BeTepMHapHbIX NpenapaToB), KOTOpble NpeacTaBnsaloT
cobon hacoBaHHOE IeKapCTBEHHOE PpacTUTENbHOE Cbipbe, MNPUBOAMTCA MeToaMKa MPUroTOBNEHUS BOAHbLIX
W3BMNEYEHWNIA C yKa3aHWeM yCroBU XpaHeHWs U Cpoka ro4HOCTW BOAHOIO U3BMNEYEHUS.

32. Cnocob6 npumeHeHusa (NyTb BBeAEHUSA, Cnocob BBeAEHMWS) YyKasblBaeTCs B COOTBETCTBUMM C 0OLiewn
XapakKTePUCTUKOW AaHHOrO NEKapCTBEHHOro npenaparta U MHCTPYKUMEN MO MPUMEHEHMIO AaHHOro0 BeTEepUHapHOro
npenaparta. lNyTe BBeAeHus (cnocob BBeAeHWs) He yKasbiBaeTCs, €CIU OH BKIOYEH B Ha3BaHWE NeKkapCTBEHHON
dopmbl. [lonyckaeTcs He ykasbiBaTb CNOCO6 NMpuMeHeHusa Ans TabneTok u kancyn, npegHasHadeHHbIX Ans npuema
BHYTPb.

HonyckaeTcsi HaHOCUTb Hagnucb crefytowero cogepxaHusi: «Cnocob MNpUMEHeHWsA: CM. WMHCTPYKLUMIO Mo
MeAMLMHCKOMY NPUMMEHEHUIO (TMCTOK-BKMaAbILL)» ANS fekapcTBeHHOoro npenapata unyv «Cnocob npuMeHeHus: cm.
WHCTPYKLIMIO MO NPUMEHEHWIO (NUCTOK-BKNaAbILL)» AM151 BETEepPMHApHOro npenapara.



33. Ha nepsuyHOi ynakoBke HeGOMbLUMX pa3MepoB (o6Las nnowanb TEKCTOBOro nons He Gonee 10 cm?), Ha
KOTOPON HEBO3MOXHO pPa3MecTUTb BCIO HeobXxogumyto MHopmMaumio, [OonyckaeTcs MCMonb3oBaTb credylolme
obLenpuHATbIE COKpalleHUss MyTW BBEOEHWS WHBEKUMOHHBLIX JIeKapCTBEHHbIX MpenapaTtoB (BeTepMHaPHbIX
npenapartoB): «B/B» (BHYyTPMBEHHOE BBeAEHME), «B/M» (BHYTPUMbILLEYHOE BBEAEHME), «M/K» (MOAKOXKHOE BBEAEHUE).

34. TMpn HanMyMn [OCTATOMHOTO TEKCTOBOIO MOMS Ha YNakoBKe MNpPeAnoyTUTENbHO HAaHEeCEeHWe MOSHOW
UHopMauum o crnocobe MpUMEHeHWNs NeKapCTBEHHOro npenapaTta B COOTBETCTBMU C OOLLUEN XapakKTepUCTUKOW
AaHHOro nekapcTBEHHOro npenapata, a BeTepuvHapHOro npenapaTta - B COOTBETCTBMM C WHCTPYKUMEW MO ero
NPUMEHEHMNIO.

35. OcobeHHOCTM MapKMpOBKM NEKapCTBEHHbIX MNpenapaToB (BETEpUHApHbLIX MNpenapaTtoB), OTHOCALMXCH K
HapKOTMYeCKUM CPeACcTBaM, MCUXOTPOMHbIM BeLLEeCTBaM U MX NpeKypcopam, yCTaHaBMMBalTCA B COOTBETCTBMMU C
3aKoHOAaTenbCTBOM rOCYyAapCTB-4IIEHOB.

36. Ycnosus oOTMycka nekapCcTBEHHOrO npenapaTa yKasblBalOTCA B COOTBETCTBUM C O[OOPEeHHOW npu
pernctpauum KaTeropuen OTMycKa, MPWCBOEHHONW C Y4eTOM MNpaBun OnpederneHuss KaTeropui nekapCTBEeHHbIX
npenapartoB, OTnyckaemblx 6e3 peuenta u nNo peuenTy, yTBepxaaemblx Komuccuen, a ycnosus oOTnycka
BETEpPMHaApHOro npenapaTta - B COOTBETCTBUWN C MHCTPYKLMEN NO €ro NPYMEHEHUIO.

[ns nekapCTBEHHbIX nNpenapaToB (BeTepuHapHbIX npenapaTos), peanusyemblX TOMbKO AnS CTaunoHapoB, Ha
yrnakoBKe ykasbiBaeTcs criegytowas nHgopmaums: «[ns ctaunoHapoB», Npu 3TOM ykasaHue «no peuenty» («6e3
peuenTay) He NPUBOAMUTCS.

37. Ha BTOpM4Hyt0 ynakoBKy 06513aTenbHO HAHOCATCS crneayrolwme npegynpeavTenbHble Hagnucn U CUMBOSbI:

a) «XpaHuTb B HEAOCTYNHOM ANA AeTeln MecTey;

6) «CTepunbHO» (ONS CTEPUIBbHBIX NTIEKAPCTBEHHbBIX CPEACTB (BETEPUHAPHBLIX CPEACTB));

B) «AHtutena k BWY-1, BUNY-2, Bupycy renatmta C u NOBEPXHOCTHLIA aHTUreH Bupyca renatuta B He
OBHapy>KeHbI» (ANs NekapCTBEHHbLIX CPEACTB, NOMYYEHHbIX N3 KPOBU, MNa3mbl KPOBUW, OPraHoOB 1 TKaHew Yernoseka);

r) «FomeonaTnyeckuiny (Ans romeonaTUYECKNX NEKapCTBEHHbIX NpenapaToB (BeTepMHApHbIX NpenapaTtos));

A) 3HaK pagvauMoOHHOM onmacHOCTU (And pagvodapmaueBTUHEeCKNX NeKapCTBEHHbIX CPeAcTB (BeTepuHapHbIX
CpeAcTs));

e) «[Mpoaykumsi npowna paavaulMoHHbIA KOHTPOSb» (ONS NeKapCTBEHHbIX NpenapaToB (BeTepuHapHbIX
npenapaToB), NpeAcTaBNsoLLmx cobon dhacoBaHHOE NekapCTBEHHOE PacTUTENbHOE ChIpbe);

X) «[dns BeTepUHapHOro NpUMeHeHUsI» (Ons BeTEPUHAPHbIX CPEeaCTB).

Mpn HeobXxoAMMOCTU Ha YNakoBKYy HAHOCATCA ApYyrme Hagnvcu M CUMBOINbLI NpeaynpeauTenbHOro xapakrepa,
€CIN OHW NpPeayCMOTPEeHbl B HOPMaTUBHOM AOKYMEHTE MO KayecTBy Ha npenapar.

38. B MapkupoBke romMeonaTMyeckoro nekapCTBEHHOro npenapaTa, 3aperMcTpyMpoBaHHOrO MO YMNPOLLEHHON
npoueaype pernctpaumun (B COOTBETCTBMM C MpaBuriamn perncTpaumm 1 aKCnepTusbl NekapCTBEHHbIX NpenapaToB
ANS  MEAUUMHCKOrO MNpUMEHeHWs), OOMKHbl ObiTb yKasaHbl MCKMOYUTENbHO criegylowne (M HUKakue apyrue)
cBefeHus:

a) Hay4yHoe HavMeHOBaHWe roMeonaTUYeckon HacTOMKN (rOMeonaTUYeCKUX HacToek) C yKa3aHnem CTeneHn ee
(x) pasBedeHus (C MCnonb3oBaHWEM CUMBOSOB dpapMakonen, KoTopas ykasaHa Ans [AaHHOW npouenypbl
pernctpauumM romeonaTUyYeckMx mneKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUW C MpasBuiamy perncrpaumm u
SKCNepTU3bl NeKkapcTBEHHbIX NpenapaToB AN MeQULMHCKOro npuMeHeHuns). Ecnv romeonatnyecknin nekapcTBeHHbIN
npenapart cocTouT 13 2 n Gonee romeonaTtn4yeckMx HacToek, AOMyCKaeTCs AOMOMHATb HayyHOe HaumeHOBaHve
HaCTOEeK TOProBbIM HAMMEHOBaHNEM;

6) HammeHOBaHVMA W agpec [fepxaTens pPerncTpaumoHHOrO YAOCTOBEPEHUs U MNpu  HeobXxoanMocTu
nponsBoANTENS;

B) cnocob BBeAeHWs 1 Npy HeoBX0AMMOCTMN MyTb BBEAEHUS;

r) 4aTa ucTteveHns cpoka roaHocTu (Mecsay v rog);

4) nekapcTBeHHasi hopma;

e) cbopma BbINycka;

X) cneumnanbHble YCNoBUS XpaHeHus (Mpu Hanuuun);

3) cneumnarnbHoe npeaynpexaeHve (Mpyu HeodxoaMMOCTI);

1) HOMep cepun NPON3BOANTENS;

K) permcTpaumoHHbI HOMep (4N BeTepuHapHbIX NpenapaToB);

n) 3anucek: «omeonaTnyecKknin ekapcTBeHHbI NpenapaTt 6e3 0o4obpeHHOro nokasaHus K NPUMEHEHUION;

M) NpegynpexaeHve o HeobxoaAMMoCTU obpalleHust K Bpady Npy COXpaHeHn CMMNTOMOB 3ab0neBaHus.

IV. TpeboBaHuA kK cnocob6am HaHeCEeHUsI MapKMPOBKMU

39. B mapkvMpoBKke IeKapCTBEHHbIX CPeACTB (BeTepUHapHbIX CPEACTB) LBET HaAMMCeEW, 3HAKOB, CUMBOJIOB
JOMKeH OblTb KOHTPACTHbIM MO OTHOLUEHMIO K (DOHY, Ha KOTOpPbIA HaHeceHa MmapkupoBka. Cnocob HaHeceHusi
MapKMpPOBKM AOMKeH obecneynmBaTb €e COXPaHHOCTb B TeYeHMe BCero cpoka rogHOCTM NekapCTBEHHOro cpeacTtea
(BeTepuHapHoro cpeacTea) nNpy cobnoaeHUn YCTaHOBMNEHHBIX YCNOBUIA XpaHeHus. [lonyckaeTcs HaHeCeHne Homepa
cepuwn, faTbl NPOM3BOACTBA, CPOKA FOAHOCTM METOAOM TUCHEHUS (CMMBOMbI UMEIOT LBET (OOHA).

TpeboBaHMA K COCTaBMEHUMIO U BEPCTKE WHCTPYKUMU MO MEAULMHCKOMY MPUMEHEHUI0, YCTAHOBIIEHHbIE
TPeOOBaHUAMMN K UHCTPYKUMM MO MELMLMHCKOMY TMNPUMMEHEHWUI0 JIeKapCTBEHHbIX MpenapaToB u  obuwen
XapaKTepuUCTUKe JIEKAPCTBEHHbIX MpenapaTtoB AN MEeOUUMHCKOTO MNPUMEHEHUs!, NMPUMEHVMMbI U K MapKupOBKE
NIeKapCTBEHHbIX npenapaToB. PekomeHnayeTcs, 4ToObl pasmep BCEX CUMMBOJSIOB B MAapPKUMPOBKE NEeKapCTBEHHbIX
npenapatoB (BETEpPUHAPHbLIX NpenapaToB) COCTABNSAN He MeHee 7 MyHKTOB (Mnu Kerfb wpudTa, Npu KOTOPOM
BbICOTa CTPOYHOM «X» COCTaBNSeT He MeHee 1,4 MM), a pacCTosHMe Mexay CTpokamu He MeHee 3 MM. TeKCT Ha
HebonbLUMX yNakoBKax [AOMMKEH UMETb MaKCMMarbHO KpYMHbIA Kerfb wpudTa B LEMSX CHWKEHUS BEPOSTHOCTU
ownBOoK NpUMEHeHUs.



40. CneayeT HaunyywmmM o6pa3oM MCNonb30BaTh AOCTYMHY NOBEPXHOCTb NEPBUYHON U BTOPUYHOMN YNaKOBOK
neKapCcTBEHHbIX MpenapaTtoB (BeTepuHapHbIX npenapaTtoB). BaxHblie cBegeHns Ans npasunbHoOro n 6esonacHoro
NPUMEHEHNs feKapCTBEHHOro npenaparta (BeTepuMHapHOro npenapaTta) AOMKHbl YKasblBaTbCH MaKCMMarbHO
KPYMHbIM Kernem wpudTa Ha Hanbornee onTUMarbHbIX MOBEPXHOCTAX YNAKOBOK.

HavmveHoBaHne npenapata, [O3VMPOBKY W, eCiuM  MNpUMeHMMO, obliee  coaepXaHwe  aKTVBHOW
dapmavueBTUYEeCKOM CcyObCTaHUMM, a Takke MyTb BBEeAEHUS HeobOXooumMo pasmellaTb B OOHOM Mofe 3peHus,
UCMNOMnb3ys MakCMMarnbHO KPYNHbIN Kernb wpudTa. Ecnn Ha HebonblUon ynakoBKe HEBO3MOXHO OTpasuTb BCE
KpUTUYEeCkue CBEeAEeHVUs B OAHOM Mone 3peHus, AOoMyCKaeTcs MX pa3MelleHue B pasHbliX nonax. [ns coxpaHeHus
yaobountaeMocTu npeacTaBnsemblX CBeAeHUM HeobxoouMO UCMOonb3oBaTb pauMoOHanbHOE MO OTHOLIEHMIO K
pa3mepy MCrnonb3yeMoro wpudTa paccTossHNe Mexay CTpokaMmu 1 npobesbl Mexay croBamm.

41. Tpn Hanuuun MecTa Ha MepBUYHOM M BTOPWYHOW YMakoBKax [OMycKaeTCs YKasbiBaTb JIOroTUMbl U
NMKTOrpaMmbl  papMaLeBTUYECKOW KOMMaHuM (PUpMbI-MPOM3BOAUTENS) NPU YCIIOBUM, YTO OHW HE HapyLllaoT
yaoboumMTaemocTb 0ba3aTenbHbIX CBEAEHWUN.

42. Ina obecnedeHns npaBurbHON uaeHTMdMKaLUM 1 BbiIbOpa NekapcTBEHHOro npenaparta (BeTepuHapHOro
npenapara) notpebutensmu (NpnobpeTatensmu), a Takxke nNpu orpaHUYEHHOCTU MecTa Ha ynakoBke npu paspaboTke
Av3ariHa ynakoBKU BO3MOXHO UCMOMNb30BaHWE NHHOBALIMOHHbIX METOLO0B.

43. Heobxogmmo wnsberatb MCNONb3OBaHUS co3garowen O6nukn rnsHUeBoW, LUBeTa MeTannuk WM MHOMW
yNakoBKKW, CHuxawwen ygobountaemoctb MHMoOpmauun. He pekomeHAyeTCs WMCMOMb3oBaHWE PasfyHbIX LBETOB
wpudTa B HaVMMEHOBaHUWN NEKapCTBEHHOro npenapaTa (BeTepuHapHOro npenapata) unuv B OTAEeNbHbIX GykBax
(cMmBONax) HavMeHOBaHMUS, NOCKOMbKY 3TO HEraTMBHO BAMSET Ha NPaBUIIbHOCTb Pacro3HaBaHWUS NEKapCTBEHHOro
npenapara.

Bo usbexaHue pucka HenpaBuNbHOrO NPYMEHEHUs NeKkapCTBEHHOro rnpenaparta (BeTepuHapHOro npenapara)
BCMNEACTBME CXOACTBA €ro YnNakoBKM C YMakoBKamMu [ApPYrUX JeKapCTBEHHbIX MpenapaTtoB (BeTepuHapHbIX
npenapaToB) cneayeT NpMMeHATb 0cobyto LIBETOBYIO MAEHTUMUKALMIO YNaKOBKU M MHble CNOCcOoObl, NoBbIWaLme
BM3yarnbHOE pasnuyeHne ynakoBOK. KonnyecTBO LBETOB, MCMOMb3yeMbIX B Au3aiHe YMakoBKM, AOMMKHO ObiTb
paumMoHanbHO OOOCHOBAHO, YTOObI MaKkCMManbHO WCKMOYNTL BEPOATHOCTb NepenyTbiBaHUs MoTpebutenamm
(npnobpeTatensamun) nekapcTBEHHOro npenapaTa (BeTepuHapHoro npenapaTa). [Ans obecneyeHns npaBuIbHON
naeHTMduKkauMm wn MNpPUMEHeHNs JflekapCTBEHHOro npenapaTa (BeTepuHapHOro npenapata) noTpebutensmm
(nprobpeTatensamu) Npu MapkMpoBKe MEPBUYHON YNaKOBKM CriedyeT UCMonb3oBaTh TOT Xe LIBETOBON AU3aWiH, 4YTO U
npv MapK1MpoBKE BTOPUYHOWN YNaKoOBKM.

44. MapkmpoBka AomkHa ObiTb edunHOW AN rekapCcTBEeHHbIX npenapatoB (BeTepuHapHbIX npenapaTos),
BblMyCkaeMblX B obpalleHne Ha TeppuTopusax rocyaapcTB-yneHoB. [Mpu Hanuumm pasnuyaowencs nHdpopmaumm
(ycrnoBusi otnycka 1 T. M.) ee ykasblBalT C MCMOMb30BaHWEM OOMOMHUTENBHON 3TUKETKMU (CTUKepa) B cneumanbHO
OTBEAEHHOM rorie BTOPUYHON YNakoBKW. Ecnn Ha BTOPUYHOW YynakoBKe MpedyCMOTPEHO NpefHasHaveHHoe Ans
crneupansHoW WHMOpMauuM rocydapcTBa-yneHa none, B HEro [ONyckaeTcs HaHeceHuwe Takon WHdopmaumu
(Hanpumep, pasHbId cTaTyc OTMycKa M3 anTe4yHonm ceTu Wnu cneumwanbHas wHgopMauusa: «ynakoBka Ans
CTaumMoHapoBy, «NO rocy4apCTBEHHBLIM MporpammamM» 1 ap.) 6e3 ncnonb3oBaHust STUKETKN (CTUKepa).

Pa3mep nonsa ana pasmeLleHns CTMKepOB He OOIKeH npesblwate 1/6 obien nnowann BTOPUYHOW YNaKoBKW,
npv 3TOM JaHHOE none He AOIMKHO 3akpbiBaTb MHAOPMALMIO, NepBOHaYanbHO HAHECEHHYHO Ha BTOPUYHYIO YMNaKOBKY.

45. ina opdaHHbIX npenapaToB, a Takke ANA OTAENbHbIX NeKapCTBEHHbIX NpenapaToB, MO COrnacoBaHUo C
YMONMHOMOYEHHLIM  OpPraHoOM FOCYAapCTBa-YneHa, OCYLIEeCTBASIOWUM  pPEerncTpaumio  Takoro rekapcTBEHHOro
npenapara, AONycKaeTCs HaHeCEHE MapKMPOBKM C NCMONb30BaHNEM AOMNOMHUTENBHOW 3TUKETKU (CTUKEpa).

46. Tpu MapKkMpoBKe pasnUYHbIX [[O3NPOBOK (KOHLEHTpauui un T. M.) NeKapCTBEHHbIX MpenapaTos,
BbIMyCKaeMbIX B BUAe OJHOWN NekapCcTBEHHON (hOPMbI, AOMKHO ObITb NPEAYCMOTPEHO PasnnyHoOe LiIBETOBOE peLleHne
UM nHom cnocoB, obecneunBaroLLMin YeTKOe BU3yarbHOE BblAerneHe J03MPOBKN (KOHLEHTpauumM 1 T. n.).

Pa3nnyHble [O3MPOBKM OAQHOTO M TOFO e NMeKkapCTBEHHOro mpenaparta (BeTepuHapHOro npenaparta) crnegyet
yKasblBaTb 04MHakoBo (Hanpumep, 250 mr, 500 mr, 750 mr, 1000 mr, a He 1 ). He gonyckaeTcs ykasblBaTb KOHEYHbIE
Hynn B ApobGHOM 4YacTu [O03vpoBKM (cnepyeT ykasbiBate 2,5 mr, a He 2,50 wmr). He cnepyet ucnomnb3oBaTb
AECATUYHBIA pasgenuTens (3anaTylo), ecrnvm 3Toro MOXHO m3bexaTtb (cnegyet ykasbiBatb 250 mr, a He 0,25 r). U3
coobpaxeHuin 6esonacHOCTN HEO6X0AUMO NUcaTb CIOBO «MUKPOrpaMmMy» MOSHOCTLIO, @ He cokpalyaTb ero. OgHako B
OTAENbHbIX Cy4Yasx NPV BO3HWKHOBEHUW 3aTPYAHEHWUA, KOTOPble HEBO3MOXHO YCTPaHWUTb YMEHbLUEHVWEM Kerns
wpudTa, gonyckaetcs npM HanuiMm OBOCHOBaHWM M OTCYTCTBUM OMAceHwWin B OTHOLWeEHUM 6GesonacHocTu
MCMNOonb30BaTb COKPALLEHHYIO (DOPMY «MKI».

47. MNyTb BBEAeHMSA OOMMKEH COBMajaTb C YKa3aHHbIM B OOLLE XapakTepucTuke AaHHOro feKkapCTBEHHOro
npenapata WM WHCTPYKUMM MO NPUMMEHEHUI0 [aHHOro BETEpPMHapHOro npenaparta M CTPOro COOTBETCTBOBATH
CTaHAapTHbIM TepMuHaM. He cnegyeT ncnonb3oBaTh HeraTUBHbIE BbipaXkeHns (Hanpumep: «He ons BHYyTPMBEHHOMO
BBeAeHUs»). [lonyCTMMbI TONBbKO CTaHAAPTHBIE COKpaLleHns (Hanpyumep, B/B, B/M, n/k). [poyne HecTaHAapTHBIE NyTK
BBEJEHUS crnegyeT ykasbiBaTb MOMHOCTbIO. ECnu naumeHTam He 3HakoMbl MyTW BBEOEHUS, B WHCTPYKUUWM MO
MeANLMHCKOMY NPUMEHEHWIO NeKapCTBEHHOIO npenaparta AOMKHbl ObiTb AaHbl pasbscHeHUs1. OTO 0COBEHHO BaXHO
B OTHOLLIEHWUMN NEKapCTBEHHBIX NpenapaToBs, AOCTYMNHbLIX AN CAMOCTOATENBHOIO NPUMEHEHUS.

48. Ecnn Ha nepBMYHON W (MNM) BTOPUYHOW YMaKOBKaX WCMNONb3YKTCA TEKCTbl Ha HECKONbKUX $3blKax,
HeobxoanMo obecneunTb YeTKoe pasrpaHM4eHne Taknx TEKCTOB.

49. Bce paHHble, HAHECEHHbIE Ha AYENKOBYIO YMaKOBKY, AOJDKHbI OCTaBaTbCs AOCTYMHbIMW Ans notpebutens
BMMOTb A0 M3BMeYeHus nocnegHer Oo3bl. ECnv HEBO3MOXHO HaHECTU BCE CBEAEHUSA Ha KaXayl SYenKy Takow
yMaKoBKU, OOMyckaeTca cnocob ux CriydanHOro HaHeCeHus, Mpu KOTOPOM OHM pacroniaraloTCs C MakCUManbHON
YaCTOTON Ha MOBEPXHOCTU AYENKOBOW ynakoBKW. [lornyckaeTcsi HaHOCUTbL HOMEpP Cepum U AaTy UCTEYEHUs cpoka
roAHOCTU Ha Kpan A4enKoBOW ynakoBKM. [pu HaNMyMm TeXHUYECKOW BO3MOXHOCTW crieflyeT HaHOCUTb 3TN CBeAEHNUs
Ha oba Kkpasi KaXZoW s4YeVikKoBOW ynakoBku. Bce Tpebyemble B OTHOLIEHUM MEPBUYHBLIX YNAKOBOK CBeAeHWs
HeobX0AMMO HAHOCWUTb Ha KaxAaylo eduHuuy Ao3bl opMbl BbiNycka, codepalle OAHOA030Bble SYelKoBble
YNakoBKW.



NEPEYEHb

NPUNOXEHNE

K TQe6OBaHVIF|M K MapK1MpoBKe JieKapCTBEHHbIX

cpeacTs Anda MeguumMHCKOro npuMmeHeHus
N BeTepUHapHbIX NeKapCTBEeHHbIX CpeaCcTB

BCnomMoraTesibHbIX BelleCcTB, YKa3blBaeMbIX Ha BTOpM‘IHOFI
ynakoBKe nekapCTBeHHbIX npenapaTtoB (BETepMHaprIX npenapaTOB) Ana npunemMa BHYTPpb

Koa
BCnomMmoraTtesibHOro
BelllecTsa

Moporosoe
copepxaHve

A3okpacutenu:

CONMHEYHbIN 3aKaT XenTbli

E110

a3opy6uH (kapmyasuH)

E122

NyHLOBbLIV (NOHCO 4R, KOLIEHWNEBbIV KpacHbIN A)

E124

OpunnuaHToBbIA YepHbIn BN
(4epHbIn 6nectawmin BN, yepHbin PN)

E151

o|o|o|o

ApaxuncoBoe Macrio

AcnapTtam

E951

[anaktosa

I"ntoko3a (gekcTposa)

o|o|o|o

"muuepon (rnuuepuH)

10 r/go3a

N3omanbT (M3oManbTuT)

E953

0

Kanuncogepxalmne coeamHeHns

39 mr/nosa

KacTopoBble Macna nonmaTokCUnnpoBaHHbIe (Makporona
rnvuepunpuumMHoneaTt, Makporona rmuuepunrmgpokcucTeapar)

0

KoHcepBaHTbI

Keunurton (kemnut)

o
-

KyHXyTHOE macno

JlakTuton (naktuT)

E966

JlakTto3a

JlaTekc (kay4yK HaTypanbHbI)

Manbtuton (ManbTuT)

E965

MaHHWTON (MaHHWT)

E421

=lO|Oo|Oo|o|o|=|C

o
-

MoyeBuHa

0

HaTpuiicogepxalume coegmHeHns

23 mr/po3sa

[ponuneHrnunkonb 1 ero adumpbl

400 mr/kr
NSt B3pOCIbIX

200 mr/kr
ans geten

[WeHNYHbIN Kpaxman

0

Caxap UHBEPTHbI

Caxaposa

CoeBoe macno

Copbuton (copbur)

E420

deHnnanaHuH

dopmanbgervg

dpyKTO3a

STaHon* (CNUpT 3TUNOBbIN)

o|o|o|o|o|o|o|o

*MpoueHTHOe coaepxaHue (06/06) B XUOKUX NEKapCTBEHHBLIX hopmax.




