Mpuka3s MuHucTpa 3gpaBooxpaHeHus U coumnanbHoro pa3Butusa Pecnybnuku KasaxcraH ot 29 mas 2015 roga
Ne 414
06 yTBepxxaeHuu NMpaBun coctaBneHnsi U 0hopMIIEHUA UHCTPYKLIMMU MO MEeAULIMHCKOMY NMPUMEHEHUIO U
obLe xapaKTepUCTUKU NIeKapCTBEHHbIX CPeACTB U MeOAULMHCKUX u3aenumn
(c usameHeHusamu om 24.04.2019 2.)

Bazonoeok usnoxeH 8 pedakyuu npukasa MuHucmpa 30pasooxpaHeHusi PK om 24.04.19 e. Ne KP [CM-48 (cm.
cmap. ped.)

lMpeambyna usnoxeHa 8 pedakyuu npukasa MuHucmpa 30pasooxpaHeHuss PK om 24.04.19 2. Ne KP [JCM-48 (cm.
cmap. ped.)

B cootBetctBUMM c nyHkToM 5 cTathn 75 Kopekca Pecnybnuku Kasaxctan ot 18 ceHtabps 2009 ropga «O
3[00pOBbe Hapoaa u cucteme 3gpasooxpaHeHus» MPUKA3BIBAIO:
lMyHkm 1 usnoxeH 6 pedakyuu npukada MuHucmpa 30pasooxpaHeHusi PK om 24.04.19 e. Ne KP [JCM-48 (cm. cmap.
pea.)

1. YtBepauTb [IpaBuna coctaBneHus n oOpMIIEHUS MHCTPYKLMU NO MEOQULMHCKOMY MpUMEHEHUI0 1 obLuen
XapaKTepUCTUKN NeKapCTBEHHbIX CPEACTB U MEAMLIMHCKUX U3AENMI COrMacHO NPUNOXEHUIO K HACTOSALLEMY NpUKasy.

2. KomMuteTy KOHTPONSA MEeAMLUMHCKOM 1 dhapMaLleBTUYECKOn AeAaTenbHOCTM MruHMCTepcTBa 30paBoOXpaHeHns u
coumanbHoro passutusa Pecnybnuku KazaxctaH obecneunts:

1) rocyaapCTBEHHYH perncrpaumio HacTosLero npukasa B MuHnctepctee octuumm Pecny6nukn Kasaxcrah;

2) odmumanbHoe onybnnkoBaHWe HacCTOSILLErO Nprkasa B YCTAHOBIEHHOM 3aKOHOA4ATENbCTBOM MOPSAKE;

3) pasmelleHre HacTosALLEero npmkasa Ha MHTepHeT-pecypce MuHMCTepCcTBa 30paBoOXpaHeHNs U coLmanbHOro
pa3sutust Pecnybnukmn Kasaxcrah;

4) B TeyeHne 10 paboumx gHen nocne rocyaapCTBEHHOW perncTpaumm HacToswero npukasa B MuHuctepctee
toctuun  Pecnybnukn KasaxctaH npepactasneHve B [enapTameHT ropuaudeckon cnyxbel MuHucTepcTBa
30paBoOXpaHeHus u coumanbHoro passutua Pecnybnuku KasaxctaH cBegeHwuii 06 MCNOMHEHWU MEPONPUATUNA,
npenycMOTPEeHHbIX noanyHkTamu 1), 2) n 3) HacTosLLero nprkasa.

3. KoHTponb 3a MCMOMHEHMEM HACTOSILLErO MNpukKasa BO3NOXWUTb Ha Bule-muHucTpa 3gpaBooxpaHeHus U
couunanbsHoro pa3sutusa Pecnybnuku KaszaxctaH Llon A.B.

4. HacTtoswmi npuka3 BBOOUTCA B AEACTBUE MO UCTEYEHUMN OECATN KaneHO4apHbIX AHeN nocne gHSA ero nepeoro

odhmumansHoro ony6nvkoBaHus.

MuHUCTp 3apaBoOOXpaHEHUs M counanbHOro
pa3BuTUA T. OynceHoBa
Pecny6nukn KazaxctaH

lpasuna usnoxeHbl 8 pedakyuu npukaza MuHucmpa 30pasooxpaHeHuss PK om 24.04.19 e. Ne KP [JCM-48 (cMm.
cmap. ped.)
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YTBepXaeHbl
npukasoMm MuHucTpa
30paBOOXpPaHeHNs n

coumanbHoro pa3suTus
Pecnybnukn KasaxcTtaH
oT 29 mas 2015 roga Ne 414

MpaBuna
cocTaBfieHUsA u ochopMneHNa UHCTPYKLMU NO MEAULIMHCKOMY NPUMEHEHMIO
1 oblLLen XxapaKkTepUCTUKMN NeKapCTBEHHbIX CPeACTB U MeAULIMHCKMX U3aennmn

MnaBa 1. NMopsapok cocTtaBneHns U ochopmneHns MHCTPYKLUM NO MEAULIMHCKOMY NPUMEHEHMUI0
M obLuen XxapaKTepUCTUKN NleKapCTBEHHbIX CPeACTB

1. WHCTpyKuMa no MeauuMHCKOMY MPUMEHEHMWIO FeKapCTBEHHOro cpeacTsBa (NMMCTOK-BKNagbiw) (panee -
WHcTpykuma JIC) cocTtaBnseTcs ¢ MCNOMb30BaHMEM YETKMX M MOHATHbIX ANS NauuMeHTa TEPMUHOB, OTpaXkarLux
MeOMLMHCKME U Hay4Hble JaHHbIE O NeKapCTBEHHOM Mpenapare U COAEPXUT CneayoLLyo MHOPMaLuIo:

1) noeHTMdMKaLMOHHbIE AaHHbIE NEKapCTBEHHOrO nNpenapara:

HaMMeHOBaHWe NeKapCTBEHHOro Mpenaparta, 3a KOTopblM CrielyeT A03MpOBKa W nekapcTBeHHas dopma. Ecnu
NEKapCTBEHHbIN NpenapaTt COAEPXUT TOMbKO OOHO aKTUBHOE (OENCTBYOLLEe) BELEeCTBO, TO €ro MexayHapoaHoe
HenaTeHTOBaHHOE HauMMeHOBaHWe (NpW OTCYTCTBUM - OOLENPUHATOE HaMMeHOBaHMe) Heobxoaumo ykasaTb B
ckobkax cpasy 3a TOproBbiIM HAaUMEHOBAHWEM AAHHOrO NEeKapCTBEHHOro npenapara (OHO OTnMyaeTcsi OT TOProBoOro
HaMMEHOBaHMWSA); ONSA NEeKapCTBEHHbIX NpenapaToB, CoAepXKalLUMX HECKOMbKO aKTUBHbIX (0ENCTBYIOLLNX) BELLECTB UX,
cnepnyeT ykasaTb B BUAE NepeyHs nog HauMeHOBaHNEM;

2) dbapmakoTepaneBTMyecKas rpynna unm onucaHme akTMBHOCTY, NETKO NOHMMaeMble NaLUEHTOM;

3) nokasaHusi K NPUMEHEHWIO coaepaT nepedeHb 3aboneBaHunii U CUHOPOMOB, NMPY KOTOPbIX NEKAPCTBEHHbIN
npenapaTt pekoMeHOOBaH AN MeOULMHCKOTO NMPUMEHEHUS; YCITOBUS NPUMEHEHUsI B ONpeAeneHHbIX rpynnax (4etu,
6epeMeHHble 1 KOPMSALLME TPYABH XEHLUHBI, NOXWMbIe, NLa ¢ onpeaeneHHbIMY NaToNorM4eckUMmM COCTOSHUAMNY);

4) nepeyeHb cBeAeHUIN, HeO6X0AUMBIX A0 HaYana NpYMeHeHUs iekapCcTBEHHOro npenapara:

NpOTUBOMNOKa3aHwus;

HeobOxoaMMble Mepbl NPEAOCTOPOXHOCTU NPY NPUMEHEHUN;

BMObl B3aMMOJENCTBUS C NEKapCTBEHHBIMW MpenapaTtaMmy U BUAbl B3aMMOAENCTBUS, CNOCOOHbIE NOBNUATL Ha
OeNCTBME NeKapCTBEHHOrO npenapaTta (C ankoronem, TabakoMm, MNuLiein); CBEAEHUST O BO3MOXHOM BIUSAHUM Ha
CNocobHOCTb yNpaBnATb TPAHCMNOPTHLIMU cpeacTBamMu Unu paboTtatb C MexaHu3mMamu (ecrnv NPUMEHUMO);

cneuvanbHble NpeaynpexaeHns;

5) pekomeHaaumm No NPUMEHEHWIO:

peXnMm 003MPOBaHUS;

MeToA 1 NyTb BBeAEHNs (npy HeobxoammocTw);

YacToTa NPMMEHEHNS C yKa3aHueM BpeMeHn npvema (npn HeobxoaumocTm);

ONUTENbHOCTb FledyeHus (B 3aBUCMMOCTU OT CBOWCTB JIEKApCTBEHHOrO MpenapaTta ecnu ee HeobGxooumo
OrpaHNYnTb);

Mepbl, KOTOpble HEOOXOAUMO NPUHATL B CryYyae Nepefo3vpoBKU (CUMNTOMbI, HEOTIOXHbIE NpoLUeaypbl);

Mepbl, HeobXoauMMble MpU MNpPOMycke OOHOW WM HECKONbKUX [J03 JleKapCTBEHHOro npenaparta (mpwu
HeobxoaMMocTw);

yKasaHvne Ha Hanmyve pycka CMMNTOMOB OTMEHbI (Npy HEOBXOAMMOCTH);

pekoMeHaauum no obpalleHuio 3a KOHCynbTauuenh K MeauuMHCKOMY paboTHUKY Ons pasbscHeHus cnocoba
NPUMEHEHUSA NeKapCTBEHHOIO Npenapara;

6) onucaHne HexenaTemnbHbIX pPeakuui, KOTopble MPOSBASAOTCA MNpyM  CTAaHOAAPTHOM  MPUMEHEHUU
nekapcTBEHHOro nNpenapata U Mepbl, KOTOpbIE CrieayeT NPUHSATE B 3TOM crny4vae (Mpu HeobXo4MMOCTK);

7) cTaH4apTHbIN TEKCT, PEKOMEHAYIOLLMIA NauneHTaM Npy BOSHUKHOBEHMM OXXMAAEMbIX NIEKAPCTBEHHbIX peakLmi
obpawatbcst K MeaMUUHCKOMY paboTHUKY, dhapMaueBTUHECKOMY pabOoTHUKY MNU HanpsiMyrd B MHOPMAaLMOHHYIO
a3y AaHHbIX N0 HexenaTemnbHbIM peakumaMm (L4eNCTBUSIM) Ha NEKApCTBEHHbIE MpenapaThl, BKMYas coobleHus o
Hea(PPEKTMBHOCTN NEKApCTBEHHbLIX MNpenapaToB, W YKa3biBAKOLWMIN Ha pPasnUyHble MyTW TakKoro CcooOLieHus
(3nekTpoHHOE coobLLeHne, MOYTOBOE OTMNPaBIEHNE U (MNK) Apyroe);

8) pononHuTenbHble CBEAEHUS:

MOSHLIN Ka4yeCTBEHHbIN (hapmaueBTMYeckme cybCcTaHUuM 1 BCnomoraTenibHble BELLECTBA) U KONMMYECTBEHHbIN
cocTaB (hapMaLeBTUYECKUX CyOCTaHUMIA C UCNONb30BaHMEM UX OBLLENPUHATEIX HAMMEHOBAHUIA NS Kaxaon hopMbl
BbIMyCKa NekapCTBEHHOrO Npenapara;

onucaHune BHELLHEro Buaa, 3anaxa, BKyca;

9) pata UCTeYeHUs cpoka FOAHOCTM, C yKa3aHMeM 3anpeTa MNpPUMEHEHWst NeKapCTBEHHOro npenaparta no
NCTEYEHUN CpOKa rOAHOCTY;

YCIOBUS XPaAHEHUS;

npeaynpexaenne 06 onpeneneHHbIX BUAMMBIX NMPU3HaKax yxXyaLeHus kadecTsa (npy HeobxoanmocTn);

10) cBeaeHus 0 NpoM3BOANTENE NIEKAPCTBEHHOIO CPEeACTBa:

MOfHOe U COKpalleHHoe (NpW Hamu4MuM) HaMMeHOBaHWe, puandeckuin, (pakTnyecknin) agpec N KOHTaKTHble
AaHHble (TenedoH, dakc, ANEKTPOHHAas NoyTa) Npon3BoanTens;



MofiHoe U COKpalleHHoe (Npy HanuuMm) HauMeHoBaHWe, puandecknin, (pakTnyeckuin) agpec U KOHTaKTHble
AaHHble (TenedoH, dakc, aNeKTPoHHas noyta) AepxaTens permcTpaumoHHOro yaoctosepeHus (ganee - [APY) (s
COOTBETCTBYIOLLMX CIy4asx UMs NpefcTaBuTens, HasHavyeHHoro [PY ¢ uenbio npeactaBneHns ero MHTepecos).

HanMeHOBaHWEe W KOHTaKTHble AaHHble (TenedpoH, dakc, SMeKTPOHHAas Mno4YTa) opraHMsauun, NPUHUMaIOLLEN
npeTeH3unn (NpeanoXeHns) No nekapcTBEHHOMY CPeACTBY OT noTpebutenen Ha TeppuTopumn Pecnybnukun KasaxctaH;

11) gata nocnegHero obHoBneHnst HcTpykuum J1C.

2. NHcTpykumsa JIC paspabaTtbiBaeTcs Ha OCHOBaHUM O6LLEN XapakTePUCTUKU NeKapCTBEHHbIX CpeacTB (aanee -
OXIC) Ha kaxaylo nekapcTBeHHyto opMy M odopMnseTcs B Buae BKnagbllla B ynakoBky nubo ee TekcT 6es
COKpaLLleHNs pa3meLlaeTcs Ha ynakoBKe.

3. TekcT NHcTpykumm JIC ocopmnsaeTcs Ha Ka3axCKoOM U PYCCKOM 5i3blkax M COOTBETCTBYET ClieaytoLemy:

3arofioBKM M NOA3ArofIoBKM pacnonaratTcs O4HOPOAHO U BbIAENAIOTCH XUPHBIM LLPUDTOM;

npegycMaTpuBaroTCs PUCYHKM U (UNn) NMKTOrpammel (Mpy HeEo6XxoaMMOCTH).

4. Tekct OXJIC copepxuT MHOPMAaUMIO O NIeKapCTBEHHOM npenapate Anf MEeQULMHCKOro NPUMEHEHWs 1
pa3pabaTbiBaeTCsl Ha Kaxayl nekapcTBeHHyio ¢opmy B cootBeTcTBuM C Peuwennem Coseta EBpasuiickon
3KOHOMMYeckon Kkommuccum ot 3 Hosabps 2016 ropga Ne 88 «O6 yrtBepxaeHun TpeboBaHWA K MHCTPYKUMM MO
MeOMLIMHCKOMY NPYMEHEHNI0 NeKapcTBEHHOro npenapaTta v obLen XxapakTepucTuke rekapcTBEHHOro npenapaTta
ANst MEONLIMHCKOTO NMPUMEHEHUS».

MnaBa 2. Mopsaaok cocTaBneHust U ohopMNeHNUs1 MHCTPYKLUU NO MeAULIMHCKOMY NPUMEHEHUIO MeAULIMHCKUX
nsgenun

5. MIHCTpyKkumMs no npumeHeHuio MeanumHCKoro nsgenvs (ganee - NHctpykuma MU) cogepxuT nHdopmauumio,
npefocTaBnsemylo Npou3BOAMTENEM MEAULMHCKOrO W3Aenus OTHOCUTENbHO HasHayeHus, Hagnexaiwiero u
6e30nacHOro NCnonbL30BaHNA MEAMLMHCKOrO N3Aenus.

6. UHcTpykums MU cocTaensieTcs ¢ Ucnonb3oBaHNEM TEPMUHOB, NOHATHbLIX Nonb3oBaTento. B NHcTpykumm MU
pacLumdpoBbIBaOTCS BCE CUMBOISIbI M 0603HAYEHWSA, NCMOMNb30BaHHbIE NPU MapKUPOBKeE.

UHcTpykumnsa MU cogepxuT criegytoLuyto MHopMaumio:

1) HaMmeHoBaHWEe MEAULIMHCKOrO N34enus;

2) cocTaB 1 onMcaHue MeaNLMHCKOTO U3nenus:

TEXHUYEeCKMe U1 (PyHKUMOHAamNbHbIE XapaKTepuCTUKM, Heobxoaumble nonb3oBaTento Ans  NpUMeHeHus
MEeOMLIMHCKOrO M34enusa No HasHa4veHuto, onpegerneHHoMy NponsBoanTenem;

nHOpMaLMa O HanNMYMM NekapCTBEHHOro cpeacTaa, buonormyeckoro matepmana n (unu) HaHomaTepuana;

nepeyveHb KOMMNMAEKTYIOLWMX K MEAVLIMHCKOMY M3Aenuto (MpyU Hanuunm);

0[HOPa30BOro MM MHOTOPa30BOro UCMOMNb30BaHUSA (NPW HEOGXOANUMOCTH 0COObIE YKasaHUsi MO MPUMEHEHWIO);

HanMmeHoBaHvWe (06o3HayeHne) HOPMAaTMBHOMO [JOKYMEHTa, B COOTBETCTBMM C KOTOPbIM MpOuU3BEdEHO
MeanUMHCKoe usgenve.

3) obnacTb MPUMEHeHWs U HasHavyeHne MeAMLMHCKOro WM3Zenust C ykasaHueMm nofb3osaTtens (Hanpumep,
nauneHT, MeAVMLMHCKUIA cneumannct, dusnyeckoe nuuo, NpUMeHsLWee MeauUUHCKOoe m3genve no HasHayeHuio,
onpefeneHHoMy npou3soanTenem);

4) wvHdopmauMa No MepaMm MPeaoCTOPOXHOCTU (6e30nacHOCTM) W OrpaHMYeHWs M Mpu  UCMONb30BaHUM
MEeOMLIMHCKOrO N3aenuns:

npegynpexaeHve, Mepbl NpPefoCTOPOXHOCTM WM (Mnn) Mepbl, NpeanpuvHYMaeMble B Cllydae HeucnpaBHOCTU
MEANLMHCKOrO W3Oenust WM OTKNOHEHUA B ero OyHKUMOHWPOBAHWUM, KOTOpble MOryT BnuSiTb Ha 6e3onacHoCTb
MeANLIMHCKOrO N3aenus;

npegynpexaeHve, Mepbl NPefoCTOPOXHOCTU M (MNKN) Mepbl, NpeanpvHMMaeMble B CriyYae BO3AEWCTBUS Ha
(PYHKLUMOHNPOBaHNE MEOULMHCKOrO W3AENnusi BHELWHUX (PaKTOpOB, CBA3aHHbLIX C MPUMEHEHWEM MeAMLMHCKOro
nsgenusa B KOMOUHaLuMM ¢ MeAMUMHCKUMW n3genusmu n (unn) obopyaoBaHneM, nnu Takmx (pakTopoB, Kak BHELLUHNE
SMNEeKTPOMarHUTHbIE MOISA, ANEKTpocTaTUYeckne paspsagbl, UsnydeHne, atMocepHoe AaBrneHve n ero nepenagbl,
BMaXXHOCTb M TeMnepaTypa BO3ayxa;

npegynpexaeHve, Mepbl NPefoCTOPOXHOCTM M (MnKn) Mepbl, NpeanpvHMMaeMble B cryyae npeackasyemoro
puycka aneKkTpoMarHMTHbIX MOMEX, Co3aBaeMblX MEAULIMHCKUM U3LenueM npu NpoBeAeHUN U OLeHKe pesynbTaToB
cneunduYecknx AMarHOCTUYECKUX WCCNEeAOoBaHUA, TepaneBTUYECKOro feYeHus WM npu ero UCnosib3oBaHUn
(Hanpumep, 9nEeKTPOMarHUTHOEe UW3fyyYeHWe MEeAMUMHCKOTO UW3fenusl, oOkasblBalollee BMUSHUE Ha Apyroe
obopynoBaHue);

cBefeHns 06 orpaHMYeHMsX MM HECOBMECTUMOCTM C MEOULUMHCKAM M3Oenvem OTAENbHbIX NeKapCTBEHHbIX
cpeacts wnm  BMONOrMYeckMx martepuanoB (ecnu  MeguUMHCKOe u3genve npefHasHayeHo Ans  BBeOeHUd
neKapCTBEHHbIX CPeacTB UNn BUonornyeckmx maTepuarnos);

npegynpexaeHne, Mepbl MPeaoCTOPOXHOCTN W (UNKN)  OrpaHUYEHNsi, CBSA3aHHbIE C  JIEKAPCTBEHHBLIMMU
BelLlecTBaMu Unmn buonormyecknMm maTepmnanamm, KOTopble BXOAAT B COCTaB MEAULIMHCKOTO M3Aenus;

npegynpexaeHune, cBA3aHHOE C BXOAALWMNMM B COCTaB MEANLIMHCKOTO U3OENUS KaHLLEPOreHHbIMU, MyTareHHbIMN
UM TOKCUYHBIMU MaTtepuanamu, BO3MOXHOE Bbl4eneHne Unn BbIMbIBaHWE KOTOPbIX MPUBOAMUT K CeHCcMbunusaumm,
annepru4ecKkon peakuum Unm oTpMuaTenbHO BIUSIET Ha PenpoayKTUBHYIO (DYHKLMIO;

npegynpexaeHne wnv Mepbl MPeaoCTOPOXHOCTU, NpeanpuHMMaemMble Monb3oBaTenemM npu  yTunusauum
MEOMLUMHCKOTO W3AEenusi, NpUHaAneXHOCTEN W pacXOAHbIX MaTepuaroB, WCMOMb3yeMbIX BMeECTEe C HUM (npu
Hanuuuu), BKYast cBefeHnst 06 WHEEKUMOHHOW, MUKPOOHOM, 3SKOMOrMYECcKOM Wunmn uU3nM4ecKkon OnacHoOCTU
MeANLIMHCKOrO N3aenus.

5) npoTuBonokasaHusi ONs NPUMEHeHWsl, OXugaemble W npeackasyemble HebnaronpusaTHble CcobbITUs,
CBSi3aHHble C NPMMEHEHUEM MeAMLMHCKOro m3genus, Bknovas uHdopmaumio o6 obcToATenscTBax, Npyu KOTOPbIX
nonb3oBaTento HeobxoAMMO MPOKOHCYNbTUPOBATECA C MEAULMHCKUM CrieumanvicToM (4ns MeavuMHCKUX U3AEenvin,
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npegHasHa4yeHHbIX ANns WUCMONb30BaHWSA nuuamu, He MMeWUMU MeauuMHCKoro obpasoBaHusi), Mepbl OKa3aHus
nepBovi MOMOLLM MPU HENPaBUIMBLHOM MUCMOMNb30BaHWK;

6) nHdopmaLmsa 0 CPOKe 1 YCNOBUAX XPaHEHUS MEAULIMHCKOIO U3aenus;

7) wvHdopmauusa, Heobxoaumas AnA NPOBEPKW MNPaBUIIbHOCTWM YCTaHOBKW MEAWLMHCKOTO W3Aenus 1 ero
roToBHOCTM Kk 6e3onacHon paboTe MO HasHa4eHuio, onpeneneHHoOMy Mpou3BOAMTENEM, C YKasaHMEM CreayroLmX
cBeaeHun:

cofepxaHve 1 NepuoanyHOCTb TEXHNYECKOro 06CNYXUBaHWSA, BKMOYAsA OYNCTKY N Ae3NHPEKLNIO MEANLIMHCKOTO
nsgenus;

Hanmyme pacxodHbIX KOMMNOHEHTOB MEAMLMHCKOrO U3AeNns 1 npoueaypa ux 3ameHbl;

HeobxoaMMoCTb kanubposku Ans obecneveHus Hagnexaien n 6esonacHon paboTel MEAVLIMHCKOTO M3aenvs B
TeyeHne cpoka ero cryxobl;

MeTOAbl CHWKEHUSI PUCKOB, CBA3@HHbIX C YCTAHOBKOW, KanvbpoBKOW unun obChyXuBaHWeM MeaULMHCKOro
n3genus;

8) ponomnHuTenbHas wHdopMauus, Heobxoaumas npwW  MCNonb3oBaHWWM (0BCNYXMBaHWM) MELULMHCKOro
nsgenus:

nHopMaLma 0 Nopsake yCTaHOBKM M BBOAA B SKCMyaTaumio (NpyM HE06XoaMMOCTH), a Takke 0 HeoBxoanMocCTH
npeasapuTenbHOW NOATOTOBKN K MCMONb30BaHWIO MEANLMHCKOTO U3fenus;

cneumanbHble TpeboBaHNA B OTHOLUEHUM NMOMELLEHWUIA, CneunanbHON NOAroTOBKM MM ocobor Ksanudukaumm
nonb3oBaTens un (Unu) TpeTbmx Nuy (NP HEOBXOONMOCTN);

nHcpopmaumsa o npupode, Tvne, a Takke (NP HEOBXOAMMOCTHN) UHTEHCUBHOCTM N pacnpeneneHnn nsnyvyaemom
MEeAVLMHCKUM n3genvem pagmaumm n cnocobax sawuTtel Nofnb3oBaTenen Unm TpeTbux NuL OT HenpegHaMepeHHoro
N3ny4YeHns B NpoLecce NCnonb3oBaHMA MEAULIMHCKOrO n3genvs (ecnn MeauumHCKoe nsfenve cosgaeT onacHbIn unm
noTeHumManbHO ONacHbIN ypOBEHb paavaumm B MEQULIMHCKMX Lensx);

nHhopMauma o nopsake AeNCcTBUM B CryYae HapyLleHUs CTEPUNbHOM YNakoBKN MEAMLMHCKOrO n3genvs nepes
€ro Mcnonb3oBaHneM (ecrnm MeavLUHCKOe n3aenme NocTaBnsaeTcs CTePUNbHbIM);

nHpopmaumsa o meToge CTepunu3aumMnm MeguUMHCKOro U3Aenus (ecnu MeauuMHCKOe usgenue rnocTaBnsieTcs
HeCTepunbHbIM C ykazaHneM HeobxoAMMOCTM ero cTepunu3aunm nepes UCrnonb3oBaHNEM);

nHpopmauma o Hagnexauwen obpaboTke MeOMLMHCKOrO M3genus ANs ero NoBTOPHOrO MWCMOMb30BaHus,
BKIIOYas OYMCTKY, AEe3UHdEeKuMo, YnakoBKy W Mnpu HeobxoAMMOCTM MeToh MOBTOPHOW cTepwunmsaummn (ecnu
MeaMUMHCKOe m3genve npegHasHavyeHo Ans MHOropas3oBOro MCMofb30BaHUs), a Takke KpUTepUn HENpUrogHOCTM
NCMOMNb30BaHNA MEANLMHCKOrO U34enus;

9) cBeaeHns o npon3soanTENe MEAULIMHCKOIO N3Oenus 1 ero yrnonHOMOYEeHHOM NpeacTaBuTene, BKNYas:

MOSTHOE U COKPAaLLEHHOe (Npu HanmuM4un) HaMMeHOBaHWe, IPUANYecKkn, (hakTUYecKMn) agpec U KOHTaKTHble
AaHHble (TenedoH, dakc, 3NeKTPOHHas noyTa) NPoM3BOANTENS;

MONHOE M COKpalleHHoe (MpY HanuyMu) HaumeHoBaHWe, PUANYECKU, (akTUYecknin) agpec U KOHTaKTHble
AaHHble (TenedoH, dakc, aNeKTPOHHasA noyta) ynonHOMOYEHHOro NpeacTaBuTens NPOM3BOAUTENS Ha TeppuTopumn
Pecny6nuku KasaxcTaH:

HanMeHOBaHWE W KOHTaKTHble AaHHble (TenedpoH, dakc, aMeKTPOHHAas Mo4YTa) opraHusauvun, MPUHUMAIOLLEN
npeTeH3nn (NPeAnoXeHns) No MeaMLMHCKOMY U3OEenuio OT NnoTpebutenen Ha Tepputopun Pecnybnukm KasaxcTar;

HanMeHOBaHMe N KOHTaKTHble AaHHble (TenedoH, dakc, aNeKTPOHHasa no4yTa) opraHnsaumm, OTBETCTBEHHOW 3a
noctperncTpauuoHHoe HabniogeHne 3a 6e30MacHOCTbIO MEeAMUMHCKOro u3genus Ha Tepputopum Pecnybnuvkn
KasaxcTaH.

10) AaHHbIe O BbIMyCKe WK NocnegHeM NepecMoTpe MHCTPYKLMM MO MeAULMHCKOMY MPUMEHEHUIO.

7. UHcTpykumsa MU ans gmarHoCTuKM in vitro cogepxut cnegyoLlyto MHopmMauuio:

1) HaMmMeHoBaHNe MEAULIMHCKOrO N3aenust Ans AMarHoCTUKK in Vitro;

2) cocTaB 1 onMcaHne MeaULIMHCKOTO N3aenus:

NPUHUMN TeCTa;

onncaHne peareHToB, KannMbpaTopoB N KOHTPOSbHBIX MaTEPNanoB;

nepeyeHb MarTepuanoB MW cCneuuanbHblX MaTepuanoB, HeoOXOAUMbIX Ans NPOBEAEeHWs TeCTMPOBaHUA
(aHanu3a), HO He cogepXaLLMXCA B KOMMNMEKTe NOCTaBKM MEANLIMHCKOrO M3Aenus Ans AMarHoCTWK in vitro;

3) Ha3HaYeHne MeAUUMHCKOro N3genus Ans AMarHoCTWKKM in vitro, B TOM yucne:

YHKLMOHaNbHOE Ha3Ha4YeHwue;

onuncaHune Toro, YTo onpeaensieTcs n (MUnu) namepsieTcs (aHanuT );

cneumdmyeckoe paccTporCTBO, (PU3MOMOTMYECKOe COCTOSIHWME Ny akTop pucka Ans obHapyXeHus,
onpeaenexns unn auddepeHUMpoBaHMa KOTOPOro NpegHasHa4YeHo MeAMLMHCKOE n3aenue ans ANarHocTuku in vitro
(npw HeobxogumocTn);

npegHasHayYeHne MeguUMHCKOro u3genus AN AMarHoCTMKM in vitro AN KayeCTBEHHbIX, MOMYKONMYECTBEHHbIX
UINN KONMYECTBEHHBIX ONpeaeneHui;

TMN aHanuavpyemoro obpasua;

Ha3HayeHne MeAMUMHCKOro usgenus Ans AMarHoCTVMKM in vitro ¢ ykasaHueM nonb3oBaTtens (Hanpumep,
NaumeHT, MeAULMHCKUIA crieumanncT, du3ndeckoe nuuo, NpYMeHsiolee MeaUUMHCKOe M3denue no HasHauyeHuio,
onpeaeneHHoOMy NPOU3BOAUTENEM);

nHopMaums O npefHasHaYeHUM MEeOULMHCKOTO M3genus Ans OUarHoCTUKM in vitro Ans KnvHWYecKown
nabopaTopHOW ANarHoCTUKM U (MNn) ANs CamoTECTMPOBaHUS;

nHopMaums O npefHasHayYeHun MeAVLMHCKOrO M3genusa And AWarHOCTUKM in vitro Ang opgHopasoBoro
UCMONb30BaHus;

cneumanbHble TpeboBaHNS B OTHOLLEHUM MOMELLEHWUIA, CneuuanbHON NOAroTOBKU MM ocobor kBanudukaumm
nonb3oBaTens v (Unu) TpeTbMx NuL (MPY HeEOBXOANMOCTHN).

4) Ana MeANLMHCKUX M34eNvin ANst AUAarHOCTMKM in vitro, npeaHasHavYeHHbIX A5 UCMoNb30BaHWs B KOMBUHauum
C APYTYMU MEAMLUMHCKUMW U3OEeNUsSMN, BKIT0Yas MeduumMHCKue usgenust Ans AuarHocTukK in vitro - nHdopmaums



ANnst ugeHTuUKaumm MeguLMHCKMX M3AENUIA C Lenbio nonyyexHust 6esonacHon KoMGuHaumm u (Mnu) uHdopmauus oo
N3BECTHbIX OrpaHNYEHNAX MO COBMECTHOMY UCMNOSb30BaHUI0 MEANLMHCKUX U3AENWIA;

5) nHdopmaums o Cpoke 1 yCroBUSIX XPaHEHUS MELMLMHCKOrO U3Oenusi: CBeAeHMs O CreumarnbHbIX YCIOoBUSAX
XpaHeHusi (TemnepaTypa W BraXHOCTb BO34yXa, OCBeLLeHMe) u (Mnu) obpalleHns nonb3oBaTenen ¢ MeauLMHCKUM
nsgenuvem in vitro;

6) nHhopmaL s o0 cneumnanbHbIX YCIIOBUSX TPAHCNOPTUPOBAHUS;

CBEOEHNs1 O XapakKTepuUCTMKax CTabUNbHOCTM MEAMUMHCKOrO u3genus And AMarHOCTMKM in vitro (ycrosus
XpaHEeHWsi, CPOK XpaHeHMs1 Mocne MNepBOro BCKPbITUS MEPBUYHOIO KOHTEMHEpa), a TakkKe YCMNOBUSAX XpaHEeHUs n
cTtabunbHOCTN paboynx pacTBopoB (Mpn HeOBX0AUMOCTN);

MHOPMaUUs O CTEPUNIBHOM COCTOSIHUM, METOAE CTEpUnM3aumM 1 O Nopsiake OEVCTBUIN B Clyvae HapylUeHust
CTepWIbHOW yNakoBKW (eCnv MeauLIMHCKOE U3genve Anst QUarHoCTUKM in vitro nocTaBnsieTcd B CTEPUNbHOM BUAE);

7) wHdopmauma Ana nonb3oBaTenen (NpegynpexaeHusi, Mepbl NpefoCTOPOXHOCTU, OrpaHWYEHUss Mpu
UCMOMNb30BaHUN MEAMNLMHCKOTO U3AENUs AN AMarHOCTUKM in Vitro):

npeagynpexneHne, Mepbl NPegoCTOPOXHOCTU U (Mnn) Mepbl, nNpeanpuvHUMaemble B criydyae cbos wnm
OTKMOHEHUA B PYHKLUNOHMPOBAHMN MEOULMHCKOro M3aenus Ang AnarHocTukK in vitro, onpegensieMbiX N0 BHELUHUM
npusHakam;

npeagynpexneHne, Mepbl NPegoCTOPOXHOCTU U (UNKn) Mepbl, NpeanpuHMMaemMble B OTHOLUEHWMM Takux
npenckasyembiX BHELIHUX (aKTOpPOB, Kak BHELUHWE 3NEeKTPOMarHUTHbIE MOMs, 3NeKkTpocTaTudeckMe paspsaabl,
nsnyyeHue, atTMocdepHoe AaBreHre 1 ero nepenagpl, BNaXHOCTb U TeMnepaTypa BO34yxa;

npeaynpexneHne, CBsi3aHHOE C BXOOSLMMW B COCTaB MEAMLUMHCKOro W3fenvs Anst ANarHoCTUKM in vitro
mMaTtepuanamu, KOTopble SBMSKTCA KaHLEPOreHHbIMW, MyTareHHbIMM WAM  TOKCUYHbIMM NMGO NpUMBOAAT K
ceHcMbunusauum, annepruyeckon peakummn unm oTpuLaTensHO BNUSKOT Ha PENPOAYKTUBHYIO (OYHKLNIO;

npeaynpexneHne, Mepbl NPeAOCTOPOXHOCTM U (UNK) Mepbl, NpeanpuHMMaemMble B OTHOLLIEHUW MOTEHUManbHO
WH(PEKUMOHHOrO MaTepuana, Coaepallerocs B MEAMLMHCKOM U3Lenuun Ans ANarHocTUKK in Vitro;

UHOpMauus o Hagnexallen obpaboTke MeOULNHCKOro usgenust 4nst AMarHOCTMKK in vitro Ana ero NOBTOPHOro
UCMOMNb30BaHWSA, BKIOYAsi O4YUCTKY, [AEe3UH(EKUMIO, YMakoBKy W NpuM  HeobxooumocTM MeToh MOBTOPHOM
cTepunu3auun (ecrnm MefuuMHCKOe u3genve Ans OMarHoCcTuKM in vitro npegHa3HavyeHo Ansi MHOropasoBOro
MCMNOnb30BaHus);

8) npenynpexaeHve n (Mnn) cneuunanbHble Mepbl MPEAOCTOPOXHOCTA B OTHOLLIEHWUM Ge3onacHon yTunmsaumu
MEeLMLMHCKOro u3aenusi 4ns AUarHoCTUKM in Vitro 1 NpUHaaneXxHocTen (Npy Hanuyum), KOTopblie NpY HE06X0aUMOCTU
OOIMKHbI OXBaTbIBaTh creayowmne oakTopbl:

WH(EKUNOHHbIE UIMM MUKPOOHbIE PUCKM, B TOM YMUCIE BO3MOXHOCTb 3arpsi3HEHUs pacxofHbIX MaTepuanos
WHPEKUMOHHBIMW areHTaMm YernoBeveCKOro NPONCXOXAEHUS;

3KOMOrM4eckne pUCku, CBsisaHHbIE C MOTEHUMarbHO onacHbIMM MaTepuanaMm 1 BeLecTBamu;

duanyeckne pucku, B TOM YMCIie BO3MOXHOCTb B3pbiBa U BO3rOpaHUs;

9) nHdopmauma o6 ycnosusix, Heobxoammbix ons cbopa, o6paboTkm M NoAroToBkM 06pa3LOB, AaHHbIE MO
CcTabunbHOCTU aHanuanpyembix o6pasuoB, B TOM 4YWCME YCMOBUS W AONUTENBHOCTb XpaHEHWs, YCroBWS
TPaHCMNOPTUPOBKU, OFPAHNYEHUS MO LMKNaM 3aMOpPO3Ku (pa3mMopaxnBaHust);

10) nogpobHasa nHdpopmaunsi 0 NOArOTOBKE K UCMOMb30BaHUIO MEAUUMHCKOrO u3aenus Anst AMarHOCTMKK in
vitro;

uHdopmMauus, HeobxoaMMass Ana NPOBEpPKM MPaBWUMBbHOCTM  YCTAHOBKUM  MEOMLUMHCKOTO u3genus  ans
AVarHOCTUKK in Vitro n ero roToBHOCTU Kk 6e3onacHon paboTte No Ha3Ha4yeHuto, onpeaeneHHoMy nNpou3sBoanTeneMm, ¢
yKasaHvueMm criefytoLmnx CBeAEHWIA:

HeobxoaMMOCTb kannbpoBkM Anst obecneyeHus Hagnexailern n 6esonacHo paboTbl MeQUUUHCKOro n3genus
ANst AUarHoCTUKM in vitro B Te4eHne cpoka ero cnyxobi;

METOAbl CHWXEHWSI PUCKOB, CBSI3a@HHbIX C YCTaHOBKOW, KanubpoBKOW wnv o6CnyXMBaHMEM MeOMLIMHCKOro
n3genust Ansa AnarHoCTUKKM in vitro;

11) pekomeHAaumMM B OTHOLLIEHMW MPOLIEAYP KOHTPOMS KayecTBa npu HeobxoaumocTy;

MHGOPMaLUS O NPOCNEXNBAEMOCTN 3HAYEHUN, 3aaHHbIX ANA KanmbpaTopoB MM KOHTPOSbHbLIX MaTepuaros,
KoTopas obecneyvMBaeTCqd MNOCPEACTBOM [OOCTYMHbIX pedepeHTHbIX MeToaMK (MEeTOAOB) M3MepeHus u  (Mnu)
3TasIoHOB;

12) npouenypa TeCcTMPOBaHUs, BKMOYAs pacyeTbl U WMHTeprnpeTauun pes3ynbTaToB TECTMPOBAHUSA, U Mpu
HeobxoaAMMocTh MHpopMaLms o Lienecoobpa3HOCTU NPOBEAEHUS NOATBEPXKAAIOLLMX TECTOB;

XapakTepUCTUKN aHanuTuyecko 3dEEKTUBHOCTU: YYBCTBUTENMbLHOCTb, CMEUMdUYHOCTb, MPaBUINBHOCTD,
NMOBTOPSIEMOCTb, BOCMPOU3BOAUMOCTb, Npeden obOHapyxeHust (oeTekumu) M Ouana3oH WU3MeEpeHus, BKITHo4Yas
MHPOPMaLMIO O BIUSIHUM M3BECTHBLIX MHTEPdEPEHTOB, 06 OrpaHMyeHMsX MeToda M UCMONb30BaHUM AOCTYMHbIX
pedepeHTHbIX MaTepranos 1 METOAO0B aHanm3a (Mo NPUMEHUMOCTH);

XapaKTEPUCTUKM  KITMHUYECKOM 3(EEKTUBHOCTU: OUarHOCTUYECKas YyBCTBUTENbHOCTb W  AMarHoctuyeckasi
cneunduyHOCTb (NpyY HEOBXOANMOCTI);

Guonornyecknii pedpepeHTHbIV MHTepPBan Npyu HEO6XoAMMOCTH;

nHcopmMauma 06 MHTepdePUPYIOLLMX BELLECTBAX UMW OFPaHUYEHUsIX, CBSA3aHHbIX C Npoboi, KoTopble MOryT
NOBNUATL Ha pe3ynbTaT UCCNefoBaHus;

13) B OTHOWEHUM MEOULMHCKOrO Uu3genust ansg  OMarHocTuku  in vitro, npegHasHavyeHHoro Ansi
CaMOTEeCTUPOBaHWSI NONb30BaTENEM UMM TECTUPOBaHNS BONN3M Nonb3oBaTens, Takke creaylwmne CBeAeHUs:

noapobHasa uHdopmauus o npouenype TeCTMPOBaHWs (MOArOoTOBKA peareHToB, oTOop (moarotoBka) npobbl,
NOpsiAOK BbIMOMHEHUSI U UHTEPNpeTaunsi pe3ynbTaToB TECTUPOBAHUS);

pekoMeHAauUMn OTHOCUTENbHO AENCTBUIA MOnb3oBaTens B Cry4Yae MOMOXWUTENBHOrO, OTpULATENBHOMO UNn
HeonpeaeneHHoro pesynbTata TECTUPOBAHWS;



MHpopMaumss O MOrPeLHOCTAX TecTa W BO3MOXHOCTM  MOMYYEHUst  NIOXHOMOMOXWUTEMbHBIX UMK
NOXHOOTPULATENbHBIX Pe3yfibTaToB TECTMPOBAHMS, a TakKe OTHOCUTENbHO (HAKTOPOB, BAUSIOWMX HA pesynbTar
TECTMPOBAHWS;

nHpopMauma O HedoMNyCTUMOCTU NPUHATMA Mofib3oBaTeneM MeAWUMHCKMX pelueHuid 6e3 npepBapuTenbHON
KOHCYMbTaLUMN C MEANLMHCKUM CMeLnanucTom;

nHopmMauma 0 HeobXxoAMMOCTM HanpaBfeHus COObLEeHUs MNpPOU3BOAMTEND WM €ro  YNOofHOMOYEHHOMY
NpeacTaBUTENIO O HeXenaTenbHbIX COBbITUAX, KOTOPbIE UMEIOT NPU3HaKN HeGNaronpuaTHOro cobbITUS (MHUMAEHTA).

14) cBegeHus o npou3BoauTENe MEOUUMHCKOro usgenust Ana AMarHoCTUKM in Vitro n ero ynonHOMOYEeHHOM
npepcTasutene, BKMOYas:

MONHOE W COKpaLLeHHoe (MpV Hanmuyun) HaMMeHOBaHWe, IPUANYECKUNA, dPaKTUYECKUn) aapec W KOHTaKTHble
AaHHble (TenedoH, akc, 3NeKTPOHHas noyTa) NPoM3BOANTENS;

MOSHOE M COKpaLleHHoe (MpY HanuyMu) HaumeHoBaHve, PUANYECKU, (akTUYeckuin) agpec N KOHTaKTHble
AaHHble (TenedoH, akc, 3NEeKTPOHHAsA noyta) ynonHOMOYEHHOro NpeacTaBuTens NPOM3BOAUTENS Ha TeppuTopumn
Pecny6nukn KasaxcraH;

HauMeHOBaHWEe N KOHTaKTHble AaHHble (TenedoH, akc, aNeKTpoHHas noyTa) opraHusauuu, NpUHMMarloLLEn,
npeTeH3nn (NpeanoxXeHns) No MeaNLIMHCKOMY M3AENU0 AN AMarHOCTUKKM in vitro oT notpebutenen Ha Tepputopum
Pecny6nukn KasaxcraH;

HanMeHOBaHWe N KOHTaKTHble AaHHble (TenedoH, dakc, aNeKTpoHHaa noyta) opraHw3aummn, OTBETCTBEHHOW 3a
nocTperucTpaumMoHHoe HabniogeHne 3a 6e30MacHOCTbI0O MEQULMHCKOro M3fenus Ans AvMarHocTky in vitro Ha
Tepputopun Pecnybnunkn KasaxcraH.

15) AaHHbIE O BbIMyCKe UK NOCNegHEM NepecMoTpe MHCTPYKLIMM MO NPUMEHEHMIO.

8. Tekct UHcTpykuun MU ocbopmnsaeTcs Ha Kas3axCKOM W PYCCKOM A3blKax, ABMSETCS YETKMM M MOHATHbIM C
yKka3aHneM nocrnefoBaTenbHOCTM AENCTBMI NO NpuMMeHeHuto. [lonyckaeTcs MCnonb3oBaHWe OTAENbHbIX CBEOEHUN
Ansi npodpeccrmoHanbHbIX U HenpogeccMoHanbHbIX NonbL3oBaTenen.

TekcT NHCTpykumn MU cooTBeTCTBYET CriegytoLemy:

3arofioBKM M NOA3ArofIoBKM pacrnonaraloTcs O4HOPOAHO U BbIAENAIOTCH XUPHBIM PN TOM;

npegycMaTpuBarTCs PUCYHKM U (UNn) NMUKTOrpammel (Mpy Heo6xoaMMocTH).

9. MHcTpykuma MU npepoctaBnsieTcs nonb3osaTteso Ha BymaxHOM HocuTene nmbo B SMEKTPOHHOM BuAe Kak
BMecTe C MeAMLMHCKUM W3genvem, Tak U OTAeNbHO OT Hero, B TOM 4ucrie nyTeM pasmelleHns nHdopmauum Ha
3KpaHe, SABMAIWEMCS 4acTbld MeAuLUMHCKOro uagenuvs. BoibpaHHbin cnocob npefocTaBneHns MHCTPYKLMKM o
NPUMEHEHNIO ABNAETCA NPUrogHbLIM 1 AOCTYMHBIM ANA nons3oBatenen. B cnyyae npegocraBneHns MHCTPYKUMW Ha
HocuTene, OTMYHOM OT BymaxHoro, Mpon3BoAMTENb pa3MeLlaeT nHpopmaLmio 0 crnocobax ee NonyvyeHus:

1) npocmoTpa MHCTPYKLUMM MO NPUMEHEHWIO;

2) nony4eHns akTyanbHON BEPCUN UHCTPYKLMK NO NMPUMEHEHWIO;

3) nonyyeHuns GymaxxHoOW BEPCMN MHCTPYKLMN MO NPUMEHEHWIO.



