Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 10.09.2020

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 27.07.2025
s iGN I DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB JlaTa pesaKiyu 10.09.2020
Pecny6nnku Kazaxcran B 3J€KTPOHHOM BH, ot
ecmryG, a3aXCTaH B SIICKTPOHHO e JlaTta ckaunBaHMs 27.07.2025
KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 24 anpenst 2019 rona
Ne KP JICM-48. 3apeructpupoBaH B
MHUHHCTEPCTBE OCTULHN
Pecniy6nuku Kazaxcran 25 anpens
2019 roma Ne 18584. Yrparun cuy
npukasoM MuHucTpa
3]ipaBoOXpaHeHus PecryOuuku
Kazaxcran ot 10 centsops 2020
roga Ne KP JICM-101/2020
(BBOAUTCS B JCICTBHE MO HCTCYCHUH
JIeCATH KaJleHIapHBIX JHEH mocie
JIHSL €T0 TIEPBOro OPUIMATBHOTO

OIyOJIMKOBaHHMS)

O BHeceHUHM M3MeHeHHMH B Ipuka3 MuHHMCTpPa 31PABOOXPAHECHUSA U
counajgbHoro passutus Pecnyosmkun Kaszaxcran ot 29 mast 2015 roga Ne 414
«O0 yrBepxkaenun [lpaBua cocraBienusi u opopmiIeHHS] HHCTPYKIMHU 1O
MeJIMIUHCKOMY NPUMEHEHHNIO JIeKAPCTBEHHbBIX CPEACTB U M3/1eJIUil MeTUIIUHCKOT 0
Ha3HAYEHUS»

CHocka. Ympamun cuny npuxazom Munucmpa 30pasooxparnenusi PK om
10.09.2020 Ne KP JICM-101/2020 (8600umcs 6 Oeticmsue no ucmedeHuu 0ecsimu
KANeHOAapHblX OHell nocae OHs €20 Nepeo2o 0PuUYUAIbHO20 ONYOIUKOBAHUSL).

B cootBercTBuu ¢ myHkToM 5 ctathu 75 Kogekca Pecriyonuku Kazaxcran ot 18
cenTsi0opst 2009 roga «O 310pOBbE HAPOAA U CUCTEME 3/IPABOOXPAHEHUS
IMPUKA3BIBAIO:

1. Buectu B npuka3 MuHUCTpa 3[paBOOXPAHEHUS U COIUATILHOTO PAa3BUTHUS
PecnyOnuku Kazaxcran ot 29 mas 2015 roma Ne 414 «O6 yrBepxkaenuu [Ipapun
COCTaBJICHUS ¥ O(DOPMIICHHSI HHCTPYKLIUU [0 MEAUIIMHCKOMY MPUMEHEHHUIO
JIEKAPCTBEHHBIX CPEJICTB U U3/ICTUN MEIUIIMHCKOTO Ha3HAYCHUS» (3aperUCTPUPOBAH B

QR-KOJT COAEPIKUT CCHUIKY Ha
nansbiif nokyment B OKb HITA PK
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Peectpe rocynapcTBEHHON PETUCTPALIMM HOPMATUBHBIX IPABOBBIX aKTOB mmoa Ne 11495,

omy6nukoBaH 14 utons 2015 roga B uHPOPMaIIMOHHO-IPABOBOM CUCTEME «O/ILJIEe
CJIeYOIINEe N3MEHEHUS:

3aroJIOBOK M3JIOKUTh B CIEAYIOLIEN peAaKIIN:

«O0 ytBepxkaenuu [IpaBun cocraBienus 1 0(hOpMIIEHUS UHCTPYKIUU TTO

™

MEIUIMHCKOMY TPUMEHEHHIO U 00I1Ie XapaKTEePUCTUKH JIEKAPCTBEHHBIX CPEJICTB U

MEIUIMHCKNX W3S

npeamMOyITy U3JI0KHUTh B CIIEIYIONICH peaKIInu:

«B cootBercTBUM ¢ myHKTOM 5 ctathu 75 Koaekca Pecniyonuku Kazaxcran ot 18

centa0ps 2009 rona «O 310pOBbE HAPOa U CUCTEME 3APABOOXPAHCHUS
ITPUKA3BIBAIO:»;

MYHKT | U3JIOKUTH B CIEAYIOIIEH pelaKIuu:

«1. YtBepauts [IpaBuna cocraBienus u 0hOpMICHUS UHCTPYKITUHU TIO

MCINITUHCKOMY IIPUMCHCHHIO U 06Hl€ﬁ XApPAKTCPUCTHUKH JICKAPCTBCHHLIX CPCIACTB H

MCAMIMHCKHUX I/I3I[GJII/Iﬁ COIJIAaCHO INPUITOKCHUIO K HACTOAIMICMY IIPUKA3Y.»,

[IpaBuna cocraBieHus U OPOPMIIEHUS HHCTPYKIUU IO METULUHCKOMY
IPUMEHEHUIO JIEKAPCTBEHHBIX CPEACTB U U3AEIINA MEIUIIMHCKOIO Ha3HAYCHMS,
U3JIOKUTh B HOBOM PEAaKIMU COTJIACHO MPUJIOKEHUIO K HACTOSIIEMY IIPUKA3Y.

2. Komurery (apmanuu MunucrepcTBa 3apaBooxpaHeHus Pecnyonuku

Ka3zaxcran B ycTaHOBIEHHOM 3aK0HO1aTelIbcTBOM PecmyOnuku Kazaxcran nopsiike

00eCIeYnTh:;

1) rocygapcTBEHHYIO pErUCTPAIIMIO HACTOSIIIETO NMprKa3a B MuHUCTEpCTBE
toctuiuu PecyOnuku Kazaxcran;

2) B TeUCHUE ACCATU KAJICHAAPHBIX JHEH CO HS TOCYJapCTBEHHON perucTpaiuu

HACTOAIICTO IIPpHUKa3a HAIIPABJICHHUC CI'O KOIIMU B 6YMa)KHOM H 3JICKTPOHHOM BHJC Ha

Ka3aXCKOM M PYyCCKOM s3bIKax B PecnyOinkaHCKOe TOCy1apCTBEHHOE IPEANPUsATUE Ha

IIPaBe XO3UCTBEHHOTO BeAeHUs «IHCTUTYT 3aKOHOAATENbCTBA U PABOBOU
uHpopmanmu Pecriy6nuku Kazaxcran» MunucrepcTBa roctuiiuu Pecryonmku
Kazaxcran ns opunraibHOr0 OmyOJMKOBaHUS U BKIIIOUCHHS B DTAJIOHHBIN
KOHTPOJIBHBIN 0aHK HOPMATUBHBIX MPABOBHIX akTOB Pecnybnuku Kazaxcraw;
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3) pa3menieHue HaCTOSAIIEr0 MPHUKa3a Ha UHTEPHET-pecypce MUHUCTEPCTBA
3npaBooxpaHenus Pecnyonuku Kazaxcran nocie ero opuiuanbHOro onyOJuKoBaHuUS,

4) B TeueHue AeciITH pabouux JHEH Mocse rocy1apcTBEHHON perucTpaiuu
HACTOSIIETO MpUKa3a MpeacTaBicHue B JlenapTaMeHT I0puIndecKoi CITyKObI
MunucrepcTBa 31paBooxpanenus Pecriyonuku Kazaxcran cBeneHuil 06 UCIIOTHEHUN
MEPOIPUATUI, TPETYCMOTPEHHBIX MOAMYHKTaMu 1), 2) 1 3) HaCTOSIIEro MyHKTAa.

3. KOHTpOb 32 UCMIOJHEHUEM HACTOSILETO MTPUKa3a BO3JIOKUTh Ha
KYPHPYIOIIEro BUIle-MUHHUCTPA 3ApaBooxpaneHus Pecryonmku Kazaxcras.

4. Hacrosiuii mpyuka3 BBOJAUTCS B ACHCTBHUE 110 UCTCYCHUHU JIECATH KaJE€HIapHBIX
JTHEH TIoCJIe HS €ro MepBOro oPpuIMaIbHOTO OMyOJIMKOBAHMS.
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[Ipunoxenue
K npukazy Munucrpa
3IpaBOOXPAHEHUS
Pecny6nuku Kazaxcran
oT 24 anpens 2019 rona
Ne KP JICM-48

Y TBEpkKIAEHBI TPUKA30M
MuHucTpa 3ApaBOOXPaHEHHUS
Y COLMAIIBHOTO PA3BUTHUS

Pecnybnuku Kazaxcran
ot 29 mas 2015 roma Ne 414

ITpaBuiia coctaBiieHuss M 0popMIIeHHSI HHCTPYKUHUH 10 MEAUIIUHCKOMY
NMPUMEHEHHNIO U 001Iell XapaAKTePUCTHKHU JIEKAPCTBEHHbIX CPEJICTB U MeIMIUHCKHUX
H3aeJaui

I'nasa 1. Ilopsaaok cocraBiiennss U 0GopMJIeHUS HHCTPYKIIMU 10 MeAUIMHCKOMY
NMPUMEHEHHIO U 001IIell XapaAKTEePUCTUKH JIEKAPCTBEHHBIX CPEICTB

1. UHCTpyKIMS 110 METULIIMHCKOMY TPUMEHEHHIO JIEKAPCTBEHHOTO CPECTBA
(muctok-Bkiaapim) (nanee — Muactpykuus JIC) cocrapisieTcs ¢ UCTIOIB30BaHUEM
YETKHUX U MOHATHBIX ISl HAlMEHTAa TEPMUHOB, OTPAKAIOIINX MEIUIIMHCKUE U HAyYHbIC
JAHHBIE O JICKAPCTBEHHOM Ipernapare v COACP>KUT CIEeAYIONTY0 HH(OPMAIIHIO:

1) unenTudUKaIMOHHbIE JaHHBIC JIEKAPCTBEHHOTO IIpenapara:

HAaMMEHOBAaHUE JICKaPCTBEHHOTO Mpernapara, 3a KOTOPhIM CJIEIYET T03UPOBKA U
nexkapctBeHHas Gopma. Ecnu nekapcTBEeHHBIN ITpenapaT COACPKUT TOJIBKO OJHO
AKTUBHOE (JICMICTBYIOIIEE) BEIIECTBO, TO €r0 MEXAYHAPOJHOE HEMATEHTOBAHHOE
HauMeHOBaHue (TIpU OTCYTCTBUM - OOILLIETIPUHATOE HAMMEHOBAHKUE) HEOOXOAMMO
yKa3aTh B CKOOKax cpa3y 3a TOProBbIM HAMMEHOBAHUEM JAHHOTO JIEKAPCTBEHHOTO
npenapara (OHO OTJIMYAETCS OT TOPrOBOTO HAMMEHOBAHUS ); JJIs JIEKaPCTBEHHBIX
IpenapaToB, COJIEPIKAIIUX HECKOJIBKO aKTUBHBIX (JEHCTBYIOIINX) BEIIECTB UX, CJIEIYET
yKa3aTh B BUJIE NIEPEUHS 110]]I HAUMEHOBAHHEM;
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2) (papmakoTepaneBTUYECKAsI TPYIINA WU OTMMMCAHUE aKTUBHOCTH, JIETKO
MIOHUMAaEMBbI€ MAIUEHTOM;

3) nmoka3aHus K MPUMEHEHUIO COJIepKaT NepeueHb 3a00I€BaHU U CUHIAPOMOB,
IIPU KOTOPBIX JICKAPCTBEHHBIN Mpenapat peKOMEHA0BaH sl MEAUIIUHCKOTO
PUMEHEHUS; YCIIOBUS MPUMEHEHHUS B ONPEICNICHHBIX Ipynax (1eTu, OepeMeHHbIE U
KOPMSILUE TPYIbIO AKEHITUHBI, TTOKUIIbIE, JIUIA C ONPEIeIEHHBIMU MATOJOTHUYECKUMHU
COCTOSIHUSIMH );

4) nepevyeHb CBEACHHI, HEOOXOAMMBIX J0 HaYaia MPUMEHEHHUS JIEKapCTBEHHOTO
npenapara:

IMPOTUBOIIOKA3aHUA
H€O6XO,III/IMI>IC MCPLBI MIPEAOCTOPOKHOCTH IMPU IPUMCHCHHH,

BU/JIbl B3aUMOJENCTBHS C JIEKAPCTBEHHBIMU IperapaTaMy U BUJIbI
B3aUMOJICHCTBUS, CHOCOOHBIE MTOBIUATH Ha IEUCTBUE JIEKAPCTBEHHOTO Mpernapara (¢
AJIKOT0JIEM, Ta0AKOM, TTUIIIEH ); CBEICHHS O BO3MOYXHOM BIIMSIHUU Ha CIIOCOOHOCTD
yIpaBJsiTh TPAHCIIOPTHBIMU CPEACTBAMHU WJIM pabOTaTh C MEXaHU3MaMH (eciu
NPUMEHHUMO);

creuanbHbIe IPEAYIPEXKICHHUS;
5) pekoMeHAALMH 110 TPUMEHEHUIO:

PEXUM J1I03UPOBAHUS;

METOJ1 U ITyTh BBEJEHUS (IpH HEOOXOAUMOCTH);

4acToTa MPUMEHEHHUSI C YKa3aHUEM BpEMEHH mprema (Ipu He0OXOAMMOCTH);

JUTUTEILHOCTH JICUeHUS (B 3aBUCUMOCTH OT CBOMCTB JIEKAPCTBEHHOTO IIpenapara
€CJIM €€ HeOOXOAMMO OTPAHUYUTh);

MepBbl, KOTOpbIE HEOOXOIUMO MPUHSATH B Cllydae NepeJ03UPOBKU (CUMITOMBI,
HEOTJIOKHBIE MTPOLIETYPbI);

Mepbl, HEOOXOAUMBIE MPU MPOIYCKE OJTHON MIIM HECKOJIBKHUX J103
JIEKapCTBEHHOTO TIpenapara (Ipu HeOOXOANMOCTH);

yKa3aHHE Ha HAIMYKME PUCKA CUMIITOMOB OTMEHBI (TP HEOOXOJUMOCTH);

PEKOMEHIAIMH 10 OOPAIIEHHUIO 32 KOHCYJIbTAIle K METUIIUHCKOMY PaOOTHHUKY
IS pa3bsCHEHHS crioco0a MPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara;
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6) onMcaHue HEeXKENATeNbHbIX PEAKIUH, KOTOPBIE MPOSIBISAIOTCS MPU
CTaHAAPTHOM NPUMEHEHUH JIEKAPCTBEHHOIO IIpenapara 1 Mepbl, KOTOPBIE CIELyET
OPUHATH B 3TOM ciydae (Ipu HEOOXOAUMOCTH);

7) cTaHAAPTHBIN TEKCT, PEKOMEHAYIOIMN MAallMEeHTaM ITPU BO3ZHUKHOBEHHUU
O’KHJTA€MBIX JIEKAPCTBEHHBIX PEAKINI 00pamaThCs K MEIUIIMHCKOMY PaOOTHHUKY,
dapmaleBTHYeCKOMY paOOTHHUKY WM HAMPsIMYIO B MH)OPMAIIMOHHYIO 0a3y JaHHBIX IO
HEXKEJIaTEeIbHBIM PeaKIUsAM (IeMCTBUAM) Ha JIEKAPCTBEHHbBIE NIPENapaThl, BKIOYAs
coobrmieHus 0 Hed(PEKTUBHOCTH JICKAPCTBEHHBIX MIPEMapaToB, U YKA3bIBAIOIINNA Ha
pa3JIMuHbIE MTyTH TAKOTO COOOIIEHHUS (3JIEKTPOHHOE COOOIIEHHE, TOYTOBOE
OTIpaBJlicHUE U (W) IPYyTOE);

8) JIOTIOJTHUTEIbHBIE CBEACHUS:

MOJIHBINA KaueCTBEHHBIN ((papMaleBTUUECKUE CYOCTaHIIMU U BCTIOMOTaTEIbHbIE
BEIIECTBA) M KOJIMYECTBEHHBIN COCTaB (papMalleBTUUECKUX CYOCTaHIUH C
UCIIOJIb30BAaHUEM UX OOILIETPUHATHIX HAUMEHOBAHMM JIJIS1 KaXKI0 (POPMBI BBIITyCKa
JIEKAPCTBEHHOTO IIperapara;

ONMCaHUe BHEIITHETO BUJIa, 3amaxa, BKyca;

9) nata ncrteueHus Cpoka roJJHOCTH, C YKa3aHUEM 3alpeTa MPUMEHEHHUS
JIEKapCTBEHHOTO Tpernapara 1o UCTEYEHUU CPOKa FOAHOCTH;

YCJIOBUS XpaHCHUA,

npeaynpexaeHue 00 onpeIeICHHBIX BUUMBIX MTPU3HAKAX YXYIIICHUS Ka4yeCcTBa
(mpy HEOOXOAMMOCTH);

10) cBeneHust 0 MPOU3BOAUTEINE JIEKAPCTBEHHOTO CPEICTBA!

MOJTHOE U COKpAIlleHHOE (MPU HAJIMYMK) HAUMEHOBAHUE, FOPUINYECKUN,
(pakTrueckuii) agpec U KOHTAKTHBIC JaHHBIE (TeneoH, (hakc, HNEKTPOHHAS TT0UTA)
TIPOU3BOUTEIIS;

MOJTHOE U COKpaIlleHHOE (MPU HAJIMYWU) HAUMEHOBAHUE, IOPUINUECCKUN,
(pakTrueckuii) aapec U KOHTAKTHBIC JaHHBIC (TeneoH, (haKc, HMEKTPOHHAS TI0UTA)
JieprKaTessi perucTPallMOHHOTO yaocToBepeHus (nanee - [IPY) (B cooTBeTCcTBYIOMUX
CIy4dasix UMsl IpeACTaBUTENA, Ha3HaUeHHOTO J[PY ¢ 1enbio npeacTaBieHus ero
UHTEPECOB).
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HAaMMEHOBaHUE Y KOHTAaKTHbBIC JaHHbBIC (TenedoH, (hakc, SIEeKTPOHHAS TI0UTA)
OpraHu3alliy, MPUHUMAIOIIEH MpeTeH3uu (TIPEAJIOKEHHUS ) 10 JIEKAPCTBEHHOMY
CpencTBY OT moTpebureneit Ha Tepputopun Pecryonmku Kazaxcran;

11) nara mocnennero ooHoBieHus Muacrpykmun JIC.

2. Unctpykuus JIC pazpabaThiBaeTCs Ha OCHOBAHUM OOIIEH XapaKTePUCTUKU
JexapcTBeHHbIX cpeAcTB (nanee - OXJIC) Ha kKaxayto JeKapcTBEHHYIO GopMy U
odopmIsIeTCsl B BUIE BKJIAJIbIIIA B YIIAKOBKY JIMOO €€ TeKCT 0€3 COKpaIeHuUsI
pa3MeniaeTcs Ha yImaKkoBKe.

3. Texct Unctpykiuu JIC odopmisieTcs: Ha Ka3aXCKOM M PYCCKOM SI3bIKaX U
COOTBETCTBYET CIEAYIOLIEMY:

3aroJIOBKHU U MOA3aroJ0BKH paclojaratoTcs 0OJAHOPOAHO U BBIACIISIOTCS JKUPHBIM
mpudTom;

MPEeLyCMaTPUBAIOTCS PUCYHKHU U (MIJIM) MUKTOrPaMMBbI (IpH HEOOXOJUMOCTH).

4. Texcr OXJIC coaepkut uH(pOpMaIUIo 0 JEKAPCTBEHHOM IIpenapare AJis
MEIMIMHCKOTO IPUMEHEHUS U pa3pabaThIBaeTCs Ha KAKIYIO JIEKApCTBEHHYIO (hopMy B
coorBeTcTBHM ¢ Pemennem CoBera EBpa3uiickoil 93KOHOMUYECKOW KOMUCCHH OT 3
HOs10pst 2016 roma Ne 88 «O06 yTBepkaeHnn TPeOOBAHUI K MHCTPYKIIHH 110
MEIUIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOTO MpernapaTa 1 o0IIei XxapakTepucTHKe
JIEKAPCTBEHHOTO Ipernapara Juisi MEAULIUHCKOTO IPUMEHEHUS.

I'nasa 2. Ilopsaaok cocraBiieHuss U 0GopMJIeHUS HHCTPYKIIMU 10 MeAUIMHCKOMY
NMPUMEHEHUI0 MeTUIMHCKUX U3/1eTHil

5. UHCTpyKIMs 110 TPUMEHEHHUIO METUIIMHCKOTOo u3aenus (aanee — MHCTpyKius
MMU) conepxut nHGOpPMAIIUIO, PEIOCTABIISIEMYIO TPOU3BOUTEIIEM MEAUITUHCKOTO
U3JIeNIUsl OTHOCUTENIbHO Ha3HAYEHU S, HAJIJIEkKAIIEro U 0€30MacHOr0 UCIOIb30BaHuUs
MEIULIUHCKOTO U3IENHUS.

6. NacTpykumss MU cocTaBisieTcs ¢ HCIOIb30BaHUEM TEPMUHOB, IIOHSITHBIX
noJsib3oBatento. B MucTpykunu MU pacuimpoBbiBatoTCst BCe CUMBOJIBI U
0003Ha4Y€HHUs, UCTIOJIb30BaHHBIE TPU MAPKUPOBKE.

WNuctpykius MU conepkuT cieayroniyo HHPOpMaIno:
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1) HaMeHOBaHKE MEAUIIMHCKOTO U3/IEIHS;
2) cOCTaB M ONMKUCAHUE MEIUIIMHCKOTO U3JIEITHSL:

TCXHUYCCKHUEC U (1)YHKI.IHOHEUIBHBI€ XapaKTCPUCTUKMU, HCO6XOI[I/IMBI€
IMOJIBb30BAaTCIII0O AJIA IIPUMCHCHUSA MCOIUITUMHCKOI'O U3CIINS 110 HA3HAYCHUIO,
OIIPCACICHHOMY IIPOU3BOJUTCIICM,

uH(pOpMaIUs 0O HATMYUH JIEKAPCTBEHHOI'O CPEACTBA, OMOJIOrHYECKOro MaTepuana
U (W1M) HAaHOMaTepHaa;

MepeyeHb KOMIUIEKTYIOMNX K MEAUIIMHCKOMY M3ENUIO0 (IIPU HAJTUYUN);

OJTHOPA30BOTO MJIM MHOTOPA30BOT0 UCITOJIH30BAHUS (TIPH HEOOXOIUMOCTH
0co0BI€ yKa3aHUs MO MPUMEHEHHUIO);

HaAanMMCHOBAaHHC (0603H3‘1€HH€) HOPMATUBHOI'O IOKYMCHTA, B COOTBCTCTBHH C
KOTOPBIM ITPONU3BCACHO MCIUITNMHCKOC U3JICIIUC.

3) obsacTh MPUMEHEHUS U Ha3HAYECHUE MEAUITMHCKOTO U3/ICTUS C YKa3aHHEM
M0JIb30BaTelNs (HalpUMeEp, MAIUEeHT, METUITUHCKUM CTICIHATIUCT, (U3HIECKOe JUII0,
IPUMEHSIONIEE MEIUIIMHCKOE M3ee TI0 HAa3HAYCHHIO, ONIPEICTICHHOMY
MPOU3BOJIUTEIIEM );

4) nadopmanus Mo Mepam MpeaoCTOPOKHOCTH (O0€30MACHOCTH) U OTPAHUYEHUSAM
IIPYU UCIIOJIb30BAaHUH MEIULINHCKOTO U3EIINS:

MpEeAYNPEKICHUE, MEPHI TPEAOCTOPOKHOCTH U (WIJIH) MEPbI, TPEANPUHUMAEMbIE
B CJIy4a€ HEMCIIPABHOCTHA MEAUIIMHCKOTO U3JAEIUS WA OTKIOHEHUM B €ro
(GYHKIIMOHUPOBAHHUH, KOTOPHIE MOTYT BIUSATH HA O€30MAaCHOCTh MEIUIIMHCKOTO U3CIINS,

MpeayNpexkICHUE, MEPBI TPEJOCTOPOKHOCTH U (WIJIH) MEPbI, TPEANPUHUMAEMbIC
B ClIy4yae BO3JeHCTBUS Ha (DYHKIIMOHUPOBAHUE MEIUIIMHCKOTO U3/I€NUsl BHEITHUX
(aKkTOpOB, CBSI3AHHBIX C TPUMEHEHUEM MEIUIIMHCKOTO U311l B KOMOMHAIIUU C
MEIUITMHCKUMH U3ACIUIMH U (MJIH) 000pyI0BaHUEM, WU TaKUX (aKTOPOB, KaK
BHEIIHUE JICKTPOMArHUTHBIE TIOJIS, DEKTPOCTATUUECKUE PA3PSIAbl, U3TyUEHHUE,
aTMoc(epHOe JaBJICHUE U €T0 MePerabl, BIAXXHOCTh M TEMIIEpaTypa BO31yXa;

MpeaYNpexkICHUE, MEPHI TPEJOCTOPOKHOCTH U (WIJIM) MEPbI, TPEANPUHUMAEMbIC
B ClIyyae IPEe/ICKa3yeMOro pucKa 3JIEKTPOMArHUTHBIX ITIOMEX, CO3/1aBAEMBbIX
MEUIMHCKUM U3JIEJTUEM MIPU MTPOBEJCHUU U OLIEHKE PE3YIbTATOB CIIEU(PUUECKUX
JAArHOCTUYECKUX UCCIIEIOBAHUN, TEPANIEBTUUECKOTO JICUEHNSI WIH IIPU €r0
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UCIIOIb30BaHUU (HAIIpUMeEp, JIEKTPOMArHUTHOE U3TyYEHUE METUIIMHCKOTO HU3/IEIIHs,
OKa3bIBAIOIIIEE BIMSAHHUE HA PYroe 000pyI0BaHKE);

cBeZicHUs1 00 OTPAaHUYCHUSX WM HECOBMECTUMOCTH C MEIUIIMHCKUM U3JIETTUEM
OTJICTLHBIX JICKAPCTBEHHBIX CPEJICTB MIIM OMOJIOTHYECKHX MAaTEPHAIIOB (ECIH
MEUITMHCKOE U3JIeHe MPeHA3HAYCHO /IJIs1 BBEICHUS JIEKAPCTBEHHBIX CPEJICTB WIIH
OMOJIOTMYECKUX MAaTEpUAJIOB);

peaynpexaeHue, Mepbl MPeI0CTOPOKHOCTU U (WIIH) OTPAaHUYCHUS, CBA3AHHBIC C
JIEKApPCTBEHHBIMU BEIIIECTBAMU WJIK OMOJIOTUYECKUMU MaTepUaliaMu, KOTOPhIE BXOST B
COCTaB MEJIMIIMHCKOTO U3/IEIHS;

MpeaYNpPEKICHHUE, CBA3aHHOE C BXOASIINMU B COCTAB MEAUIIMHCKOTO U3/IENU
KaHI[EPOT€HHBIMU, MyTar€eHHbIMUA WJIM TOKCUYHBIMHU MaTepHaiaMu, BO3MOKHOE
BBIJICJICHUE WJIM BEIMBIBAHHE KOTOPBIX MPUBOAUT K CEHCUOWIU3AIIUHU, aJIEPrUYeCKOM
pEeaKIMK UM OTPULIATEIBHO BIMAET HA PENPOAYKTUBHYIO (DYHKIIHIO;

IpEeAYNPEKISHUE UM MEPBI IPEIOCTOPOKHOCTH, NMPEANIPUHUMACMBIC
MOJIH30BATENIEM MPU YTUIIU3AIUN MEIUIIMHCKOTO U3JIEIUs, TPUHAJICKHOCTEN 1
PACXO/IHBIX MaTEepHaJIOB, UCITOIB3YEMBIX BMECTE C HUM (TIPH HAIMYHH ), BKITIOUas
cBeJieHHs 00 HH(PEKITMOHHOM, MUKPOOHOM, 9KOJIOTHYECKON UK (PU3NUYECKOU OMaCHOCTH
MEIUIIMHCKOT'O U3EIIHS.

5) npOTUBOIIOKa3aHMs JJIs IPUMEHEHUS, OKUJAEMBIE U NPEICKa3yEeMble
HEOJAaronpUsTHBIE COOBITHS, CBSI3aHHBIE C IPUMEHEHUEM MEIULIMHCKOTO U3Aeus,
BKJIIOYast HHPOpMaLKIO 00 0OCTOSTENBCTBAX, TPU KOTOPBIX MOJIB30BATEIIO
HEOO0XOAMMO MPOKOHCYJIBTUPOBATHCS C MEIUIIMHCKUM CHELIMATUCTOM (17151
MEIUIMHCKUX U3JIEINH, peHa3HauYe€HHBIX ISl UCTIOJIb30BaHUS IULIAMU, HE
UMEIOIMMH MEIMLIMHCKOTO 00pa30oBaHusl), MEPhI OKa3aHUs IEPBOM TOMOILHU IIPU
HENPaBUILHOM HCIOJIb30BaHUU;

6) nadopmalus o CpoKe U YCIOBUAX XPAHEHUS METUIIMHCKOTO U3/,

7) nHpopMaIus, HeoOXoaUMast IJIs TPOBEPKU NIPABHILHOCTH YCTAHOBKH
MEUIMHCKOTO U3JIEJIHS U €ro TOTOBHOCTH K 0e30MmacHoi padoTe Mo Ha3HAUYECHUIO,
OTIPEICTICHHOMY TIPOM3BOIUTENIEM, C YKa3aHUEM CIIEAYIOIIUX CBEIACHUI:

COACPKAHUC U IICPUOIUIHOCTD TCXHUYICCKOI'O O6CJ'Iy>KI/IBaHI/I$I, BKJIIO4asa OYUCTKY
)51 I[CBI/IH(I)CKLII/IIO MCOUITMHCKOI'O U3CINA,
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HUIMYUE PACXOAHBIX KOMIIOHEHTOB MEAUIIMHCKOTO U3AEHUS U MPOLEaypa UX
3aMCHBI;

HEO0OXOIMMOCTh KaTUOPOBKH JjIsl 0OecTieueHHs HaJjIexkaIie u 6e30nacHon
PpaboOThI MEIUITMHCKOTO U3/IEIHS B TEYCHHE CPOKA €TO CITYKOBI;

MCTO/JIbl CHUKCHUS PUCKOB, CBA3AHHBIX C YCTaHOBKOﬁ, KaJIPI6pOBKOI>'1 501041
06CJIy>KI/IBaHI/I€M MCOAUIMHCKOI'O U3CIIHNAI,

8) nononHuTenbHas nHGOpMaIKs, HeoOXoaAuMast MPHU UCIIOIB30BaHUN
(oOcIy>KMBaHUM ) MEIUITUHCKOTO U3/ICITHUS:

nH(pOopMaIus 0 MOPsAKE YCTAHOBKU M BBOJA B 3KCIUTyaTaluto (IIpu
HEOOXOIMMOCTH), & TaKXKe 0 HEOOXOAUMOCTH MPEABAPUTEIHHON MOATOTOBKH K
MCII0JIB30BAaHUIO MEUIIMHCKOTIO U3/1EIINs;

crenuanbHble TPeOOBaHMS B OTHOIICHUH MOMEIEHUH, CIIEIIUATbHON MOATOTOBKU
WM 0co00¥ KBanu(pUKaAIMU MOJIB30BaTENs U (WIIH) TPEThUX JUIL (TP HEOOXOAUMOCTH);

uH(pOopMaIus o NpUPoJIe, TUIIE, a TAKKE (TPU HEOOXOJUMOCTH ) UHTEHCUBHOCTHU U
pacnpeziesieHuu U31y4aeMoi MEAUIIMHCKUM H3/IeJIHMEeM paJualiii U crioco0ax 3alluThl
M0JIb30BaTENIeN UM TPETHUX JIMI] OT HENMPEIHAMEPEHHOTO U3ITyUYEeHHUSI B POLECCE
UCII0JIb30BAaHUS MEAULMHCKOIO U3/1eus (€CIIM METULIMHCKOE U3/1eJINE CO3AET
OTIaCHBIN WM MOTEHIMAIBHO ONIACHBIN YPOBEHb PaAMallUY B MEAUIIMHCKUX LIEIIAX);

uH(OpMAaIIHs O MOPSIIKE NEUCTBUM B Cllydae HApYyIICHUs CTEPUIILHON YIIaKOBKU
MEIUIMHCKOIO U3/IENUs NIEPE] €ro UCIOIb30BaHUEM (€CIN MEIULIMHCKOE U3/eINe
MOCTABJISIETCS] CTEPUITLHBIM);

uHMOpMAITUS 0O METOJIE CTEPUITU3AIINYA METUITMHCKOTO U3AeNus (€CIu
MEJUIIMHCKOE U3/IeJIUE MOCTABIISIETCS HECTEPUIIBHBIM C YKa3aHUEM HEOOXOAUMOCTH €ro
CTEPUIN3ALINY TIEPE] UCTIOJIBb30BAHUEM ),

uHdOopMaIs 0 HaIeKame 00padoTKe MEAUITMHCKOTO U3IETHS IS €r0
MOBTOPHOTO UCIOJIb30BaHUS, BKIIIOUAsl OUUCTKY, NE3UH(EKIINIO, YIAKOBKY U MPU
HEO0OXOIUMOCTH METOJI MOBTOPHOM CTEPUIIN3ALIMH (€CTIU MEAUIIMHCKOE U3/IEIHE
peAHa3HAYEHO I MHOTOPa30BOT0 UCIOIb30BaHUs), @ TAKIKE KPUTEPUHU
HEIPUTOTHOCTH UCTIOb30BAHUSI MEAUITMHCKOTO U3/IEIIHS;

9) cBeneHUsT O MPOU3BOUTEIIE METUIIMHCKOTO U3ACIHS U €r0 YIIOJITHOMOYEHHOM
MpeJICTaBUTEIIC, BKIIFOYAs:
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MOJTHOE U COKpAIlleHHOE (MPU HAJIMYMK) HAUMEHOBAHUE, OPUINYECKUN,
(pakTrueckuii) agpec U KOHTAKTHBIC JaHHBIE (TeneoH, (hakc, HNEKTPOHHAS TT0UTA)
TIPOU3BOUTEIIS;

MOJTHOE U COKpaIlleHHOE (MPU HAJIMYWU) HAUMEHOBAHUE, IOPUINUECCKUN,
(pakTrueckuii) agpec U KOHTAKTHBIC JaHHBIC (TeneoH, (haKc, HMEKTPOHHAS TI0UTA)
YIOJHOMOYEHHOTO IIPEICTaBUTES TPOU3BOAUTENS Ha Tepputopun PecnyOinmku
Kazaxcran:

HAaMMEHOBAaHUE U KOHTAaKTHbIE JaHHbIE (TeneoH, (hakc, SNEKTPOHHAS 0YTA)
OpraHu3aliy, IPUHUMAIOIIEH IPETEH3UH (TPEJI0KEHNS) IO MEAUIIMHCKOMY U3/IETIUIO
oT notpedureneit Ha TeppuTopuun Pecriyonuku Kazaxcran;

HAaUMEHOBAHUE U KOHTaKTHbIC JaHHbIE (TenedoH, dhakc, SIEKTPOHHAS TTOYUTA)
OpraHu3allii, OTBETCTBEHHOM 3a MOCTPETUCTPALIMOHHOE HAOIIOICHHE 32
0€30MacHOCThIO MEUIIMHCKOTO U3/IeNus Ha TeppuTopuu Pecriyonuku Kazaxcran.

10) naHHbBIE O BBIMYCKE UM TIOCIETHEM NIEPECMOTPE MHCTPYKIIMH 110
MEIUIMHCKOMY TPUMEHEHHUIO.

7. Uactpykius MU niis 1uarHOCTUKY 1n VItro COACP>KUT CIETYIOUTYIO
uHGOPMAIIHIO:

1) HamMeHOBaHKME MEAUITMHCKOTO U3JICIINS ISl TUATHOCTUKH in Vitro;
2) COCTaB M OMUCAHUE MEIUITUHCKOTO U3/CIIHS:

TIPUHITUIT TECTAa;

OMHMCaHNE PEarcHTOB, KAIMOPATOPOB M KOHTPOJIbHBIX MAaTepHAJIOB;

MepeueHb MaTePHUAJIOB U CIIEIMAJIbHBIX MaTEPUaIOB, HEOOXOIUMBIX IS
MIPOBEJICHUS TECTUPOBAHUS (aHATN3a), HO HE COACPKAIIUXCS B KOMILJIEKTE MOCTABKH
MEIUIIMHCKOT0 U3JIeNUs JyIsd JUAarHOCTHKH 1N ViItro;

3) Ha3HAYEHUE MEAUIIMHCKOTO U3JIeTUs JIJIsl JUAarHOCTUKH 1n Vitro, B TOM YHCIIE:
(yHKUIHOHATBHOE Ha3HAUYCHMUE;
OMHUCAHUE TOTO, YTO OMpeeseTcs u (Uin) u3MepsieTcs (aHaauT );

cnenupruyecKoe paccTpoCTBO, (PU3NOIOrMUECKOE COCTOSIHUE WK (DAKTOP pHCKa
JUTsE OOHApYKEHUS, onpeesieHrs win uddepeHImpoBaHus KOTOPOTO IIPEeIHa3HAYEHO
MEUIIMHCKOE U3JIeNIUe JIJIsl JUArHOCTUKH 1n Vitro (Ipu HEOOXOIUMOCTH);
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MMpCAHa3HAYCHUEC MCAUITMHCKOI'O U3ACTIUA 1A JUAIrHOCTHKHN In vitro I
Ka4CCTBCHHBIX, ITOJIYKOJIUYCCTBCHHBIX WJIN KOJIUYCCTBCHHBIX OHPGI[CJ'IGHI/IIZ;

THUII aHAJTM3UPYEMOTo 00pasIa;

Ha3HAYE€HHUE METUITMHCKOTO U3/CNUS JUIsl JUarHOCTHKY 1n ViItro ¢ yKazaHueM
MOJIb30BaTENs (HApUMeEp, MaIUEHT, MEIUIIMHCKUN CIICIIMAIUCT, PU3HNUECKOE JIUIIO,
MPUMEHSIIOIEE METUIIMHCKOE U3/IeJINE M0 HA3HAYEHUIO, ONPE/IETICHHOMY
IPOU3BOIUTEIIEM);

uH(pOopMaIKs O MpeAHaA3HAYCHUU MEAUIIMHCKOTO U3JIETUs A1 TUAarHOCTUKH in
Vitro 1 KIMHUYECKON Ta00paTOpHOI AMArHOCTUKY U (MJIN) JI1 CAMOTECTUPOBAHUS;

nH(popMaIus 0 NpeIHa3HAYCHUN MEAUIIUHCKOTO U3JIeNUs ISl JUAarHOCTUKH in
Vitro 1Jis 0JJHOPa30BOTO UCIIOJIB30BAHUS,

crelMajbHble TPEOOBaHMs B OTHOLLIEHUH TOMEIIEHNH, CIIEIMaIbHONW MOATOTOBKU
WK 0c000M KBaAIM(PHUKALKUU MTOJIH30BATENS U (MJIM) TPEThUX JIKLL (IPH HEOOXOIUMOCTH).

4) s MeTUIIMHCKUX U3ACIHMU I TUarHOCTUKH 1n Vitro, TpeHa3HAUYCHHBIX IS
WCIIOJIb30BaHUSI B KOMOWHAIIUY C APYTUMH MEIUIIMHCKUMU U3JICTUSIMU, BKITIOYAs
MEIUIMHCKHUE U3IENUs JUIsl IMarHOCTHKY 1n Vitro - nHopmanus 11 uieHTuGUKaum
MEUIMHCKUX U3JICIIUN C 1IeJIbI0 TToTyueHus 0e30macHOoi KOMOUHAIIMY U (WIIH)
uHpopmaIys 00 U3BECTHBIX OTPAHUYCHHSIX 110 COBMECTHOMY HCITOJIb30BAHUIO
MEUIIMHCKUX U3JICIINH;

5) uadopmaris 0 Cpoke M YCIOBUSIX XPaHEHUS MEAUITUHCKOTO U3JICIHS:
CBEJICHHUS O CMEIMATIbHBIX YCIOBUAX XpaHEHUs (TeMIlepaTypa U BIaXHOCTh BO3/1yXa,
ocBeleHue) 1 (Min) oOpaIieHus Mojab30BaTeNeii ¢ MEIUIIMHCKUM U3CSIIHEM 1n Vitro;

6) undopmarus o CrenuaIbHbIX YCIOBUIX TPAHCTIOPTUPOBAHMUS;

CBEICHUS O XapaKTEPUCTUKAX CTAOMIBHOCTH METUIIMHCKOTO U3/1EUs 115
JUArHOCTUKH 1n Vitro (YyCJIOBUS XpaHEHHUsI, CPOK XPaHEHHUS MOCIIE MEPBOI0 BCKPBITUS
NEPBUYHOTO KOHTEHHEPA), a TAKXKE YCIOBHUIX XpaHEHUS U CTAOMIBHOCTH pabounx
pacTBOpoB (IIpu HEOOXOIUMOCTH);

uH(pOpMaIUs O CTEPUIIBHOM COCTOSIHUHU, METO/IE CTEPUIIM3ALIUU U O TIOPSIKE
JEHCTBUI B CIy4yae HapyLIEHUsI CTEPUIIBHOM YIIAKOBKH (€CIM MEIULIMHCKOE U3EIINe
JUIS TUAarHOCTHUKH 1n Vitro MOCTaBiIsIeTCs B CTEPUIILHOM BUJIE);
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7) urdopmarus I IoJIb30BaTeeh (MIPeaynpeKICHHS, MEPBI
IIPEIOCTOPOKHOCTH, OTPAHUICHHS TIPH UCITOIH30BAHUN METUITUHCKOTO U3ACITUS TSI
JTUATrHOCTHUKH in Vitro):

MpeayNpPEXICHUE, MEPBI TPEAOCTOPOKHOCTH U (MIIH) MEPBI, IPEATPUHUMAEMbIE
B Cily4ae c00sl WIM OTKIOHEHUH B ()YHKIIMOHUPOBAHUU MEIULIMHCKOTO U3JENUs IS
JUArHOCTUKH 1n Vitro, onpeaensieMbIX 0 BHEIIHUM MPU3HAKAM;

MpeaynpexIeHUe, MEpbl MPEAOCTOPOKHOCTH U (MIIH) MEPBI, IPEANPUHUMAEMbIE
B OTHOILIEHUU TaKUX MPeICKa3yeMbIX BHEUTHUX (PaKTOPOB, KaK BHELTHHUE
ANIEKTPOMATHUTHBIE MOJIS, DIIEKTPOCTATHUECKUE Pa3psilibl, U3TyUeHue, aTMocpepHoe
JABJICHHUE U €T0 Nepenapl, BIAKHOCTh U TEMIIEPATypa BO3AYyXa;

MPEYIPEKICHUE, CBI3AHHOE C BXOIAIIMMU B COCTAB MEIUIIMHCKOTO U3ETUS
JUTSl IMarHOCTHUKY 1n VItro MaTepuagaMu, KOTOPBIE SIBISIIOTCS KaHIIEPOT€HHBIMU,
MyTareHHbIMHU WJIM TOKCUYHBIMU JTUOO MPUBOAST K CEHCUOWIU3AIIHU, aJUIePTrUIeCKOM
PEeaKINK UM OTPUIIATEIHHO BIUSIOT Ha PENPONYKTUBHYIO (QYHKITHIO;

MpeyIPEKICHUE, MEPhI TPEIOCTOPOKHOCTH U (UJIM) MEPBI, MPEeANPUHUMAEMbIC
B OTHOIICHUH MOTEHIIUATBHO MH(PEKIIMOHHOTO MaTepuaia, CoJIepKaIIerocs B
MEIUITMHCKOM H3CJIMU IS JUAarHOCTHUKH 1n Vitro;

uH(pOopMaIus 0 HaJUIexKalel 00padOTKe MEAUIIMHCKOTO U311
JMArHOCTUKH 1n Vitro JIsl €ro MOBTOPHOTO MCIIOJIb30BaHMSI, BKIIIOUAsi OUUCTKY,
Ae3uH(EKINI0, YITAKOBKY U MPH HEOOXOIMMOCTH METO]T TOBTOPHOMN CTEPUITH3AINH
(ecm METMIIMHCKOE U3/ETINe JUIsl TUarHOCTUKY 1n Vitro mpeIHa3HayeHo AJis
MHOT'OPa30BOT0 UCIOJIb30BAHNA);

8) mpeaymnpexaeHue u (WIn) CeraIbHbIe MEPHI TPEJOCTOPOKHOCTH B
OTHOIIEHUY 0€30TMacCHON yTIIIM3AIIUN MEAUITTHCKOTO U3ICTHUS IS TUAarHOCTHUKH in
Vitro ¥ MpUHAAIICKHOCTEH (MIPU HATMYUH ), KOTOPBIE MPU HEOOXOIUMOCTH JOHKHBI
OXBaTHIBATh CIACAYIOMHNE (PAKTOPHI:

I/IH(1)€KL[I/IOHHBIG niim MI/IKpO6HBI€ PUCKH, B TOM YHUCJIC BO3MOKXHOCTD 3arpsA3HCHUA
PaCXOoaAHbIX MAaTCPHUAJIOB I/IHCI)CKHI/IOHHLIMI/I arcHTaMu 4CJIOBCUYCCKOI'O IIPOUCXOKACHM A,

9KOJOI'M4CCKHUC PUCKHU, CBA3AaHHBIC C IIOTCHIHAJIBbHO OIIACHBIMU MATCpHaIlaMU U
BCIICCTBAMH,

(1)H31/I‘{€CKI/IG PUCKH, B TOM YHUCJIC BOSMOKXHOCTH B3PbIBAa UJIM BO3TOPAHUA,



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 10.09.2020
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 27.07.2025

e. ‘ ﬂ ' ,' 3TaHOHHBIf/’I KOHTpO.TII)HHﬁ 68.HK HOpMaTI/IBHLIX HpaBOBbIX aKTOB IlaTa pe,uaKqu 10 09 2020
p K pei
eCl'ly6JH/IKI/I a3axCTaH B BHCKTpOHHOM BHJIC I[aTa CKauMBAHHS 27072025

9) uadopmarus 00 ycIoBUSIX, HEOOXOIUMBIX I cOopa, 00padOTKH U
MOJITOTOBKHU 00pa3IioB, JaHHBIC MO CTAOMILHOCTH aHAJIM3UPYEMBIX 00pa3IoB, B TOM
YHCJIC YCIOBHSI M TUTEIIBHOCTh XPAHECHHUSI, YCIOBHS TPAHCIIOPTHPOBKH, OTPAaHUYCHUS
10 IIMKJIAM 3aMOPO3KH (pa3MOpaKMBaHUs);

10) moapoOHas uadopmaIus 0 MOArOTOBKE K UCIIOIb30BaHUI0 MEIUITUHCKOTO
W3JICNIUS 11T TMAarHOCTHKM 1n Vitro;

uHdopMaIms, HeoOXoIuMast IS IPOBEPKH MPABUILHOCTH YCTaHOBKH
MEIUIIMHCKOTO U3AENINS JUIsl JUArHOCTHKH 1n VItro ¥ ero TOTOBHOCTH K O€30MacHOMN
paboTe 1o Ha3HAYCHUIO, ONPEICIICHHOMY TIPOU3BOIUTEIIEM, C YKa3aHUEM CJICTYIOIINX
CBEJICHUM:

HEO0OXOIMMOCTh KAJIMOPOBKH )11 00€CIeUeHHsI HaIIexKallleld 1 0e30nacHoM
paboThl MEAULIMHCKOTO U3JIENHS JUIsl TUarHOCTHUKY 1N Vitro B TEUEHUE CPOKA €ro
CITY OBl

METO/Ibl CHUKCHHS PUCKOB, CBSI3aHHBIX C YCTAHOBKOM, KaTMOPOBKOU HMITH
00CITy’KUBAaHUEM MEIUIIMHCKOTO M3CIHS IS TMAarHOCTUKH 1n Vitro;

11) pekoMeHaMK B OTHOIIEHUU MIPOLIEAYP KOHTPOJISI KaueCcTBa NpH
HE0OXO0IUMOCTH;

uH(pOpPMAIIHS O MTPOCIEKUBAEMOCTH 3HAYCHUH, 3aJJaHHBIX JJI1 KAIUOPaTOPOB WU
KOHTPOJIbHBIX MAaT€pUAJIOB, KOTOPasi 00ECIIEYUBAETCS TOCPEICTBOM JTOCTYITHBIX
pedepeHTHBIX METOIUK (METOJIOB) U3MEPEHUS U (UJTK) 3TAJIOHOB;

12) mpouieaypa TecTUpOBaHMsl, BKIIFOUAs pACUEThl U MHTEPIIPETALIUH PE3YJIbTATOB
TECTUPOBAHMS, U TIPU HEOOXOAMMOCTH UH(OpMAIIHS O 11eJIeCO00Pa3HOCTH MTPOBEICHUS
NOATBEPKAAIOIIUX TECTOB;

XapaKTePUCTUKH aHATUTHUECKOHN 3(PPEKTUBHOCTU: YYBCTBUTEIHHOCTD,
CHELUPUUHOCTb, IPABUIIBHOCTb, TOBTOPSIEMOCTh, BOCIIPOU3BOIUMOCTD, ITPEIE
oOHapykeHHUs (JETEeKLUHUH) U AUana30H U3MEPEHUs, BKIItoUas HH(POPMALUIO O BIUSHUU
U3BECTHBIX UHTEP(EPEHTOB, 00 OTPAHUYEHUSIX METOJIa U UCIIOJIb30BAHUU JJOCTYITHBIX
pedepeHTHBIX MaTepraioB U METOIOB aHajn3a (M0 MPUMEHUMOCTH);

XapaKTePUCTUKU KIMHUYECKON 3 (PEKTUBHOCTHU: JUATHOCTHYECKASI
YyBCTBUTEIHHOCTh U JUATHOCTUYECKAS CICIMPUIHOCTD (TIPH HEOOXOIUMOCTH);

Oounonornyeckuii pedepeHTHBIN HHTEPBAJ MPU HEOOXOAMMOCTH;
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nH(opMaiust 06 UHTEPPEPUPYIONINX BEIIECTBAX WU OTPAHUYCHUSIX, CBS3aHHBIX
C Ipo0Oii, KOTOPHIE MOTYT MOBIIUATH HAa PE3YJIbTAT UCCIEIOBAHMUS;

13) B OTHOIIICHUY MEIUIIMHCKOTO M3JEIHS JUIsl IMArHOCTUKH 1n Vitro,
peAHA3HAYCHHOTO JJISI CAMOTECTUPOBAHUS MOJIB30BATEIEM UJIU TECTUPOBAHUS BOJIM3U
MOJIL30BATENIS, TAKXKE CIICAYIOIINE CBEICHMUS:

noipoOHast HHPOpMAIHs O IPOLEAYPE TECTUPOBAHUS (MTIOATOTOBKA PEareHTOB,
0T00p (MOATr0TOBKA) MPOOBI, HOPSAAOK BBIIIOJHEHUS U UHTEPIPETALUs Pe3yIbTaTOB
TECTUPOBAHMS);

PEKOMEHIAIIMY OTHOCUTENBHO AECUCTBUN MOJIb30BATENS B CIIy4dae
MOJI0KUTEIBHOTO, OTPUIIATEIBHOTO WJIM HEOTIPEAEIECHHOTO Pe3yIbTaTa TECTUPOBAHUSI;

uH(MOpMAITUS O MOTPEUTHOCTIX TeCTa U BO3MOKHOCTHU MOTYYCHUS
JI0KHOTIOJIOKUTEIBHBIX WJIN JIOKHOOTPULIATENIBHBIX PE3yIbTaTOB TECTUPOBAHUS, 4
TaK)Ke€ OTHOCUTETHLHO (paKTOPOB, BIUSIONINX HA PE3yJIbTAaT TECTUPOBAHMSI,;

I/IH(bOpMaI_II/IH O HCAOIMYCTUMOCTH IMPHUHATHUA I10JIb30BATCIICM MCIUITNMHCKUX
pCHIGHI/Iﬁ oe3 HpCHB&pHTCHBHOﬁ KOHCYJIbTallU ¢ MCAUITUHCKHUM CIICHUAIIUCTOM;

uHpOpMaIUs 0 HEOOXOTUMOCTH HATPABICHUS COOOIIECHUS MPOU3BOIUTEITIO FITH
€r0 YIOJHOMOUYEHHOMY MPECTABUTENIO O HeXKEIATSIIbHBIX COOBITHSIX, KOTOPHIE HMEIOT
pU3HAKH HEOJArOMPUSTHOTO COOBITHS (MHIIMICHTA).

14) cBeneHUs O MPOU3BOAUTENIC MEIUITMHCKOTO U3ACIIHS IS TUarHOCTHUKH in
Vitro ¥ €ro ynoJIJHOMOYE€HHOM TPEJICTABUTEINE, BKITIOYAs:

MOJIHOE M COKpAIllEHHOE (MpY HATUYKUK) HAMMEHOBaHUE, IOPUIUUYECKUH,
(dbakTU4YeCcKHil) aJipec U KOHTAKTHBIE JaHHBIE (TeleoH, Pakc, STEKTPOHHAS TOYTA)
IPOU3BOUTEIIS;

MOJIHOE M COKpAIlleHHOE (MPY HATUYKUH ) HAMMEHOBaHUE, IOPUIUIECKUH,
(akTHUeckuif) agpec U KOHTAKTHBIE TaHHBIC (TenedoH, pake, IIEKTpOHHAS TOYTA)
YIOJHOMOYEHHOTO TIPEICTaBUTEIIS TPOU3BOAUTEINS HAa Tepputopun PecmyOmmku
Kazaxcran;

HAaMMEHOBAaHNE U KOHTAKTHBIE TaHHbIE (TenedoH, pakc, FIeKTpOHHAs TOYTa)
OpraHu3alid, TPUHUMAIOIIEH, IPETCH3UH (TPETOKEHNS) TI0O METUIIMHCKOMY H3JICTTUIO
JUTSI TAarHOCTHUKY 1n Vitro oT motpebuTteneit Ha Tepputopun Pecnyonuku Kazaxcran;
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HAaMMEHOBaHUE Y KOHTAaKTHbBIC JaHHbBIC (TenedoH, (hakc, SIEeKTPOHHAS TI0UTA)
OpraHM3aIlfH, OTBETCTBEHHOMH 3a MMOCTPETUCTPAIIMOHHOE HAOTIOICHHE 32
0€30MacHOCTHIO MEIUIIMHCKOTO U3/IENHS ISl JUATHOCTUKH in Vitro Ha TePPUTOPUN
Pecrry6nuku KazaxcraH.

15) nanHbIe O BBIMYCKE UM TIOCIETHEM IEPECMOTPE MHCTPYKIIMH 110
MIPUMEHEHHUIO.

8. Texcr UucTpykuun MU odopmiasieTcss Ha Ka3aXCKOM U PYCCKOM SI3bIKax,
ABJISICTCSA YETKUM U ITOHATHBIM C YKa3aHHUEM I0CIJIEI0BATEIBHOCTH IEUCTBUN 10
IIPUMEHEHHNIO. [[0ITyCcKaeTcst UCIOIb30BaHUE OTACIBHBIX CBEACHUN IS
npo¢eCCHOHATIBHBIX U HEMPO(HECCHOHATBFHBIX MOJIh30BaTENCH.

Tekct MucTpykunun MU cOOTBETCTBYET CAEAyIOMIEMY:

3aroJIOBKH | MOJ[3ar0JIOBKH PACIIONAraloTCsl OJJHOPOIHO U BBIACISIOTCS YKHPHBIM
mpuQTOM;

MPEeIyCMaTPUBAIOTCS PUCYHKHU U (WJIM) TUKTOTPaMMBbI (TIpH HEOOXOIUMOCTH).

9. Nuctpykius MU ipenocTaBisieTcs: MOJIb30BaTENI0 HA OyMaXXHOM HOCUTEIE
7100 B JIEKTPOHHOM BHJIE KaK BMECTE C MEAMIIMHCKAM H3JICIIUEM, TaK U OTICIBHO OT
HETO, B TOM YHKCJIE TIyTEeM pa3MeleHus nH(popMaIuu Ha SKpaHe, SBISTFOIIEMCS YaCThIO
MEIUIMHCKOTO n3enus. BeiOpaHHbIi crioco0 npenocTaBieHus] MHCTPYKIMH 110
IPUMEHEHUIO SBIICTCS MPUTOIHBIM M TIOCTYITHBIM IS ITOJIh30BaTeseil. B ciydae

MPEIOCTaBICHUS HHCTPYKIIMU Ha HOCUTENE, OTIIMYHOM OT OyMa)kKHOTO, TPOU3BOAUTEIb
pa3smeniaeT nHopMaIHio 0 croco0ax ee MoJTyYeHUs :

1) mpocMOTpa HHCTPYKLUHU [0 TPUMEHEHHUIO;
2) noy4yeHus akTyalbHOW BEpPCUU MHCTPYKIUU 10 IPUMEHEHUIO;

3) nosnyyeHus: OyMa)KHOM BEpCUH MHCTPYKLUHU MO TPUMEHEHHIO.
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