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OG0 yrBepxnenmnu [IpaBui cocraBneHnsa 1 0QOPMIICHHA HHCTPYKIHH IO METHUIIMHCKOMY
IIPHUMEHEHMIO JICKAPCTBEHHBIX CPEICTB M MEAWIIUHCKUX M3ACUH U 00mel XapaKTepHUCTHKH
JIEKapCTBEHHOT'O CPEACTBA

[Tpuxa3z Munuctpa 3apaBooxpanenus Pecmy6muku Kazaxcran ot 10 centsOps 2020 roma Ne
KP ICM-101/2020. 3apeructpupoan B MunuctepcTse octuiinu Pecnyonuku Kazaxcran 15
cenTs0ps 2020 roga Ne 21200

B cootBetrcTBUU ¢ myHkTOoM 4 ctathu 242 Konekca Pecnybnuku Kazaxcran ot 7 utons
2020 roma "O 3mopoBre Hapoaa u cucteme 3apaBooxpanenus’ [IPUKA3BIBAIO:

1. YTBepauth npunaraemsie [IpaBuna cocraBieHuss u 0hOpPMICHUS HHCTPYKIIUU TIO
MEIUIIMTHCKOMY MPUMEHEHHIO JIGKAPCTBEHHBIX CPEJICTB U MEIMIIMHCKUX U3JICIUM U 0OIIei
XapaKTEPUCTUKU JIEKAPCTBEHHOTO CPEACTBRA.

2. Ilpu3HaTh yTpaTUBIIUMH CUITY:

1) mpuka3 MuHucCTpa 31paBOOXpPAaHEHUS U COLMAIBHOrO pa3BUTHUS PecmyOnuku
Kazaxcran ot 29 mas 2015 roma Ne 414 "OO ytBepxknenuu llpaBun cocraBieHus u
odOpMIIEHHUS UHCTPYKIUU MO MEIUIMHCKOMY MPUMEHEHUIO U OOIIeH XapaKTEepUCTUKU
JIEKapCTBEHHBIX CPEJICTB M MEIMIUHCKUX u3nenu" (3apeructpupoBaH B Peectpe
roCyJIapCTBEHHOM perucTpalii HOPMaTUBHBIX MPaBOBBIX akTOB Mo Ne 11495, ony6nrkoBan
14 utons 2015 roma B uHGpOpMaIIMOHHO-TIPABOBOM cucTeme "Oninet");

2) npuka3z Munuctpa 3apaBooxpanenust Pecniyonuku Kazaxcran ot 24 anpens 2019 rona
Ne KP JACM-48 "O BHeceHMM H3MEHEHUN B INpuKa3 MUHHCTpa 31paBOOXpPAHEHUS H
conuanbHoro pasButus PecnyOnukum Kazaxcran ot 29 mas 2015 roma Ne 414 "O6
yTBepxkaeHun IlpaBun coctaBiaeHuss U oQoOpmIIECHUS HHCTPYKLIHU IO MEAUIUHCKOMY
NPUMEHEHUIO JICKAPCTBEHHBIX CPEJICTB W HU3JACIMM MEAUIMHCKOTO Ha3zHaueHus" (
3aperucTpupoBaH B PeecTpe rocy1apcTBEHHOM perucTpalii HOpPMaTUBHBIX IPABOBBIX aKTOB
moa Ne 18584, omy6nukoBan 30 ampens 2019 roma B DTaJlOHHOM KOHTPOJBHOM OaHKE
HOPMAaTUBHBIX MTPaBOBHIX akTOB PecnyOnuku Ka3zaxcraH B 3JIeKTPOHHOM BHJIE).

3. Komutetry KOHTpOJs KauecTBa U O€30MACHOCTU TOBAPOB U YCIyr MUHUCTEPCTBA
3npaBooxpaneHuss PecnyOnuku Kazaxctan B yCTaHOBIEHHOM 3aKOHOAATEIbLCTBOM
Pecny6sinku Ka3zaxcran nopsiike 00ecnevmTh:

1) rocynapCTBEHHYIO PETHCTPALMIO HACTOAIIETO MpPUKa3a B MUHUCTEPCTBE FOCTULIMU
PecniyOnuku Kazaxcran;

2) pa3MellleHHE HACTOSIIETO MpUKa3a Ha HMHTEpHET-pecypce MuHucrepcrna
3npaBooxpaHeHus Pecnybnuku Kazaxcran nocie ero opuiuraibHOro onyOJuKOBaHNUS,

3) B TeueHue aecsATH pabouux JHEH Mociie rocyJapCTBEHHOMN PerucTpaluy HacTOSIIEro

npukaza npeacrtasiieHne B Opuandeckuii nenapraMmeHT MUHUCTEpPCTBA 3ApaBOOXPAHEHUS



PecnyOnuku Kazaxctan cBeneHuil 00 HCIOTHEHHH MEPOINPUSTHH, MPETyCMOTPEHHBIX
MOAMYHKTaMH 1) 1 2) HACTOSIILIETO IMyHKTA.
4. KoHTpOnb 3a UCIOJHEHUEM HACTOSIIETO MPUKa3a BO3JIOKUTh HA KYPHUPYIOUIETO
BUIIE-MUHUCTpA 3/ipaBooxpaneHus: Pecnyonuku Kazaxcran.
5. Hacrosimuii npruka3 BBOAUTCA B JEUCTBUE MO UCTCUCHUH AECATU KAJICHAAPHBIX THEN
nocJie JHsS €ro NepPBoro oPUIMAIbLHOTO OMyOIUKOBAHMS.

Munuctp 3apaBooxpaHeHUS

A. Lot
Pecriybimkn Kazaxcran Lot

VYTBepk/IeH MPUKa3oM
MuHHCTp 3ApaBOOXpaHEHUS
Pecnyonukn Kazaxcran
ot 10 cenrs6ps 2020 roga
Ne KP ICM-101/2020

IIpaBuna cocTaBieHHs U 0OPMIICHHS HHCTPYKIUH IT0 MEAUIUHCKOMY IIPUMEHEHHUIO
JICKapCTBEHHBIX CPEACTB M MEIUIIMHCKHUX M3ACIHH 1 00meH XapaKTepUCTHKH
JIEKapCTBEHHOTO CPEJICTBA

I'nasa 1. ITopsamok cocTaBiieHHA U 0QOPMIIEHHA HHCTPYKIMH 10 MEAUIUHCKOMY
IPHMEHEHMIO B 00IIe# XapaKTepHCTUKH JIEKAPCTBEHHBIX CPEACTB

l. MHcTpyKuusi MO MEIUIMHCKOMY NPUMEHEHHUIO JIEKAPCTBEHHOTO cpeacTtBa (
nucTok-Bkiaabi) (manee — Uactpykuus JIC) cocraBisercs: ¢ UCTOI30BAaHUEM YETKUX U
MOHATHBIX JJIS MAllMeHTa TEPMHUHOB, OTPAXKAIOIIUX MEAMIIMHCKHE W HAay4YHbIE JAHHBIE O
JIEKapCTBEHHOM TIpernapare U COIEPKUT CISTYIONIYI0 HHPOPMAIIUIO:

1) unentudukaMoOHHbIE JaHHBIEC JICKAPCTBEHHOTO IIpenapara:

HaNMEHOBAaHUE JIEKapCTBEHHOTO Ipemnapara, 3a KOTOPBIM CIEAYET JO3UPOBKA U
nekapcTBeHHas ¢opma. Eciiu ekapCTBEHHBIN Mpenapar COAEPKUT TOJIbKO OJTHO aKTUBHOE (
JEHCTBYIOIEE) BEIIECTBO, TO €r0 MEXAYHAPOJAHOE HENATEHTOBAHHOE HAMMEHOBAHHE (TIpH
OTCYTCTBUU - OOLIEMIPUHATOE HAaUMEHOBaHUE) HEOOXOJUMO yKa3aTh B CKOOKax cpaszy 3a
TOPrOBbIM HAaWMEHOBAHUEM JAHHOTO JIEKApCTBEHHOTO mpemnapara (OHO OTIWYaeTcsi OT
TOPrOBOI0 HAaMMEHOBAHMS); JUISl JICKAPCTBEHHBIX MPENapaToB, COACPKAIIUX HECKOJbKO
AKTUBHBIX (JEUCTBYIOIIMX) BEIIECTB WX, CIEAYeT YKa3zaTb B BHJAE MEPEUHS O]
HalMEHOBAHUEM,;

2) ¢apmakoTepaneBTHYECKas TPYyIINa WIK ONMHCAHWE aKTUBHOCTH, JIETKO TTOHUMAaEeMbIe
MalUEeHTOM;

3) moka3zaHusi K MPUMEHEHUIO COJIEpKAT MepeueHb 3a00JeBaHUN U CUHAPOMOB, MpPH
KOTOPBIX JIEKapCTBEHHBIN MpemnapaT PEKOMEHJOBAH [Ji1 MEIULUMHCKOTO MPUMEHEHUS,
yCJIOBUSI IPUMEHEHHS B ONPEJEICHHBIX Tpynnax (1eTu, OepeMeHHbIE U KOPMSIIHE IPYIbIO
YKEHIUHBI, TTOKUIIbIE, JIUI[A C ONPEICICHHBIMU MATOJOTHUYECKUMH COCTOSHUSIMU);



4) mepeyeHb CBeJCHUN, HEOOXOIUMBIX 10 Haudajlla MPUMEHEHHS JIEKapCTBEHHOTO

npemnapara:
MPOTUBONOKA3aHNUS;
HEO0OXOIMMbIE MEPhI IPEIOCTOPOKHOCTH MPU MPUMEHEHUH;

BUJIbl B3aUMOJICHCTBUS C JICKAPCTBEHHBIMM TMpernapaTaMu U BHUAbI B3aUMOJCHCTBUS,
CIIOCOOHBIE TIOBIUATH HA JIEMCTBUE JIEKAPCTBEHHOTO Mpemnapara (C ajkorojeMm, TabakoMm,
MUIEH); CBEICHUSI O BO3MOKHOM BIIMSIHUM Ha CIOCOOHOCThH YIPAaBISTh TPAHCIOPTHBIMU
CpelicTBaMH WK paboTaTh C MEXaHU3MaMU (€CJIU MPUMEHUMO);

CIICIMAIIbHBIC IPETYTPEKACHUS;

5) pekoMeHAaIMu 10 TPUMEHEHHUIO:

PEXKUM JTIO3UPOBAHMUS;

METOJI ¥ TTyTh BBEJEHUS (TIPH HEOOXOIUMOCTH);

4acToTa MPUMEHEHUS C YKa3aHUEM BpEMEHHU npueMa (IIpu HEOOXOIUMOCTH);

JUTUTENBHOCTD JIEYEHHUs (B 3aBUCUMOCTH OT CBOMCTB JIEKAPCTBEHHOTO IMperapara eciiu ee
HEO0OXO0JIUMO OTPAaHUYHTD);

Mepbl, KOTOpble HEOOXOJUMMO MPHUHATH B Ciydae MEPEIO3UPOBKHU (CUMIITOMBI,
HEOTJIOKHBIE MPOLETYPHI);

Mepbl, HEOOXOAUMBIC MPU MPOIMYCKE OJHOW WU HECKOJBKHUX 03 JIEKAPCTBEHHOTO

npenapata (Ipu He0oOXOAUMOCTH);
yKa3aHue Ha HAJIMYUE pUCKa CUMITOMOB OTMEHBI (TP HEOOXOJIMMOCTH);

PEKOMEHIAIMK TI0 OOpAIeHUIO 3a KOHCYJIbTAlMEH K MEIUIIMHCKOMY PAaOOTHHUKY IS
pa3bACHEHHUs C1I0c00a MPUMEHEHHUS JIEKapCTBEHHOTO MIpenapara;

6) omucaHHe HEXENaTEIbHBIX PEakiui, KOTOpbIe MPOSBISIOTCS MPU CTAHIAAPTHOM
MIPUMEHEHUU JIEKAPCTBEHHOT'O MPENapaTa U MEPbL, KOTOPHIE CIAEAYET IPUHATH B 3TOM ClIy4ae
(ipu HEOOXOAMMOCTH );

7) CTaHJAPTHBIN TEKCT, PEKOMEHIYIOMINM MalkeHTaM IPU BO3SHUKHOBEHHH 0KUIAEMbIX
JIEKApCTBEHHBIX PEAKIIUM 00paIaThCsi K MEAUIMHCKOMY PaOOTHUKY, (hapMalleBTUUECKOMY
pabOTHUKY WK HAMIPSAMYIO B HH(POPMAITMOHHYO 0a3y TaHHBIX 10 HEXKEIATSIIbHBIM PEaKIIUSIM
(mecTBUAM) Ha JEKapCTBEHHBIE MpenapaThl, BKIOYas COOOIIEHHS 0 HEed(PPEKTUBHOCTH
JIEKapCTBEHHBIX MPENapaToB, U yKa3bIBAIOUIMNA HAa Pa3IMYHbIC MYTH TAKOTO COOOIIEHUS (
AIIEKTPOHHOE COOOIIIEHHE, TOYTOBOE OTIPABIICHUE U (W) APYToe);

8) IOMOIHUTENIHHBIE CBEACHNS:

MOJIHBIN KaueCTBEHHBIH ((hapMarieBTUYECKUe CyOCTaHIINK M BCIIOMOTaTEIbHbIC BEIIECTBA)
U KOJMYECTBEHHBIM cOcTaB (apMaleBTUYECKUX CYOCTaHIIMA C UCIOJb30BAaHUEM UX
OOIIETPUHATHIX HAUMEHOBAHUHN I KK10M (hOpMBI BBITTYCKa JICKAPCTBEHHOTO Mperapara;

ONMCAaHWE BHEUTHETO BUA, 3alaxa, BKyca;

9) nara ucteyeHus cpoka roJJHOCTH, C YKa3aHUEM 3alpeTa MPUMEHEHUS JIEKapCTBEHHOTO

npenapara o HICTE4eHUU CPOKa TOJIHOCTH;
YCJIOBUSI XpaHEHUS;



npeaynpexaeHue o0 onpeeeHHbIX BUANMBIX MPU3HAKaX YXY/IIEHUs KadyecTBa (Mpu
HEOOXOIUMOCTH);

10) cBenenust 0 NPOU3BOAUTENE JICKAPCTBEHHOTO CPEICTBA!

MOJTHOE U COKpalieHHoe (MpY HAJTUYMH) HAMMEHOBAHUE, IOPUANYECKUM, ((haKTUIECKUIN)
aJipec U KOHTaKTHbIC JaHHbIE (TenaedoH, (akc, HIEKTPOHHAS [T0YTa) IPOU3BOIUTEIS;

MOJIHOE U COKpaIlleHHOE (MIPU HAJIMYUHU) HAUMEHOBAHHE, IOPUANYECKUH, ((DaKTHUECKUIA)
agpec M KOHTAaKTHbIEe JaHHbIE (TenedoH, (akc, BIEKTPOHHAs IouTa) JepKaTens
perucTpanmoHHoro ynocroBepenus (nmaiee - JIPY) (B COOTBETCTBYIONIMX CIydasix HMS
npecTaBUTels, Ha3HaueHHoro J[PVY ¢ menbio npeacTaBieHus ero MHTEPECoB).

HAaUMEHOBaHWE M KOHTaKTHbIE NaHHbIe (TenedoH, dakc, FJIEKTpOHHAs IMOYTA)
OpraHu3aliy, TPUHUMAIOLIEH PETeH3UHU (TPEIIOKEHHUS) MO JEKAPCTBEHHOMY CPEACTBY OT
noTpeduTeneit Ha Tepputopun Pecriybnuku Kazaxcrawn;

11) nata nmociennero ooHosnenuss Mucrpykmuu JIC.

2. Unctpykuus JIC pa3pabaThiBaeTCsi Ha OCHOBAaHHU OOIIEN XapaKTEPUCTUKU
nekapcTBeHHBIX cpeAcTB (nmanee - OXJIC) Ha Kaxayr JIeKapcTBEHHYIO (opMmy u
oopMIIsieTcsl B BUJI€ BKJIAIbIIIA B YIIAKOBKY JIMOO €€ TEKCT 0€3 COKpAIlleHHs pa3MellaeTcs Ha
YIIaKOBKE.

3. Tekct Unctpykuuu JIC odopmisiercs Ha Ka3aXCKOM U PYCCKOM S3bIKax M
COOTBETCTBYET CJIEAYIOLIEMY:

3aroJIOBKM M MOJA3arojOBKH PACIOJAraloTCs OJHOPOJHO M BBIAEISIOTCA KUPHBIM
mpudToMm;

peIyCMaTPUBAIOTCS PUCYHKHU U (MJIM) TUKTOIPaMMBbI (TIPU HEOOXOAUMOCTH).

4. Texct OXIJIC coaepkuT MHPOPMALMIO O JEKAPCTBEHHOM Ipenapare Ais
MEJIMIIMHCKOTO TMPUMEHEHHS U pa3padaThIBAeTCS Ha KaXKIylO JICKAPCTBEHHYIO (GopMy B
cootBeTcTBUU ¢ Pemennem CoBera EBpasuiickoil 5KOHOMHUECKOW KOMUCCUU OT 3 HOsIOps
2016 roga No 88 "OO yTBepkaeHWU TpeOOBAHUM K WHCTPYKIIUU IO METUIMHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOI'O IMpenapara U oOIIell XapaKTEepUCTUKE JIEKapCTBEHHOTO
npenapara Juisi MEAUIUHCKOTO TPUMEHEHUS " .

I'maBa 2. ITopsmok cocraBneHAS B OPOPMICHHSA HHCTPYKIIUH 0 MEIUITMHCKOMY
IPHMEHEHWIO MCIUITMHCKIX M3CIIIi

5. MHCTpYyKIIMS IO MPUMEHEHUIO0 MEeAUIIMHCKOTrOo u3aenus (nainee — Mucrpykius M)
COJIEP)KUT MH(POPMALIHMIO, MPEJAOCTABIAEMYIO MPOU3BOJUTEIEM MEIUIIMHCKOTO H3IENIUs
OTHOCUTENIbHO HAa3HAYEHUs, HaJJIeKAUIEro U 0€30MacHOr0 MCIOJIb30BaHUS MEIULIUHCKOTO
U3JIEIINSL.

6. Unctpykuuss MU cocTtaBisieTcs ¢ HMCIOJb30BAHUEM TEPMHUHOB, MOHSTHBIX
nonb3oBatento. B Unuctpykunun MU pacmmdpoBsiBatoTcs Bce CUMBOJIBI U 0003HAaYEHUS,
UCIIOJIb30BAHHBIE IIPU MAPKHUPOBKE.



Huctpykius MU conepkuT cieayroniyo HHPOPMaIIHIO:

1) HaMMEeHOBaHUE MEAUITUMHCKOTO U3IEIHS;

2) coCTaB M ONMKUCAaHUE MEIUIIMHCKOTO U3/IETUSL:

TEXHUYECKHE U (DYHKIIMOHAJIbHBIC XapaKTEPUCTUKH, HEOOXOIUMBIE TIOJIH30BATENIO IS
MIPUMEHEHUSI MEIUIIMHCKOTO U3JEIUS IO HA3HAUYCHUIO, OIIPEICIICHHOMY MPOU3BOAUTENIEM;

uH(dOpMaIUs O HATMYUH JIEKAPCTBEHHOTO CPEJCTBA, OMOJOTMYECKOro MaTepuana u (Mim)
HaHOMaTepuana;

nepeYeHb KOMIUIEKTYIOINUX K MEAUIIMHCKOMY HU3AENHIO0 (TTPU HATUYHH);

OJIHOPA30BOT0 WJIM MHOTOPA30BOT0 HCMOJIb30BaHUs (IIPU HEOOXOJUMOCTH OCOOBIC
yKa3aHHUsI 10 IPUMEHEHUIO);
HauMeHOBaHHE (0003HAUYCHNE) HOPMATUBHOTO JIOKYMEHTA, B COOTBETCTBUHU C KOTOPHIM
MPOU3BEACHO MEAUIIMHCKOE U3JIEITHE.

3) obnacThb MpPUMEHEHHUS] M HA3HAYCHHE MEIMUIIMHCKOTO M3JIeNUs C yKa3zaHUEM
MoJjb30BaTeNsl (HampuMep, MalUEeHT, MEAUIMHCKUN CHeIUanucT, (U3UYEeCKOoe JIUIIO,
IPUMEHSIONIEe MEAUIIMHCKOE U3/IENHE 110 Ha3HAYEHHUIO, OIIPEICTICHHOMY ITPOU3BOIUTEIIEM);

4) uapopmanys MO0 MepaM MPEJOCTOPOKHOCTH (O€30MaCHOCTH) U OTPaHUYEHUSIM MIPU
MCIIOJIb30BaHUU MEJIUIIMHCKOTO U3EIHS:

MpEeaYNPEKICHUE, MEPHI MMPEIOCTOPOKHOCTU U (WIIK) MEPBI, MPEANPUHUMAEMbIE B ClTydae
HEUCTPABHOCTH MEIMUIIMHCKOTO W3JCNIHUs WU OTKIOHEHHH B ero (DyHKIIMOHWPOBAHWH,
KOTOpbIE MOTYT BIIUATHh Ha 0€30MAaCHOCTh MEAUIIMHCKOTO U3IEIHS;

MpEeaYNPEKICHUE, MEPHI MMPETOCTOPOKHOCTU U (UIIK) MEPHI, MPEANPUHUMAEMBIE B CITy4yae
BO3JICHCTBUS Ha (YHKIIMOHUPOBAHHE MEIUIIMHCKOTO HU3JEIUs BHEHMIHUX (PAKTOpOB,
CBSI3AHHBIX C MPUMEHEHUEM MEIUIIMHCKOTO H3JeIus B KOMOMHAIMM C MEIUIMHCKUMHU
u3IenusIMU U (W) 000pyTI0BaHUEM, WM TaKUX (PaKTOPOB, KaK BHEITHUE AJICKTPOMArHUTHBIC
TOJIs1, DJIEKTPOCTATHYECKHUE pa3psiabl, U3IyUEeHUE, aTMOC(PEPHOE JTaBJICHUE U €T0 Tepenasbl,
BJI&KHOCTb U TEMIIEPATYpa BO3/1yXa;

MpEaYTNPEKICHUE, MEPBI MMPEIOCTOPOKHOCTU U (WITK) MEPHI, MPEANPUHUMAEMbIE B CITydae
MPEJCKa3yeMOro pUCKa AJIEKTPOMAarHUTHBIX MTOMEX, CO3JaBAEMbIX MEAUIIMHCKUM U3JCIIHEM
IIpU MIPOBEACHUM U OLICHKE Pe3yJIbTaTOB CHEIU(UUECKUX AUATHOCTUYECKUX UCCIEOBAaHUMH,
TEpPaNneBTUYECKOTO JICUCHUSI WU MPU €ro UCIOJIb30BAHUU (HAIIpUMEp, JIEKTPOMArHUTHOE
U3ITy4YEeHUE MEUIIMHCKOTO U3/IeIns, OKa3bIBAIOIIIee BIUSIHUE HA IPYTroe 000pYyA0BAHKE);

cBeJieHUsI 00 OrpaHMYEHUSX HJIM HECOBMECTUMOCTH C MEIMIIMHCKUM HU3JEIUeM
OTJIETTLHBIX JIEKAPCTBEHHBIX CPEJICTB MM OMOJOTHYECKUX MATEPHATIOB (€CIM MEIUIIMHCKOE
u3jeaue TpeHa3sHaueHO Il BBEACHUS JIEKAPCTBEHHBIX CPEJACTB WM OHOJIOTHYECKUX
MaTepuaoB);

OpeAyNpeKIeHHe, MEPhl MPEIOCTOPOKHOCTH U (WJIM) OTpaHUYEHHUS, CBSI3aHHBIEC C
JIEKapCTBEHHBIMHU BEIICCTBAMH WM OWOJOTHYECKHUMHU MaTepHalaMH, KOTOPBIC BXOMST B
COCTaB MEIULIMHCKOTO U3/EIUS;



NpeaynpexIeHUE, CBA3aHHOE C BXOJSUIMMHU B COCTaB MEIUIMHCKOTO H3ENUs
KaHIEPOTCHHBIMHU, MyTar€HHBIMU WJIM TOKCUYHBIMU MaTepuajgaMu, BO3MOXKHOE BbIJICJICHUE
WU BBIMBIBAHUE KOTOPBIX MPHUBOAUT K CEHCUOWIIM3AIWU, AJIEPTHUYECKON pEeaKIuu WIiu
OTPHUIIATENILHO BIMSET HA PEIPOTYKTUBHYIO (PYHKIIHIO;

MpeaynpexACHUE WU MEPBI MPEIOCTOPOKHOCTH, IPEANPUHUMAEMBIE TTOJIH30BaTEIEM
OpY YTUJIU3ALUN MEAUIIMHCKOTO W3JeNUsl, MPUHAICKHOCTEH U PacXOoJHbIX MaTepuasos,
HCIOJIb3YEeMbIX BMECTE€ ¢ HUM (MPU HAIMYMU), BKJIIOYasl CBEACHUS 00 MHGPEKIIMOHHOM,
MUKPOOHOM, SKOJOTHUECKON MITH (PU3UIECKON OMTAaCHOCTH MEIUIIMHCKOTO U3CITHS.

5) mpoTuBOMOKa3aHUs MJs1 NPUMEHEHHs, OXKHUJaeMble U MpelcKa3yeMble
HEOaronpusiTHbIe COOBITHS, CBSI3aHHBIEC C TPUMEHEHUEM MEAUITMHCKOTO U3/EHs, BKIIOYas
uHpopManuioo 00 O0OCTOATENbCTBAX, MPU KOTOPBIX MOJB30BATENI0 HEOOXOAUMO
MPOKOHCYJIbTUPOBATHCA C MEAUIMHCKUM CHEUHATUCTOM (U1l MEIUIIMHCKUX W3JENHH,
npeHa3HAYeHHBIX JJIs1 UCTIOJIb30BAHUS JTUI[AMHU, HE UMEIOIIMMU MEIMIIMHCKOTO 00pa30BaHus
), MEpBI OKa3aHUsI IEPBOI MOMOIIU MPU HETIPABUILHOM UCIOJIb30BAHUY;

6) undopmals 0 CpoKe U YCIOBUSX XPAHEHUSI METUIIMHCKOTO U3/IEIHS;

7) undopmanus, He0OXoaUMast JIsl MPOBEPKH MPABUIBHOCTH YCTAHOBKU MEIUITUHCKOTO
U3JIeNUsT U ero TOTOBHOCTH K Oe30macHoi paboTe MO0 Ha3HAYCHUIO, OMpeeICHHOMY
MIPOU3BOJIUTEIIEM, C YKa3aHUEM CJICIYIOIINX CBEICHUM:

COJIEp)KaHUE W TIEPUOJUYHOCTh TEXHUYECKOTO OOCIYy)KHMBAaHUS, BKIIOYAs OYUCTKY U
NEe3UH(EKINI0 METUIIMHCKOTO U3JIENHNS;
HaJMYUE PACXOJHBIX KOMIIOHEHTOB MEIUIIMHCKOTO U3JIETUs U MPOLEAYPa UX 3aMEHBI;
HEOO0XO0MMOCTh KAIMOPOBKU IS 0OecreueHus Hajyiexanied u 0e30nacHoi paboThl
MEJIUIIMHCKOTO U3/l B TEUCHHUE CPOKA €T0 CITY>KOBI;
METOJbl CHHM)KEHUS PHUCKOB, CBS3aHHBIX C YCTaHOBKOW, KaduOpPOBKOW WU
00CITy’KUBAHUEM METUIIMHCKOTO U3CIIHS;

8) momonHUTeNbHAS WHGOPMAITUS, HEOOX0UMAas TIPH UCIIOJIH30BAHUU (OOCITYKUBAHHH )
MEJIUIIMHCKOTO U3JICITHS:

uH(OpMAITUS O TIOPSAIKE YCTAHOBKY M BBOJIA B DKCILTyaTaIuio (pu HEOOXOIUMOCTH), a
TaK)Xe 0 HEOOXOJIMMOCTH TPEIBAPUTEILHON MOJTOTOBKU K UCIOJIB30BAHUIO MEIUIIMHCKOTO
U3/1eNus;

crienManbHble TpeOOBaHMs B OTHOLIEHWU MOMEIIEHUH, CIIeIUaIbHON TTOATOTOBKU UITU
0co00# KBanM(pUKAIIUU MMOJIB30BaTENS U (WIKM) TPEThUX JUIL (TP HEOOXOAUMOCTH);
uHopMamus o mpupoje, TUIME, a Takke (MpU HEOOXOAMMOCTH) MHTEHCUBHOCTH U
pacmpeieieHud M3JIydaeMou MEIMIIMHCKUM HU3JACIUEM paJuallid U Croco0ax 3aliuThl
MOJb30BaTENICl WM TPETbUX JHUI OT HENpEeJHAMEPEHHOTO H3JIyYeHUs B Mpolecce
UCIIOJIb30BaHUSI MEUIIMHCKOTO U3/1eus (€CIM MEAUIIMHCKOE U3/IENe CO3/1a€T ONACHBIN WK
MOTEHIIUAJILHO OMACHBIN YPOBEHb PaJallii B MEAUIIMHCKUX 1IEJISIX);



uHpopMaIua o MOpsAKE JCHCTBUN B Cilydae HapyIIEHUS CTEPUIIBHOU YIaKOBKHU
MEIUIIMHCKOTO H3JAENHUsl Tepell €ro MCHOoJIb30BaHUWEM (EClM MEAULUHCKOE W3eIne
MOCTABJIAECTCS] CTEPUIIHHBIM);
uH(popMalus 0 METOJe CTepUIIM3aAMU MEAUIIMHCKOTO M3Aenus (€Ciau MEeIUIIMHCKOE
U3JIeJIE MOCTABIISIETCS HECTEPUIIBHBIM C YKa3aHHUEM HEOOXOJUMOCTU €ro CTEpUIN3aLNH
nepe.1 UCIOJIb30BAaHUEM );

uH(popManusg o Haajmexanein oopadoTke MEIUIIMHCKOTO U3IEIUs UIsl €r0 MOBTOPHOTO
MCIIOJIb30BAHUS, BKIIOUAsl OYUCTKY, JE€3UH(EKIINIO, YIAKOBKY U MPH HEOOXOAMMOCTH METO/]T
MOBTOPHOM CTEPUIIN3ALMH (€CIM METUIIMHCKOE U3/IeTIMe TPEeIHa3HAYEeHO ISl MHOTOPa30BOTO
UCIIOJIb30BaHUsA), @ TAK)KE KPUTEPUU HEMIPUTOTHOCTH UCOJIb30BAHUSI MEAUIIMHCKOTO U3/IEIIHS
;

9) cBeneHHs O MPOU3ZBOAUTEIE MEIMIMHCKOTO M3JEIUs U €ro YNOJHOMOYEHHOM
peACTaBUTENE, BKITKOYAS:

MOJTHOE U COKpalieHHOoe (MpY HATUYMU) HAUMEHOBAHUE, IOPUANYECKUM, ((aKTUIECKUIN)
aZipec U KOHTaKTHbIE JaHHbIE (TenedoH, (hakc, JEKTPOHHAS T0YTa) MPOU3BOIUTEIS;

MOJTHOE U COKpalleHHoe (MpY HATUYMK) HAMMEHOBAHUE, IOPUANYECKUM, ((aKTHIECKUIN)
aZpec W KOHTaKTHbIC NaHHBbIC (TenedoH, (akc, PIEKTPOHHAS TMOYTA) YMOIHOMOYEHHOTO
MpeCTaBUTEI IPOU3BOAUTENS Ha Tepputopun PecnyOnuku Kazaxcran:

HAaUMEHOBaHWE M KOHTaKTHbIE NaHHbIC (TenedoH, dakc, PJIEKTpOHHAS IMOYTA)
OpraHu3alyi, TPUHUMAIOIIEH NpeTeH3Uun (MPEJI0KEHUs) IO MEAUIUHCKOMY H3JEIHI0 OT
notpedureneit Ha Tepputopun Pecyonuku Kazaxcran;

HAaUMEHOBaHWE M KOHTaKTHbIE NaHHbIe (TenedoH, dakc, JIEKTpOHHAs IMOYTA)
OpraHu3alliy, OTBETCTBEHHOW 3a MOCTPETHCTPALlMOHHOE HAOMIOZEeHUE 3a 0€30MacHOCTHIO
MEJUIIMHCKOTO0 U3/ienus Ha Tepputopun PecyOnuku Kazaxcras.

10) naHHbIE O BBITYCKE WM MOCIEIHEM MEPECMOTPE MHCTPYKIUU MO MEAUIUHCKOMY
MIPUMEHEHHUIO.
7. Uactpykius MU 11t TuarHOCTUKY in VItro COAEPIKUT CIAEAYIONTY0 HHPOPMAITUIO:
1) HanMeHOBaHNE MEIUITMHCKOTO U3CIUS JJIsl AMarHOCTUKY 1n Vitro;
2) cocTaB M ONMHUCAHUE MEIULIUHCKOTO U3CIIUS:
MIPUHIIUII TECTA;
OTMKCaHUE peareHTOB, KATMOPATOPOB U KOHTPOJIBHBIX MAaTEPHAIIOB;
epevyeHb MaTepUajIoB U CIEHHAIbHBIX MATEPUAIOB, HEOOXOIUMBIX JJISI IPOBEACHUS
TECTUPOBaHMs (aHAIM3a), HO HE COAEPKAIIUXCA B KOMILUIEKTE MOCTABKH MEIUIIMHCKOTO
W3JIeNIUs I JUAarHOCTHKH 1N Vitro;
3) Ha3HAYEHWE METUITMHCKOTO U3/ICIUS JUTsl IUarHOCTHKH 1n Vitro, B TOM YHUCIIE:
(GyHKUIHOHATBHOE Ha3HAUYECHHUE,
OMUCAHUE TOTO0, YTO OIpeaesieTcs U (Un) u3MepsieTcs (aHaauT);



cnenupuyYecKoe paccTporUCTBO, PU3NOIOTHUECKOE COCTOSHUE WU (AaKTOp pUCKA IS
oOHapyxeHus, omnpeneyeHus win aud@PepeHIIupoBaHusl KOTOPOTo MpeaHA3HAUYCHO
MEIUIIMHCKOE WU3JICIIHE JIJIs JUAarHOCTUKH in Vitro (TIpu HE0OXOUMOCTH);

npeHa3HaYeHUEe MEIMIIMHCKOTO U3/IeTusl Il TUAarHOCTUKY 1n Vitro JJis Ka4eCTBEHHBIX,
MOJIYKOJTMYECTBEHHBIX WJIH KOJTMISCTBEHHBIX OTPEICIICHU;

THUII aHATU3UPYEMOTo 00pasiia;

Ha3HAUYCHUE MEIUUHUHCKOrO H3JeNus sl JUAarHOCTHUKHM In VItro ¢ yKa3zaHueM
nmojb30BaTeNsl (HampuMep, MalMEeHT, MEIUIMHCKUN CHenuanucT, (Qpu3ndeckoe JUIo,
MPUMEHSIOIEEe METUIIMHCKOE U3JIETUE TI0 Ha3HAYECHHIO, ONIPEACIIEHHOMY MPOU3BOIUTENIEM);

uHbOopMaIs 0 IpeAHA3HAYCHUU MEIUIIMHCKOTO U3ICTHUs ISl TUAarHOCTUKY 1n Vitro s
KJIIMHAYECKOM J1a00paTOPHON JUArHOCTUKH U (WJIK) JIJISl CAMOTECTUPOBAHUS;

nH(popMaIUs 0 MpeHaA3HAYCHUH MEIUIIMHCKOTO U3ACIUS IS TUarHOCTUKY in VItro Jist
OJIHOPA30BOT0 MCIOJIb30BAHMUS;

crieluanbHble TpeOOBaHMs B OTHOUIEHWU MOMENIEHUH, CIENUaIbHON MOJTOTOBKU MU
0co00# KBaU(UKAIIUU ITOJIB30BaTENS U (WIIM) TPEThUX JUIL (TTPH HEOOXOAUMOCTH ).

4) nas MEAWIUHCKUX W3IENUN IS TUAarHOCTHKHU in Vitro, mpeaHa3HAaYeHHBIX IS
UCIIOJIb30BaHUA B KOMOWHAIIUM C JPYTUMH MEIMIIMHCKUMH U3JEIUIMHU, BKIIOYas
MEIUIIMHCKUE W3Jeus JJIsl JUArHOCTUKU 1n vitro - wHopmaius s uaeHTHUUKALNU
MEUITMHCKHUX U3/CIUN C IETbI0 TIoydeHus 6e30macHoi KoMOnHaK U (W) nHpopmars
00 M3BECTHBIX OTPAHUYECHHSIX [0 COBMECTHOMY UCIOJIb30BAHUIO METUIIMHCKUX U3/IETUH;

5) nHdopManKs O CPOKE U YCIOBUAX XPaHEHUS MEIULMUHCKOTO W3JENUs: CBEACHUS O
CHEIUATbHBIX YCIOBUAX XpaHEHUS (TeMIlepaTypa U BIAXXHOCTh BO3/yXa, OCBEIICHHE) U (UITH)
oOpallieHusl MoJib30BaTeNeH ¢ METUIIMHCKUM U3JIEJIUEM 1n Vitro;

6) uadopmaIus o CrieluaIbHbIX YCIOBUIX TPAHCIIOPTUPOBAHMUS;

CBEJICHUS O XapaKTepUCTUKaX CTAOMIbHOCTH MEIULIMHCKOTO U3/AENUs JJI1 JUArHOCTUKH
in vitro (yclIOBHS XpaHEHHS, CPOK XpaHEHHS IOCJie TEPBOrO0 BCKPBHITUS NMEPBUYHOTO
KOHTEIHEepa), a TakKe YCJIOBHUSAX XpPaHEHHs U CTaOWUIBLHOCTH PaboOuyux pacTBOpOB (Ipu
HEOOXOIUMOCTH);

uH(pOopMaIUs O CTEPUIIBHOM COCTOSIHUM, METOJIE CTEPHIIM3AIUU U O TIOPSAJIKE IEUCTBUI B
Clly4yae HapylIeHHUs] CTEPUIIbHOM YIIaKOBKHU (€CIM METMLIUHCKOE U3/1eNIe U TUarHOCTUKH 1n
Vitro MocTaBiIsieTCsl B CTEPUILHOM BUJIE);

7) uadopmauus s HoJib3oBaTenel (mpeaynpexaeHus, Mepbl MPegoCTOPOKHOCTH,
OTpPaHUYCHHUSI MIPU UCTIOJIH30BAHUU METUITMHCKOTO U3/IEIHUs JUIsl TIMarHOCTHKY in VItro):

MpeaynpexaeHue, Mepbl MPEJOCTOPOKHOCTH U (UITM) MEPDI, IPEANIPUHUMAEMBIE B CITy4yae
c00s WM OTKJIOHEHWH B (DYHKIIMOHUPOBAHWUU MEIUITMHCKOTO M3ACIHUS JUTsl TUarHOCTHKHU 1n
Vitro, onpeensieMbIX 0 BHEIIHUM MpU3HAKaAM;

NpeayNpekIeHUE, MEPBI PEJOCTOPOKHOCTH U (MIJIM) MEpBI, NPEeANPUHUMAEMbIE B
OTHOLIEHUHU TaKUX MPEACKAa3yeMbIX BHEUIHUX (PAKTOPOB, KAK BHEIIHHE JIEKTPOMArHUTHBIC



TOJISI, AIIEKTPOCTATUUECKHUE Pa3pAJibl, UIyUEHUE, aTMOC(EepHOE TaBJICHHUE U €ro Mepenaibl,
BJIQXKHOCTH U TEMITepaTypa BO3yXa;

NpEeAyNPEKICHUE, CBI3aHHOE C BXOJSMIIUMU B COCTAB MEIUIIMHCKOTO W3S IS
JUArHOCTHUKY In Vitro MaTepualiaMu, KOTOPbIC SBIISFOTCS KaHIEPOTEHHBIMHU, MyTareHHBIMH
WM TOKCUYHBIMH JMOO TPHUBOMST K CEHCHOMIW3AIMU, AJUIEPTUYECKON PEaKIuH WU
OTPHUIIATEIBHO BIUAIOT Ha PEMPOyKTUBHYIO (PYHKITHUIO;

NpEeAYNPEKICHUE, MEPHI TTPEAOCTOPOKHOCTH U (WIJIM) MEPHI, TPEANPUHNMAEMbIC B
OTHOUIIEHUHU TMOTEHIUAIBHO UH(PEKIMOHHOTO MaTepuala, COAEPKaIErocsi B MEAUIIMHCKOM
W3JICTUH 11 TUAarHOCTHKM 1N Vitro;

nHpopMaIs 0 HajIexKaleid 00paboTke MEIUIIMHCKOTO U3ICIHs IS TUarHOCTHKHU in
Vitro JjIs €ro MOBTOPHOTO HCITOb30BAaHMS, BKIIIOYAsl OYUCTKY, NE3HMH(EKINIO, YIIAaKOBKY H
pU HEOOXOJIMMOCTH METOJ] MOBTOPHOUM CTEpUIM3AIUU (€CIM METUIIMHCKOE WU3JCIIHE IS
JMArHOCTUKH 1n Vitro mpeaHazHayeHo JUisi MHOTOPa30BOro UCTIOIb30BaHNUA);

8) mpenynpexeHne U (Wik) crueuuaibHble MEepbl MPEAOCTOPOKHOCTH B OTHOIIEHUU
0e30macHOM YTWIM3AlUUM MEIUIMHCKOTO W3JeNusl Il JUAarHOCTUKU 1n Vitro u
MPUHAUICKHOCTEH (TIPW HAJIWYHMH), KOTOPHIE MPHU HEOOXOAMMOCTH JOJDKHBI OXBAThIBAThH
cnenyrorue GakTopHI:

WH()EKIIMOHHBIC WM MHKPOOHBIC PHUCKH, B TOM YHCJIE BO3MOXKHOCTH 3arps3HEHUS
PACXOHBIX MaTEPUAIOB HH(DEKITMOHHBIMUA areHTaMHU Y€JIOBEYECKOTO TTPOUCXOXKICHUS;

HKOJIOTUYECKUE PUCKU, CBSI3aHHBIE C MOTEHIHAIbHO ONMACHBIMU MaTepuallaMHu U
BEIIECTBAMU;
¢dbu3ryUecKre pucku, B TOM YHCII€ BO3MOXKHOCTh B3phIBA WJIM BO3TOPAHMUS;

9) undopmanus 00 ycloBUsIX, HEOOXOIUMBIX JJisi cOOpa, 0OpabOTKU U MOATOTOBKHU
0o0pas3ioB, JaHHBIE MO CTAOMIBLHOCTH aHATU3UPYEMbIX 00pa3IloB, B TOM YHCIJIE YCIOBUS U
JUTMTEIILHOCTh XPaHEHUS, YCIOBHS TPAHCIIOPTUPOBKH, OTPAHUYCHHSI 10 ITUKJIAM 3aMOPO3KH (
pa3MopaKuBaHus);

10) moapoOHas mHGOpPMAITUSI O TIOJTOTOBKE K MCIIOIB30BAHUIO MEAUITUHCKOTO U3ICTUS
JUISL JUATHOCTHUKH 1N VItro;

uHdopmaIus, HeoOXoauMasl IJisi MPOBEPKU MPABHIBHOCTH YCTAHOBKH MEIUIIMHCKOTO
W3eNus ISl JUAarHOCTUKH 1n Vitro ¥ ero roTOBHOCTU K 0e30macHoil paboTe Mo Ha3HAYECHUIO,
OTIPEJICTICHHOMY TIPOU3BOJIUTENIEM, C YKa3aHUEM CIIEIYIOIIUX CBEACHUI:

HE0OXOJUMOCTh KaJuOpPOBKHU 1Jisi oOecreueHus HaJuiexallel u 0e3omacHoil paboThl
MEJUITMHCKOTO U3/ JUIsl IUarHOCTHKY 1N VItro B TEUEHHUE CPOKA €TO CITYKObI;

METOAbl CHH)KCHHUS PHUCKOB, CBS3aHHBIX C YCTaHOBKOW, KaJdUOpPOBKOW WU
00CITy’>KUBaHHEM METUIIMHCKOTO U3CIHS I TUarHOCTHUKH in Vitro;
11) pekoMeH1alluK B OTHOILIEHUHU MPOLIEAYP KOHTPOJISI KauecTBa MPU HEOOXOAUMOCTH;
nHpOpMaIUs 0 TMPOCICKUBAEMOCTH 3HAYCHHM, 3alaHHBIX IS KaIHMOpaTOpPOB WU
KOHTPOJIbHBIX MaTepUalioB, KOTOpas oOecreunBaeTcsi IMOCPEACTBOM JIOCTYMHBIX
pedepeHTHBIX METOUK (METOJIOB) U3MEPEHUS U (WUJTN) ITATIOHOB;



12) mpoueaypa TecTHpOBaHHs, BKIIOYasi pacuyeThl U MHTEPHPETALMU PE3YyJIbTATOB
TECTUPOBAHMS, U NPU HEOOXOAMMOCTH HH(pOpMALUi O LEIecOO00pPa3HOCTH MPOBEICHUS
MOATBEPAKAAIOIINX TECTOB;

XapaKTePUCTUKU aHATUTHYECKOU 3 (DEKTUBHOCTHU: YYBCTBUTEIBHOCTD, CIEIU(PUIHOCTD,
MPaBUILHOCTh, TTOBTOPSIEMOCTH, BOCIIPOU3BOJANMOCTD, Tpe/ie] 0OHAPYKEHUS (ICTEKIINH) U
JIMana3oH U3MEpPEHUs, BKIIOYasi HH()OpPMAILMIO O BIUSHUM U3BECTHBIX UHTEPPEPEHTOB, 00
OTPaHUYCHUSIX METOJIa U UCIIOIb30BaHUU JOCTYIHBIX pe(PEPEHTHBIX MAaTEPUATIOB U METOOB
aHanu3a (Mo MPUMEHUMOCTH);

XapaKTePUCTUKU KIUHUYECKON A(h(PEKTUBHOCTH: TUArHOCTUYECKAs YyBCTBUTEIBHOCTh U
JTMArHOCTUYECKas CICIU(PUIHOCTD (MU HEOOXOIUMOCTH);

ounosornueckuii peepeHTHBIN HHTEPBAT MPU HEOOXOAUMOCTH;

uHpopManus 00 MHTEPHEPUPYIOMUX BEIIESCTBAX WM OTPAHUYCHUSAX, CBSA3AHHBIX C
po0oii, KOTOPbIE MOTYT MOBJIUSTH Ha PE3yJIbTaT UCCIICIOBAHUS;

13) B OTHOILIEHUH MEAUIIUHCKOTO U3ACNHS JJIsl AMATHOCTUKY 1n Vitro, MpeIHa3Hau€HHOTO
JUISl CaMOTECTUPOBAHUSI TOJIH30BATENIEM WM TECTUPOBAHUS BOJM3U TOJI30BATENS, TaKkKe
CJIEIyIOLIUE CBEACHUS:

noapoOHas mHbopMaIUs O MPOIEAYpe TECTUPOBAHUS (TIOJTOTOBKA PeareHToB, 0TOOp (
MOATOTOBKA) MPOOKI, MOPSIOK BHIMOJHEHUS] M1 HHTEPIPETAIUs PE3YIbTaTOB TECTUPOBAHUS);

PEKOMEH/IAlIMM OTHOCUTEIBHO JIEUCTBUM MOJB30BATENSI B CIIy4ae MOJ0KUTEIBHOTO,
OTPULIATEIBHOTO WJIK HEONPEIETIEHHOTO pe3yJIbTaTa TECTUPOBAHNUS;

uH(MOpMAITUS O TIOTPEITHOCTAX TECTa M BO3MOKHOCTH TOTYUYEHUS JTOKHOOIOKUTEITHHBIX
WIH JIO)KHOOTPHIIATENIbHBIX PE3yJIbTaTOB TECTUPOBAHUS, a TAKKE OTHOCUTEIHHO (PaKTOPOB,
BIIMSIIOIIUX Ha pe3yJibTaT TECTUPOBAHUS,

uHdOpMaIUs 0 HEJOMYCTUMOCTH IPUHSATHUS MOJIH30BATEIEM MEIUIIMHCKUX PEIICHUI 6e3
MpeABapUTEIbHON KOHCYJIbTAIMKU C MEAUIIMHCKUM CIIEIIMATUCTOM;

uHopManusi 0 HEOOXOJTUMOCTH HAMPABICHUSI COOOIICHUS MPOUZBOJUTEIIO WU €T0
YIIOJJHOMOYEHHOMY TMPEACTABUTENII0 O HEXEIaTeIbHBIX COOBITHUAX, KOTOPBHIE HMEIOT
MPU3HAKHU HEOJAroNpUsITHOTO COOBITHS (MHIIUIEHTA).

14) cBeneHus 0 MPOU3BOAUTENIC MEIUIIMHCKOTO U3JIEIUs JUIsl AMATHOCTUKH in Vitro ¥ ero
YIOJIHOMOYEHHOM IIPEICTaBUTENIE, BKIIFOYAS:

MOJIHOE M COKpalieHHoe (MpU HAJIMYMK) HAMMEHOBaHUE, IOPUANYECKUN, (PaKTUUECKU)
aZipec U KOHTAKTHBIC JlaHHbIE (TenedoH, (akc, JIEKTPOHHAS MTOYTa) MPOU3BOAUTEINS;

MOJIHOE U COKpAIleHHOE (MIPU HAJIMYUU) HAUMEHOBAHHE, IOPUANIECKUH, ((HaKTUIECKUI)
aZpec U KOHTaKTHble NaHHbIE (TeneoH, (hakc, PIEKTPOHHAS MOYTA) YNOJHOMOYEHHOTO
MpEeACTAaBUTEIISI MPOU3BOAUTENS HA Tepputopun Pecniybnuku Kazaxcran;

HAaUMEHOBaHUWE M KOHTaKTHble NaHHbIe (TenedoH, dakc, 3JIEKTpOHHAs IMOYTA)
OpraHu3alluy, TPUHUMAIOLIEH, TPETEH3UH (MIPEIOKEHUS) 10 MEJUIIUHCKOMY U3EIUI0 IS
JMArHOCTUKH 1n Vitro oT nmotpedureneit Ha Tepputopun Pecyonuku Kazaxcran;



HAaUMEHOBaHWE M KOHTaKTHbIE NaHHbIe (TenedoH, dakc, PJIEKTpPOHHAs IMOYTA)
OpraHu3alliy, OTBETCTBEHHOW 3a MOCTPETHCTPALMOHHOE HAOMIOZeHHE 3a 0€30MacHOCTHIO
MEUITMHCKOTO U3/IeTUs JUTsl TMarHOCTHUKY 1n vitro Ha Tepputopuu Pecriyonuku Kazaxcran.

15) nanHble O BBITYCKE WJIM MOCIEAHEM MEPECMOTPE MHCTPYKLIUHU MO MPUMEHEHHIO.

8. B MHCTpYKUMHU HE JOIMYCKAIOTCAd PEKOMEHJALUNU 0 MPUMEHEHUIO KOMIUIEKTYIOIINX
MEIULIHUHCKUX U3JIEINNA OT KOHKPETHOTO TPOU3BOIUTETIS.

9. Texct Unctpykuun MU odopmiasieTcss Ha Ka3aXCKOM M PYCCKOM SI3bIKAX, SIBJISIETCS
YEeTKUM W TOHATHBIM C YKAa3aHUEM I[OCJEI0BATEIbHOCTH ACHCTBUU MO MNPUMEHEHUIO.
JlomyckaeTcsi HMCMNOJIb30BaHUE OTAEIBHBIX CBEJCHUN [JJs NpOPEeCcCHOHATIbHBIX H
Henpo(eCCUOHATBbHBIX MOJIb30BaTENCH.

Texcr UucTpykimun MU COOTBETCTBYET CIIEAYIOLIEMY :
3aroJIOBKM U I0JI3ar0JIOBKM pacloJiaratoTcss OJHOPOJHO M BBLAEISIOTCS KUPHBIM
mpuQTOM;
pe1yCMaTPUBAIOTCS PUCYHKHU U (WJIM) TUKTOIPaMMBbl (IIpU HEOOXOAUMOCTH).

10. Uactpykuuss MU npenocrapiseTcs moJib30BaTEN0 Ha OyMakHOM HOcHTele 0o B
AJIEKTPOHHOM BHJIE KaK BMECTE C MEJULMHCKUM H3EIHEM, TaK U OTJIEIBHO OT HEr0, B TOM
quclie MyTeM pa3MelieHuss HHOpMallud Ha 3KpaHe, SBIISIONIEMCS 4acTbi0 MEAMIIMHCKOTO
u3nenus. BeiOpanHblii cioco0 MpenocTaBiIeHUs] MHCTPYKLIHMH MO MPUMEHEHMIO SIBISETCS
MPUTOJHBIM U JIOCTYIIHBIM JUIsl MOJIb30Batelieil. B ciyuae mpenocTaBieHus HHCTPYKIIMKM Ha
HOCHTEJIE, OTJIMYHOM OT OYyMa)XHOTO, IPOU3BOAUTEND pazMeliaeT HHPOPMALIHIO O CITOco0ax
€€ MOJyYEHHUS:

1) mpocMOTpa MHCTPYKIIMHU TTO MPUMEHEHHUIO;
2) noy4eHus aKTyalbHOW BEPCUU MHCTPYKIUU 10 IPUMEHEHUIO;
3) nony4yeHus: OyMa)KHOM BEpCUM MHCTPYKIIUHU IO MPUMEHEHHUIO.
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