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O BHECEHHM H3MCHEHMH B MpHKa3 MUHUCTpa 3ApaBOOXPAHECHAA M COMUAILHOIO
pasButus Pecrry6imku Kasaxcran ot 29 mas 2015 roga Ne 414 "O6 yTBepkaeHAH
ITpaBun coctaBineHus ¥ 0QOPMIECHUI HHCTPYKIUH IO MEAUIIMHCKOMY IPUMEHEHUIO
JIEKapCTBEHHBIX CPEICTB U U3JCIMi MEAUIIMHCKOTO Ha3HAYCHUA"

YTpaTuBmmii camy

[Tpuka3z Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 24 anpens 2019 rona
Ne KP JICM-48. 3apeructpupoBan B Munucrepctse 1octuiiuu Pecriyonuku Kazaxcran
25 ampenss 2019 roma Ne 18584. Vrpatun cuny npukazoM MuHHCTpa
3npaBooxpaHenus Pecnyonnku Kazaxcran ot 10 centsaops 2020 roma Ne KP JICM-101
/2020.

CHocka. YTpatun cuiny npukazom Munuctpa 3apasooxpanenus PK ot 10.09.2020
No KP JICM-101/2020 (BBOauTCS B ASWCTBHE MO UCTEUYCHUHU ACCATH KaJICHIAPHBIX
JTHEH 1mociie AHs ero NepBoro o(QUIMaIbHOTO Oy OIMKOBAHUS).

B cootBetrcTBUU ¢ myHKkTOM 5 ctaThu 75 Konekca PecnyOnuku Kazaxcran ot 18
ceutsiops 2009 roma "O 370poBbE HapoJa U CHCTEME 3JpaBOOXpaHEHUS"
I[TPUKA3BIBAIO:

1. Buectu B mpuka3 MuHuUCTpa 3paBOOXPAHEHUS U COLMAIBHOIO Pa3BUTHUSA
Pecny6nuku Kazaxcran ot 29 mas 2015 roma Ne 414 "OO6 yrBepxkaenuu [IpaBun
cocTaBieHUd HU O(OPMIIECHHS HMHCTPYKLUMU [0 MEIULUHCKOMY INPHUMEHEHUIO
JIEKapCTBEHHBIX CPEJCTB U U3/ACIIUNA MEIUIIMHCKOTO Ha3HaueHus" (3aperucTpupoBaH B
Peectpe rocynapcTBEHHON PErMCTPALIMM HOPMATUBHBIX ITPaBOBBIX akTOB mox Ne 11495
, onmyonukoBad 14 uronst 2015 roga B uHGOpMaIIMOHHO-TIPaBOBOM cucteme "OaineT"
CJIeIyIOLME U3MEHEHMUS:

3aroJIOBOK M3JIOKHUTh B CIEIYIOLIEN pEelaKIUu:

"OO0 ytBepxkaeuuu IIpaBun coctaBiieHuss U O(QOpMIIEHUS MHCTPYKIUU IO
MEAUIIMHCKOMY MPUMEHEHHIO U OOIIeil XapaKTepUCTHKHU JIEKAPCTBEHHBIX CPEACTB U
MEIMIIMHCKNX U3/Ieanii";

npeamOyiTy U3JI0KHUTh B CIEIYIOLIEH pelaKINu:

"B cooTtBercTBUU ¢ myHkToM 5 cratbu 75 Konekca Pecnybnuku Kaszaxcran ot 18
centabps 2009 roma "O 3m0poBbe HapojJa U CHCTEME 3JpaBooXpaHeHUs"
I[TPUKA3BIBAIO:";

MYHKT | U3JI0KUTH B CIENYIOIIEN PEIAKIIUN:

"1. VrBepnuts [lpaBumna coctaBinenuss u ohOpPMICHUS HHCTPYKIUH TIO
MEIUIIMHCKOMY MPUMEHEHHIO U OO0IIe XapaKTepUCTUKHU JIEKAPCTBEHHBIX CPEACTB U
MEIUIUHCKHUX U3IEIUI COIIACHO MPUIOKEHUIO K HACTOALIEMY MpUKa3zy.";



[IpaBuna cocraBieHuss U OGOPMIICHUS HHCTPYKIIUU MO MEIUIIUHCKOMY
MPUMEHEHHIO JIEKAPCTBEHHBIX CPEJICTB M HU3JACIUN MEAULIMHCKOTO Ha3HAYCHUS,
W3JIOKHUTH B HOBOM PENAKIIMU COTJIACHO MPHUIOKEHUIO K HACTOSIIEMY IPHUKA3Y.

2. Komurery apmariun MunuctepcTBa 3apaBooxpanenus Pecriyonuku Kazaxcran
B YCTAaHOBJICHHOM 3aKOHOJAaTeNbcTBOM PecnyOnmku Kazaxcran mopsike ob6ecrneunTs:

1) rocyaapCTBEHHYIO PErHMCTpalyMi0 HACTOSIIEro Mpuka3za B MuUHUCTEpCTBE
toctuiuu Pecnybnuku Kazaxcran;

2) B TEUEHHUE JCCATH KAJICHAAPHBIX AHEH CO THSA TOCYyAapCTBEHHOM perucTpanuu
HACTOSIETO MPUKa3a HAMpPaBJIECHUE €ro KOMUU B OYMa)KHOM U JJICKTPOHHOM BH/JIEC Ha
Ka3aXCKOM M PYCCKOM si3bIKax B PecryOnuKaHCKOe TOCy1apCTBEHHOE PEANPUsATHE Ha
NpaBe XO3SIUCTBEHHOTO BeaeHHUs "WHCTUTYT 3aKOHOJATEIbCTBA W IMPABOBOU
unpopmaruu Pecnyonmku Kazaxcran" MunnctepcTBa tocturuu PecnyOnmku
Kazaxcran mns oduimanbHOro OmyOJMKOBAaHMS M BKIIOYEHUS B ODTaJOHHBIN
KOHTPOJIbHBIN OaHK HOPMATUBHBIX NMPAaBOBbIX akTOB PecnyOnuku Kazaxcran;

3) pa3melnieHrne HACTOSIIETO MpUKaza Ha MHTEpHET-pecypce MuHucTepcTBa
3npaBooxpaHenus Pecnyonuku Kazaxcran nocie ero opuiunaibHOro onyOJuKoBaHuUS,

4) B TeueHUe NeciITU pabouux JHEW MOcle TOCYNapCTBEHHOW PErucTpaluu
HACTOSIIIEr0 IpUKaza NpeJcTaBlieHHe B JlemapTaMeHT HOPUIAUYECKONU CIIY>KObI
MunucrtepcTBa 3apaBooxpaHeHust Pecnyonuku Kazaxcran cBepeHuii 00 UCTIOTHEHUN
MEPOIPUATUHN, TPETYCMOTPEHHBIX MOANMYHKTaMu 1), 2) 1 3) HACTOSIIErO MyHKTA.

3. KOHTpOJIb 32 UCIIOJTHEHUEM HACTOSAIIETO MPUKA3a BO3JIOKUTH HA KYPUPYIOLIETO
BHUIIe-MUHHUCTpa 37paBooxpanenus PecnyOnuku Kazaxcras.

4. Hacrosiuii iprka3 BBOJUTCS B JEUCTBUE MO UCTEYECHUU JECITU KaJCHIAPHBIX
JTHEH TocTie AHs ero MepBoro o(UIMaIbHOTO Oy OIMKOBAHUS.

IIpunoxenue
K npukazy Munucrpa
3IPaBOOXPAHCHUS
Pecnyonmku Kazaxcran
ot 24 ampens 2019 roga
Ne KP ICM-48

YTBepKIEHBI TPHUKA30M
MunncTpa 31paBOOXpaHCHUS

1 COIMAIIEHOTO Pa3BUTHUS

Pecny6iinkn Kazaxcran
oT 29 mas 2015 roga Ne 414

IIpaBuna cocraBiieHus ¥ 0pOpMIIEHHS HHCTPYKIMH II0 METUIAHCKOMY
IMIPUMEHEHHIO B 00meli XapaKTePUCTHKH JIEKAPCTBEHHBIX CPEACTB H
MEIUIHCKHAX HU3NEIIMH



I'nasa 1. ITopsamok cocTaBiieHrsA 1 0OPMIICHASA HHCTPYKIUH IO
MEAUOWHCKOMY OIPUMEHEHHIO U 00ImeH XapaKTepUCTHKY JIEKAPCTBEHHBIX
CpEICTB

1. UHCTpYKIMS 1O MEIULIMHCKOMY INPUMEHEHHIO JIEKApCTBEHHOTO CpeacTBa (
aucTok-Bkaaaei) (manee — Muctpykuus JIC) cocTaBisieTcss € UCMOJIb30BaHUEM
YETKUX Y NOHATHBIX JJI MALIMEHTa TEPMUHOB, OTPAXKAIOIINX MEAULMHCKAE U HAyYHbIE
JAaHHBIE O JIEKAPCTBEHHOM Ipernapare 1 COAEP>KUT CIEeAYIONTYI0 HH(OPMAIIHIO:

1) nnenTurKaMOHHbIC JAHHbIEC JIEKAPCTBEHHOT'O MIpernapara:

HAaMMEHOBAaHUE JIEKAPCTBEHHOIO IMpernapara, 3a KOTOPhIM CleIyeT JO03UPOBKA U
nexkapcTBeHHas (opma. Ecinu jexapcTBEHHBIN mpenapar COAEPKUT TOJBKO OJHO
aKTHUBHOE (JEHCTBYIOIIEE) BEHIECTBO, TO €ro MEXIyHapOJHOE HEMaTeHTOBAaHHOE
HaMMEHOBaHUE (IIPU OTCYTCTBHM - OOLIENPUHATOE HAUMEHOBAHHE) HEOOXOIUMO
yKa3zaTh B CKOOKax cpa3y 3a TOPrOBbIM HaUMEHOBAaHHUEM JaHHOIO JIEKAPCTBEHHOTO
npenapaTta (OHO OTJIMYAETCSd OT TOPrOBOrO HAMMEHOBAHMS); JJIA JIEKAPCTBEHHBIX
IpenapaToB, COAEPKAIIMX HECKOJIbKO AaKTHUBHBIX (JEHCTBYIOIIMX) BEUIECTB HX,
CJIelyeT yKa3aTh B BUJIE MIEPEUHS 110]] HANMEHOBAHUEM;

2) dapmakoTepaneBTHUECKas TpyMra HIH OMNUCAHUE AaKTHUBHOCTH, JIETKO
MOHUMAEMBbI€ MMAIIMEHTOM;

3) noka3zaHus K IPUMEHEHUIO COAEPIKAT NEpPeUeHb 3a00€BaHUN U CUHAPOMOB, IIPH
KOTOPBIX JIEKAPCTBEHHBIN IpenapaT pEKOMEH0BaH [l MEAUIMHCKOTO PUMEHEHMS;
yCJIOBUSI MPUMEHEHUSI B OINpPEIEICHHBIX Tpynmnax (1eTu, OepeMeHHbIe U KOPMSIIIHe
IPYIbIO0 JKEHLIMHBI, MOXWIbIE, JHULIA C ONPEACICHHBIMU MaTOJOTHYECKUMU
COCTOSIHUSIMH);

4) mepeueHb CBEACHMM, HEOOXOJUMBIX /10 Hayala NPUMEHEHUS JEKapCTBEHHOTO
npenapara:

IIPOTHUBOIIOKA3aHUS;

HE0OXO0IMMbIE MEPHI MIPEAOCTOPOKHOCTH NMPU TPUMEHEHUH;

BU/Ibl B3aUMOJICHCTBUS C JIEKAPCTBEHHBIMU NpEnapaTaMy U BUJIbl B3aUMOJIEHCTBUA,
CIOCOOHBbIE TOBIUATH Ha JEHCTBUE JIEKAPCTBEHHOIO IHpenapara (C ajlKOoroJieM,
Ta0aKoM, MUIIEH); CBEICHUSI O BO3MOKHOM BJIMSHUM Ha CIOCOOHOCTH YNPABISATH
TPAHCIIOPTHBIMU CPEICTBAMU WM pabOTaTh C MEXaHU3MaMH (€CJIU TPUMEHHUMO);

crielaibHbIe MPEAYPEKACHHUS;

5) pekoMeHIaluK 10 MPUMEHEHUIO:

PEXKUM JT03UPOBAHUS;

METOJ] M IyTh BBEACHUS (IIPU HEOOXOAUMOCTH);

4acToTa MPUMEHEHUS C YKa3aHUEM BpPEMEHHU rpueMa (pu He0OXOAUMOCTH);



JUTUTEIILHOCTD JIeueHUs! (B 3aBUCUMOCTH OT CBOMCTB JIEKQPCTBEHHOTO IMperapara
€CJIM €€ HEOOXOAMMO OTPAHUYUTh);

MephI, KOTOPbIe HEOOXOAMMO TPUHATH B CIIy4yae MEepPeIO3UPOBKU (CUMIITOMBI,
HEOTJIOKHBIC TTPOLICTYPHI);

MepBbI, HEOOXOUMBIC TIPU MPOITYCKE OJHON MM HECKOJIBKHUX J103 JIEKAPCTBEHHOTO
npenapata (Ipu HeoOXOAUMOCTH);

yKa3aHHUE Ha HAIMYKUE PUCKA CUMIITOMOB OTMEHBI (ITPU HEOOXOJUMOCTH);

PEKOMEHJIAlUK TI0 OOPAIEHUIO 32 KOHCYJbTAllUeH K MEIUIIMHCKOMY paOOTHUKY
IUTSl pa3bsSCHEHMS cIoco0a MPUMEHEHHUsI JIEKAPCTBEHHOTO Mpenapara;

6) onucaHue HEXEIATeIbHBIX PEAKIIUNA, KOTOPHIE MPOSIBISIOTCS MPU CTAHIAPTHOM
NIPUMEHEHUH JIEKAPCTBCHHOTO TIpernapara U Mepbl, KOTOPBIE CIIEAYET IPUHATH B 3TOM
ciaydae (IIpu HEOOXOUMOCTH);

7) cTaHgapTHBIA TEKCT, PEKOMEHAYIOUIUN MalMeHTaM MpPU BO3HUKHOBEHHUH
OKHMJIAEMBIX JICKAPCTBEHHBIX pEaKIuii oOpamaTbCsi K METUIIMHCKOMY PaOOTHHKY,
dapmaneBTUUECKOMY PabOTHUKY WUIIM HAMPSIMYIO0 B HHPOPMAIMOHHYIO 0a3y JaHHBIX
110 HEXEJIATeIbHBIM peakusM (ICHCTBUAM) Ha JICKaPCTBEHHBIC TIPENapaThl, BKIIOYas
cooOrmieHus: 0 HedP(HEKTUBHOCTU JIEKAPCTBEHHBIX MPENapaToB, U yKa3bIBAIOIIUNA Ha
pa3IMyHblE MYTH TaKOro COOOIIeHUs (DJIEKTPOHHOE COOOIIEHUE, MOYTOBOE
OTIpaBlicHUE U (UIN) IpyTOEL);

8) IOMONHUTENbHBIE CBEACHMUS:

MOJTHBIA KAa4eCTBEHHBIN ((hapManeBTHUYECKHE CyOCTaHIIMM U BCTIOMOTATEIbHBIC
BEIIECTBA) M KOJWYECTBEHHBIN COCTaB (¢apMaleBTUUECKUX CYOCTaHIUM C
UCITOJIb30BAHUEM WX OOMICTIPUHITHIX HAMMEHOBAHUM I KaKI0H (POpPMBI BBITyCKa
JIEKapCTBEHHOTO TIpernapara;

OINMCAaHKE BHEIIHETO BUA, 3a1axa, BKyca;

9) nata ucTedeHUs CpOKa TOJHOCTH, C yKa3aHUEM 3alpera MPUMEHEHHS
JIEKapCTBEHHOTO IIpenapara Mo UCTEUYEHUU CPOKa TOAHOCTH;

YCIIOBHSI XPAHCHMUS;

npeaynpexaeHue o0 onpeaesIeHHbIX BUIUMBIX MPU3HAKAX YXYJIIIECHUS KayecTBa (
Ipu HEOOXOUMOCTH);

10) cBegeHus 0 MPOU3BOAUTEIIE JIEKAPCTBEHHOTO CPEJICTBA:

MOJHOE U COKpalleHHOe (MpW HaJWuyuu) HAUMEHOBaHUE, IOPUIUUYECKUH, (
dakTHUeCcKuit) anpec U KOHTAKTHBIE JaHHbIE (TenedoH, (akc, 2IeKTPOHHAS MOYTa)
IPOU3BOIUTEIIS;

MOJHOE U COKpalleHHOe (MpW HaJW4hu) HAMMEHOBaHUE, IOPUIUYECKUH, (
dakTHuecKkuil) aapec U KOHTaKTHBIC JAaHHBIE (TenedoH, dakc, dJIeKTPOHHAs MOYTa)
JepKaTensi PerucTpalmoOHHOTrO yaoctoBepenus (nanee - J[PY) (B cooTBETCTBYIOIIUX
clydasX WMs TpeacTaBuTelNs, HazHaueHHoro JIPY c menbio mpeacTaBiieHHs €ro
UHTEPECOB).



HAaUMEHOBAaHUE U KOHTAKTHBIC AaHHBIC (TenedoH, ¢akc, IIEKTPOHHAS MOYTA)
OpraHu3alyK, MPUHUMAIONIEH NPEeTeH3UU (MPEUIOKEHUS) IO JIEKAPCTBEHHOMY
CpencTBY OT nmoTpebureneit Ha Tepputopun Pecryonuku Kazaxcran;

11) nata nmocnennero ooHosneHust Uucrpykmuu JIC.

2. Nuctpykmus JIC pa3zpabaTeiBaeTcsi HA OCHOBAaHUHU OOIIEH XapaKTEPUCTHKU
nexkapcTBeHHbIX cpeacTB (nanee - OXJIC) Ha kaxayr JeKapcTBEHHYIO (opMmy U
odopmiisieTcs B BHJAE BKIAJbIIa B YHNAKOBKY JHUOO €€ TEKCT 0e3 COKpalleHUs
pa3MeInaercs Ha yrakoBKe.

3. Texct Unctpyknuu JIC odopMmiseTcs Ha Ka3aXxCKOM M PYCCKOM SI3bIKax U
COOTBETCTBYET CJIETYIOIIEMY:

3aroJIOBKH ¥ TIOJI3ar0JIOBKH PACIIONAraloTCs OJHOPOIHO U BBIACISIFOTCS KUPHBIM
mpudTom;
peayCMaTPUBAIOTCS PUCYHKH U (UJTH) TUKTOTpaMMBbI (TTpH HEOOXOUMOCTH ).

4. Texct OXJIC conepx uT MHPOpPMAIUIO O JIEKAPCTBEHHOM IIpenapare AJis
MEIUITMHCKOTO PUMEHEHHUS U pa3padaThIBAETCS HAa KXKIYIO JIEKAPCTBEHHYIO (JOpMY B
coorBercTBuU ¢ Pemennem Coerta EBpa3suiicKol 3KOHOMHYECKOW KOMHUCCHM OT 3
HOsi0pss 2016 roma Ne 88 "OO yTBepkaeHUU TpeOOBAHUM K HWHCTPYKIHUH IO
MEIUIIMHCKOMY TPUMEHEHUIO JIEKapCTBEHHOTO TpernapaTa U oOIIeil XxapakTeprucTUKe
JIEKapCTBEHHOTO TIpenapara i MeIUIIMHCKOTO MPUMEHEeHHS "

I'nasa 2. ITopsamok cocTaBiieHHA 1 0()OPMIICHAS HHCTPYKIUH 110
MEIUOUHCKOMY IPAMEHECHUIO MEIUIMHCKUX W30

5. MHCTpyKIUA 110 NPUMEHEHUIO0 MEIUIIMHCKOTO u3nenus (naiee — MHCTpyKius
MUN) conepkuT UHPOpPMAIINIO, MPETOCTABIIEMYIO TPOU3BOAUTEIIEM MEIUIIMHCKOTO
U3JIeTUsl OTHOCUTEIBbHO HA3HAYEHUS, HAJJIEkKAUIEro U 0€30MacHOro MCIOJIb30BaHUS
MEIUIMHCKOTO U3/ICIIHS.

6. Uuctpykuua MU cocraBisieTcsi ¢ UCHOJIB30BAHUEM TEPMHUHOB, TMOHSTHBIX
nons3oBarento. B Uucrpyknmm MU pacuudpoBBIBalOTCS BCE CUMBOJBI U
0003HauYeHUs1, UCTIOJIb30BAHHBIC PU MAPKUPOBKE.

HNuctpykius MU conepxut cienyronryo nHGOpMaIuio:

1) HauMeHOBaHKE METUITMHCKOTO U3/IEIHS;

2) cOCTaB M ONMKUCAHUE MEIUIIMHCKOTO U3JIEIHS:

TEXHUYECKHE U (DYHKIIMOHAIBHBIE XapaKTEPUCTUKH, HEOOXOIUMBIE TIOJIE30BATEIIO
I TPUMEHEHUS MEIULUMHCKOTO HU3JIeJUd [0 Ha3HAYEHUIO, OMNPEJCICHHOMY
MIPOU3BOAUTEIIEM;

uH(pOpMaIs 0 HATMYUH JIEKAPCTBEHHOTO CPEJICTBA, OMOJIOTMYECKOr0 MaTepuraia 1
(w1K) HaHOMAaTepHaa;

NepeueHb KOMIUICKTYIOMNUX K METUIIMHCKOMY U310 (TIpU HATMYKH ),



0JIHOPA30BOT'0 WJIM MHOTOPAa30BOr0 UCIIOJIb30BaHUS (TP HEOOXOAMMOCTH 0COObIE
yKa3aHHs 10 MPUMEHEHUIO);

HauMeHOBaHue (0003HAUeHHE) HOPMATUBHOTO JOKYMEHTa, B COOTBETCTBHUH C
KOTOPBIM MPOU3BEACHO MEUIIMHCKOE U3IEITHE.

3) obnacTh NMpUMEHEHHS W Ha3HAYCHHE MEAUIIMHCKOTO M3ACNUS C yKa3aHHEM
[OJIb30BaTeNs (HampuMep, NalUeHT, MEAUIMHCKUI CrenuanucT, pU3nyeckoe JIMLO,
OPUMEHSIONIEE MEIUIIMHCKOE M3JeNIUe 10 HAa3HAYCHUI0, OIpPEICICHHOMY
IIPOU3BOJIUTEIIEM);

4) undopmanus Mo MepaMm IpeIoCTOPOKHOCTH (0€30MaCHOCTH) U OTPAaHUUYEHUSIM
IIPY UCIIOIb30BAaHUH MEIULIMHCKOTO U3EIINS:

npeaynpexieHue, Mepbl MPeJOCTOPOKHOCTH U (WIIM) MEpHI, MpeTpUHIMaEMble B
ClIy4yae HEHCIPAaBHOCTH MEIUIMHCKOrO W3JENUs WIW OTKJIOHEHHH B €ro
(YHKIMOHUPOBAHUMU, KOTOpPbIE MOTYT BIMATh Ha O€30MacHOCTb MEIMIIMHCKOIO
U3JIETUS;

OpeaynpexIeHue, Mepbl NIPEeJOCTOPOKHOCTH U (UJIM) MEPBIL, IPEANIPUHUMAEMbIE B
cilydyae BO3JEHCTBUS Ha (YHKIMOHMPOBAHHUE MEIULIMHCKOIO HW3AENHS BHEUIHUX
(akTOpOB, CBS3AHHBIX C MPUMEHEHHEM MEAUIIMHCKOIO H3JeNus B KOMOMHAIMH C
MEIUUUHCKUMH U3AENUSAMUA U (WiIK) OOOpYJIOBAHUEM, WJIM TaKUX (PAKTOPOB, Kak
BHEIIHUE 3JICKTPOMArHUTHBIE IO, AJIEKTPOCTATUYECKUE pa3psAlbl, H3IIy4YEHHUE,
aTMoc(hepHOE AAaBJICHUE U €T0 Nepenaibl, BIaXKHOCTh U TEMIIEPATYPa BO3yXa;

IpeaynpexIeHue, Mephl MPEJOCTOPOKHOCTH U (WIIM) MEPBI, IPEATPUHUMAEMBbIE B
clydyae IpeJCcKa3yeMOro pHUCKa »D3JIEKTPOMAarHUTHBIX IIOMEX, CO3/1aBaeMbIX
MEIUIMHCKUM HU3JEIUEM MPHU MPOBEACHUU U OLEHKE pPe3yJbTaTOB CHELU(PHUUECKUX
JUAarHOCTHYECKUX HCCIIEIOBAaHNM, TEpaleBTUYECKOr0 JIEUEHUS WIM MpPHU €ro
UCIIOJIb30BAaHUU (HapHUMep, NEKTPOMATHUTHOE U3TYyUYE€HUE MEIULIMHCKOTO U3JENHs,
OKa3bIBAIOIIEE BIUSHUE HA JPYroe 000pyI0BaHNKE);

CBEJICHUS 00 OrpaHUYEeHUSX WJIM HECOBMECTUMOCTH C MEAUIIMHCKUM HU3JIETUEM
OT/EJIbHBIX JIEKAPCTBEHHBIX CPEJACTB WM OHWOJOTHMYECKHX MaTepuaioB (eciau
MEAMIMHCKOE U3JENINe MPEAHA3HAYECHO Ul BBEJCHUS JEKAPCTBEHHBIX CPEJICTB WUIIU
OMOJIOTMYECKUX MATEPHUAIIOB);

npeynpexaeHne, Mepbl MPEAOCTOPOKHOCTH U (WJIM) OTpaHUYEHUS, CBSI3aHHBIE C
JIEKapCTBEHHBIMU BEILIECTBAMU WJIM OMOJOTMYECKUMH MaTepHallaMU, KOTOPbIE BXOISAT
B COCTaB MEAUIIMHCKOIO U3/IEUS;

NpeAyNpexIEeHUE, CBI3AHHOE C BXOMSIIMMHU B COCTaB MEIUIMHCKOTO W3JEIUs
KAHIEPOT€HHBIMM, MYTar€éHHBIMH WJIM TOKCUYHBIMH MaTe€pHalaMH, BO3MOXKHOE
BBIJICJICHUE WM BBIMBIBAHUE KOTOPBIX IMPUBOJAUT K CEHCUOMIM3ALUH, alJIEPTUYECKON
PEaKIuy WK OTPUIATETILHO BIUSET Ha PEPOAYKTUBHYIO (DYHKITHIO;

OpeAyNpeXJICHUE UM Mepbl IPEAOCTOPOKHOCTH, MPEANPUHUMAEMbIE
NOJIb30BATENIEM MPU YTUIU3AUUMU MEAULIUHCKOTO H3Jeus, NMPUHAMICKHOCTEH U



PacXOIHBIX MaTEepHaOB, HCIOJb3YEeMBIX BMECTe C HUM (IIPH HAIMYHMH), BKJIIOYAS
cBelieHUsT 00 HWH(PEKIUMOHHOW, MHUKPOOHOM, 3KOJIOTMYECKON wuiu (uznueckon
OTIACHOCTH MEJTUIIMHCKOTO U3/CIIHS.

5) mpoTHBOMOKAa3aHUsS [JIs NMPUMEHCHHS, OXHUIAeMbIe M TPEACKa3yeMbIC
HEOJIaronpusiTHBIE COOBITHS, CBS3aHHBIE C MPUMEHEHUEM MEIUITMHCKOTO HW3MICIHS,
BKJIOYass MHPOpMAIUI0 00 O0OCTOSATENbCTBAX, IMPH KOTOPBIX MOJIH30BATEIIO
HEOOXOAMMO TPOKOHCYJBTHPOBATHCA C MEAUIIMHCKAM CIICIHATUCTOM (s
MEIUIIMHCKUX W3JIeNINHM, MpeaHa3HAYeHHBIX JJIsI HCIOJIb30BAaHUS JUIIAMU, HE
UMCIOIIMMHU MEIUIIMHCKOTO 00pa30BaHUsI), MEPHI OKa3aHUsS MEPBOW MOMOIIM TPHU
HEIPaBUJIBHOM HCIIOJIb30BaHNH;

6) naOpMaITUI O CPOKE U YCIOBUAX XPAHESHUS METUITMHCKOTO U3/ICITHS;

7) uadopmanus, HeoOXomauMas Il TPOBEPKU MPABUIBHOCTH YCTAHOBKHU
MEJIUIIMHCKOTO M3JIeJIMS M €r0 TOTOBHOCTH K Oe3omacHoi paboTe Mo Ha3HAYEHUIO,
OTIPENICTICHHOMY TIPOM3BOIUTEIIEM, C YKa3aHUEM CIICAYIONINX CBEIACHUI:

CoJIep)KaHHUEe M TIEPUOIMYHOCTDh TEXHUUECKOTO 0OCITY)KUBAHUS, BKIIOUAs OUYHUCTKY H
Ne3UH(EKITNI0 METUITMHCKOTO W3S,

HaJIMYUE PACXOIHBIX KOMIIOHCHTOB MEIUIIMHCKOTO HM3JICNIHS M IpoIleaypa HX
3aMCHBI;

HEOOXOAUMOCTh KATMOPOBKH ISl 0OCCIIeUeHUsT HaIexkaleid u 0e30macHoi
paboThl MEIUIIMHCKOTO U3/ICTIUs B TEUCHHE CPOKA €0 CITY>KOBI;

METOJIbI CHIKEHUSI PUCKOB, CBA3AaHHBIX C YCTAHOBKOW, KaJIMOPOBKOW WIIH
00CITyKUBAaHUEM MEIUIIMHCKOTO U3/IEIHS;

8) nomonHuTeNnbHAs WH(OpMalMa, HEoOXoAuMash MPU HCIOIb30BAHUU (
00CITyKUBAaHUH ) MEIUITMHCKOTO W3 ICIIHS:

nHbOpMAIUs O TOPSAKE YCTAHOBKM W BBOJA B JKCILUTyaTamuioo (mpu
HEOOXOAUMOCTH), a TaKke O HEOOXOIUMOCTH MPEABAPUTEIHLHONW IOATOTOBKH K
WCIIOJIb30BAaHUIO METUITMHCKOTO U3ICITHS;

CIIeIHAIbHBIC TPEOOBAHUS B OTHOIICHUH ITOMEIICHUH, CIICIIUAIBLHOMN ITOTOTOBKH
WM 0c000M KBaIM(UKAIIUHY TTOJIB30BaTENS U (MIIM) TPEThUX JIMIT (ITPH HEOOXOIUMOCTH
);

uH(popMaIus o Mpupoe, TUIIE, a TakKe (MpH HEOOXOIUMOCTH ) HHTEHCUBHOCTH U
pacipeneneHuy N3JIy9aeMoi METUIIMHCKUM H3IeIIMeM paualiii U Crioco0ax 3aliuThl
MOJIb30BATENICH WUIM TPETHUX JIMIl OT HENMPEAHAMEPEHHOTO HM3Jy4YCHHUS B IpOIlecce
UCITOIB30BAaHUS MEIUIIMHCKOTO H3ACHus (€CIM MEIUIMHCKOE H3ICITHE CO3/aeT
OTIACHBIN WJIM TIOTCHITMAJILHO OMACHBIN YPOBEHD PaIHAIMHU B MEIUIIMHCKHX TETIAX);

uH(opmarus o mopsjake ACHCTBUI B Cilydyae HapyIIEHUS CTEPUIBHON YITaKOBKHU
MEJUITMHCKOTO HM3JIeTUs TIepe]] €r0 MCIOJb30BAaHUEM (€CITU MEIUITMHCKOE H3ICIHE
MOCTABJISCTCS CTEPHIIBHBIM);



uHpoOpMaILMs O METOJE CTEePHJIM3AIMM MEIUIMHCKOTO u3aenus (eciau
MEJIUIIMHCKOE W3JIeJINE MOCTABISETCS HECTEPUIBHBIM C yKa3aHUEM HEOOXOAMMOCTHU
€ro CTepUJIM3aluu Nepes] UCIOIb30BAHUEM );

uHpopMaIusi 0 HaIexkKalen oopadoTKe MEIUIIMHCKOTO W3JCNUs IS ero
MOBTOPHOT'O HCHOJIb30BaHUS, BKJIIOYAs OYUCTKY, N€3MH(EKIUI0, YIIAKOBKY U TpHU
HEOOXOJUMOCTH METOJ TOBTOPHOW CTEpMIM3aluK (€CIU MEIUIIMHCKOE H3JeTue
NpelHa3HauYeHO JJii MHOrOpa3oBOTO HCIOJIL30BAHUS), a TaKXKe KpPUTECPUHU
HEMPUTOAHOCTHU UCIIOJIH30BAHUS METUITUHCKOTO U3/IEIHS;

9) cBeneHuUs 0 MPOU3ZBOAUTEEC METUIIMHCKOTO U3JIEIUS U €T0 YIOJHOMOYEHHOM
Ipe/ICTaBUTENE, BKIIIOYAS:

NOJIHOE M COKpalleHHOe (MpU HaJIUYMKM) HAUMEHOBAHHE, HOPUIUYECKUU, (
dakTHYeCcKUii) anpec W KOHTAKTHBIE HaHHBIE (TenedoH, (akc, 2IeKTPOHHAS MOYTA)
IPOU3BOIUTEIIS;

MOJHOE€ U COKpalleHHOoe (MpW HaJWuhu) HAMMEHOBaHUE, IOPUIUUYECKUH, (
dakTHueckuil) aapec U KOHTaKTHBIC JAaHHBIE (TenedoH, dakc, dJIeKTPOHHAs IM0YTa)
YIOJTHOMOYEHHOTO MPEACTABUTENSI MPOU3BOJAUTENSI Ha TeppuTopuu PecmyOnuku
Kazaxcran:

HAaUMEHOBAaHWE U KOHTAKTHbIE AaHHbIE (TenedoH, akc, FNEKTPOHHAs MOYTa)
OpraHu3aliy, MPUHUMAIOIIEH MPETEH3UN (MIPEATIOKESHHS ) TI0 METUITUHCKOMY U3JICTTUIO
oT notpedureneit Ha TeppuTopuun Pecriyonuku Kazaxcran;

HAaUMCHOBAaHWE M KOHTAKTHBIC AaHHBIC (TenedoH, ¢akc, FIEKTPOHHAS MOYTA)
OpraHu3alii, OTBETCTBEHHON 3a TMOCTPErMCTPAIlMOHHOE HaOIIoJeHne 3a
0€30MaCHOCThI0 METUIIMHCKOTO U3/eus Ha Tepputopun Pecnyonuku KazaxcraHh.

10) naHHBIE O BBINYCKE WM IOCJIEAHEM IIEPECMOTPE HHCTPYKIUHU IO
MEJUIMHCKOMY TTPUMEHEHHUIO.

7. UuacTpykiuss MU a8 IHArHOCTUKH 1n VItro COACPKUT CIASIYIONIYIO
UH(pOpMAIIHIO:

1) HanMeHOBaHNUE METUITMHCKOTO U3ACIUS JJIsl AMAarHOCTUKY 1n Vitro;
2) cocTaB U ONMKMCAHUE MEIUIIMHCKOTO U3/IEIHS:

TIPUHITAT TECTA;

OINKMCAaHKE PEareHTOB, KAIUOPATOPOB U KOHTPOJIBHBIX MAaTEPHAIIOB;

nepedyeHb MaTepuajioB U CIENUATbHBIX MaTepUaaoB, HEOOXOAUMBIX IS
IPOBE/ICHHS TECTUPOBaHUs (aHATU3a), HO HE COAEPIKAIIUXCS B KOMIUIEKTE TTOCTaBKH
MEIUIIMHCKOT0 U3JIeUs JI JUAarHOCTHKH 1N ViItro;

3) Ha3HAUEHUE METUITMHCKOTO U3ACNUS JIsl TUarHOCTHKY 1n Vitro, B TOM YHUCIIE:
(GyHKIHOHATBHOE Ha3HAUYECHHUE,
OMHUCaHUE TOTO, YTO OMpeesieTcs U (Uin) u3mepsieTcs (aHauT );



cneruduuecKkoe paccTpoicTBO, (U3UOIOTHUECKOE COCTOSHHUE WK (DaKTOp pucKa
JUTsl OOHApyXEeHUs, onpeaeeHus Wik TudpepeHunpoBaHus KOTOPOro MpeaHa3HAYeHO
MEIUIMHCKOE U3JIeIINE IS JUArHOCTHKH in Vitro (Ipu HEOOXOIMMOCTH ),

npelHa3HAuYCHUE MEJIUIIMHCKOTO M3JIENHsS I8 JUArHOCTUKU In Vitro s
KaueCTBEHHBIX, MOTYKOINYECTBEHHBIX UM KOJTUYECTBEHHBIX OMPEICIICHUM;

THUII aHATU3UPYEMOT0 00pasiia;

Ha3HAUYCHUE MEIUIIMHCKOTO W3AENUsS ISl IUAarHOCTUKHU In Vitro ¢ yKa3aHHeM
MOJIb30BaTENs (HApUMeEp, MAlUEeHT, MEAUIIMHCKHUM CIIENUANUCT, (PU3nyecKoe JUIIO,
OPUMEHSIONIEE MEIUIMHCKOE U3JeUe 10 Ha3HAUYCHUI0, OIpPEIeICHHOMY
POU3BOJIUTEIIEM);

uH(popmaIys o npeJaHa3HaYeHUU MEIUIIMHCKOTO U3JACNIHS JUIsl JUarHOCTUKHU in
Vitro Juisi KIMHUYIECKOW TaOOpAaTOPHON AMATHOCTUKHU U (WIIH) TSI CAMOTECTUPOBAHMUS;

uHdopMalus o npegHa3HaYeHUU MEIUIIMHCKOTO W3JENUs IJis TUAarHOCTUKH In
Vitro Juist OJTHOPa30BOro UCIOIb30BaHNUS;

crienuagbHble TpeOOBaHUS B OTHOIICHUH MTOMEIICHUH, CIIeIMaIbHON MOATOTOBKU
WM 0c000M KBaIM(UKAIIUHU TOJB30BATENS U (WIJIM) TPEThUX JIMI] (ITPU HEOOXOIUMOCTH
).

4) st MeIUITUHCKUX U3ACIUHN Il AMAarHOCTUKHU 1n Vitro, NpeHa3HauYeHHbIX IS
UCIIOJIb30BaHUSI B KOMOWHAIIMU C APYTUMU MEAUITUHCKUMU H3JIETUSMU, BKIIIOYAs
MEIUIMHCKHUE U3AENIUS IJIs1 TUAarHOCTUKH 1n Vitro - nHGopManus A1 UIeHTUDUKAUN
MEIUIMHCKAX H3JEIUN C IENbI0 MOJTydYeHHs Oe30macHOi KoMOWHANuu u (WUin)
uHopManuss 00 HM3BECTHBIX OTPAHMYEHHUAX IO COBMECTHOMY HCIIOJIb30BAHUIO
MEUIIUHCKUX U3JICIIN;

5) undopmarliis o Cpoke U yCIOBUAX XPAHEHUS MEIUIIMHCKOTO U3JIENHsI: CBEACHUS
O CIEIUAJIbHBIX YCIOBUAX XpaHEHUs (TeMIlepaTypa U BIAKHOCTh BO3/1yXa, OCBEILICHHUE
) 1 (MJIM) OOpaIleH s TTOJIH30BATENCH ¢ METUITMHCKUM H3JEIUEM in Vitro;

6) uH(popMaIus 0 CIEIUATBHBIX YCIOBUIX TPAHCTIOPTUPOBAHUS;

CBEJICHUS O XapaKTePUCTHUKAX CTAOMIBHOCTH MEIHMIIMHCKOTO H3IENUs IS
JTUArHOCTUKH in Vitro (yCIIOBUS XpaHEHUs, CPOK XPAaHEHHsI MOCJIE MEPBOr0 BCKPBITUS
NEPBUYHOTO KOHTEWHEpa), a TaKKe YCJIOBHUSAX XPAHEHHS] U CTaOMIBHOCTH pabodnX
pacTBOpOB (IIpH HEOOXOIUMOCTH );

HH(pOpPMaLIUS O CTEPUIIBHOM COCTOSIHUM, METOJI€ CTEPWIM3AIUU U O TOPSIKE
JNEUCTBUH B ClIy4ae HApYUIEHUs CTEPUIIBHOW YIMAaKOBKH (€CIIM MEIUIIMHCKOE U3EIUE
JUTISL AMAarHOCTHUKY 1N Vitro MOCTaBJISIETCS B CTEPUIIBHOM BHUJIE);

7) uadopmarus 1 Moab30BaTesei (MpeaynpexaeHus, MEPhI PEIOCTOPOKHOCTH,
OTrpaHUYEHHMS MPU UCTIONIH30BAHUN METUIIMHCKOTO U3/1EUs JUIsl IMarHOCTHKY 1n VItro):

npeAynpekIeHHE, MEPBI MPEIOCTOPOKHOCTH U (WJIM) MEPBI, IPEAINPUHUMAEMBIEC B
ciyyae cOOsl UM OTKJIOHEHUH B (PYHKIMOHHUPOBAHUM MEIUIIMHCKOTO U3JENUs IS
JUArHOCTUKH 1n Vitro, onpeesseMbIX M0 BHEITHUM MPU3HAKAM;



peaynpexIeHue, Mephl MPEIOCTOPOKHOCTH U (WIJIH) MEPHI, MPeTPUHIMAEMbIC B
OTHOIICHUW TaKUX TPEJCKa3yeMbIX BHEMHHX (AKTOPOB, KaK BHEIIHHUE
AJIEKTPOMATHUTHBIE TOJIS, DJIEKTPOCTATUUECKUE Pa3psi/ibl, U3IydeHUE, aTMochepHoe
JABJICHUE W €TO TIEPEIajibl, BIAXKHOCTh M TEMIIEpaTypa BO3/1yXa;

MPEeAyNPEXKICHNUE, CBSI3aHHOE C BXOIAIIMMHU B COCTAB MEIUIIMHCKOTO U3ICITUS IS
JUArHOCTUKUA 1In Vitro MaTepuasamu, KOTOpPBIE SBJSIOTCA KaHIEPOTEeHHBIMH,
MYyTareHHBIMU WJIH TOKCUIHBIMH JTMOO MPUBOIAT K CCHCUOMIIN3AITNY, aJUICPTHICCKOM
pPEeaKIMK UM OTPUIIATEIBHO BIUSIOT Ha PENPOTYKTUBHYIO (DYHKITHIO;

IpeaynpekIeHUEe, MEPhI MPEIOCTOPOKHOCTH U (WIIH) MEPHI, MpEATPUHIMAEMbIC B
OTHOIIEHWHU TOTEHIIMAIbHO WH(PEKIIMOHHOTO MaTepuajga, COJEpPKAIIeTrocs B
MEIUITUHCKOM U3JICTUH JIJIS JUATHOCTUKH in Vitro;

uH(bOopMaIs 0 HaJIexKaen 00paboTKe MEAUITMHCKOTO U3ICTHUS A1 TUarHOCTUKHU
in vitro JJIsi €ero MOBTOPHOI'O HMCIIOJIB30BAHUS, BKJIOYAsl OYHUCTKY, J€3WH(]EKIHIO,
YIaKOBKY W TIPU HEOOXOJWMOCTH METOJ IOBTOPHOW CTepmwIn3auu (eciu
MEIUITMHCKOE W3JIeNue JUIsl AMArHOCTUKHU 1n VItro peiHa3HaueHo IS MHOTOPa30BOTO
UCIIOJIb30BaHUs);

8) mpeaymnpexaeHue W (UiIM) cHeurajibHble MEpbl MPEAOCTOPOKHOCTU B
OTHOIIIEHNH O€30TacHOM YTHIM3AINK MEIUIIMHCKOTO HM3ICIHS IS TUarHOCTUKH in
Vitro ¥ TpUHAIICKHOCTEN (MPU HATMYUH), KOTOPHIE MPU HEOOXOAMMOCTH JOJKHBI
OXBAaTbIBATh CIAEAYIOIINE (PAKTOPHI:

WH(EKITMOHHBIC WM MUKPOOHBIE PUCKH, B TOM YHCJIE€ BO3MOXHOCTH 3arpsI3HCHUS
PACXOHBIX MaTEPHAIOB HH(PEKIIMOHHBIMU ar€HTaMHU YeJIOBEYECKOTO IMTPOUCX 0K ICHNUS,

AKOJIOTUYECKUE PUCKH, CBSI3aHHBIC C MOTEHIIUATHLHO OMMACHBIMH MaTepHUaJlaMH U
BEIIECTBAMU;

(bu3HYeCKUe PUCKH, B TOM YHCIIC BO3MOYKHOCTh B3phIBA WIJIH BO3TOPAHMUS;

9) nadopmarys 00 yCIOBHUAX, HEOOXOIUMBIX i1 cOopa, 00pabOTKH B OATOTOBKH
00pa3IoB, JaHHBIE MO CTAOMILHOCTH aHATM3UPYEMBIX 00pa3Il0B, B TOM YHCIIC YCIOBUS
U JUIMTEIIPHOCTh XPAHCHHUS, YCIOBUSI TPAHCTIOPTUPOBKH, OTPAHWYCHUS IO IHKJIAM
3aMOpPO3KH (pa3MOpakUBaHUs);

10) nonpoGHast unpopmanysi 0 TOATOTOBKE K MCIOJIB30BAHUIO MEAUIIUHCKOTO
U3JIEUS T TUATHOCTUKH 1n Vitro;

nHpopManus, HeoOXoauMas Il TMPOBEPKU MPABUIBHOCTH YCTAaHOBKHU

MEIUIIMHCKOTO M3AEJINS Ul JUArHOCTHUKH 1N VItro U €ero roTOBHOCTH K O€30IacHOM
paboTe 1o Ha3HAYEHUIO, ONPEICTIEHHOMY MPOU3BOAUTENEM, C YKa3aHUEM CIEAYIOITUX
CBEJICHUU:

HEOOXOJIUMOCTh KaJuOPOBKH Il oOecreueHusl Haaiexaile u 0e3omacHon
pabOThl MEAUITMHCKOTO W3ACHHS ISl JUATHOCTHUKH in Vitro B TEYEHHE CPOKa €ro
CITYKOBI;



METOJIbI CHM)KEHUSI PUCKOB, CBA3AHHBIX C YCTAHOBKOW, KaJIMOPOBKOW WIIH
o0cCy’)KMUBaHUEM MEAMIIMHCKOTO U3JIEUS I JUArHOCTUKH 1n Vitro;

11) pexomeHAgauuu B OTHOUIEHUH MPOLEAYpP KOHTPOJS KauecTBa IpH
HEOOXOIMMOCTH,

uH(}OpMAIUS O MPOCICKUBACMOCTH 3HAUYCHUH, 3aJaHHBIX TSI KATMOPATOPOB MITH
KOHTPOJIbHBIX MaTepHalioB, KOTOpas oOecreyrMBaeTcsi MOCPEACTBOM JOCTYMHBIX
pedepeHTHBIX METOUK (METOJIOB) U3MEPEHUS U (KUJTN) ITAJIOHOB;

12) mporeaypa TeCTUpOBaHUS, BKIIOYAsT pACUEThl M MHTEPIPETALNU PE3yJIbTaTOB
TECTUPOBAHUS, U IPU HEOOXOIUMOCTH UH(POPMALIUA O LETECO00Pa3HOCTH POBEICHHUS
MOATBEPKAAIOIIUX TECTOB;

XapaKTEPUCTUKU aHATUTHYECKOU 3(HPEKTUBHOCTU: YYBCTBUTEIHHOCT,
cnenu(GpUIHOCTh, TPABUIBHOCTH, TMOBTOPSIEMOCTh, BOCIPOW3BOJIUMOCTH, MpPEIEI
oOHapy:KeHHUs (IETEeKIMH) U TUANa30H U3MEPEHHUs, BKITI0UYask MH()OpMAIUIO O BIUSHUU
U3BECTHBIX UHTEPPEPEHTOB, 00 OTPAHUUYCHUSIX METOJIa U UCTOIb30BAHUM JOCTYITHBIX
pedepeHTHBIX MaTEPHAJIOB U METO/IOB aHaju3a (10 MPUMEHUMOCTH);

XapaKTEPUCTUKU KIMHUYECKOU 3PPEKTUBHOCTU: JHATHOCTUYECKAS
YYBCTBUTEIBHOCTh U TUATHOCTUYECKAS CTIEIIMPUIHOCTD (TIPU HEOOXOIUMOCTH);
Oounosioruueckuii peepeHTHbIN HHTEPBAT MPU HEOOXOAUMOCTH;
uHdopmarus 00 nHTepHEPUPYIONMIUX BEIIECTBAX WM OTPAHUYCHUSX, CBSI3aHHBIX C
po0oii, KOTOPbIE MOTYT HMOBJIMSTH Ha PE3yJIbTaT UCCIIECIOBAHUS;

13) B OTHOIIEHHWH MEIUIIMHCKOTO H3JCIUs IJsI JTHUAarHOCTHUKH 1n Vitro,
peHa3HAYeHHOT O JIJIsi CAMOTECTUPOBAHUS MOJIH30BATEIEM WIIM TECTUPOBAHUS BOIU3U
N0JIb30BATEIS, TAKKE CIEAYIOIINE CBEICHUS:

noapoOHasi nHPopMaIKs O MPOLEaype TECTUPOBaHUS (IIOATOTOBKA PEareHTOB,
oTOOp (IMOATrOTOBKA) MPOOBI, MOPSAIOK BBINOJHEHHUS U MHTEpPIpETanusl pe3ysibTaToB
TECTUPOBAHMUS);
PEKOMEHJallM OTHOCUTENLHO ACHCTBUHN MOJIB30BATENS B CIydae MOJIOKUTEIHHOTO
, OTPHULIATEILHOTO WJIM HEOIIPEAEIIEHHOTO PE3YJIbTATa TECTUPOBAHUS;
uHpopManUsi O MOTPEHIHOCTAX TecTa M BO3MOXKHOCTH TOJIyYEHUS
JIOKHOIIOJIOKUTEIBHBIX WU JIO)KHOOTPULATEIBHBIX PE3yJIbTaTOB TECTHUPOBAHHUS, a
TaK)kKe€ OTHOCUTENHHO (paKTOPOB, BIUSIOIIUX HA Pe3yJIbTaT TECTUPOBAHMUS;
uHpoOpMaILUs O HEIOMYCTUMOCTH MPUHATHUS TOJB30BATEIEM MEIUIIMHCKUX
perieHuit 6e3 mpeaBapuTeIbHON KOHCYIbTAIIMN C MEIUIIMHCKUM CIIEIIUATHCTOM;
uH(popmanusa 0 HeOOXOIMMOCTH HAIpaBIEHUSI COOOIIEHUSI TIPOU3BOAUTENIO WU
€ro YMOJHOMOYEHHOMY TMPEJICTABUTEII0 O HEXKEIATeIbHBIX COOBITHUAX, KOTOPHIE
UMEIOT IPU3HAKY HEOJIaronpusITHOTO COOBITHS (MHIIUICHTA).

14) cBeneHust 0 MPOU3BOIUTEIIE MEAUIIMHCKOTO U3ICTUS ISl TUarHOCTHKY in Vitro

U €0 YIOJIHOMOYEHHOM MPECTaBUTENIE, BKITIOYAs:



MOJIHOE€ M COKpalleHHOEe (MpU HAJIWNYUK) HAUMEHOBAaHHWE, HOPUIMYECKUN,
dakTHueckuil) aapec U KOHTAKTHBIC JaHHbIE (TenedoH, ¢dakc, IEKTPOHHAs MOYTa)
POU3BOIUTEIS;

NOJIHOE M COKpalleHHOE (MpU HaJIUYMKM) HAUMEHOBAHHE, HOPUIUYECKUU, (
dakTHYeCcKUii) anpec W KOHTAKTHBIC NaHHBIE (TenedoH, (akc, dIeKTPOHHAS MOYTA)
YIOJIHOMOYEHHOT'O TMPEJCTABUTEINsI MPOU3ZBOAUTENSI Ha Tepputopun PecnyOnuku
Kazaxcran;

HAMMEHOBAHUE M KOHTAKTHbIC NaHHbIC (TenedoH, (akc, JIEKTpOHHAsT MOUTA)
OpraHu3aliy, NPUHUMAIOLIEH, MPETeH3UH (MPEeMJIOKEHUS) MO MEIULUUHCKOMY
U3JIETUIO ISl TUATHOCTHKHU in Vitro oT moTpeOuTteneit Ha Tepputopun Pecrybnuku
Kazaxcran;

HAaUMCHOBAHWE W KOHTAKTHBIC AaHHBIC (TenedoH, ¢akc, IIEKTPOHHAS MOYTA)
OpraHu3alli¥, OTBETCTBEHHON 3a MOCTPEruCTpallMOHHOE HaOIIoJeHne 3a
0€301aCHOCThI0O MEIULUHCKOTO M3JENHS JJI TUAarHOCTUKH In VItro Ha TEPPUTOPUHU
Pecniy6nuku KazaxcraH.

15) nanHbIe O BBITYCKE WU MOCIEAHEM NEPECMOTPE HHCTPYKLIUHU MO TPUMEHEHHUIO.

8. Texct Unctpykiun MU odopmiisieTcss Ha Ka3aXCKOM U PYCCKOM SI3bIKaX,
ABJISIETCA YETKUM M TMOHSTHBIM C YKa3aHMEM IOCJIEI0BATEIbHOCTH JIEUCTBUU MO
npuMeHeHuo. JlomyckaeTcsi HCIOJIb30BAHUE OTACIbHBIX CBEACHUN  AJs
npodeccuoHaIbHBIX U HEMPO(PECCHOHATBHBIX MOJIb30BATENEH.

Tekct UacTpykumun MU cooTBETCTBYET ClEeIyOMIEMY:

3aroJIOBKM M MO/3ar0JIOBKH PACTIONAraloTCs OJHOPOIHO U BBIIESIOTCS KUPHBIM
mpudTom;

MPEeayCMaTPUBAIOTCS PUCYHKHU U (MJIM) TUKTOTPaMMBbl (TIpH HEOOXOIUMOCTH).

9. Unctpykus MU npenocraBisercs: moJib30BaTEN0 HA OyMa)KHOM HOCUTENE
100 B 3JIEKTPOHHOM BHUJE KaK BMECTE C MEAUIIMHCKUM HU3EIUEM, TaK U OTAEIBHO OT
HEro, B TOM YHCJIEe TyTeM pa3MelleHus] THPOPMALIMK Ha SKpaHe, SABJISIONIEMCS YaCThIO
MEIUIMHCKOTO Hu3aenus. BolOpaHHBIH cmoco0 MpeaocTaBIeHUS HHCTPYKIMH IO
NPUMEHEHUIO SIBJISIETCSl MPUTOJIHBIM U JIOCTYIHBIM JIs MoJib3oBaTenei. B ciyuae
IPEIOCTaBICHUS HMHCTPYKIIMU HA HOCHUTEJIE, OTIIMYHOM OT OYMa)KHOI'O, TPOU3BOAUTEIb
pa3mMeniaer nHGOPMAIIUIO O CTI0C00axX ee MOTyUYEeHHUS:

1) mpocMOTpa UHCTPYKIMHU 110 TPUMEHEHHUIO;
2) MOTy4YEeHUS aKTYaJIbHOW BEPCUU MHCTPYKIUHU 110 IPUMEHEHUIO;
3) nonydeHuss OyMakHOM BEPCUU UHCTPYKIIUH 1O IPUMEHEHUIO.
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