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O BHECCHMH M3MEHEHHH M NONOIHEHMH B mprKka3 MuHuCTpa 3apaBooxpaneHus Pecy6mku
Kazaxcran ot 11 nexa6ps 2020 roga NeKP ICM-248/2020 "O6 yTBep:KACHAN MPABAII
IIPOBECHIA KIIMHWIECKHX HCCISAOBaHUHM JIEKAPCTBEHHBIX CPEACTB M MEAUIIMHCKIX M3/[C/IHAN
JUIS UarHOCTHKY BHE KMBOTO OpraHu3Ma (in vitro) u Tpe6oBaHNM K KIMHUIECKUM 6a3aM U
OKa3aHWA rOCyAapCTBEHHOM yCIyrd "Brigada paspemeHusa Ha IPOBEACHHE KITMHWIECKOTO
HCCIICOBAaHUA ¥ (WIN) HCOBITAaHNA (apMaKOJIOTHIECKUX U JICKApCTBEHHBIX CPEHICTB,
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MCIUIIMHCKHX U3ACIIHHA

[Ipuka3z Munuctpa 3apaBooxpanenus: Pecnyonuku Kazaxcran ot 21 ssuBaps 2026 rona Ne 5.
3apeructpupoBan B MunncrepctBe toctuninu Pecriyonuku Kazaxcran 23 suBapst 2026 rona
Ne 37874

[TPUKA3BIBAIO:

1. Baectu B npuka3z Munuctpa 3apaBooxpanenus: Pecriyonuku Kazaxcran ot 11 nekabps
2020 roga Ne KP JICM-248/2020 "OO yTBepkA€HUU NpaBUJ MPOBEACHUS KIMHHUYECKUX
UCCJIE0BaHUM JIEKaPCTBEHHBIX CPEACTB M MEAUIIMHCKUX M3ICIHUM IJ1 TUArHOCTUKU BHE
KUBOTO opraHu3Ma (in vitro) U TpeOOBaHUS K KIMHUYECKUM O0a3zamM M OKa3aHHs
rocy/1apCTBEHHOM yciayru "Bprgaua paspemieHdss Ha NPOBEIEHUE KIMHHUYECKOIO
uccinenoBaHusl W (MJIM) MCHbITaHUS (PAapMaKOJOTHYECKUX M JIEKAPCTBEHHBIX CPEJCTB,
MEIMIMHCKUX u3aenuil" (3apeructpupoBan B PeecTtpe rocynapcTBEHHOW perucrpaiuu
HOPMAaTHBHBIX MPaBOBbIX akTOB Mo Ne 21772) cnegyromiye u3MEeHEHUs U AOTOTHEHUS:

3aroJIOBOK MPUKa3a U3JI0KUTh B CIAEAYIOIIECH PEAAKIIUN:

"OO0 yTBepKICHUH MPABWI MPOBEJICHUS KIMHUYECKUX UCCIEAOBAHUMN JIEKAPCTBEHHBIX
CPEACTB M MEIMIMHCKUX H3JEIUH, KIMHHKO-IAa00paTOPHBIX HUCIBITAHUA MEIUIUHCKUX
W3JIeTTUI JIJIs1 TUarHOCTUKHU BHE KMBOTO opranu3Ma (in vitro) u TpeOOBaHMMA K KIMHUYECKUM
0a3aM M OKa3aHUsS TOCYJapCTBEHHOM ycayru "Beimaua paspemieHus Ha HOpPOBEACHUE
MHTEPBEHLUHOHHOTO  KJIMHUYECKOTO  HCCleAOBaHUs  (HapMaKOJIOTHUYECKOrO0 WU
JIEKapCTBEHHOI'O CPEACTBA, MEAULIMHCKOTO M3AEIuA";

IIYHKT | M3JI0KUTH B CIENYIOIIEH PEIAKIUU:

"1. YTBEepauTh:

1) npaBuna npoBeneHUS KIMHUYECKUX HCCIEAOBAHUM JIEKAPCTBEHHBIX CPEACTB U
TpeOOBaHMS K KIMHUYECKUM 0a3aM COTJIACHO MPHIIOKEHHUIO | K HACTOSIIEMY ITPUKa3Y;

2) mpaBuiia MPOBEACHUS KIMHUYECKUX MCCIEJOBAHUN MEIUIIMHCKUX HW3AEIHH,
KIIMHUKO-J1A00PaTOPHBIX UCIBITAHUNA MEIULMHCKUX U3AETUN JUIsl JUarHOCTUKU BHE KMBOTO
opranu3ma (in vitro) u TpeOOBaHUs K KJIMHUYECKUM 0a3aM COTJIACHO MPHUJIOXKEHUI0 1-1 K
HACTOSIIEMY ITPUKA3Y;



3) mpaBwiia OKa3aHUsl TOCYJapCTBEHHOM yciyru "Beigava pa3penieHus Ha MpOBEICHHE
WHTEPBEHIIMOHHOTO  KJIMHUYECKOr0  HccieqoBaHusl  (HapMaKoOJOTMYECKOro WU
JIEKapCTBEHHOT'O CPEJICTBA, MEAMIIMHCKOrO H3JeNHsa" COrjacHO MpHIOXKeHHo 1-2 K
HACTOSIIEMY TTpUKa3y.";

NpWIOKEHUE | K yKa3aHHOMY NPHUKA3y HW3J0XKHUTh B HOBOW PEIAKIIMH COTJIACHO
NPWIOKEHHIO | K HacToAlIEeMYy MPUKa3y;

JOTIOJIHUTH NPWIOKEHUsIMHU 1-1 u 1-2 cormacHO nmpunokeHusaMm 2 U 3 K HaCTOALIEMY
MpuKasy.

2. JlemapTaMeHTy HayKH U YEJIOBEUECKUX PECYpPCOB MUHHUCTEPCTBA 3APaBOOXPAHECHUS
PecyOnuku Kazaxcran B yCTaHOBIEHHOM 3aKOHOAATeNbcTBOM PecmyOmmku Kazaxcran
MOPSIKE 00ECIIeUNTD:

1) rocyapCTBEHHYIO PETUCTPAIMIO HACTOSAIIETO MpUKa3a B MUHUCTEPCTBE FOCTULIMU
Pecny6iiuku Kazaxcran;

2) pa3MellleHHE HACTOSIIETO MpUKa3a Ha HMHTEPHET - pecypce MuHucTepcTBa
3npaBooxpaHeHus: Pecriyonuku Kazaxcran;

3) B TeUEeHHE JIECITH pabounX AHEH Mociie TOCYJapCTBEHHOM perucTpanuu HacTOSIIEro
npukaza B MuHuctepcTtBe toctunnu PecnyOomuku Kazaxcran mnpenocrtaBieHHE B
KOpunuueckuit nenaprameHT MunucTtepcTBa 31paBooxpanenus PecnyOnuku Kaszaxcran
CBEICHUH 00 WCMOJHEHUM MEPONPHUATUN, MPEIYCMOTPEHHBIX MOANyHKTaMu 1) u 2)
HACTOSILIETO IMyHKTA.

3. KOHTpoJb 32 MCHOJHEHUEM HACTOSIIErO MPHKa3a BO3JIOXKUTh HA KypUPYIOLIETO
BHUIIe-MUHHUCTpa 37paBooxpanenus Pecniyonuku Kazaxcran.
4. Hacrodmmii npuka3 BBOAUTCS B JICMCTBUE MO UCTEYECHUU JIECATU KAJIEHIAPHBIX JTHEU

IOCJIE JTHS €T0 MepBOro O(PHUITMaTILHOTO OIyOJIMKOBAHMS.
Munuctp 3apaBooxpaHeHUS

A. AnbHa3apoBa
Pecrry6mnkn Kazaxcran P

IMpunoxenue 1 x npukasy
MUuHHUCTp 3paBOOXPAHEHUS
Pecny6mmkn Kazaxcran
ot 21 staBaps 2026 roma Ne 5
IIpunoxenue 1 x npukasy
MunucTpa 3ApaBOOXpaHEHUS
Pecniyonuku Kazaxcran
ot 11 nexabps 2020 roga
Ne KP ICM-248/2020

ITpaBuia mpoBeneHN KIMHAIECKUX HCCIENOBAaHUM JIEKAPCTBEHHBIX CPEACTB B TPeOOBaHUA K
KIIMHUYIECKAM 0a3aM

I'masa 1. O0nIue moIoXeHH

1. Hacrosimue mpaBuiia TPOBENCHHS KIMHHUYECKUX HCCIEAOBAHUHN JIEKapCTBEHHBIX
CpelcTB U TpeOOBaHUA K KIMHUYECKMM Oazam (nanee — IlpaBuna) pa3paboraHbl B



cooTBeTcTBUM ¢ TyHKTOM 6 ctathu 238 Kopekca PecnyOmuku Kazaxcran "O 3mopoBbe

HapoJia u cucteMe 3paBooxpaHeHus” (nangee — Kojekc) u onpeaesnstoT NopsaoK IPOBEICHUS
KJIMHUYECKHUX HCCIIEIOBAaHU JIEKAPCTBEHHBIX CPEJICTB, @ TAKXKE YCTaHABIMBAIOT TPeOOBaHMUS
K KJIMHUYECKUM OazaM.

2. B nacrosmux IIpaBuiax ucrons3yroTcs CIEAYIONIUE TEPMUHBI U ONIPEIEIICHHUS:

1) aynuT — cucremMaTuyeckas ¥ He3aBUCHMMas IIPOBEPKa OTHOCSIIMXCS K HCCIIEIOBAHUIO
NEATETbHOCTH W JOKYMEHTallUH, MPOBOAMMAS JUISl MOATBEPKICHHUS COOTBETCTBUSA 3TOMN
JeSITeILHOCTH, a TaKXe Mpoleayp cOopa, aHaIu3a U MPEACTABICHUS JAHHBIX MPOTOKOTY,
CTaHJAPTHBIM ONEPALMOHHBIM MPOLEAYpaM CIIOHCOPA, HaAJIeKaeH KIMHUYECKON MPAKTUKE
¥ HOPMATHUBHBIM TPEOOBAHUSIM;

2) cepbesHoe HexenarenbHoe siBiaenrue (CHS) — HexxenarenbHOe MEAUITMHCKOE COOBITHE,
KOTOpO€ MPUBOAMUT K CMEPTH, MPEACTABISIET Yyrpo3y AJs KU3HHU, TpeOyeT roCnuTaIn3aluu
HanueHTa Wik €€ IPOJUIeHHs], TPUBOJUT K CTOUKOM JINOO BBIPAKEHHON HETPYI0CIOCOOHOCTU
WM WHBAIMJHOCTH, K BPOXKJICHHBIM AaHOMAJUSAM WM TOPOKaM pa3BUTHUs, Tpeldyer
MEIUIUHCKOTO BMEIIATENBCTBA JIJIS1 IPEAOTBPAILCHUS PA3BUTHUS IEPEUUCIIEHHBIX COCTOSHHUIA;

3) mepBUUYHBIE AaHHbIE — BCS HMH(pOpPMAaLMsA, COJEPKAIASICA B OPUTHHAIBHBIX
MEAMIMHCKUX 3aMUCAX U UX 3aBEPEHHBIX KOMUSX, O pe3yJibTaTaX KIMHUYECKUX HAOJI0IEHUH,
o0OcietoBaHU U JIpyrod AesTeIbHOCTH, MO3BOJIAIONIAS BOCCO3/aTh XOJ KIMHUYECKOTO
WCCJIEIOBAHMS U OLIEHUTH €ro. [lepBuyHbIE JaHHBIE COAEPIKATCS B IEPBUYHON JOKYMEHTALIMH
(MOTMHHUKAX WIIA UX 3aBEPEHHBIX KOIMHUSX);

4) nepBu4Has JOKyMEHTalusl (OpUTrHHAIbHbIE MEAULMHCKUE 3alUCU) — MCXOJHBIE
JOKYMEHTBI, JaHHbIE W 3alucH (HAmpuMmep, UCTOpPUU 0oJie3HU, aMOyJIaTOPHBIE KapThl,
7a0OpaToOpHbIE 3alHUCH, 3aMETKH, JHEBHUKH CYOBEKTOB HCCIIEIOBAHUS, BONPOCHUKH,
’KYpHAaJIbl BbIJJaUl METUKAMEHTOB, 3aIIUCH aBTOMAaTUYECKUX YCTPOICTB, Bepu(ULIPOBAHHBIE
M 3aBEpPEHHbIE KOMHHM WJIM BBIMTUCKH, MUKPO(DUIIH, (OTOHEraTHUBbI, MUKPOIUJIEHKH WU
MarHUTHbIE HOCUTENH, PEHTT€HOBCKUE CHUMKH, JIFOOBIE 3alIMCH, OTHOCAIIMECS K MAIlUEHTY, B
TOM YHCJI€ XpaHAIIHUECsS B amnTeke, Ja0opaTopusiX W OTACICHUSX HHCTPYMEHTAJIbHOU
JUArHOCTUKH, UCIIOJIb3YEMBIX B KIIMHUYECKOM HCCIIEI0BAHNH);

5) HavanbHaAsg JKCMEPTH3a — OLIEHKA MOJHOTHI, KOMIUIEKTHOCTA M MPaBHJIbLHOCTHU
oopMJIEHUS TOKYMEHTOB, MPEJCTABIECHHBIX CIIOHCOPOM B AKCIIEPTHYIO OPTaHU3ALUI0 AJIs
MOJIyYEHHUS SKCIIEPTHOTO 3aKIFOUECHHS HA TPOBEACHUE KIMHUYECKOTO UCCIIEIOBAHUS;

6) uccieoBaHre OMO3KBUBAIEHTHOCTH — CPABHUTENILHOE U3yUYE€HHE OMOJIOCTYITHOCTH C
LEebI0 YCTaHOBJEHUS (apMaKOKMHETHUYECKOW 3KBUBAJICHTHOCTH MEXJY TECTUPYEMbIM
MpenapaToM U NpernapaToM CpaBHEHUS;

7) O6uosornveckasi SKBUBUICHTHOCTH (flajiee — OMOIKBUBAJICHTHOCTh) — OTCYTCTBHUE
3HAYUMBIX Pa3JIMYMil 10 CKOPOCTH M CTENEHU, C KOTOPBIMU JIEHCTBYIOIIEE BEUIECTBO WIIU
aKTUBHAs YacTh MOJIEKYJIbI ICWCTBYIOIIETO BEIIECTBA (papMalleBTUUECKUX SKBUBAJICHTOB WIIH



(dhapMaleBTHUECKUX aIbTEPHATHB CTAHOBATCS JOCTYITHBIMU B MECTE CBOETO JCUCTBUS MpHU
BBEJICHUM B OJMHAKOBOM MOJIAPHOM J03€ B CXOXKHUX YCJIOBHUSIX B HCCIEJOBAHUHU C
HaJJISKaIUM JU3alHOM;

8) HanmonanbHas nHQOpMalMOHHAS cUCTeMa OMOMEIUIIMHCKUX MCCIEAOBaHUN — 3TO
WH()OPMAITMOHHBINA PECYPC aKKyMYJIUPYIOIIMHI JTaHHBIE TT0 OMOMETUITMHCKIM UCCIICIOBAHUSM
, MPOBOJIUMBIX Ha Tepputopuu PecnyOnuku Kazaxcran;

9) OAHOLIEHTPOBBIE KIMHUYECKUE HUCCIEIOBAHHUS — KIMHHYECKHUE HCCIIEIOBAHUSA,
MIPOBOJANMBIE B OJTHOM HMCCIIEIOBATEILCKOM LIEHTPE;

10) nexapCTBEHHOE CPEJCTBO — CPENCTBO, MPEACTABIAIONIEe COO0N MM coliepKallee
BELIECTBO JINOO KOMOMHAIIMIO BEIIECTB, BCTYMAIOIIEE B KOHTAKT C OPraHW3MOM YeJIOBEKa,
MpeHa3HAYeHHOE IS JIeYeHUs1, TPO(PUIaKTUKY 3a00JI€BaHUI YeIOBEKA UM BOCCTAHOBJICHHUS
, KOPPEKIIMH WIH W3MEHECHUS ero (HU3HOJOTHYECKUX (YHKIUH TOCPEICTBOM
(hapMaKkoJIOTHYECKOT0, HMMYHOJOTUYECKOT0 MO0 METa00IMUYEeCKOT0 BO3ICUCTBUS, UITU JIJIS
JUArHOCTUKH 3a00JI€BaHUN U COCTOSIHHSI YETIOBEKA;

11) rocynapcTBeHHas dKCIiepTHasE opranu3anus B cepe oOpaieHus JIeKapCTBEHHBIX
CpPEICTB M MEIUIIMHCKUX HW3JeNuil (lajnee — HJKCIepTHas opraHu3amus) — CyObeKT
rOCyIapCTBEHHOM MOHONOJNUM, OCYIIECTBIAIOMIMNA MPOU3BOJACTBEHHO-X03SIHCTBEHHYO
JEeSTENbHOCTh B 00JIaCTH 3APaBOOXPAaHEHHUs 10 oOecreueHnto 0e30MacHOCTH, 3P(HEKTUBHOCTH
1 KaueCcTBa JIEKAPCTBEHHBIX CPEJCTB U MEAUIIUHCKUX U3EITUM;

12) cioHcop — pu3MYEeCKOe WIH IOPUIUYECKOe JUI0, OTBEUYAIOIIee 3a WHUIUAIUIO,
OpraHu3alyIo U o0ecnieueH sl PUHAHCUPOBAHUS KIMHUYECKOTO UCCIIEIOBAHNUS;

13) yrmoiHOMOYEHHBIN Opran B 00JacTH 37paBOOXpaHEHUs (Jlajee — YIOITHOMOYEHHBIN
OpraH) — UEHTPAJbHBIM HCHOJHUTEIbHBIA OPraH, OCYIIECTBISIOIIMI PYKOBOACTBO U
MEKOTPACIEBYI0 KOOPJWHAIIMIO B O00JIACTH OXpaHbl 3J0pOBbs TpaxjaaH PecrmyOnumku
KazaxcraH, MeguIMHCKONM W  (papMaueBTHYECKOW HAyKW, MEJIUIMHCKOTO H
(dhapMaIeBTUYECKOT0 00pa30BaHMs, CAHUTAPHO-IIMUIEMHOIOTHYECKOTO OJIaromoIydus
HaceJieHHs, OOpallleHusl JICKAPCTBEHHBIX CPEACTB M MEIUIMHCKUX HU3JENIUi, KadyecTBa
OKa3aHMsI MEIULIMHCKUX YCIYT (IOMOLIN);

14) HexenaTenbHOE SIBICHHE — JIF0OOE€ HEOJArOMPHUSTHOE M3MEHEHUE B COCTOSHUU
3I0pOBbSl MAIlMEHTA WK CyOBEKTa KIIMHMYECKOrO HUCCIEI0BaHUA (MCHBITAHUS), KOTOPOMY
Ha3HayaJics  JIEKAapCTBEHHBIM  (WcCClenyeMblii) Tpemapar, HE3aBUCHUMO  OT
MPUYUHHO-CJIEICTBEHHON CBSI3U C €r0 IPUMEHEHHUEM;

15) HexenarenbHas peakuus — HENMpeAHAMEpPEHHas HeOJIaronpusTHas peaxius
OpraHu3Ma, CBsi3aHHas C MPUMEHEHHUEM JIEKApCTBEHHOI'O CPEJCTBa (MCCiIenyeMoro nmpemnapara
), IpeAmnoiararonas Haaiu4ue, Kak MUHUMYM, BO3MOKHOM B3aUMOCBSI3M C IPUMEHEHUEM
110J103pEBAEMOT0 JIEKAPCTBEHHOTO IIpenapara (UCccielyeMoro npernapara);

16) naauBuAyaneHasa peructpaunonHas kapra (gaiee — MPK) — nokymeHT Ha OyMaxHOM
U (UJK) SJIEKTPOHHOM HOCHUTEJNE, MpeJHa3HauYEHHBIN [T BHECEHUS BCEH MPEeayCMOTPEHHOM



MPOTOKOJIOM U TMOJJIeKAIIEH mepenade CIoHCOpY HMHOOPMAIMH IO KaXJIOMy CYOBEKTY
HCCIIeIOBAHMUS;

17) uccnemyemslii mpenapar — JiekapcTBeHHasi hopMa aKTUBHOTO BEIIECTBA WM TU1a1e0o,
u3ydaemasi Wiu UCIoJb3yemas JUisl KOHTPOJIS B KIMHUYECKOM MCCIICOBAaHUU, B TOM YHUCIIC
3apeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN TMpernapaT B CiIydae, eclid CIoco0 ero MpUMEHEHUS
OTJIMYAETCS OT YTBEPKAECHHOTO, a TAK)KE IPU €ro MCIOJIb30BAHUM 110 HOBOMY IOKa3aHUIO
WJIU JJ1s IOJTYYEeHUsT JOTIOJIHUTENIbHOU HH(GOPMAIIUHY 110 YTBEPKACHHOMY MOKA3aHUIO;

18) Henccneayemblil JIEeKapCTBEHHBIN MPENapar — JEKApCTBEHHBIN MpenapaT sBJISETCS
HEUCCJIEyEMbIM, €CJIM €ro MPUMEHEHHE B MPOIIECCe KIMHUYECKOTO HCCICIOBAaHUS HE
SBJISIETCS HETIOCPECTBEHHOM 1I€JIbI0 3TOT0 KIMHUYECKOTO UCCIIEIOBAHUS;

19) Opourtopa ucciaeaoBaTeNsi — CBOAHOE M3JI0KEHHUE PE3yJIbTaTOB KIMHUYECKOTO U
JOKJIMHAYECKOTO (HEKJIMHUYECKOr0) N3YUYEHHUs UCCIEAYEMOro Mpernapara, 3HaYuMbIX ISl €ro
UCCJIEOBAHNS HA YEIIOBEKE;

20) HEeMHTEPBEHIIMOHHOE KIWHUYECKOE MCCIEOBAHUE — HCCIEAOBAHUE, KOTOPOE
IIPOBOJIUTCS C YYaCTHEM UYEJIOBEKa B KaueCTBE CyObEKTa MCCIICIOBAHHUS, TIOCIIEC TTPOBEICHMUS
rOCYJIapCTBEHHOW PETUCTPAIUU JIEKAPCTBEHHOTO CPEACTBA WM MEAUIMHCKOTO U3JENUs U
Ha3HAYaeTCs B paMKax MEIUIUHCKON MPaKTHKY;

21) MHTEPBEHIIMOHHOE KIMHUYECKOE MCCJIEJOBAHUE — HCCIEIOBAaHUE C YYaCTHEM
YeJIoBeKa B KadyecTBE CyOBeKTa HWCCIEOBaHMs, TPU KOTOPOM Bpad-HCCIEAOBaTEIh Ha
OCHOBAHHUM  MPOTOKOJA  HMHTEPBEHIIMOHHOTO  KJIMHHUYECKOTO  HCCIEJOBaHMUS,
COOTBETCTBYIOIIETO TMOPSIAKY TMPOBEACHUS KIMHUYECKUX HCCIEAOBaHUN, Ha3HA4YaeT
cyOBeKTaM HcCle0OBaHus CIIEIUATbHOE BMEIIATEIhCTBO;

22) KIMHUKO-UHCTPYMEHTAJIbHOE OOOpPYyAOBAaHHE — 3TO MEIULMHCKHE MPHOOPHI,
MHCTPYMEHTBl M YCTPOMCTBA, KOTOPBIE MCIOJB3YIOTCS MJIsI JUArHOCTUKH, JIEYEHHS,
peabuIuTalliy U POBEICHUS Pa3IUYHBIX UCCIIEIOBAHUM;

23) kauHAYecKas 06a3a — 3TO MCCIIeIOBATEIILCKUM IIEHTP, Ha 06a3e KOTOPOTo pean3yeTcs
KJIMHUYECKOE UCCIIEeI0BAHNUE;

24) KIMHUYECKOE HCCIIEIOBAHUE — UCCIEJOBAHHE C YUYaCTHUEM YEJIOBEKa B KAueCTBE
CyOBbeKTa, MPOBOAMMOE Il BBISIBICHUS WM TOATBEPXKJICHUS O€30MacCHOCTH H
3 PEKTUBHOCTU CPEJCTB, METOJIOB U TEXHOJIOTUN MPOPUIAKTUKH, TUATHOCTUKU U JICUCHUS
3a00JIEBaHUI;

25) nepBas (haza KIMHUYECKOTO UCCIIEIOBAHUS — TIEPBOE UCIBITAHUE JIEKAPCTBEHHOTO
CpeACTBa, MPOBOJMMOE Ha 3JIOPOBBIX JOOPOBOJIBIIAX WM TAlMEHTaX, CTPAJAONIUX
COOTBETCTBYIOIIUM 3a00JICBAHUEM, KOT/Ia BBICOKAsi TOKCUYHOCTh MCCJIEAYEMOTO Ipernapara
JieNIaeT MPOBEACHUE UCCIIEIOBAHUS Y 3I0POBBIX TOOPOBOJIBIIEB HE COOTBETCTBYET STUUECKUM
OpUHIMIIAM, B IEJSAX YCTAHOBJIEHUS [EPEHOCUMOCTH, OE30MaCHOCTH, HaJIUYUS
TEpaneBTUUYECKOTO JEHUCTBUS, (PApMAKOKUHETHUUYECKUX U (HapMaKOJUHAMUUYECKUX
XapaKTEePUCTUK;



26) BTOopas (aza KIMHUYECKOTO HCCIEIOBAaHUS — HMCCJSIOBAaHUE C ICIBIO OIEHKHU
3 PEKTUBHOCTH U KPATKOCPOUHOU 0€30MaCHOCTH UCCIEyEeMOTO JIEKApCTBEHHOI'O CPEJICTBA Y
MalMeHTOB C KOHKPETHBIM 3a00JIeBaHMEM, a TaKXKe JOKa3aTeIbCTBO KIMHUYECKOU
() PEeKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA U OINPEJACIICHUE TEPareBTUYECKOTO YpPOBHS
JO3UPOBAHUSI IPU UCIIBITAHUU HA TPYIIIE MAIIUEHTOB;

27) uerBepras (aza KIMHUYECKOTO HCCIEIOBAHUS — HUCCIEIOBAHUE JIEKAPCTBEHHOTO
CpPEACTBa, KOTOPOE OCYIIECTBISETCS MOCJE €ro PerucTpallui U MOCTYIUICHUSI Ha PBIHOK, C
IEJbI0 TMOJTBEPKICHUS TEepareBTUUECKON 3((PEKTUBHOCTH, CTPATETUU €ro JabHEUIIETro
HCIOJIb30BaHUsI, a TaKXe ISl MOJYyUYECHUs JOMOJTHUTENIbHON MH(OpManUuu O CHEKTpe U
4acTOTE MOOOYHBIX JICUCTBUI U B3aUMOJICHCTBUHN HCCIISTyEMOTO JIEKAPCTBEHHOT'O CPEJICTBA C
JIPYTUMH JICKAaPCTBEHHBIMH CPEJICTBAMU;

28) TpeThs (haza KIMHUYECKOT'O HCCIEIOBAaHHS — HCCICAOBAaHHUE, MPOBOJAMMOE Ha
OOJBIINX Tpynmnax MNalUeHTOB pPa3JIMYHOrO BO3pacTa, C Pa3IUYHOW COMYTCTBYIOLIEH
MaToJIOTUEN, B IESAX M3YUCHHS BCEX aCIEKTOB JICUEHUSI, BKJIOYAs OLICHKY IMOKa3aTes
M0JIb3a-PHUCK;

29) cneuuanu3upOBaHHAS SKCIEPTH3a MAaTEPUATIOB KIMHUYECKUX HCCIIEIOBAHUA — 3TO
JKCIIEpTHasA OILIEHKAa, OCYUIECTBJseMas JKCHEPTHOW OpraHu3alueil ¢ MpHUBICUYCHUEM
POGUIBHBIX CHEIUATUCTOB U (WJIM) BHEIIHUX IKCIIEPTOB, HAMPABJICHHAs! HA YCTAaHOBJICHUE
0e30MacHOCTH, KauyecTBa M HAYYHOW OOOCHOBAHHOCTH TPUMEHEHUS] HCCIEIYyEeMOTO
JIEKApCTBEHHOTO CPEJICTBA, a TAK)KE€ HA OLIEHKY COOTBETCTBHSI MAaTEpUATIOB KIMHUYECKOIO
uccleIoBaHusl TpeOOBaHUSIM 3akoHOAaTeNnbcTBA PecnyOnuku Kazaxcran, MexIyHapOIHBIX
crangaptoB Good Clinical Practice (I'yn kiMHHMKanm MpakTUK) U aKTYaJbHBIX HAyUHBIX
JAHHBIX;

30) oTdyer 0 KJIMHUYECKOM HCCIEAOBAHUM — JIOKYMEHT, COJEpKAIlUi ONMUCAHUE
KJIMHUYECKOTO  MCCIEAOBAHUS  TEPaleBTUUYECKOTO, MNPODUIAKTUYECKOTO WU
JMArHOCTUYECKOTO CPEACTBA C YYAaCTHEM UeJIOBEKa B KAa4eCTBE CyOBEKTa, 00BEAMHSIONIEE
KJIMHUYECKOE M CTAaTUCTUUYECKOE OIMCAHMS, MPEJICTaBIICHHWE JaHHBIX M WX aHaJu3;
oTIa’IeHHBIX 3P (GEKTOB, BKIIIOYAs HEXKETATSIbHBIE PEAKIINN UCCIEAYEMOT0 JIEKaPCTBEHHOTO
CPEJICTBA;

31) mpOTOKON KIMHUYECKOrO HUCCIeNoBaHUA (ajnee — MPOTOKOJ) — JOKYMEHT,
OMHCHIBAIOIIUN 11€JIH, TU3ailH, METOJOJOTHUIO, CTATUCTUYECKHE ACMEKThl U OpPraHU3aINI0
HCCIIEIOBAHMUS;

32) MHOTOLIEHTPOBBIE KJIMHUYECKHUE HCCIEAOBAHUS — KIMHUYECKOE HCCIIEOBAHUE,
MPOBOJIUMOE MO €AMHOMY MPOTOKOIIy OoJiee YeM Ha OJIHOM KIMHUYECKOH 0aze u Oosiee yem
OJIHUM UCCJIE0BATEIIEM;

33) BcnoMorartenbHbIA JIEKApCTBEHHBIM Mpenapar — 3aperucTPUpPOBAHHBIN
JEKApCTBEHHBIN Mpenapar, HUCMHOJb3YEMbId B IEIAX KIUHUYECKOTO HCCIEIOBAHUSA B
COOTBETCTBHH C MPOTOKOJIOM KJIMHUYECKOTO UCCIIEIOBAHUSI, HO HE B KAUE€CTBE UCCIEIYyEMOI0
JIEKapCTBEHHOI'0 TMpernapaTra; JeKapCTBEHHbIE Ipernaparbl, HE YKa3aHHbIE B IMPOTOKOJIE



KJIMHAYECKOTO HCCIEIOBAaHUS, HE OTHOCSATCS K BCIIOMOTATEIbHBIM JIEKAPCTBEHHBIM
npenaparam;

34) oOmras XxapakTepUCTUKA JICKAPCTBEHHOTO MIpernapara Jjisi MEAUITMHCKOTO MPUMEHEHUS
(manee — OXJIIT) — nokymeHT, coaepskaliuii ”HPOpMAaIHIO 111 MEAUITUHCKUX PAOOTHUKOB O
6e3onacHoM © 3()PEKTUBHOM HCIOIB30BAaHUU JIEKAPCTBEHHOI'O IMpemapara B LENAX
NPaBUJILHOTO HA3HAYEHHUS JIEKAPCTBEHHOTO Mpenapara U KOHTPOJIA 32 €ro IPUMEHEHUEM;

35) cTpanbl peruona MexayHapoJHONH KOH(PEPEHIIUH M0 FapMOHU3AIUNA TEXHUUYECKUX
TpeOOBaHUI K PETUCTPAIUU JICKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO TpUMEHEHUs (
ICH) (AiCuDdiiu) — rocyaapctBa, peryJyisiTOpHbIE OpraHbl KOTOPBIX BXOJSAT B COCTaB
yupenuteneit u noctossHHbIX wieHoB ICH (ctpansr EBpormeiickoro corosa, Benukoopuranus,
Coenunennsie llrarer Amepuxu, Anonus, lseiinapus, Kanaga) (nanee — ctpansl peruoHa
ICH (AinCuDiiu);

36) MeauUMHCKasi OpraHM3aldsi — OpraHu3alusl 3paBOOXPAHEHUS, OCHOBHOMU
NEATENBHOCTBIO KOTOPOU SIBIISIETCS OKA3aHUE MEIUIMHCKOW TOMOIIIH;

37) moHutOop — ¢GuU3MYECKOE JIUI0, Ha3HAYAeMOE CIIOHCOPOM WM KOHTPAKTHOM
HCCIIe0BATENbCKONM  OpraHu3alnueil, kKoTtopoe  paboTaeT  COBMECTHO C
HCCIIEI0BATEIEM-KOOPIUHATOPOM HJIM KOOPAWMHALIMOHHBIM KOMHUTETOM M KOHTPOJIUPYET
MPOBEJEHNE KIMHUYECKOTO HUCCIEJOBAHUS B COOTBETCTBUU C IMPOTOKOJIOM, OLICHUBAET
CTENEHb €ro BBINOJHEHUS, OKa3bIBAET COACHUCTBHE MCCIEIOBATEN0 B aHAJIM3E,
MHTEPIPETALNN U SKCTPAOJIALNN JaHHBIX;

38) KOMOMHUPOBAaHHBIE JIEKAPCTBEHHBIE CPEACTBA NIEPEIOBOM TEPANHNH — JIEKAPCTBEHHbBIE
CpeJICTBA MEePEeOBON Tepanuu, MpeCTaBICHHbIE B KOMOMHAIIMY C METUIIMHCKUM U3JIEJIHEM;

39) nexapctBeHHbIE cpeacTBa nepeaoBoit Tepanuu (nanee — JICIIT) — nexkapcTBeHHbIE
CpE/ACTBa, MOJIydaeMble OHOTEXHOJOTHMUYECKUM WU OHOMH)KEHEPHBIM IyTE€M, KOTOPBIC
MpeaJiaraloT HOBbIE BO3MOKHOCTH JUIsl JIEUEHUs 3a00JIEBaHUI U TpaBM, BKIIIOYAsl CpelcTBa
JUISl TEHHOW Tepanvu, COMaTUYECKON KIIETOYHOW Tepanuu, TKAHEBOM NHXKEHEPUH,

40) mpemnapat CpaBHEHUS — 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN mpenapar Jnbo
1ane6o, UCIOIB3YEMBbIN KaK KOHTPOJIb B KIIMHUYECKOM HCCIIEI0BaHUY;

41) crangapTtHble onepannoHHsie npoueaypsl (aanee — COII) — moapoOHbIe MMCbMEHHBIE
WHCTPYKLMH, NpEeAHA3HAUYEHHbIE ISl JOCTHXKEHUS €IMHOO0Opa3us NpU OCYIIECTBIECHUU
ONpPENEIICHHON IEATEIIbHOCTH;

42) cyOBeKT — (U3UUYECKOe JUI0, YUAaCTBYIOIIEE B KJIMHHUYECKOM HCCIEIOBAaHUU B
COCTaBe TPYNIbI, MOJyYarolled UCCIeAYEeMblid mpemnapar, JM00 B COCTaBe KOHTPOIbHOMN
TPYIIIbL;

43) nagnexamas kinandeckas npaktuka Good Clinical Practice (I'yn kmuHUKA IPaKTUK
) (manee — GCP) — cranaapT MJIaHUPOBAHMUS, OPraHU3AIMH, MPOBEJACHUS, MOHUTOPHUHTA,
ayauTa, JOKYMEHTUPOBAHUS KIMHMYECKUX MCCIEIOBaHMUM, a TakKXe aHalh3a W



MPEJCTABICHUSI UX PE3YyJbTaTOB, CIYXKAIlMi TapaHTUEW TOCTOBEPHOCTH M TOYHOCTH
MOJIYYCHHBIX JAHHBIX M MPEACTABICHHBIX PE3yJIbTaTOB, a TAKXKE 00CCIICYMBAIOIINN 3aIIUTY
paB, 37J0pPOBbS U KOH(PHUICHIIMATILHOCTH CYOBEKTOB UCCIICTOBAHMSI;

44) uHGOPMHUPOBAHHOE COTJACHE — MPOIeAypa MHUCHMEHHOTO JTOOPOBOJIBHOTO
MOATBEPKICHUS JIMIIOM CBOETO COTJIACHSl Ha TOJYyYCHUE MEAUITUMHCKOW MOMOIIN Hu (WJIH)
y4acTUe B KOHKPETHOM HCCJICIOBAHUU TOCIIE MOTyYeHHsI HH(POpMaIUu 000 BCEX 3HAUMMBIX
JUTSL TIPUHSTHAS UM PENICHUs] acTeKTaX MEIUIIMHCKOW MOMOIIM M (WJIW) WCCISTOBAHMS.
NudopmupoBanHoe MNUCBMEHHOE corjacue odopmisieTcs 1o (opme, yTBEpPKICHHOU
YIIOJTHOMOYCHHBIM OpTaHOM;

45) cCUHOTICHC MPOTOKOJIA — KPATKOE M3JI0KEHNE MTPOTOKOJIa KITMHUYECKOTO UCCIICIOBAHUS

3. Jlo mogaum 3asBIEHUS HA SKCIIEPTU3Y CITIOHCOP MO COOCTBEHHON MHUITMATUBE MOTyYacT
B OKCIIEPTHON Oopranuzainuu, LleHTpanbHOi KOMUCCUU 110 OMOITUKE HAYYHbIE KOHCYJIbTAIlUU
Ha JOTOBOPHOM OCHOBE IO BOIIPOCAaM, CBA3aHHBIM C MPOBEJACHUEM AKCIEPTU3bI MAaTEPUATIOB
MHTEPBEHIIMOHHBIX KJIMHUYECKUX HCCIICIOBAHUHN JIEKAPCTBEHHBIX CPEJICTB.

4. Jlns mpoBeIeHUS] HKCIEPTHU3bl MaTEepHaJiOB KIMHUYECKUX HCCIEIOBaAHUN
JIEKapCTBEHHBIX MPENAPATOB KPOBH HKCIEPTHASI OpraHU3alus IPUBJIEKAET CIIEIIUATUCTOB U3
pOoUIBLHBIX OpraHU3aIui, OCYIIECTRIISIONIUX AEATeIbHOCTD B cepe CIIyKObI KPOBH.

5. Jmsa mpoBeneHUs SKCIEPTU3bl MATEPUAIOB KIMHUYECKUX HMCCIEIOBAHUMN
BBICOKOTEXHOJIOTHYECKUX, Op(daHHBIX, paanodapMaleBTUYECKUX JEKApPCTBEHHBIX
npenapaToB JKCIEpTHAs OpraHu3alus MPUBJIEKAET CIEIUAIUCTOB U3 MNPOQPUIBHBIX
OpraHu3allnii, OCYIECTBISIONINX JACSITEIIbHOCTh B JaHHOU cdepe.

6. Knunuueckue wuccieqoBaHUsl JIEKAPCTBEHHBIX CPEJCTB MPOBOJATCA MpHU
OJIHOBPEMEHHOM COOJIIOJICHUU CIIEIYIONUX TPEOOBaHUIA:

1) uccienoBanus HaIMPaBJICHBI HA MTOJTYYEHUE HOBBIX HAYYHBIX JAHHBIX M BHEJIPEHUE UX B
MPAKTUYECKOE 3/[PABOOXPAHCHUE;

2) o0ecrieueHbl 3alIuTa HHTEPECOB CYOBheKTa UCCIE0OBAaHUS M KOHPUACHIIUATLHOCTD €T0
METUITMHCKON HH(OpMAIny;

3) moiay4eHo MUCHbMEHHOE coTJjlache CyObeKTa MCCIEeNOBaHUs WM €r0 3aKOHHOIO
MPEJICTABUTENSI HA y4yacTHE B MCCJIEJOBAHUU WJIM HCIIOJIB30BAHUE €ro OMOJIOTHMYECKHUX
00pa31oB ¥ METUIIMHCKON MH(OpMAIUK, B TOM YUCIIE JIs 3aOJTHEHUsT OMo0aHKa B HAYYHBIX
IEeJsIX B COOTBETCTBMM C TIPUKA30M MCHOJHSAIONIEr0 00s3aHHOCTH MuHHUCTpa
3npaBooxpaHenus Pecryonmuku Kazaxcran ot 24 nexabps 2020 romga Ne KP JICM-328/2020 "
OO0 yTBepKJIeHUU TpaBWI CO3JaHUS U JEATEIbHOCTH OMOOAHKOB" (3aperucTpupoBaH B
Peectpe rocynapcTBeHHOM perucTpaiii HOPMAaTUBHBIX MPABOBBIX akTOB oA Ne 21927);

4) UHTEPBEHIIMOHHbBIE KIIMHUYECKUE UCCIIEIOBAaHUS JIEKAPCTBEHHBIX CPEJICTB MPOBOAATCS
C pa3peuieHus YMNOJHOMOYEHHOTO OpraHa, BBIJAHHOTO HAa OCHOBAaHWHU 3aKJIIOUYCHUS
AKCIIEPTHOM opranu3zanuu u LleHTpanbHON WK JTOKaIbHOM KOMUCCHH O OMOITHUKE.



7. KauHuM4Yeckue HCCIeIOBaHUSl JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIOTCS B
COOTBETCTBUM C MpaBWIamMu Hajjexaiied kinuHudeckor npaktuku (GCP) PecnyOnuku
Ka3zaxcran u (unu) EBpazuiickoro 3kOHOMHUYECKOTO COI03a.

8. Knunnueckue ucciieIoBaHus JEKapCTBEHHBIX CPEJICTB JICNISATCS Ha MHTEPBEHIIMOHHBIC
Y HEUHTEPBEHIIMOHHEIE.

9. KiimHnueckue ucciieloBaHus JEKapCTBEHHBIX CPEICTB MPOBOMASTCA NPU HATUYUU
MOJOXKUTEIBLHOrO 3akiatoueHust LleHTpanbHONW WM JIOKAJIBHOW KOMHUCCHM MO OMOITHKE, a
MHTEPBEHUUOHHBIE KIMHUYECKHE HCCIEIOBAaHHUS TaKXe€ INPU HAIMYUU JOKYMEHTA O
CTpaxOBaHUU KU3HU U 3/I0POBbSl yUaCTHUKA HCCIICTOBAHUSI.

10. JlokyMEHTOM O CTpaxOBaHUU JKU3HU U 3/I0POBbS YUACTHHKA HCCIICIOBAHUS SIBISETCS
JIOTOBOP CTpaxoOBaHUsl TPa)KJaHCKO-NPABOBOW OTBETCTBEHHOCTH CIOHCOpa Ha Cllyyaid
HaHECEHUS BpE/a )KU3HU U 3]I0POBBIO CyObEKTa UCCIIEIOBAHMS, 3aKIIOUCHHBIN CO CTPAXOBOU
opranuzanuen-pesuenTom Pecnyonuku Kazaxcran.

JIOKyMEHTOM, YJIOCTOBEPSIOIINM OCYIIIECTBICHUE 0053aTEIbHOTO CTPAXOBaHUS Mal[MEHTa
, aBisiercst [lomuc, KOTOPBI BRITAETCS KAKIOMY CYObEKTY KIMHUYECKOTO UCCIEI0OBaHMS.

11. Bce kauHMYECKHE HCCIEIOBAHUS JIEKAPCTBEHHBIX CPEJCTB MPOBOJUMBIE Ha
tepputopun PecnyOonuku Kazaxcran, moanexar peructpanuu B HanmonanpHOM
MH(POPMAIIMOHHOM CHUCTEME 110 OMOMEIUITUHCKUM HCCIIEIOBAHUSIM.

12. Onucanue KIWHUYECKOTO HCCIEAOBAHHMS HEOOXOIUMO 3aperUCTPUPOBATH B
obmenoctynHoi 6a3ze nanuwix (International Clinical Trials Registry Platform, EU Clinical
Trials Register, ClinicalTrails u ap.) 10 Hauana mpuBJIeUYCHHS CyOBEKTOB U €T0 COIECPKAHUE
JOJKHO aKTyaJIM3UpOBATHCS HA MPOTSKEHUH BCEro MEPHOJia MPOBEICHUS UCCIEAOBaHUS, a
pe3yabTaThl — OBITh 3aPETUCTPUPOBAHBI IO €TI0 3aBEPIICHUIO.

I'napa 2. Ilopanok npoBeeHAS KIMHHIECKUX UCCISI0BaHHH JIEKAPCTBEHHBIX CPEIICTB
ITaparpa¢ 1. Ilopanok noirygeHns 3aKII0OYCHAL SKCIEPTHOH OpraHM3alul

13. Jlns monydeHHsl 3aKJIIOUYEHHUS] SKCHEPTHOM OpraHu3allui Ha NPOBEJCHUE
MHTEPBECHIIMOHHBIX KJIWHUYECKUX HWCCICIOBAHUN JIEKAPCTBEHHBIX CPEJCTB CIIOHCOP
oOpalaeTcsi B 3KCIEPTHYIO OpraHU3aIuIoO.

K uHTEpBEHIIMOHHBIM KIMHUYECKUM UCCIEAOBAHUSM JIEKAPCTBEHHBIX CPEICTB OTHOCSATCS
HCCIIeIOBaHUSl TIEPBOI, BTOPOM, TpeThedl M uYeTBepTOM (a3bl, BKIIOYAS KIMHUYECKHUE
UCCJIEIOBAHMS OJTHOBPEMEHHOI'O MCIOJb30BaHUSI HECKOJIBKUX JICKAPCTBEHHBIX CPENCTB (HE
MMEIOIIUX U (WJIH) UMEIOIIUX TOCYIAPCTBEHHYIO PETUCTPAIIUIO), U OIEHKU YKBUBAJICHTHOCTH
BOCIPOM3BEIEHHBIX JIEKAPCTBEHHBIX CPEACTB.

14. CnoHcop 111 IPOBEICHUS SKCIEPTU3BI MATEPUAIOB KIMHUYECKUX UCCIICAOBAHUMN
JIEKapCTBEHHBIX CPEJICTB MOIAET B OKCIEPTHYIO OPTaHHU3AIMIO B 3JIeKTpoHHOM dopmare (PDF
), u mocpencrBoM HanuoHanbHOW HHPOPMAIMOHHOW CHUCTEMBI MO OUOMEIULMHCKUM
HCCIIEIOBAHUSIM, CIEAYIOIIMNE JOKYMEHTHI:



1) conpoBoANTENbHOE TUCEMO B TIPOU3BOJILHOM (hopMmeE;

2) 3a4BKy Ha MpOBEJAECHHUE HHTEPBEHIMOHHOTO KIWHUYECKOTO HCCIIEI0BAHUS
JIEKapCTBEHHOTO CPEJICTBA 10 opMe, COrJIacHO MpuitoxkeHuto 1 k HactosmmM [IpaBunam;

3) mpOTOKOJI KIMHUYECKOTO UccleoBaHus 1o ¢popme, B cooTBeTcTBUM ¢ [IpaBunamu
HAJUIEKAIEd KIMHUYECKOW NpPakTHKU EBpa3uiicKOro 3SKOHOMHYECKOTO COX03a,
yTBepxkaeHHbIMU PemenueMm CoBeta EBpaszuiickoil SJKOHOMHUYECKOW KOMHUCCHUU OT 3 HOSIOPS
2016 roma Ne 79 (manee — IlpaBuna GCP EADC), noanucaHHbI# CIIOHCOPOM HJIM €T0
YIIOJTHOMOUYECHHBIM TPEACTABUTENIEM, TJIABHBIM HCCIIEIOBATENeM KIMHUYECKOU 0a3bl,
PYKOBOJUTENEM KIMHUYECKON 0a3bl, yIOJHOMOYEHHBIM IpeICTaBUTeNIeM JJabopaTopuu (IIpu
MIPOBEJICHUH UCCIIE0BaHUS OMOIKBUBAJIEHTHOCTH) JIUIsl OTE€UECTBEHHBIX MTPOU3BOIUTENEH HA
Ka3aXCKOM WJIM PYCCKOM S3bIKE, JUISl 3apyOeHBIX HCIHOJIb3YETCSl aHTJIMHUCKHUM S3BIK C
MEPEBOJAOM Ha Ka3aXCKHM WU PYCCKUH S3bIKH;

4) cuHOIICUC TTPOTOKOJIA (C IEPEBOIOM Ha Ka3aXCKUI U PyCCKUM S3BIK);

5) Opomtopy uccnenoBarenss B coorBerctBuu ¢ llpaBunamu GCP EADC nns
OTEUECTBEHHBIX TMPOU3BOJUTENCH HAa Ka3aXCKOM HWIIM PYCCKOM S3BIKE, NI 3apyOeKHBIX
HCIOJIb3YETCSl AHTJTMHUCKUN A3BIK C MEPEBOJIOM Ha Ka3aXCKHUM UM PYCCKHM SI3bIK;

6) dbopmy MPK (Ha ka3axCKOM U PyCCKOM $I3bIKax), UIsi MEXKIYHAPOIHBIX UCCIEOBaHUIN
HCIIOJIb3YETCA aHTJIMUCKHUM SI3BIK C MPUIIOKEHHEM pYyKOBOACTBA Mo 3anosHeHuo MPK nHa
Ka3aXCKOM HJIH PYCCKOM SI3bIKaX (IIpU HAJTUYUH);

7) A0Chbe UccneayeMoro JEKapCTBEHHOIO CPeICTBa MO (hopMe, COTIIACHO MPUIIOKEHUIO 2 K
HacTosauwM [IpaBunam (B 351IeKTpOHHOM (opMaTe Ha AHTIIMICKOM (IIPU HAJIHYWH), KA3aXCKOM
WIH PYCCKOM SI3BIKE);

8) I0Cche HEUCCIEeAyEMOT0 JIEKAPCTBEHHOIO MperapaTa B COOTBETCTBUH ¢ PyKOBOACTBOM
110 BBIOOPY HEUCCIIETyEMbIX JIEKAPCTBEHHBIX IIPENapaToB ¢ LEIbI0 IPOBEACHUS KIMHUUECKUX
UCCIIEOBAaHUM JIEKAPCTBEHHBIX IPENapaToB, YTBEpKIeHHbIM Pekomenparuent Komeruun
EBpazutickoii s3xoHOMUYecKol Komuccuu oT 17 nexadps 2019 roma Ne 42;

9) xomusi AEHCTBYIOLIETO JIOKYMEHTa COOTBETCTBUSA TpPEOOBAHUSAM CTaHIapTa
HaJJIe)Xaled NpOU3BOJACTBEHHOM mpakTuku (manee — cranpapt GMP) crangapros
HaJJIeKaX (GpapMarieBTUYECKUX MPAKTUK, YTBEPKACHHBIX B COOTBETCTBUU C MOJITYHKTOM 9
) crarbu 10 Kopmekca (¢ ykazaHueMm JaTbl W pe3yJbTAaTOB IMOCIEIHEN HWHCHEKIUU,
HOTApHaJlbHO 3aCBUJIETEIbCTBOBAHHBIE, WM aJpeca calWTa peecTpa BbIJIAHHBIX
YIOJIHOMOYEHHBIM OpraHOM cepTU(UKATOB cOOTBETCTBUS TpeOoBanusM GMP (manmpumep,
EudraGMP) B undopmarmonHo-koMMyHUKaIMOHHOM ceTn "UHTepHeT");

10) akTyanu3upoBaHHbIE KONUU CEPTU(PUKATOB KayecTBa (WJIM MPOTOKOJIOB aHAJIU30B)
HCCJIENYEMBIX JIEKAPCTBEHHBIX CPEACTB, 3aBEPEHHBIE IPOU3BOUTENIEM;

11) ob6paszenr MapKUpPOBKHM HMCCIEIYEMOI0 JIEKapCTBEHHOrO cpeicTBa (s
MEKIyHApOJIHBIX MCCIEJOBAHUM HA Ka3aXCKOM WM PYCCKOM SI3bIKE) B COOTBETCTBUU C



TpeboBanusiMu TipunokeHuss 13 IlpaBun Hammexameld NPOU3BOACTBEHHOW MPAKTUKH,
yTBepxkAeHHbIX Pemennem CoBeta EBpa3uiickoil 3KOHOMHYECKON KOMHUCCHHM OT 3 HOSIOpA
2016 roma Ne 77;

12) nepeueHb KOMIIETEHTHBIX OPTaHOB 3apyOEKHBIX TOCYAapCTB, B KOTOPHIE MOJAaBAJIUCH
3asiBKM HA MPOBEJCHUE KIMHUYECKOTO MCCIEeN0BaHuUs (11 MEXKAYHAPOIHBIX UCCIEIOBAHUM)
1 MHGOPMAIIHSI O TPUHATHIX PEIICHUSX.

HccnenoBanus, CCbUIKM Ha KOTOPBIE MPUBOJATCS B MaTepuaiax KIMHUYECKUX
HCCIIEIOBAHUM, MPE/ICTABICHHBIX HA SKCIIEPTU3Y, COOTBETCTBYIOT CIEAYIOIINM KPUTEPHUSM:
npoBoauinuck B coorBercTBUU ¢ [IpaBunamu GCP EADC, Bkitouas 0030p u
YTBEPKJEHUE HE3aBUCUMBIM KOMHUTETOM IO OWOATHKE W HMHPOPMHPOBAHHOE COTJIACHE
cyobekToB. Tpeboanuss GCP oxBaThIBalOT Kak OWMOATUYECKHE, TaK W CTaHIApPThI
LETOCTHOCTH AAHHBIX JIJIsl KIMHUYECKUX UCCIEIOBAHUL;
IUISl TIPEJICTaBICHHOTO KIMHUYECKOTO MCCIIENOBAHUS, YKA3bIBAETCA JIMTEPATYpPHBII
VCTOYHUK WM CChUIKA, IJe UMEETCs MHPOpMALMsl, IPEACTaBICHHAs B MaTEpHaiax 3asBKU.

Ecnu npoBeaeHne KIMHUYECKUX UCCIEAOBAHUN Pa3pelICHO PETyISATOPHBIMU OpraHaMu
npyrux ctpan — ICH, mpegocTaBisitoTCs TMOATBEPKIAIONIME JOKYMEHTHI, BBbIJIaHHbBIC
COOTBETCTBYIOIINMU PETYIATOPHBIMU OpraHaMH

13) dbopma nHpopmMrpoBaHHOTO coryiacusi U HHGOPMAIUSI O KIMHUYECKOM UCCIICIOBaHNH,
IJIaHUpyeMasi JUisl MPENOCTaBICHUS MNOTEHIIMAIbHOMY CYOBEKTY HCCIEAOBAHUS WIIH
3aKOHHOMY TpejicTaBuTeto coriacHo Tpeboanusam [IpaBun GCP EADC (Ha ka3axckoMm H
PYCCKOM SI3bIKax);

14) HOTapuanbHO 3aCBUIETEIBLCTBOBAHHAS IOBEPEHHOCTD, BBIJAHHAS CIOHCOPOM, C YETKO
ONPEJEICHHBIMU JI€JETUPOBAHHBIMU MOJTHOMOYHUSAMH, €CIIU JIMI0, 0OPAaTUBILIEE B SKCIEPTHYIO
OpraHu3aIuio, He SBISETCS CIOHCOPOM (B Ciydae BbIIA4YM JOBEPEHHOCTH 3apyOeKHBIM
CIIOHCOPOM JIOBEPEHHOCTh MPOXOAUT allOCTUIUPOBAHUE);

15) cornacue riaBHOTO MCCIIEIOBATENS HA YYacTUE B KIIMHUYECKOM HCCIIEIOBAaHUU T10
(dbopme coriacHo npuitokeHuto 3 Kk HactoamuM [IpaBumnam;
16) pe3roMe ucciteoBarels 1mo popmMe corracHO MpHIOKEHUIO 4 K HacTosmmM [IpaBunam

17) MTHCTPYKIHUIO 1O MEAUIIMHCKOMY MPUMEHEHHUIO KaXKJI0T0 JIEKApCTBEHHOI'O CPEACTBA (
IIPOEKT U/WIIN yTBEPKCHHAS PEIaAKIHs);

18) undopmanuss 0 BCIOMOTraTEIbHBIX MEIUIIMHCKUX HU3JCNIHSAX, BCIIOMOTATEIbHBIX
JIEKapCTBEHHBIX CPEJICTBAX, HEOOXOUMBIX JIJIsi MPOBEACHUS KIIMHUYECKOTO UCCIEIOBAHUS TI0
dhopme corimacHo npwiokeHuto 5 k HactosmuM [IpaBunam (B ciydae BBO3a (BbIBO3a) B (U3)
Pecny6muku Kazaxcran);

19) xonust moroBopa (WM MPOEKT JOTOBOpPA) CTPAXOBAHUS Tpa)KJaHCKO-IPABOBOM
OTBETCTBEHHOCTH CIOHCOpa Ha Cliyyail HAaHECEHUs Bpella >KU3HU U 3J0POBBIO CyOBEKTa
UCCJIeIOBAHNUS,



20) xomus 3akitoueHus L[eHTpanbHON UM JTOKATbHOW KOMHUCCHUU MO OUOATHKE (TIpH
HaJIU4un);

21) xonuu JOKYMEHTOB, MTOATBEPKIAIONINX OIJIATy SKCIIEPTU3BI KaueCcTBa, 0€30MaCHOCTH
UCCJIETyEMBIX JIEKAPCTBEHHBIX CPEACTB U MATEPUAJIOB KIMHUYECKOTO UCCIIEIOBAHUS;

22) NOKYMEHTHI, yKa3zaHHble B yHKTe 120 Hactosmux [IpaBui;

23) onuch MPEACTaBIIEMBIX JOKYMEHTOB B POU3BOJILHOM (opMe.

JIokyMeHTHI, yKa3aHHble B MyHKTax 3), 4), 5) u 13) nepeBeneHHbIE HA PYCCKUUN WU
Ka3axCKUM S3bIKH, COIMPOBOXKIAIOTCS IMOJTBEPKICHUEM IMPABUIBHOCTH IEpEBOJA U
YAOCTOBEPSIOTCA HOTAPUAIIBHO.

15. DxcnepTHast opranuzanus B TedeHue S (1sATr) padbounx AHEH ¢ MOMEHTA MOCTYIUICHUS
3asBKM Ha TMPOBEJACHUE KIMHUYECKOTO HCCIENOBaHUS MPOBOJMUT OLIEHKY IMOJHOTHI,
KOMIUIEKTHOCTU M MPaBUIBLHOCTU O()OPMIICHUS JOKYMEHTOB, MPEICTABICHHBIX CIIOHCOPOM (
HavaJIbHasl SKCIIEPTU3A).

B cnyvae BBISIBIIEHMS HEKOMIUIEKTHOCTH JIOKYMEHTOB 3KCIEpPTHAas OpraHu3alus
HaIMpaBJIIET CIOHCOPY 3alpoCc O MPEAOCTABICHUM HEIOCTAIIMUX JOKyMeHTOB. Ilo
pe3yiabTaTaM HadaJlbHOW SKCHEPTU3bI 3asBKM M MaTEPHUAJIOB HA IMPOBEACHUE KIMHUYECKOTO
HCCJIEIOBAHUSI COCTABIISAETCS OTYET HAYAJIBHOM DKCIIEPTU3HI.

16. DkcnepTHast opranuzanus B TedeHue S (msTy) pabounux AHEH ¢ MOMEHTa MOCTYIICHUS
3asiBKM Ha BHECEHHUE CYIIECTBEHHBIX IOIPABOK, B MaTEPHUAJIbl KIMHUYECKOTO UCCIEAOBAHUS
JIEKapCTBEHHOTO CPEACTBA MPOBOJAUT OLUEHKY IMOJHOTHI, KOMIUIEKTHOCTA Y MPaBUIbHOCTH
oopmileHUsI JOKYMEHTOB, MTPEICTABICHHBIX CIIOHCOPOM (HadaabHAas SKCIIEPTH3A).

B ciydae BBISIBIEHHUS HEKOMIUIEKTHOCTH JOKYMEHTOB 3KCHEPTHAs OpraHu3alus
HaIpaBJIsIeT CIOHCOPY 3aMpPOC O MPEAOCTABIEHUN HEAOCTAIOIINX JOKYMEHTOB.

[To pe3ynbTaTam HadaJIbHOM SKCIEPTHU3bI CYIIECTBEHHBIX MOIPAaBOK, BHOCHUMBIX B
MaTrepuaibl KIMHUYECKOTO UCCIEI0BAHUS JIEKAPCTBEHHOI'O CPEJCTBA COCTABISAETCS OTYET
HA4aJIbHOM SKCIIEPTHU3BI.

17. DxcnepTHasg opraHu3alus NpU3HAET MH(OpPMAIMIO O MPUHSITHIX PEUICHUIX
KOMIIETEHTHBIX OpraHoB ctpaH-peruoHa ICH (AiCudiiu) Ha OCHOBaHHMM TMPECTABICHHBIX
CroHCcOpOM MaTepuajoB U COOTBETCTBUE KPUTEPHUSAM, MPEAYCMOTPEHHBIX B MOAMYHKTE 12)
nyHKkTa 14 Hacrosmux IIpasuir.

18. CrioHCOp MpeocTaBIsIeT HEJOCTAIOIINE MaTepUaibl B CPOK, HE TpeBbimaomuii 60 (
HIECTBAECST) KAJICHJAPHBIX JHEH CO JAHS MOCTYIUICHHS 3a1poca.

Cpok U1l cTIOHCOpa Ha MPEeIOCTaBICHNE OTBETa U HEOOXOAMMBIX MaTEpPHAJIOB HA 3aIPOChHI
HKCIEPTHON OpraHu3ally UCYUCISAETCS OT JAaThl MOJANMCAHUA MCXOJAIIEro 3ampoca,
3aBEPEHHOT0 3IEKTPOHHO-IIU(POBOH MOJIHUCHIO.

Bpewmsi, HeoOxoiMMoe Ha yCTpaHeHHE 3aMEeUaHuil He BXOJUT B OOIIUI CPOK MPOBEICHHUS
AKCIIEPTHU3BI.

19. Ilpu He ycTpaHEHHM 3aMEYaHUN W HENPEICTAaBICHUU OTBETA B CPOK,
peaycMOTpeHHbIe TyHKTOM 18 Hactosamux [IpaBuil, 3kcriepTHas OpraHu3alys HarpaBiseT



Cnoncopy yBeaomMiieHre (B MPOU3BOJIBLHON (OpME) O TIPEKPAICHUU IKCIEPTU3bI 3asBKU HA
MPOBEJICHUE KIMHUYECKOTO0 MCCIEAOBAHUS WM 3asBKM HAa BHECEHUE CYUIECTBEHHBIX
MONPaBOK, B MaTEpHUaIbl KIMHUYECKOTO HUCCIIEIOBAHUS JIEKAPCTBEHHOTO CPECTBRA.

20. B ciiyuae npenocTaBieHus OJHOTO MaKeTa JIOKYMEHTOB MOJIOKUTENbHBIA PE3yIbTaT
HAavyaJdbHOU SKCHEepTU3bl (BaduJalMM) SABISIETCS OCHOBAaHHEM JJisi MPOBEIACHUS
CHEUUATU3MPOBAHHON  AKCIEPTHU3bl MAaTEpHUaIOB  KIMHUYECKUX  HCCIEAOBAHUM
JIEKapCTBEHHBIX CPECTB.

21. Cpok mpoBeneHHUs PKCIEPTU3bl MATEPUATOB KIMHUYECKUX HCCIEIOBAHHUI
JIEKapCTBEHHBIX CcpelncTB He mnpeBbimaer 30 (Tpuamath) paboyux JgHEH €O JTHS
MOJIOKUTENIBHOTO 3aKJIF0YEHNS HAYaJIbHOW SKCIIEPTHU3BI.

22. TlonoXUTeNbHBIA pe3ysbTaT HAYaIbHOM AKCIEPTU3bl MATEPUATIOB KIMHHUYECKOTO
UCCIIEIOBAHUSI SIBIISIETCSI OCHOBAHUEM JIJIsl TPOBECHUS CIIEIIUATU3UPOBAHHON 3KCIIEPTHU3BI.

23. Cpok mHpoBEOeHUs HKCIEPTU3bl MATEPUANOB KIMHUYECKUX HCCIEIOBAaHHUI
JIEKapCTBEHHBIX CPEJCTB, OJOOPEHHBIX KOMIIETEHTHBIMH OpraHamMu ctpaH-peruona ICH (
AiCudity), He npeBwimaeT 15 (mATHaamaTh) paboyux AHEH CO JHS TOJIOKUTEIHHOTO
3aKJIIOYEHUS HAYaJbHOM 3KCIEPTU3bl, MPU YCIOBUM 3KBUBAJIEHTHOCTH MPEIACTABIECHHOIO
KOMILJIEKTa JOKyMeHTOB TpeboBaHusM HacTosimux [Ipasun u [Ipasun GCP EADC.

24. DkcnepTHasi OpraHu3alys NpU MPOBEACHUN CHENHATU3UPOBAHHON 3KCIEPTU3bI
MaTepHalIOB KIIMHUYECKUX HMCCIIEAOBAHUN JIEKAPCTBEHHBIX CPEACTB M BbIJAUe 3aKIIOUCHUS
OPUHUMAET pEIIEHHS HE3aBUCHUMO OT XapakKTepa pEHIeHWN BbIAAYM 3aKIIOYEHUS
LlenTpanbHOM U JIOKaJIbHOW KOMUCCHH 110 OMOATHKE.

25. Tlpun HEOOXOAMMOCTH SKCIIEpTHAash OpraHu3allus 3alpaiiuBaeT y CIOHCOpa
JOTIOJIHUTEIbHBIE MaTEepUalbl KIMHUYECKOTO MCCIEAOBAHUS B COOTBETCTBUU NMyHKTa 14 u
TpeOOBAHMI HACTOSAIIETO MTPUKA3a.

26. Cpoku pacCMOTPEHHUSI NOTOJIHUTEIBHBIX MaTEPUAIIOB, IPEIOCTABIIIEMBIX CIIOHCOPOM
B OTBET Ha 3alpoC SKCOEPTHOM OpraHu3aluyd Ha 3Tame 3KCIEePTU3bl MaTepHualioB
KJIMHUYECKUX HCCIICIOBAHUM JIEKAPCTBEHHBIX CPEJCTB, HE MpeBblliaeT 12 (ABeHaAIaTH)
paboumx JHEH.

27. Bpems, HeoOXoauMoOe Ha yCTpaHEHHUE 3aMEUaHWUM HE BXOJUT B OOIIUHA CPOK
MIPOBEICHUSI SKCIIEPTU3BI.

28. Cnoncop nHGOpMHUPYET DKCIEPTHYIO OPTaHU3AIUIO0 000 BCEX U3MEHEHUAX, KOTOPhIE
BHOCATCS B MaTepHaJIbl KIMHUYECKOTO UCCIEAOBAHUS MO pe3yJibTaTaM UX PACCMOTPEHHUS B
[lenTpanbHON WM JIOKAJLHOW KOMHUCCHUU TI0O OMOITHUKE W MPEJAOCTABIISIET OKOHYATEIHHYIO
BEPCHUIO0 MATEPUAJIOB JI0 Havajla MPOBEICHUS KIMHUYECKOTO UCCIEOBaHUSI.

ITaparpad 2. OxcreprH3a MaTepHaIOB KIMHAYECKUX HCCIIEA0BaHMH

29. DkcnepTHas opraHu3alus MPU OIEHKE MaTepUATOB KIMHUYECKOTO UCCIEIOBAHUS
JIEKapCTBEHHOI'O CPEJICTBA MPOBOJUT 2 BUJIa SKCIIEPTHBIX PadOT:
1) onieHKy KadecTBa U O€30MACHOCTH JIEKAPCTBEHHOTO CPEJICTBA;



2) OLICHKY MaTepHaJIOB KIIMHUYECKOTO UCCIIEIOBAHUS.

Cpoku TMpoBeAeHUS CIEIUATU3UPOBAHHON AKCIEPTU3bl MATEPUATIOB KIMHUYECKUX
HCCIIEIOBAaHUN JIEKAPCTBEHHBIX CPEACTB MPHU MEPBUYHOM PACCMOTPEHUM COCTABIISIIOT HE
6onee 30 (Tpuanaru) pabouux gHEH.

OneHka MaTepralioB KJIMHUYECKOTO UCCIIEIOBaHMS TPOBOJAUTCS HA OCHOBAHUU JOTOBOpA
HKCIIEPTHON OpPraHU3aIuu CO CIIOHCOPOM.

30. Cneunanu3vpoBaHHas KCHEPTU3a MATEPUAIOB KIMHUYECKUX HCCIEIOBAHUN
OCYIIECTBIISIETCSL TPYIIIONH HKCIEPTOB SKCIEPTHOM OpraHu3aluu C OpuBjiIcdeHUEM (TIpH
HE00XOAMMOCTH) BHEIITATHBIX TPO(UIBHBIX SKCIEPTOB:

JUISl KIIMHAYECKUX UCCIIEI0BAaHUN JIEKAPCTBEHHBIX MPENapaToB KPOBHU IOCY/1apCTBEHHAs
AKCIIEpTHAs OpraHW3alus MPHUBJICKACT CHCHHUAIUCTOB W3 MNPO(PUIBHBIX OpraHU3aIui,
OCYIIECTBIISIONIUX IEATEILHOCTD B chepe CIIyKObl KPOBH;

JUI8 TPOBEACHHS DKCHEPTU3bl MaTePUAIOB KIMHUYECKUX HCCIEeT0BaHUN
BBICOKOTEXHOJIOTUYECKUX, Op(aHHbIX, paanodhapMaleBTUUECKUX JIEKAPCTBEHHBIX
IpenapaToB HKCIEPTHAs OpPTaHU3alMs TPUBJICKAET CIEIUAIUCTOB U3 MPOGUIbHBIX
OpraHu3alyii, OCYIIECTBISIOMMX JEATeIbHOCTh B JaHHOU cdepe.

31. Ouenka ka4yecTBa U OE30MACHOCTH JICKAPCTBEHHBIX CPEJCTB IIPOBOAUTCS C YUETOM
($a3pl KIMHUYECKOTO MCCIEIOBAaHUS U CTENEHU PUCKA, CBSI3AHHOTO C HCCIEAYEMbIM
JIEKapCTBEHHBIM CPEJICTBOM, U BKIIIOUAET B CE0s OIICHKY:

1) kauecTBa aKTUBHOU CyOCTaHIINUH;

2) Hay4HOU 000CHOBAHHOCTH (hapMaIleBTUUECKON pa3paObO0TKH M Ka4eCTBA UCCIICTYEMOTO
JIEKapCTBEHHOT'O CPEJICTBA;

3) 000CHOBaHHOCTH BBIOOpAa W COBMECTUMOCTH BCIIOMOTaTEIbHBIX JIEKAPCTBEHHBIX
BEILIECTB B UCCIIETyEMOM JIEKAPCTBEHHOM CPEJICTBE;

4) dapmakokuHeTHyeckoro u (i) (hapmMakoJUHAMUUYECKOTO B3aUMOJICHCTBUS
HCCIIEyEMOTO JIEKAPCTBEHHOTO CPEACTBA;
5) ycnoBuii mpou3BOJACTBA M 00OBbEeMa MPOU3BOJICTBA CEPUHU HCCIEITYEMOTO
JIEKapCTBEHHOI'O CPEJICTBRA;

6) cnenuduKaUy Ka4ecTBa UCCIIETyEMOTO0 JIEKapCTBEHHOTO CPE/ICTBA;

7) JaHHBIX MO CTAOUIIBHOCTH UCCIIEyEMOT0 JIEKAPCTBEHHOT'O CPEJICTBA;

8) pe3yJbTaTOB KOHTPOJISI KauyeCTBA UCCIIEAYEMOTO JICKAPCTBEHHOTO CPEJICTBA;

9) MapKHUPOBKH UCCIEAYEMOI0 JEKaPCTBEHHOTO CPENICTBA, MIaneoo.

32. OueHka MaTepUAIOB KIMHUYECKOTO HMCCIEIOBaHUS JIEKAPCTBEHHOTO CPEACTBA
MPOBOJUTCA € y4eTOM (ha3bl KIMHUYECKOTO MUCCIAEOBAHUS U CTEIIEHU PUCKA, CBI3aHHOTO C
HCCIIETyEMBIM JIEKAPCTBEHHBIM CPEICTBOM, U BKIIFOUAET B CE€0S OIIEHKY:

1) mpoToKoOJia KIMHUYECKOTO MCCIEAOBAHUS U MOMPABOK K MPOTOKOIY KIMHUYECKOTO
HCCIIEIOBAHUS;

2) OpOIIIOPBI UCCIICIOBATEIIS;



3) conepxxanus MHGOPMHUPOBAHHOTO corjacusi, MHPopMauuu s CyObeKTa
UCCIIeI0BAaHNUS;

4) COOTBETCTBHS KJIMHUYECKOW 0a3bl W HCCIEAOBATENs 00JacCTU TPUMCHEHUS
UCCJIETyEMOT0 JIEKAPCTBEHHOTO CPEJICTBA;

5) pucKa ¥ MoJib3bl KIMHUYECKOTO UCCIEAOBAHUSA JIJIsl CyObEKTOB UCCIICIOBAHMS;

6) gakTopoB, CBA3aHHBIX C 0€30MACHOCTHIO CYyOBEKTOB UCCIIEIOBAHMUS, JOCTOBEPHOCTHIO
JAHHBIX, MPEJICTABICHHBIX Ha PACCMOTPEHUE.

33. Ha ocHOBaHMHM MNPOBEICHHON CHENUAIM3HUPOBAHHON SKCIEPTH3bl MATEpPUAIIOB
KJIMHUYECKUX MCCIEIOBAaHUM JIEKAPCTBEHHBIX CPEJCTB, CBOJHBIM OTYET HKCIIEPTOB
paccMaTpUBaETCS SKCIEPTHON OpraHU3aluen, IJ1sl IPUHITUS COOTBETCTBYIOIIETO PEUIEHUS U
HaIpaBJICHUS B YIIOJITHOMOYEHHBIA OPTraH U CIIOHCOPY:

1) npoBeieHNe KIMHUYECKUX UCCIIEI0BAaHUMN MOAIEPKUBACTCS;

2) KJIMHUYECKOE MCCIEAOBAHHUE HAIpPABISIETCS HA MOBTOPHOE PACCMOTPEHHUE IS
MOJYyYEHUs] Pa3bsICHEHUM, YCTPAHEHUsI 3aMEUYaHWi, MPEIOCTABICHUS JOMOIHUTEIHHO
3alpOILIEHHBIX MAaTEPUAJIOB;

3) npoBeneHHEe KIMHUYECKOT0 UCCAEA0BaHUs HE MOIEPKUBAETCS.

34. [Ipu npuUHATUY PElICHUs, YKa3aHHOTO B MOAMYHKTE 2) myHKTa 33 Hacroswmux [IpaBui
CBOAHBIA 3ampoc (B MpPOU3BOJbHOM  QopMe), 3aBEpEeHHbId MOCPEICTBOM
AIEKTPOHHO-ITU(GPOBOI MOMUCH HAMPABISETCS Yepe3 HHPOPMAITMOHHYIO CUCTEMY CITIOHCOPY
B "NMUYHBIN KaOUHET" B JA€Hb MOJNMCAHUS UCXOJSIIETO 3apoca CIIOHCOPY MCCIIEIOBAHUS O
MPEIOCTABIICHNH JIOTIOJTHAUTEIEHON pa3bsICHSIONMEH HHPOPMAIINH, MaTEPHUAIOB, YCTPAaHEHUN
3aMEUYaHuM.

35. Ilpu nmpuHSATUU pEUIEHUM, YKa3aHHBIX B MOAMYHKTaxX 3) MyHKTa 33 HACTOSIINX
[IpaBun, sKCniepTHAasl OpraHu3alus COCTaBIISIET 3aKIIOUYECHHE 3KCIEPTHOW OpraHu3aluy Ha
MPOBEJEHNE KIMHUYECKOTO HCCIEJOBAaHUS JIEKAPCTBEHHOTO CPEICTBA, 3aABJICHHOTO Ha
AKCIIEPTU3Y 1O PopMe, COTIACHO MPUIOKEHUIO 6 K HacTosuM [IpaBuinam u HanpaBiseTcs B
AIEKTPOHHOM BHJI€ C DJJIEKTPOHHO-UM(GPOBON TMOJNKUCHIO YMOJHOMOUYEHHOTO JIUIla
rOCyIapCTBEHHOM SKCIIEPTHOW OpPraHU3alHU CIIOHCOPY B TeueHue 10 KaleHaapHbIX THEH.

36. [Ipu npuHATHYN pelIeHUH, YKa3aHHBIX B moanmyHkTe 1) myHnkra 33 Hactosimux [IpaBun,
AKCIIEPTHAsI OpPraHU3ALMsI COCTABISET 3AKII0YEHNE SKCIEPTHOM OpraHU3alMK Ha POBEACHUE
KJIIMHUYECKOT0 HMCCJIEA0OBAHUS JIEKAPCTBEHHOTO CPEACTBA, 3asBIICHHOTO HA 3KCHEPTU3Y IO
dbopme, cormacHo HpHIOKeHHIO 6 K HacTosmuMm [IpaBuiaM, cOriacoBbIBAa€T JAOKYMEHTHI
corinacHo MyHKTy 32 nHacrosuux [IpaBun u HampaBiseTcss B SJIEKTPOHHOM BHUJE C
AIEKTPOHHO-IU(POBON MOAMKUCHIO YITOJIHOMOYEHHOTO JIMIA TOCYAapCTBEHHOM 3KCIEPTHOM
OpraHU3alllU CIIOHCOPY.

37. Ilo OKOHYAaHHMM SKCHEPTU3bl (HAYAJBbHOW JIKCHIEPTHU3bI, CHEIUATU3UPOBAHHON
AKCHEPTHU3BI) CIIOHCOpP B TeueHue 10 (mecsiTH) KaleHAApPHBIX THEH, HE BXOJISIINX B CPOK
IPOBEAECHUS SKCIIEPTU3BL, COTIACOBBIBAET C SKCIIEPTHON OPraHU3AIMEN B JIIEKTPOHHOM BHUJIE
M0 UHJWBUAYAIIbHOMY MapoJt0 Yyepe3 JIMUYHBIM KaOMHET WK IMyTEeM MpPeJAO0CTaBICHUS JIUCTA



corjacoBaHusi, oOmMe (aAMUHUCTPATHUBHBIE) CBEICHUS O KIMHUYECKOM HCCIIEIOBAaHUH,
UTOrOBbIE JOKyMeHTHl (popma wuHbopmupoBanHoro coruacus, HWPK, Opomtopa
MCCJIEI0BATENS, IPOTOKOJ U CHHOIICUC IIPOTOKOJIA, MAKETHl MAPKUPOBKH YIIAKOBKHU, ITUKETKH
, CTHKEpbl C MapKHpPOBKOM), B TOM YHUCJIE KOPPEKTHOCTh 3aHECEHHBIX JAHHBIX U MpHU
BBISIBIIECHUN HECOOTBETCTBUS OOHOBJIEHUSI UTOTOBBIX JJOKYMEHTOB.

CornacoBaHue OCYIIECTBIIAETCS B 3JIEKTPOHHOM BHUJE 10 MHIWBUIYAIbHOMY IAPOJIIO
yepes3 JINYHBIN KaOMHET WM ITyTeM MPEJOCTABICHHS JINCTA COTJIaCOBaHUS.

B cnywyae orcyTcTBHS coriacoBaHus CIOHCOpOM Mo ucteyeHuu 30 (TpunamaTu)
KaJICHJAPHBIX JHEH C 1aThl OKOHYAHUS SKCIEPTU3bI CBEICHUM O KIIMHUYECKOM HCCIIEA0BAHUU
, 3aKJIFOYEHHUE JKCIIEPTHOW OpraHu3all¥ Ha MPOBEICHHE KIMHUYECKOTO HCCIEA0BaHUS
JIEKapCTBEHHOT'O CpeicTBa opMuUpyeTcst 0€3 ero CoriiacoBaHMUs.

38. 3akIroueHue IKCIIEPTHOM OpraHU3alMy Ha MPOBEACHUE KIMHUYECKOTO MCCIICI0BAHUS
JIEKApCTBEHHOTO CPEACTBA HAIpPABIAETCS B AJIEKTPOHHOM BHUJIE C AJIEKTPOHHO-IUGPOBOI
MOANUCHIO YIOJHOMOYEHHOIO JIMIA AKCHEPTHOM OpraHu3aldd U OTBETCTBEHHBIX JIMII,
IPOBOJIMBIINX 3KCIIEPTU3Y, B YIIOJTHOMOUYECHHBIN OPTaH.

39. 3akit0ueHUE FIKCIEPTHOW OPraHU3alMu HA MPOBEAECHUE KIIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOTO cpeAcTBa AehcTBUTENbHO 180 (CcTO BOocembaecaT) KaleHAapHbIX AHEH. B
ClIyyae MCTEUEHHUS CpOKa JACHCTBUA 3aKIIIOUEHHS, CIIOHCOP MOBTOPHO MOJAET 3asiBJICHUE U
MaTepHuasbl KIMHUYECKOTO UCCIIEI0BaHNs Ha IPOBEICHHUE SKCIIEPTU3bI, IPEYCMOTPEHHBIE B
nyHkTe 14 nacrosmux [Ipasui.

40. OcHOBaHWEM Uil IPUHSATHUS PELICHUS, YKA3aHHOTO B MOJMYHKTE 3) myHKTa 33
HacTosmux [IpaBui npyu NpoBeIEHUU SKCIEPTU3BI MATEPUATIOB KIIMHUYECKUX UCCIIEA0BaHUN
JIEKapCTBEHHBIX CPEACTB SIBISIOTCA:

1) HenOCTOBEPHOCTH TOKYMEHTOB U MAaTEPHAIIOB, IIOJJAHHBIX HA SKCIIEPTU3Y;

2) HECOOTBETCTBUE YCIOBHUI MPOU3BOICTBA U CUCTEMBI OOECIICUEHHS] KOHTPOJISl KauecTBa
UCCIIEyeMOro JIEKapCTBEHHOTO CpEACTBAa YCTAaHOBJIEHHBIM TpeOoBanusM I[IpaBun
HaJyIeKalel MpOM3BOICTBEHHON MTPaKTUKH;

3) HECOOTBETCTBHE KayecTBa aKTHMBHOM CyOCTaHLHH, BCIIOMOTAaTEJIbHBIX BEIIECTB,
UCCIIEyEMOTO JICKAPCTBEHHOTO CPEJICTBA YCTAHOBJICHHBIM TpeOoBaHMsIM ['ocy1apcTBEHHOMN
®apmaxonen Pecyonrku Kazaxcran uim HOpMaTUBHOM TOKYMEHTAUMU MPOU3BOJIUTENS 110
Ka4yecTBY (B TOM YHUCJI€ CTAOMIBLHOCTH U MAPKUPOBKH);

4) HecOOTBETCTBME KIMHMYECKOM 0a3bl uccienoBaTess 00JacTH MPUMEHEHHS
HCCJIEYEMOTO JIEKAPCTBEHHOT'O CPEJICTBA;

5) HECOOTBETCTBUE COJAEPKAHUSI MHPOPMUPOBAHHOTO COTJIACHS U MH(MOpPMALUU AJIS
cyonekra uccnenopanus tpedoBanusMm [Ipasun GCP EADC,;

6) MpEeBBIIIEHUE PUCKA HAJ OXKUJAeMOW MOJB30M OT y4yacTHsi B KIMHHUYECKOM
UCCIIEIOBAHHUHU TSI CyObEKTa UCCIIETOBAHMS,

7) Hanuuue (HakTopoB, CBA3AHHBIX C 0€30MACHOCTHIO CYOBEKTOB UCCIIEIOBAHNUS;



8) HECOOTBETCTBHUE HAay4YHOH OOOCHOBAHHOCTH (hapMareBTUYECKOU pa3zpaboTKu
JIEKapCTBEHHOI'O CPEJICTBA U MJIAHUPYEMOT'0 KIMHUYECKOT0 UCCIEAOBAHMS;

9) HECOOTBETCTBUE JU3aliHA KIMHUYECKOTO HCCIIEI0BAaHUSA U CTATUCTUYECKOTO aHAJIN3a,
OTPaXXEHHBIX B MPOTOKOJIE KIMHUYECKOT0 uccieaoBanus, TpedoBanusm [Ipasun GCP EASC
¥ MEXTYHAPOIHBIX CTaHJAPTOB B chepe 0OpaleHuns JeKapCTBEHHBIX CPEICTB;

10) HempencTaBiieHHME B YCTAHOBJIEHHBIE CPOKH 3alpOIICHHBIX MaTEpHaJIOB IO
BBISIBJICHHBIM 3aMEUaHUSIM;

11) HeycTpaHeHUE CIMOHCOPOM 3aME€YaHUU, BBHICTABJICHHBIX B XOJI€ MPOBEICHUS
AKCTIEPTHU3HI.

41. CrioHCOp IpEACTABIISIET OTBET HA MEPBUYHBIN 3aMpOC SKCIEPTHOW OpraHU3aluu B
MOJTHOM O0BEME B CPOK, HE TMpeBbImaronuii 60 (MecThaecaT) KaleHAapHBIX JHEH cO JHS
noiaydeHuss 3ampoca. Cpok CHoHCOpa Ha MPENOCTaBICHHWE OTBETa W HEOOXOIMMBIX
MaTepHUajoB Ha 3almpoChl IKCIEPTHOW OpraHU3alMUd UCUYUCISETCA OT JAThl MOJMHUCAHUS
MCXOJIALIETO 3apoca, 3aBEPEHHOr0 3JIEKTPOHHO-LIU(PPOBOM NOANHUCHIO.

Bpewmsi, HeoOxoiMMoe Ha yCTpaHEHHE 3aMEeUaHUuil He BXOJUT B OOIIUI CPOK MPOBEICHHUS
AKCTIEPTU3HI.

42. B ciyyae BO3HUKHOBEHHS JOMOJHUTENBHBIX BOMPOCOB, KACAIOIIUXCSI MAaTEpUAIIOB,
MPE/ICTABICHHBIX CIOHCOPOM B OTBETE Ha MPEALIECTBYIONIUI 3apoc, CIOHCop B TeueHue 30
(Tpuauatv) KajJdeHJAapHBIX JTHEH C MOMEHTa IOJyYEHHS 3alpoca HaMpaBiseT OTBET U
HE0OXO0IUMbIE MaTEPHAJIbI Ha IONOJHUTEIBHBIN 3aIIPOC HKCIIEPTHON OpraHu3aIuu.

43. Tlocne 3aBepieHUs MPOIETYPHI SKCIEPTU3BI SKCIIEPTHAS Opranu3anus GopMHupyeT
AIEKTPOHHBIM apXMBHBIA JK3EMIUISIp MaTepuaioB KIMHUYECKOTO HCCIEI0BaHMUS,
coAepkalluii JOKYMEHTBHl W MaTepuasibl pe3yjbTaTa AKCIEPTU3bl (JIOMOJHUTEIbHBIC
MaTepualibl, MNPEIACTABICHHBIE CIOHCOPOM IO 3alpoCy 3KCHEPTHOW OpraHU3alluu,
3aKJIFOYEHUE HAYaJIbHOW SKCMNEPTU3bl (BaTUAAIUM), 3aKIIOUUTEIBHBIA CBOJHBIA OTYET
AKCIEPTOB MO MaTepHalioB KIMHUYECKOrO HCCIEIOBAHUS JIEKAPCTBEHHOI'O CPEACTBA),
Opomrtopy HcCcienoBaress, MNPOTOKOJ W CHHOIICUC TMPOTOKOJa, oOpazery (OpMbI
uHdopmupoBarHoro cornacust 1 UPK, oGpa3zerr MapkupoBKH, TOKYMEHTHI TIPEIOCTaBICHHBIC
B COOTBETCTBHUM C TPEOOBaHUSAMU MyHKTa 14, XpaHsIuecs B 3JIEKTPOHHOM apXHUBe.

Bo Bpems mpoBeneHUs KIMHUYECKOTO MCCIENOBAaHUS apXUBHBIE MaTEpUabI
KJIMHUYECKOTO MCCIEOBaHUs, IOMOJHIIOTCS MaTepualiaMH, TMOJaHHBIM Ha BHECEHUE
MOIMPaBOK, COAEPKAIINM JOKYMEHTHI U MaTEpUabl PE3YyJIbTaTOB SKCIIEPTHUHI.

Marepuainbl KIMHUYECKOTO HCCIENOBAHUS XPAHUTCA B BJIEKTPOHHOM apXHMBE Ha
AJIEKTPOHHOM HOCHUTEJIE B TeueHue 25 (IBajalaTu MsATH) JeT.

44. Cnorcop uH(POPMHUPYET IKCMEPTHYIO OpraHu3aiuio, l{[eHTpanbHyio Uin JT0KaIbHYIO
KOMHCCHUIO TIO0 OMO3THKE 000 BCEX H3MEHEHHUSIX, KOTOpbIE BHOCATCS B MaTepUalbl
KJIMHAYECKOTO HCCIEAOBAaHUS IO pe3yJbTaTaM HUX PACCMOTPEHUS M NPEIOCTABISACT
OKOHYATENbHYIO BEPCUI0 MAaTEPHAIOB KIIMHUYECKOTO MCCIIEIOBAHMS 10 Havaia MpoBEACHUS
KJIIMHAUYECKOT'O UCCIIET0OBAHMS.



45. CnoHcop OT3bIBAET 3asiBKY Ha MPOBEJICHHUE SKCIEPTU3bI MATEPUATIOB KIMHUYECKOTO
MCCJIEeI0BAHUS B JIF0O0E BpeMs B MPOLECCE PACCMOTPEHUS 3asIBKH SKCIIEPTHOM OpraHu3alen
C TIpeJI0oCTaBIeHHEeM 000CHOBAHHS.

46. B ciyuasix CHATHSA 3asBKHU C PACCMOTPEHUS UJIM OT3bIBA CIIOHCOPOM 3asIBJICHUS Ha
AKCMEPTU3Y TOCIE Hadajda NPOBEICHUS OKCIEPTU3bl, a TakKXkKe MpU NOIyYCHUU
OTPULIATENBHOTO 3aKJIOUECHHS SKCIEPTHOW OpraHM3aluu OIjiaTa 3a IPOBEACHUE IKCIIEPTHBIX
paboT CIOHCOPY HE BO3BPAILIAETCS.

47. YckopeHHas 3KCIepTH3a KIMHUYECKHX HUCCIEIOBaHUM (anee — YCKOpEHHas
npoleaypa) IpoBOAUTCS B COOTBETCTBUU cO cTaThedt 238 Kojekca Ha jekapCTBEHHBIE
CpelCTBA:

1) npeaHa3zHaueHHBIC JIs IPEOTBPAICHUS YPE3BhIUAMHBIX CUTYAIUH;

2) opdaHHBIC TTpENIapaTHI;

3) nekapcTBEHHBIE CPEACTBA NIEPEIOBOM Teparuu, MPOU3BEACHHBIC JIJIs1 MHAUBUAYaTbHOTO
MIPUMEHEHUS C UCTIOIH30BAaHUEM ayTOJOIMYHBIX OMOJOTUUECKUX MATEpHAIOB MallMeHTa WU
€ro J0HOPa, MOA0OPAaHHOTO HEMOCPEACTBEHHO JIJISl HETO.

CnoHcop mnpenocTaBiisieT O0OOCHOBaHHBIE JoKa3zaTelbCTBa (00OCHOBaHHBIE (
apryMEHTUPOBAHHbBIE) JI0KA3aTeNbCTBA MOJTBEPKIAIONINE COOTBETCTBUE TPEOOBAHUAM K
YCKOPEHHOM 3KCHepTU3€) HEOOXOAMMOCTH M BO3MOXKHOCTH IMPOBEIAEHUS 3KCIEPTU3BI 11O
YCKOPEHHOU MPOUEAYPE, MOATBEPAKIACHHBIE YITOJTHOMOYEHHBIM OPTaHOM.

[Ipu npoBeneHNHN YCKOPEHHOU MPOUEAYPhI, B UCKIFOUYUTEIBHBIX CIy4YasX U C COrJIacus
AKCIIEPTHOI OpraHu3aluy, epeyeHb T0KYMEHTOB, NPEIOCTaBISEMbIX CHOHCOPOM COIJIACHO
nyHkTy 13 Hacrosuux IlpaBui, cokpaimiaercss u (WIKM) CPOKU MPEAOCTABICHUS OTIIEIbHBIX
JOKYMEHTOB IPO/JIEBAOTCSL.

[Tpu mpoBeneHnr YCKOPEHHOM MPOIeAyphl HE CHIDKAIOTCS TPEOOBaHMUs K O€30MacHOCTH,
3 ()EKTUBHOCTH U KAUECTBY JIEKAPCTBEHHBIX CPEICTB.

48. DKcnepTu3a MaTepruaioB KJIMHUYECKOTO UCCIIEIOBAHUS MPU YCKOPEHHOU Mpoleaype
MIPOBOJIUTCS HA OCHOBAHHH JIOTOBOPA 3KCIEPTHON OpraHU3alMKA CO CHOHCOPOM.

[Ipu yckopeHHOU mpoleaype BCE ATamlbl SKCIEPTU3bl MATEPUATIOB KIMHUYECKHUX
MCCJIEIOBAHMM JIEKAPCTBEHHOTO CPEJCTBA MPOBOJSATCA B CPOKU He Oosiee S5 (msaTu) pabouux
JTHEHN ¢ JaThl MOJIaYy MOJTHOTO KOMILIEKTa JOKYMEHTOB.

ITaparpa¢ 3. Ilopsanok norydeHns 3aKIOYCHAS OHO3THIECKON SKCIISPTH3EI

49. J1ns noay4deHust 3aKJII0UYEeHUs] OMOAITUYECKOM KCIIEPTU3bl MATEPUATIOB KIIMHUYECKOTO
WCCIICIOBAHUS CIIOHCOP IIPEAOCTABISAECT MaTepHalbl KIMHUYECKOTO HCCIEJOBAaHMUS B
LleHTpasibHYIO0 WK JOKAJIbHYIO KOMUCCHIO IO OUOATHKE.

50. LentpanpHasg KOMHUCCHA MO OMO3THUKE MPOBOJIUT OMOITUUYECKYIO KCIEPTHURY
MaTepHAIOB MHTEPBEHIIMOHHOTO KIMHUYECKOTO UCCIIEIOBAHUS B CIydae:
1) mpoBeeHUs] KIIMHUYECKOTO MCCIE0BaHUS B IByX U 0oJiee KIMHUYECKUX 0azax (mo
€IMHOMY TIPOTOKOJTY UCCIICIOBAHNUSA);



2) nmpoBeeHUsT KIMHUYECKOTO UCCIEA0BAHMS JIEKaPCTBEHHBIX CPENICTB, MPOU3BEACHHBIX
3a mpenenamu Pecrryonuku KasaxcraH.

51. CnoHcop nisi TpPOBEACHUS OWMOITHYECKOW OIKCIEPTU3BI MaTEpPUATOB
WHTEPBCHIIMOHHOTO KJIWHWYECKOTO MCCIICJIOBaHUS NpeaAcTaBiseT B lleHTpanpHyr WU
JIOKaJbHYI0 KOMHUCCHUIO TI0 OMOATHKE CIEAYIOIINE JOKYMEHTHI B AJICKTPOHHOM (dopmare,
nocpeactsoM HanuonanbHOW MHQOPMAIMOHHOW CHCTEMBl 1O OMOMEIUIIMHCKUM
MCCIICJIOBAHHSIM

1) conpoBoANTENbHOE TUCEMO B TIPOU3BOJILHOM (hOpME;

2) 3asBKY Ha IPOBEICHUE KIIMHUYECKOTO NCCIICAOBAHMS JICKAPCTBEHHOTO CPE/CTRA,;

3) OPOTOKOJ KIMHUYECKOTO MCCIEAOBAaHUS (OpUTHHAN WIIM KOMHIO), MOAMUCAHHBIN
CIIOHCOPOM HJTH €0 YIIOJTHOMOUYEHHBIM TPEICTABUTEIEM U UCCIICIOBATEIICM;
4) CHHOTICHC TPOTOKOJIa KIMHUYECKOTO HCCIENOBAHUS [ MEKIYHApPOIHBIX
UCCJIEIOBAHUN HA Ka3aXCKOM M PYCCKOM SI3bIKAX;

5) Opoiiopy uccaeaoBaTeNs;

6) MHCTPYKUUIO (MIU MPOEKT) MO MEIUIIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO
CpeICTBa;

7) uadopmaiuo sl CyObeKTa UCCIENOBAaHUA O KIMHUYECKOM HCCIIEAOBAaHUM HA
Ka3aXCKOM M PYCCKOM SI3bIKAX;

8) dhopmy MHGOPMHUPOBAHHOI'O COIIACHS CyOBEKTOB HMCCIICAOBAHMSA HA Ka3aXCKOM M
PYCCKOM SI3bIKaX;

9) pe3tome HcciIeIOBATENS, M IPYTHe MaTepUaIbl, TOJATBEPKIAAIOIIEE €T0 KBATH(PUKAITUIO
(mumaoM O BBICHIEM OOpa3OBaHHMH, CEpTU(PHUKAT cremuagucTa W 1p.), U cepTudukar o
MIPOXOKICHUN KYPCOB HAJICKAIICH KIIMHUIECKON TTPAKTUKH;

10) cBeaeHus O KIMHUYECKON 0ase;

11) moBepeHHOCTH, BBIJAaHHAS CTIOHCOPOM C YETKO OTPEICICHHBIMH JIeJICTHPOBAHHBIMU
MOJTHOMOYMSIMHU, €CJIU JIUIO, TO/JaBIIee Ha KIWHUYECKOE WCCIEJIOBAaHUS HE SIBIISICTCS
CTIOHCOPOM;

12) nadopmaIuio, Kacarouyocs MEpONPHUATUH TT0 HAOOPY CyOBEKTOB UCCIeAOBaHUS (
MaTepHuasibl THHOPMAIITMOHHOTO U PEKJIAMHOTO XapaKTepa, KOTOpble OYIyT MCIOIb30BATHCS
JUTSI TIPUBJICYEHUST CYOBEKTOB UCCIIEIOBAHUS K KIMHUYECKOMY UCCIIEIOBAHUIO (TIPU HATUIHH )
Ha Ka3aXCKOM U PYCCKOM SI3bIKaXx);

13) konuio (MAM TPOEKT) AOTOBOpa CTPAXOBAHUS TI'Pa)JaHCKO-IIPABOBOMU
OTBETCTBEHHOCTH CIIOHCOpAa 3a TMPUYMHEHUE Bpeda 3J0POBBI0O U JKU3HHU CyOBEKTaM
HCCIICIOBaHUS);

14) moxyMeHT, ONpeACIISIFONTNI YCIOBHUS BBIIUIATH BOSHATPAXKICHUS HIIM KOMITCHCAITUH
CyObEKTaM MCCIeIOBaHUsI 3a yyacTHe B KIMHMYECKOM HCCIEAOBAaHUU (€CIH 3TO
MPEAYCMOTPEHO TPOTOKOJIOM KIMHUYECKOTO HccienoBanus). Mubopmarus, kacaromascs
YCIOBUU OIUIaThl WJIU KOMIIEHCAIUM CYyOBEKTaM HCCIEOBAaHUS WM €ro 3aKOHHOTO
MPECTABUTENS 3a YydacTHE B KIMHUYECKOM WCCICAOBAHWH, TMPEIOCTABISCTCS B



CONPOBOAUTEIBLHOM IMHCHME CO CCHUIKOM HAa COOTBETCTBYIOUIUMU JOKYMEHT, KOTOPBIM 3TO
MpeayCcMaTpUBaETCS.

JIOKyMEeHTBI, yKa3aHHbIE B MyHKTax 7), 8) U 9) nepeBe/ieHHbIE HA PYCCKUM WIIM Ka3aXCKUM
SI3BIKM, COTIPOBOXKJIACTCSA TMOJTBEPKACHUEM NPaBUIBHOCTH TMEPEBOJa M YJIOCTOBEPSATHCS
HOTApUAaJIBHO.

52. llenTpanpHas KOMHUCCUSI MO OMOATHUKE MPOBOJUT OMOITHYECKYIO IKCIEPTHU3Y
MaTepuagoB HEUHTEPBEHIIMOHHOTO KIMHUYECKOTO MCCIEAOBAaHMUS B CIydae IPOBEICHUS
MCCJIeIOBaHMS B IBYX M OoJsiee KIIMHUYECKUX 0a3ax (1o equHOMY MPOTOKOIY UCCIEIOBaHUS).

53. Jlnsg mojiydyeHUs 3aKJIIOYEHHS OMOITHYECKOM HKCIEepPTH3bl MaTepHuajioB
HEUHTEPBEHIIMOHHOTO MCCIEIOBAaHUSl CIOHCOp TpenacraBiseT B lleHTpaidbHyro Win
JIOKaJbHYI0 KOMHUCCHUIO TIO OMO3THUKE CIEAYIOIIME JAOKYMEHTHI B AJIEKTPOHHOM (dopmare,
mocpeacTBoM HamuoHansHOM HWH(POPMAIIMOHHOW CHUCTEMBI 110 OHMOMEIUIIMHCKHUM
UCCJIEOBAHUSAM:

1) conpoBOAUTENBLHOE MUCHMO B MPOU3BOJILHOU (OpME;

2) 3asBKY Ha POBE/ICHUE HEUHTEPBEHIIMOHHOTO KIMHUYECKOTO UCCIIeI0BAHNUS;

3) pe3roMe uccineaoBaTess, MOATBEPKIaoIIee ero KBantupuKauu U cepTUPUKAT O
npoxoxaenuu kypco GCP;

4) KOIUIO PETUCTPAIIMOHHOTO YIOCTOBEPEHUS Ha JIEKAPCTBEHHBIE CPE/ICTBA;

5) KOMUIO UHCTPYKIMU IO MEAUIIMHCKOMY NPUMEHEHUIO (YTBEPKICHHBIM BapUaHT);

6) Komuio OOIIeH XapaKTepUCTHKU JIEKAPCTBEHHOTO CPEACTBA Il MEIUIIMHCKOTO
npuMeHeHus (YTBEpKICHHBIM BapHUaHT);

7) NPOTOKON KIUHUYECKOTO HCCIENOBaHUs, MOANUCAHHBIA CIOHCOPOM WU
YIIOJTHOMOYEHHBIM MPEICTABUTENIEM CIIOHCOPA;

8) mHbopmaiuo a1 CyObeKTOB MCCIEOBAHUS WM €r0 3aKOHHOTO MPEICTABUTEINS O
KJIMHUYECKOM HCCJIEA0OBAaHMU HA KAa3aXCKOM U PYCCKOM S3bIKax (eciid 3TO TpeOyeTcs Mo
MIPOTOKOIIY);

9) dpopmy uHGOPMUPOBAHHOIO COTJIACHsl CyOBEKTa MCCIEIOBAHUS HA Ka3aXCKOM H
PYCCKOM sI3bIKax (€civ 3TO TpeOyeTcs Mo MPOTOKOITY);

10) o6pazelr HHAUBUIYATbHON PErucTparmoHHoN (popMbl Ha OyMaKHOM HOCHUTEINE (eCiH
3TO TpedyeTcs MO NPOTOKOILY).

54. JloxanbHasgs KOMHUCCHUS MO OWMOATHUKE MPOBOJUT OMOITHUECKYIO IKCIEPTUIY
MaTepHuaaoB OJHOLEHTPOBBIX WHTEPBEHIIMOHHBIX M HEHMHTEPBEHIIMOHHBIX KIMHUYECKUX
HCCIIEIOBAHUM, 3a UCKIIFOUEHUEM CITy4aeB, yKa3aHHbIX B MyHKTe 50 HacTosimux [IpaBun.

55. Cpok OMOATHUYECKOW SKCIEPTU3bl MATEPHUATIOB KIMHUYECKOTO HCCIEIOBAHUS U
BblJlaya 3aKJIFOYEHUSI, OCYILIECTBISAEMbIX B [[eHTpalbHYIO0 WM JIOKAIBHYIO KOMHUCCHUIO IO
O0uo3THKE, HE TpeBbimaeT 14 (4eThlpHaaLaTh) pabounux JHEH CO JHS OIJIaThl KCHEPTHBIX
paboT ¥ MPEACTABICHUS TIOJHOTO MEPEYHsI TOKYMEHTOB, YKa3aHHBIX B MyHKTE 51 WK MMyHKTE
53 Hactosimux [IpaBu.



56. Ilpu HeoOxoaumocTu lleHTpanbHas WM JIOKaJdbHAas KOMHUCCHS MO OMOITHUKE
3ampaliMBacT y CIIOHCOpPa KIMHHUYECKOrO HMCCIEIOBAHUSA PA3bACHEHHUS MO KOHKPETHBIM
IIOJIOKEHUSIM B IIPEICTABIIEHHOM NIEPEYHE JOKYMEHTOB.

Bpewms, HeoOxoaumoe Jisi MPECTaBIeHUs] CIOHCOPOM JIAHHBIX HE BXOJUT B CPOKH
MpOBEeAECHUSI OMOATUYECKOM 3KCIEpPTU3bl U He npeBblmaeT 60 (HecTbAecaT) KaJleHIapHbIX
JTHEH.

57. YckopeHHasi OModTHYECKasi IKCIEPTU3a MATEPHUAIOB KJIMHUUYECKOTO UCCIIEIOBAHUS
JEKApCTBEHHBIX CPEJCTB (Janee — YCKOpPEHHas Mpoleaypa OMOITHUUECKON JKCIEPTU3HI)
npoBoauTcs LleHTpanbHON KOMUCCHEN 110 OMOITUKE:

1) nst mpeAoTBpallleHUs] YpEe3BbIYANHBIX CUTYaIU;

2) Ha op(aHHBIE TpENapaTHI;

3) nexapCTBEHHBIE CPEACTBA EPEIOBOM TEpAIUU, TPOU3BEAEHHBIE ISl MHANBUAYaJIbHOTO
IPUMEHEHUS ¢ UCTIOJIBb30BAaHUEM ayTOJOTUYHBIX OMOJIOTHYECKUX MAaTEpUAIOB MAllMEHTa WU
€ro JOHOpPa, MNoA0OPaHHOTO HEMOCPEACTBEHHO ISl HETO.

[Ipu mpoBeneHUU YCKOPEHHOW NpOIEaAypbl OMOITUUECKON SKCIEPTU3BI, B
HCKIIIOUUTEINIbHBIX CllydasiX U ¢ coryiacus LleHTpanbHOW KOMHCCUHM MO OMO3THKE, IEPEUYCHb
JOKYMEHTOB, IMPEJOCTABISIEMBIX CIOHCOPOM B LleHTpanbHYI0 KOMHUCCHIO MO OHO3THKE
cornmacHo nNyHKTY 50 Hacrtosmmx [IpaBui, cokpamaercs W CpPOKH IPEAOCTABIEHHS
OTJEIbHBIX JOKYMEHTOB IPOJIEBAOTCS.

[Ipu yckopeHHO# mporeaype OMOITHUECKOM SKCIEpPTU3bl BCE ATAlbl KCIEPTU3bI
MaTEepUAIIOB KIMHUYECKOI0 UCCIIEN0BAHUS JIEKAPCTBEHHOIO CPEICTBA IPOBOIATCS B CPOKH HE
6onee 5 (msATH) pabouux AHEHN co AHS MPETOCTaBICHUS MOJHOTO MaKeTa JOKYMEHTOB.

58. 1o pe3yabpTatam OMOATUYECKON dKCTepTU3bl LleHTpanbHas win JToKaJibHasi KOMUCCUS
no OMOATHKE NPUHUMAET PEUICHUE U BBIJAET 3aKJIIOUEHHE OMO3THUYECKOW HKCIEPTU3BI B
nopsiake, ycraHoBieHHOM Ilonoxennem o LleHTpanpHONW KOMHCCUU 1O OHO3THKE,
YTBEPXKIECHHOTO TpuKazoM MuHHCTpa 3apaBooxpaHeHus PecnyOnuku Kazaxcran ot 23
okTsA0pss 2020 roma Ne JICM-151/2020 (3apeructpupoBan B PeecTpe rocymapcTBeHHON
perucTpanuyu HOpMaTUBHBIX MPABOBBIX aKTOB Mo Ne 21512).

[lenTpanbHas U JoKajgbHasg KOMUCCHS MO OMOAITHKE MPU MPOBEACHUU OMOITHUECKOM
AKCHEPTU3bl M BbIJAU€ 3AKJIIOUECHHUS NPUHUMAET PEIIEHUS HE3aBHCUMO OT XapakTepa
pELIEHU U CPOKOB BbIJIau 3aKJIFOUEHHUS SKCIIEPTHON OpraHU3alnH.

59. Cnoncop undopmupyer LleHTpanbHy10 UK JTOKATbHYI0 KOMUCCHIO 10 OMOATHKE 000
BCEX M3MEHEHUSAX, KOTOpPBIE BHOCITCSA B MaTepualbl KIMHHYECKOIO MCCIEAOBaHUA IO
pe3yiabpTaTaM HX pPAacCMOTPEHUS B DKCIEPTHOW OpraHU3allUd W NPEIOCTaBISAET
OKOHYATEJIbHYI0 BEPCUI0 MATEpPUANIOB KIMHUYECKOrO UccieqoBaHus B L[eHTpalbHy0 WU
JIOKaJIbHYI0 KOMHUCCHIO 110 OMOATUKE /10 Hayaja MpOBEJEHUS KIMHUYECKOTIO NCCIIEI0BAHMS.

ITaparpa¢ 4. ITopsanox npoBeACHUA KIMHMISCKAX UCCIEIOBAHMH



60. Knuanueckre UCCien0BaHtsl JEKAPCTBEHHBIX CPEJICTB IPOBOIATCS B KIIMHUYECKUX
0a3ax B COOTBETCTBMU TpeOOBaHUSAMM 3akoHoAaTenbcTBa PecnyOnuku KaszaxcraH, ¢
[IpaBunamu GCP EADC, HOpMaTHBHBIMHU NpPaBOBBIMU akKTamMu EBpa3zuiickoro
PKOHOMHUYECKOTO coro3a B cdepe oOpallleHus JIEKapCTBEHHBIX CPEJICTB, a TaKXe B
COOTBETCTBUU C MEXJAYHAPOJHBIMU HOpMaMmH, paTuduimpoBanHsiMu PecnyOnukoi
Ka3zaxcraH.

61. KnumHnueckue uCCIeNOBaHUS HAYMHAIOTCS IOCIE IOJYYEHHUS pa3pelleHUs
YIIOJJHOMOUYEHHOI'O OpraHa, HO HE II03JHEE OJHOIO ToJa C JaThl BBIJAYM pa3pELICHUS,
KOTOpPO€ AEUCTBUTENBHO JO OKOHYAHUS KIMHUYECKOTO UCCIIEIOBAHNUA.

62. CnoHcop B TeueHue 15 (msTHaaUaTH) KaJleHAapHbIX JHEH CO JIHS HaYala U OKOHYAHUS
KJIIMHAYECKOI'0 UCCIEI0BAHMS YBEOMIISIET SKCIIEPTHYIO opraHu3anuio u LlenTpanbHyto uinum
JOKaJbHYI0 KOMHUCCHIO 1O OMO3THKE, BbIAABIIEH 3aKIIOYEHHE, O HAadajle U OKOHYAHUU
KJIIMHUYECKOT0 McclieloBanus. J[aToi Havana KIMHUYECKOTO UCCIEIOBAaHMS CUMTAETCS AaTa
BKJIFOUEHMS IEPBOro NManueHTa B ucciegoBanue B Pecyonuke Kazaxcran. Jlatoil okoHUaHUs
KJIMHAYECKOTO HMCCJIEIOBAHUSI CUMTAETCS JaTa IMOCJEIHEr0 BU3UTa MOCIEIHEro cyObheKTa
UCCIEA0BaHUs, Il MEXKIYHAPOIHBIX MHOTOLEHTPOBBIX MCCIEIOBAHUIN — JaTa OKOHYAHUS
KJIIMHAYECKOI'O UCCIIEA0BAHMS BO BCEX CTpaHax.

63. B cnyuae mpoBeaeHHS MEXIyHAPOIHBIX MHOTOLIEHTPOBBIX KIMHHYECKHUX
UCCIIeIOBaHU cIoHCOp B TeueHue 90 (neBstHOCTa) KaJeHJApHbIX JTHEW CO JIHS 3aBEPILICHUS
KJIIMHAYECKOT0 HCClIeIoBaHusT MHGOPMHUPYET AKCIEPTHYI0 opranu3anuio u LleHTpasibHyio
KOMHCCHIO TIO OMO3THKE O MOJHOM 3aBEPIICHHH KIMHHUYECKOIO HCCIEAOBaHUSA BO BCEX
CTpaHax.

64. CioHcop 00ecriedynuBaeT MOCTOSHHYIO OIICHKY O€30MaCHOCTH UCCIIENYEMbIX CPEICTB U
B Cpoku He Oonee 15 (maATHaAUATH) KaJEHIAPHBIX IHEH, YBEJOMISET 3aHATHIX B
UCCJIEI0BAaHUU UCcienoBareneld (KIMHUYEeCKUX 0a3), a TakKe 3KCHEPTHYI0 OpraHU3ALMIO O
MOJIyYeHHBIX JTaHHBIX, KOTOpPbIE CIIOCOOHBI HEOIArONMPUATHO OTPA3UThCA HA 0€30MaCHOCTH
CyObEeKTOB, NOBJUATH Ha IMPOBEICHUE HCCIENOBaHUS JIMOO H3MEHHUTh 3aKII0YEHUE
IlenTpanbHON WM JIOKATLHOW KOMUCCHUH 110 OMOATHUKE HA MPOIOKEHUE UCCICIOBAHNS.

65. AyIUT 1 MOHUTOPUHT KJIMHAYECKOTO UCCIENOBAHUS MMPOBOJATCS B COOTBETCTBUHU C
TpeboBaHMsIMU 3akoHOAaTeNnbecTBa PecnyOnuku Kazaxcran u [Ipasuin GCP EADC.

66. PykoBoUTENh KIIMHUYECKOM Oa3bl:

1) u3maer akT 0 NPOBEIECHUH KIMHMYECKOTO UCCIEOBAHUS U HA3HAYEHUS UCCIIEA0BATENs
Y JIMILI, YYACTBYIOIIMX B KIMHAYECKOM HCCIIE0BAHNY;

2) obecnieynBaeT JOCTATOYHOE KOJIMYECTBO BPEMEHH MCCIIEIOBATENIO JIJISl HAJJIeKAIEro
IIPOBEACHUS U 3aBEPLICHUS] KIMHUYECKOTIO HMCCIIEIOBAHUS, COOTBETCTBYIOIIEE YKA3aHHOMY
NEPUOAY B MPOTOKOJ KIMHUYECKOTO UCCIENOBAHNUS;

3) obecrneunBaeT yCIoBUS ISl TOJHOTO U MPAaBHJIBHOTO MPOBEACHUS KIMHUYECKOTO
UCCJIEJOBAHNS B COOTBETCTBUM C MPOTOKOJIOM KJIMHHUYECKOTO HUCCIIEIOBAHUsS, HACTOSIIUMU
[IpaBunamu U NpeaoCTaBICHUE TOCTOBEPHBIX TaHHBIX;



4) obecnieynuBaeT yCJIOBHUSI XpPAaHEHHS HCCIEIYEeMOro JIEKAPCTBEHHOT'O CPEJCTBA H
COXPaHHOCTh OCHOBHBIX JIOKYMEHTOB KJIMHUYECKOTO HCCIIEOBAHUSA, a TAaK)KE MaTepuajoB
3aBEPIIEHHOTO KIIMHUYECKOTO UCCIICTOBAHMS.

67. KitmHA4Yeckoe UcclieJoBaHUEe MPOBOJAMTCS TPH YCIOBUU COOJIIOJICHHS CIICTYIONINX
YCIOBUH:

1) obecrieueHo coOirojieHUE MpaB CyOBEKTa HMCCIEAOBAaHUS Ha (PU3WUECKOE U
MICUXWYECKOe OJaromojydne, TaHy JUYHON JKM3HU W 3aIUTY MEPCOHATBHBIX TaHHBIX
COrJacHO TpeOOBAHMSIM 3aKOHOAATENbCTBA,

2) BO3MOXXHOCTh MPEKPAIICHHUS YJaCTUsI B KIMHUYECKOM HCCIICIOBAHUH TI0 KETAHUIO
cyOBeKTa ucciae0BaHus WK €T0 3aKOHHOTO TIPEICTABUTENS B JTI000E BpeMs 6€3 KaKoro-1moo
BpeJia Juisl ceos;

3) 3akJII0YeHHE JOTOBOpPA CTPAXOBAHUS TPAKIAHCKO-TPABOBOM OTBETCTBEHHOCTH
CIIOHCOpA Ha CIydaill HaHEeCeHHUs BpeJlla KU3HU M 3J0pOBbI0 CyObeKTa ucciefoBaHus (3a
WCKITFOYCHUEM HEUHTEPBEHIIMOHHOTO MCCIICIOBAHNSA).

68. [lo BKIIOYEHUS B KIIMHUYECKOE HCCIEOBaHUE CYOBEKTY MCCIEAOBaHUS WU €TO
3aKOHHOMY TPEACTaBUTEIIO MPEAOCTABISICTCS MHGOPMAIIUSA O INIAHUPYEMOM KIMHUYECKOM
UCCIIEJIOBAHUM, HAa OCHOBAaHUU KOTOPOM CYOBEKTOM HCCJIEAOBAaHUSA WU €ro 3aKOHHBIM
MIPEJICTaBUTEIIEM TIOIITUCHIBACTCS HHPOPMHUPOBAHHOE COTIIaCHE Ha IOOPOBOIIBHOE YYacTHE B
MCCJICIOBAHUH.

69. Ilonyuenue u TOKyMeHTaIbHOE 0(hopMIIeHHEe HHPOPMUPOBAHHOTO COrIacHs CyObeKTa
WCCIICIOBAHMSI WJIM €r0 3aKOHHOTO TPEJCTAaBUTENS OOECIeUYMBAETCSA B COOTBETCTBHH C
[IpaBunamu GCP EADC u 6mo3THYeCKUMH MPUHIIUITAMH.

70. Jlo BKJIIOYEHUS] B HCCIEIOBAHUE CYOBEKT MCCIEIOBAHUS WM €ro 3aKOHHBIN
MpEeJCTaBUTENb W JIUIO, MPOBOAMBIIEE pPa3bsICHUTEIBbHYIO Oeceiy, MOIMUCHIBAIOT U
COOCTBEHHOPYYHO AATHUPYIOT JIBa dK3eMILIsApa HHGOPMHUPOBAHHOTO COTJIACHS, OJAWH M3 HUX
OCTaeTCsl y TJIABHOTO HCClenoBaTensi (MCCIIEeNOBaTelNsi), a BTOPOUM Mepenaercs CyObeKTy
WCCJICTOBAHMS.

71. CyOBbeKThl ucclieIoBaHus, HECIIOCOOHBIE CAMOCTOSITENBHO J1aTh UHPOPMUPOBAHHOE
corjlacue Ha ydyacThe B KJIMHHYECKOM HCCIIeJOBAaHUHU, HE BKIIOYAIOTCA B KIMHUYECKOE
HCCIICIOBAHNE, €CIU €r0 MOXKHO IMPOBECTH MPU YYACTHH JIHUIl, CIIOCOOHBIX JHUYHO JaTh
MH(GOPMHUPOBAHHOE COTJIacHe.

NHTEpBEHIITMOHHBIC KIMHUYECKHE HWCCIICIOBAaHUS JICKAPCTBEHHBIX CPEICTB Ha
HECOBEPIIICHHOJIETHUX, O€PEMEHHBIX, HEJACeCIOCOOHBIX, O0yYarOIIMXCsl, IEHCHOHEPaX IO
BO3pACTY, HYXIAIOIIUXCSA B IMOCTOPOHHEH MOMOIIU, MPOBOAATCS TOJIBKO ISl M3yYCHHS
nedeOHoro 3 deKTa U ¢ Coriacus 3aKOHHBIX MPEJCTABUTEIICH HECOBEPIIICHHOJIETHETO JIUIIA,
OMEKYHOB HEJIEeCOCOOHOI0 JUIla, COTJIACHO MOoAnyHKTam 1)-5) myHkrta 6 cratbu 227
Konekca.

HNHTepBEeHIIMOHHBIE KIMHUYECKUE MCCIIEIOBAaHMs HAa BOCHHOCTYKAIUX, COTPYIHUKAX
MPABOOXPAHUTEIBHBIX M CHENHATBHBIX TOCYJapCTBEHHBIX OpPTaHOB, pPAOOTHUKOB



MEUIIMHCKUX OpPTaHu3alliid, TJe MPOBOAATCS OWOMETUIIMHCKUE HCCIIECIOBAHUS, JIHIAX,
COJICPIKAIIUXCS B YUPEKACHUSAX YTOJIOBHO-UCIIOJHUTEIHLHON CUCTEMBI 3aMpPEIEeHbI, COTJIACHO
noanyHkram 6)-8) myHkra 6 crateu 227 Konekca.

72. YNOJIHOMOYEHHBIA OpraH, MOHUTOPBI, ayJAUTOPbI, MPEIACTABUTEIN IKCIEPTHOU
opranm3anuu, LleHTpanbHas WM JOKaIbHAs KOMHCCHUS MO OMOITHKE Ha JIFOOOM 3Tare
KJIMHUYECKOTO UCCIIEIOBAHUS UMEIOT MPSIMON JOCTYII K 3alUCSIM B IEPBUYHON METUIIMHCKON
JTIOKYMEHTAIMU CyOBbeKTa UCCIeA0BaHu sl U3yUYCHUsI, aHAIN3a, TPOBEPKHU U KOMTUPOBAHUS
TMOOBIX 3aMucel U OTYETOB HEOOXOAMMBIX ISl OIICHKU KIMHUYECKOTO uccieaoBanus. Jlua,
UMEKIHUE MPsIMOM JOCTYNnl MPUHUMAIOT BCE MEPhl JJ COOJIOJCHUS 3allUThI
KOHPUACHIIMATBLHOCTH WH(OOpPMALUK, TMO3BOJSIONIEH HACHTU(UIINPOBATH CYOBEKTOB, U
nH(popMaIu, TpUHAJICKAILECH CIIOHCOPY.

KonduaermnumanpHOCTh MTHGOPMAITIN 00€CTICUMBACTCS B COOTBETCTBUU C TPEOOBAHUSIMHU
cornacHo IIpasun GCP EADC.

[ToanuckiBasi nMCbMEHHOE UHGOPMUPOBAHHOE COTJIACUE, CYOBEKT UCCIICIOBAHUS UITU €TI0
3aKOHHBIN MPEJACTABUTEINb JAIOT pa3pelieHre Ha TOCTYII K 3TON JTOKYMEHTAIIUH.

73. B ciydae IOCPOYHOTO MPEKPAIIEHUS WJIM MPUOCTAHOBKU KIWMHUYECKOTO
UCCTIEZIOBAaHUS CIIOHCOpP HE3aMEIJIUTEILHO OIMOBEMAeT KIMHUYECKYI0 0a3y, dKCHEpPTHYIO
opranuzanuio, lleHTpasibHYI0 WM JIOKaJbHYI0 KOMMCCHUIO IO OMOATHKE, BBIAABIIYIO
MOJIOKUTEITHHOE 3aKIIOUYECHHE OMOATUYECKOW AKCIEPTH3bl M YIOJTHOMOUYCHHBIA OpraH o
NpeKpalieHud WIM TPUOCTAHOBKE KIMHUYECKOTO MCCIIEIOBAHMS C YKa3aHUEM MPUYUHBI
MpEeKpalleHuss Wiu MPUOCTaHOBKU. CPOK MPUOCTAHOBKU KIMHUYECKOTO HCCIETOBAHUS HE
MPEBBIIIAET OJTHOTO TO/1a.

74. B ciydae BO300OHOBJICHUS BPEMEHHO MPUOCTAHOBICHHOIO KIWHUYECKOTO
UCCJIe0BaHMs, CIIOHCOP UHPOopMUpyeT 00 3ToM LleHTpanbHy0 WU JIOKAJTBHYI0 KOMHCCHIO
Mo OMOATHKE, BBIJABIIYIO MOJOXKUTEIBHOE 3aKIIOYEHHE OMOITUYECKON HKCIEPTHU3HI,
AKCIEPTHYI0 OpraHu3alliil0 U YMNOJHOMOYEHHBI opraH B TeueHue 15 (msaTHaAaTH)
KaJICH/IAPHBIX JTHEH C MOMEHTa BO30OHOBIICHHUS.

75. CnoHcop obecrieurMBaeT NOATNOTOBKY 3aKIHOYUTEIBHOIO OTYETA O MPOBEJECHHOM
KJIMHUYECKOM HCCIIEIOBAHUU JIEKAPCTBEHHOTO CPEICTBA BHE 3aBUCUMOCTH OT TOTO OBLIO JIU
MCCJIEI0BAHNE 3aKOHYEHO MJIU IOCPOYHO MPEKPALIEHO.

76. OTUeT KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOI'O CPEICTBA COCTABIISIETCS
COrjacHo TpeOOBaHUSIM K CTPYKTYPE M COJIEPKAHUIO OTUETA O KIMHUYECKOM HCCIEAOBAaHUU
cornacHo I[Ipasuin GCP EADC.

He no3anee oHOrO rojia mocie nojxHoro 3aBepIieHus] KIMHUYECKOTO UCCIeI0BaHus (IIpu
MPOBEJCHUN MEXIYHAPOJHBIX KIMHUYECKUX HCCIEIOBAaHUI — TIOCIE 3aBEpIICHUS
KJIMHUYECKOTO MCCJIEJOBaHUSI BO BCEX CTpaHaxX) CIIOHCOpP MPEIOCTaBISIET KPATKYIO
UH()OPMAITUIO O KIMHUYECKOM MCCIEAOBAHUH B KCIIEPTHYIO OpraHu3anuio u LleHTpanbHyio
WIN JIOKAJIbHYI0O KOMHUCCHIO 1O OHMO3THKE, BBIAABIIYIO pa3pelieHHe Ha MPOBEACHUE
KIIMHUYECKOT'O UCCIICIOBAHMUS.



77. CrioHcop 00s13aH 00€CTIeunTh MyOIUKAIIMI0O OCHOBHBIX PE3YJIbTATOB KIMHUYECKOTO
ucciegoBanus B HaruoHanbHONW WHPOPMAIIMOHHOW CHUCTEME IO OUOMEIUIIUHCKUM
HCCIeOBaHUsAM HE To3aHee 12 (ABeHaAUaTH) MECAIEB IMOCJE MOJHOTO 3aBEPIICHUS
KJIMHUYECKOTO MCCIEAOBAaHUS (JJI1 MEXTyHAPOJHBIX MHOTOIIEHTPOBBIX MCCIIEAOBAHUM —
MIOCJIE 3aBEPILECHUS BO BCEX CTPAHAX).

HanvonanbHass uapopmanMoHHas cUcTeMa Mo OMOMEAUIIMHCKUM HCCIIeI0BaHUAM
obecrieunBaeT MyOJIUYHBIA NOCTYN WHQOpMALMK, OTpa)karolieid CoOJII0JICHHE CPOKOB
MyOJMKAIMK PE3yIbTATOB MO KaXKIOMY MCCIIEOBAHUIO.

78. Bce oTueThl 3aBEPIICHHBIX KIMHUYECKUX UCCIEOBAHUN JICKAPCTBEHHBIX CPENCTB (
KIIMHUYECKUX MCCIEAOBaHUN JIEKapCTBEHHBIX CPEJICTB IMEPBOM, BTOPOU, TpeTheul (assl,
HCCIIeIOBAaHUM YKBUBAJIEHTHOCTHU JICKAPCTBEHHBIX CPEJICTB) BKIIOUAIOTCS B PETUCTPAITMOHHOE
JOChE MIPU 3asIBJICHUHU WX HA TOCYJAPCTBEHHYIO PETUCTPALIHIO.

79. CrioHCOp | HCClIeIOBATENb apXUBUPYIOT MaTepUaibl (JOKYMEHThI) KIMHUYECKOTO
HCCIIEIOBaHMS U 00ECIIEYUBAIOT €r0 COXPAHHOCTh B T€UEHUE 25 (IBaalaTu msTh) JET CO JHS
3aBEPIICHUS KIMHUYECKOTO UCCIIEIOBAHMUS.

80. CropHble BONPOCHI MO PE3yJbTaTaM 3KCIEPTU3bl MATEPHUATIOB KIMHUYECKOTO
HCCIEIOBaHMS, a TaKXXe B CiIydasX OT3bIBa 3aiABKU CIIOHCOPOM, CHSTHUS 3asIBKU C
pPacCMOTpPEHUS, NMPU HAIMYMU OCHOBAHUH ISl OTPUIATEIBHOTO 3aKJIIOUYEHHUS SKCIEPTHU3bI
MaTepUaJIOB KJIMHUYECKUX UCCIEOBAHHMN JIEKAPCTBEHHBIX CPEACTB, YKa3aHHBIX B MyHKTE 39
Hactosimux IIpaBun, Marepuanbl KIMHMYECKOTO MCCIENOBAaHUS HAIpPaBISIOTCS Ha
DKCHEPTHBIA COBET JJISi MPUHSITHSI COOTBETCTBYIONIETO perieHus (00 oTKase, MpeKpalieHuH
AKCIIEPTHBIX padoT, MO0 O HAMPABICHUHU 3aKIIOUEHU DKCIIEPTHON OpraHu3aiuu mo ¢popme
COTJIACHO MPUJIOKEHUI0 6 HacTosux [IpaBuir) u HampaBiaeHUs B YIIOJHOMOUYEHHBIM OpraH U
CIIOHCODY.

81. B cpoku mpoBeaeHHUs] SKCIEPTU3BI MATEPHUATOB KIMHUYECKUX HCCIEIOBaAHUM
JIEKapCTBEHHOI'O CPEJICTBA HE BXOJIUT OPraHU3alMsl U IPOBEACHUE HKCIIEPTHOTO COBETA.

82. CriopHbI€ BOIPOCHI, KOTOPhI€ BO3HUKAIOT B XOJE MPOBEIACHHUS KIMHUYECKOTO
UCCIIEIOBAHHUSI, PACCMATPUBAIOTCS] YIIOJTHOMOYEHHBIM OPTaHOM.

ITaparpad S. BEeceHre mompaBok B MaTepHaiIbl KIIMHUIECKOTO HCCIIeIOBaHUS

83. Bo BpeMs nmpoBeAeHUs KIMHUYECKOTO UCCIIEIOBAHUS MPU HEOOXOUMOCTH BHOCSTCS
NonpaBKku (CYIIECTBEHHbIE WM HECYIIECTBEHHbIE) B MAaTepHUalbl KIMHUYECKOTO
UCCJIEI0BAHMS.

84. IlepeueHp monpaBoOK K MPOTOKOJY U (WJIM) MaTepHaiaM KIMHUYECKOTO UCCIEIOBAHUS
JIEKAPCTBEHHBIX CPEJICTB, KOTOPhIE PACCMATPUBAIOTCA KaK CYIICCTBEHHbIE MPUBEICHBI B
npuioxenuu 10 [Ipasun GCP EADC.

85. Eciu momnpaBku K MPOTOKOJIY MUHTEPBEHIIMOHHOTO KJIMHUYECKOTO HCCIEIOBAHUS
HOCSIT CYHIECTBEHHBIM XapakTep, CIOHCOP YBEAOMISET JIKCHEPTHYI OpPTraHU3aLHIO0 U
[leHTpalbHYI0 WM JIOKAJIBHYIO KOMHUCCHIO MO OHOITHKE O MPUYMHAX U COJEpKaHUU



nonpaBok. C 3TOH LEJBI0 CIOHCOP MOJAET B SKCIIEPTHYIO OpraHu3anuio U LleHTpanbHyo win
JIOKaJIbHYI0 KOMHUCCHIO 110 OMO3THKE:

1) conpoBOANTENBHOE TUCHEMO;

2) 3asBIEHHUE Ha MOJYyYECHHUE 3aKJIIOUEHUs SKCIEPTHOW opraHuzauuu (0100peHus
[lenTpanbHON WM JIOKAJTbHOW KOMHMCCHM IO OHOATHKE) O BO3MOXHOCTH BHECEHHS
CYILIECTBEHHBIX MOMPABOK U MH(DOPMUPOBAHUS O HECYIIECTBEHHBIX MOMPABKaX B MAaTepUAIbI
WHTEPBEHUMOHHBIX KIMHUYECKHX HCCIEJOBAHUM JIEKAPCTBEHHBIX CPEACTB MO (opMme
COIJIACHO NPUJIOKEHUIO 7 K HacToswuM lIpaBunam;

3) BBINIUCKH U3 IOKYMEHTOB, COJIEpKAIIUE ICUCTBYIONIYIO U MPEAJIaraeMyto peaakiuu
TEKCTA UM HOBYIO BEPCUIO0 U3MEHEHHBIX JIOKYMEHTOB;

4) NONOTHUTENBHYI0 UH(POPMAIINIO, BKIIOUYAIOIIYIO pe3loMe JaHHBIX (MPU HAJIUYUN),
OOHOBJIEHHYIO OOIIYIO OIIEHKY TOJIb3a-pUCK (MPU HATMYHH), BOBMOXHBIC TMOCIEACTBUS IS
CyOBbEKTOB HCCJIEIOBAaHUS, BKJIIOYEHHBIX B KIMHUYECKOE MCCIIEAOBaHUE, BO3MOKHbIC
MOCJIEICTBUS JIJISl OLIEHKHU PE3YyJIbTaTOB KIIMHUYECKOIO UCCIIET0BAHMSL.

86. Eciu cymiecTBeHHas MoTnpaBKa KacaeTcsi 6ojiee 4eM OJHOro MPOTOKoIa (MPOTOKOJIA)
KIIMHUYECKOTO HCCIEAOBAHMUSA JIsI MCCIEIYEMOIrO JIEKAPCTBEHHOTO CPEICTBA, CIIOHCOP
dopmupyeT oOuryro MHGOPMAIMI0 B SKCHEPTHYIO opranuzanuio u LleHTpanpHyo win
JIOKaJbHYI0 KOMHUCCHIO 10 OMO3THKE NPH YCIOBUU, YTO B COMPOBOAMTEIHHOM MHCHME U
3asiBJIEHUM OYIET yKa3aH [epeuyeHb BCEX MPOTOKOJIOB KIIMHUYECKUX UCCIEI0BAHNUM, KOTOPBIX
KacaeTcsl JaHHas MOIMpPaBKa.

87. Cpok mpoOBeIeHHs KCIEPTHU3BI CYLIECTBEHHBIX MOMPABOK IKCIIEPTHON OpraHu3anuen
cocTaBligeT He Ooisiee 15 (mATHaANATH) KaJEHIAPHBIX JTHEW CO JHA NPEJOCTaBICHUS
3asBJICHUS U MaTepuajoB B NOJHOM OObEME Ha 3Tale HadalbHOW 3KcnepTusbl. [lpu
IIPOBEICHUM IKCIEPTU3bI CYIIECTBEHHBIX ITOIIPABOK IKCIIEPTHAS OPraHU3alys 3alpalinBacT
Pa3bACHEHMS U YTOUHEHHUS B TUCbMEHHOU opMe y crioHcopa. Cpok, HEOOXOIUMBIN JIJISl UX
MIOJATOTOBKH, HE BXOJUT B CPOK IPOBEAECHUS IKCIIEPTU3BI.

88. Ha ocHOBaHMHU MPOBEIEHHON 3KCHEPTU3bI MOMPABOK K MPOTOKONY KIMHUYECKOTO
UCCIIEIOBAHUs, 3aKJIIOUYEHHE paccMaTpuBaeTcs Ha 3acegaHuu Komuccuu 1o oOLeHke
MaTepuagoB KIMHUYECKUX MCCIEIOBAHUN DKCIEPTHOM OpTraHU3alMM, HJsl TPUHITUA
COOTBETCTBYIOILIETO PEIICHUS U HAPABIICHUS B YIIOJIJHOMOYEHHBIN OpraH U CIIOHCOPY:

1) IpUHSATH NOMPABKHU K MPOTOKOIY KIMHUYECKOTO UCCIEOBAHUS;

2) paccMOTpETh MOBTOPHO MOCIE MOJYYEeHHSI pa3bsICHEHUI U YTOUHEHUH;

3) He IpUHUMATh MONPABKHU K MPOTOKOIY KIMHUYECKOTO UCCIIEIOBAHMS.

89. Ecnu cnoncop ucciegoBanusi B teueHue 30 (Tpuauatv) KajaeHIApHBIX THEH HE
IIPEICTABIISIET B AKCIIEPTHYIO OPraHU3alMIo 3alpOLIEHHBIE TONOJHUTEIbHbBIE MATEPHAIIBI WIIH
nuchkMa ¢ 000CHOBAHUEM CPOKOB, HEOOXOUMBIX JUIsl KX JOPAOOTKH, TO MOMPABKAa CHUMAETCA
¢ paccMoTpeHus. O MPUHATOM PELIEHUN HKCIIEPTHAS OPraHU3alMs MHMCbMEHHO YBEIOMIISIET
CIIOHCOPA.



90. DkcriepTHasg OpraHu3aIys NPEJOCTABISAECT CIIOHCOPY 3aKJIIOUYEHUE O BO3MOXKHOCTH
WM OTKAa3€ BO BHECEHUS CYUIECTBEHHBIX MOMPABOK B MaTepHalibl KIMHHUYECKOTO
HCCJIEIOBAHUS.

91. LlenTpanbHasi WM JIOKAJIbHAsE KOMUCCHS 110 OMOATUKE paccMaTPUBAET CYIIECTBCHHBIC
MOIMpaBKU B TeueHwe 15 (msATHAaALATH) KaJdeHIAPHBIX AHEW C MaThl MOJYYEHHS MOITHOTO
nepevHs JOKYMEHTOB U O IPUHSATOM PEIICHUN B MMChbMEHHOM BHJE COOOIIIAET CITIOHCODY.

92. CyniecTBeHHBIE TONIPABKU BHOCATCA B MPOTOKOJ UCCIIETOBAHUSA 110 COTJIACOBAHUIO C
YIIOJIJHOMOYEHHBIM OpPraHOM Ha OCHOBAHUM TOJIOKUTEIBHOTO 3aKJIIOYEHMS, BBIJTAHHOIO
AKCIepTHON opranuzamnue u lLleHTpanbHOW WM JIOKaIbHOM KOMUCCUU IO OMOITHKE
corjlacHo (hopme npuioxkeHus 8 HacTosimux [IpaBu.

93. Cpok corimacoBaHus CyIIECTBEHHBIX MOMPABOK B MMPOTOKOJ UCCIEAOBAHUS COCTABIISIET
He Oonee 10 (mecsATH) KaneHIAPHBIX AHEH CO JIHS MOJTYUYEHHUS MOJOKUTEIHHOTO 3aKII0UEHUS
DKCIEPTHOW OpPraHU3allud M TOJIOXKHUTEIBbHOM OLECHKU LleHTpanbHOW WM JIOKaJIBHOMN
KOMHCCHH 10 OMO3THKE.

94. Ecnu nonpaBKu HE OTHOCATCS K CYILIECTBEHHBIM M HE UMEIOT MPSIMOTO OTHOIICHUS K
MPOBEACHUIO KIIMHUYECKOTO UCCIIEIOBAHUS, TO TAKUE U3MEHEHUS HE MOJJIEKAT IKCIIEPTHU3E.
B sTOM ciiydae cnoHCOp MUCbMEHHO YBEIOMIISIET SKCIIEPTHYIO OpraHu3anuto u LleHTpaibHyro
WA JIOKAJIbHYI0O KOMHMCCHIO TIO OHMOATHKE O BHECEHUH HECYIIECTBEHHBIX IIOMPABOK B
JOKYMEHTAIIMI0 KJIMHUYECKOTO HCCIEAOBaHMUA. JKCIepTHas opraHu3amnusa u l{eHTpanbHas
WJIM JIOKaJbHast KOMUCCHH IO OMO3THKE B TeueHue He 6osee 10 (mecsTi) KaJlleHIapHbIX JHEH
MOJTBEPKIACT YBEIOMIIEHHE CIIOHCOPA O BHECEHHM MOMPABOK B MPOTOKOJ KIMHHUYECKOTO
UCCIICIOBaHUS.

ITaparpad 6. MOHETOPHHT HEXKEJIATENHHBIX SBJICHWUH, PeaKIi

95. MOHUTOPUHT HEXKENATENIbHBIX SIBICHUI M PEaKUUN JIEKAPCTBEHHBIX CPEJICTB MPHU
MPOBEJACHUH KIIMHUYECKUX MCCIIEOBAaHUN OCYIIECTBIISIETCS COTNIacHO TpeboBanusM [IpaBui
GCP EADC.

96. Cnoncop mnpejactapisier uHGopmanuio 0060 BCEX CEPbE3HBIX HEXKEIATEIbHBIX
peakiuaX Ha MCCIEAYEeMblil Mpenapar, BbISBICHHBIX B X0J€ KIMHUYECKUX HCCIIEIOBaHUU,
o100peHHBbIX K npoBeneHuto B PecnyOnuke Kazaxcran, B 3KCHEpPTHYIO OpraHU3alyio U
LleHTpabHYIO WJIN JOKAIbHYI0 KOMUCCHUIO 110 OMO3TUKH B COOTBETCTBUH C YCTaHOBJIECHHBIMU
npoueaypaMu B cpoku cornacHo ITpasun GCP EADC.

97. CnoHCOp mpeaoCTaBIsIET B AKCOEPTHYIO OpraHu3aunuio u LleHTpanbHyro uiu
JIOKATbHYI0 KOMUCCHIO TI0O OMOATHKE, BBIJABIIYIO 3aKJIIOYCHHE Ha TIPOBE/IEHUE KIMHUYECKOTO
UCCIIEIOBAHUS, COOOIIEHUE O CEepPbE3HOM HEXKENATeNbHOM peakluu Ha HCCIEeAyeMble
JIEKapCTBEHHBIE CPENICTBA, U3YUAIOIINUICS B KIIMHUYECKOM uccienaoBannd, mo popme CIOMS
(CUOMC) cornacHo mpuioxeHuto 9 k Hacrosmum [IpaBunam. dopmar cooOiieHui



"

COOTBETCTBYET PYKOBOJACTBY MeXayHapoAHOW KOH(pEpeHIUH [0 TapMOHHU3ALUU
VYnpasieHue JaHHBIMHU 1O O€30MaCHOCTH - 3JIEMEHTBI JAHHBIX JJIs Iepeaul CoO0IeHn 00
WHIMBUIYAJIbHBIX CIy4asx HeXenaTeabHbIX peakiuidi" E2B.

98. TpebGoBaHus MO MPEACTABICHUIO MHDOPMALIMU O CEPhE3HBIX HEXKEIaTeIbHbIX
peakUMsIX pacHpOCTPAHSIIOTCS HA MCCIEIyEMBIN Mpenapar, BKIOYas penapaT CpaBHEHHS U
rtane6o. Cirydyan cepbe3HbIX HEXKEIaTeNbHBIX PeaKluid, CBsI3aHHbIE C IPUEMOM I11a1edo, He
MOJJIEKAT CPOYHOMY IPEACTABICHUIO, 32 UCKIIOUEHHEM CIy4aeB, KOTJa JTaHHAs PeaKIUs
oOycCIioBlIeHa KOMIIOHEHTaMH, BXO/ISIIUMHU B COCTaB Tu1ae0o.

99. 1151 HEMHTEPBEHLMOHHBIX MCCIIEOBAHUI C MEPBUYHBIM COOPOM JIaHHBIX HANPSIMYIO
OT MAlMEHTOB M CHEUHUAIMCTOB CHUCTEMBI 3pPAaBOOXPAHEHUS, NAHHBIE O MOJIYUYEHHBIX
HEXEJATENbHbBIX PEaKIUIX, MPEJOCTABISIIOTCS B 3KCIEPTHYIO OpraHu3anuio u LlenTpanbuyio
WJIN JIOKAJIBHYI0O KOMHUCCHIO 10 OMO3THKE corjlacHO TpeboBanusaM CTaHaapTa HaJJeKalieH
npaktuku papmakonaazopa (GVP), yrBepkaeHHOro MpruKa3oM UCHOJHSIOMIETO 00SI3aHHOCTH
Munuctpa 3npaBooxpanenus Pecnyonuku Kazaxcran ot 4 ¢eBpans 2021 roga Ne KP JICM-
15 (3apeructpupoBan B PeecTpe rocynapcTBEHHOW PETHCTPALIMM HOPMATHBHBIX MPABOBBIX
aktoB o Ne 22167), u npukaza Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 23
nexkabpss 2020 roma Ne KP JICM-320/2020 "OO6 yTBepkJAeHUU MPaBUI IMPOBEIACHUS
(dapmakoHa 30pa 1 MOHUTOPUHTA 0€30MacHOCTH, KauecTBa U 3P (HEKTUBHOCTH MEIUIIUHCKHUX
m3aenui" (3apeructpupoBaH B PeecTpe rocynapCcTBEHHOW PErMCTpalli HOPMATHUBHBIX
npaBoBbIX akTOB 1oj Ne 21896) (nanee — mpuka3 Ne KP JICM-320/2020).

100. [Tpu npoBeaeHUN TOATOCPOUHBIX UHTEPBEHIIMOHHBIX KIMHUYECKUX UCCIEA0BaHUN (
0oJee OHOTO roJia) CIIOHCOP MPEAOCTABISAET B SKCIEPTHYIO opraHu3aiuio u LlenrpanbHyro
UM JIOKAJbHYK0 KOMHMCCHIO 1O OHMO3THMKE NHCbMEHHBIM NEPUOJUYECKUM OTYET IO
0e30MacHOCTH pa3pabaThbIBa€MOro JEKapCTBEHHOIO IMpernapaTa Ha JIEKTPOHHBIX HOCUTESIX
HE peXke OJIHOrO pas3a B roj He mo3jaHee 60 (1ecTuaecaTH) KajleHJIapHbIX JTHEH OT JaThbl
OKOHYaHUs cOopa JaHHBIX B (OpMe KPATKOTO M3JI0XKEHUSI OCHOBHOTO COZEpPKAHUS OTYETa C
MPUJIOKEHUEM CTPYKTYPUPOBAHHOTO TMEPEUYHSI CEPhE3HBIX HEXKeNaTeIbHbIX SBICHUM,
cornacHo I[IpaBuinam GCP EADC.

101. DxcneprTHast opranuzanus (CTPyKTypHOE MojpasjiesieHue no ¢papMakoHaa30py)
pPEruCTpUpPYET BCE CIy4al CEPHE3HBIX HEKENATEIbHBIX pEAKUUN HCCIEAyEMOro
JIEKapCTBEHHOI'O CPEJICTBA, KOTOPHIE MOCTYMNAKOT OT CIOHCOPA U MPOBOJUT UX aHAIU3, OLEHKY
NPUYUHHO-CIIEICTBEHHON CBSI3M WX pa3BUTUS C MPUMEHEHHEM HCCIEIyeMOTO
JEKapCTBEHHOTO CpeAcTBa corjacHo TpeboBanusm mpukaza Ne KP JICM-320/2020. Ilo
pe3yibTataM OIIEHKH NPUYMHHO-CIEICTBEHHON CBSI3M HCCIEIYEMOTO JIEKaPCTBEHHOTO
CpEIICTBA, SKCIIEPTHASI OpTaHU3AIHS TPEIOCTABISICT HHPOPMAIIUIO B YIIOJTHOMOYEHHBIN OpraH

ITaparpa¢ 7. IIpoBeneHne HEMHTEPBEHIIMOHHBIX KIMHAIECKAX UCCIIE{OBAHMH



102. IIpoTOKOJ HEMHTEPBEHIIMOHHOTO KIWHUYECKOTO HCCIEJOBAHUS 3apaHee He
omnpeaeNsieT Ha3HAYeHUE JIEKapCTBEHHOTO CpPEACTBA CYOBEKTY HMCCIEAOBAHUS MU €ro
BKJIIOUEHHUE B UCCJIEIOBAHUE, @ OMUCHIBACT AMHUIEMUOJIOTUYECKUE METO Il COOpa TaHHBIX IO
06e30nmacHOCTH U 3PGHEKTUBHOCTH JIEKAPCTBEHHOTO cpeacTBa. CyOBbeKThl MCCIIEIOBAHUS HE
IIOABEPratOTCsl TOMOTHUTEIBHBIM JUArHOCTUYECKAM WIM MOHUTOPHUHIOBBIM ITPOLIEAYPAM.

103. IIpoBeneHre HEMHTEPBEHIIMOHHOTO UCCIIEIOBAHUS PACCMATPUBACTCS U O100psIeTCS
LlenTpanbHOW WM JIOKAJIBHOM KOMHCCHEH 10 OHO3TUKE [0 TNPOBEICHUS
HEUHTEPBEHLMOHHOIO UCCIIEIOBAHUS.

104. BxuroueHue cyObEKTOB HCCIEIOBaHHMS B KJIMHUYECKOE HCCIIEIOBAHUE
OCYUIECTBJISIETCS IOCEe MOAMMCAHUS JOTOBOpa C KIMHUYECKOW 0a30if, U MpOBEICHUS
CIIOHCOPOM C HHM JOKYMEHTHUPOBAaHHOTO TPEHHUHra IO YCJIOBHUSM MCCIEIOBAaHUSA U
MOHUTOPHUHTY HEJKEJIATEIIbHBIX PEAKIIAMN.

105. CymiecTBeHHBbIE TONPABKU B MPOTOKOJ HEMHTEPBEHIIMOHHOTO KIMHUYECKOIO
HCCIIEAOBAHUS BHOCATCS Ha OCHOBAHMU IIOJIOKUTEIBHOTO 3aKJIIOYEHUs, BBIIAHHOTO
[leHTpanbHON WK JTOKAJILHON KOMHCCUEH IO OMOITHKE.

106. HecymecTBeHHBIE TONPAaBKMA B MPOTOKOJ HEMHTEPBEHIMOHHOIO KIMHUYECKOTO
HCCIIEIOBAHUS BHOCSATCS HAa OCHOBAaHMHU YBEIOMIICHUs, OTIPABICHHOI'O CIOHCOPOM B
[leHTpadbHYI0 WM JIOKAJbHYI0 KOMMCCHIO MO OHO3THKE, KOTOPOE IMOJTBEP}KIAeTCs B
TeueHue 5 (MATH) KaJIeHAAPHbBIX JHEH.

107. B xoa€e HEMHTEPBEHIIMOHHOTO KJIMHUYECKOTO HCCIENOBAHUS HCCIENOBATEND U
CIIOHCOP KOMILJIEKTYIOT OCHOBHBIE JOKYMEHTBI KIMHUYECKOTO HCCIENOBAaHMS, KOTOPHIE
XpaHsTCs Ha KIIMHUYECKOM 0a3e u y crioHcopa He MmeHee 10 (aecsTH) JieT nocie myOauKauu
pe3ynbTatoB HccienoBanusa. Mcropuu Oone3Heil CyOBEKTOB HUCCIENOBAaHUS MOIJIEkKAT
apXUBUPOBAHMIO B COOTBETCTBHUHU C 3aKOHOJaTenbcTBOM PecnyOnuku Kaszaxcran B obnactu
apXUBUPOBAHUS.

ITaparpa¢ 8. IIpoBeeENe KIMHUYIECKUX HCCIIEOBAHUH JIEKapPCTBEHHBIX CPEACTB IEPEAOBOM
TepaHn

108. IIpOTOKOJI KIMHUYECKOTO MCCIEIOBAHUSA JICKAPCTBEHHBIX CPEICTB IEPEIOBOU
Tepanuy yYUTHIBACT CclielU(PUUECKHUE XapaKTEPUCTUKHU JIEKAPCTBEHHBIX CPEJCTB NEPEIOBON
tepanuu (nanee — JICIIT), a Takke MOTEHUMAIbHBIE PUCKU JUJISl YYACTHUKOB, KOHTAKTHBIX
JIUL, UCCIIEOBATENEH U IPYTUX.

109. Pazmep BBIOOPKHM HCCIIEIOBAHUS 3aBUCUT OT PACIPOCTPAHEHHOCTH 3a00€BaHUs U
Bo3MokHOCTeH 1o pousBoAcTBy JICIIT. CioHcop ompenensieT pa3Mep BBIOOPKH, YTOOBI OH
OBbLJT BBIMOJIHUMBIM U aJIEKBATHBIM JIJIS1 JOCTHKEHUS LIEJIel nuccie0BaHusl.

110. IIpu uccnenoBanum JICIIT, comepkamiero KieTKH WIM TKAaHU YEIOBEYECKOTO
IPOUCXO0K/IEHUS, CIIOHCOP MPEACTABIISAET MOATBEPKIEHUE, YTO JOHOPCTBO, 3a00p, XpaHEHUE,
U TECTUPOBAHUE KJIETOK M TKaHEW, HCIOJIb3YEMBIX B KAau€CTBE HMCXOJHBIX MaTEpHUaloB,
COOTBETCTBYIOT TpeOOBaHUSAM JIEHCTBYIOIIETO 3aKoHOAaTenbcTBa PecyOnuku Kasaxcran, a



TaKXe€ MOJATBEPKAEHUE TOTO, YTO CYILIECTBYET CHCTEMAa PETHCTpPAIMU, KOTOpasl MO3BOJISET
OTCJIC)KUBATh B MPSIMOM U 0OpaTHOM HANpAaBJICHUSAX KJIETKU: TKaHU, ucroiabzyemsie B JICIIT,
C MOMEHTa JOHOPCTBA, 3aT€M IIPOU3BO/ICTBA, BILUIOThH IO BBEACHUS HCCIEAYEMOro mpenapara
YYaCTHUKY KIIMHUYECKOT'O UCCIICIOBAHMS.

111. IIpn npumenennn JICIIT, TpeOyromux crnenuaibHON COMYTCTBYIOIIEH Tepanuu U (
WJIHM) UCTIOJIb30BAHUS XUPYPTUUECKUX MPOLETYP, KOTOPHIE BIUAIOT HA O€30MaCHOCTD U (MJIN)
3 PEeKTUBHOCTH UCCIIEyEMOT0 Mpenapara, CHOHCOp 00ecreuynBaeT 00y4EeHUE UCCIIEIOBATENS
ATUM MPOUEAYpPaM U (W) COMYTCTBYIOIIEH TEpaIHH.

112. CoHCcOp npeaocTaBiIsieT UCCIEA0BATENIO MOAPOOHBIE HHCTPYKIIUU IO XPaHEHUIO,
TpaHcnopTUpoBKe M 006padoTke uccneayemoro JICIIT, Bkirodas onucanue pucKoOB JJIs JIUII,
KOTOpble OyAayT oOpamarhcs C HCCIAENyeMbIM IMpenaparoM, a TakKe PHUCKOB IS
OKPYXaroUIEn CpeIbl.

113. B cinyuae ecinu JICIIT tpebyer KOHTPOIUPYEMBIX TeMIIEPATyPHBIX yCIOBUM BO
BpeMs TPAHCHOPTUPOBKM U (WUJIHU) XpaHEHUs TMepe] €ro MNPUMEHEHHEM, CIIOHCOPOM
KJIMHUYECKOTO UCCIIEOBAHMS MIIU MPOU3BOJUTENIEM 00ECIIEYMBACTCS HAJTUUUE PETUCTPALIUHN:
MOHUTOPHUHTA TEMIIEPATYPhI U BBINOTHEHUS TPEOYEMbIX YCIOBUM TEMIIEPATYPHOT'O PEKUMA.

114. B cyuae ecnu JICIIT nmeeT KOpOTKU CPOK TOJHOCTH B IPOTOKOJIE KIMHUYECKOTO

HCCIIEJOBAHUS YETKO YKa3bIBalOTCS BPEMEHHBIE PaMKH OT IIPOM3BOJCTBA 10 INPUMEHEHUS
JICIIT.

ITaparpad 9. MaCnEeKnNa KIMHMISCKHAX ACCIISIOBAHMHA

115. MHCcniekums KIMHAYECKOTO UCCIEA0BAaHMS 110 HAJIeKAIeH KIMHUYECKOHN MpaKkTUKe (
Jajnee — HHCHIEKLHMs) MPOBOJUTCS TOCYIapCTBEHHBIM OpraHoM B cdepe oOpaleHus
JIEKAPCTBEHHBIX CPEACTB M MEAUIMHCKUX W3JEJIUA U OCYILIECTBIISIETCS B COOTBETCTBUU C
[IpaBunamMu mnpoBeaeHus  (apMaleBTUUECKMX HMHCHEKUMM MO  HaajexaliuM
(apMaleBTUUECKUM IPaKTUKaM, YTBEPKJICHHBIMU MPUKa3oM MUHHCTpa 31paBOOXPAHEHHUS
Pecniy6nuku Kazaxcran ot 27 ssuBaps 2021 roga Ne KP JICM-9, (3apeructpupoBad B Peectpe
rocyJapCTBEHHOW pEerucTpalii HOPMaTUBHBIX MpaBoBbIX Mo Ne 22143) (nanee — npukas No
KP JICM-9), B cOOTBETCTBHHM € MMOAMYHKTOM 5), myHKTa 3 ctaThu 244 Koxaekca, B LEJsIX:

1) ontenku coobmoaenus [Ipasun GCP EADC;

2) NOATBEPXKIAEHHS COOTBETCTBHSI MPOBEICHHUS KIMHUYECKOTO HCCIEAOBAaHMS
YTBEPKJIAECHHOMY IIPOTOKOJY KIMHUYECKOTO UCCIICIOBAHUS;
3) NOATBEPX AEHUS TOCTOBEPHOCTH JAHHBIX, MOJYUYEHHBIX B PE3YJbTaTe KIMHUYECKOTO
HCCJIEI0BAHMSI;

4) paccinenoBaHus KajoO (CUTHANOB), MOCTYMHUBIIKMX B MPOLECCE KIMHUYECKOTrO
MCCIIEIOBAHMSI, @ TAKXKE MPHU MOTYyUYEHUH JTOMOTHUTENbHON HH(pOpMALIUK O pUCKE, CBA3aHHOM
C MPOBEJICHUEM KIIMHUYECKOTO UCCIIEA0BAHMS;

5) 3a1uUTHI PaB, 310POBbs U OJAronoIy4Yus CyObeKTOB KIMHUYECKOIO UCCIEA0BAHMSL.



116. MHcnekuust oCymIecTBIAAETCS 10 Hayajla, B XOJ€ WM MOCJE 3aBEPUICHUS
KJIIMHUYECKUX MCCIIEOBAHUN B MJIAHOBOM (MIEPBUYHAS) MM BHEIJIAHOBOM MOpPSJKE (B TOM
YyCcle M B CBA3M C YIrpo30d WIM NPUUYUHEHHEM BpeJa >KU3HU, 3J0pPOBbIO CYyOBEKTOB
UCCJICIOBAHUA).

117. MHacnekuus npoBOANUTCA B COOTBETCTBUU ¢ TpeboBaHusAMH npukaza Ne KP JICM-9.
118. YonrHOMOYEeHHBIH OpraH Ha OCHOBAHHUH JIAHHBIX UHCIICKIIUU IPUHUMAET pelICHUE:
1) mpekpaTUTh KIMHUYECKOE HCCIIEJOBAHUE;

2) MIPUOCTAHOBUTH MPOBEIACHUE KIMHUYECKOTO MUCCIIECIOBAHNUS;

3) He mpHU3HABATh PE3YJIbTAThl KIMHUYECKOTO UCCIIEI0BAHMS;

4) npu3HaTh Pe3yJIbTaThl KIMHUYECKOI'O UCCIICIOBAHMUSI.

I'maBa 3. TpeGoBaHMA K KITHHAIECKHM 0a3aM

119. Beibop xnmHUYECKO# 0a3bl OMPEnessseT CIOHCOP C YYETOM 00JIacTH MPUMEHEHUS
UCCIIEIyEMOTO JIEKAPCTBEHHOT'O CPEICTBA, U B COOTBETCTBUU C TPEOOBAHUSMHU U YCIOBUSIMU
JUTSI IPOBEACHUS KIIMHUYECKOT O UCCIIEI0OBAHU.

120. TpeGoBaHMS K KIMHUYECKUM Oa3aM SIBISETCS:
1) HanuuKe TUUEH3UH Ha OCYIIECTBICHUE MEUIMHCKON A TEIbHOCTH;
2) vanuuue COII njis mpoBeieHUs1 KIIMHUYECKUX UCCIIC0BAHMUIMA;

3) HanM4Me KIMHUKO-UHCTPYMEHTAJIBHOTO MU J1aOOpaTOpHOTro oOOpyAOBaHUS IS
POBEACHUS KIMHUYECKUX HCCIEJOBAaHUN MO0 HaJu4ue JOrOBOPOB C MOAPSAIHBIMU
OpraHu3alMsIMU Ha MPEJOCTABICHUE CIEIUAIN3UPOBAHHBIX KIMHUKO-UHCTPYMEHTAIbHBIX,
7a00paTOPHBIX U BCIOMOIATENbHBIX YCIYT JUISl IPOBEACHUS KIMHUYECKUX UCCIEIOBAHUM (
IIPU OTCYTCTBUU HEOOXOIUMOT'0 000pYI0BaHUS);

4) HamMuue COOTBETCTBYIOIIETO MEAUIIMHCKOIO 00pa30BaHus U JOKyMEHTa 00 00y4eHUun
GCP (cpox gaBHOCTH 00yueHHUs HE OoJiee 2-X JIeT) y epCoHaa;

5) HaM4YMe yCIOBUM NIl MPOBEICHNUS UHTEHCUBHOW TEPANMU U peaHUMAaIH (€CIU 3TO
TpebyeTcs MPOTOKOJIOM);

6) HamMyue JOKYMEHTa, YCTAaHABIMBAIOLIETO MOPSAI0K padoThl ¢ KOHPUIECHIUATBbHON

uH(popMaIuen.
IIpunoxenue 1
K [IpaBunam npoBeneHus
KIIMHUYECKUX MCCIIEIOBAHUH
JICKapCTBCHHBIX CPEACTB
U TpeOOBaHMs
K KJIMHHYECKUM Oa3am

3asBKa Ha MPOBECHNE HHTEPBEHIMOHHOTO KIMHAYECKOr0 HCCIEA0BAHMSA JIEKaPCTBEHHOTO
cpencraa

A. Wnentndukays KITHTHAYECKOTO MCCIeTOBAHNS

A.l HasBanue opranuszauuu, B KOTOPYIO NOJAETCS 3asiBKa:



Al.l
A.1.2.
A13.
A2
A3
A3l

A32

A4

A5

A.6

A7

A8

B.1
B.1.1
B.1.2
B.1.2.1
B.1.2.2
B.1.2.3
B.1.3
B.1.3.1
B.1.3.2
B.1.3.3
B.13.4
B.1.4
B.1.5

B.2

B.2.1
B.2.2
B.2.2.1
B.2.2.2

OKkcnepTHas opraHu3anus

LlenTpanbHast KOMHCCHS 110 OMOITHKE

JlokanbHast KOMUCCHS 110 OMOITHKE

Howmep EudraCT (nmpu Hanmm4wm):

[TosHOE Ha3BaHME KIMHUYECKOTO UCCIIEOBAHHUS:
Ko knmuHIYeCKOro uccineaoBanus (IpH HATWYUH):

Ha3zBaHue uiny cokpalieHHOE Ha3BaHUE KIMHHYECKOTO
uccieoBanus (TIpU HAJIUYUH):

WaenTrdukaMoHHbIA KO/ MPOTOKOJIA KIMHUYECKOTO

nccienoBanus (TIPUCBOCHHBIN CIOHCOPOM) BepcHs (
HOMep) U Aata (Jiro0asi TompaBKa K MPOTOKOIY TOJDKHA
UMETh BEPCHIO U JaTy):

JlononHuTeNbHBIE MEKAYHAPOAHBIE UIECHTU(HKATOPHI
uccienopanuid  (Hampumep, BO3, ISRCTN,
ClinicalTrials.gov, US NCT HoMmep) (Tipy HAJTHIUH)

SIBnsieTcst M 3TO TOBTOPHOM 3asBKOMA:

Ja Hert

Ecnu "Jla", To yka3aTe NpHYUHY B COPOBOIUTEIHEHOM
MHCHME

SlBnseTcs M WccleqOBaHWE YAaCThIO IUTaHA
MeNATPUIECKOTO HCCIIEOBAHUS?
Ja Hert

Homep pemenus EMEA no neauarpuueckomy IUIaHy
nccineoBaHus (P HAJTMYHN):

Wnentndukays criorcopa
CnouHcop

HanmMeHnoBaHue opranuzanuu:
@®.1.0. KOHTaKTHOTO JHLIA:
Nms

OTuecTBO (IPH HATUYIHH)
dammnus

Anpec:

IIpocnekt/ynuna, oM
AIMUHHCTpPATHBHBIIN LIEHTP, TOPOJ
ITouToBBIi1 HHACKC

Crpana

Tenedon

AJlpec 31EeKTPOHHON MOYTHI:

OdunuanpHBIN TIPECTaBUTENb CITIOHCOPa B PecmyOinnke
KazaxcTtaH ¢ 1mensl0 MpoBeACHUS HTaHHOTO
uccienoBaHus (€Ciau 5TO He CIIOHCOD)

HanmMeHnoBanue opranuzanuu:
®.1.0O. KOHTAKTHOTO JIMIIA:
Nmsa

OTuecTBO (TIPH HATUYIHH)



B.223
B.2.3

B.2.3.1
B.23.2
B.2.3.3
B.234
B.2.4

B.2.5

B3
B.3.1
B.3.2

B.4

B.4.1

B4.2

B.5

B.5.1

B.5.2

B.5.3
B.5.3.1
B.5.3.2
B.5.3.3
B.5.3.4
B.54

B.5.5

C.1

C.l1.1
Cl2

C.13

Cl4

damunus

Anpec

Ipocnekt/ynuna, oM
AJIMUHUCTPATUBHBIN LIEHTP, TOPOJT
[TouToBBIif HHAEKC

Crpana

Tenedon

Anpec 3IIeKTPOHHOW MOYTHI (MCIONB3yeTcsl pabouuii
a/ipec JIEKTPOHHON IOUTHI, HE TMYHBIN):

Cratyc crioHCcOpa
Kommepueckast opranusanus
HexomMmepueckast opranuzanust

Ucrounuk  ¢uHaHCHpPOBaHUS  KIWHHUYECKOTO
HCCIIeIOBaHMS: (TIOBTOPSITH TI0 MEpe HEOOXOIMMOCTH)

HaumenoBanue opranuzanuu
Crpana

KoHTakTHOE 1HMIO, YKa3aHHOE CIIOHCOPOM JUIA
MOJIyYCHHUST JOMOJHUTEIBHON wuHpOpManuu 00
uccienoBannu6 B Pecybinke Kasaxcran

HaunmenoBanue OpraHusanuu

JlomxHOCTE (MITH pOJIb) KOHTAKTHOTO JIMIA (HaIpuMep,
"UnpopmannoHHass  ciyx0a  KIMHUYECKHX
HCCIIeZIOBaHUI'")

Anpec

IIpocnekT/ynuna, 1oMm
AJIMUHUCTPATUBHBIN LIEHTP, TOPOJT
[TouToBBI HHIAEKC

Crpana

Tenedon

Azpec 3IIEKTPOHHOW MOYTHI (MCMONB3yeTcsl pabouuii
a/ipec 3JIEKTPOHHOMU ITOUTHI, HE TMYHBIN):

W nentudukaIiys Juia, oAaBIIero 3asBICHHE

OpraHm3anuu, B KOTOPYIO IOJAacTCs 3asBKa Ha
MPOBEJICHUE KIIMHUYECKOTO MCCIEeI0BaTENs (OTMETUTD
COOTBETCTBYIOIIEE)

DKkcnepTHas OpraHu3aius

[enTpanbHast KOMUCCHS 10 OHOITHKE

JlokanbHass KOMUCCHS TI0 OMOITHKE

Cmoncop
OduranbHEI MPEeCTaBUTENb CIOHCOPA

JIuio uaM opraHu3anys, yoJIHOMOYEHHAs! CIIOHCOPOM
JUTS TIOJJau TAHHOTO 3asIBJICHUS

HCCJ’IGHOBaTGJ’IL, OTBETCTBCHHBIN 3a 3a5BKY, €CJIH
MNPUMCHUMO:



C.l4.1

C.14.2

C.143

C.15
C.1.5.1
C.152
C.15.2.1
C.1522
C.15.23
C.153
C.153.1
C.1532
C.1533
C.1534
Cl154

C.1.55

D.1

D.1.1
D.1.1.1
D.1.1.2
D.2

D.2.1

D.2.1.1
D.2.1.1.1

D.2.1.1.2

D.2.1.1.3

HccnenoBarens KoOpaUHATOP (11 MHOTOLIEHTPOBOTO
HCCIICIOBAHMS)

I'maBHBI uccnenoBaTenb (AJ1 MHOTOLIEHTPOBOTO
HCCIICIOBaHUSA)

'maBHbI HccaenoBaTens (A  OJAHOIEHTPOBOI'O
HCCTICTIOBaHMs )

CBeneHus o JIMIIE, MOJAaBIIETO 3asSBJICHUC:
Haspanue opranmsanuu:

®.1.0. KOHTAKTHOTO JIMIIA:

Nms

OTt4ecTBO (IPU HATUYIHIH )
damunus

Anpec

IIpocnekT/ynuna, 1oMm
AJIMUHUCTPATUBHBIN LIEHTP, TOPOJT
ITouToBBIN HHAECKC

Crpana

Tenedon

Azpec 3IIEKTPOHHOW MOYTHI (MCIONB3yeTcsl pabouuii
azipec 3IEKTPOHHON ITOUTHI, He TMYHBIN):
WNudopmanus 00 wuccreayeMoM JIeKapCTBEHHOM
npenaparte (nanee - MJIIT)

Wnentndukarmst NI

Nuadopmanus moBTopsieTcss mo Kaxaomy WIIII,
KOTOpBI OyJeT HCIONb30BaThCS B KIMHUYECKOM
uccaenopanuu. Kaxnomy WIII npucBausaercs
TIOPSAKOBBINA HOMEp, HauYuHag ¢ 1:

Homep WJIIT

WJIIL, xoTopbIii OyaeT ucciuenoBaTbes

WJIII, xoTOpBIi NCTIONB3YyeTCs KaK NMpenapaT CPaBHEHUS

Cratyc WIIT

3apeructpuponan ju WIII:

Ja Hert

Ecam B KJIMHMYECKOM UCCIEIOBaHUU OyaeT
ucnonb3oBatscs B kauectse MJIII 3apeructpupoBanHoe
B Kazaxcrane, mmu crpanax EADC (B cooTBeTCTBUM C
akramn EOK), mmm crpanmax ICH, HO TOprosoe
Ha3BaHWE M JIepKaTellb PETHCTPALMOHHOTO
yIOCTOBEPEHUS] HE YKa3aHbl B IPOTOKOINE, IEPEUTH K
3anojgHeHuro pasnaena D.2.2

Ecmu "a", To yka3aTs:
ToproBoe Ha3BaHUE:

Ha3zsanue AepiKaTeJid PETUCTPALITMOHHOT O
YAOCTOBEPCHUA

Homep perucTpaimoHHOTO yJOCTOBEPEHHUS



Oro wmonudpunupoBanusii MJIII, oTHOCHTENBHO
3aperuCTPUPOBAHHOTO?
Ja Her

D.2.1.14

D.2.1.1.4.1 Ecmu "Ia", moxanyiicta, ykaxure:

locymapcTBo,  BBIAABIIEE  PETHCTPAIMOHHOE
yIOCTOBEPCHHUE

D.2.1.2

SIBnsieTCs U ATO TOCYAApCTBO, 3aMHTEPECOBAHHBIM B
D.2.1.2.1 IaHHOM 3as1BKe?
Jla Hert

Curyanuu, xorma WJIII, xkoropeiii Oynper

HCIIONIB30BAThCSA B KIMHUYECKOM HCCIICOBaHUH,
3apeructpupoBaH B Kasaxcranme, crpanax EADC (B
coorBercTBUU ¢ aktamm EODK), wam ICH Ho
MIPOTOKOJIOM JIOIMYCKAeTCsl MPUMEHEHHE y CyOBEKTOB
uccienoBanus Jir000ro ToproBoro Hasanws MJIII,
KOTOpOE MMEET PErHCTPAIlMOHHOE YIOCTOBEpEHUE B

D.22

OTHUX CTpaHax:

B mportokxone ykazaHo leueHue (cxema JI€UEHUS),
KOTOpOE OINpeJeNseTcss TOJbKO 10 AaKTHBHOM
(apmaneBTHYECKOW CyOCTaHINN?

Ja Her

D.2.2.1.

D.22.1.1 Ecmu "da", To mepefitu k pazgeny D.3.8 umun D.3.9

B npotoxoisie gomyckaroT UCHOJIb30BaHUE JieueHus (
CXEMBI JICYCHHUS) pAa3HBIMU KOMOWHAIHSIMU
3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HCIIONIB3YEMBIX B COOTBETCTBHHM C KIIMHHYECKOU
MIPAKTHKOH MCCIIEJOBATEIbCKAX IEHTpax?

Ja Her

D.2.22

D.2.2.2.1 Ecnu "Jla", To mepeiitu k pazneny D.3.8 unu D.3.9

WJITI, xoTOpBIe SABISAIOTCS OOBEKTAMH KIMHUYIECKOTO
HCCIICIOBAHMSA, OIPENEIIIOTCS KaK IpHHAJIeKAIINEe
OonpeaeneHHO rpynmne
AHATOMO-TEPANEeBTUUECKO-XUMUIECKOU
kinaccudukanmu (ATX-knaccudukanus)?

Ja Hert

D.2.23

Ecnu "a", ykazate kox ATX, cooTBeTCTBYIOUIMH
D.223.1 oo D.3.3 (ypoBeHp 3 wim TOT YPOBEHbB, KOTOPHII
MOJET OBITH OTpe/IeTICH)

D.2.2.4 Apyroe:
Ja Her
D.224.1 Ecmu "1a", KOHKpeTHO yKa3aTh
D.2.3 IIpenocrasnenue nocse NJIII
TTonmnoe nocwe WJITT
D.2.3.1
Ja Her
D232 YupomienHoe nocse NIIII:

Ja Her



D.2.33

D.24

D.24.1

D.25

D.25.1

D3

D3.1
D.3.2
D33

D34

D.3.4.1

D35

D.3.6

D.3.6.1

D.3.6.2

D.3.7

D.3.8

D.3.9

D.3.9.1

D.3.9.2

D393

D.3.94

OO0mas xapaKTepUCTUKA JICKAPCTBCHHOTO Mpemapara (
OXJII):
Ja Her

beimu 15m  paHee paspemieHbl KIMHUYECKUE
HCCJIEIOBAHUs C MCIOoJIb3oBaHWeM maHHoro WJIII,
npoBoauMble CIIOHCOPOM:

Ja Her

Ecm A4, YKQXKHUTE, B KAKUX CTpaHax

bein nu WJIII, npenHa3sHayeHHBI Ui JIEUEHUS 11O
JaHHBIM TIOKa3aHUSM, OIpejAeieH Kak opdaHHBINA
npenapar?

Ja Her

Ecmu ma, ykaxkute o603HaueHne opaHHOTO IpenapaTa
O] HOMEPOM:

Onucanue WJIII

HasBaHue nexapcTBEHHOTO cpelncTBa (Ipy HAJTMIHH )
Kon nexapcTBeHHOr0 cpeacTsa (IpH HATHUYUH)
ATX- xox, ec 0pHUIHATEHO 3apETUCTPUPOBAH

JlexapcTBeHHas ¢opma (HMCMOIB3YyHTE CTaHAAPTHYIO
TEPMHHOJIOTHIO):

[IpenHasHaueHa M JieKapcTBeHHass Qopma Ut
reanaTpun?
Ja Her

MakcumanbHas AIUTEIbHOCTh JICUCHUS Cy6’beKTa
HCCIICA0OBaHUsA COOTBCTCTBCHHO OpOTOKOIY
KIIMHUYCCKOI'O UCCIICAOBAaHUA:

Jo3Bl, KOTOpBIE OMNpene]eHbl MPOTOKOJIOM
KITMHUYECKOTO UCCIIeI0OBaHUS:

[epBas 103a [UIs NEPBBIX KIUMHUYIECKUX UCCIICIOBAHUN
(yka3aTh: CyTOYHAs 11032 WIM OOIIas 103a; CIUHHIIBI
W3MEPEHHUs M TIyTh BBEICHHUS):

MaxkcumalnbHasi JOnycTUMast 1o3a (yKas3aTh: CyTOYHAs
J103a WM 00mast 103a; IUHUIBI U3MEPECHHUS U MYTh
BBEJICHHUS):

IIyte BBemeHHS (HCIOJB30BaTh CTaHAAPTHYIO
TEPMHHOJIOTHIO):

Ha3Banme KaxxJoi axTUBHOHN (apMareBTHICCKON
cybocranmmu (MHH wmm npenmoxxennoe MHH, mpu
HAJTMYHUH)

Hdpyrue Ha3BaHHUA Kax a0 AKTUBHOMU
(apmaneBTHUecKoi cyOcTaHIMHU (IIPEIOCTABUTH BCE
JOCTYITHBIC HA3BaHUA):

Howmep B peructpe CAS
Kox(sr), mprcBOEHHEBIE CITOHCOPOM

HApyrue onucaTeidbHble Ha3BaHUA: YKa3aThb BCE
U3BECTHHIE

EV CODE (EudraVigilance code) ecii mpuMeHUMO



D.3.95

D.3.9.6

D.3.10

D.3.10.1

D.3.10.2

D.3.10.3

D.3.11

D.3.11.1

D.3.11.2

D.3.11.3

D.3.11.3.1

D.3.11.3.2

D.3.11.3.3

D.3.11.3.4

D.3.11.3.5

D.3.11.3.5.1

Omnupudeckas (MonekyisipHas) Gpopmysia

Onucanne (U3HKO-XUMHYECKHX, OMOJIOTHIECKUX
CBOWCTB aKTHBHO# (papMaIeBTHUCCKOW CYOCTaHI[HH
Jo3upoBka (yka3arb BCE HCIOJB3YyEMBIC JO3UPOBKH:
MO3UpPOBKAa B EIWHHUIIAX MAacChl (T, MT, MI/KT),
OHMOIOTHYECKUX SOUHALIAX, B CIMHHUIIAX KOHIICHTPALINH )
Enunauna koHeHTpanuu (mporeHrax, mMr/mia) Ha |
€/IMHHUILY JIEKapCTBEHHOH (opMBbI)

Bun xoHIeHTpanmu (MMOAYEPKHYTh COOTBETCTBYIOIIEE:

"TouHoe xoanuecTBo'", "muanazon", "0onee yeM" miam "
He 6onee yem")

Konnenrparust (Koau4ecTBo)

Tun WIIIT
WIIIT comepXuT axkTUBHYIO (apMaIeBTUUIECKYIO
CyOCTaHIHIO:

XHUMHUYECKOTO MPOUCXOKICHUSI:
Ha Her

Buonornueckoro/0MOTEXHOIOTHYECKOTO
HpOI/ICXO)K}IeHI/IH

(3@ HWCKJIIOUYEHHEM  BBICOKOTEXHOJOTHYHBIX
JICKaApCTBEHHBIX IPEnapaToB):

Jla Hert

JlaHHBII TeKapCTBEHHBIN NIpenapaT SIBIAETC:

WJIIT nepenoBoii Tepanuu (uccuexyemsrii JIIIIT)?
Ja Hert

JlexapcTBeHHBIN  mpemapaTr  JAid  Tepanuu
COMAaTHYECKUMHU KIEeTKaMu?

Ha Her

Ecnu "na", HeoO6xoauMo 3anonHuTh paszaen D.4

I'eHOTepameBTHYECKUI JIEKapCTBEHHBIH Tpenapatr (
I'TJIT)?

Ja Her

Ecmu "na", HeobxoanmMo 3amoHuTh pasgen D.S

[Ipenapat TkaHeBOI UHXKEHEPUU?
Ja Her
Ecnu "na", Heo6X0oauMo 3ammoaHUTh pazaen D.6

KomoOunaupoBanusiii uccnenyemsrid JIIIT (T.e. omuH,
BKJTIOYAOIIAN MEAWIIMHCKOE U3enue)?
Ja Her

Ecmu "na", HeoOxoauMo 3armorHuTh pasaen D.7
Hmeercss nu yTBEepXKACHHAs KiaccHHKAIMS 3TOrO
npoaykT B PK?

Ja Hert

Ecmu "J]a", moxanyiicta, YKaKHUTE 3Ty KIaCCUPUKAIHIO
1 €€ PeTUCTPALMOHHBIA HOMEp:



D3.114

D.3.11.5

D.3.11.6

D3.11.7

D3.11.8

D.3.11.9

D.3.11.10

D.3.11.10.1

D.3.11.10.2

D.3.11.11

D3.11.12.

D.3.11.13.

D.3.11.13.1
D.3.12

D.3.13

D.3.13.1

D.4

D.4.1.

D.4.1.1

DA4.1.2

KoMmOuHMpOBaHHBIN Npenapar, KOTOPhI BKJIIOYAET B
ce0s MEIMLIMHCKOE H3JeiIue, HO He SBISETCS
nepesoBoil Tepanueit?

Ha Her

PagmodapmarieBTHUECKII JTE€KapCTBEHHBIN TIpenapar:
Ja Her

NMMyHOOMOIOTHYECKHM — TIpemapar  (Hampumep,
BAaKIIMHA, aJUIEPTeH, IMMYHHAS CBIBOPOTKA):
Ja Her

IIpenapart KpoBU WM NOJTYUYEHHBIN U3 IIa3Mbl KPOBH:
Ja Her

OKCTpakT (MPOAYKTHI, DKCTPArupoOBaHHbIC W3 TKaHEH
OPr'aHOB YEIIOBEKA HJIH KUBOTHBIX):
Ja Hert

PexoMOWHAHTHBII JIeKapCTBEHHBIN TTpenapart?
Ja Her

JlekapcTBeHHBII npenapar, coaepx auuil TeHeTHYECKU
MOTU(PHUIIPOBAHHBIC OPTaHU3MBI?
Ja Hert

Bruto 1w  mpemocTaBIeHO pa3pelieHUE Ha
OTpaHUYECHHOE MCIIOJIF30BAHHE MITH BBHITYCK?
Ja Her

Haxonutcst 1 Ha paccMOTpeHuu?
Ja Hert

JlexapcTBeHHBI  mpemapaT  pPacTUTEIbHOTO
TIPOUCXOKACHUS:
Ja Her

T'omeonaruyeckuii nmpenapar:
Ja Hert

Jpyroii THI JeKapCTBCHHOTO Mperapara;
Ja Her

Ecmu "a", To yka3aTs:
Mexanusm neiictus (B cBOOOAHOI hopme)

WJIIT Gyxet BriepBBIE UCHOTB30BATHCS B KIMHIYCCKOM
WCCIICOBAHNH C YIacTHEM YeJloBeKa?
Ja Her

Ecnu "Jla", To BbIsBICHBI M (aKTOPBl pUCKA JUIS
CyOBEKTOB HCCIEIOBAHUSA?
Ja Her

W pns Tepamuu COMATHYECKHUMH KIETKaMHU (He
TEeHETUIECKH MOIH(PHUIINPOBAHHEIE)

Hponcxomaeﬂne KJICTOK

AyTONOTUYHBIN:
Ja Her

ANIOreHHBIIH:
Ja Hert



D.4.13

D.4.1.3.1
D.4.2

D.4.2.1

D422

D.4.2.2.1

D423

D.4.23.1
D5

D.s.1

D.5.2

D53

D54

D.5.4.1

D.54.1.1

D.5.4.1.2

D.5.4.2

D.5.4.2.1

D.5.43

D.5.43.1

D.5.5

D.5.51

D.5.5.2

D.5.53

KcenoreHusri:
Ja Her

Ecnu na, ykakute BUA IPOUCXOKACHHUS:
Tun xnerok

CTBOIIOBBIC KIICTKH:
Ja Her

HuddepeHunpoBaHHble KISTKHU:
Ja Hert

Ecnu na, ykaxurte THN (Hanpumep, KepaTHHOIMTHI,
(hubpoOIaCTHI, XOHAPOILIUTEL,..):

Hpyrue:
Ja Hert

Ecnu npyrue, ykaxure:
I'enorepanestuueckuii MJIIT

I'en(p1), mpencraBIsIOMNi HHTEPEC:
Ja Her
I'ennas Tepanus In vivo:

Ja Her

I'ennas tepanus Ex vivo:
Ja Hert

Tun NEPEHOCUMKA I'CHOB

HyxnenHoBas kucnota (HarpuMep, IIa3Muaa):
Ja Her

Ecnu na, ykaxkute Tvi:

"romas" JJHK:

Jla Hert

B xomrutekce ¢ HocuTenem:

Ha Her

BupycHslii nepeHoCUHK:
Ja Her

Ecnu na, ykaxxute tun (aeHOBUPYC, peTpoBUpyC, AAV
y o)

Hpyrue:

Ja Her

Ecnu npyrue, ykaxure:

lenernueckn MoOAU(DUIMPOBAHHBIE COMAaTHYCCKUE
KIICTKH:
Ja Her

Ecm Ja, YKaKHUTE IMTPOUCXOKIACHUE KICTOK!:

AyTOJIOTUYHBIH:
Ja Hert
ANIIOreHHBIN:

Ha Her

KceHnoreHusrit:
Ja Her



D.5.5.3.1

D.5.54

D.6

D.6.1

D.6.1.1

D.6.1.2

D.6.1.3

D.6.1.3.1
D.6.2

D.6.2.1

D.6.2.2

D.6.2.2.1

D.6.2.3

D.6.2.3.1

D.7

D.7.1
D.7.2

D.7.3

D.7.4

D.7.4.1

D.74.1.1

D.7.4.1.1.1

D.7.4.2

D.7.43

Ecmu Ja, YKaXKUTC BUJ IPOUCXOKIACHUA:

VKaKUTe THI KIETOK (F€MONO3THYECKHE CTBOJOBBIE
KJIETKH U JIp.):

[Ipenapar TkaHEeBOI UHXKEHEPUU

Wupukatop, Mo KOTOpOMY OIpenenseTcs, 4To 3TO
npenapar TKAaHEBOW WHIXKEHEPUHU, B OTIHYUE OT
Ipenapara KJISTOYHOH TepamnuH, IPUBEACHO B pasJerne
E.1.1.

Hponcxomaeﬂne KJIICTOK

AyTONOTUYHBIN:
Ja Her

ANIOreHHBIIH:
Ja Hert

KcenoreHusri:
Ha Her

Ecmu na, ykaxure BUI IPOUCXOKICHIS:
Tun kneTox

CTBOJIOBBIE KIETKH:
Ja Her

JuddepeHunpoBaHHble KIETKHU:
Ja Hert

Ecnu na, ykaxunTte THN (Hanmpumep, KepaTHHOLMTHI,
(hubpoOIACTHI, XOHAPOIIUTEL,..):

Hpyrue:
Ja Hert

Ecnu npyrue, ykaxure:

[Ipenapar, koTopblii Bkmodaer B cebs m3zenne (
HanpuMep, MCANIUHCKUC U30CJIHA, KapKacCbl U T.II.)

JaiiTe kpaTKoe onucaHue U3ENns:
Kaxk HaszwsIBacTcs n3aenme:

SIBisieTcs T U3MeNue NMILIAHTUPYESMBIM:
Ja Her

Conep>XuT 1 JaHHBIHA Mpernapar:
Menununckoe u3nenue:
Ja Hert

NwMeeT 1 qaHHOE MEAUIIMHCKOE M3ACTHE CEPTUPUKAT
CE:

Ja Her

Ecnu na, ymonHOMOYEHHBIM OpraH, BbIJAaBIINH
cepTu(UKaT:

Bbuomarepuansr:

Ja Her

HckyccTBeHHBIE BHEKJIETOUHBIE MATPUKCHI (KapKacChl,
scaffolds):

Ja Hert



D.7.4.4

D.7.4.5

D.7.4.5.1

D.8

D.8.1

D.8.2
D.8.3
D.8.4

D.8.5

D.8.5.1

D.8.5.2

D.8.5.2.1

D.9

D.9.1

Martpurist:
Ja Her

Hpyroe:
Ja Her

Ecnu unoe, ykaxure:

WNubopmarus o mrane6o (eciau Ucmoib3yeTcst Oolee
OJTHOTO - yKa3aTh HH(OPMAIHIO IS KaXKI0TO)

Hcnonw3yercs s mianedo:
Ja Hert

Howmep mnane6o
JlekapcTBeHHAs (hopma:
ITyTs BBeAEHUS:

Howmep WJIII, st KOTOPOTo IpUMEHSIETCS 3TO TUIare0o
(yxaxwure HOMep MJIIT u3 paznena D1.1)

CocraB, He yYHUTBIBAsI aKTUBHOH (BIX) cyOcTaHIMM(iA):

Wnentnunsiii B octansHoM UJIIT:
Ja Hert

Ecmu HCET, YKaXXHUTC OCHOBHBIC UHI'PCAUCHTDI:

Wudopmarnmst 0 mpon3BOACTBEHHOM(BIX) ydacTKe(ax),
OTBETCTBEHHOM 3a Bblmyck MJIIT

Otor pasgen kacaercs rotoBeix WIIII, To ecth
JIEKapCTBEHHBIX MPEnapaToB, PaHIOMU3UPOBAHHBIX,
YInaKOBaHHBIX, MAapKHUPOBaHHBIX n
CEepTH(QUIIMPOBAHHBIX JJIs  HMCIOJB30BaHHS B
KJIMHAYECKOM HccienoBanuu. Ilpum  Hamuunm
HECKOJIbKMX ITPOM3BOJCTBCHHBIX YYaCTKOB WIIH
Heckosbkux MIIII, ucnonb3ydTe OONOJHUTEIbHBIE
cTpaHuLBbl U yKaxuTe s kaxzgoro WJIII Homep,
IpUBEICHHBIN B pasnene u3 pasgena D.1.1 wim D.8.2(
JUIsL TIane00) W yKaKHWTe, KaKoW JIeKapCTBEHHBIN
mpemapar  BBIIIYCKaeTCs Ha  KaXJOM U3
TIPOM3BO/ICTBEHHBIX YIACTKOB.

He 3zamonnstitre pazaen D.9.2 mst NI, koTopslit:
HNmMeeTr perucrpannoHHOE yAOCTOBEpPEHHE B
Pecny6nuke Kazaxcran u

ITocTaBmsiercs ¢ peraka Pecny6iuku Kazaxcran u
Wcmonp3yercs B KIMHUYECKOM HCCIEAOBAHHU O3
MoauduKanuil (HampuMep, He WHKAICYJIUPOBaH JUIs
MacKMpOBKM) UM YIakoBKa ¥ MapKHpPOBKa
MpeAHa3HAYCHBl TOJIBKO IS PETrHOHAIBHOTO
npuMeHeHus B coorsercTBun ¢ GCP

He 3anonnsiite pazgen D.9.2 g U, xoTopslid:
Ecnu Bce 3TH yClOBUSL BBINIOJHEHBI, OTMETHTE M
repeurcauTe HoMepa kaxmoro WL, Bxirodas muarebo
, 3 pasmenoB D.1.1 m D.8.2, K KOTOpPHIM 3TO
MPUMEHUMO: (..);

KTo HeceT OTBETCTBEHHOCTH 3a CepPTU(HUKAIUIO
rorosoro MJIII?



D.9.2

D.9.2.1.1
D.9.2.1.2
D922
D9.23
D.9.2.3.1
D9.23.2
D.9.233
D.9.2.3.4
D924

D9.24.1

E.l

E.1.1

E.1.1.1
E.1.1.2

E.1.4.

E.2
E.2.1

IIpou3BOACTBEHHBI Y4YacTOK, OTBEYANOUIUMN 3a
ceprudukarmro NI ans Homepa (ykaxure Homep(a)
kaxkgoro WJIII, Brirrouas mane6o, u3 paszgenos D.1.1 u
D.8.2):

IIpousBonurens

Hmnoptep

Hazpanue opranuzanuu

Anpec:

[Ipocnext/ynuua, 1oM

AJIMUHUCTPATUBHBIN LIEHTP, TOPOT
ITouToBBIN HHAEKC

Crpana

VYkaxute HOMep JUICH3UHN Ha IIPOU3BOACTBO:

B ciiy4ae oTCYTCTBHSI TUIICH3UN YKAXHUTE TPUUNHBI:
Ecnu mpoaykT He nMmeeT cepTh(HKaTa COOTBETCTBHS,
HO MOCTaBJISIETCs] HepacdacoBaHHBIH (0ATK-TIPOIYKT), a
YIOAaKOBKa ¥ MapKHUPOBKA JUIsI PETHOHAIBHOTO
NPUMEHEHHUs BBINONHAIOTCA B cooTBeTcTBUU ¢ GCP,
3aTeM MepeianTe K APYroMy MpPOHU3BOJCTBEHHOMY
y4acTKy, TJA€ TMPOAYKT OBLT OKOHYATEIHHO
cepTH(UIIMPOBAH AJISI UCTIOJIb30BAHUS B KIMHHYECKOM
uccienoBaHuu B pasaen D9.2 e,

Oo6mas napopmanus 00 FCCIeTIOBAaHUU

B nanHoM pasnene mpepocraBieHa MH(OpMAIUs O
nensx, o0beMe W Jau3aiiHe wuccienoBaHus. Ecnn
MIPOTOKOJI BKIIFOYAET JOIOJIHHUTEIBHOE HCCIeI0BaHue (a
sub-study) B MyJBTHIICHTPOBOM HCCIIEJOBaHUH,
HeoOXxonuMo 3amnoyiHuTh pasgen E.2.3 ¢ ykasaHuem
MHQOPMALUKU O JOIMOJHUTEIHLHOM HCCIIEIOBAHHH.
YroObl  OmpenenuTh 3TO, OTMEThTE IOJe
JIOTIOJTHUTENBHOTO HcciefoBanus B Bompoce "llemnsb
nccienoBaHus" HIKE.

HccrenyeMoe TATONOTMYECKOE COCTOSIHHE WA
3a00J1eBaHKE

VKaXuTe MEIULHUHCKOE COCTOSIHHE, MNOJJIeKallee
HCCIIEIOBAHUIO (B IPOU3BOJIBHOI popme):

CocrosiHME 3710pOBbS
Tepanesrudeckast 001acTh

Kon corimacHo MexayHapoaHO#W KiaacCH(pUKAUU
6onesneii (MKb-10):

Bepcus MedDRA, ypoBeHb, TEPMHH W KOJ| COTJIACHO
KJIacCU(UKAIIH

SBnsgercs mu Kakoe-TMOO W3 M3Y4YaeMBIX COCTOSHUHN
penkuM 3aboIeBaHuEM?
Ha Her

Ilenn nccnenoBanus

OcHOBHas LIENb



E22

E23

E23.1

E3
E.4
E.5

E.5.1

E.5.1.1

E.5.2

E.5.2.1

E.6

E.6.1

E.6.2

E.6.3

E.6.4

E.6.5

E.6.6

E.6.7

E.6.8

E.6.9

E.6.10

E.6.11

E.6.12

E.6.13

E.6.13.1

I[OHOJ'IHI/ITCJ'II)HBIG OciIn

SIBnsieTCS M 3TO NOTIOTHUTENLHBIM HCCIIeIOBaHUEM (a
sub-study)?
Ja Hert

Ecnu "na", ykakuTe moJiHOE Ha3BaHUE, ATy U BEPCHUIO
KaXXJO0r0  JONMOJHUTEIBHOTO UCCIENOBaHUSI H
CBSI3aHHBIC C HUMH LICITH:

Kpurepun BritoueHus (yka3aTbh Haubosee BaKHBIE)
Kpurepun HeBruntouenus (ykaszaTb HanOoJiee BaXkKHBIE)
Koneunas (s1e) Touka (u):

[lepBuunas (vie) koHeuHas (bIe) TOYKA (M) (IOBTOPHUTH
TIpH HEOOXOAUMOCTH)

BpemeHnHbIe TOUKH OLIEHKH KOHEYHOM TOYKU

Bropuunas (ki) koHeuHas (ble) Touka (1) (IOBTOPHUTH
TIpH HEOOXOIUMOCTH)

BpemeHHbIe TOUKH OLIEHKH KOHEYHOM TOUYKU

I[I/IaHa30H HCCICA0BaHUA — OTMETHTEC BCC HCO6XOI[I/IMOG
ITYHKTBI

JwnarnocTtuka:
Ja Hert

[Ipodunaxruka:
Ha Her

Tepanus:
Ja Her

be3omacHOCTS:
Ja Hert

3¢ heKTHBHOCTD:
Ja Her

®apMaKOKHHETHKA:
Ja Her

dapmakoMHAMUKA
Ja Her

BroskxBHUBaIEeHTHOCTH
Ja Her

3aBuCHUMOCTB 3 HEKTa OT O3B
Ja Hert

®dapMaKkoreHeTHKa
Ha Her

®apMaKOreHOMHUKa:
Ja Her

DapMaKOIKOHOMMUKA!
Ja Hert

Hpyroe:
Ja Her

Ecnu onpenenen myHkT "Jpyroe", yTOYHUTH



E.7

E.7.1

E.7.1.1

E.7.1.2

E.7.1.3

E7.1.3.1

E.7.2

E.7.3

E.7.4

E.8

E.8.1

E8.1.1

E.8.1.2

E.8.1.3

E8.14

E.8.1.5

E.8.1.6

E.8.1.7

E.8.1.7.1

E.8.2

E.8.2.1

E.8.2.2

E.8.2.3

Tun (¢a3za) nccnenoBanus

DapMaKoJIOTHYECKOE WCCIEeNOBAaHHE C ydacTHEM
yenoBeka (haza I):

Ja Hert

SBnstercs mu uccineqoBaHue:

[lepBbIM BBEICHHEM IpenapaTa YeJIOBEKY:
Ja Her

I/ICCHCﬂOBaHI/IC OMO3KBHBAJICHTHOCTH:

Ja Her

Hpyroe:
Ja Hert

Ecnu "[ipyroe", ykaxkuTe kakoe

ITouckoBoe TepaneBTHyecKkoe rccienoanue (haza II):
Ja Her

[onTBepkaaroiee TeparneBTHUECKOE HCCIeI0BaHHE (
¢asza III)
Ja Her

Wzydenue TepaneBTiueckoro npuMeHenus (paza [V)
Ja Her

Jln3aifH uccnenoBaHus

KonTpomupyemoe:
Ja Her
Ecnu "ga", yTrouHUTS:

PannomusupoBanHoe:
Ja Hert

OTkpsITOE:
Ja Hert

IIpocTtoe cnemoe:
Ja Her

JBoliHoe cinenoe
Ja Hert

C nmapaiensHbIMU TPYIITIAMA
Ja Her

IlepekpecTHoe:
Ja Her

Hpyroe:
Ja Hert

Ecmu "[a", yTo4HUTS:

Ecnu xoHTpOIHpyeMoe, yKaKuTe Mpenapar CpaBHEHUS

Hpyroe(ue) nekapcTBeHHOS(BIC) Ipemapar (bl) :
Ha Her

IIname6o:
Ja Hert

Hpyroe:
Ja Hert



E.8.2.3.1

E.824

E.8.3

E.8.4

E.8.4.1

E.8.5

E.8.5.1

E.8.6

E.8.7

E 8.8

E 8.8.1

E 8.9

E.8.9.1
E.8.9.2
E.8.10
E.8.10.1
E.8.10.2

F.1

F.1.1

F.1.1.1

F.1.12

Ecnu "Ipyroe", yTo4HUTS:

KonudecTBo rpynm JedeHHs] B KIMHHYECKOM
HCCITCIOBAHUH:

OpnHoreHTpoBOE (cM. Takxke pasaen G):

Ja Her

MHororeHTpoBoe (cM. Takxke paznern G)

Ja Her

OxunaeMoe KOJMYECTBO KIMHMYECKHUX ILIEHTPOB B
JpYTUX CTpaHax:

MexnayHapoqHOE MHOTOILEHTPOBOE KIMHHYIECKOE
HCCIIeIOBaHUE:
Ja Her

Koanuecto CTpaH Y4YacCTBYIOIIHUX B KIMHHYCCKOM
HUCCICOA0BAaHUN

B kiImHHYeckoe WCcIenOBaHME  BOBJICUCHA
CTpaHa-MPOU3BOUTEIN?
Ja Hert

B kuuHuueckoe HccieNOBaHHE  BOBJEUEHA
CTpaHa-JepKaTeNb PETUCTPALIMOHHOTO YIOCTOBEPEHUS?
Ja Her

Hupopmariust 00 y4acTHH HE3aBHCHMOTO KOMHTETA I10
MOHHUTOPUHTY JaHHBIX MOHUTOPE:
Jla Hert

OmnpeneneHre MOMEHTA 3aBEPUICHUs] UCCIEJOBAHUS U
000CHOBaHME, B CITydae, €CIIM 3TO HE MOCIEAHNI BU3HUT
MOCIEAHET0 CyOBeKTa WCCIEAOBaHUA, KOTOPBII
IPUHUMAET Y4acTHe B UCCIIEJOBaHUU

[lepBruHast OIIEHKA JITUTCITHLHOCTH UCCIICTOBAHUS (TOIBI
, MECSIIBI ¥ JTHH):

B PecniyOnnke Kazaxcran

Bo Bcex crpaHax, rie IpOBOAUTCS UCCIIEIOBAaHUEM
[Ipemmaraemas nata Havyaiga Habopa

B Pecniy6nnke Kazaxcran

B npyrux cTpaHax, rae IpOBOJUTCS UCCIIEIOBAHIEM
Kareropuu cyObeKTOB HCCIeI0BaHUS

Bo3spactHoit ntuanazon

Mmnanme 18 ner

Ja Hert

Ecmm "ma", ykaxuTe mpeamnonaraeMoe KOJIUYECTBO
CyOBEeKTOB, 3aIUIAHUPOBAHHOE B KaXKIOM BO3PacTHOM
Jana3oHe ISl BCero UCCIIeJOBaHMS:
BryTpuyTpoOHBIii:

Ja Her

[Tpnbnm3uTeNIFHOE KOJIMYECTBO MAlNEHTOB

HenoHnomennsle MiageHObl (0 TeCTAMOHHOTO
Bo3pacTa < 37 Henenp):



F.1.1.3

F.1.14

F.1.1.5

F.1.1.6

F.2

F.2.1

F.22

F.3

F3.1

F3.2

F3.3

F3.3.1

F.3.3.2

Ha Her
[Ipubnu3uTeNbHOE KOJINIESCTBO MAICHTOB

Hosopoxnennsie (0-27 nHeit )KU3HM)
Ja Her
[Ipubnm3uTenbHOE KOMUYECTBO MAIICHTOB

MunaneHubl 1 Majbiu (28 gHei ku3Hu — 24 Mec):
Ja Hert

[Tpubnu3uTenbHOE KOTMYECTBO MAIIMEHTOB

Hern (2 roma — 11 ner 11 mecsiueB 29 nneit):

Ja Her

[Ipubnu3uTeNbHOE KOJIUYESCTBO MAIICHTOB

Honmpoctku (12-17 ner 11 mec 29 gHeil):
Ja Her
[Ipubnm3uTenbHOE KOIWIECTBO MAIICHTOB

Bspocasie (18-65 ner):
Ja Hert
[Ipubnu3uTenbHOE KOMUIECTBO MAIlIEHTOB

IMoxwuoro Bo3pacra (>= 65 yert):

Ja Her

[Ipubnu3uTeNbHOE KOJIUIESCTBO MAI[ICHTOB
Tlon

Kenckuii:

Ja Hert

ITpubnu3uTensHOE KOTMYECTBO MAIIUEHTOB
My>KCKOH:

Ja Her

[pubnu3uTeNEHOE KOJIUIESCTBO MAIICHTOB
['pymier cyOBEKTOB HCCIeIOBAHHUS

310poBbIE TOOPOBOJIBIIBL:

Ja Hert

[IpubnusutenbHOE KOTMYECTBO MAIUEHTOB
TTamueHTEI:

Ha Her

[pubnu3uTeNEHOE KOJINIESCTBO MAICHTOB

Y s3BUMBIE TPYIITBI CYOBEKTOB HCCIICIOBAHUS:
Ja Her

[Ipubnm3uTenbHOE KONMUIECTBO MAIICHTOB
JKeHuHbI 1EeTOPOHOTO BO3paAcTa, HE UCIIONb3YIOIIHNE
KOHTPALICTIIHUIO:

Ja Her

[Tpubnu3uTenbHOE KOJIUYECTBO MAITUEHTOB
JKeHIMHBI OETOPOAHOTO BO3pAacTa, HCIOIB3YIOIIHE
KOHTPAIICTIIHIO:

Ja Her

[Ipubnm3uTenbHOE KOIWIECTBO MAIICHTOB

bepemeHnHbI€ KEHIUHBIL:



F333

F334

F.3.35

F.3.3.6

F.3.3.6.1

F.3.3.7

F3.3.7.1

F4

F4.1
F.4.2
F4.2.1
F422

F.5

G.1.1

G.1.1.1
G.1.1.2
G.1.13
G.1.1.3.1
.1.1.3.2
.1.1.4
.1.1.4.1
.1.1.4.2
.1.1.4.3
.1.1.4.4
.1.1.4.5
.1.1.4.6
115

oEEoREsREsREaRESREORESRES!

Ha Her
[Ipubnu3uTeNbHOE KOJINIESCTBO MAICHTOB

Kopmsmue matepu:
Ja Her
[Tpnbnm3uTeNIFHOE KOJIMYECTBO MAIEHTOB

Cy6T>eKTI)I HCCIICAOBAHNA B KPUTUUCCKOM COCTOAHUM:
Ja Hert

HpI/I6HI/IBI/IT€HLHOC KOJINMYCCTBO ITaTUCHTOB

Heneecriocobuslie cyObekThl nccnenoBanust/ CyObeKThl,
HECHOCOOHBIE IaTh COTJIACHE JINYHO

Ha Her

[pubnu3uTEnbHOE KOJUYECTBO MALUCHTOB

Ecmu "ga", To yTOYHHTE:

Apyrue
Ja Hert

[TpubIM3UTEIEHOE KOJUYECTBO NAIIMCHTOB
Ecnu "ga", TO yTOUHUTH:

[TnanupyemMoe KOJIMYECTBO CyOBEKTOB ISl BKIIOYCHHUS
B HCCJIEIOBaHHUE:!

B Pecniy6immke Kazaxcran

JI71st MeXKIyHapOTHOTO UCCIeIOBAHUS (UCIIBITAHUSA):
B Pecniy6immke Kazaxcran

Bcero B KIIMHUYECKOM HCCIIEOBAaHIH

BaHHaHI/IPOBaHHOC JICUCHHUEC WIIHN Ha6J'IIOIL€HI/IC 3a
Cy6”b€KTaMI/I HCCIEAOBaHMA, KOTOPLIC 3aBCPIININ
y4JacTtu€ B HCCICOOBAaHUA (eCJII/I OHO OTIHYacTCA OT
TPEeaAroIara€Moro CTaHAapTHOIO JICYEHUA TPU JaHHOM
IMaTOJIOT'HYCCKOM COCTOHHI/II/I)Z

HUccnenoBatens (-11) u knuHI4YecKas (-ue) 6asza (-b1)

Hccnenosarens-koopaAnHATOp (11 MHOTOLIEHTPOBOTO
UCCJEeIOBaHMs) M TJIaBHBIA HccienoBaTenb (Ams
OJIHOLICHTPOBOT'O UCCIIEIOBAHHSA)

®.1.0. (moIHOCTHIO)

JIOMKHOCTH

Ksamudpukarms

CrenuaibHOCTh

VYyeHHas cTeneHb

CiyxeOHBIN anpec

Hassanue kauHuyeckoii 6asbl
JemapraMeHT/OTACICHNE KIIMHUIECKOH 0a3hl
Anpec: MpOCHeKT/yinia, 10M
AJIMUHUCTPATUBHBIN LIEHTP, TOPOJT
ITouToBBII HHACKC

Crpana

Tenedon



G.1.1.6

1.2.1
1.2.2
1.23
1.2.3.1
1.23.2
1.2.4
1.24.1
1.2.4.2
1.2.4.3
1.24.4
1.2.4.5
1.2.4.6
1.2.5
1.2.6

2.1
2.2
23
2.3.1
232
2.4
24.1
242
243
2.4.4
245
24.6
2.5
2.6

a0 oooooooooonnnnnononooosonosoo
V)

G3

G.3.1
G3.2
G.33

Anpec 27eKTPOHHON MOYTHI:

['maBHBIE wWcchemoBaTend (471 MHOTOLIEHTPOBOTO
WCCIICIOBAHUS; TPU HEOOXOJMMOCTH BO3MOXKEH
HEOJIHOKPATHBIN BBOJ)

®.1.0.

JIomKHOCTH

Ksamuduxarms

CrienmnanbHOCTh

Y4eHHas CTENCHb

CiyxeOHBIN anpec

Ha3paHue KIMHUYECKOM 0a3bl
JemapraMeHT/OTACICHNE KIIMHUYECKOH 0a3hl
Anpec: MpOCHeKT/yinia, 10M
AJIMUHUCTPATUBHBIN LIEHTP, TOPOJT
ITouToBBIN HHAEKC

Crpana

Tenedon

Anpec 37eKTPOHHON MOYTHI:
Co-nccrenoBatens (MHOTOKPATHEIH BBOA WH(POPMAIINH)
®.1.0.

JomkHOoCTD

Kranudukarms

CreunanbHOCTD

YyeHHas creneHb

Ciy>xeOHBIH anpec

Hazpanmne ximmHIYECKOM 62361
JlemapraMeHT/OT/ACICHNE KIMHUYECKOM 0a3bl
Anpec: poCHeKT/ynIa, 10M
AIMUHHCTPATHUBHBII LIEHTP, TOPOT
ITouToBbIil HHAEKC

Crpana

Tenedon

Anpec 3J1eKTpOHHON TOYTHI:

LenTpanu3oBaHHble TEXHUYECKHE IOMEIICHHUS,

KOTOpBIE OyIyT HCHOIB30BATHCS ISl IPOBEICHUS
KIMHAYECKOro HCClefoBaHus (1abopaTopus WK
Ipyrue TEXHWYEeCKHe IIOMEINeHHs), B KOTOPBIX
LEHTPAJIN30BAaHHO Oy YT N3MEPATHCS HIIN OLIEHUBATHCS
OCHOBHBIE KpPUTEPHHM OIEHKH (€Clii HECKOJIbKO
opraHu3zanui, To HEOOXOAMMO IMOBTOPHO 3arOJHHUTH
(dbopMy 11 BceX OpraHn3ariiii)

HanmeHoBanue opranuzauuu
JenaprameHnt

®.1.0. KOHTAKTHOTO JINIA:



G.3.3.1
G.3.3.2
G333
G34

G.34.1
G.3.4.2
G343
G344
G35

G3.6

G.3.7

G4
G4.1
G4.2
G4.2.1
G4.2.2
G4.23
G43
G43.1
G.4.3.2
G433
G434
G44
G4.5
G4.6

G.S5

G.S5.1

G.S5.1.1
G.5.1.2
G513
G.5.1.3.1
G.5.1.3.2
G.5.1.33

Nms

OTuecTBO (TIPH HATHYWH)
dammnus

Anpec:

[Ipocnekt/ynuna, 10M
AJIMUHUCTPATUBHBIN LIEHTP, TOPOJT
ITouToBBIi HHACKC

Crpana

Tenedomn:

®Daxc: Anpec 3JeKTPOHHON MOYTHI:

OO0s3aTenbCcTBA, KOTOpPBIE  BBITIONHSIOTCS IO
cyonoapsny

Acconuanuy, y4acTBYIOIINE B UCCIIEI0OBAaHUI
HanmeHoBanue opranuszauuu

@®.1.0. KOHTaKTHOTO JTUIA

Nms

OTuecTBO (IPH HATUYIHNH)

damunus

Anpec

IIpocnekt/ynuna, qom
AIIMUHHCTpPATHBHBII LIEHTP, TOPOJ
ITouToBbIi HHACKC

Crpana

Tenedon

AJlpec 31EKTPOHHOM MOYTHI

JelicTBUS, BBINOJHAEMbIEC aCCOLMALIUEH:

Opranu3anuy, KOTOPBIM CIIOHCOP NEIETHPOBAT CBOU
00513aHHOCTH M (PYHKIIMHU, CBSI3aHHBIC C MPOBEACHUEM
KJIMHUYECKOTO HCCleoBaHus (eciu OpraHu3anui
HECKOJIbKO, (hopMa 3aroTHIETCS JJIs BCEX)

JdenervpoBan I CHOHCOpP HJIM €ro OQUIMaIbHBINA
MIPEACTaBUTEIb KaKue-HUOYb OCHOBHBIE MIIM BCE CBOU
00s13aHHOCTH W ()YHKIINH, CBS3aHHBIE C MIPOBEICHUEM
HCCIEN0BAaHUsA, APYroll OpraHu3aluyd WIM TPETheH
CTOpOHE:

Ja Hert

IIpy HE0OXOAMMOCTH TMOBTOPHUTE AN HECKOJIBKHX
OpraHu3aluii:

HaumenoBanue opranu3aimm
JlemapraMeHT, OTAeN/0TACICHHIE
®.1.0. KOHTAKTHOTO JIMIIA

Nms

OtyecTBO (TIpH HAJTMYHN)

damunusa



G.5.14
G.5.14.1
G.5.14.2
G.5.143
G.5.14.4
G.5.1.5
G.5.1.6

G.5.1.7

G.5.1.8

G.5.1.9

G.5.1.10

G.5.1.11

G.5.1.12

G.5.1.13

G.5.1.14

G.5.1.15

G.5.1.16

G.5.1.17

G.5.1.18

G.5.1.18.1

H.

Anpec

[Ipocnext/ynuua, qoM
AJIMUHUCTPATUBHBIN LIEHTP, TOPOJT
ITouToBBIN HHAEKC

Crpana

Tenedon

Anpec 3JIeKTPOHHON OYTHI

Bce o6s13anHOCTH CITOHCOpA:!
Ha Her

MoHUTOPHHT:
Ja Her

HopmartuBHble (HampuMmep, MOATOTOBKA 3asBOK B
SKCIEPTHYIO OpraHm3anuio u lleHTpadpHyr WU
JIOKAIBHYI0 KOMHUCCHIO 1O OHO3THKE, MOMPABOK K
HCCIICIOBAHUSM):

Ja Her

COop maHHBIX:
Ja Hert

WHTepakTuBHAs cHCTEMa TOJI0OCOBOTO OTBETa: OOBIYHO
HCIIOJIB3YETCS U PaHIOMHU3ALUH JICYCHUS U KOHTPOJIS
otrpy3ku 3amacos npoaykra (IVRS) — panmommsanus
JeYCHHS:

Ja Hert

VYrpasnenue JaHHBIMU
Ja Hert

CO0p dIEKTPOHHBIX JaHHBIX:
Ja Her

CooOmieHust 0 BBISBICHHBIX B XO0J€ KIMHHYECKOTO
UCCIIeIOBaHU MOOOYHBIX peakuusax (Susar)
Ja Hert

[IpoBeneHne ayanTa KIMHUYECKOTO UCCIICIOBAHUS
Ha Her

CTaTUCTHYECKUI aHAIN3
Ja Hert

JoxyMeHTausi KITMHUYECKOTO UCCIIEIOBAHUS
Ja Hert

Jpyrue 00s13aHHOCTH IO CYOTIOAPSIAY
Ja Her

Ecnu "na", To ykazarts:

[Moamucey nuna, mogasmiero 3aspieHue B PecnyOnnke
Kazaxcran

SI, HIKEMOANUCaBIIMIC, JAaHHBIM MOATBEpXKAat0 (
MOJTBEPXKIAI0 OT JIMLA CIIOHCOpa), 4TO (OTMETHTH

MIPUEMIIEMOE):

TapaHTHPYIO JOCTOBEPHOCTH U MOJHOTY WH(GOPMAIIHH,
cojiepxalieiicss B NpeJOoCTaBICHHBIX MaTephaniax Ha

MPOBENECHUE KIMHUYECKUX UCCIIEOBAHMIA;



00513y10Ch TIPOBOJIUTH HCCIIEIOBAHUSI B COOTBETCTBHHU C
MPOTOKOJIOM  KIMHUYECKOTO  HCCIEJOBaHUS,
CTaHJapTHBIMH OICPAllMOHHBIMH MPOIECIypaMH, a
TakKe TpeOOBaHUAME 3aKOHOAATeNbcTBa PecmyOnuku
Kazaxcran;
UH(OPMHUPOBATH O BO3MOXKHBIX PHCKaX M 0XKHAAEMBIX
H.1 NOOOYHBIX  peakuusx, OasupymoIIUXcsS Ha
CYIIECTBYIOILIEM OITBITE IPUMEHEHHS;
He rmo3Hee | rojia mocie OKOHYaHHs UcCIeJoBaHus (BO
BCEX CTpaHax MpPHU MPOBEJCHUH MEXITYHapOIHBIX
HCCIeJOBAaHUH) g  00sA3yIOCh  NpPEACTaBUTH
3aKIIIOYNTEIBHBIA OTYET M0 JAHHOMY HCCIICOBAHUIO B
9KCHEPTHYIO OPTaHU3aIMI0 M B COOTBETCTBYIOLIYIO
KOMHUCCHIO 110 OMOITHKE;
00s13y10ch  POMH(GOPMHUPOBATH  IKCHEPTHYIO
OpPraHU3alMi0 U COOTBETCTBYIOIIYI0O KOMHUCCHIO II0
6uodTHKM 0 (QakTHUeckoil nare Hayajia
nccuenoBaHus24 cpa3y e Mocie TOro, Kak OHa CTaHeT
HU3BECTHOM

CrioHcop, KOTOPBIH MOJAET 3asBKY B YIIOJTHOMOYEHHBIH

H2 opraH (kak ykazaHo B pazzene C.1.)

H.2.1 Jara

H.2.2 Tloanuce

H.23 ®.1.0
CrioHCOp, KOTOPHIN OJaeT 3asiBKy B LleHTpanbHyIo nin

H.3 JIOKAJIBHYI0 KOMHUCCHIO 10 OMO3THKE (KaK yKa3aHO B
pasnene C.2)

H.2.1 Hara

H.2.2 [Toanuce

H.2.3 @©.1.0.

ITpunoxenue 2
k [IpaBuiam npoBeaeHus
KIIMHUYECKHUX MCCIICTOBAHUH
JIEKapCTBEHHBIX CPEACTB
U TpeboBaHUA
K KJIIMHUYECKUM Oa3am

Hocke uccnexyemoro aekapcrserraoro cpeacraa (MJIC)

1. B ngocee MJIC crnenyer mpemocTaBisiTh MHGOPMAILMIO O KadecTBE JIFOOOTO
HCCIIEyeMOTO JIEKapCTBEHHOI'O MpernapaTra, MPOU3BOJCTBE M KOHTPOJE HCCIETyeMOro
JIEKapCTBEHHOI'O TIpernapara, a TakKe JaHHbIe JTOKIMHUYECKUX U KIMHUYECKUX UCCIIEIOBAHUI

1.1 JaHHbIe, OTHOCSIIIMECS K HCCIIEAYEMOMY JIEKAPCTBEHHOMY Ipenapary
2. JJocee NJIC mMoxeT ObITh 3aMEHEH JIpYyrod JOKyMEHTalHel, KOTopas MOKET ObITh
MpeAcTaBieHa OTAeNbHO wiau ¢ ynpouieHHbIM gocke WMIIC. IlogpoOGHocTH 3TOTO
ynpoiieHHoro nocke MJIC uznoxensl B paznene 1.2 "Yopomennoe gocse MJIC co cepuikoi
Ha JPYTyI0 JTOKYMEHTAIUI0".



3. Kaxxnomy pasneny nocse MJIC momxHO mpeAiiecTBOBaTh MOAPOOHOE OTJIaBlieHUE U
IJI0CCapui TEPMUHOB.

4. Undopmarus, cogepkamascs B gocbe UJIC, nomkna 661k KpaTkoit. Jocke NJIC He
JIOJDKEH OBITh U3JIUIITHE 00BeMHBIM. [IpeanouTuTenbHO MPeACTaBIATh JaHHbIC B TAOJIUYHON
dbopme, compoBOKAAsT MX KPATKIUM OIMMCAHUEM, B KOTOPOM BBIJEISIIOTCS OCHOBHBIE MOMEHTHI.

JlaHHBIE O KayecTBe

5. JlaHHBIE O KayecTBE CIEAYET MPEICTaBISTh B JOTUYECKON CTPYKType, MOAOOHOU
dbopmary Moayns 3 O6miero ¢popmara TEXHUYECKOM IOKYMEHTAIUU:

JUTsl OMOJIOTUYECKUX UCCIEAYEMbIX JIEKAPCTBEHHBIX MpenapaToB (GOPMHUPYETCS COTIIACHO
rinaBe 14 Pemenust CoBera EBpasuiickoit skoHOMUYeCcKoi komuccuu ot 3 HosiOps 2016 rona
No 89 "OO6 yrtBepxaenun IlpaBun mnpoBeneHUS UCCICIOBAHUNA OHOJTOTHUYECKUX
JIEKapCTBEHHBIX Cpe/ICTB EBpa3niickoro 3SKOHOMUYECKOro coro3a';

JUISl ICCIIEYEMOTO JIEKAPCTBEHHOTO MpenapaTa U BCIIOMOTATENIbHBIX JIEKAPCTBEHHBIX
npenapatoB, uszydaeMbix B | — IV (azax KIMHUYECKUX HCCIEIOBaHUM, a TaKke
PEKOMEHJAIIMU B OTHOIIEHUU MOAUGDUIIMPOBAHHBIX U HEMOIU(PHUIIMPOBAHHBIX PEPEPEHTHBIX
JIEKapCTBEHHBIX MPENapaToB (Aajiee — Mpenapar CpaBHEHUs) U UCCIIETYEMBIX JIEKAPCTBEHHBIX
mpenapaToB, TMOMJIEKANIUX HM3YUYCHUIO B HCCIEIOBAHUSAX OWOSKBUBAJICHTHOCTH
BOCHPOMU3BEJAEHHBIX JIEKAPCTBEHHBIX MpenapaTtoB J0che (OPMUPYETCS COTIIACHO
PykoOBOZICTBY 1O COCTaBIEHUIO JTOKYMEHTAIIUU MO XMUMHUYECKOMY U (apMaleBTHIECKOMY
KA4eCTBY ISl HCCIEAYEMBIX JIEKAPCTBEHHBIX CPEICTB, MPUMEHSIEMBIX B KIMHUYECKUX
HCCIIEIOBAHUSX, yTBEpKAeHHOMY Pexomenaanuen Komiernn EBpa3zuiickoil 3KOHOMHYECKOM
komuccuu ot 27 nexadpst 2022 roga Ne 49,

JlaHHbBIE JOKIMHUYECKUX UCCIICIOBAHUMN IO (papMaKOJIOTHH U TOKCUKOJIOTHHI

6. Hocbe MJIC Takke IOKHO COJEPKaThb PE3IOME MAHHBIX JOKIMHUYECKUX
uccleoBaHUi 1Mo (apMaKoJOTUM W TOKCHKOJOTUU JJIsI JI0OOTr0 HCCIEyeMOro
JIEKapCTBEHHOI'O Mpenapara, UCIO0JIb3yEMOTO B KIMHUYECKOM UCCIEJOBAHUH, B COOTBETCTBUU
C MEXJIYHApOJIHBIMU pEKOMEHAAIMAMU. JloChe NOMKHO coaepkKaTh CIPaBOYHBIN CITHCOK
MPOBEJICHHBIX MCCIIEIOBAHUN U COOTBETCTBYIOIIME CCHUIKM Ha JUTEpaTypy. Tam, rae 3To
YMECTHO, >KeJaTeNIbHO MpPEACTaBIsATh JaHHbIE B TaOIM4YHON (opMme, COMpOBOKIAEMON
KPAaTKUM OINHMCAHUEM, BBIJICIISIIOIIUM OCHOBHBIE Ba)KHbIE MOMEHTHI. Pe3toMe MmpoBeIeHHBIX
UCCJIE0BaHUM JTOJDKHBI TIO3BOJISITh OIICHUTH aIEKBATHOCTh MCCIEIOBAHUSA U TO, OBLIO JIH
UCCJIEeI0BAHNE MMPOBEACHO B COOTBETCTBUU C MPUEMIIEMBIM ITPOTOKOJIOM HCCIIEAOBAHMSL.

7. JlaHHbBIE TOKJIMHUYECKUX HUCCIEAOBaHUH MO (HapMaKOJIOTUH U TOKCUKOJIOTUH CIIETYET
NPEACTABIATh B JOTHYECKOM CTpYyKType, momooHoit ¢dopmary Monyns 4 OOuiero
TEXHUYECKOTO JIOKYMEHTa, BKJIIOYasl YTBEPXKICHHBIE MPOTOKOJBI M OTYETHI BCEX
IPOBEJICHHBIX JOKIMHUYECKUX HCCIEAOBAaHUM, B COOTBETCTBHUU C THUIOM HCCIEIYyEMOIO
JIEKapCTBEHHOI'0 TMpenapara B COOTBETCTBUM C MEXIYHAPOAHBIMU PEKOMEHAALUSIMU U
pexomenpamusamu EADC.



8. B noceke UJIC crneayeT mpenoCcTaBUTh KPUTUUYECKUM aHalW3 JAHHBIX, BKIIHOYas
000CHOBaHHE OTCYTCTBHUS JAHHBIX, U OILEHKY O€30MaCHOCTU JIEKAPCTBEHHOrO Mpemnapara B
KOHTEKCTE Mpe/1araeMoro KIMHUYECKOro UCCIEA0BaHus, a He MPOCTO (PaKTUYECKOE Pe3toMe
IIPOBEJICHHBIX UCCIEAOBAHUIA.

9. Nocbe NJIC nomkHO coaepkaTh 3asiBICHHE O CTAaTyce HaJJIexallnei 1abopaTopHOi
NPAKTUKU UM SKBUBAJICHTHBIX CTaHJapTax.

10. Uccnemyemslil MmaTepuani, UCIOIb3YEMbBIM B UCCIECIOBAHUSAX TOKCUYHOCTH, JTOJKEH
OBITh PENPE3ECHTATUBHBIM IS KIIMHUYECKUX MCCIICIOBAHUMN C TOUKH 3PEHUS] KAaY€CTBEHHOTO U
KOJIMYeCTBeHHOro mnpoduist npumeced. [loaroroBka mccieayemoro marepuana I0HKHA
MOJIBEPraThCsi KOHTPOJII0, HEOOXOAUMOMY ISl 0O0ECIEUEHHsI 3TOTO U, TAKUM 00pa3oMm, JIs
MOATBEPKIACHUS BaJTUAHOCTU UCCIIETOBAHMS.

JlaHHBIE NPEABITYIINX KIMHUYECKUX UCCIIETOBAHUI U ONBIT IPUMEHEHUS HA JIFOJISIX.

11. JlanHbIe MpeABITYIINX KIMHUYECKUX UCCIEAOBAHUI U ONBIT IPUMEHEHHUS Ha JIOIX
CleAyeT MPEACTaBUTh B JIOTUUECKON CTPYKType, mojaooHoi dopmary Moxayns 5 OO6uiero
TEXHUYECKOTO JIOKYMEHTa, BKJIIOYas YTBEP)KICHHbIE MPOTOKOJBI M OTYETHl BCEX
MPOBEJICHHBIX KIMHUYECKUX HMCCIEJI0BaHUN, B COOTBETCTBUU C THIIOM HCCIEAYEMOTO
JIEKapCTBEHHOI'0 Mpenapara B COOTBETCTBUU C MEXAYHAPOIAHBIMU PEKOMEHIALMUSAMH U
pekomenaarusamu EADC.

12. B aTom paszerne ciaeayeT MpeacTaBUTh KpaTKUE CBEJEHUS 000 BCEX MMEIOIIUXCS
JAHHBIX MPEIBIAYIINX KIMHUYECKUX UCCIEAOBAaHUN U OMBITE NMPUMEHEHHUS UCCIEIYEeMbIX
JIEKapCTBEHHBIX MPENapaToB HA JIIOJISX.

B pasnene cnenyer BKIIOYHUTH 3asBJICHHE O COOTBETCTBUHU HAJUICKAIIECH KIMHUYECKOU
MpPAaKTUKE MNPEABIAYLIIMX KIWMHUYECKUX HCCIEAOBAaHMI, a TaKXKE CCBUIKY Ha peecTp
KJIMHWUYECKUX MCCIIEN0BAHUM, BKIKOYEHHBIM B CIMCOK IEPBUYHBIX PEECTPOB KIMHUYECKHUX
UCCIIEIOBaHMM, OMyOJIMKOBaHHBIM Ha caiiTe MeXIyHapOJAHOrO peecTpa KIMHUYECKUX
ucnbiTaHui  Bcemupnoit opranuzanuu 3apaBooxpanenus (WHO ICTRP), https://
trialsearch.who.int.

OO0mas onieHKa MoJIb3bl U PUCKa

13. B aToMm paszene cienyeT NpecTaBUTh KPaTKOe HHTErPUPOBAHHOE pe3toMe, B KOTOPOM
KPUTHUYECKH AHAIM3UPYIOTCS JOKIMHUYECKHUE W KIWHUYECKHE JIaHHbIE B OTHOLUECHHUHU
NOTEHIIMATBLHBIX PUCKOB W TMPEUMYIIECTB HCCIEIYEMOro JIEKapCTBEHHOI'O Ipernapara B
npearaeMoM KJIMHUYECKOM MCCIEAOBAaHUM, €CIM 3Ta HH(pOpManus HE BKIIOYEHA B
IIPOTOKOJI MccienoBanus. [Ipn BKIIOYEHUN OLICHKH aHAJIW3a I0JIb3bl U PUCKOB B IIPOTOKOJ
KJIIMHUYECKOT'0 UCCIE0BaHMs, B JAHHOM pa3jielie JOChe CIEAYET 1aTh MEPEKPECTHYIO CChUIKY
Ha COOTBETCTBYIOIIMI pa3zies IPOTOKOJIA HCCeoBaHus. B TaHHOM paszene ciaeayer yKa3arhb
mo0ble hcCNe0BaHusl, KOTOpPhIe ObUIM MPEKpalleHbl JOCPOUYHO, U 00CYkKACHBI IPUUUHBI X
IOCpPOYHOro 3apepiieHusd. JlroOas oleHKa OXHUAAEMBIX PUCKOB U MPEAIOIaraéMbIX
NPEUMYILECTB HCCIEOBAHUNA C yYacTHUEM HECOBEPIICHHOJETHUX CYOBEKTOB WU
HEJEeCOCOOHBIX CyOBEKTOB JJOJIKHA YUUTHIBATH OCOOBIE MOJIOKEHUS.



14. TIpu HEeOOXOIUMOCTH TIpeeIbl OE30MACHOCTH CIIEyeT 00CYKIaTh C TOYKU 3PEHUS
OTHOCHUTEJIBHOTO CHCTEMHOrO BO3JEHCTBHS HCCIEIyEMOT0 JIEKAPCTBEHHOrO Ipernapara,
MPEINOYTUTEILHO Ha OCHOBE AaHHbIX "miomanu nona kpuBo" (AUC) unum JaHHBIX O
NUKOBOM KoHIeHTpanuu (Cmax), B 3aBUCUMOCTH OT TOT'0, YTO CUMUTAETCS O0JIee BaXKHBIM, a
HE C TOYKHM 3pEHUs NpUMEHsAeMOll 103bl. B pasnene mnpenocrasisiercss oOCyXIEHHE
KJIMHUYECKON 3HAYMMOCTH JIOOBIX pPE3yJbTAaTOB JOKIMHHUYECKUX U KIMHUYECKHUX
HCCIIEIOBAHUN BMECTE C JIOOBIMM PEKOMEHIALUMSIMH IO JalbHEHIIeMy MOHUTOPUHTY
3¢ (HEeKTUBHOCTH U 0€30MACHOCTH B KIIMHUYECKUX UCCIIEIOBAHUSIX.

1.2 Yopowmennoe ngocke MJIC co cchUTKOM HA IPYTYIO JOKYMEHTALIUIO

15. CrioHCOp MOXET COCNAThCs HA APYTYIO JOKYMEHTAIUIO, TPEACTABICHHYIO OTAEIbHO
WJIM BMECTE C ynpouieHHbIM qocke NJIC.

Bo3MmoxunocTs o0paienust k bpourtope uccnenosarens (b)

16. Crioncop Moxet nu00 npeaoctaBuTh otAenbHoe nocke MJIC, nubo caenats mo
JOKJIIMHUYECKUM U KIIMHUYECKUM JIaHHBIM MEPEKPECTHYIO CChUIKY B pasaenax nocke NJIC Ha
COOTBETCTBYIOIIMM paznen bU, conepxammuii cripaBounyto nHdopMaIuo o 6€30MacCHOCTH U
pe3loMe NOKIMHHYECKHX M KinHu4eckux naHHeix WJIC. B mocnegnem ciydae pesrome
JTOKJIMHUYECKOU U KIIMHUYECKON MH(OPMAITUH JTOHKHO BKIIFOYATH JIAHHBIE, MPEOYTUTEIHHO
B BUJI€ Ta0JIUII, C JOCTATOYHOM JIeTaIu3alueid, MO3BOISIIOIINE HKCIIEPTaM MPUHATH PElIeHUe
0 TIOTCHIIMAILHON TOKCUYHOCTH MCCIIETYEeMOTO JIEKAPCTBEHHOTO Tperaparta u 0€301MacHOCTH
€ro MPUMEHEHHS B MpeJiaraéMoM KIMHUYECKOM HcclieloBaHuM. Ecnu ecTh Kakou-1ubo
O0COOBI aCMeKT MOKJIMHUYECKUX WM KIMHUYECKUX AaHHBIX, TPEOYIOIUN MOJPOOHOTO
O0O0BSICHEHUSI WM O0CYKJI€HHUSI, BRIXOSIIETO 32 paMKHU TOTO, YTO OOBIUHO BKiItO4YaeTcs B bU,
JTOKJIMHUYECKasl U KIMHUYecKass nHpopMalus J0KHA ObITh MPEICTaBIeHA KaK YacTh JOChE
NJIC.

Bo3moxxHocTh oOpamienus k OO0miel xapakTepUCTHKE JIEKapCTBEHHOro mpemnapara (
OXJIIT)

17. Cnoncop moxet npeacraButh Bepcuto OXJIII, neiicTByronyr0 Ha MOMEHT OJIa4H
3asBKU, B KadecTBe gocbe WJIC, ecnm wucciegyembliil JI€KapCTBEHHBIA Mpemnapat
3apeructpupoBad B Kazaxcrane, crpanax EADC (B cooTBeTcTBUM ¢ akTamu EBpazuiickoit
skoHoMHueckoi komuccun), unu ICH B cootBercTBum ¢ Tabnuueit. Eciau npenocraBnsioTcs
HOBBIE JJAHHBIC, OHU JOJHKHBI OBITh YETKO 0003HAYECHBI.

1.3. ocee NJIC B cnydadax npuMeHeHUs ianedo

18. Ecnu uccnenyeMpIM JIeKapCTBEHHBIM MPEMApaToM SBIISIETCS TIae6o, TpeOoBaHuUs K
nHbOpMAIIMU JOJDKHBI OBITh OTpaHUYEHBI JaHHBIMHU O KadecTBe. JlomoJHUTeIbHas
JTOKyMEHTaIlusl He TpeOyeTcs, ecliu Ianed0 MMEEeT TOT K€ COCTaB, YTO U TECTUPYEMBIi
UCCIIEyeMbIH JIEKapCTBEHHBIM MpenapaT (3a HCKIIOUYEHHMEM AaKTHUBHOI'O BEIECTBA),
MIPOU3BEACHO TEM K€ MPOU3BOAUTENEM U HE SIBIISIETCS] CTEPUIIBHBIM.

Tabnuua - CoaepxaHue ynpoIeHHOro TOChe UCCIIEyeMOro JIEKapCTBEHHOTO Mpernapara



Tumsr npe;u)mymef/i OICHKHN ucciaeayemoro I[aHHI)Ie O Ka4Y€CTBC I[OKJ'II/IHI/I"IGCKI/IG JaHHBIC
JICKapCTBCHHOTI'O IIpeIrapara

Uccnenyemslii JIEKapCTBEHHBIN npenapar
3apeructpupoBad B Kazaxcrane, ctpanax EADC (B
coorBercTBuM ¢ aktamu EDK), ICH u ucnonesyercs B
KJIIMHUYECKOM UCCIIEI0BaHUU

- B COOTBETCTBUH ¢ yTBepkaYHHOM OXJIIT OXJIIT
- BHe yTBepkaeHHo OXJII OXJIIT

- mocie momupukamuu (

P+A OXJIII
HaInpuMep, OCJICTUICHHUE)

HUccaenyemsrit
JIeKapCTBEHHBIH Tpenapat
OIEHEH B paMKax
NpeapIayend 3asBKU Ha
MMPOBEACHUC KIIMHUYECKOI'O
HCCJICAOBAHUA U TTOJTYYUJT
pa3pelieHue
YIIOJIHOMOYEHHOTO OpraHa
Ha NpoBeaACHHE
KIMHUYECKOTO
HCCIIEI0BaHUS B
Pecniybnuke Kazaxcran, u
HE nojaBepraics
MO UKAIIH

- HCT HOBBIX JJaHHBIX C MOMCHTAa MocJIe THeH TIOTIpaBKH

Cchlka Ha OPeAbIAYILYIO 3asBKY
K MaTepuagaM KIMHHYECKOTO UCCIIeJOBaHUs

- HOBBI€ JJaHHBIE TOCTYITHBI
C MOMEHTa IOCIeIHEH

MONpaBKU K 3asiBKe Ha HoBble naHHBIE HoBrle nanHbie HoBrle naHHbIE
KJIUHHYECKOE

HCCIICOBAHUE

P - nanHble, oTHOCSIIMECS K UCCIIEyeMOMY JIeKapCTBEHHOMY ITpenapary;

A - nomosHUTENbHA MHPOPMAIKS 00 000pYJOBaHMM M TEXHHYECKOM OCHAIIEHHH, OLIEHKE Oe30I1acHOCTH
MOCTOPOHHUX arc¢HTOB, HOBBIX BCIIOMOTATEJbHBIX BELISCTBAX M PACTBOPHUTENAX Ui BOCCTAHOBJICHUS H
pa3baBHTEIAX.

IIpunoxenne 3
k [IpaBuiiam npoBeneHUs
KIMHUYECKHX UCCIICTOBAHUI
JIeKapCTBEHHBIX CPEACTB
U TpeOOBaHMs
K KJIMHHYECKUM 0a3am

Coracue I1aBHOI'O HCCIIEIOBATEIA

Haszpanue mpoTokoja KJIMHUYECKOTO HcclienoBanus; MaeHTupuKanmoHHbIA KO
MPOTOKOJIA
KJIMHUYECKOTO UCCleIoBaHus, Bepcus; S mpodyesi(a) Bce CTpaHUIIbI HACTOSIIIETO MPOTOKOJIA
KIIMHUYECKOT'0 UCCIIEIOBAHUS, CHIOHCOPOM KOTOPOTO SIBJISIETCS
(yka3atb Ha3BaHue). S cormnaceH (a) ¢ TeéM, YTO MPOTOKOJ COJIEP>KUT BCIO MH(MOPMAIIHIO,




HEO0OXOIMMYIO JIJISl IPOBENICHUS TAHHOTO MCCIIEIOBAHUS.
I'nmaBusiit uccnenoparens (O.M.O. (mpu ero HaTUUKM)
[Tonmuce nccnenoBarens

JlaTa

Mecto paboThl (Ha3BaHUE U aJIpec)
JlomKHOCTD UccneaoBaTens
KoHTakTHBIN TenePOH Hccaeq0BaTeNs

IIpunoxenue 4
k [IpaBunam mpoBeaeHus
KITMHAYECKUX UCCIICIOBAaHNN
JIEKapCTBEHHBIX CPEICTB
1 TpeOOBaHMs
K KJIMHHYEeCKUM 0azam

®dopma
Pe3rome uccnenosarens

®.1.0. nipu ero HaNMM4MHU (TTOTHOCTHIO)
Jlara poxnenus
OO6pazoBanue (¢ ykazaHUEM yueOHOTO 3aBE/ICHNS)
CnennaibHOCTh
[Tocnenunnomaoe o6pa3oBaHme
VY4yenas cTeneHb U 3BaHUE (€CIH UMEETCS])
Mecto paboThl U JOIKHOCTh
Crax pa®oThI 10 CHEIUATBHOCTH
Hayunple Tpyasl, myoaukamum (yka3aTh KOJTHYECTBO U HA3BaHUS CTaTei, MOHOTpaduid
MMEIOIIUX OTHOIIEHUE K TPOOIeMe UCCIIeIOBaHUS, TO] MMy OIMKAIMY U U3/IaTEIBCTBO)
Hanuuue onbiTa Mo mpoBeIeHUIO UCCIe0BaHUM (001aCTh UCCIEIOBAHNS )
Hanmnune ceptuduxara Haanmexaniei KITMHAYECKONU MPAKTUKU
Hannexaiei n1abopatopHoOil pakTUKU
Anpec opranmu3aiui, KOHTaKTHEIN TenedoH, dakc, e-mail
[Toanuck rmaBHOTO UccienoBaTens (Mccie0BaTeNs)
[Toanuck pykoBoauTeNs, 3aBepeHHast OpuImaibHo (0TIEN KaApoB)
Jlara

IIpunoxenue 5
k [IpaBunam nposeneHus
KIIMHUYCCKHUX I/ICCJ'IeJIOBaHI/Iﬁ
JIEKapCTBEHHBIX CPECTB
1 TpeOOBaHMS
K KIIMHAYECKUM 0a3am

I/IH(l)OpMaI[HSI 0 BCIIOMOTr'aTCIIbHBIX MCOUITMHCKNX HU30CIIHAX, BCIIOMOIaTCIIbHBIX
JICKapCTBCHHEIX CPCACTBAX, HCOGXOI[HM]:IX JJIA IPOBEACHHUA KIIMHUICCKOI'0 HCCIICAOBAaHHUS 11O



[TonHOe Ha3BaHUE KIMHUYECKOTO HCCIICA0OBAaHUA

N nentudukaimoHHbIN KO TPOTOKOJIA KIMHUYECKOTO UCCIICIOBAHUS
(IpUCBOEHHBIN CIIOHCOPOM) BepcHsl (HOMEP) U J1aTa

HazpaHue nnm cokpalieHHOE Ha3BaHUE KIIMHUYECKOIO UCCIIEIOBaHMS
(eciu mpuMeHsieTcs)

[TpousBoauTens (CIIOHCOP)

(HauMeHOBaHUE OpraHU3alluU, aJIPEC)
1. BcnomorarepHbBIe MEIUITMHCKUE U3JICITHS

IToporosoe
HaumeHnoBanue
HAaNMEHOBaHUE IIpounsBoanTens IIpousBonuTens
NeNe pPacxoaHBIX
MEJAUIHHCKOTO CTpaHa cTpaHa
MaTepHaoB
H3IENUs

2. BcrioMoratenbHbI€ JIEKAPCTBEHHBIE CPEJICTBA

NeNo Toprosoe MHH IIpousBoauten JlekapcTBeHHa Jlosnponka dopma
HaMMEHOBaHHE b, CTpaHa g popma BEIITyCKa
3. HpO‘{I/IC pacxoaHBIC MaTCPHUAJIbI
NoNe ToproBoe HaIMEHOBaHUE [IpousBonuTens, cTpana

[Ipunoxenne 6
k [IpaBunam nposeneHus
KIMHUYECKUX HCCIIeI0OBaHUN
JIEKapCTBEHHBIX CPEACTB
u TpeOOBaHMS
K KIIMHAYECKUM 0azam

3axmoueHne 3KCIEPTHOM OpraHM3aluy Ha IIPOBEACHAE KITMHUICCKOT'O HCCIICAOBaHUA
JIEKapCTBEHHOTO CPEACTBA

IlonHoOE Ha3BaHKWE KIIMHUYECKOIO HCCIICAOBAHUA JICKAPCTBCHHOI'O CPCIACTBA:

CrnioHcop (HauMeHOBaHHE OpraHU3alNH, Ipec)
I'nmaBHBIN MccnenoBaTess (€CIU MIPUMEHNMO)

Toprosoe HanMMEHOBAHHE HCCIIEAYyEeMOTO
2 nekapctBeHHOro cpencra CoctaB (MHH unu HazBanue
JIeHCTBYIOIETO BEIIECTBA)

JlekapcTBeHHast hopma, /1033, KOHIIEHTpALUsI

[lonHoe Ha3BaHUE IMpOTOKOJa KIMHHYCCKOTO

4 UCCJIeI0BaHMUs JIEKApCTBEHHOT'O Npernapara:

5 W nenTudrkamOHHBIH KO MPOTOKOJA KIMHUYECKOTO
HCCIICIOBAHS, Bepcus (HOMEp) U 1aTa
Lenp KIIMHUYECKOTO MCCIIEA0BaHUS

7 CpokH npoBeZeHHs KIIMHNYECKOTO HCCIISIOBAHUS

8 KonnuecTBo cyObEeKTOB UCCIIEIOBAHUS

9 [IpownsBoauTeNns, CTpaHa-IPOU3BOAUTEIH

10 Ilepeuenb MEAUIIMHCKUX OpPTaHU3ALUN 1J1 POBEICHUS

KIIMHUYCCKHX I/ICCHe}IOBaHI/lﬁ



11 3aKioyeHue

HpI/IJ'IO)KeHI/Ie K 3aKIIIOYCHHUIO: IICPCUYCHb BCIIOMOTI'aTCIBHBIX MCIWMITMHCKHUX HSHCHHﬁ,
BCIIOMOTATCJIBHBIX JICKAPCTBCHHLBIX IIPCIIApaTOB HCO6X0)II/IMBIX AJIs1 IIPpOBCACHUSA
KIIMHNYECKOI'o UCCJICAOBAaHUA HA CTpaHuIax.
VYI0IHOMOUYEHHBIC Juna, orupeaciICHHBIC SKCHepTHOﬁ OpFaHI/ISaHI/Ieﬁ

JlaTa

IIpunoxenue 7
k [IpaBunam nposeneHus
KIIMHUYCCKHUX I/ICCHC}IOBaHI/Iﬁ
JIEKapCTBEHHBIX CPEACTB
" TpeOOBaHMS
K KIIMHUYECKUM 0a3am

3asBICHHE Ha MOJMY9ICHUE 3aKIF0YCHHS SKCIIEPTHOM OpraHu3alii

(omo6penns I{eETpabHOM HIIH JIOKAIEHOH KOMHACCHH IO OHO3THKE) 0 BO3MOXKHOCTH
BHECEHHA CYNIECTBEHHBIX MOMPABOK M HHPOPMUPOBAHHUS O HECYIIECTBEHHBIX IOMpPaBKax
B MaTepHAJIbl HHTCPBEHIIMOHHBIX KIIMHUIECKIX HCCIICIOBAHMI JICKAPCTBEHHEBIX CPEIICTB

A. Dta dopma sBusieTcst 001IeH 7151 MOJyYEHUs 3aKII0UCHHS SKCIIEPTHON OpraHu3aiuu
OTHOCHUTEJIBHO JIaHHBIX TIOMPABOK U UX 000penus LlenTpanbHoi M T0KaabpHON KOMUCCHEH
10 OMO3THKHU.

3amoIHsAETCsl CIIOHCOPOM:

Al. Unentuduxanus KIMHUYECKOTO HCCIET0BaHUS (€CIU CyIIECTBEHHas IMOIMpaBKa
Kacaetrcsi 0oyiee OJHOTO MPOTOKOJIA KIMHUYECKOTO HCCIEIOBAHUS ISl HCCIETyEMOTrO
JIEKapCTBEHHOTO CPEJICTBA, CIOHCOp JellaeT 000O0IIEHHOEe COOOIIeHHe ODKCIEepTHOU
OpraHu3allvy MMPU YCIOBUHU, YTO B COMPOBOJIUTEIILHOM MUCHME U 3asBJICHUU yKa3aH MepeyeHb
BCEX MPOTOKOJIOB KIIMHUYECKUX UCCIIEIOBAHUM, KOTOPHIX KACAETCs MOMPABKA).

IlomHOE Ha3BaHKE KIIMHUYCCKOTO HCCIICA0OBAHUA

WnenTnuKannOHHBIA KO MPOTOKOJa U fAara (Jirobas
MOTIPaBKa K MPOTOKOIY UMEET HOMEP U JaTy):

Homep B MeXIyHapomHBIX 0a3zax KIMHUYECKUAX
HCCIIeJOBAHNM:

A2. Unentudukarius monpaBKu

Ecaum oTMeueH NaHHBIA MYHKT TO
yKa3aTh HIACHTU(OHUKATHOHHBINA

HOMEp TOMNpaBKH, TPUCBOEHHBIN
CIIOHCOPOM, U JIaTy:

[ompaBka K MPOTOKOITY O

Eciam orMeueH JaHHBIA MYHKT, TO
ITonpaBku B HauaJdbHYIO 3aiBKY Ha

yKazarb WACHTH()HUKAIMOHHBIN
MOJy4eHHE 3aKITI0YeHUs (0100peH s O .
) HOMEp IIONPaBKH, MPUCBOECHHBIN

CIIOHCOPOM, U JIaTy:

B. UnenTudukaius cnoncopa, KOTOpPbIA MOAAET JaHHYIO 3asIBKY
B1. Croncop



HaumenoBanue OPUANYCCKOTO Jinla ((I)aMI/IJ'II/ISI HpeﬂCTaBI/ITeHH) CIIOHCOpa:

@®.1.0. (mpu ero HAIMYUN) KOHTAKTHOTO JIMIIA:

Anpec:
KonTtakrHsrii TenedoH (dakc):

Anpec 3JeKTPOHHON HOYTHI:

B2. TlpexacraButens crnoHcopa B pecnybnuke Kasaxcran ¢ I1enbi0 HPOBEIEHHS TAHHOTO KIMHUYECKOTO
HCCIIEZIOBAaHUS (€CITH 3TO HE caM CIIOHCODP)

HaunmenoBanue opuaudeckoro yuia (GpaMutist npeacTaBuTeNs ) CIIOHCopa:

@®.1.0. (mpy HaTMYNHN ) KOHTAKTHOTO JIMIIA!

Anpec:
KonrakTasiii Tenedon (dakc):

AJlpec PIEKTPOHHOM MOYTHI:

C. Unentudukanus cnoncopa (OTMETUTh COOTBETCTBYIOIIYIO KIIETOUKY )

3asBKka B DKCIEPTHYIO
OPraHU3aLHI0

Croncop

HpeHCTaBI/ITCHL CIIOHCOpa

Jluuo wim opranuszauus,
YIIOJTHOMOYEHHAS
CIIOHCOPOM IS TIOJAYH
aHHOM 3asdBKU. B 3TOM
cllydae yKas3arh:

HaunmeHnoBanue
opuaIndecKkoro nuna
®.1.0. pusmueckoro nuna

@®.1.0. (mpu ero HAIMYNM)
KOHTAaKTHOTO JIMIIA:

Anpec:

KonraktHbii  Tenedon (
(axc):

Anpec  3JIEKTPOHHOM
TOYTBI:

C2. 3asBKa B
LenTpanbuyro u
JIOKAJIFHYI0 KOMHCCHIO IO
6mosTHKE

Crmoncop

Hpe,HCTaBI/ITeJ'H) CIIOHCOpa

Jluuo wiu opranuzauus,
YIIOJTHOMOYEHHAS
CIIOHCOPOM JIJISI TIOJA4H
NaHHOM 3asBKU. B 3TOM
cllydae yKas3arh:

HaumenoBanue
opuardeckoro  muna
@®.1.0. (mpu ero HAINIHUN)
(buzryeckoro Jmma):

@®.1.0. (npu ero HAIMYNM)
KOHTAaKTHOTO JIMIIA!

Anpec:

KonrtakTHeiii TenedoH (
(axc):

Anpec  2JIEKTPOHHOM
TOYTBI:

D. Tun nonpaBok (OTMETHTE COOTBETCTBYIOILLYIO KJIETOUKY )

ﬂaHHBIe HOHpaBKI/I OTHOCSTCA
MPEUMYIIECTBEHHO K YK€ ITPUHSATHIM
CPOYHBIM MepaM IO 00eCIeYeHUI0
0e30IMaCHOCTH

[IpruuHE! 1 cofepKaHNue TOMPaBOK

[MompaBku, BiIMsOmME Ha
0e30MacHOCTh WIN HU3HICCKOE, HIIH
NICUXHYECKOe  OJaromoixydue
CyOBEKTa UCCIIeTOBaHUS

Her



W3MCHCHHS B HWHTEPIpETAIlUU
HAYYHOH JTOKyMEHTaluu (3HaYeHUe
HCCIICTOBAHNS)

U3MEHEHHS B COCTaBE HCCIIEAYyEMOTO
(p1X) NeKapCTBEHHOTO(BIX) CPENCTBA
(8)

U3MCHEHHUS B  OpTaHHU3aNHNH
MNpOBCACHHUA MM PYKOBOACTBEC
KJIMHUYECKOT'0 MCCIeI0BaHUS

W3MCHCHHE WJIM BKJIIOYCHHE
JOTIOJHUTENBHOT O MecTa
IPOBEJEHUS  KIMHHYECKOIO
uccienoBanus B PecnyOnuke
Kazaxctan (oTBeTcTBEHHOTO(BIX)
HCCIea0BaTEeIs (eit),
HCCIIEA0BATENA-KOOPIMHATOPA)

NU3MCHCHHC CIIOHCOpa, €ro
MMpeACTaBUTEIIA, 3aABUTECIIA

W3MEHEHUS B paclpeleieHuu
OCHOBHBIX O0O0s3aHHOCTEH TmpH
OPOBEJCHUN  KIMHHUYECKOTO
UCCIIeIOBAHUS

ecnu "aa", yTOUHUTH:
JIpyroe u3MeHeHHe
ecnu "aa", yTOUHUTE:
JIpyroi ciyyait

ecnu "na", yTOUHUTE:
CopneprxaHue OMPaBKH:

U3MEHEHUs B HHpOpMaINH,
YKa3aHHOM B 3asBKe

MOTIpPaBKH B MPOTOKOI
KJIMHUYECKOTO UCCIIEJOBAHMS

HU3MCHCHHUE B JPYIruX MNpujiara€MbiX
JAOKYMCHTax

eciu "1a", yTOYHUTE:
JpyToii ciyyait
eciu "1a", yTOYHUTE:

E. IlpyuurHbl BHECEHUS TOTPABOK (OJHUM-ABYMSI MIPEIOKECHUSIMU):

F. Kparkoe onucanune nomnpasok:

G. IlepedeHpb TOKYMEHTOB, MPUJIATAEMBIX K 3aBKE

[IpenocTaBuTh TOKYMEHTHI, Kacaroluecs: 3TON 3asBKU, U (Win) (B COOTBETCTBYIOIIUX

ClIy4yasix) 4YeTKHE CCBUIKM Ha JIPyTHe JOKYMEHTBI, KOTOPBIE YK€ OBLIM MPETOCTABIICHBHI.
[IpenoctaBUTh TOUHBIC CCHIJIKM Ha BCE M3MEHEHHUS B HyMEpalluM OTIEJIbHBIX CTPaHMII,
CTapblii ¥ HOBBIM BapuaHThI TEKCTOB. OTMETUTH COOTBETCTBYIOIIYIO (K€) KIETOUKY (1).

ConpoBoUTENbHOE NMUCHMO, B KOTOPOM YyKa3aH THII
TIOTIPAaBKU M NPUYUHY(BI) €€ (1X) BHECCHUS



KpaTKOC H3JIOKCHUE CYTU BHECEHHOI nonpaBKu

[NepedeHb U3MEHEHHBIX JOKYMEHTOB (MACHTH(HUKALIUS,
HOMep, J1aTa)

CrpaHuLbl co CTapoi W HOBOH (GOPMYyIHUPOBKOH (110
BO3MOYKHOCTH)

JononaurensHast nHGopManus

HoBas Bepcus ¢aitna B dopmare Word u komus
NEPBUYHON 3asBKH C OTMEYCHHBIMH H3MEHCHHBIMH
JaHHBIME (10 Bo3MokHOCTH) HoBast Bepcus daiina B
¢dopmare Word u KomIusi NMEPBUYHOI'O 3asBJICHUS C
OTMEYEHHBIMH HM3MEHEHHBIMH JaHHBIMH (110
BO3MOYKHOCTH)

HOI[HI/ICI) U UM JIdha, ImoaaBuIero 3asiBJICHUC
S1, mommucaBIIUiics HUKE, HACTOSIIMM OATBEPIKIAI0 (OT UMEHH CIIOHCOPA), UTO (HEHYKHOE 3a4ePKHYTh):
TIPEICTaBIICHHAS B TaHHOU 3asBKe MH(POPMAITHS SIBISETCS BEPHOI;,

00S13yIOCh TPOBOJUTH HCCICIOBAHUS B COOTBETCTBHH C IIPOTOKOJOM KIMHHUYECKOTO MCCIICIOBaHUS,
CTaHJAPTHBIMHU OINCPAI[MOHHBIMH TPOICIypaMHU, a TakkKe TPeOOBAHHSIMH 3aKOHOJATENBCTBA PecmyOnuku
Kazaxcrang;

A CYUTAIO, YTO €CTh OCHOBAHUS IJIsI BHECECHUA IPEAJIara€MbIX ITOIIPABOK

Jluo (uccnenoBaTesb), KOTOPOE MOAAeT NAHHYIO

Jlumo, xoTopoe TmoOmaeT MAAaHHYIO 3asiBKy B
3asBKy B lleHTpanpHast MM JOKaTbHAS KOMHUCCHS IO

YIIOJHOMOYEHHBIN OpraH:

OmoaTHKE:
Jara: Jara:
IMoanucs: IMoanuce:
@®.1.0. (mpu ero HaMYKK) (IEIaTHHIMU OyYKBaMH): @®.1.0. (npu HamMUMM) (I€YaTHEIMHA OYKBaMH):

IIpunoxenue 8
K [IpaBunam nposenenus
KIIMHUYECKHUX UCCIIEIOBAHHUN
JIEKapCTBEHHBIX CPEACTB
U TpeOOBaHMs
K KJIMHUYECKUM 0a3am

CornacoBanue CYIICCTBCHHEBIX ITOIIPABOK B MAaTCPHAJIBI KIIMHHYCCKOI'O HCCIICIOBaHUS

B cootBetcTBUM ¢ Koaekcom PecniyOonuku Kazaxcran "O 370poBhe Hapoaa U CUCTEME
31paBOOXpAHEHUs" HACTOSIIEE COrJacOBaHME CYLIECTBEHHBIX IOMPABOK B MaTepHUalbl
KIIMHUYECKOT'0 UCCIICIOBAHUS BBIJAHO:

HanmenoBaHue cioHCOpa KIMHUYECKOTO UCCIIEIOBAaHMs, CTPaHA:
[TonHOe Ha3BaHUE MPOTOKOJIA KIMHUYECKOTO UCCIEAOBAHUS:
NnentudukanmoHHbIN KOl MPOTOKOJIA KIMHUYECKOT0 UCCIEA0BaHUs, Bepcus (HOMEp) U Jara

N nenTudrkaimoHHbI HOMEP MONPABKU, TPUCBOEHHBINA CIIOHCOPOM, U J1aTa:
Twun nornpasok:

I[aHHLIe IMOIMMpaBKU OTHOCATCA
MNPECUMYIICCTBECHHO K YIKC ITPUHATBIM



CPOYHBEIM MepaMm Mo obOecneuenuto [la Her
0€e301IacHOCTH

IIpuunHbI ¥ copepKaHue MONPABOK

[MompaBku, BiIMsOmUE Ha
0e30MacHOCTh WIN HU3HIECCKOE, HITH
NICUXHYECKOEe  OJaromoixydue
CyOBEKTa UCCIICTOBAHHS

U3MEHEHUS B HHTEPIpPETAIUU
HayYHOU JOKYMCHTAIIUH (3HAUCHHC
HCCIICTIOBAHNS)

U3MEHEHHS B COCTaBE HCCIIEAYyEMOTO
(BIX) EKapCTBEHHOIO(bIX) CPEACTBA
(8)

W3MEHEHHs] B OpraHU3aluu
MMpOBCACHNUA MM PYKOBOACTBEC
KIIMHUYECKOT0 HCCIeI0OBaHUS

ecnu "na", yTOUHUTh
JIpyroe u3MeHeHue
ecnu "na", yTOUHUTh
JIpyroi ciyyait

ecnu "na", yTOUHUTH
CopeprxaHue MOTIPaBKU

U3MEHCHUS B HHPOPMAIHH,
YKa3aHHOM B 3asBKe

MOTpPaBKH B MPOTOKOI
KJIMHUYECKOT0 UCCIIEJOBAaHUS

HU3MCHCHUC B APYTUX MMpUJIaracMbIX
JAOKYMCHTAaxX

ecnu "ma", yTOUHUTH
JpyToil ciyydait
eciu "1a", yTOYHUTH
KpaTkoe n3noxeHue CyTu BHECEHHOW MONPaBKHU:
[Tepevyenp H3MEHEHHBIX TOKYMEHTOB (MICHTU(DUKAIMS, HOMED, JaTa):
JononautenbHast uHGpopManus (MIpu HATUYUN)
JlaTa cornacoBaHus CyIIECTBEHHBIX OMPABOK " " 20 roaa Ne pelieHust
®.1.0 (ripu ero HAMMYKK) PYKOBOJIUTEISI TOCYIAPCTBEHHOTO OpraHa

(W11 yIOJTHOMOYEHHOE JIUIIO)
ITpunoxenue 9
k [IpaBuiam npoBeneHus
KJIMHUYECKHX UCCIICTIOBAHUI
JIeKApCTBEHHBIX CPEACTB
U TpeboBaHUA
K KIIMHUYECKUM Oa3am

Coo0menne 0 cepre3HO# HexenaTeIbHOM PeakI[uy Ha JIEKAPCTBEHHEIE CPEACTBA, H3YJAIOMMIACS B
KIIMHU9IECKOM HCCIIEOBaHUH



Ne HpOTOKOJ’Ia KIIMHUYCCKOI'O UCCIICJOBaHUsA

HanmenoBaHue eKapcTBEHHOTO CpPeICTBa

HanmenoBanue Me}IHHI/IHCKOﬁ opraHuszanuu, B KOTOPOM
BBIABJICHA HEXKEJIATCIIbHAd pPEaKIusid (Ha TEPpUTOPUN

Pecrry6nuku Kazaxcran)

1. Uadopmanus o HeKeNaTeIbHOW Peakiinu

1. 1.0 2. lata poxkaeHus

. (mpm la.

HaJINIAN

) Bec Crpana Jlenn Mecsan  Toxm
Poct

7.+13 omnmcanme peaxnuil (-pIif) (BKIIOYas JaHHBIE JA0OPATOPHBIX M MHCTPYMEHTAJIBHBIX

MCCJIEIOBaHUH )

I1. Uadopmarus o momo3peBaeMoM Ipernapare

2.a
Bospacr

4.-6. JlaTa Hauana peakuuu

Jenpb

Mecsig

I'on

8 -12.
IIpoBepn
Te BCE
COOTBETC
TBYIOLIU
e
Hebmaro
TIPHUSTHEI
e
peaxmmun:
- CMEpTh
MaIUEHT
a,

- yrposa
LTS
SKHA3HU,
rOCIHTa
JIA3aIuu
WU
MPOJIJIEH
ue ce
CPOKOB;
CTOMKas
yTpara
TPYIOCTI
ocobHOC
TH:
WHBaJINA]]
HOCTb;
BPOXJICH
Has
aHOMallu
A,

- MHOE C
MEIUIIHH
CKOM
TOYKH
3peHUs
Ba)KHOE
COOBITHE.



20.
Hcuesna
I u
peaxius

14. TTomo3peBaembIit mpenapat(sl) (BKIIFOYast MEXKITyHAPOAHOE HEATCHTOBAHHOE HANMEHOBAHHUE). mociue
OTMEHBI
npemnapa
Ta: na
HET He
TIPUMEHU
MO

15. Cytounas no3sa 16. IlyTs BBeneHus 21.
17. Iloka3zaHust K HA3HAYEHUIO IlosTopu
JIACh JU
COOBITHSA
mocie
MTOBTOPH
oro
MpUMEHE
18. atsl Tepamuu (c/10) 19. IIpoaomKUTEIBHOCTD TEPANIUN Hus

npenapa

Ta:

0O aa

O HET

o 0Oes

OTBETA
II1. ComyTcTBytomas JeKapCTBEHHAS Tepanys U aHaMHe3
22. ComyTCTBYyIOIIHE TpENapaThl U AaTHl BBEJACHHS (32 MCKIIOUYCHUEM TeX, KOTOPhIe IPUMEHSIIH JJIS JICUCHUS
HEe)KeJaTeIbHOM PeaKIInn)
23. Jlpyras 3naunMas uadopMmarirsi COnyTCTBYIOIIHME 3a00IeBaHU:

IIepBona
YaJIbHBIN
penopre
p
[punoxenne 2 x IpuKazy
MuHuCTp 31paBOOXpaHEHUs

IV. IlpousBoaurens

Pecny6nuku Kazaxcran
ot 21 suBapst 2026 roga Ne 5
[Ipunoxenue 1-1 x mpukazy
MuHucTpa 31paBoOXpaHEHUS

Pecny6nmkn Kazaxcran

ot 11 mexabps 2020 roga
Ne KP JICM-248/2020

IIpaBuia mpoBeaeHHs KIMHAIECKUX HCCICXOBaHU MEIUIIANHCKHX W3CIIHMH,
KJIMHAKO-1a00paTOPHBIX MCILITAHNH MEIUIIMHCKIX M3JE/UH I JUATHOCTHKY BHE XKUBOTO
opraamsMa (in vitro) u Tpe6OBaHMS K KIMHAYESCKAM Oazam

T'maBa 1. O0nIHe MONOXEHHS



1. HacTosiiue npaBuia NpoBEAEHUS KIMHUYECKUX HCCIIEIOBAHUN MEIULIIMHCKUX W3ACIIHIM
, KITUHUKO-JTA00paTOPHBIX UCIIBITAHUN MEIUIIMHCKUX U3CIHUI JJIsI IMarHOCTUKU BHE )KMBOTO
opranusma (in vitro) u TpeGoBaHUs K KIMHUYECKUM Oa3aM (nanee — [IpaBuna) pazpaboTaHsl B
cooTBeTcTBUM ¢ MyHKTOM 6 ctathbu 238 Kopekca PecnyOnuku Kazaxcran "O 3mopoBbe
Hapoja U cucteMe 3apaBooxpanenus” (nanee — Kosekc) u onpenensoT NopsiAoK MPOBEACHUS
KJIMHUYECKUX HCCIEOBAaHUN MEIUIIMHCKUX M3JEIHNM, KIMHUKO-1a00paTOPHBIX HCTIBITAHUN
MEIUIMHCKUX M3JeIUN sl AUAarHOCTUKU BHE XKMUBOTO opraHu3ma (in vitro), a Takxke
YCTaHABJIMBAIOT TPEOOBAHUS K KIIMHUYECKUM Oa3am.

2. B nacrosinux [TpaBuiax ucroib3yroTcs CASAYIONIUE TEPMUHBI U ONPEICTICHUS:

1) aynut — cuctematuueckas U HE3aBUCUMAasl MMPOBEPKA OTHOCAIIMNXCS K UCCIIEIOBAHUIO
NEATeIbHOCTA U JOKYMEHTAIlMU, MPOBOAMMAS ISl TMOATBEPKICHUS COOTBETCTBHS ITOU
NEeATENIbHOCTH, a TaKXXe Mpouenyp cOopa, aHaiu3a U NpPeACTaBICHHS JTAaHHBIX MPOTOKOIY,
CTaHJApTHBIM ONEPALMOHHBIM MPOLEAYpaM CIIOHCOPA, HaAJIekKalIel KIMHUYECKON MpaKTUKe
Y HOPMATUBHBIM TPEOOBAHUSIM;

2) KOHTPOJIbHOE MEAMIIMHCKOE U3JIeNINe — U3JENHE, UCIOIb3yeMOe B KIMHUYECKOM
HCCNeIOBaHUM (MCTIBITAHUM) JJIsl CPABHEHUS C UCCIIEAYEMbIM (MCIIBITYEMbIM) MEIUIIUHCKUM
U3/ICIIHEM;

3) mepBUYHBIE JaHHBIE — BCA WHQOpPMAIUs, COJAEpKallascsi B OPUTHMHAIBbHBIX
MEUITMHCKIX 3aUCIX M UX 3aBEPEHHBIX KOMUAX, O PE3YIbTaTaX KIMHUYECKUX HAOIIOACHUH,
oOcieIoBaHU U JIpyrod AesTeIbHOCTH, MO3BOJIAIONIAS BOCCO3/1aTh XOJ KIMHUYECKOTO
MCCIIEIOBAHUS U OIIEHUTH ero. [lepBUUHbIE TaHHBIE COAEPKATCS B IEPBUYHON JOKYMEHTAIIUU
(MOTMHHUKAX WIIA UX 3aBEPEHHBIX KOIHUSX).

4) nmepBUYHasi JOKYMEHTAIus (OpUTMHAIbHBIE MEAUIMHCKHUE 3aMUCH) — HUCXOJHbIC
JOKYMEHTBI, JaHHbIE W 3alucH (HaImpuMmep, UCTOPUU O0oJie3HU, aMOyJIaTOpPHBIE KapThl,
nabopaToOpHbIe 3aMUCH, 3aMETKU, JHEBHUKH CYOBEKTOB HCCIIEIOBaHUS, BOMPOCHUKH,
’KypHaJIbl BBIJJTAYM MEAMKAMEHTOB, 3alMCH aBTOMAaTHYECKUX YCTPOUCTB, BEPUPHUIIMPOBAHHBIC
M 3aBEpPEHHBbIC KOMWU WJIM BBITUCKH, MUKPOQHUIIU, (POTOHETaTUBBI, MUKPOIUJICHKU WJIU
MarHUTHbIE HOCUTEIU, PEHTT€HOBCKUE CHUMKH, JTIO0OBIE 3aMUCH, OTHOCSIIMECS K MAIlUEHTY, B
TOM YHCJI€ XpaHAIIUECsS B amnTeke, Ja0opaTopusiXx W OTACICHUSX HHCTPYMEHTAJIbHOU
JMArHOCTUKH, UCTIONIb3YEMbIX B KITUHUYECKOM HCCIICIOBAHUN);

5) HavanbHaAsg JKCIEPTH3a — OIEHKA MOJHOTHI, KOMIUIEKTHOCTA M MPaBHJIbLHOCTH
odopMIIEHUS TOKYMEHTOB, MPEJICTABICHHBIX CIIOHCOPOM B KCIEPTHYIO OPTraHHU3aIlMI0 IS
MOJIYYEHHUSI SKCIIEPTHOIO 3aKJIFOUEHUS Ha MTPOBEJCHNE KIMHUYECKOTO UCCIIEIOBAHUS;

6) HanmmonaneHas uHdopmalmonHasi cucreMa OMOMEIUIIMHCKUX UCCIIEA0BAaHUM — 3TO
UH(OOPMAITMOHHBINA PECYPC aKKyMYJIUPYIOIIUI TaHHBIE TT0 OMOMETUITMHCKUM UCCIIEIOBAHUSM
, MPOBOIUMBIX Ha Tepputopuu PecnyOnuku Kazaxcran;

7) OOHOLEHTPOBBIE KIMHUYECKHE HCCIEIOBAaHUS — KIMHUYECKOE HCCIEJOBAHUE,
IPOBOJIUMOE B OJTHOM HCCJIEIOBATEIHCKOM IIEHTPE;



8) rocymapcTBeHHasl dKCIIEpTHAs opraHu3aius B cepe oOpaiieHus JeKapCTBEHHBIX
CPEACTB M MEIUUMHCKUX HU3ACNUN (llajiee — SKCHEpTHAas opraHu3anusi) — CyOBeKT
rOCyIapCTBEHHOM MOHONOJNUM, OCYIIECTBIAIOMIMNA MPOU3BOJACTBEHHO-X03SIMCTBEHHYIO
JeSTENbHOCTD B 00JIaCTH 3paBOOXPaHEHUs 10 obecreueHnto 0e30MacHOCTH, 3PHEKTUBHOCTH
Y KaueCTBa JIEKAPCTBEHHBIX CPEJICTB U MEAUITUHCKUX U3JEITUMH;

9) crioHcop — (uU3MUECKOe WM IOPUAMYECKOE JIMI0, OTBEUAIOIIEE 32 WHUIIMAIMIO,
OpraHu3alHyIo0 U o0ecrieueH sl PUHAHCUPOBAHUS KIMHUYECKOTO UCCIIEIOBAHNUS;

10) yrmosTHOMOYEHHBIN Opran B 00JacTH 37paBOOXpaHEHUs (J1ajee — YIOITHOMOYEHHBIN
OpraH) — UEHTPAJbHBIM HCHOJHUTEIbHBIA OpPraH, OCYLIECTBISIOIIMI PYKOBOACTBO U
MEKOTPACIEBYI0 KOOPJWHAIMIO B 00JIACTHM OXpaHbl 370pOBBs TpaxjaaH PecmyOmmku
Kazaxcran, wMeguiuHCKOM W  (papManeBTHYECKOW HAyKU, MEJUIIMHCKOTO H
(dhapMaIeBTUYECKOT0 00pa30BaHMs, CAHUTAPHO-IMUIEMHOIOTHIYECKOTO OJIaromoydus
HaceJeHusl, OOpallleHus] JIEKAPCTBEHHBIX CPEACTB M MEIUIMHCKUX HU3JENIUi, KadyecTBa
OKa3aHMsI MEIULIMHCKUX YCIYT (IOMOLIN);

11) noGouHble peakius - HempeaHaMepeHHas MoO0YHasl peaklius OpraHu3Ma, CBI3aHHas C
MCIIOIb30BAaHUEM MEAMIIMHCKOTO HM3JENUs W Mpearnoaramiias Hajluyue, KaKk MUHUMYM,
BO3MOYKHOM B3aMMOCBSI3U C UCIIOJIb30BAHUEM MEIAMIIMHCKOTO U3IEIHS;

12) uaauBuayanbHas perucrpaunonHas kapra (ganee — MPK) — nokymeHT Ha OymMaxHOM
U (WIM) SIEKTPOHHOM HOCUTEIIE, NIPEHA3HAYEHHBIN JJIs1 BHECEHHS BCEU MPETyCMOTPEHHOM
IPOTOKOJIOM M MOJyIeXalleil nepenaye CroHcopy HHGOpPMAIMU MO KaXKAOMY CyObEKTYy
HCCJIEI0BAaHNUS;

13) uccnenyemoe (MCHBITYEMOE) MEAMIIMHCKOE M3JEIUEe — MEAUIIMHCKOE H3Jeiue,
KOTOPO€ B XOJE KIMHUYECKOTO HCCIENOBAHMS (MCIBITAaHUS) WIH KIMHHUKO-TA00paTOPHBIX
ucclieIoBaHUN (MCTIBITAHUHN) JUIST MEIUIIMHCKUX H3EeNUM IS JAUArHOCTHUKH In Vitro
OIICHUBAETCS Ha MpeAMeT 6e30macHocTU U (W) 3G (HEKTUBHOCTH;

14) Opomrropa ucciaeaoBaTeNIsi — CBOAHOE M3JI0KEHHE Pe3yJIbTaTOB KIMHUYECKOTO U
JOKJIMHUYECKOTO (HEKJIMHUYECKOT0) U3YUEHUS UCCIEAYEMOro MpernapaTa, 3HayuMbIX JIJIs1 €ro
MCCJIEIOBAHUSI HA YEJIOBEKE;

15) HEeMHTEPBEHIIMOHHOE KIMHUYECKOE HCCIIeI0BaHUE — UCCIEAOBAaHUE C yYacTUEM
YeJI0BEKa B KAaYECTBE CyOBEKTAa MCCIIEIOBAHMS, KOTOPOE MPOBOJMUTCS MOCIE MPOBEACHUS
rOCY/IapCTBEHHOW PETUCTPAIMU JIEKAPCTBEHHOTO CPEACTBA WM MEAUIMHCKOTO U3JEIUS U
Ha3HAYaEeTCs B paMKax MEIUIIMHCKON MPaKTUKY;

16) MHTEpPBEHIIMOHHOE KIWHUYECKOE HCCIEIOBAHUE — HMCCIEIOBAHUE C YYACTHEM
YeJIoBeKa B KadyecTBE CyObeKTa HCCIENOBaHMs, IPU KOTOPOM Bpay-UCCIEAOBATENb Ha
OCHOBAHHUM  MPOTOKOJA  HMHTEPBEHIIMOHHOTO  KJIUHUYECKOTO  HCCIIEJOBaHU,
COOTBETCTBYIOILIETO TMOPSAKY TMPOBEACHUS KIMHUYECKUX HCCIEAOBAHUN, Ha3HAYaeT
CyOBbeKTaM HCCIIe0BaHus CIeIHaTbHOE BMEIIATEIbCTBO;



17) KIUHUKO-UHCTPYMEHTaJIbHOE O0OPYJOBaHUE — ITO MEIUIMHCKHE MPUOOPHI,
HHCTPYMEHTBl M YCTPONCTBA, KOTOPBIE€ HCIOJB3YIOTCS JisI JAUArHOCTUKH, JICYEHHUS,
peadWIUTaliy U TPOBEICHUS PA3IMYHBIX UCCIICIOBAHUIA;

18) knuHMYeckas 6a3za — 3TO UCCIEI0BATEIbCKHUM LIEHTP, Ha 6a3e KOTOPOro peanusyercs
KJIIMHUYECKOE UCCIIEI0BaHUE;

19) kIMHUYECKOE HCCIeI0BaHUE — UCCIIEIOBAHUE C YYACTUEM 4YeJIOBEKa B KaueCTBE
CyObeKTa, MNPOBOAUMOE [JIsi BBISBICHUS WU TOATBEPXKICHUS OE30MACHOCTH H
3¢ ()EKTUBHOCTH CPENICTB, METOJAOB U TEXHOJOTUM MPOPUIAKTUKH, TUATHOCTUKU U JICUCHUS
3a00JIEBaHHI;

20) crnenuanu3npoBaHHas SKCIEPTHU3a MATEPUATIOB KIMHUYECKUX UCCIEN0BAaHUNA — 3TO
AKCHEPTHAsl OLIEHKA, OCYILIECTBIIsieMass TOCYJapCTBEHHOW HKCHEPTHOM OpraHu3alnueit c
MPUBJICYCHUEM TTPO(IIBHBIX CIICIIUANIMCTOB | (WJIM) BHEIITHUX JKCIIEPTOB, HAIIPaBJICHHAS HA
yCTAHOBJICHUE O€30MacHOCTH, KayecTBa M HAyYHOW OOOCHOBAHHOCTH TMPUMEHEHUS
HCCIIEyeMOT0 MEIUIIMHCKOTO M3JIeNINsl, a TaKXK€ Ha OLEHKY COOTBETCTBUS MAaTepHUaioB
KJIMHAYECKOTO MCCle0oBaHusl TpeboBaHUsIM 3akoHoAaTenbcTBa PecnyOnuku Kaszaxcran,
MexayHapoaubix ctrangaptoB Good Clinical Practice (I'ya kiIuHUKan TPaKTHK) H
aKTyaJIbHbIX HAyYHBIX JAHHBIX;

21) oTuer O KJIMHUYECKOM HCCIIEOBAHUU — JOKYMEHT, COJEp Kalllui OMUCaHUE
KJIMHUYECKOTO  HWCCIEJOBAHUS  TEPANeBTUUYECKOTO, MPO(PUIAKTUYECKOTO WU
JMArHOCTUYECKOT0 CPEACTBA C YYACTHUEM UeJIOBEKa B KayecTBE CyObEKTa, 00BbeAUHSIONIEE
KJIMHUYECKOE M CTAaTUCTUYECKOE OINMCAHMS, MPEJCTaBIICHUWE JaHHBIX M WX aHalu3;
oTna’aeHHbIX A((HEKTOB, BKIIIOUYAsl HEOIArONpUsITHBIE COOBITUS UCCIEAYEMOT0, METUITUHCKOTO
U3/1eIus;

22) mpOTOKOJ KIMHUYECKOTO HCCIIeNOBaHUs (l1ajiee — MPOTOKOJ) — JOKYMEHT,
OTUCHIBAIONIUN 1I€U, JU3alH, METOJO0JOTHI0, CTATUCTUYECKUE ACIEKTHl U OpraHU3alUI0
UCCIIEIOBAHUS;

23) MHOTOIICHTPOBbIC KIMHUYECKHUE HCCIEIOBAHUSA — KJIMHUYECKOE HCCIIeIOBaHUE,
MIPOBOIMMOE TIO €TUHOMY MPOTOKOJy O0Jiee 4eM B OJTHOM HCCIIEIOBATEIbCKOM IIEHTPE U
0oJiee 4eM OJHUM HCCIIeI0OBATEIEM;

24) HeOnaronpusTHOE COOBITHE — ATO HEXKENATEIbHbIH MEIUIMHCKUN WHIUACHT,
HenpeaABUIeHHOE 3a00JieBaHNe, TpaBMa JIMOO HEKeIaTeIbHbIE KIMHHUYECKUE CHUMITOMBI (
BKJIFOUAsl OTKJOHEHHUS OT HOPMBI B Ja0OpaTOpPHBIX I[OKa3aTensiaXx) y CYOBEKTOB,
MOJIB30BATENICH WU APYTUX JIWI, HE3aBUCUMO OT TOTO, CBA3aHbI JIK OHU C HCCIEAYEMbIM
MEJIUIIMHCKUM U3/ICTTUEM U SBIISIOTCS JIM OHU OXKUJAEMBIMU U HETIPEIBUICHHBIMU;

25) cTpanbl peruoHa MexayHapoaHOW KOH(PEPEHIINHU MO TAPMOHU3AIUN TEXHUYECKUX
TpeOOBaHUI K PETUCTpaIUU JICKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO MpUMeHEeHus (
ICH) (AiCuditu) — rocynapcTBa, peryJsiTOpHbIE OpraHbl KOTOPBIX BXOJAT B COCTaB



yupenuteneit u noctossHHbIX wieHoB ICH (ctpansr EBpormeiickoro corosa, Benukoopuranus,
Coenunennsie Llrarer Amepuku, Anonus, lseiiuapus, Kanaga) (nanee — ctpansl peruoHa
ICH (AiCuDiiu);

26) MeauUMHCKas OpraHu3alus — OpraHu3alus 3/IpaBOOXPAHEHHUS, OCHOBHOM
NESATEIbHOCTBIO KOTOPOM SIBISIETCS OKa3aHUE MEAUIIMHCKOMN TOMOIIIH;

27) MOHUTOp - (PU3HYECKOE JUI0, HAa3HAYAEMOE CIIOHCOPOM WJIM KOHTPAKTHOMU
HCCIIe0BATENbCKONM  OpraHu3alueil, KoTtopoe  pabdoTaeT  COBMECTHO C
HCCIIEI0BATEIEM-KOOPIUHATOPOM HWIJIM KOOPAWMHAIIMOHHBIM KOMHUTETOM M KOHTPOJIUPYET
MPOBEJECHNE KIMHUYECKOTO HUCCIEJOBAaHUS B COOTBETCTBUU C IMPOTOKOJIOM, OLICHUBAET
CTENIEHb €ro BBINOJHEHUS, OKa3bIBAET COJICHCTBHE HCCIEIOBATENI0 B aHalIU3E,
HMHTEpIIPETalUU U SKCTPAOJISIIIUU JaHHBIX;

28) crannapTHble onepanmoHHblie npouenypsl (nanee — COII) — moagpoOHble MUCHbMEHHBIE
UHCTPYKLMH, TpeAHa3HAUYCHHBIC I JOCTHXKEHHUS €IMHOO0Opa3us MpU OCYIIECTBICHUU
ONPEAEIECHHON eI TETbHOCTH;

29) cyObeKkT — Quznueckoe JIMI0, YYaCTBYIOIIEE B KIMHUYECKOM HCCIIEIOBAHUU B
coCTaBe TpyNIbl, NOJyYarolled UCCIeAYEeMbld mpenapar, JM00 B COCTaBE KOHTPOIbHOMN
TPYIIIbL;

30) Texuuueckuil aiiia — KOMIUIEKT TEXHUUYECKON JOKYMEHTAIlUM HAa MEIMUIIUHCKOE
u3JIeNie, BKIIIOYAIONMIUNA B ce0sl OMUCaHWe MEIUIIMHCKOTO M3JENHS U €ro MpearnoaaraemMoe
UCIIOJIb30BAHUE, A TAKKE OXBATBHIBAIOIIMN BOMNPOCHI NMPOECKTUPOBAHUSA, M3TOTOBICHUS U
AKCIUTyaTali MEIUIIUHCKOTO U3/CIIHS;

31) naanexanias knuaudeckas npaktuka Good Clinical Practice (I'ya k1MHUKAT IPAKTUK
) (mamee — GCP) — cra”mapT NJaHUPOBAHHUS, OPraHU3ALMHU, MPOBEACHUS, MOHUTOPHHIA,
ayauTa, JOKYMEHTHPOBAHUS KIMHUYECKHX HCCIEIOBAaHUM, a TakKe aHaiuza u
MPEJCTABICHUSI UX PE3YyJbTAaTOB, CIYXXAIlMi TapaHTUEW JOCTOBEPHOCTH M TOYHOCTH
MOJIYYEHHBIX JAHHBIX M MPEIACTaBICHHBIX PE3yJIbTATOB, a TAKXKE 00CCIICYNBAIOIINN 3aIIUTY
Mpas, 3J0pOBbs U KOH(PHUICHIINATILHOCTH CYOBEKTOB UCCIIEI0BAHMS;

32) uHOpMUpPOBAHHOE cOrjlacue — Mpoleaypa MUCbMEHHOTO T0OPOBOJBHOTO
MOATBEPKJICHUS JIUIIOM CBOErO COIJIACHS Ha MOJy4YeHHE MEAUIIMHCKOW MOMOIIM U (KJIH)
y4acTHe B KOHKPETHOM HCCIEAOBaHUM MOCIE NOJIy4eHUs] HHPpopMauuu 000 BCeX 3HAYMMBIX
JUISl TIPUHSTUAS UM PEUICHUs] acTleKTaX MEIUIIMHCKOW MOMOIIM M (WJIM) UCCIETOBaHMUS.
NudopmupoBaHHOe NHCbMEHHOE coryiacue odopmisiercss mo Qopme, YTBEpPKICHHOU
YIIOJITHOMOYEHHBIM OPTaHOM;

33) cuHOIICHC MPOTOKOJIA — KPATKOE U3JI0KEHUE TIPOTOKOJIA KIMHUYECKOTO UCCIE0BaHUS

34) KIMHUKO-Ta00paTOPHBIE UCCIIeIOBaHMS (MCIIBITAHUS) MEAUIIMHCKOTO U3ETUs JIs
JTMATHOCTUKH N Vitro — CHCTEMAaTHYeCKNE UCTIBITAHNS aHATUTUYECKUX XapPaKTEPUCTHK U, TIC



MPUMEHHUMO, KIMHUYECKON 3((HEKTUBHOCTH, MPOBOJUMBIE C II€JIbI0 YCTAaHOBJICHUS WIIU
MOJITBEPKJCHUS COOTBETCTBUS MEIMIIMHCKOTO W3JCNUs ISl JUArHOCTUKU In Vitro
Ha3HAYEHUIO, YCTAHOBIEHHOMY IIPOU3BOIUTEIIEM.

3. 1o momaum 3asBI€HUS] HA SKCIIEPTU3Y CIIOHCOP MO COOCTBEHHON MHUIIMATUBE MOJyqaeT
B DKCIIEPTHOM OpraHu3allid Hay4YHbIE KOHCYJIbTAllUM HA JJOTOBOPHOW OCHOBE IO BOIPOCaM,
CBSI3aHHBIM C MPOBEJCHUEM DJKCIEPTU3bl MATEPHAIOB HHTEPBEHIMOHHBIX KIMHUYECKUX
UCCIIEIOBAHUI MEIUIIMHCKUX W3JCNINM, KIUHUKO-TA00PATOPHBIX UCIBITAHUM MEAUITUHCKUX
W3JICIIUN 171 TUarHOCTUKH BHE )KUBOT'O opraHusma (in vitro).

4. Jns mpoBeIeHHs IKCTIEPTU3bI MATEPUATIOB KIIMHUYECKUX UCCIEAOBAHUNA MEIUITTHCKIX
U3JIeTui, KIIMHUKO-T1a00paTOPHBIX UCTIHITAHUN MEUIIMHCKUX W3S I TUarHOCTHKU BHE
KUBOrO0 opranusma (in vitro), sKCHepTHas OpraHu3alus MPUBJIEKAET CHEUUAIUCTOB W3
PO MIIBHBIX OPTaHU3AIMH, OCYIIECTBIISIONIUX ISATEILHOCTh B JaHHOU cdepe.

5. KnuHuueckue ucciaeqOoBaHUS MEIUIMHCKUX HM3JENUN, KIMHUKO-1a0opaTOpHbIE
UCTIBITAHUS MEAUIMHCKUX W3JIeUM JJisl JUATHOCTUKU BHE YKUBOTO OopraHusMma (in vitro)
IIPOBOISITCS. IPU OJTHOBPEMEHHOM COOJIIOICHUH CIEAYIOMNUX TPeOOBAHUM:

1) uccienoBanus HaIMpaBJIeHbl HA MTOJYUYEHUE HOBBIX HAYYHBIX JAHHBIX U BHEJIPEHUE UX B
MPAKTHYECKOE 3/[PABOOXPAHCHUE;

2) o0ecrieueHbl 3alIuTa HHTEPECOB CYOBheKTa UCCIe0OBaHUS M KOHPUIACHIIUATLHOCTD €0
MEUITMHCKON WH(pOpMaIuy;

3) moiay4eHo MUCHbMEHHOE coTjlache CyObeKTa MCCIEeNOBaHUs WM €ro 3aKOHHOIO
MPEJICTABUTENS] HAa y4yacTHE B MCCJIEJOBAHUU WJIM HMCIIOJIB30BAHUE €r0 OMOJIOTHMYECKHUX
00pa31oB ¥ METUIIMHCKON WH(OpMAIUK, B TOM YUCIIE JIs 3a0JHEHUsT OM0o0aHKa B HAYYHBIX
LEeTsX;

4) UHTEPBEHLIMOHHbIE KIMHUYECKHE UCCIIEI0BAaHUS MEIUIIMHCKUX U3IEIUI TPOBOSITCS C
pa3pellieHus YIoJHOMOYEHHOTO OpraHa.

6. KinHuueckue HCCIEeNOBAaHUS MEIHIUHCKUX H3JEIUN OCYIIECTBISIOTCS B
COOTBETCTBUM C MpaBWJIaMu Hajjexaimed kinuHudeckor npaktuku (GCP) PecnyOnuku
Kazaxcran u (unu) EBpazuiickoro 3k0HOMUYECKOTO COI03a.

7. Knunuueckue uccieoBaHus MEIULIMHCKUX U3EIUMA IeTATCS Ha MHTEPBEHIIMOHHBIE U
HEUHTEPBEHI[MOHHEIE.

8. Knunnueckue uccienoBaHus MEIUIMHCKUX U3ICIUHN, KIMHUKO-TA00paTOPHBIX
UCTIBITAHUN MEAUIMHCKUX U3JETUN I TUArHOCTUKH BHE JKMBOTO opraHu3ma (in vitro)
MPOBOASTCS TPU HAJUYUU TIOJIOKUTEIBHOTO 3aKIIOYEHHUS] KOMHUCCHHM IO OMOITHKE, a
MHTEPBEHIIMOHHBIE KIMHUYECKUE WCCIEIOBAaHUS TaKXke MPU HaJIUYUU JOKYMEHTa O
CTpaxOBaHUM KU3HU U 3/I0POBbSI yHaCTHUKA HCCIIETOBAHUSI.

JIOKyMEHTOM O CTPaXOBAaHHH >KU3HU U 3JJOPOBbSl YUACTHUKA UCCIICIOBAHUS SIBIISETCS
JIOTOBOP CTPaxOBaHUSl TPa)KJaHCKO-NPABOBOW OTBETCTBEHHOCTHM CIOHCOpa Ha Cllyyaid
HAHECEHUs BpeJla dU3HU U 3JJOPOBbIO CyOBEKTa HCCIIEIOBAHUS, 3aKIIOYEHHBIN CO CTPaXOBOU
opranuzauuen-pesugeHTom Pecnyonuku Kazaxcran.



JIOKYMEHTOM, yIOCTOBEPSIOLIUM OCYIIECTBICHUE 0053aTEIbHOIO CTPAXOBAHU MAallMEeHTa
, aBysiercst [lomuc, KOTOpBI BBIIAETCS KaKIOMY CYyOBEKTY KIMHMUYECKOTO UCCIEA0BaHMS.

9. Bce xiIMHHYECKHE MCCIENOBAHUS MEIUIIMHCKUX U3EIUNA, KIMHUKO-I1a00paTOPHbIX
UCTIBITAHUN MEIUIMHCKUX M3ACNHUN NIl AUArHOCTUKU BHE UBOro opranusma (in vitro),
npoBoANMBIE Ha Tepputopun PecnyOnuku KazaxcraH, moanexaT perucTpauud B
HannonanbHoii nHpOpMAIIMOHHON cucTeMe 10 OMOMETUITMHCKUM HCCIIEIOBAHUSI.

10. Onucanue KIMHUYECKOTO MCCIEAOBAHHS HEOOXOIMMO 3aperucTpupoBaTH B
obmenoctynuoi 6a3e manubix (International Clinical Trials Registry Platform, EU Clinical
Trials Register, ClinicalTrails u ap.) 10 Hauana npuBiaedeHUs CyOBEKTOB U €ro COAepKaHue
JOJKHO aKTyaJIM3UPOBATHCS HA MPOTSHKEHUU BCETO MEeproja MPOBEACHUS UCCIEA0OBaHUs, a
pe3ynbTaThl — OBITh 3aPETUCTPUPOBAHBI IO €0 3aBEPUICHUU.

I'masa 2. Ilopsnox mpoBeACHA KIMHAIECKHAX NCCICAOBaHUH MEAVINHCKAX H3EIHMH
IMTaparpad 1. ITopsmok moTydeHAs 3aKOYCHAUS SKCIIEPTHON OpraHN3aIiH

I1. Tlopsimok mosydeHHs 3AKIIOYECHUs SKCIEPTHOM OpraHu3aluy Ha MPOBEJACHUE
UHTEPBEHIIHOHHOTO  KJIMHUYECKOTO  HCCIENOBAaHUSA  MEIOUIMHCKOIO  HM3AEIHUS
pacIpoCTpaHseTcs Ha:

1) xIMHUYECKUE UCCIETOBAHUS UMILUIAHTUPYEMBIX MEAUIUHCKUX U3JEIHUHN, a TaKkKe
KJIacca MOTEHIMAIBHOTO PUCKA NMpUMEHEHHS 3 U 2 b, eciiu cnenuanbHO HE JI0Ka3aHo, 4To
KIMHNYEeCKass 3((PEKTUBHOCT, W OE30MACHOCTh 3asIBISEMOT0 MEIUIMHCKOTO W3IEIUs
J0Ka3aHa JPyruM CIIOCOO0M;

2) KJIMHUYECKHE WCCIETOBAHUS MEIUIIMHCKUX W3JeTni, (QYHKIIMOHATbHBIC
XapaKTepUCTUKH, MPUHUHUIN [EHUCTBUS, HA3HAYCHUE, IIOKa3aHUS K MEIULHHCKOMY
MPUMEHEHUI0 WM OCOOCHHOCTH MEAULMHCKOTO TMPUMEHEHHS, KOTOPBIX paHee He
HCCIIEI0BAJIUCH;

3) KJIUHUYECKUE UCCIeAOBaHUA MoAU(UKAIMI MEIUIIUMHCKOTO H3JENHs, paHee
JONYIIEHHBIX K MEAULUHCKOMY IPUMEHEHHIO, B CIy4ae, €CIU MPOU3BEACHHBIE U3MECHEHUS
CBSI3aHBl C TIOSABJICHUEM HOBBIX (YHKIMOHAIBHBIX XapaKTEPUCTUK, H3MEHEHHUEM
MpOrpaMMHOTO OOecHeyYeHus, MPUHIUIA JACHCTBUS, HA3HAYCHUS WU OCOOCHHOCTEU
MEIULIUHCKOTO MPUMEHEHUS, KOTOPBIE paHEE HE UCCIIEI0BAINCH;

4) KJIMHUYECKUE HCCIEIOBAHUS MEIUIMHCKOTO W3JENHs, COAECPXKAIUX HOBHIE,
KOHTaKTUPYIOIME C OPraHU3MOM YeJIOBEKa, paHee HE U3yUYCHHBIC B 4aCTH OMOJIOTHYECKOTO
JNEUCTBUSI MaTEPUAJIbl WJIM U3BECTHBIE MATEPHUAJIbl, KOHTAKTUPYIOIIME C TEMU OpraHaMu WU
TKaHSAMU YEJOBEKA, B OTHOLICHUM KOTOPBIX OTCYTCTBYET ONBIT HUX MEIULIHUHCKOIO
MIPUMEHEHUS, WU B CIIydae, €Clid TaKOM KOHTAKT SBJsSETCs 0ojiee MPOI0KUTEIbHBIM, YeM
paHee U3YUYCHHBIN.

12. Jlns monydeHHs 3aKJIOUEHUsS SKCIEPTHOM OpraHM3aldu Ha IPOBEINCHUE
KJIMHUYECKOT0 HCCIEIOBAaHUS MEIUUHMHCKAX W3IEIUN CHOHCOpP IOJAET B 3KCHEPTHYIO



opranuzanui B diekTpoHHoM ¢opmare (PDF), u mnocpencrBom HarnuonansHoi
MH(POPMAITMOHHOM CUCTEMBI IO OMOMEIUIIMHCKUM UCCIIEA0OBAHUSAM CJICTYIOIINE IOKYMEHTHI:

1) compoBoAUTENbHOE MUCHMO, B KOTOPOM YKa3bIBA€TCSl YHUBEPCAJIbHBI HOMED
UCCJICIOBAHUS, TPUCBOCHHBIA CIOHCOPOM, [UISI MEXJIYHApPOJAHBIX KIMHUYECKUX
UCCIIEIOBAaHUM HOMEp WUCCIeAOBaHUS B MEXIyHaApOJAHOM PETUCTPE KIUHUYECKUX
UCCIIeOBAaHUM (TTPH HAJTUYHUH);

2) 3a4BKY Ha MPOBEJACHUE SKCIEPTU3BI MATEPUATIOB UHTEPBEHIIMOHHOTO KIMHUYECKUX
UCCIIEIOBAHUM MEIUIIMHCKUX H3ACNHi 1o (opMe B COOTBETCTBHHM C MPUIOXKEHHEM | K
HactosuM [Ipasuiam;

3) Opomurropy uccaeaoBaTeNss 0 MEAUIIMHCKOM U3JeINU (KpOoMe MEIUITMHCKUX W3l
JUIsl AuarHocTuku in vitro) B cootBerctBUu ¢ ['OCT P ISO 14155-2022 (ISO 14155:2020,
IDT) "KnuHuueckue uCCIEIOBaHUS MEIUIMHCKUX HW3JEIUN, MPOBOJAUMBIE C Yy4acTHEM
yelioBeKa B KauecTBe cyObekTa. Hajuexamias kiuHUYeckas MpakTUka', YTBEP>KJIECHHOIO
Pexomennaumsmu Komterun EBpa3uiickoil 3KOHOMUYECKON KOoMUCCHU OT 4 ceHTs10ps 2017
roga Nel7 (manee - ISO 14155-2022) nis oTeueCTBEHHBIX IIPOU3BOAMTENCH Ha Ka3aXCKOM
WJIM PYCCKOM SI3bIKE, IS 3apyOEKHBIX MPOU3BOAUTENEH, UCTIOJIB3YETCS aHTJIMIUCKUM SI3bIK C
[IEPEBOJOM Ha Ka3aXCKHUM WU PYCCKUH SA3BIK;

4) TexHudeckuil ¢aityl Ha MEAUIMHCKOE U3JAeNue (KpoMe MEIUIIMHCKOTO U3ACIUS s
JUATHOCTUKH 1N Vitro) B COOTBETCTBUM C MpUIIOkKeHWeM 2 K HactosuuM [IpaBumam, 3a
UCKJIFOUEHHEM CBOMCTB M XapaKTEPUCTUK O€30MaCHOCTU U d(PPEKTUBHOCTH MEAUIIMTHCKOTO
U3/1eINsl, KOTOPBIE ONPENENAIOTCA B X0/1€ KIMHUYECKUX UCCIICIOBAHUN (ISl OT€YECTBEHHBIX
MPOU3BOJUTENIEH HA Ka3aXCKOM WJIM PYCCKOM S3bIKE, JJIA 3apyOeKHBIX MPOU3BOAUTENCH
MCITIOJIB3YETCSl AHTJIMHUCKUN A3BIK C EPEBOJOM Ha Ka3aXCKHUM UM PYCCKHI SI3bIKN);

5) NpOTOKOJN KIMHUYECKOTO HCCIEAOBAHUS MEAUIMHCKOTO u3Aenus (Kpome
MEJIUIIMHCKOTO U3JIeIusl JUArHOCTUKH in Vitro) ¢ 000CHOBaHUEM KOJWYECTBa MEAUIIUHCKUX
U3JeNINN, TPEACTABISIEMBIX [J KIMHUYECKOTO HCCIEIOBaHUS, MNOANUCAHHBIN
YIIOJTHOMOYEHHBIM TPEJACTaBUTENIEM CIIOHCOPA, PYKOBOJUTENEM, IJIaBHBIM HUCCIIEIOBATEIEM
HCCJIEI0BATENBCKOTO LIEHTPa, B cOOTBETCTBUHU € [SO 14155-2022 Ha Ka3axCKOM HUJIU PYCCKOM
A3bIKe [ OTEYECTBEHHBIX MPOU3BOJUTENEH, I 3apyOeKHBIX MPOU3BOAUTEICH
JIOMYCKaeTCsl MPEeI0CTaBICHUE JOKYMEHTA Ha aHTJIMMCKOM S3bIKE C MEPEBOIOM Ha Ka3aXCKUM
WU PYCCKUU S3BIKU.

B cnaydae HeoOX0AMMOCTH MPOBEICHUS KIMHUYECKOTO HCCIECAOBAHUS C YYACTHEM
HECOBEPIICHHOJIETHUX, OCPEMEHHBIX KEHIIUH CIIOHCOP JOMOJHHUTEIHHO MPEIOCTABIIACT
Hay4YHO-000CHOBAHHOE 3aKJIIOUCHHUE MTPOPUIHLHON METUIIMHCKON OpraHU3aIvu.

6) CHHOIICUC TPOTOKOJa (C MEepeBOJIOM Ha Ka3aXCKUW M PYCCKUU S3BIK IS
MEKTYHAPOIHBIX KIMHUYECKUX UCCIIEI0BAHNN);
7) bopmy ManuBuayansHO# peructparmonHoi kapthl (nanee — MPK) (Ha ka3zaxckom wim
pycckoMm si3bikax) ¢ yderom I[SO 14155-2022, ans MeXIyHapOAHBIX HCCIEIOBAHUIM



HCIIOJIb3YETCS AHTVIMMCKHAM SI3BIK C MPUIIOKEHUEM pPYyKoBoJcTBA no 3anojHeHutro MPK nHa
Ka3aXCKOM WJIM PYCCKOM SI3bIKax (MpY HATUYUHN);

8) coriacue rjaaBHOTO KCCIEAOBATENs HAa y4acTHUE B KIMHHUYECKOM HCCIEJOBAHUU IO

dbopme cornacHo npuiokeHuto 3 k HactoamuM [IpaBumnam;
9) pe3toMe uccieioBarens 1no (GpopmMe CoriiacHo NpuioxeHuto 4 k Hactosmum [IpaBunam;
10) dopmy uHPOPMHPOBAHHOTO corjacusi U HMHPOpMALUIO O KIMHHUYECKOM
UCCJIE0BAHUY, INIAHUPYEMYIO JIJIsl IPEIOCTABIEHUS CYyOBEKTY HMCCIEAOBaHUS U 3aKOHHOMY
npeacTaBUTeNto cornacHo TpedoBanusam [SO 14155-2022 (Ha ka3aXxCKOM U PYCCKOM SI3bIKax);
11) nmepeyeHb KOMIIETEHTHBIX OPTAHOB 3apyOEKHBIX TOCYAapCTB, B KOTOPHIE MOJABAIIUCH
3asIBKM HA MPOBEJECHUE KIMHUYECKOTO MCCIEeN0BaHUs (111 MEXKAYHAPOIHBIX UCCIEIOBAHUI)
1 “H(pOpMAaIUs O MPUHATHIX PEHICHUSIX.
UccnenoBanus, CCbUIKM Ha KOTOpPbIE MPUBOMASTCS B MaTepuajax KIMHHUYECKUX
UCCJIEA0OBAHUM, TPEACTABICHHBIX HA DKCIEPTHU3Y, COOTBETCTBYIOT CIEAYIOIIUM KPUTEPHUSIM:
MPOBOJUINCH B COOTBETCTBUU CO CTaHJAPTAMM HA/JICKAIIEH KIMHUYECKON MPAKTUKH (
GCP), Bkiroyas 0030p U yTBEpXKJCHHWE HE3aBUCUMBIM KOMHUTETOM 10 OHOITHKE U
uH(popMupoBaHHOE cornacue cyobekToB. TpedoBanuss GCP oxBaThIBalOT Kak OMO3THUYECKHE,
TaK ¥ CTaHJAPThI LIEJIOCTHOCTU JAHHBIX JJIs KIMHUYECKUX UCCIIEIOBAHUI;

IUIsL TIPEACTaBIEHHOIO0 KJIMHUYECKOTO MCCIEIOBAaHMS, YKA3bIBAETCS JIUTEPATYpPHBIH

MCTOYHUK WJIA CCHUIKA, TJIe UMeeTCs MHPOpMAIIHs, MpeICTaBICHHAs B MaTepHaliaX 3asBKU;

Ecnu npoBeaeHne KIMHUYECKUX UCCIEAOBAHUN Pa3pelICHO PETYIATOPHBIMU OpraHaMu
npyrux ctpan - ICH, npegocTaBisitoTCs MOITBEPKIAOUIME JOKYMEHTBHI, BblJIAHHBIC
COOTBETCTBYIOIIMMU PETYIATOPHBIMU OpraHAMH.

12) xonuto noroBopa (WM MPOEKT JOrOBOpa) CTPaXxOBaHMS TPaKIaHCKO-IPABOBOM
OTBETCTBEHHOCTH CIIOHCOpa Ha CIydail HaHECEeHWs BpeJa XKU3HU U 3J0pPOBbI0 CYOBEKTa
HCCJIeI0BAaHNUS;

13) unbopmaIus 0 BCIIOMOTATENbHBIX MEIUIIMHCKUX H3IETUSIX, BCIIOMOTATEIhHBIX
JIEKapCTBEHHBIX MpernapaTax, HEOOXOAUMBIX ISl TPOBEACHUS KIMHUYECKOTO0 UCCIICI0OBaHUS
o popMe COTTACHO MPUIIOKEHUIO 5 K HacTosuM [IpaBumam (B ciydae BBO3a M BBIBO3A);

14) HOTapuanbHO 3aCBUACTEIHCTBOBAHHYIO JOBEPEHHOCTh, BBIIAHHYIO CIIOHCOPOM, C
ONPEJCICHHBIMU JIEJIETUPOBAHHBIMU TOJHOMOYMSIMM, €CIHU CIHOHCOP KIMHUYECKOIO
UCCJIE0OBaHUs HE SBJISIETCS CHOHCOPOM (B Ciydae BbIJAA4YM JOBEPEHHOCTH 3apyOeiKHbIM
CIIOHCOPOM JIOBEPEHHOCTh MPOXOAUT AllOCTUIUPOBAHUE);

15) 3akmouenue L{eHTpanbHON WK JIOKATbHON KOMUCCUU TIO OMOATHKE (TIPU HAJTUYHH);

16) xonuu MaTepuanoB, MOATBEPKAAIONINUX OIJIATy OLIEHKA MaTepUaioB KIMHUYECKOTO
UCCIIEIOBAHUS;

17) noxkymeHThl, ykazanubie B myHkTe 107 u 108 nHactosimux [Ipasun;

18) onmch MaTepraaoB B IPOU3BOJILHOMN (hopMme.



JIOKyMeHT yKa3aHHble B TyHKTax 3), 4), 5), 6) u 10) nepeBeneHHble HA PYCCKUN WU
Ka3aXCKUM SI3bIKM, COMPOBOXKAAETCA TMOJATBEPKACHUEM IMPABUIBHOCTH MEPEBOJa U
YAOCTOBEPATHCS HOTAPUAIIBHO.

13. DkcnepTHast opranuzanus B TedeHue S (mstu) pabounx AHEH ¢ MOMEHTa MOCTYIICHUS
3asiBKM Ha BHECEHHUE CYIECTBEHHBIX IOMPABOK, B MaTEPHUaIIbl KIMHUYECKOTO UCCIEAOBAHUS
MEIULIMHCKOTO W3AENUs MPOBOJIUT OLEHKY MOJHOTHI, KOMIJIEKTHOCTH WU MPaBUIBHOCTH
oopMIIEHUS JOKYMEHTOB, ITPEACTABICHHBIX CIIOHCOPOM (HavyaJIbHAsl SKCIIEPTH3A).

B ciydae BbISIBIEHHUS HEKOMIUIEKTHOCTH JOKYMEHTOB 3KCHEPTHAs OpraHu3alus
HaIpaBJIsIeT CIOHCOPY 3aMpoC O MPEA0CTABIEHNN HEAOCTAIOIMINX JOKYMEHTOB.

[To pe3ynbTaraM HadyaJlbHOM SKCIEPTHU3bI CYIIECTBEHHBIX MOIMPAaBOK, BHOCHUMBIX B
MaTepuanbl KJIMHUYECKOTO HUCCIEAOBAHUSA MEAMIIMHCKOTO HU3JIeNIUs COCTaBIISIETCS OTYET
HA4YaJIbHOM SKCIIEPTHU3BI.

14. DxcnepTHas opraHu3alus NpU3HAET MH(OpPMAIUMIO O MPUHSITHIX PEUICHUIX
KOMIIETEHTHBIX OpraHoB cTtpaH-pernoHa ICH (A#CuDdiiu) Ha OCHOBAHMM MPECTABICHHBIX
CIIOHCOPOM MAaTE€pHUAJIOB U COOTBETCTBYIOIIMX KPUTEPHUSIM, MPETYCMOTPEHHBIM B MOJIYHKTE
11) mynkra 12 nacrosiux [IpaBui.

15. CrnoHcop npeocTaBIIsIET HENOCTAOIIUME MaTEPUAIIbl B CPOK, HE TpeBbimaromuii 60 (
HIECTBAECST) KAJICHJAPHBIX JHEH CO JAHS MOCTYIUICHHS 3ampoca.

Cpok croHcopa Ha NMpeAoCTaBICHUE OTBETa U HEOOXOAUMBIX MaTEepHalIOB Ha 3ampOChl
AKCIIEPTHOM OpraHM3alMd HCUMCISETCS OT JaThl MNOANMCAHUA HCXOISAIIEro 3arpoca,
3aBEPEHHOT0 3JEKTPOHHO-IM(POBOI moanuckio. Bpems, HeoOxoaumoe Ha ycTpaHEHUE
3aMeuYaHUil He BXOJUT B OOIIMI CPOK MPOBEICHUS SKCIIEPTU3HI

16. Ilpy He yCTpaHEHHM 3aMEYaHUW W HENPEICTABICHUU OTBETA B CPOK,
MPEayCMOTPEHHBIE MYHKTOM 15 Hactosamux [IpaBui, sxcrniepTHas opraHu3anys HanpaBiIseT
Cnoncopy yBegomieHuE (B MPOU3BOJIBLHON (hOpME) O MPEeKpalleHUH IKCIEPTU3bI 3aIBKU HA
IIPOBEJICHHE KIMHUYECKOTO HCCIEAOBaHMS, WIM 3aIBKM HAa BHECEHHE CYIIECTBEHHBIX
MOMPABOK, B MaTepUaibl KIMHUYECKOTO UCCIEA0OBAHUS MEAUIIMHCKOTO U3IEIHSI.

17. B ciny4dae nperoCcTaBiIeHHs ITOJHOTO ITAKETa JOKYMEHTOB MOJIOKUTEIbHBIN PE3YIIbTAT
HayaJlbHOM DJKCHEepTU3bl (BalUdallMU) SBISIETCS OCHOBaHHMEM [Jii MPOBEIECHUS
CHEUATN3MPOBAHHON 3KCIEPTU3bI MATEPUAIIOB KIIMHUYECKHUX UCCIIETI0BAHUM.

18. IToyOKUTENBHBIN pe3yJIbTAT HAYAIBHON SKCIEPTU3bl MATEPHUATOB KIMHUYECKOTO
MCCJIeI0BAHUS SIBIISIETCSI OCHOBAHHMEM JUJISl IPOBEJICHUS CIIELUATTM3UPOBAHHOMN SKCIIEPTU3BI.

19. Cpox mpoBeAeHHs 3KCHEPTU3bl MATEPUAIOB KIMHUYECKUX HCCIEIOBAHUM
MEIMLUMHCKUX HW3JeNIUi, 0JOOPEHHBIX KOMIIETEHTHBIMU opraHamu cTpaH-pernoHa ICH (
AitCudiiu), He mpeBbimmaeT 15 (maTHaamaTts) pabouumx AHEH CO JHS TOJIOKUTEIBHOTO
3aKJIFOUEHUS HAYaJbHOW JKCHEPTHU3bI, MPHU YCIOBUHM HKBUBAJIEHTHOCTH NPEICTABICHHOTO
KOMILJIEKTa JOKYMEHTOB TpeboBaHusAM HacTosimmx [Ipasun u ISO 14155-2022.

20. DkcnepTHas OpraHu3anus MpU MPOBEACHUU CIIENUATU3UPOBAHHON AKCIEPTHU3BI
MaTepuaIoB KIMHUYECKHX HCCIEAOBAHUN MEIUUMHCKUX M3AECIHA U BbIJAYE 3aKIIOUCHUS



IIPUHUMAET pPEUICHUS HE3aBUCUMO OT XapakKTepa pPELIEeHUN BBIJAYM 3aKJIIOYCHUS
LleHTpanbHOMW U JTOKAJIBHOW KOMUCCHUHU 11O OMOATHKE.

21. Bpewms, HeoOXonuMoOe Ha YCTpaHEHHE 3aMEUaHUW HE BXOJHUT B OOLIUNA CPOK
IPOBEAECHUS SKCIIEPTU3HI.

22. CnoHcop uHGOPMHUPYET HKCIIEPTHYIO OPraHU3alNi0 000 BCEX U3MEHEHUSX, KOTOPhIE
BHOCATCSI B MaT€pHUaibl KIMHUYECKOTO UCCIEIOBAHUS MO pPE3yIbTaTaM MX PACCMOTPEHHUS B
[enTpasibHON WIIM JOKATbHOM KOMHUCCUM MO OMOITHUKE U MPEAOCTABISECT OKOHYATEIbHYIO
BEPCUI0 MAaTEPUAJIOB KIMHUYECKOIO UCCIECIOBAHMS B DKCIIEPTHYIO OpraHU3alHUIO 10 HaJaia
IIPOBEJCHNS KITMHUYECKOTO UCCIIEN0BAHUS.

ITaparpa¢ 2. Oxcnepru3a MaTepHaIOB KIMHAYECKHX HCCIIEOBaHMH

23. DKcrepTHasi OpraHu3alys Py SKCIEPTU3E MATEPUATIOB KIMHUYECKOTO UCCIEOBAHUS
MEJIUIIMHCKHUX WU3AEJINI NPOBOJUT 2 BUJIa SKCIIEPTHBIX PadoT:

1) orieHKy KadecTBa U O€30MACHOCTH MEIUIIMHCKOTO U3/IEIHS;

2) OLIEHKY MaTEpHAJIOB KIIMHUYECKOTO UCCIIEI0BAHHUS.

24. Cpok mpoBeAeHHUS HKCIEPTU3bl MATEPUATOB KIMHUYECKUX HCCIIEIOBAHUM

MEIUUMHCKHUX U3J1enul, He npesbimaeT 30 (Tpuanars) pabouux JTHEH.

OueHka MaTepralioB KJIMHUYECKOT0 UCCIIEIOBaHMs TPOBOJAUTCS HA OCHOBAHUU JOTOBOpA
HKCIIEPTHOM OpraHu3alu cO CIIOHCOPOM.

25. Crneuuanu3upoBaHHasl 3KCIEPTU3a MATEPUATIOB KIMHUYECKUX HCCIIEIOBaHUIM
OCYILECTBJISIETCSl TPYIION HKCIEPTOB SKCIEPTHOM OpraHu3aluu ¢ OpuBiedeHueM (Ipu
HEOOXOIUMOCTH) BHEIITATHBIX MPOPUIBHBIX AKCIIEPTOB - CICIHAIUCTOB U3 MPOPUIHHBIX
OpraHu3allnii, OCYIIECTBISIONINX JACSITEIIbHOCTh B JaHHOU cdepe.

26. Cnenuanu3MpoBaHHAs HKCOEPTHU3a MATEPHUATIOB KIMHUYECKOTO W3JEIU
MEJUIIMHCKUX U3JIETNI MTPOBOJIUTCA C YU€TOM (ha3bl KIMHHUYECKOTO UCCIEAOBAHUS, CTEIICHU
PHUCKa, CBA3aHHOTO C HCCIIEyEMbIM JIEKAPCTBEHHBIM CPEJICTBOM, U BKJIIOUAET B CE0S OLICHKY:

1) mpoTokoIa KIMHUYECKOTO UCCIIEA0BAHUS U MOMPABOK K HEMY (ITPU HATUYHH);
2) OpoIIIOPBI UCCIIEIOBATEIIS;
3) comepxanus WHPOPMUPOBAHHOTO COTIACUS U MHMOPMAITUHU, TIPEIOCTABIICMON IS
CcyOBeKTa UCCIEAOBAHMS WIIA €r0 3aKOHHOTO MPEICTaBUTEIIS;
4) COOTBETCTBHUS HCCIEAOBATENBCKOIO LIEHTPA U UCCIEA0BaTENs 001aCTH MPUMEHEHUS
UCCJIETyEMOTO MEAUIIMHCKOTO U3/IEIHS;
5) pucka 1 MoJb3bl KIMHUYECKOTO UCCIEI0BAHUS Il CYObEKTOB UCCIIEAOBAHMS UM €r0
3aKOHHOT'O MPECTABUTES;
6) dhakTOpOB, CBA3aHHBIX C 0€30MACHOCTHIO CYOBEKTOB HUCCIIEIOBAHMUS, JOCTOBEPHOCTHIO
JAHHBIX, PEJICTABICHHBIX HA PACCMOTPEHUE;
7) Hay4YHOU OOOCHOBAHHOCTH Pa3paOOTKH MEIULIMHCKUX M3JIETUN U IJIAHUPYEMOTO
KIIMHUYECKOT'O UCCIIEIOBAHMUS;
8) coneprkaHus TEXHUYECKOTO (aiiia.



27. Ha ocHOBaHWU NPOBEICHHON CHENHATU3UPOBAHHON SKCIEPTH3bl MATEpPUAIIOB
KJIMHUYECKUX HCCICAOBAHUN MEIUIIMHCKOTO W3JeNusi, CBOJHBIA OTYET JKCIEPTOB
paccMaTpUBaEeTCs SKCIEPTHON OpraHu3aluen, ISl IPUHITUS COOTBETCTBYIOIIETO PEUIEHUS U
HaIpaBJICHUsI B YTIOJITHOMOYEHHBIN OpraH U CIIOHCOPY:

1) npoBeieHNEe KIMHUYECKUX UCCIIEI0OBAaHUMN NOAICPKUBACTCS;

2) KJIMHUYECKOE MCCIEAOBAHME HAIPABIISIETCS HA MOBTOPHOE PACCMOTPEHHUE IS
MOJYy4YEHUs] Pa3bsICHEHUM, YCTPAHEHUsI 3aMEUYaHWi, MPEIOCTABICHUS JOMOIHUTEIHHO
3alpOILIEHHBIX MAaTEPUAJIOB;

3) npoBe/ieHHE KIMHUYECKOTO UCCIIe0BaHUs HE MOIEPKUBACTCS.

28. Ilpu npuHATUYN pelIeHus, YKa3aHHOTO B MOANYHKTE 2) myHKTa 27 Hactoamux [IpaBun
, HampaBJISIETCSl 3alpoC CHOHCOPY HMCCIEIOBAHMS O MPEIOCTABICHUM JONOJHUTEIbHOU
Pa3bACHSIONICH HHPOPMAIINHA, MAaTEPUAJIOB, YCTPAHCHUH 3aMEYaHHM.

29. [lpu npuHATHH pelIeHUH, YKa3aHHbIX B MOJAMyHKTe 3) myHKkTa 27 Hactoamux [Ipasu,
AKCIEPTHAsI OpTraHU3allUs COCTABIISET 3aKII0UEHNUE SKCIIEPTHON OpraHu3allii Ha MPOBE/ICHHUE
KJIIMHUYECKOT0 HUCCIIEIOBAHUSA MEIUIMHCKOIO0 W3JEus, 3asSBJICHHOIO0 HAa JKCIEPTH3Y IO
dbopme, coracHO MPUIIOKEHUIO 6 K HacTosmuM [IpaBuiiam u HampaBiseTCs B 2JIEKTPOHHOM
BUJIE C DJIEKTPOHHO-IU(POBON MOJAMUCHIO YMOJIHOMOYEHHOTO JIMIlA TOCY/IapCTBEHHOMN
AKCIEPTHOM OpraHU3aIiu CIIOHCOPY B TeueHue 10 KalleH1apHbIX THEH.

30. IIpu npuHSATUU pEUIEHUM, YKa3aHHBIX B MOAMYHKTax 1) myHKTa 27 HACTOSIINX
[IpaBun, sKCniepTHasi OpraHu3alus COCTaBIISIET 3aKIIOUYECHHE SKCIEPTHOW OpPraHu3aluy Ha
MPOBEICHUE KIMHUYECKOTO HCCIEAOBAHUS MEIMIIMHCKOrO W3JeNusl, 3asABJICHHOTO Ha
AKCIIEPTU3Y N0 (hopme, COrNIacHO MPUIIOKEeHHI0 6 K HacTosuM [IpaBuiiaMm, coraacoBbIBacT
JIOKYMEHTBI COTJIACHO MyHKTY 33 HacTosamux [IpaBuil u HanpaBiasieTcs B SJIEKTPOHHOM BUJIE C
AIEKTPOHHO-IIU(PPOBOM MOAMUCHIO YIIOJHOMOUYEHHOTO JIUIA TOCYAapCTBEHHONW YKCIIEPTHOU
OpraHu3aIuy CIIOHCOPY.

31. Ilo oxoOHYaHUU SKCHEPTHU3bl (HAYAJbHOU SKCIEPTHU3BI, CIEUATHU3UPOBAHHOM
AKCIEPTHU3BI) CIIOHCOp B TeueHwe 10 (mecsiTH) KaJleHIApHBIX THEH, HE BXOJISIINX B CPOK
MIPOBEJICHUSI SKCIIEPTU3BI, COTJIACOBBIBAET C IKCIIEPTHON OpraHU3aIuedl B 3JIEKTPOHHOM BUJIE
0 UHIUBUAYAJbHOMY MapOI0 Yepe3 JIMYHbINA KaOWHET WM MyTeM MPEJOCTaBICHUS JIUCTa
corjiacoBanusi oOmue (aJMUHUCTPATUBHBIC) CBEICHUS O KIMHUYECKOM MCCIIEIOBAHUH,
UTOTOBbIE JOKyMEHTHl (opma wunHbopMupoBanHoro corinacus, HWPK, Opomropa
HCCeIOBaHUsI, TIPOTOKOJ U CUHOIICUC MPOTOKOJIA, MAKEThl MAPKUPOBKHU YIIAKOBKH, STUKETKH,
CTUKEpPbl C MAapKUPOBKOW), B TOM YHCIE KOPPEKTHOCTh 3aHECEHHBIX JIaHHBIX WM MPH
BBISIBJICHUU HECOOTBETCTBUSI OOHOBJICHUSI HTOTOBBIX JJOKYMEHTOB.

CornacoBanue OCYIIECTBISETCS B 3JIEKTPOHHOM BHUJE M0 MHIUBUIYaTIbHOMY IApPOJIIO
yepe3 JIMYHBIN KaOMHET WK MyTeM MPEeOCTABICHHUS JINCTA COTJIacCOBaHUSI.

B ciydae otrcyTcTBUS corjlacoBaHus CnoHcOpoM Mo uctedeHuu 30 (TpuamaTtu)
KaJICH/IApHBIX JTHEH C AaThl OKOHYAHUS SKCIEPTU3bI CBEICHUI O KIMHUYECKOM UCCIEA0BaHUN



, 3aKJIIOUYEHHE HSKCIEPTHOW OpraHM3alMu Ha MPOBEACHUE KIMHUYECKOTO HCCIEIOBAHUS
MEJIUIIMHCKOTO U3/eiust GOpMUPYETCsl O€3 €ro COrJIaCOBaHMUS.

32. DKcnepTHAsl OpraHu3allvs HAMMPaBIseT B SJICKTPOHHOM BHJIE C JIEKTPOHHO-ITU(POBOIA
MOJIMUCHI0 YIOJTHOMOYEHHOTO JIMIa TOCYJAapCTBEHHOM OHKCIEPTHOM OpraHu3aluu, B
YIOJHOMOYEHHBI OpraH 3aKJIIOYeHHUE OKCIEPTHOW OpraHu3allii Ha TMPOBEJICHUE
KJIMHUYECKOTO UCCIIEI0BAHUS METUIIMHCKOTO U3JIEIIHSL.

3akIIF0YeHre SKCIIEPTHONW OpraHu3alii Ha MPOBEJCHUE KIMHUYECKOTO MCCIEIOBAHUS
MEJIULIMHCKOTO U3aenus AeicTBUTENBHO 180 (CcTO BOCEMBbAECAT) KaJIEHIapHBIX THEM.

B ciiyuyae ucreuenus cpoka AeMCTBUSI 3aKIFOYEHHUS, CTIOHCOP MTOBTOPHO MOJIA€T 3asBJICHUE
U MaTepHaibl KITMHUYECKOTO UCCIEOBAHUS HA MPOBEICHUE IKCIIEPTHU3bI, TPEAYCMOTPEHHbBIE
B nmyHKTE 11 Hacrosmux [IpaBuir.

33. OcHOBaHMEM JJIs NPUHATHS PELICHHUs, YKa3aHHOrO B MOANYHKTE 3) MyHKTa 27
HacTtosiux [IpaBuil mpu SKCHEepTH3€ MaTepUalioB KIMHUYECKOTO UCCIeIOBaHUs
MEJIUIIMHCKUX U3ACIIUM SIBISIOTCS:

1) HEJOCTOBEPHOCTH IOKYMEHTOB U MaTEPHUAJIOB, MIOJIAHHBIX HA IKCIIEPTHU3Y;

2) HECOOTBETCTBHE YCJIOBHUM MPOU3BOJICTBA U CUCTEMBbI OOECIEUEHHUs] KadyecTBa
MCCIIeyEeMOTO MEUITMHCKOTO U3/IeNNsl yCTAaHOBIICHHBIM TPEOOBaHUSAM;

3) HECOOTBETCTBUE MCCIEAOBATENBCKOIO LEHTPA, [IaBHOTO MCCieaoBaTeNs 00J1acTu
MIPUMEHEHUS UCCIIEyEMOTO METUIIMHCKOTO U3/IEIUS;

4) Hanuuue paKkTOPOB, CBSI3aHHBIX ¢ O€30MACHOCTHIO CYyOBEKTOB UCCIEIOBAHUS;

5) HECOOTBETCTBUE U3aliHa KIMHUYECKOTO HCCIIE0BaHUS U CTATUCTUYECKOTO aHaJN3a,
OTPaXKEHHBIX B MPOTOKOJIE KIMHUYECKOTO UCCIEAOBAHUS, TPEOOBAHUSIM MEXITYHAPOIHBIX
HOPM B cepe oOpalleHus: METUIUHCKUX U3/IEIIUI;

6) HEempeJCTaBJICHHE B YCTAHOBJIECHHBIE CPOKM 3aMpOIICHHBIX MaTEPUAJIOB IO
BBISIBJICHHBIM 3aMEUaHUSIM;

7) He yCTpaHEHUE CIIOHCOPOM 3aMEYaHUil, BHICTABICHHBIX B XOJI€ MPOBEICHUS
AKCTIEPTHU3HI.

34. CrioHCOp MpeACTaBIsAEeT OTBET Ha 3alPOC IKCIEPTHOM OpraHU3alliK B MOJHOM 00beMe
B CPOK, HE MpeBbIaronuil 60 (IecThaecsaT) KaleHAapHbIX JHEN CO JHS MOJyUYEeHHs 3ampoca.

Cpok croHCOpa Ha NMPEeAOCTaBICHUE OTBETA U HEOOXOAMMBIX MAaTE€pPUAIOB HA 3aIPOCHI
AKCIEPTHON OpraHU3alMi HUCYHUCISAETCS OT JaThl MOJNMHMCAHUA HMCXOJAIIETr0o 3ampoca,
3aBEPEHHOI0 3JIEKTPOHHO-UU(pOBOK moanuchbio. Bpems, HeoOXoauMoe Ha yCTpaHEHHE
3aMeYaHU HEe BXOJUT B OOIIHMI CPOK IPOBEACHUS IKCIICPTHU3HI.

35. B ciiyyae BO3HUKHOBEHHUS JIOTIOJHUTEIIBHBIX BOIPOCOB, KACAIOIIMXCS MaTEPUAJIOB,
npeacTaBiieHHbIX CIIOHCOPOM B OTBETE Ha MpeAlIecTBYy o 3anpoc, Crioncop B Teuenue 30
(TpuaLaTH) KaJeHAApHBIX THEW C MOMEHTa MOJIyYEHHs 3ampoca HampaBiseT OTBET U
HEO0OXOIMMbIC MaTEPHAITBI Ha IOTIOJIHUTEIBHBIN 3aIIPOC AKCIIEPTHON OpTaHU3aIUH.



Cpoku paccMOTpPEHHsI JONOJHUTEIBHBIX MAaTEPUAJIOB, IIPEAOCTABIIIEMBIX CIIOHCOPOM B
OTBET Ha 3aMpoC FKCIEPTHON OpraHU3aIMKU Ha dTaNe SKCIEePTU3bl MATEPUATIOB KIIMHUYECKHUX
UCCIIEIOBAHUM MEAUIIMHCKUX U3JIETUH, HE TTpeBblaeT 12 (qBeHaanaT) pabounx JTHEH.

36. Ilocne 3aBepuieHus: IPOLELYPbl SKCIIEPTU3bI dKCIIEPTHAS OopraHu3anus GopmMupyer
AJEKTPOHHBIM apXMBHBIA SK3EMIUIIP MaTepHaloB KIMHUYECKOTO HCCIEI0BaHHUS,
COJICpKAIIMM JTOKYMEHTBl W MaTepualibl pe3yjbTara JKCIEPTHU3bl (JOMOJHUTEIIbHBIC
Marepuaibl, MPEJACTAaBICHHBIE CIIOHCOPOM IO 3alpoCy OHKCHEPTHOMW OpraHu3aluH,
3aKJTIOUCHHE HAYaAJIbHOM SKCMEPTU3bl (BalUJAlMK), 3aKJIIOUYUTEIbHBIN CBOJHBIA OTYET
HKCIIEPTOB MO MATEPUATIOB KIMHUYECKOTO UCCIEA0BAHMS MEAUIIMHCKUX U3JIEIHiT), OpolIopy
MCCTIe0BATENs], MPOTOKOJ U CHHOIICUC MPOTOKOJa, oOpasen (GpopMbl HHGOPMHUPOBAHHOTO
cornacust u UPK, obpaser; MapKupOBKH, XpaHSIIUECS B SIEKTPOHHOM apXHUBE.

Bo Bpems mnpoBeAeHHs KIMHUYECKOTO HCCIEAOBAaHHUS ApXUBHBIE MaTEpHUAIIbI
KJIMHUYECKOT'O0 HCCIIeIOBaHusA, IOMOJIHIETCS MarephalaMu, TNOJaHHBIM Ha BHECEHHUE
MOMPABOK, COAEPKALIUM JOKYMEHTBI U MaTEpHAJIbl PE3YJIbTATOB SKCIEPTHU3HI.

Marepuanbl KIMHHUYECKOTO HCCIENIOBAHUS XPAHATCS B DJIEKTPOHHOM apXHBE Ha
AJIEKTPOHHOM HOCHUTEJIE B TeueHue 25 (IBajalaTu MsATH) JeT.

37. Cnoncop undopmupyetr DKCIepTHYIO opranuzanuio, Komuccuio no 6uostuke 060
BCEX M3MEHEHHUSAX, KOTOpPbIE BHOCSTCS B MaTepualbl KIMHMUYECKOIO MCCIEA0OBaHUA IO
pe3yapTaraM MUX PacCMOTPEHUS W MPENOCTABIAET OKOHYATEIbHYI0 BEPCHUIO MaTEpUaiOB
KJIMHUYECKOTO UCCIIeIOBaHUS 10 Hayaja MpOBE/IEHUs KIMHUYECKOTO UCCIEA0BaHUS.

38. CnoHCOp OT3BIBAET 3aBKY HA IPOBEICHUS DKCIIEPTU3bI C PACCMOTPEHMS, A TAKKE MPH
MOJIYYeHUH OTPUIIATEIILHOTO 3aKJIFOYEHHS SKCIIEPTHON OpraHu3alliy OIliaTa 3a MPOBEICHUE
AKCIIEPTHBIX PabOT CHOHCOPY HE BO3BPAILIAETCA.

39. B ciny4asx oT3bIBa 3asiBKM CIIOHCOPA, CHATHUSA 3asBKU C PACCMOTPEHHs, a TAKKE IPH
MOJIyYEHUH OTPUILATEIBHOIO 3aKIFOYEHHS SKCIIEPTHONW OpraHU3alyy OIUiaTa 3a MPOBEICHUE
AKCIIEPTHBIX PabOT CHOHCOPY HE BO3BPAILAETCA.

ITaparpad 3. Ilopanok noirydeHns 3aKIOYCHAL OHO3THIECKOM SKCIISPTH3EI

40. Ilyist momydeHust 3aKII0UYCHNAST OMOATUIECKOM KCIIEPTU3BI MATEPHATIOB KIIMHUYECKOTO
UCCIIEIOBAHMS CIIOHCOP MNPEAOCTABISET MaTEepUANIbl KIMHUYECKOTO HCCIEAOBAHUS B
L{eHTpaIbHYIO WM JOKAJIbHYIO KOMUCCHIO IO OMOATHKE.

41. Knuanyeckue uccieaoBaHus JeIsATCA HA MHTEPBEHIIMOHHBIE U HEUHTEPBEHIIMOHHBIE.

42. llenTpanbHas KOMHUCCHUSI MO OHMOATHKE MPOBOJUT OUOITHUYECKYIO IKCIEPTU3Y
MAaTe€pPUaIOB UHTEPBEHIIMOHHOIO KIIMHUYECKOT O UCCIIEIOBAHUS B CIIyYae:

1) mpoBeneHusT UHTEPBEHIIMOHHOTO KJIMHUYECKOTO0 HMCCJIEOBAHUS B JBYX U Ooliee
HCCIIEIOBATENbCKUX IIEHTpax (110 €AUHOMY IIPOTOKOJY UCCIEA0BAHUA);

2) IpoBeICHUSI UHTEPBEHIIMOHHOTO KJIMHUYECKOTO UCCIEOBAHUS MEIUIIMHCKUX U3/ICIIUMA
, IPOM3BEJICHHBIX 3a npeaenamu Pecnyonuku KazaxcraH.



43. CrmoHcop mjisi MpoOBeACHUS OMOITUUECKON OKCIEPTU3BI MaTEepHaATIOB
WHTEPBEHIIMOHHOTO KIWHUYECKOTO HCCJIEAOBAaHUS TpEACTaBiIseT B LleHTpanbHYIO WIH
JIOKaJbHYI0 KOMHUCCHUIO TI0O OMOATHUKE CIEAYIOIINE JOKYMEHTHI B AJIEKTPOHHOM (dopmare,
nocpeacTsoM HanmoHanbHONW WH(POPMAIMOHHOW CHCTEMBI 110 OMOMEIUITMHCKUM
HCCIICIOBAHUSIM

1) conpoBOANTENBHOE TUCHMO;

2) 3asBKy Ha MPOBEJICHUE KIMHHUYECKOTO HCCIEIOBAHUS MEIUIMHCKOTO U3EIHS IO
dbopme cornacHo npuitokeHuro 2 Hacrosux [Ipasui;

3) NPOTOKOJ KIMHUYECKOTO HCCJIECAOBAaHUS (OPUTHHAN WM KOTHIO), MOAMUCAHHBIN
CIIOHCOPOM WJIH €0 YIOJHOMOUYEHHBIM MPE/ICTABUTENIEM U UCCIIEIOBATEIIEM;
4) CHHOIICHC TPOTOKOJIa KIMHUYECKOTO HCCICAOBAHUS ISl MEXKIyHAPOIHBIX
MCCJICIOBAHMI HAa Ka3aXCKOM M PYCCKOM SI3bIKAX;
5) OGpottopy ucciaeaoBaTes;
6) MHCTPYKITUIO (WIIH MPOEKT) TI0 METUITMHCKOMY TPUMEHEHUIO METUITMHCKOTO U3IEITHS;
7) undopmanuo Al cCyObeKTa UCCIENOBaHUSA O KIMHUYECKOM HCCIEAOBAaHUM Ha
Ka3aXCKOM M PyCCKOM SI3BIKAX;

8) ¢opmy nHGOPMUPOBAHHOTO cOrIacusi CyObEKTOB MCCIEIOBAHUS HA KAa3aXCKOM U
PYCCKOM SI3BIKaX;

9) pe3tome uccienoBarens, MOATBEPKAAIOIIEE er0 KBaTu(DUKAINIO U CEPTUDUKAT O
POXOKJIEHUHU KypPCOB HaJIIeXKalllel KIMHUYECKON MTPaKTUKH;

10) cBeneHus o0 uccaeqoBaTeNIbCKUX LIEHTPaM;

11) moBepeHHOCTH, BbIJAHHASI CHIOHCOPOM C YE€TKO ONPEIEIEHHBIMU JIeIErMPOBAHHBIMU
MOJIHOMOYHSIMH, €CJIH JIMI0, OOpaTHBIIEECS B IKCIEPTHYIO OPraHU3aINIo, HE SBISETCS
CIIOHCOPOM;

12) nundopmaiuio, Kacarouryrocss MEponpusiTuil mo Habopy CyObEKTOB HCCiea0BaHUS (
MaTtepuanbl UHOOPMAITMOHHOTO W PEKIIAMHOTO XapaKTepa, KOTOpbIe OYIyT MCIOIb30BaThCS
JUTSI TIPUBJICYEHUST CYOBEKTOB UCCIICIOBAHUS K KIMHUYECKOMY UCCIICIOBAHUIO (TIPYU HAJTUYIHH )
Ha Ka3aXCKOM M PYCCKOM SI3bIKaX);

13) komuio (MM TPOEKT) AOTOBOpa CTPAXOBAHUS TI'Pa)xJaHCKO-TIPABOBOMU
OTBETCTBEHHOCTH CIOHCOpa 3a MPUYMHEHHE BpeJa 3J0POBBI0 U JKU3HU CyOBEKTaM
UCCJIEIOBAHNS;

14) moKyMEHT, ONIPEACIISIFONTNI YCIOBHUS BBIIUIATH BOZHATPAXKIACHUS WM KOMITCHCAITHH
CyObEKTaM HCCIEIOBaHUs 3a yyacTHE B KIMHUYECKOM HCCIEAOBAaHUU (E€CIH OTO
MPEeIyCMOTPEHO MPOTOKOJIOM KIMHHYECKOTo ucciemoBanus). Mudopmanms, xacaromascs
YCJIOBUM OIUIATHI WJIM KOMIICHCAIIMM CYOBEKTaM HCCJIEJIOBAHUS WM €ro 3aKOHHOTO
OpeJCTaBUTENs] 32 y4yacTHE B KIMHUYECKOM UCCIEIOBaHUM, MPEIOCTABISACTCS B
COTIPOBOJUTEIHLHOM THUCHME CO CCBUIKOM Ha COOTBETCTBYIOIIHMHA TOKYMEHT, KOTOPBIM 3TO
peycCMaTpUBAETCS.



JIOKyMEHTBI, yKa3aHHbIE B IyHKTax 3), 4), 5), 7) u §) nepeBeieHHbIE HA PYCCKUN WUITH
Ka3aXCKUM SI3bIKM, COMPOBOXKAAETCA TMOJATBEPKACHUEM IMPABUIBHOCTH MEPEBOJa U
YAOCTOBEPATHCS HOTAPUAIIBHO.

44. llenTpanbHasi KOMUCCHS MO OMO3THKE MPOBOJAUT OMOITUYECKYIO IKCIEPTUIY
MaTepuagoB HEMHTEPBEHIIMOHHOTO KIMHUYECKOrO0 HCCIIEIOBAHMS B CIIy4ae MpPOBEICHUS
UCCJIEZIOBAaHUSI B JIBYX M 0o0Jjiee HMCCIEN0BATEIbCKUX ILEHTpax (MO €IUHOMY MPOTOKOIY
HCCIICTIOBAHMUS).

45. CrnoHcop ajisi MpoBeAEHUS OMOITUUECKON OKCIEPTU3bl MaTEepHaJIOB
HEMHTEPBEHUIMOHHOTO KJIMHUYECKOTO UCCIIEI0BAHUS MpecTaBseT B JIokanbHYI0 KOMUCCHIO
mo OMOATHUKE B IJIEKTPOHHOM dopmaTe, mocpeactBomM HarmonanpHOM WHGOPMAITMOHHOM
CUCTEMBI 110 OMOMETUIIMHCKIM HCCIIEIOBAHUSM C MOMEHTA €€ O(PUIIMAIbHOTO BBEICHHUS:

1) conpoBOAUTENBLHOE TUCHEMO;

2) 3asBKY Ha IPOBEJICHUE HEMHTEPBEHIIMOHHOTO KIMHUYECKOTO HCCIIeIOBAaHUS

3) pe3oMe uccinenoBatess, NOATBEPKIA0IIee ero KBaTu(pUKauu U cepTUPUKAT O

npoxoxaeHun kypcoB GCP;
4) KOMHIO PETUCTPALIMOHHOIO YA0CTOBEPEHUS HA MEAULIMHCKUE U3IEITHS;
5) KOMUIO UHCTPYKIMU IO MEAUIIMHCKOMY MPUMEHEHUIO (YTBEPKICHHBIM BapUaHT);

6) konuio OOmEld XapakKTepUCTUKU MEIUUMHCKUX HW3ACIUN JJIsI MEAUIMHCKOIO
npuMeHeHus (YTBEP KICHHBIN BapUaHT);

7) NPOTOKOA KIMHUYECKOTO HCCIEOBaHUs, MOANUCAHHBIA CIOHCOPOM WU
YIOJIHOMOYEHHBIM IIPEICTABUTENIEM CIIOHCOPA;

8) mHbopmaiuo ais cyObeKTOB UCCIEOBAHUS WM €r0 3aKOHHOTO MPEICTABUTEINS O
KJIMHUYECKOM HCCJIE0OBAaHMU Ha KAa3aXCKOM U PYCCKOM S3bIKax (eciiu 3TO TpeOyeTcs Mo
MIPOTOKOY);

9) dpopmy uHbOPMUPOBAHHOTO COTJIacUsl CyOBbEKTa MCCIEIOBAHUS HA Ka3aXCKOM H
PYCCKOM sI3bIKax (€ciy 3TO TpeOyeTcs Mo MPOTOKOITY);

10) obpazen; THAMBUAYATBLHON pErucTpaliuOHHON POpMbI HA OYMa)KHOM HOCHUTEINE (eCiu
3TO TpeOyeTcs MO MPOTOKOIY).

46. JlokanpHas KOMHCCUS TO OMOITHUKE MPOBOAUT OMOITUUECKYIO DIKCIEPTU3Y
MaTepuaaoB OJHOLEHTPOBBIX HWHTEPBEHIIMOHHBIX M HEHMHTEPBEHIIMOHHBIX KIMHUYECKUX
UCCJICOBAaHUM, 3a UCKIIOUEHUEM CIy4aeB, yKa3aHHbIX B MOAMNYHKTe 1) u 2) myHkTa 42
Hacrosawmmx [Ipasuir.

47. Cpox OMO3THYECKON SKCHEPTU3bl MATEPUATIOB KIMHUYECKOTO HCCIEIOBAaHUS U
BblJ]aya 3aKJII0YEHUs, OCYIIECTBIsIEMbIX B LIeHTpallbHYI0 WM JIOKAIbHYI0 KOMHUCCHIO TIO
O0modsTHKe, HE TIpeBbIaeT 14 (4eThIpHAMIAaTh) pabounux JHEH CO JHS OIJIaThl DKCIEPTHBIX
paboT U IpeICTaBICHUS MTOJTHOIO KOMILIEKTa IOKYMEHTOB.

48. Ilpu Heobxomumoctu LleHTpanbHas WIM JOKaJbHAs1 KOMHUCCHUS MO OMO3THKE
3anpammBaeT y CHOHCOpa KIMHUYECKOTO HCCIEIOBAHUS PA3bICHEHUS MO KOHKPETHBIM
MOJIOKEHUSIM B ITPEICTABIIEHHOM NIEPEYHE JOKYMEHTOB.



Bpewms, HeoOxonuMoe 11l MPEACTaBICHUSI CIIOHCOPOM JaHHBIX HE BXOJUT B CPOKH
MpoBeAeHUsI OMOATUYECKOM 3KCHEpPTU3bl U He mnpeBbimaeT 60 (IIecTbAecsaT) KajleHIapHbIX
JTHEH.

49. o pe3ynbraram OMO3THUECKON dKcepTu3bl LleHTpaabHas WK JIOKaJIbHAsE KOMUCCHS
0 OMO3THKE NMPUHUMAET PEIIEHHWE U BBIJAET 3aKIIOUYEHHE OMOITHUYECKON 3KCIEepPTH3BI B
nopsnake, ycraHoBieHHOM Ilonoxxennem o ILleHTpanbHOM KOMHUCCHM 1O OHOATHKE,
YTBEPKIEHHBIM NpHKa3oM MuHucTpa 3apaBooxpaHeHus Pecnyonuku Kaszaxcran ot 23
okTsa0pss 202 roga Ne JICM-151/2020 (3apeructpupoBan B PeecTpe rocyaapcTBEHHOMU
perucTpaluyu HOpMAaTUBHBIX PABOBBIX akTOB 1o Ne 21512).

LlenTpanbHas u JlokanbHas KOMHUCCHS 1O OMO3THUKE MPU MPOBEIACHUU OMOITHUECKOM
AKCHEPTU3bl M BbIJau€ 3aKJIIOUCHHUS MNPUHUMAET PEIICHUS HE3aBUCUMO OT XapakTepa
PELICHUI U CPOKOB BbIIAUN 3AKIHOYEHUS] DKCIEPTHON OpraHU3aluy.

50. Cnoncop nnpopmupyet LleHTpabHYI0 WIH JOKAJIBHYI0 KOMUCCHIO IO OMO3TUKE 000
BCEX HM3MEHEHHUSAX, KOTOpPbIE BHOCITCS B MaTepualbl KIMHHUYECKOIO MCCIEJA0OBaHUA IO
pe3ynbpTaraM HUX PpAacCMOTPEHUs B OKCIEPTHOM OpraHu3aldd M IPEJOCTABIISET
OKOHYATEJIbHYI0 BEPCHIO0 MAaTEpHAIOB KIMHMYECKOro HccienoBanus B LleHTpanbHyo nian
JIOKAJIbHY0 KOMHCCHIO 110 OMOATHKE J10 Hayayla MPOBEACHHS KIMHUYECKOTO UCCIIeI0BaHusl.

ITaparpad 4. ITopamok mpoBeAeHNU KIMHMISCKAX HCCIIeNOBaHMA

51. KiuuHuueckne HCCIEAOBaHUS MEIUIMHCKUX W3JCIUA MPOBOIATCS B
HCCIIEIOBATENIbCKUX IIEHTPaX B COOTBETCTBMU TpeOOBaHUM 3aKOHOJaTeNbcTBa PecmyOnnku
Kazaxcran, ¢ ISO 14155-2022, HOpMaTHUBHBIMHU NIpPaBOBBIMH akTamu EBpa3zuiickoro
PKOHOMHYECKOT0 coOr03a B cdepe oOpalieHuss MEIUIIMHCKUX U3ACIUN, a Takxke B
COOTBETCTBUU C MEXJIYHApOJHBIMU HOpMamu, paTudUIMpoBaHHbBIMU PecnyOinkoii
Kazaxcras.

52. KnnHuko-n1abopaTopHble UCIBITAHUS MEIUIIMHCKUX U3JETUN JIsl JUArHOCTUKH 1n
Vitro ocymiecTBisitoTcs B cooTBeTcTBUU ¢ TiaBor VIII IlpaBun mpoBeaeHus KIMHUYECKUX U
KJIMHUKO-JIA0OPATOPHBIX ~ UCHBITAHUM  (MCCIEAOBAHUM) MEIMIIMHCKUX  HU3JEIIHH,
yTBepxkneHHbIX Pemennem CoBera EBpasuiickoii S5KOHOMUYECKON KoMmuccuu OT 12 deBpais
2016 roma Ne 29.

53. KimHnueckue MCCIeIOBaHUS HAYMHAKOTCA IOCIE NOJIYYEHHS pa3pelIeHUus
YIOJTHOMOYEHHOIO OpraHa, HO H€ MO3JHEE OJHOr0 TOoJla C JaThl BBLAAYM pa3peuICHHS,
KOTOpPO€ JCUCTBUTENBHO JO OKOHYAHHS KIIMHUYECKOTO UCCIIEI0BAHMS.

54. Cnoncop B TeueHue 15 (mTHaaUaTH) KaJleHAApHBIX JHEH CO IHS HaYala U OKOHYAHUS
MHTEPBEHIIMOHHOTO KJIMHUYECKOTO UCCIICOBAHUS YBEAOMIISIET SKCIEPTHYIO OPTaHU3ALUI0 U
[{eHTpanbHYIO WIH JIOKATBHYI0 KOMUCCHIO TI0O OMOATHKE, BBIJABIIEH 3aKIIIOYCHHE, O HAYaJle u
OKOHYaHUM KIMHUYECKOTO HccienoBaHus. JlaToil Hayajna KIMHUYECKOrO HCCICHOBAHUSA
CUMTAETCS JlaTa BKIIOYEHUS MEpPBOro MalueHTa B uccienoBanue B PecnybOnuke Kazaxcras.
JlaToli OKOHYaHUs KJIMHMYECKOTO HCCIEIOBAaHUS CUMTAETCS JaTa IOCIEIHETO BU3MTA



MOCJIETHETO CYObEKTa UCCIIEIOBAHUS, SISl MEXIYHAPOIHBIX MHOTOLIEHTPOBBIX MCCIICIOBAHUM
— JlaTa OKOHYaHUS KIMHUYECKOT0 UCCIICIOBAHUS BO BCEX CTpaHaX.

55. B ciiydyae mnpoBeAEHUS MEXIYHAPOJHBIX MHOTOLUEHTPOBBIX KIMHUYECKUX
UCCIIeIOBaHMM crioHcop B TeueHune 90 (aeBsHOCTA) KaJIEHIapHBIX AHEH CO JIHS 3aBEpILCHUS
KIIMHAYECKOTO MCCIIeNOBaHNS MHOPMHUPYET IKCIEPTHYIO OpraHu3anuio U lleHTpaibpHy0
KOMUCCHUIO MO0 OMOITHUKE O TMOJHOM 3aBEPUICHUU KIMHUYECKOTO HCCIIEIOBAHHUS BO BCEX
CTpaHax.

56. CnoHcop oOecrneynBaeT MOCTOSHHYIO OIIEHKY O€30MacHOCTH HCCIEIYEMBbIX
MEIUIMHCKUX U3ACIUA U B CpPOKM He Oosiee 15 (msATHaAIATH) KaleHIAAPHBIX JTHEH,
YBEIOMJISIET 3aHATBHIX B MCCIEIOBAHUM HCCleAoBaTeNel (MCCaeq0BaTeIbCKUX LEHTPOB), a
TaK)Ke OKCHEPTHYIO OpraHu3alMi0 O TMOJYYEHHBIX JaHHBIX, KOTOpPbIE€ CIOCOOHBI
HEOJIAroMpUsITHO OTPA3UThCA Ha O€30MAaCHOCTH CyOBEKTOB, TOBJIUSATH Ha IPOBEICHUE
Uccie0BaHus MO0 U3MEHUTH 3akitoueHue LleHTpanbHON WM JTOKaTbHOM KOMHUCCHUHU TIO
OMOA3TUKE HA MPOJIOJKEHNUE UCCIIETOBAHMS.

57. AyauT U MOHUTOPUHT KIMHUYECKOTO MCCIIEIOBAHUS ITPOBOJIATCS B COOTBETCTBUU C
ISO 14155-2022.

58. PykoBoauTens KIMHUYECKOM Oa3bl:

1) u3gaeT akT 0 MPOBEICHUN KIMHUYECKOTO UCCIIEA0OBAaHUS U HA3HAUCHUSI UCCIIe0BaTENs
Y JIU1, YY4aCTBYIOIIUX B KIIMHUYECKOM UCCIIEIOBAHUY,

2) obecneynBaeT JOCTATOYHOE KOJIMYECTBO BPEMEHH MCCIIEIOBATENIO JIJISl HAJJIeKAaIlero
MPOBEJICHUS U 3aBEPIICHUS KIMHUYECKOTO UCCIETOBAaHMS, COOTBETCTBYIOINIECE YKa3aHHOMY
NEPUOJY B MPOTOKOJ KIIMHUYECKOTO UCCIIEI0BAHMS;

3) obecnieynBaeT yCIOBHS JJI MOJHOTO W MPAaBUILHOTO MPOBEACHUS KIMHUYECKOTO
HCCIIEIOBAHUSI B COOTBETCTBUU C MPOTOKOJIOM KIMHHUYECKOIO MCCIEAOBAHUS, HACTOSIIUMHU
[IpaBuiiamu u Ipea0CTaBICHUE JOCTOBEPHBIX JaHHBIX;

4) oOecrieynBaeT COXPaAaHHOCTh OCHOBHBIX JOKYMEHTOB KIIMHUYECKOTO UCCIIEIOBAHUS, a
TaKKe MaTEepUasIOB 3aBEPIICHHOTO KIIMHUYECKOTO UCCIEIOBAHUS.

59. KnuHnyeckoe ucciaeqoBaHue MPOBOJUTCS MPU YCIOBUHU COOMIOAEHUS CIAEAYIONIUX
TpeOOBaHUIA:

1) obOecnieueHue coOJIOEHUSI MPaB CyObEKTa HCCIENOBaHUS Ha (pu3nMyeckoe u
NICUXUYECKOe Oyaromnoiaydue, TaHy JUYHOM >KU3HU U 3alUTYy NEPCOHAIBHBIX JAaHHBIX
COrJIacHO TPEOOBAHMSIM 3aKOHOAATENbCTBA;

2) BO3MOKHOCTh MPEKPAIICHUE YYaCTUs B KIMHUYECKOM UCCIETOBAHUU IO KEJTAHUIO
CyObeKTa NCCIEIOBAHUSI WIIM €70 3aKOHHOTO MPEICTAaBUTEINS B J11000€ BpeMst 0€3 KaKoTro-11u0o
BpeJa ISl ceos;

3) 3akiI0YeHHE JOTOBOpA CTPaxOBaHUS TPAXKIAHCKO-IIPABOBOM OTBETCTBEHHOCTHU
CIIOHCOpa Ha cllyyail HaHECEHHMS BpeJlla KU3HU U 3J0pOBBIO CyObEeKTa HccieqoBaHus (3a
UCKJTIOUEHHUEM HEMHTEPBEHIIMOHHOTO UCCIIEIOBAHNA).



60. [lo BKJIIOYEHHUS B KIMHUYECKOE MCCIENOBaHUE CyOBEKTY MCCIEIOBaHUS WU €TO
3aKOHHOMY MPEJCTaBUTENIO MPEIOCTABIISIETCS UH(POPMAIUS O IJIAHUPYEMOM KIMHUYECKOM
HCCIIEIOBAaHUM, HA OCHOBAHUU KOTOPOW CYOBEKTOM HCCIEAOBAHHS WU €ro 3aKOHHOIO
PEACTABUTEISI TTOAMUCHIBACTCS] HOOPMUPOBAHHOE COTJIAaCUE Ha JOOPOBOJILHOE ydacTHE B
UCCIIEIOBAHUH.

61. Ilonyuyenue u oKyMeHTaIbHOE 0opMIIeHHE HHPOPMUPOBAHHOTO COrIacHs CyObeKTa
HCCIICIOBAHUS UM €T0 3aKOHHOTO MpeAcTaBUTElNsI o0ecreunBaeTcss B cooTBeTcTBUM ¢ [SO
14155-2022 1 GMOATUYECKUMH TIPUHITATIAMH.

62. Jlo BKJIIOYEHUS B HCCIEIOBAaHUE CYOBEKT MCCIEIOBAHUS WM €ro 3aKOHHBIN
MpPEJCTaBUTENb W JIUIO, MPOBOJMWBIIEE pPA3bSICHUTENIbHYIO Oeceny, MOIAMUCHIBAIOT U
COOCTBEHHOPYYHO JIaTUPYIOT JIBa IK3EMIUIApa UHPOPMUPOBAHHOTO COTJIACHs, OJUH U3 HUX
OCTaeTcsl y TJIaBHOTO HcclieoBaTenst (UcciaeaoBarens), a BTOPOM mepefaercss CyObeKTy
UCCJIeIOBAHUS.

63. CyOBeKThI UCCIIEI0BAHMS, HECTIOCOOHBIE CAMOCTOSTENIBHO 1aTh HH(POPMUPOBAHHOE
Corjlacue Ha y4yacThe B KIMHHYECKOM HCCIIEJOBaHUU, HE BKIIOYAIOTCA B KIMHUYECKOE
HCCIIEIOBAHUE, €CIIM €r0 MOXKHO MPOBECTH NMPHU YUYaCTUHU JIMI], CIIOCOOHBIX JUYHO J1aTh
UH()OPMUPOBAHHOE COTIIACHE.

NHTepBeHIIMOHHbIE KIWHUYECKHE HCCIACIOBAHUA MEIUIUHCKUX H3JCIUNd Ha
HECOBEPIIICHHOJICTHUX, OEPEMEHHBIX, HEJACECIOCOOHBIX, O0yYarOIINXCsI, TIEHCHOHEPaX IO
BO3pACTy, HYXXJAIOIIMXCS B MOCTOPOHHEH MOMOIIM, MPOBOJATCS TOJBKO JIA HU3YUYEHHUS
nedeOHoro 3 deKTa U ¢ CorIacus 3aKOHHBIX MPECTABUTEIICH HECOBEPIIICHHOJIETHETO JINIIA,
OTIEKYHOB HEJIEECIIOCOOHOI0 JIMIA, COTJIAaCHO TMOJMYHKTOB 1)-5) myHkta 6 crateu 227
Konekca.

NHTEpBEHIIMOHHBIE KIIMHUYECKUE HCCIIEIOBAaHUSA HA BOCHHOCIYKAIINX, COTPYIHUKAX
MPaBOOXPAHUTEIbHBIX M CIEIUAIBHBIX TOCYJAapCTBEHHBIX OpPraHOB, pPabOOTHUKOB
MEIUIMHCKAX OpPTaHW3alllid, TJe MPOBOAATCS OWOMETUIIMHCKHE HCCIICIOBAHUS, JIHIAX,
COJICPIKAIIUXCA B YUPESKIACHUSAX YTOJIOBHO-UCIIOTHUTEILHON CUCTEMBI 3alPEIIeHbl COTJIACHO
MOAIYHKTOB 6)-8) myHkTa 6 ctateu 227 Koxaekca.

64. YIOTHOMOUYEHHBIH OpraH, MOHUTOPBI, ayAUTOPbI, MPEACTABUTENIN SKCIEPTHON
opranuzanuu, lleHTpanbHas WM JOKaJIbHAas KOMHUCCHUSA MO OWMOATHUKE HA JIOOOM HTare
KJIMHUYECKOTO UCCIIEI0BAHUS UMEIOT MPSIMON JOCTYII K 3alUCSIM B IEPBUYHON METUIIMHCKON
JIOKYMEHTAIMU CyOBbeKTa UCCIIe0BaHus ISl U3yUYeHUs], aHAIN3a, TPOBEPKHU U KOMTUPOBAHUS
TMOOBIX 3aMMcel U OTYETOB HEOOXOAUMBIX ISl OIICHKU KIMHUYECKOTO uccieaoBanus. Jlua,
UMEKIHUE TMPsIMOM JOCTYNn TMPUHUMAIOT BCE€ MEPhl JJId COOJIOJCHUS 3alUThI
KOH(PUACHIIMATFHOCTH WH(OOpPMAIUK, TO3BOJSIONIEH HACHTU(UIINPOBATH CYOBEKTOB, U
uH(pOpMaIIIK, IPUHAIJISKALIEH CIIOHCODY.

KonduaenmnuanpHOCTh MTHGOPMAITIN 00€CTICUMBACTCS B COOTBETCTBUU C TPEOOBAHUSIMHU
coriacHo [IpaBun Hajexaien KIMHIYECKON MpaKTUKU, YTBEepKIeHHbIX Pemenuem CoBeta
EBpazuiickoil 5koHOMUYeCKON kKoMuccuu oT 3 HosiOpst 2016 roma Ne 79.



[ToanuceiBast mCbMEHHOE MHPOPMUPOBAHHOE COTIIacue, CyObEKT UCCIEOBAHUS UK €T0
3aKOHHBIN MIPEACTABUTEIb JJAIOT pa3pelieHue Ha JOCTYI K ATOW TOKYMEHTAIUU.

65. B ciaydae JOCPOYHOrO NpEKpallleHUs WIM NPUOCTAHOBKU KIMHHUYECKOTO
UCCIICIOBAHUSI CIIOHCOpP HE3aMEJIUTENIbHO OIOBENIAeT HCCIEA0BATEIBCKUM LIEHTP,
AKCIEPTHYIO OpraHuzanuio, l[eHTpanbHyl0 WJIM JIOKaJIbHYH) KOMHCCHUIO IO OHO3THKE,
BBIIABIIYIO MOJIOKUTEIBHOE 3aKITIOYEHUE OMOITHYECKON AKCIEPTU3Bl U YIOTHOMOUYCHHBIN
Oprad O MPEKpalleHUU WU MPUOCTAHOBKE KIMHUYECKOTO HCCIEAOBAHUS C yKa3aHUEM
MPUYMHBl TNPEKPAIIEHUS] WM NPUOCTAHOBKU. CpOK NPUOCTAHOBKH KIMHHUYECKOTO
HCCIIeIOBAHUSI HE TIPEBBINIACT OJTHOTO IoJia.

66. B ciaydae BO300HOBJICHHS BPEMEHHO MPUOCTAHOBJIEHHOTO KIMHUYECKOTO
HCCIIeIOBaHMS, CIOHCOP UHpOopMUpyeT 00 3ToM LleHTpanbHyI0 WU JIOKAIbHYI0 KOMUCCHIO
Mo OMOATHKE, BBIJABUIYIO MOJOXKUTEIBHOE 3aKIIOYEHHE OHOITUYECKON HKCIEPTHU3HI,
HKCIEPTHYIO OpraHU3allui0 W YIOJTHOMOYEHHBIH Opran B TeueHue 15 (msTHaIUATH)
KaJICHIAPHBIX JTHEH C MOMEHTa BO30OHOBIICHHUS.

67. CrioHcop obecrniednBaeT MOATOTOBKY 3aKIIOYUTEIBLHOIO OTYETAa O MPOBEICHHOM
KIIMHUYECKOM HUCCIIEIOBAHUU MEAUIIMHCKOTO M3JIeNIMsl BHE 3aBUCHUMOCTH OT TOrO OBLIO JiU
HCCIIEIOBAHUE 3aKOHUEHO MJIU JOCPOYHO MPEKPAIIEHO.

68. OTYET KIMHUYECKOTO UCCIEAOBAHUS MEIUIIMHCKOTO U3/IEJINS COCTABIISIETCS COTJIACHO
TpeOOBAHUAM K CTPYKTYpPE U COACPKAHUIO OTYETA O KIMHUYECKOM HCCIICIOBAHUU COTJIACHO
npunoxenuto D ISO 14155-2022. He no3aHee 0QHOrO rojia mociae MOJIHOTO 3aBEPIICHUS
KJIMHUYECKOTO HCclenoBaHusl (Mpu MOPOBEACHUM MEKIYHAPOAHBIX KIMHUYECKUX
UCCJIeIOBAHUIN — TIOCTIE 3aBEePIIEHUs KIMHUYECKOT0 UCCIE0BaHUS BO BCEX CTPAHAX) CIIOHCOP
MPEIOCTABISACT KPATKYyI0 WHPOPMALUI0 O KIMHUYECKOM HCCIEIOBAaHUM B JKCIEPTHYIO
opranu3anuio u L[eHTpanbHYI0 KOMHUCCHIO MO OHO3THKE, BBIIABIIYIO pa3pelieHue Ha
MIPOBEJICHNE KIMHUYECKOTO UCCIICIOBAHMUSI.

69. Crioncop 00s13aH 00€CTIeunTh MyOIUKAIIUI0O OCHOBHBIX PE3yJIhTATOB KIMHUYECKOTO
ucciegoBanus B HaruoHanbHOW WHPOPMAIIMOHHOW CHUCTEME M0 OHMOMEIUIIMHCKUM
HCCIeOBaHUsAM He To3aHee 12 (ABeHaAlaTH) MECAIEB IMOCJE MOJHOTO 3aBEPIICHUS
KJIMHUYECKOTO HCCleoBaHus (NI MEXIYyHApOIHBIX MHOTOLIEHTPOBBIX HCCIEAOBAaHUN —
MIOCJIE 3aBEPILICHUS BO BCEX CTpaHax).

HanvonanbHass uagopmanmonHas cucTeMa Mo OMOMEAUIIMHCKUM HCCIIeI0BaHUAM
obecrieunBaeT MyOJMYHBIN JTOCTYN K AamoOop/iaMm, OTpa)karolluM COOJIIOJICHHE CPOKOB
MyOJIUKAIMK Pe3yIbTATOB MO KKIOMY MCCIIECOBAHUIO.

70. Bce oTueThl 3aBEPIICHHBIX KJIMHUYECKUX HUCCIIEAOBAHUM METUIMHCKUX U3IEIHUM (
KIIMHAYECKUX HUCCIEIOBAaHUNA W MEAWITMHCKUX H3JEIUN MEepBOM, BTOPOM, TpeTheil (a3bl)
BKJIIOYAIOTCA B PETUCTPALMOHHOE JOChE MPHU 3asABICHUM HUX HA TOCYJApCTBEHHYIO
pEerucTparuio.



[Tocne 3aBepiieHNs/3aKpHITUS KIMHUYECKOTO UCCIEI0BaHUS JOJIKEH OBbITh 0hopMIIeH
OTYET O KIMHUYECKOM HCCIEIOBAHUM, JaXe€ €CIM KIMHUYECKOE HCCIeJOBaHUE OBbLIO
MIPEKPAILICHO.

71. OT4eT 0 KIMHUYECKOM HMCCIIEOBAaHUU JOJKEH ObITh MpenocTaBieH B [[eHTpanbHy10
WJIH JIOKAJTEHYI0 KOMUCCHIO TI0 OMOITHKE M PETYIUPYIOIINE OPTaHBbI.

Pe3ynbTarhl KIMHUYECKOTO MCCIAEA0BaHUS JOJKHBI ObITh BHECEHBI B OOIIEIOCTYTHYIO
0a3y JaHHBIX, B KOTOPOH KJIMHUYECKOE HCCleNoBaHUEe ObLUIO 3aperUCTPUPOBAHO, U
omyOJUKOBaHbl BHE 3aBHCUMOCTH OT TOTO, SIBJISIETCA JIM TaKOHW OTYET MOJIOKUTEIbHBIM,
HEOJTHO3HAYHBIM WM OTPHUIATEIBHBIM, JUISI TOMOIIA M PYKOBOJCTBA B OyAyIIHX
MCCJIEIOBAHMSIX, Pa3pabOTKK U3ACIIUN U JICUCHHUS.

72. CroHCOp U HCCIIEIOBATENb aPXUBUPYIOT MaTepUaibl (JOKYMEHThI) KIMHUYECKOTO
MCCJIeIOBaHMs M 00ECTICYNBAIOT €T0 COXPAHHOCTh B TeUeHUE 25 (IBAIIATH TISATH) JIET CO JTHS
3aBepILICHUS KIMHUYECKOT0 UCCIEIOBaHUSI.

['maBHBIN UCcaeA0BATENb UM CIIOHCOP MOXET NepeaaBaTh 00A3aHHOCTU M0 XPAHEHUIO
JOKYMEHTOB APYTUM JIMIIaM/CTOPOHAM B HCCIIEIOBATEIICKOM IIEHTPE WIIU YUYPEKICHUU
CIIOHCOpA, MPU ATOM HEOOXOAMMO JOKYMEHTAJIBHO MOJATBEPAUTHh JaHHYIO Iepenady.
[lepeyeHb OCHOBHBIX IOKYMEHTOB IO KIIMHUYECKOMY HCCIIEIOBAHHIO, XpaHAIIUXCS B (haiinax
CIIOHCOpAa WM MCCIEN0BATEIBCKUX IIEHTPaX, MpUBeAeH B cooTBeTcTBUU [SO 14155-2022.

73. CriopHbIE BOIPOCHI MO PE3yJbTaTaM dKCIEPTHU3Bl MATEPUAIOB KIWHUYECKOTO
UCCIIeIOBaHUs, a TaKXe B CIy4asX OT3bIBa 3asiBKH CIIOHCOPOM, CHSTHUS 3asiBKH C
pPacCMOTpPEHUS, IPU HAJTWMYUH OCHOBAHWH IS OTPHUIATEIBHOTO 3aKIIOYEHHUS dKCIEPTU3HI
MaTEpHUAIIOB KIIMHUYECKUX UCCIEAOBAHUN MEAUIIMHCKUX U3IEIUI B, YKa3aHHBIX B TyHKTE 33
HacTosmux IlpaBun, Marepuanbl KIMHUYECKOTO UCCIEAOBAHUS HAMPABISIOTCS Ha
OKCHEPTHBIN COBET VISl MPUHATHUS perieHus (00 0TKa3e U MpeKpanieHuu dKCIEPTHRIX padoT,
au00 O HampaBJICHHUM 3aKIIOYeHUs OKCIEPTHOW opranuzanmuu mno ¢(opMmMe COrjacHo
npwIokeHuto 6 HacToamux [IpaBmin) u HanpaBIeHHs B YIIOJTHOMOYEHHBIN OPTaH U CIIOHCOPY.

74. B cpoku NpOBEICHUS IKCIEPTU3BI MATEPUATIOB KIMHUYECKUX HCCIICTOBAHUMN
MEJIUIIMHCKOTO U3/IEIUsI HE BXOAUT OpraHu3als U MPOBeIeHHEe DKCIEPTHOTO COBETA.

75. CriopHbIe BOIPOCHI, KOTOPbIE€ BO3HUKAIOT B XOJ€ MPOBEACHUS KIMHUYECKOTO
MCCIIEIOBAHUSI, PACCMATPUBAIOTCS] YIIOJTHOMOYEHHBIM OPTaHOM.

ITaparpa¢ 5. BEecenre nonpaBok B MaTepHalbl KIIMHUIECKOTO HCCIISIOBAHUS

76. Bo Bpemsi IpOBeICHHS KITMHUYECKOTO MCCIICOBAHUS P HEOOXOTUMOCTH BHOCSTCS
MOMpaBKu (CYIIECTBEHHBIC WJIM HECYIIECTBEHHbIE) B MaTepUaNIbl KIMHUYECKOTO
uccnenoanus (bpomrropy uccrnenosarens, ian kimHudeckoro uccneaosanus, UPK, popma
WHPOPMUPOBAHHOTO coOTJacusi W JApyras uHboOpManus O CyObEKTe KIMHUYECKOTO
UCCJICIOBAHUS WM APYTMe JOKYMEHTBI MO KIWHUYECKOMY HCCJICAOBAHUIO, TaKHE Kak
WHCTPYKITUS TIO PUMEHEHHUIO ).



77. Eciu nonpaBKy K MPOTOKOIY MHTEPBEHLIMOHHOTO KIIMHUYECKOTO UCCIIEIOBaHUS
HOCSAT CYLIECTBEHHBIH XapakTep, CIOHCOP YBEAOMISET SKCHEPTHYIO OpraHU3aluio U
[leHTpanbHYI0 WM JOKAJIbHYI0 KOMHCCHIO MO OMO3THKE O NPUYMHAX U COJACPKAHHUU
nonpaBok. C 3TOM LENbI0 CIIOHCOP MOJAET B AKCIIEPTHYIO OpraHu3anuio u LlenTpanbHyto wim
JIOKaJIbHYI0 KOMUCCHIO 110 OMO3THUKE:

1) conpoBOANTENBHOE TUCHMO;

2) 3asBIEHHE Ha MOJYyYECHHUE 3aKJIIOUYEHHUs SKCIEPTHOW opraHu3auuu (0m00peHud
[lenTpanbHON HIJIM JOKAJTbHOM KOMHCCHUHM MO OHOATHKE) O BO3MOXXHOCTH BHECEHUS
CYILIECTBEHHBIX MOMPABOK U MH(MOPMUPOBAHUS O HECYILIECTBEHHBIX MOMPABKaX B MAaTEpPUAIIbI
MHTEPBEHLIMOHHBIX KJIMHUYECKUX UCCIIEOBAHUNA METUIIMHCKUX U3AETUi 0 (OpME COTIacHO
IIPUJIOKEHUIO 7 K HacTosAwmMm [IpaBumnam;

3) BBIIUCKH W3 IOKYMEHTOB, COJIEpXKAIIUE IEUCTBYIOUIYIO U MIPEAJIaraeMyro peaaKkinuu
TEKCTa WM HOBYIO BEPCHUIO N3MEHEHHBIX JOKYMEHTOB;

4) NOMOJHUTEIBbHYIO MH(POPMAIIUIO, BKIIOYAIONIYI0 PE3IOME JAaHHBIX (IPU HAJIUYKM),
OOHOBJIEHHYIO OOIIYIO OIIEHKY MOJIb3a-pUCK (MPU HATUYHUH), BOZMOXKHBIE MMOCIEACTBUS IS
CyOBEKTOB HCCJIEAOBAaHUS, BKJIIOYEHHBIX B KIMHUYECKOE MCCIEAOBAaHUE, BO3MOKHbBIE
MIOCJIEICTBHS JIUISl OLIEHKH PE3YyJIbTaTOB KIMHUYECKOTO UCCIIEI0BAHHUS.

78. Ecnu cyiiecTBeHHas TToIpaBka KacaeTcs 0oJiee ueM OJIHOr0 MPOTOoKoJIa (TIPOTOKOJIA)
KJIMHUYECKOTO MCCJIEAOBAaHUS U1 HCCIEAYEMOr0 MEIULHMHCKOrO W3JENus, CIIOHCOp
dbopmupyeT oOiyr0 MHGOPMAIMIO B SKCHEPTHYIO opraHuzamnuio u lleHTpanbHyo uiu
JIOKaJbHYI0 KOMHMCCHIO 10 OMO3THKE IPH YCIOBHUH, YTO B COIPOBOAMTEIHHOM MHCHME U
3asiBJICHUM OyJeT YKa3aH MepeuyeHb BCEX MPOTOKOJIOB KIMHUYECKUX UCCIIEI0BAHUM, KOTOPBIX
KacaeTcs JJaHHas MONpaBKa.

79. Cpox IpOBeAECHMSI SKCIIEPTU3bI CYILECTBEHHBIX MONPABOK SKCIEPTHOM OpraHU3aluen
coctaBisieT He Oozee 15 (msaTHamIaTH) KaJICHIAPHBIX JHEW CO JHS MPEIOCTaBICHUS
3asBIICHUSI U MaTEpUaJOB B TOJHOM OObEeMEe Ha 3Tane HadalbHOW 3KcmepTusbl. [lpu
MIPOBEICHUH IKCIEPTU3bI CYIIECTBEHHBIX MOMPABOK IKCIEPTHAS OpraHU3alKs 3arpalninBaet
pa3bsICHEHUS U YTOUYHEHUS B MUChbMEHHOU Qopme y crioHcopa. Cpok, HEOOXOAUMBIN ISl UX
NOATOTOBKH, HE BXOJIUT B CPOK IIPOBEACHUS IKCIIEPTU3HI.

80. Ha ocHOBaHMM IIPOBEIEHHON IKCHEPTU3BI MONPABOK K MPOTOKOJIY KIMHUYECKOTO
UCCIIEIOBAaHMS, 3aKIIOYEHHE paccMaTpUBAaeTCd Ha 3acenaHud Komuccunm 1o OLIEHKE
MaTepUaJIOB KIMHUYECKUX HCCIEIOBAHMI HKCIEPTHOM OpraHu3alueu, Ajid NPUHATHSI
COOTBETCTBYIOILIETO PEUICHUS U HAPABIICHUS B YIIOJJHOMOYEHHBII OpraH U CIIOHCOPY:

1) npUHATH NOMPABKHU K MPOTOKOIY KIMHUYECKOTO UCCIEAOBaHUS;

2) paccMOTpETh NOBTOPHO MOCJIE MOJYYEHHSI pa3bsICHEHUI U YTOUHEHUH;

3) HEe IPUHUMATH MOMPABKHU K TPOTOKOIY KIMHUYECKOTO UCCIIETI0BAHMUS.

81. Ecnu cnoncop ucciegoBanusi B teueHue 30 (Tpuauatv) KajdeHIApHBIX THEH HE
NPEACTABISAET B SKCIEPTHYIO OPTAaHU3ALIMIO 3AMIPOILIEHHBIE JOMOJHUTEIbHbIE MaTEPUAIbl HIIN
MMCbMa ¢ 000CHOBAHUEM CPOKOB, HEOOXOIUMBIX ISl UX JOPaOOTKH, TO MONPABKA CHUMAETCS



¢ paccMoTpeHusa. O MPUHATOM PEIICHUU SKCIIEPTHAS OpraHU3alMs MMChbMEHHO YBEJIOMIIACT
CIIOHCOpA.

82. DKcnepTHasi OpraHu3aius MpeaoCTaBIsSET CIOHCOPY 3aKJIIOYEHHE O BO3MOXKHOCTH
UM OTKa3€ BO BHECEHUU CYIIECTBEHHBIX INOMNPABOK B MaTepHalibl KIMHUYECKOTO
WCCIIEIOBAHHS.

83. IleHTpanpHas WK JIOKAJIbHAsI KOMHUCCHS 110 OMOITHKE paccMaTPUBAET CYIIIECTBECHHBIC
MOMpaBKu B TeueHue 15 (msATHaALATH) KaJdeHIAPHBIX AHEW C MaThl MOJYYEHUS MOITHOTO
MepeyHs JOKYMEHTOB M O IPUHATOM PElIEHUH B TUCbMEHHOM BHJIE€ COOOIIAET CIIOHCOPY.

84. CylieCTBEHHBIE MOMPABKU BHOCATCSI B MPOTOKOJI UCCIIETOBAHHUS 110 COTJIACOBAHUIO C
YIIOJTHOMOYEHHBIM OPraHOM Ha OCHOBAHHUU IOJIOKUTEIIBHOTO 3aKJIYEHUS, BBIJAHHOTO
AKCHepTHOU opranuzanueil u LleHTpanbHONW WIM JIOKATbHOW KOMUCCUU MO OUOITHUKE IO
(dhopme coritlacHO MPUIIOKEHHIO 8 K HacTosmuM [IpaBuiam.

85. Cpok coriacoBaHus CYIIECTBEHHBIX MOMPABOK B IPOTOKOJ UCCIICIOBAHUS COCTABIISIET
He Oonee 10 (mecsaTn) KaneHIAPHBIX AHEH CO JIHS MOJTYUYEHHUS MOJOKUTEIHHOTO 3aKII0UEHUS
SDKCHEPTHOW OpPraHU3alMu M TOJIOXKHUTEIBbHON OIECHKU l[eHTpanbHOW WM JIOKaJIbHOM
KOMHUCCHH 10 OMOITHKE.

86. Eciiu nonpaBku HE OTHOCATCS K CYIIECTBEHHBIM M HE UMEIOT MPSIMOT'O OTHOIICHUS K
MPOBEACHUIO KIIMHUYECKOTO UCCIIEIOBAHUSI, TO TAKME U3MEHEHUS HE MOJJIEKAT IKCIIEPTHU3E.
B sTOM ciiydae cnoHCOp MUCBbMEHHO YBEIOMIISIET SKCIIEPTHYIO OpraHu3anuio u LleHTpaibHyro
UM JIOKAJbHYI0 KOMMCCHIO 1O OMOATHKE O BHECEHHMH HECYIIECTBEHHBIX MOMPABOK B
JOKYMEHTAIMIO KIMHUYECKOT0 HCCIEAOBaHUs. JKCIepTHas opraHuzauus u lleHTpanbHas
wiu JjokanbHas Komuccun mo 6uostuke B TeueHue He 6osee 10 (mecatn) KaaeHIapHBIX THEH
MOJTBEPKIAECT YBEAOMIIEHHE CIIOHCOPA O BHECEHHM MOMPABOK B MPOTOKOJ KIMHHUYECKOTO
HCCJIEIOBAHUS.

ITaparpad 6. MoEHTOPHHT HEOIATONPHATHBIX COOBITHIA

87. MOHUTOPHUHT HEOIATOMPUSITHBIX COOBITHI (MHIIUIEHTOB), CBI3aHHBIX C MPUMEHEHUEM
MEIUIIUHCKOTO W3Aenuss U (WJU) BXOJISIIET0 B €ro KOMIUIEKTAIMI0 MPOrpaMMHOTrO
oOecrieueHus Py MPOBEACHUHN KIIMHUYECKUX UCCIEAOBAHMM OCyIIeCTBIsieTcs cornacHo [SO
14155-2022.

88. CoHCOp perucTpupyeT U NpeiocTaBiisieT HHOpMalno 000 BCEX HEOIArOMPUSTHBIX
COOBITUI (MHIIMJACHTOB), CBA3AHHBIX C MPUMEHEHHEM MEIUIMHCKOTO W3ACNHs U (HJIH)
BXOJISIIIIETO B €r0 KOMIUICKTALMIO MPOrpaMMHOTO O0ECIeUeHUs., MOJYYEHHBIX B paMKax
MHTEPBEHIIMOHHOTO KJIMHUYECKOTO HUCCIIEIOBAaHUS MEIULMHCKOrO W3JAENHS, B SKCIEPTHYIO
opranuzanuio u LleHTpanbHy0 WK JTOKaJbHYI0 KOMHUCCHUIO 10 OMO3THKE B CPOK COIJIACHO
ISO 14155-2022 npunoxenuto 11 x IlpaBunam Hamnexanieid KIMHUYECKONW MPaKTUKH,

yTBepkaeHHbIM Permennem Coseta EBpa3uiickoil SKOHOMHUYECKOW KOMHUCCUU OT 3 HOSIOps
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89. CHnoHCOp MpeNoCTaBISIET B AKCIEPTHYIO opraHu3anuio u LleHTpalbHyl uiu
JOKAJIbHYI0 KOMMCCHUIO IO OMO3THUKE COOOUIEHHWE O HEeONarompusTHBIX COOBITHUSAX Ha
UCClelyeMble MEIULUHCKUE U3JeNHsl, IO (OopMe COTJIAaCHO MPUIIOKEHUIO 9 K HaCTOSIINM
[IpaBunam. Kateropusi HeOnaronpusTHbIX COOBITUIN MPUCBAMBAETCS COIVIACHO MPUIIOKEHHUIO
F ISO 14155-2022.

B ciiyyae cepbe3HbIX HEOJIAronpuATHBIX COOBITUN M HEJAOCTATKOB W3JENIHS, KOTOPbhIE
MOTYT TPUBECTH K CEPbE3HOMY HEOIAronpuaATHOMY (HEXKEIaTeIbHOMY) BO3JIEUCTBUIO
U3JIeTUsl, yCTAaHOBUTh, HEOOXOIMMO JIM TTPOBECTH IOMOJIHUTEIBHBIN aHAJIU3 PUCKA, U OLIEHUTD
HEO0OXOAMMOCTb MPOBEACHUS KOPPEKTUPYIOLIUX WM PEAYPEXKIAIOIINX AEHCTBU.

90. 1151 HEMHTEPBEHIIMOHHBIX MCCIICIOBAHUN C TIEPBUYHBIM COOPOM JIaHHBIX HAMIPSIMYIO
OT MAaIMEHTOB W CHEHHAIMCTOB CHUCTEMbI 3/IPABOOXPAHEHMS, JaHHBIE O MOJYUYEHHBIX
HEOJarOoMpUATHBIX COOBITHUAX, MPEAOCTABISIOTCS B OKCHEPTHYIO OpraHU3alHI0 U
LleHTpanbHyIO0 M JOKaJbHYI0 KOMHUCCHUIO 1O OMOATHKE corjlacHO TpeboBanusaMm Cranmapra
GCP.

91. Ilpu mpoBeAeHUH KIMHUYECKUX HCCIEAOBAHUM MEIMIIMHCKUX HU3JEIUA CIIOHCOP
npeaocTaBisgeT nHpopmaluio (M3BEIIEHUE) O HEOJIArOMPUATHBIX COOBITUAX B AKCIEPTHYIO
opranuzanuio u LleHTpanbHy0 Win JTOKaJIbHYI0 KOMUCCHIO TI0 OMOITHUKE B CPOKH.

1) B cinyyae BO3HUKHOBEHHUS CEPbE3HOW YIpO3bl OOLIECTBEHHOMY 30POBBIO
He3aMeTUTeIbHO (0e3 HeompaBIaHHBIX 3aJEPKEK), HO HE TMO3/IHee 4eM uepe3 2 (aBa)
KQJICHIApHBIX JIHS MOCJIE€ TOr0, KaK CIIOHCOPY CTAJIO U3BECTHO O HAIIMYHUH YTPO3BI;

2) B clly4ae CMEPTHU WM HEMPEIBUICHHOTIO CEPhE3HOI0 YXYIEHUSI COCTOSHUS 340POBBS
cyOBeKTa HcClieIoBaHUs — He3aMeanuTeIbHO (0e3 HeolpaBJaHHbIX 3a/IepKEK) MOCie TOro,
KaK CIIOHCOp YCTAaHOBWJI CBSI3b MEXIy INPHUMEHEHUEM MEIUIMUHCKOTO HW3JeNus U
MIPOU3OIIEIINM COOBITHEM, HO HE TO3/1Hee ueM dyepe3 10 (ecarb) KaleHJapHbIX THEH 1Mocie
TOTO, KaK CIIOHCOPY CTaJI0 U3BECTHO O COOBITHH;

3) B poUHUX CIaydasx — He3aMeJTUTENbHO (0€3 HEeOnpaBAaHHBIX 3a/IEPIKEK) MOCIE TOTO,
KaKk CIIOHCOp YCTAaHOBHWJ CBSI3b MEXIy MNPUMEHEHUEM MEAUIMHCKOTO HW3JeNus U
MPOM3ONICANINM COOBITHEM, HO HE Mo3nHee yeM depe3 30 (TpuamnaTh) KaJeHIAPHBIX THEH
MOCJIE TOT0, KaK CIIOHCOPY CTaJI0 U3BECTHO O COOBITUHU.

92. B 3KCTpEHHBIX Cy4Yasx 3alUThl CyObEKTa KIMHUYECKOTO UCCIEA0OBAHUS WIH TPETHUX
JUIL OT YIPO3bl CMEPTU WJIM CEPHbE3HOr0 YXYJIIEHUS COCTOSHUS 300POBbSI CHOHCOP WJIU €T0
YIIOJTHOMOYEHHBIN MPEICTABUTENb BBIMOIHICT KOPPEKTUPYIOIINUE ACUCTBUS O HAIIPaBICHUS
AKCIIEPTHOW OpPraHU3allvK, IIEPBOHAYAIBHOIO OTUYETA O KOPPEKTUPYIOIIUX JIEUCTBUSIX. B aTOM
clly4ae MepBOHAaYaIbHBIA OTYET O KOPPEKTUPYIOIIUX NCUCTBUSIX HAMPABISAETCS B SKCIEPTHYIO
OpraHu3alMI0 HE MO3JHEeEe 4YeM uepe3 2 (/Ba) KalleHAApHBIX JHA MOCJE BBINOJIHEHUS
KOPPEKTUPYIOIIUX JCUCTBUM.

93. CrioHCOp MpenoCTaBIsIeT U3BEIIEHNE O HEOIAronmpusiTHOM COOBITHH, CBSI3aHHOM C
NPUMEHEHUEM MEIUIIMHCKOTO M3JeNus 1Mo (opMe COTIIaCHO MPHIOKEHUI0 9 K HACTOSIIHUM
IIpaBuitam.



94. ITpu npoBeAeHUN AOJTOCPOUYHBIX UHTEPBEHIIMOHHBIX KIIMHUYECKUX UCCIEAOBAHUM (
0oJiee OHOrO rojia) CIOHCOP MPEAOCTABISAET B 3KCIEPTHYIO opraHu3aiuio u LlenrpanbHyto
WM JIOKAJIbHYI0 KOMHUCCHIO IO OMOATHKE MUCHbMEHHBIN OTYET 0 0€30MaCHOCTH UCCIIEyEMOTO
JIEKapCTBEHHOTO CPEACTBA, MEAMIIMHCKOTO u3JAenusi Ha OyMaKHOM M 3JIEKTPOHHBIX
HOCHUTEIISIX HE PEXE OJJHOr0 pas3a B roJ He no3aHee 60 (ecTuaecsITH ) KaJIeHIapHbIX JHEH OT
JaThl OKOHYaHUS cOOpa NaHHBIX B (pOpME KPATKOTO M3JIOKEHUS OCHOBHOTO COJICPIKAHUS
OTYETa C NPUIOKEHHEM CTPYKTYPUPOBAHHOTO TMEpPEUHS HEOIArompusTHBIX COOBITHI
cornacHo [SO 14155-2022.

95. DxcnepTHas opraHu3zanus (CTPYKTypHOE MoJpasjesieHue no (hapmMakoHaa30py)
PETUCTPUPYET BCE CIydad HEOIArompusiTHBIX COOBITMM MEIUIIMHCKUX HW3JIETUH, KOTOpbIE
MOCTYMAIOT OT CIIOHCOPA U MPOBOAMUT UX aHAJU3, OLEHKY MPUYMHHO-CIEJICTBEHHOM CBSI3HU MX
Pa3BUTHS C TPUMEHEHUEM HCCIIEYEMOT0 MEAUIIMHCKOTO M3/ENUs, COTJIACHO TPeOOBAHMSIM
npuka3za Munuctpa 3apaBooxpanenus PecryOnuku Kazaxcran ot 23 nekabpst 2020 roga Neo
KP JICM-320/2020 "OO6 yTBepkIeHUM MpaBui MpoBeaeHUs (papMakoHaa3opa u
MOHUTOpPUHTA O€30MacHOCTH, KayecTBa M JPHEKTUBHOCTH MEIUIMHCKUX u3fenuit” (
3aperucTpupoBaH B PeecTpe rocy1apCTBEHHON PErucTpalii HOPMAaTUBHBIX MTPABOBBIX MO No
21896) (manmee — mpukaz Ne KP JICM-320/2020). Ilo pesynbTaTam OIIEHKH
MPUYUHHO-CIIEICTBEHHON CBSI3M MEAMIMHCKOTO W3JeNIus DJKCIepTHas OpraHu3anus
MpeI0CTaBIsAeT HHGOPMAIINIO B YIIOJTHOMOYEHHBIN OpraH.

ITaparpa¢ 7. IIpoBeneHNe HEHHTEPBEHIMOHHBIX KIMHAYECKAX HCCIICOBAHMH

96. IIpoTOKOJ HEMHTEPBEHIIMOHHOTO KIWMHUYECKOTO HCCIECIOBAHUS OMUCHIBACT
SMHUJIEMUOJIOTHUECKHE METOJIbl cOopa JaHHBIX IO 0Oe30macHOCTH U 3(PPEeKTUBHOCTHU
MeauiuHckoro uzaenusi. CyObeKThl MCCIEAOBAaHUS HE TMOJBEPTatOTCs JOMOJHUTEIHHBIM
JMAarHOCTUYECKUM WJIM MOHUTOPUHTOBBIM MPOIICAYPaM.

97. llpoBeneHre HEMHTEPBEHIIMOHHOTO UCCIEOBAHUS pacCMaTPUBACTCS U OJI00psieTCs
IleHTpanrbHON WM JIOKAJIBHOW KOMHCCHEW 10 OHOITHKE JO TIPOBEIACHUS
HEUHTEPBEHIIMOHHOTO UCCIICOBAHMUS.

98. BriroueHue cyOBEeKTOB HCCIICIOBAHMS B KJIMHUYECKOE UCCIIEIOBAHUE TIPOBOIUTCS
1ocJie TOIMCAaHMs JIOTOBOpa MEIUIIMHCKOM OopraHu3aiueii, Ha 6a3e KOTOPOM MPOBOJAUTCS
WCCJIEIOBAHUE, U TMPOBEACHUS CIOHCOPOM C HUM JOKYMEHTHPOBAHHOTO TPEHUHTIA IO
YCJIOBHUSIM UCCIICIOBAHKS 1 MOHUTOPHUHTY HEOJIaronpusSTHBIX COOBITHM.

99. CyuiecTBEeHHBIE MOMPABKKM B MPOTOKOJ HEHMHTEPBEHIHMOHHOTO KIMHUYECKOTO
HUCCIEIOBAHUS BHOCSTCS Ha OCHOBAHUHU MOJIOKMUTEIBLHOIO 3aKJIOYEHMS, BBIJJAHHOIO
LenTpanbHoi nin JIokanbHON KOMUCCUEN TIO OMOITHKE.

100. HecymiecTBeHHbIE OMPABKK B MPOTOKOJ HEMHTEPBEHIIMOHHOTO KJIMHHUYECKOTO
UCCJIEJIOBAHUSI BHOCSTCSI Ha OCHOBAaHMHU YBEJIOMJICHUS, OTIPABICHHOTO CIOHCOPOM B
IlenTpanpHOM WIH JTOKAITBHOM KOMUCCHUU MO OMOATHKE, KOTOPOE MOATBEPKIACTCSA B TCUCHHUE
5 (maTH) KajaeHaapHBIX JHEH.



101. B Xo/e HEMHTEPBEHIIMOHHOTO KJIMHUYECKOTO HUCCJIEIOBAHUS UCCIEA0BATEIb U
CIIOHCOpP KOMIUIEKTYIOT OCHOBHBIC JOKYMEHTHI KJIMHHYECKOTO HCCIICIOBAHMS, KOTOPHIC
XpaHATCS B MCCIEI0OBATEIBCKOM LIEHTPE U Yy clioHcopa He MeHee 10 (aecsatu) ner mocie
nyOJIMKAIMK pe3yabTaToB uccienaoBanus. Vcrtopuu Oone3Hel CyOBEKTOB HMCCIEIOBAaHUS
MOJIIeXKAT ApXUBUPOBAHUIO B COOTBETCTBUH C 3aKOHOJATENIbCTBOM PecnyOnmuku Kazaxcran B
00J1acTH apXUBUPOBAHMS.

ITaparpa¢ 8. Macnexnysa KIMHMYSCKAX ACCIIS{OBAHMH

102. MHCcneKIys KIMHUYECKOT0 UCCISA0OBAHMS 110 HaJIIeKaIeH KIMHUYECKON TTpaKkTHKe (
nanee — GCP- uHCHEKUMs) TPOBOAUTCS TOCYJAPCTBEHHBIM OpraHoM B cepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB U MEIULMHCKUX HM3JEIUA U OCYUIECTBIISIETCA B COOTBETCTBUU C
npukazoM Munuctpa 3apaBooxpanenus Pecniyonuku Kazaxcran ot 27 suBaps 2021 roga Ne
KP ICM-9 "OO6 yTBepkaeHUHM TpaBWI MpOBeAeHUS (HapMaleBTUUCCKUX HHCIEKITUN I10
HaJJexamuM  (apMalneBTHYECKUM MpakTukam" (3apeructpupoBan B Peectpe
rOCyJapCTBEHHOW PErucTpalid HOPMATUBHBIX MpaBoBbIX moa Ne 22143) (manee — Ne KP
JICM-9), B COOTBETCTBHUH C IOAMYHKTOM 5 myHKTa 3 ctaThu 244 Kojekca, B LIeJsx:

1) onenku cobmoaenus SO 14155-2022;

2) NOATBEPKIACHUS COOTBETCTBUS IMPOBEICHUS KIMHUYECKOTO HCCIEIOBAHUS
YTBEPKJIEHHOMY MTPOTOKOJTY KIIMHUYECKOTO UCCIIEIOBAHMUS;

3) noATBEPKAEHUS JOCTOBEPHOCTU JAAHHBIX, MOJTYUYECHHBIX B pE3yJIbTaTe KIMHHUYECKOTO
UCCJIeIOBAaHNUS;

4) paccinenoBaHus KaloO (CUTHAIOB), MOCTYMHUBIINUX B MPOIECCE KIMHUYECKOTO
UCCJIEIOBAHUS, & TAKXKe MPH MOJYUYCHUU JOTIOJHUTEIHHOM HHPOPMAIIUU O PUCKE, CBI3aHHOM
C IPOBEAECHUEM KIMHUYECKOTO HCCIICIOBAHUS;

5) 3aIuUTHI IPaB, 3I0POBbs U OJATOMOIY4YHs CYyOBEKTOB KIMHUYECKOTO NCCIICOBAHMS.

103. MHcnekuus npoBOAUTCA B COOTBETCTBUU ¢ TpeOoBaHusaMH npukaza Ne KP JICM-9.

104. VMucnekuusi OCyIIECTBISIETCS Ha JIIOOOM 3Tame MPOBEJACHUS KIMHUYECKOTO
HCCIIeIOBaHMS B IJIAHOBOM (TIEpBUYHAS) UJIM BHEITIJIAHOBOM TOPSJIKE (B TOM YUCIIE U B CBSI3U
C YIpO30ii WM MPUINHEHUEM BpeJa )KU3HH, 3JOPOBBI0 CYOBEKTOB UCCIICTOBAHMS).

105. YoJIHOMOYEHHBIN OpraH Ha OCHOBAHUM JAHHBIX WHCIEKIIMY IPUHUMAET PELICHUE:

1) mpekpaTuTh KIMHUYECKOE UCCIEAOBAHNUE;

2) MIPUOCTAHOBUTD MPOBEACHUE KIMHUYECKOTO UCCIIEIOBAHNUS;

3) He MpU3HABATh PE3yJIbTaThl KIMHUYECKOTO UCCIICI0BAHUS;

4) npu3HaTh Pe3yJbTaThl KIMHUYECKOI'O UCCIIEIOBAHMUSI.

I'maBa 3. TpeGoBaHHA K KIIMHAIECKHM 0a3aM

106. Beibop xinmHUYECKO# 0a3bl OMpenessieT COHCOp C YYETOM 00JIacTH MPUMEHEHUS
HCCJIeTyeMOTO JICKApCTBEHHOTO CPE/ICTBA.



107. TpeboBaHneM K KJIMHUYSCKUM Oa3aM SIBJISCTCS:

1) HanmMuMe JUIEH3UU Ha OCYIIECTBICHUE MEIUIIMHCKON eATeIbHOCTH,

2) vanuuue COII s mpoBeieHUsT KIIMHUYECKUX UCCIIE0BAHMIA;

3) HamuuKMe KIMHUKO-UHCTPYMEHTAJbHOTO M J1abOpaTOpHOTO OOOpYIOBaHUS s
MPOBEACHUS KIMHUYECKUX MCCIEIOBAaHUM JMOO HalWuhe JOTOBOPOB C MOAPSAHBIMU
OpraHu3alMsIMU Ha MPEJOCTABICHUE CIEIMAIM3UPOBAHHBIX KIMHUKO-UHCTPYMEHTAIbHBIX,
7a00paTOPHBIX U BCIIOMOTATEIbHBIX YCIYT IJIS MPOBEACHUS KIMHUYECKUX UCCIEAOBAHUM (
MIPU OTCYTCTBUU HEOOXOIUMOTO 000PY/I0BaHNUSA);

4) HanM4KMe COOTBETCTBYIOIIETO MEIUIIMHCKOTO 00pa30BaHus U JOKyMEHTa 00 00yYeHUH
GCP (cpox gaBHOCTH 00yueHUs HE OoJiee 2-X JIeT) y MepCOHAa;

5) HamU4ue yCIOBUM JJIsl MPOBEACHUS HHTCHCUBHOU TEpanvuu U peaHuMaluu (€ciau 3To
TpeOyeTCsl MPOTOKOJIOM);

6) HamM4yue JOKYMEHTa, YCTAaHABIMBAIOLIETO MOPSAI0K padOThl ¢ KOH(PUICHIIUATBLHON
uH(popmanuen.

108. MenuuuHcKre opraHu3alyy sl IPOBEICHUS KIMHUKO-TA00PATOPHBIX UCTIHITAHUH (
MCCIIEIOBAaHMI ) METUIIMHCKUX U3JICTUN J11 JUAarHOCTUKU BHE KMBOT'0 opraHu3Ma (in vitro),
COOTBETCTBYIOIIIHE CICAYIOIIUM TPEOOBAHUSIM:

1) Haj4Me JUIEH3UM Ha OCYIIECTBICHHE MEIUIIMHCKON AEATEIHLHOCTU B 00JACTH
1ab0paTOPHON NTUAarHOCTHKY (KIMHUYECKas JabopaTopHasi JUarHOCTUKA);

2) HanmM4ue MOJIOKEHUH (CTaHAAPTHBIX ONEPAIIMOHHBIX TIPOLEYP), PErIaMEeHTUPYIOIIHNX
MIPOBEJICHUE KIMHUKO-TA00PATOPHBIX UCTBITAHUN (HUCCIIEIOBAaHUN) MEAUIIMHCKUX HU3JETUN
JUISL TAarHOCTUKYU BHE KMBOTO opraHu3Ma (in vitro), 0XBaThIBAIOIIMX B TOM YHCIIE:

KBJIM(UKALMOHHBIE TPEOOBaHUS U 0O0yUYEHHE MIEPCOHANIA;

MOPAJIOK TTOBEPKHU U KaTUOPOBKH 000PYAOBAHMUS;

MOPSIZIOK TPOBEACHUS KIIMHUKO-T1a00paTOPHBIX UCIIBITAHUM (MCCIIeTOBaHUM );

BEJICHUE U YUET JJOKYMEHTAIUH KIIMHUKO-TA00PATOPHBIX UCIIBITAHUH (MCCIeIOBaHUH);

obecrnieyeHue 3amnuThl KOHPUIESHIIUATIBHOU HHPOPMAITUH.

3) oOecnedyeHHe €KETOJHOTO BHEIIHEr0 M BHYTPEHHETO OOyueHHus MepcoHana
KJIMHUYECKUX 0a3 MpUHIIMIIAM Haajexaiien kinandeckon npaktuku (GCP).

[Tpunoxenue 1
k [IpaBunam nposeneHus
KIIMHUYECKHUX MCCIIEIOBaHMM
MEIUIIMHCKUX U3,
KIIMHUKO-JIA00paTOPHBIX HCIBITAHUH
MEIUIMHCKUX H3IEeTTHH
JUISL TUaTHOCTUKHU

BHE KMBOT'O OpraHu3Ma

(in vitro) u TpeboBaHUs

K KJIMHHYECKUM 0a3am

3asBKa Ha MPOBEJICHHE SKCIIEPTU3HI MATEPHAIIOB HHTEPBEHIMOHHOI'O KIIMHUIECKAX HCCIIEI0BaHMIA
MEIUIMHCKUX H3HeHit



JlaTa mogauu:

[TepBas 3asBka: Jla/Het

[ToBTopHas: Jla/Her

Peructpatrionnsiit Homep, TPUCBOCHHBINA YIIOTHOMOYEHHBIM OPTaHOM:

[ara nepBoy noxauu:

EBponeiickas 6aza nanubix meaunmackux msaenuit (European Database on Medical
Devices, Clinical Investigation identification number - EUDAMED CIV 1ID) -
UJCHTU(UKAIIMOHHBIA HOMEP KIIMHUYECKOTO UCCIEAOBAHMS (€CITM U3BECTEH):

1. CnoHcop ¢uznyueckoe NUIO, OPUUHANIBHBIA MPENCTaBUTEIb CIOHCOpA WU
opraHu3aIys, yIoJHOMOYEHHAs CIIOHCOPOM, KOTOpoe OepeT Ha ceOsi OTBETCTBEHHOCTH 3a
WHUIMUPOBAHUE U PeaTN3allii0 KIMHUYECKUX UCCIIEOBaHUIN

O¢uumanbHbIi NpeIcTaBUTENb CIOHCOPA: OpraHUu3alus

®UO (ripu ero HAIMYKMK) KOHTAKTHOTO JIULIA:

HaumeHoBaHue opranusanuu

Anpec

KoHTakTHOE 110

AJlpec AIEKTPOHHOMN MOYTHI

2. MenuuuHcKue u3aeus

Bun uznenus:

Mapka:

HaszBanue MeuIIMHCKOTO U3ACIIHS:

Mogens:

Knacc 6e3onacHoctu (BbiOpath HyxHbIN) (I Hu3kuii puck; IIA cpenne-uuskuii puck; [1B
cpeane - Beicokuit puck; III Beicokmit puck; AIMD Bwicokuit puck (Active Implantable
Medical Devices — akTUBHBIE UMITJIAHTUPYEMBIE METUIIMHCKUAE U3ICITHS)

CrepunbHble MequinHCkue m3aenus: Jla/Her

CE — mapkupoBka MeaunuHckoro u3aenus: Jla/Her

YIOTHOMOYEHHBIN OpraH COOTBETCTBYIOIIHM

3. IIpouzBoauTeb

[IpousBoauTenb- (GU3NYECKOE WU IOPUIUUYECKOE JIMIIO0, OTBETCTBEHHBIN 3a
MIPOEKTUPOBAHUE, U3TOTOBIICHHUE, YIIAKOBKY U MapKUPOBKY MEIUIIMHCKOTO U3JIETUs, MPEK]IC
YeM OH OYJIeT MOMEIIIEH Ha PBIHOK 110 TOPTOBOMY Ha3BaHMIO, HE3aBUCHMO OT TOTO, ONlepaIiuu
OCYIIECTBISIOTCS (PU3NIECKUM JIUIIOM WM OT €70 HIMEHH TPEThel CTOPOHOM

[IpousBoauTENb: Opranu3alus

®.1.0. (mpu ero HaIU4YMU) KOHTAKTHOTO JIUIA

HaumenoBanue opranuzanuu

Anpec

KonTakTHOE U110

AJlpec dIEKTPOHHOM NOYTHI



4. KoHTpakTHas ucciaeqoBaTeIbCKasi Opranu3anus (COOTBETCTBYIOIAS)
HaumeHoBaHue: opranusanuu
®.1.0O. (mpu ero HAIMYKMK) KOHTAKTHOTO JIKIIa
Anpec
KonTakTHOE 1110
AJlpec AIEKTPOHHOM NOYTHI
5. KnuHnueckoe ucciaeqoBanne
HaszBanue KIMHUYECKOT0 UCCIEA0BAHUS
Knunnueckoe uccnegoBanue: MaeHTuUKAMOHHBIN KO MPOTOKOJA KIMHUYECKOTO
ucciea0BaHus (MPUCBOEHHBIN CIOHCOPOM) BepcHsl (HOMEP) U JaTa
KonuuecTBO cyOBEKTOB, KOTOphIe OyIyT BKJIIOUYEHBI B HcCieoBaHue: B Pecnybinuke
Ka3zaxcraH: Bo Bcex cTpaHax, i€ IPOBOJUTCS UCCIIEI0BaHUE:

OO6uiee KOJIMYECTBO MEIMIIMHCKUX M3JETUN, KOTOphle OyAyT HCIOJb30BATHCA B
KIIMHUYECKOM HcclienoBanuu: B PecnyOnuke KazaxcrtaH: Bo Bcex cTpaHax, rjie MPOBOJUTCS
UCCIIEOBAHUE:

Ecnu uccnenyercs 6osiee 4eM OJHO MEAUIIMHCKOE HM3JEUE, TO yKa3aTh HOMEP U
Ha3BaHHE MEAUIMHCKOTO U3IEIIUS:
Jlata npunsaTH:
Jlata okoH4YaHHS:
6. UccienoBarenb-KOOpAUHATOP
UccnenoBaTtens, 0TBEUAIONINA 32 KOOPJIUHAIUIO ACSATEIBHOCTH UCCIEI0BATENEH BCEeX
UCCIIEOBATEIbCKUX LEHTPOB, YYacCTBYKOUIMX B MHOTOLUEHTPOBOM KIMHHYECKOM
HCCIIEIOBAHUH:
®.1.0. (npu ero HaJIUIMHK) KOHTAKTHOTO JIMIIA
HaumeHoBaHue opranusanuu
Anpec
KonTakTHOE U110
AJlpec AIEKTPOHHOMN MOYTHI
7. I'maBubiit uccnegoatens B PecnyOnuke Kazaxcran (HeoOXoquMo ykaszaTh BCeX
TJIABHBIX MCCIIEIOBATENICH U CO-UCcCceoBaTeNei)
HccnenoBaTenbCKkuil IEHTP, OTBETCTBEHHBIN HCCIENOBATENb JJISI OJHOLEHTPOBOTO
HCCIeIOBaHUS
@®.1.0O. (mpu €ero HAIMYKMK) OTBETCTBEHHOTO JIMIIA
HaumeHoBaHue opranusanuu
Anpec
KonrtakTHOE 11110
AJlpec DIEKTPOHHOM NIOYTHI
OTtBeTcTBeHHBIN UccnenoBarens B Pecyonuke Kazaxcran



8. UccnenoBarenbCkuil IIEHTP, WU UCCIIEI0BATEIb-KOOPAUHATOP ISl MYJIBTUIIEHTPOBOTO
UCCIIeI0BaHUS
®.1.0. (mpu ero HaIU4YMK) UCCIIEA0BATENSI-KOOPIMHATOPA
HanmeHnoBanue opranu3aiiu
Anpec
KonrtakTHOE 1111110
AJlpec DIEKTPOHHOM NTOYTHI
9. UccnenoBarenbckue EHTPHI 3a npenenamu Pecriyonuku Kazaxcran
Nudpopmamuga o cTpaHax, e 3TO HCCIEIOBaHHE MNPOBOIAUIIOCH: WU OyIeT
3apEruCTPUPOBAHO YITOJTHOMOYECHHBIM OPTaHOM, BKIIOUEHHBIE JIJIsi 00CYKICHUS
Crpana, rie nojgy4eHo pa3pelieHue
EcTh BO3pakeHUs, WIN OMOJHUTEIbHBIE KOMMEHTAPUH, K UCCICOBAHUIO, KOTOPHIC
OBLIM MOJHATHI YIIOJTHOMOYEHHBIMU OpranaMu apyrux crpas: Jla/Het
Ecnm na, moxkamnyiicra, yKaxuTe, TJe U IPUIUHBI
[lepeuenp cchUTOK HEOOXOAUMON WH(OpMAIMU MPETYCMOTPEHHBIX B TOJaHHOMN
JTOKyMEHTAITUH:
I/Iccnez[yeMoe MCOAUIUHCKOC U3ACIINEC

IeneBoe Ha3HAuEHHE MEAUIMHCKOTO M3JEnusi, B TOM JIOKyMEHT
YHCIIe MOKa3aHUIA U MPOTUBOIIOKA3aHIHA Crp.

XapakTepuCTHKa METUIIMHCKOTO H3IENUs, MEXaHH3M
NIEWCTBUS, COCTaBHBICE YAaCTH W MaTePHANIBI, TaKXkKe

JoxymeHT
ueHTH(UKAIMS KaKUX-TH00 (QYHKIUH KOHCTPYKIMH, C
Tp.
KOTOpBIE OTJIMYAIOTCS OT paHee YTBEP)KACHHBIX MpPHU P
rOCYAapCTBEHHOW PErucTpaliy NpOIyKIUH
Pe3ynprar aHann3a pUCKOB U OIIEHKH PHCKOB, B TOM
YHUClie TOTEHIHUANbHBIX PHCKOB U  0XHIAEMBIX
JoxymeHT
CEPbE3HBIX MMOOOYHBIX pEaKIHUsIX MEIUINHCKOTO C
Tp.

U3aciaunA. COOGIIIGHI/IH O BBIABJICHHBIX B XOJC
KIIMHHUYCCKOI'O UCCIICIOBaHUA MOOOYHEIX peakuugax

KpaTtkoe wu3n0xeHHE UCHBITAHUH MEAULUHCKOTO

u3geciingd u J'I}O6BIX AHAJIOTUYHBIX MCIOUIIMHCKUX

W3/IeIMi TIPOU3BEIEHHBIX KOMITaHHEH, BKITIoUas nmepuo JJoKkyMeHT
JUINTEIBHOTO BpPEMEHM Ha pbeiHKe u  0030p  Crp.
0€30IaCHOCTH ¥ MIPOU3BOAUTEIHPHOCTA U PACCMOTPCHHS

MIPETEH3NU
Pesrome pe3yJIbTaToOB NpeAUIECTBYOIIUX
JOKJIMHHUYECKUX ucclenoBaHui. beuim  Bce

JoxymeHTt
COOTBETCTBYIOIIME JOKJIMHUYECKHE HCIBITAaHUS

Crp.
3apepmieHsl: [la ?Her ?IIpemocraBuTh 00OCHOBaHHE,
rmoyeMy TpeOyeTcsl HauaTh paccieJOBaHHe
Pestome nuTepaTypel M pe3yJdbTaThl Hay4HO

“p yp pesy y JIOKyMeHT

000CHOBAaHHOW METOJIOJIOTUH  IIPENIIOIAraeMoro C

Tp.

HCII0JIb30BaHUA MCOAUITMHCKOI'O U3CTINA



Pe3rome cOOTBETCTBYIONIMX CTaHAAPTOB, IPUMEHIEMbBIX HoxymeHT
B TIOJIHOM 00bEME WM B YACTHOCTH, U B Kakoi crenenu Crp.
CTaHAaPTHI OBIIM IPUMEHCHEI

Jn3aifH KITIMHUIECKOT0 NCCIICI0OBaHUS

Llenp, KOHEYHBIE TOYKM M KOHKPETHBIE THIOTE3BI,

KOTOpbIC OyOyT NMPHHATHI WIM OTKJIOHEHBI, a Takxke JIOKymMeHT
npouien/ He MpoLle] KPUTEPUH, KOTopble IpuMeHsoT Kk Crp.
pe3ynbTaTaM pacciie0BaHuUs

IMoaTBepkacHUE IS CTATUCTUYCCKOrO0 00pabOTKH, B
TOM YHCIIC BBIOOpa pa3Mepa BBIOOPKH, OXKHIaEMBIX
TEMITBI OTCEeBa, YPOBHS 3HAYUMOCTH, KOTOPBIH Oyaer
HCIIOIb30BaThCs, MOIIHOCTh HCCIIEJOBAHMS, a TAKKE
KJIMHAYECKOe 3HadeHue. MeTolbl M CPOKH OLICHKH,
perucTpalui Y CTaTHUCTUYECKOW 00pabdoOTKH

JlokymeHT
Crp.

MmoKasaresei 6€30macHOCTH

Ilepuon HaOmOACHUS KOHKPETHOro CyObekTa
WCCIIEZIOBAHMsI, B paMKax HCCIeAOBaHus, BKiouas JOKymMeHT
npouenypsl HaOmroneHus s cyObekToB, koTopsle Crp.
MPEKPaTHIIN UCCIIeOBAaHNE

KOHTpOJ’IB KauecTBa U o0ecIieueHre KauecTBa

ITopsimox ympaBieHUs M COOOIIEHUS O TMOOOYHBIX

peaKIusiX, a TaKXKe MOCIeAYIomeH aeaTenbHOCTH, JIOKyMEHT
Heo0XOJUMOH I KaXaoro cyobexra uccienosanus B Crp.
ciIydae HeOJIaronpusTHBIX COOBITHI

Omnucanue maHa MOHUTOPHUHTA, B TOM YHCJI€ YaCTOTBI I[OKyMeHT
MOHHUTOPUHI'A U CTCTICHU IMTPOBEPKU UCXOAHBIX JaHHBIX. CTp

IIpumeuanue: 3asBKa COAEPKUT MHPOPMALMIO B OTHOIIEHUH BCEX OOBEKTOB,
aKKpEIUTOBAHHBIX Ha MPOBEJICHHE KIMHUYECKOTO HCCIEAOBAHUS MEAMIIMHCKOTO W3ENHS,
KaK OIMCaHO B pyKoBosIIeM ToKyMeHTe "HopmaTuBHbIE TpeOoBaHuUs", TOCTyIIHbIE Ha caiiTe
www.medicaldevices.dk:clinicalinvestigation. Eciii orpaHMu€HHOE YHCIIO B OTHOIIEHUH BCEX
OOBEKTOB B pACIOPSIKEHMM CUMTATh 3HAYEHUs [JI KOHKPETHOIO KIMHUYECKOTO
WCCIIEIOBAHMsI, COMMPOBOAUTEIHLHOE MUCHMO COJICPKUT CITUCOK B OTHOIICHUH BCEX OOBEKTOB,
a Taxke 000CHOBAHHOCTH TaKUX YITyIIEHUN

IToanuce
S1, HUKETOAMUCABIINNCS, JaHHBIM MOATBEPKAA0 (MOATBEPKIAI0 OT JIUIIA CIIOHCOPA), YTO

l'apanTupyto:
JOCTOBEPHOCTh M IOJHOTY HMH(pOpMAaIUH, COJAeprKalleics B MNPEIOCTaBICHHBIX
MaTepuaax Ha MPOBEJCHNE KIMHUUYECKUX HCCIeI0BaHUH];

JaHHOE MEIUIMHCKOE H3JeJue YAOBIETBOPSET MPUMEHUMBIM TpeOOBaHUIM
6e3onacHOCTU U 3 (PEKTUBHOCTH, 32 UCKIFOUEHUEM CBOMCTB U XapaKTEPUCTUK O€30MacHOCTH
U 5QPEKTUBHOCTH, KOTOPBIE UCCIIETYIOTCS B X0J1€ KJIMHHUUECKUX HCCIIEI0BaHUM;

O06s13y10Ch:



MIPOBOAUTH UCCIIEIOBAHUS B COOTBETCTBUH C MTPOTOKOJIIOM KJIMHUYECKOTO UCCIIEIOBAHMS,
CTaHJIAPTHBIMU OTNIEPAIMOHHBIMU MPOIEYPaMH, a TaK:Ke TPEOOBAHUSIMU 3aKOHOAATEILCTBA
Pecniy6nuku Kazaxcran;
HHGOPMHUPOBATh O BO3MOXKHBIX PHUCKAX W OXHUJIAEMBIX MOOOYHBIX PEAKIUIX,

0a3uPYIOMMUXCS HA CYIIECTBYIOMIEM ONBITEC TPUMEHEHUSI.

Jara:

[Monnuce:

®UO (mpu ero HaIM4KUK) IEYATHBIMU OyKBAMM:

[punoxenne 2
k [IpaBunam nposeneHus
KIIMHUYECKUX I/ICCHC}IOBaHI/Iﬁ
MEIUIMHCKUX U3JeITHH,
KITUHUKO-JIA00PATOPHBIX UCIIBITAHUN
MEIUIMHCKUX H3/ISITHi
JUTSL TUATHOCTUKHU

BHE )KMBOTO OpraHU3Ma

(in vitro) u TpeboBaHuUs

K KIMHHYCCKUM 0a3am

Texamaeckuii ¢aiin Ha METUITMHCKOE U3AEINE
(xpoMe MEIUIIMHCKOTO W3/ISIHA I JUATHOCTHKH in vitro)

I. OGmiee onrcanye MeIUITMHCKOTO WU3JICITUS
1. Texnuueckuil ¢aili COACPXKUT CIEAYIOMYI HHPOpMALHMIO C ONMHUCAHUEM

MEIUIIMHCKOr0 U3EIIHS:

a) HAMMECHOBaHUE MEIUIIMHCKOT'O M3/SITH;

0) o01Iee onmMcaHue U Ha3HAYCHHE MEIUITUHCKOTO H3/ICIIHS;

B) HH(pOpMAITHUS, TTO3BOJIIONIAS HICHTH(PUIIUPOBATh MEAUIIMHCKOE H3/ICUE, B TOM YHUCIIC
ero MoJu(puKaInio;

T') BHJI METUITMHCKOTO U3CIIAS B COOTBETCTBUU C HOMEHKJIATYPO MEAUITMHCKUX W3IEITHIMA

1) IpeTHa3HaYEHHBIC TOJIb30BaTEIIH;
€) MPUHITUIIBI IEUCTBUS MEAUIIMHCKOTO U3IEIHS;

) KJIacC MOTEHIIMAIBLHOTO pUCKa MPUMEHEHUS W MPUMEHUMBIC KIacCH(DUKAIIMOHHbBIE
MpaBuja B COOTBETCTBUHU C MPABHJIAMH KJIaCCU(PUKAIUK U3ICTUS MEAUITUHCKOTO U3JICTHUs B
3aBHCHMOCTH OT MOTEHITMAIILHOTO PUCKa TPUMEHEHUS;

3) OOBSICHECHHE CBOMCTB M XapaKTEPUCTUK MEIUITUHCKOTO U3/ICITHS;
M) onmucaHue W (MJIM) TIEPEUYeHb BO3MOXKHBIX MOIU(HKAINA paccMaTpUBAEMOTO
METUITUHCKOTO U3/ICITHS;
K) 00I1Iee OMMCaHue OCHOBHBIX (PYHKIIMOHAIBHBIX JJIEMEHTOB (uarpaMmsl, (hoTorpaduu
U PUCYHKH, JIEMOHCTPHUPYIOIINE OCHOBHBIC YacTH (KOMITOHECHTHI) MEIUIIMHCKOTO W3ICIHUS,
BKJTFOYAFOIIIME B CeOsI MOSCHAIONINE HAIMUCU K TuarpamMmmam, GotorpadusiMm 1 pucyHKam);



J) OIIMCAaHUE MAaTEePHaJIOB, BCTYIMAIOIIMUX B HEMOCPEACTBEHHBIN WIIA ONOCPEIOBAHHBIN
KOHTAKT C TEJIOM YeJIOBEeKa.
II. Onucanve MEIUIIMHCKOTO U3ETUS

2. Texuuueckuit ¢aiisi COAEPKUT MepPeYeHb OCHOBHBIX XapaKTEPHUCTUK, pa3MEpPOB U
YKa3aHHUM 10 IKCIUTyaTallul MEIUIIMHCKOTO U3JIEIUs, €r0 UCMIOTHEHUN U TPUHAIJIC)KHOCTEM,
KOTOPbIE MUMEIOTCS B TEXHMUYECKOW MOKYMEHTAllMU MEIUIIMHCKOTO W3JENUs U JPYTHX
Marepuanax, JOCTYNMHbIX KOHEYHOMY MOJIb30BAaTEII0, a TaKXKe MEepPEeUeHb MPUMEHSIEMbIX
MIPOU3BOJIUTENIEM CTAaHAAPTOB.

III. Ccpuika Ha OAOOHBIE U TIPEABITYIIINE MOAUDUKAIIUYA MEIUITTHCKOTO U3/IeTHUs
3. B ciydae ucnonp3oBaHus WHPOPMAIUU O MOJAOOHBIX WM TMPEABITYIIHX
MOJIU(PUKALMAX MEIAUIIMHCKOTO W3JeIus ISl J0Ka3aTeJbCTBa COOTBETCTBUS OOIIUM
TpeboBaHUsIM 06e30macHOCTH U A(H(PEKTUBHOCTH MEIUITMHCKUX W3IETUH, TpeOOBAHUAM K HX
MapKUPOBKE U AKCIUTyaTallUOHHOM TOKYMEHTallMM Ha HUX, (fanee — oOuiue TpeOoBaHus),
TEXHUYECKUH (haiil COAEPKUT KPATKOE ONTUCAHUE!

a) TmpeAbIIyIuX MOAUGUKAIUN pacCMaTPUBAEMOTO MEAMIIMHCKOTO u3Aenus (mpu

HaJU4un);
0) MoI0OHBIX MOIU(PUKAIIMNA MEIUITUHCKOTO U3JCNIHS, HAXOSIINXCS B 00palIeHuy Ha

MEXKTyHAPOIHBIX PhIHKAX.

IV. ConpoBoaurensuas nunopmarus

4. Texunueckuid paiti CoepKuUT:

a) TaHHbIE O MAPKUPOBKE MEIUIIMHCKOTO U3/IETUS U €T0 YIIAKOBKHU (TIPOECKThI MApKUPOBKHU
);

0) MHCTPYKIIUIO TIO MPUMEHEHHUIO (IKCIUTYaTAI[MOHHYIO JOKYMEHTAIINIO) MEIUIIUHCKOTO
173 (S8

V. [IpoekTupoBanue u pazpadoTKa MEIUIIMHCKOTO U3/EITHSI.

5. Texuuueckuii aitn comepkuT WHPOPMAITUIO, MO3BOISIONIYIO MOJYYUTh 00IIee
MpEeJICTaBICHHE 00 OCHOBHBIX CTAJUAX MPOCKTUPOBAHUS pacCMaTPUBAEMOT0 MEAUITUHCKOTO
uznenusi. Jlanaast ma(popManus MpeACcTaBisIeTCs B BUIE OJIOK-CXEMBI ITPOIIECCOB.

VI. IIpon3BOACTBEHHBIE TTPOLIECCHI

6. TexHuueckuid (paitn coaep UT MHPOPMAIUIO, MMO3BOJISIOUIYIO MOJYYUTh 00IIee
NpEeICTaBICHUE O MPOU3BOJCTBEHHBIX Mpolieccax. JlanHas uHbopmaius npeAcTaBiIseTcs B
BHjie OJIOK-CXEMBI MPOILIECCOB, AAlOlIei oOllee MpeicTaBiIeHUEe O MPOU3BOACTBE, COOpKE,
3aKJIFOYUTENIbHBIX HCHBITAHUSAX MEIULUMHCKOTO U3AEIUS W OKOHYATEIbHOW YNAaKOBKE
TOTOBOT'O MEAUIIMHCKOTO U3/IEIIHUS.

VII. [Tpon3BOICTBEHHBIE TIOMIAIKH

7. B texuuueckoM (aitne uaeHTUGUIUPYIOTCS MPOU3BOJCTBEHHbIE TUJIOIMIAKH, Ha

KOTOPBIX OCYIIECTBIACTCA MPOU3BOACTBEHHAS [ESITEIBHOCTh IO pPacCMaTPUBAEMOMY



MEIUIMHCKOTO u3aenus. Eciau 1is NaHHBIX IUIOLIaJ0K MMEIOTCS CepTU(UKATBI CUCTEMBI
MEHEI)KMEHTa KayecTBa WJIM PABHOLIEHHBIE JOKYMEHTbI, TO UX KONUU NPUIArarorcs K
TeXHUUYECKOMY (aiiiy.
VIII. CBenenust 0 COOTBETCTBUU 00IIUM TPeOOBaHUSIM
8. Texumueckuii (paiin BKIIOYAET B ceOs CBEIEHUS O COOTBETCTBUU OOIIMM TPeOOBaHUSM.
IX. Pe3ynpTaThl aHa/IN3a U yIIPABICHUS PUCKOM
9. Texuuueckuil Qain COAEPKUT KPATKUM MepeYeHb PUCKOB, UIECHTU(DHUIIMPOBAHHBIX B
Mpollecce aHajdn3a pUcKa, U OMHCaHUE CIIOCOOOB YNPaBICHUS JAHHBIMH PUCKAMU B IENSIX
CHI)KEHUS X JI0 IOyCTUMOTO YPOBHS.
X. JlessTenbHOCTD 10 BEPU(PUKAIIMKA U BATAAIIUN
10. Texuuueckuii Gaitn COAEPKUT CIEIYIOLUIUE CBEEHUS U JOKYMEHTHI 110 BepUPUKaluu
Y BaJIUJALMH, KOTOPbIE UCIOJB30BAIKCH JUIS I0KA3aTENbCTBA COOTBETCTBUS MEIUIIMHCKOTO
U3JIeNMs O0IUM TPEOOBaHUAM (B TOM YHCIIC 110 TPUMEHUMOCTH O0ITUX TpeOOBaHM):
a) pe3yJIbTaThl UCTIBITAHUM B UCTIBITATEIBHBIX JJA0OpaTOpUsX (LIEHTPax);
0) pe3yabTaThl JIA0OPATOPHBIX U (MJIU) 3aBOJICKMX UCTIBITAHUN, B TOM YUCIIE PE3YIbTAThI
UCIIBITAaHUI B YCIOBUSAX, UMUTHPYIOLIUX 3KCIUTyaTallMOHHBIE;
B) pe3yJIbTaThl JIaOOPATOPHBIX MCIBITAHUN Ha XKUBOTHBIX IS TOATBEPKICHUS
MPaBUIBHOCTH KOHIIETIIIMK TOTOBOI'O MEIMLIMHCKOTO U3/EIIHNS;

I) JeKJapaluuyd COOTBETCTBHS CTaHAApTaM W3 IEpEyHs CTaHAApTOB, B PE3YJbTATE
NPUMEHEHUS] KOTOPBIX Ha TOOPOBOJIBHONW OCHOBE MOJHOCTHIO MM YACTUYHO 00eCIIeYnBaeTCs
COOJIO/IEHHE COOTBETCTBHUS MEIULIMHCKOTO U3/eNnsl OOLTUM TPEOOBaHUAM;

1) IeKJIapalud COOTBETCTBUSI CTaHIApTaM, KOTOPhIE€ HE BKJIIOYEHBI B YKa3aHHBIA B
MOAIMYHKTE "T" HACTOSIIEro MyHKTa NepeyeHb, C 000OCHOBAHUEM MX TPUMEHEHUS;
€) 0030p OmyOJIMKOBaHHBIX JTUTEPATYPHBIX HICTOYHUKOB KacaTelIbHO PACCMaTPUBAEMOTO
MEIUIUHCKOTO U3/1EUs WU MOJOOHBIX U3EIIHMA.
11. Texuuueckuii (aitsn COnEPKUT:
a) CBEJICHUS O OMOJOTHYCCKOM COBMECTUMOCTH;
0) cCBeeHMS O JIEKAPCTBEHHBIX CPEJICTBAX, BXOASLIMX B COCTAaB PACCMaTPUBAEMOTO
MEIUIIMHCKOTO U3/IEeIHs;
B) CBEJCHHUS O OMOJIOTHYECKONW O€30MaCHOCTH MEAUIIMHCKOTO M3/ICNHs, BKIIOYAOIINX B
ce0st KIeTKH, TKaHU WM UX MTPOU3BOAHbBIC, B3SThIC Y UETIOBEKA UJTH )KUBOTHBIX;
') CBEICHHS O METO/IaX CTEPUIIN3ALINH;
1) CBeJEHUs O Bepu(PUKALMU U BaJuJallUd MPOTPaMMHOTO obecnedyeHus Ipu
MPOEKTUPOBAHUH MEIULIMHCKOTO U3EIHNS;
€) oT4eT 00 000CHOBAHHH KIIMHHYECKOU (D (PEKTUBHOCTH U O€30MACHOCTH METUITUHCKOTO
U3JIEIHS.
12. 3noxeHue pe3yabTaToB MPOBEACHHBIX KIMHUYECKUX UCIBITAHUN (MCCIeI0BaHMIN),
KpOME BBIBOJIOB, BKIIIOHAIOT B €€0s MPOTOKOJIBI MCHBITAHUN (KMCCIETOBAaHUI) B MOJHOM
o0OBeMe.



13. Texuuueckuit aitn coAepXUT MEepeueHb BCEX MaTEpPUANIOB, HAXOJSIINXCS B
HETMOCPECTBEHHOM WJIM ONOCPEOBAHHOM KOHTAKTE C OPTaHU3MOM IMAIlUeHTa, €CJIU JJIsl TOTO,
YTOOBI OXapaKTEepU30BaTh PU3MUECKHUE, XUMHUECKIE, TOKCUKOIOTHIECKHE U OMOTIOTHYECKIE
XapaKTepUCTUKU MaTepuasa, He0OX0IUMO B COOTBETCTBUM C PE3yJIbTaTaMU aHAJIN3a PUCKOB
MIPOBECTH MCTIBITAHUS OMOJIOTHYECKOW COBMECTUMOCTH.

B texHuueckuit (aiin ciaeayer BKIIOUUTH MOAPOOHYI0 MHGOPMAIUIO O TPOBEACHHBIX
UCTIBITAHUSX, MPUMEHEHHBIX CTaHJapTax, MPOTOKOJIAX HUCIBITAHWM, aHAJIN3 TOJYYEHHBIX
JAHHBIX ¥ KPaTKOE U3JI0’KEHUE PE3YJIbTATOB UCIIBITAHUM.

14. Ecniu MeAMUMHCKOE W3JENNE BKIIOYaeT B ce0s JIEKAPCTBEHHBIE CPEICTBA, TO
TeXHUYECKUN (pailyl coaepKUT MoApOOHYI0 MHGOPMAITUIO O MPUMEHSIEMBIX JIEKAPCTBEHHBIX
CpeACTBaX, UX MPOU3BOJUTENE (MPOU3BOIUTEINSIX), MPUUUHE BKIIOUCHHUS B MEIUIIMHCKOE
u3aenue, 0e30MacHOCTH NMPUMEHEHHS U MEXaHU3ME JEWUCTBUS B COCTABE W3JEIUA IMPHU
OpeyCMOTPEHHOM TPUMEHEHHHU, JOKYMEHT, MOATBEPKAAIOIUN perucTpanuro
JIEKapCTBEHHOI'O CPEJICTBA B CTPAaHE MMPOU3BOAMTENS JIEKAPCTBEHHOTO CPEICTBA.

15. Texnuueckuit ¢aiiyl COAEPKUT TMEPEUCeHb BCEX MATEPHUATIOB >KMBOTHOTO HJIU
YeJI0BEYECKOr0 MPOUCXOXKACHUS, UCTIOIB30BaHHBIX B MEAUIIMHCKOE U3aenue. TexHudeckuit
Gdaiin coAepXUT MoApoOHYI HWH(OpMAIMI0O O MaTepualax, OTHOCSIIYIOCS K BBIOOPY
HMCTOYHUKOB (JIOHOPOB), B3SITHIO MPOO, 00paboTKe, XpaHEHUIO, UCCIICIOBAHUIO U OOPAIIICHUIO
C TKaHSIMU, KJIETKAaMHU U BEIIECTBAMH KUBOTHOTO WJIM YEJIOBEUECKOTO MTPOUCXOKICHUS.

B Texnuyeckuil aitn cieayer Takke BKIHOYATh pe3ysbTaThl BalMJALUM Mpoliecca,
MOJITBEPKAAIONINE HAJIMYUue MPOU3BOJACTBEHHBIX MPOUEAYpP, MHHUMHU3UPYIOUIUX
OMOJIOTUYECKHE PHUCKH, B YAaCTHOCTHM B OTHOUIEHWHM BUPYCOB M APYrUX BO3OyauTenen
0O0JIe3HE.

Taxxe cienyer BKIOYATh ONKMCAHUE CUCTEMBI XPAHEHMS 3alMCEH, MO3BOJISIOLIECH
OCYILIECTBIISITH MPOCIEKUBAEMOCTh OT HCTOYHUKOB MAaTEPUAJIOB 10 TOTOBOTO MEAUIIMHCKOTO
U3/IEIIHUSL.

16. B cnyyae ecnum MEIUIIMHCKOE H3JI€JIUE IMOCTABIAETCS B CTEPUIIBHOM BUJIE,
TeXHUYECKUHA (hall COAEPKUT CBEICHUS O BAJTMAAIMH IMPOIecca CTePUIN3ANK (BKIIOYAs
UCIIBITAHUSI Ha OMOJIOTMYECKYI0 Harpy3Ky, HaJW4he MUPOTCHHBIX BEIIECTB, HalU4ue
OCTAaTOYHOT'O KOJIMYECTBA CTEPUIIM3YIOLIEr0 BEIIECTBA) M O BaJWJalMHU Ipolecca
ynakoBeiBaHus. MHbopmaius o Baduaanuy BKIIOYaeT B ceOs MPUMEHEHHBIH METO],
JIOCTUTHYTBIM YPOBEHb 0OECIEUEHUs] CTEPUIIBHOCTH, MPUMEHEHHbBIE CTAHJIAPThI, MPOTOKOI
CTEpWIM3alUK, pa3pabOTaHHBIA B COOTBETCTBHM C CTAaHJIApTaMH, M KPATKOE H3JI0KEHUE
MOJTYYEHHBIX PE3YJIbTaTOB.

17. Texaudeckuit (haiiy CONEPKUT CBEICHUS O MPOIIECCe MPOSKTUPOBAHUS U Pa3pabOTKU
IPOrpaMMHOr0 O0eCreYeHusl U BaIMIallud TPOTPaMMHOTO 00eCleueHusl, UCI0JIb3yeMOro B
TOTOBOM MEIUIIMHCKOM W3JACHHuH. YKa3zaHHas WH(OpMamms BKIIOYaeT B ceOs KpaTkoe
U3JI0KEHUE PE3YJbTATOB JEATEIbHOCTH MO BepUDUKALNM, BAIMAALNUU U PE3YyJIbTAaTOB
UCTIBITAHUN, BBIMOJHEHHBIX B OpPTraHU3AI[MU-TIPOU3BOJIUTENE, a TAKXKE CBEJCHHUS O BCEX



UMEIOIINXCST KOH(UTypalMsX almapaTHbIX CPEICTB U OINEpPallMOHHBIX CHCTEMax,
UJACHTU(ULIUPOBAHHBIX B COMPOBOAUTENILHON JOKYMEHTALIMH.

18. Texuuueckuil Gana coaep>KUT UHPOPMAIHIO O TMTPOBEIACHHBIX MCCICIOBAHMIX HA
KUBOTHBIX JJISI TIOATBEPXKACHHUS COOTBETCTBHUS OOIIMM TpeOoBaHUAM (Tpu Haiauuuu). B
TEXHUYECKOM (pailie OMMCBHIBAIOTCA LEJIH YKa3aHHBIX HCCIEJIOBAaHUM, METOIOJIOTHS,
pe3yJIbTaThl, aHAJIU3 U 3aKJIIOYEHUE, BKIKOYAs YTBEPKICHHBIE MPOTOKOIBI U OTUETHI BCEX
IIPOBEICHHBIX JOKJIMHUYECKUX M KIMHUYECKUX HCCIENOBAHHUM, B COOTBETCTBUU C THUIIOM
UCCIENYEMOr0 MEIMLUMHCKOrO W3JAEeIus B COOTBETCTBUM C MEXIYHApOIHBIMU
pekoMeHaanusaMu 1 pekomenganuamu EADC.

ITpunoxenue 3
k [IpaBunam mpoBeaeHUs
KIMHIYECKUX UCCIICTOBaHUN

MEIUIMHCKUX U3CITHIA,

KIIMHUKO-JIA00PATOPHBIX HUCIIBITAHUIA
MEIUIMHCKUX U3/IeITHI
JUTSL IMarHOCTHKH
BHE JKMBOr0 OpranusMa (in vitro)

U TpeOOBaHUS K KIMHIICCKUM 0a3aM

Coracue riIaBHOTO HCCIIeOBAaTENA

Ha3Banme mpoTokoyia KIMHUYECKOTO HcchaenoBanus; VmeHTHGUKAITMOHHBIA KO
MIPOTOKOJIa
KIIMHAYECKOTO UCCIICI0BaHMsI, Bepcus; S mpodern(a) Bce CTpaHMIIBI HACTOSIIETO MPOTOKOJIa
KIIMHAYECKOTO UCCIIEOBAHMS, CTIOHCOPOM KOTOPOTO SIBIISICTCS
(yxasath Ha3BaHue). S cormnaces (a) ¢ TeéM, UTO IPOTOKOJI COACPIKUT BCIO MHGOPMAIIHIO,
HEOOXOMMYIO JIJISl IPOBEICHUS TAHHOTO MCCIICTOBAHUS.
['naBubiit uccnenoarens (O.U.O. (mpu ero HamU4IMM)
ITonnuce nccnenoBaresns
Jlara
Mecto paboThl (Ha3BaHUE U aJIpec)

JIOJDKHOCTB MCCIeq0BaTEeIIs

KonrakTHb# TenedoH uccieaoBaTens

[Ipunoxenue 4
k [IpaBunam mpoBeaeHUs
KJIIMHAYECKUX UCCIIeTOBAaHUI
MEIULMHCKUX U3ICTUM,
KITMHUKO-JIA00PAaTOPHBIX UCIIBITAHUN
MEIUIMHCKUAX U3IeIui
JUISL TUATHOCTUKH BHE YKHUBOTO
opranusMa (in vitro)
1 TpeOOBaHMS K KIMHHYCCKIM Oa3am

dopma

Pe3roMe uccnenoBarens



®.1.0. npu ero Hannuuu (OJIHOCTHIO)
Jlata poxneHus
OO6pazoBanue (¢ ykazaHUEM yueOHOTO 3aBE/ICHNS)
CnenuaibHOCTh
[Tocneaummomuoe o6pa3oBanue
VY4yenas creneHb ¥ 3BaHUE (€CIH UMEETCS])
Mecto paboThl U JOKHOCTh
Crax paboTHI 10 CIIEIHATIBHOCTH
Hayunsbie Tpysl, myOaukamnuu (ykazaTh KOJIUYECTBO U HA3BaHUS cTaTeil, MOHOTpaduii
MMEIOIINUX OTHOIICHUE K TPOOIeMe CCIIeIOBAHUS, TO MMy OIMKAIIUN U U3/IaTEIHCTBO)
Hanuuue onbiTa Mo npoBeIeHHUIO UCCeIOBaHUM (001aCTh UCCIEIOBAHNS )
Hammume ceprtudukara Haanmexamiei KITMHAYECKONW MPAKTUKH
Hannexareit mabopaTopHOM MPaKTUKH
Agnpec opranu3anuu, KOHTaKTHbINA TenedoH, pake, e-mail
[Toanuck rmaBHOTO UccenoBaTeNs (MCcCiIeI0BaTENs )
[Toanuck pykoBoauTeNs, 3aBepeHHas opuImaibHo (0TIEN KaApoB)
JlaTa

IIpunoxenue 5
K [IpaBunam npoBenenus
KIMHUYECKUX I/ICCJ'IGIIOBaHI/Iﬁ

MEIUIMHCKUX U3JICIIHH,
KITMHUKO-JTA00paTOPHBIX

WCTIBITAHAH METUIIMHCKUX

M3IENAH UTST TUarHOCTHKH

BHE JKMBOTO Opranu3Ma (in vitro)
1 TpeOOBaHMS K KIMHHYECKUM 0a3zaM

®dopma

HH(I)OPM&I[KSI 0 BCIIOMOTr'aTCIIbHBIX MCOUITHMHCKNX HU30CIIHAX, BCIIOMOIaTCIIbHBIX
JICKapCTBCHHBEIX IIpE€IIaparax, HEOOXOIUMBIX IJIA OPpOBCOCHHUA KIMHHICCKOI'0 HCCIIEAOBAHUA

IlonHOE HAa3BaHKWE KIIMHUYECKOIO HCCIICA0OBAaHUA

NnenTudrkamoHHbI KO MPOTOKOJIA KIIMHUYECKOTO UCCIICTOBAHMS
(IpUCBOEHHBIN CITOHCOPOM) BepcHs (HOMED) U J1aTa
HazBanue nnm cokpaiieHHOe Ha3BaHHE KIMHUYECKOTO UCCIIeI0OBAaHUS

(ecnu mpuMeHsIeTCA)
[TpousBoautens (CIOHCOP)

(HaMMEeHOBaHUE OpraHU3alliU, aJIPEC)
1. BcmomorarenbHble MEAUITUHCKUE U3ICITUS

HammenoBanue

I[Moporosoe [IpousBoauTens [IpousBoauTens
pPacxomaHBIX

HanMeHoBaHne M1 ctpana cTpaHa
MaTepHaJIOB

NoNe

2. BcrioMorartenbHbI€ JIEKAPCTBEHHBIE CPEJICTBA



NeNe Toprosoe MHH IIpousBoauren JlekapcTBeHHA Tosuposxa dopma
HaVMEHOBaHNE b, CTpaHa g popma BBIITyCKa
3. IIpoune pacxoaHbIe MAaTEpUAIIBI
NeNe ToproBoe HaIMEHOBaHUE [IpousBonurens, cTpaHa

[Tpunoxenune 6
k [IpaBunam mpoBeaeHuUs
KJIIMHAYECKUX UCCIIeTOBaHUI
MEIULMHCKUX U3ICTUI,
KJIMHUKO-JIA00PATOPHBIX HCIIBITAHUI
METUITMHCKUX W3 IETHH
JUISL TUATHOCTUKH BHE YKHUBOTO
opranusMa (in vitro)
U TpeOOBaHMS K KIMHUYCCKHM 0a3aM

dopma

3akmoueHre 3KCIEPTHOM OpraHu3aIn
(s KIIMHAIECKOTO HCCISAOBAHMSA MEXUIMHCKOTO H3/IEIIHs)

ITonHoe Ha3BaHKWE KIMHUYECKOTO HCCICAOBaHUA MCOAUTTMHCKOI'O U3 ACIIHA:

CrioHCOp (HauMEHOBaHKE OPTaHU3AINH, a/Ipec)
I'maBHBII HccaenoBaTeNnb (€Cau MPUMEHNMO)

Toprosoe HaNMEHOBaHUE HCCIEJyeMOro
2 nexapctBeHHoro cpenctsa Cocras (MHH nnm HasBanue
JIEHCTBYIOMIETO BEIIECTBA)

JlexapcTBeHHas popma, 1032, KOHIICHTPAIIHSL

Ilonnoe Ha3Banme MNPpOTOKOJa KIMHHUYCCKOTO

4 HCCIICIOBAHMS JICKAPCTBEHHOTO TIperapara:

5 NneHTnhUKanuoOHHBIA KOl MPOTOKOIa KIMHUYECKOTO
WCCIICIIOBAHUSI, BEpCUs (HOMEp) U 1aTa
Ilenb KNIMHUYECKOTO UCCICAOBAHUS

7 Cpoxu npoBeeHHs KIMHUYECKOTO UCCEI0BaHMUS

8 KommuectBo cyOBEKTOB UCCIICTOBAHUS

9 [TpousBouTEND, CTPaHA-TIPOU3BOIUTENTD

10 [lepeueHp MEAMIMHCKUX OPTaHU3AIUI IS TIPOBEICHUS
KIMHHYECKUX UCCIICIOBaHUI

11 3aKIIIOYCHUE

[IpuiioxkeHune K 3aKII0UCHUIO: IEPEUYCHb BCIIOMOTATENbHBIX MEIUIIUHCKUX U3IEITUN,
BCIIOMOTATENbHBIX JIEKAPCTBEHHBIX MPENapaToB HEOOXOAUMBIX JJI MPOBEACHUS
KJIMHUYECKOTO MCCIIEAOBAaHUS Ha CTpaHULAX.

Y IOJIHOMOYEHHBIE JINLA, ONIPEACICHHBIE SKCIIEPTHON OpraHu3anuen

JlaTa

IIpunoxenue 7
k [IpaBunam npoBeaeHUs
KIIMHUYECKUX MCCIIEIOBAHUH
MEIUIMHCKUX U3ETHH,



KIIMHUKO-J1A00paTOPHBIX UCIIBITAHUH
MEIUIMHCKUX M3IeITHH
JUISL TUarHOCTUKH BHE JKHBOTO
opranusMa (in vitro)
1 TpeboBaHMA K KIMHUYECKHM Oa3am

dopma

3asBeHNe Ha MOJyICHHE 3aKIIFOYCHHS SKCIIEPTHOM OpraHN3aui

(omo6penns IleETpaIbHON MK JIOKAJIGHOM KOMHACCHH ITO OMOATHKE)

0 BO3MOXXHOCTH BHECEHHS CyMIECCTBEHHBIX MOMPAaBOK M HH(POPMUPOBAHNS O HOCYIMIECTBEHHBIX
[ONpaBKax B MaTEpHAIILl HHTEPBEHIIMOHHAIX KIMHWICCKAX ACCICIOBAHUHA MEIUITMHCKUX H3ICIvi

A. DOta gopma siBiseTcs 001IeH Il IOTyUEHUs 3aKII0UEHHs] SKCIIEPTHON OpraHu3aluu
OTHOCUTEJIBHO JIAHHBIX MOMPABOK U UX 000peHus LlenTpanbHOoil MM JI0KaabHON KOMUCCHEN
1o OMO3THUKE.

3anoJIHIETCS CIIOHCOPOM:

Al. Uneratudukanus KIMHAYECKOTO MCCIEAOBaHUS (€CIM CYIIECTBEHHAs MOIMpaBKa
KacaeTcs 0oJjiee OAHOTO MPOTOKOJIa KIMHUYECKOTO HCCIEIOBAHUS ISl HUCCIENyeMOro
JIEKapCTBEHHOTO CPEJICTBA, CHOHCOP JAejaeT O0000IIeHHOE COOOIlIeHnE SKCIEepPTHOU
OpraHU3alWU MPU YCIOBUHU, YTO B COIIPOBOJIUTEIIBHOM MUCHME U 3asBJICHUU yKa3aH MepeYeHb
BCEX MPOTOKOJIOB KIIMHUYECKHUX UCCIET0BAHNM, KOTOPBIX KACaeTCsl MOMPAaBKa).

IlonHOE Ha3BaHKME KIIMHUYIECKOTO HCCIICIOBaAHUS

NnenTrUKannoHHEIA KOJ MPOTOKOoNa U fara (robas
MOIPaBKa K MPOTOKOIY UMEET HOMEP U JIaTy):

Homep B MexayHapoIHBIX 0a3ax KIMHUYECKHUX
HCCIIEIOBAHUMN:

A2. Unentudukaiiust monpaBKu

Ecan oTrMeueH NaHHBIA MYHKT TO
yKazatb HWACHTU()UKAIMOHHBINA

HOMEp TOINpPaBKH, IPHUCBOEHHBIH
CIIOHCOPOM, U JIaTy:

ITonpaBka K IpOTOKOIY ]

Ecnn orMeueH NaHHBIM IYHKT, TO
[TorpaBku B HayalbHYIO 3asBKY Ha

TIOITyYeHHE 3aKII0UeHHS (0I00peHuUs O .
) HOMEp TIONPaBKH, IPUCBOCHHBIH

CIIOHCOPOM, U Jaty:

yKazatb WACHTHU()UKAIMOHHBINA

B. Unentuduxkarus cioHCcOopa, KOTOPBIH MOJACT TaHHYIO 3asBKY
B1. Cnoncop

HaumenoBanwne 1opuamaeckoro jumna ((paMuims npeacTaBUTeNs ) CIIOHCOopa:
@®.1.0. (mpu ero HAIMYUN) KOHTAKTHOTO JIMIIA:

Anpec:

KownTakrHsriit Tenedon (dakc):

Anpec 3JeKTpOHHOM TOYTHI:

B2. TlpexacraBurens crnoHcopa B pecnybnnke KaszaxcraH ¢ 1enbio MPOBENSHHS NAHHOTO KIMHUYECKOTO
WccieI0BaHus (€CI 3TO He caM CIIOHCOP)

HaumenoBanue HOPUANYICCKOTO JInla (d)aMI/IJ'II/IH HpeﬂCTaBI/ITeHH) CIIOHCOpa:



@®.1.0. (nmpu HAIMYNKM) KOHTAaKTHOTO JIUIIA!

Anpec:
KonTakrthsrii TenedoH (dakc):

AJlpec 371EKTPOHHON MOYTHI:

C. Unentudukaius cnoncopa (OTMETUTh COOTBETCTBYIOIIYIO KIETOUKY)

3asBKa B OKCHEPTHYIO
OpTaHU3aAIII0

Crorcop

IIpencraBurens crioHCOpa

Jluno wim opranusaunus,
YIOJTHOMOYEHHAs
CIIOHCOPOM JUIsl MOJayu
IaHHOM 3asBKU. B 3TOM
ClIydae yKasaTh:

HaumenoBanwue
opuandeckoro ymna  (
®.1.0. pusmueckoro numa
@®.1.0. (npu ero HAINYIHUK)
KOHTaKTHOTO JIMIIA:

Anpec:

KonrtakTHeiii  Tenedon (
(axc):

Anpec  2JIEKTPOHHOM
TOYTBI:

C2. 3asBKa B KOMUCCHIO TIO
BonpocaM lleHTpanbHoil
WJIH JIOKATBHON KOMICCHU
0 OMOATHKE

Croncop

IIpencraBurens crioHCOpa

Jluno wim opranusanus,
YIOJTHOMOYEHHAs
CIIOHCOPOM JUIsl MOJa4yu
NaHHOM 3asBKU. B 3TOM
CITydae yKasaTh:

HaumenoBaHnue
opuandeckoro yuna  (
@®.1.0. (mpu ero HAINYNH)
(hu3nIecKoro IHIa):

®.1.0. (npu ero HAIUYUM)
KOHTAaKTHOTO JIUIIA:

Anpec:

KonrtakTupiii Tenedon (
(axc):

Anpec  DJIEKTPOHHOM
TIOYTBI:

D. Tun nomnpaBok (OTMETbTE COOTBETCTBYIOUIYIO KJIETOUKY)

JlaHHbIle TONpPAaBKH OTHOCSATCS
NPEUMYIECTBEHHO K y)Ke IIPUHSITHIM
CPOUYHBIM MepaM MO0 00eCTIeUeHUIO
0e30MacHOCTH

[TpranHBI B comepsKaHne MOMPaBOK

IlonpaBku, BIMAKOIIUE Ha
0€301acHOCTh WIH (PU3MYECKOE, HITH
NICHXUYEeCKoe  Oiaromoirydue
CyOBeKTa UCCIIe0OBaHNS

U3MEHCHUA B HWHTECpHIpETAllUU
Hay4HO! JIOKYMEHTAIUU (3Ha4eHUe
HCCIIeIOBAHMS)

WU3MEHEHUsI B COCTaBE UCCIIEIYEMOTO
(BIX) eKapCcTBEHHOTO(BIX) CPENICTBA
(®)

W3MEHEHHS] B  OpraHu3aluu
MPOBEJCHUSI WU PYKOBOJCTBE
KJIMHUYECKOTO UCCIICIOBAHMS

Her



W3MEHEHHE WJIM BKJIIOYCHHE
JOTIOJTHUTEIHHOTO MecTa
MPOBEACHUSA  KIMHHYECKOTO
nccinenoBanuss B PecrmyOnnke
Kazaxcran (0TBeTCTBEHHOTO(BIX)
ruccienoBaTens (eit),
HCCIIe0BaTeNsI-KOOpANHATOPA)

U3MCHCHHC CIIOHCOpAa, €ro
MPEACTABUTECIIA, 3aABUTEIIA

HU3MCEHCHUA B pacHnpcACIICHUU
OCHOBHBIX 00s3aHHOCTEH napu
TIPOBECACHUUN KIMHUYCCKOT'O
HUCCIICIOBaHUA

ecnu "1a", yTOYHUTB:
JIpyToe U3MEeHEHHE
ecnu "1a", yTOYHUTE:
JIpyroi ciyyait

ecnu "na", yTOUHUTE:
Conep:kaHue TOIPaBKH:

W3MEHEHNUd B HHPOPMAIHH,
YKa3aHHOM B 3asiBKe

nmonpaBKH B OPOTOKOJI
KIIMHUYCCKOI'O UCCIICIOBaHUA

N3MCHCHHUE B JPYIruX npujlara€MbIX
JOKYMCHTax

eciu "1a", yTOYHUTE:
JIpyro# ciyyai
ecnu "na", yTOUHUTB:
E. Ilpuunnbl BHECEHUS TOTPABOK (OAHUM-ABYMSI PEIOKEHUSIMU):
F. Kparkoe onucanue nomnpaBok:
G. [lepeueHb TOKYMEHTOB, PUJIAra€MbIX K 3asIBKE
HpCJIOCTaBI/ITB JOKYMCHTBHI, KaCaromnuecs ITOH 3aj4BKU, U (I/IJ'II/I) (B COOTBCTCTBYHOIIUX
cnyqaﬂx) YCTKHUC CCBUIKM Ha APYTHUC JOKYMCHTBI, KOTOPBIC YIKC OBLIH npeaoCTaBJICHBI.
HpGILOCTaBI/ITI) TOYHBIC CCBIJIIKM Ha BCC H3MCHCHHUA B HYMCpAIUU OTACIBHBLIX CTPAHMHII,
CTapblil U HOBBIM BapUaHThI TEKCTOB. OTMETUTH COOTBETCTBYIONIYIO (M€) KIETOUKY (H).
ConpoBoauTeNIbHOE MHUCHMO, B KOTOPOM YyKa3aH THUII
HONPABKU U MpUUKHY(bI) €€ (MX) BHECEHHs
Kparkoe H3105KeHHE CyTH BHECEHHO! MOMPaBKH
[TepeueHb N3MEHEHHBIX JIOKYMEHTOB (MICHTHQHUKAIHS,
HOMep, J1aTa)
CtpaHunbl co ctapoil m HOBOW (OpMYTHUPOBKOH (IT0

BO3MOYKHOCTH)

JononuurensHast nHGOpManus



Hosas Bepcus ¢aitna B ¢popmare Word u komus
MEPBUYHON 3asBKH C OTMCUYCHHBIMH W3MCHCHHBIMU
JAHHBIMH (TI0 BO3MOYKHOCTH)

[Toanuce 1 UMs CrIOHCOpa
S1, mommucaBIIUiics HUKE, HACTOSIIMM MOATBEPIKIAI0 (OT UMEHH CIIOHCOPA), U4TO (HEHYKHOE 3a4ePKHYTH):
TIpeCTaBIICHHAS B TaHHOU 3asBKe MH(POPMAITHS SIBISETCS BEPHO;

00S3yIOCh TPOBOJUTH HCCICOBAHUS B COOTBETCTBHH C IPOTOKOJOM KIUHUYECKOTO HCCIICOBaHHUS,
CTaHJAPTHBIMHU OIICPAI[MOHHBIMH TIPOICIypaMHU, a TakkKe TPeOOBAHMSAME 3aKOHONATENBCTBA PecmyOnuku
Kazaxcram;

A CUHATArO0, YTO €CTh OCHOBAHUA IJIsI BHECCHUA IPEJIara€MbIX IMOIIPaBOK

3asBUTENH (MCCIEIOBATEINb), KOTOPHIM MOJaeT TaHHYIO

3asgBUTENb, KOTOPHIA IOJAEeT MAAaHHYIO 3asBKy B
3asBKy B LIeHTpanbHyI0 MM JIOKAJIBHYK) KOMMCCHIO

yHOHHOMO‘IeHHLIﬁ oprat:

OMO3THKH:
Jara: Jara:
TTommnuce: TTonnuce:
@®.1.0. (mpu ero Hanu4IKK) (EIaTHHIMU OYKBaMH): @®.1.0. (npu HamMuuM) (I€YaTHBIMHU OYKBaMH):

[punoxenne §

k [IpaBunam nposeneHus
KIIMHUYECKUX I/ICCHC}IOBaHI/Iﬁ
MEIUIMHCKUX M3IeITHH
KIIMHUKO-JIA00paTOPHBIX HCIIBITAHUH
MEIUIMHCKUX M3ICITHA
JUTS THAaTHOCTHKY BHE KHBOTO
opranusMa (in vitro)
TpeOOBaHMs K KIIMHUYECKUM 0azam

dopma
CornacoBanue CYHICCTBCHHAIX ITOIIPABOK B MAaTCPHAJIEL KIIMHAYCCKOI'O HCCIICIOBAaHUA

B coorBerctBun ¢ Konekcom Pecny6nuku Kazaxcran "O 310poBbe Hapoja U CUCTEME
3ApaBOOXpaHEeHUs" HACTOSIIEE COrjJacoBaHWE CYHIECTBEHHBIX IOMPABOK B MaTepHUalbl
KIIMHUYECKOI'O UCCIIEIOBAHUS BBIJAHO:

KJIMHUYECKOTO UCCIICIOBAHMS BBIAHO:
HanmenoBaHne cioHCOpa KIMHUYECKOTO UCCIIEIOBAHMS, CTpaHa:
[TonHoe Ha3BaHUE MPOTOKOJIA KIMHUYECKOTO UCCIIEAOBAHMS:

NnentudukanmoHHbINA KOA MPOTOKOJIA KIIMHUYECKOTO UCCIEA0BaHNUs, Bepcus (HOMEp) U
narTa:

N nenTudukaimoHHbIN HOMEP MOMPaBKU, TPUCBOCHHBINA CIIOHCOPOM, U J1aTa:
Twun monpasok:

JlaHHBIC TOMpPaBKU OTHOCSATCS
MPEUMYIIECTBEHHO K YK€ IPHHSATHIM
CPOYHBIM MepaM IO 00eCIeUYeHUI0
0e30IMacHOCTH

Her

HpI/I'-II/IHI)I 1 COACPIKAaHUE TTOIIPAaBOK

IlonpaBku, BauUsgOIIKE Ha
0e301macHOCTh WK (PU3UYECKOE, HITH



IICUXHYCCKOC 6nar0n0nyqne
Cy6L€KTaHCCHeﬂOBaHHH

U3MEHCHUA B HWHTECpHpETAllUU
Hay4YHON JOKyMEHTAIH (3HaueHUe
UCCJIEeIOBaHM)

M3MEHEHUsSI B COCTAaBE UCCIIECIYEMOT0
(pIX) eKapcTBEHHOTO(BIX) CPEACTBA
(®)

W3MCHEHHS B  OpraHH3alud

OpoOBCACHUA HWJIHW PYKOBOJACTBC
KIIMHUYECKOTO MCCICIOBAHUSA

W3MCHCHUE WU BKIJIIOUYCHUC
JIOTIOJTHUTEILHOTO MecTa
MPOBEACHUS  KIUHUYECKOTO
nccienoBanus B PecnyOmnke
Kazaxcran (0TBEeTCTBEHHOTO(BIX)
ruccienoBaTens (eit),
UccIe0BaTeNsI-KOOpANHATOPA)

HU3MCHCHHUC CIIOHCOpa, €ro
TPEACTABUTEIIA

U3MEHEHHsI B paclpeieneHuu
OCHOBHBIX OO0s3aHHOCTEH TpHU
NPOBEAEHUN  KIMHHYECKOTO
HCCIIEIOBAHMS

ecnu "1a", yTOUHUTh
JIpyroe U3MEeHEeHHe
ecnu "ma", yTOUHUTH
JpyToil ciyyait

eciu "1a", yTOUHHTH
CopeprxaHue MONpaBKU

W3MEHEHHS B HWHPOPMAIHH,
YKa3aHHOH B 3asBKE

nmonpaBKHu B IPOTOKOJI
KIIMHUYCCKOI'O UCCIICIOBaHUA

W3MEHEHHE B IPYyTUX IPUIAracMblX
JIOKYMEHTax

ecnu "1a", yTOUHUTh
JIpyro# ciyyai
ecnu "1a", yTOUHUTh
Kpatkoe n3noxeHne CyTu BHECEHHOW MONPABKU:
[lepedyeHb U3MEHEHHBIX TOKYMEHTOB (MIeHTU(]UKAIMS, HOMED, JaTa):
JlononuuTenbHas nHdopmanus (py HATUYUH)

JlaTa cornacoBaHus CyIIECTBEHHBIX OMPaBOK " " 20 roga Ne

@®.1.0 (mpu ero HaM4YuK) PYKOBOAUTENS TOCYJaPCTBEHHOIO OpraHa

(W1 yOJTHOMOYEHHOE JIUIIO)
[punoxenne 9

peUICHUA



k [IpaBunam npoBeneHus
KJIMHUYECKHX UCCIICTOBAHUI
MEIULIHCKHUX U3JIeITHH,
KIIMHUKO-Ta00PAaTOPHBIX HCIIBITaHUH
MEIUIMHCKUX M3IeITHI
JUIsl TUarHOCTUKHU BHE KUBOTO
opranusma (in vitro)

1 TpeOOBaHMS K KIMHUYECKUM OazaMm

dopma
H3Bemenue o HeﬁJIaI‘OHPKSITHOM COGHTHH, CBA3aHHOM C ITPUMECHCHHEM MCIUITMHCKOI'O U3 CIINA

a) HaMMEHOBaHHUE CIIOHCOpa
1. 0) ampec
B) KOHTaKTHBIN TenedoH
a) HAaNMEHOBAHUE MEIUIIMHCKOTO U3EIIHS
0) MoJieIb
2. T) CepUIHBII HOMEP
Jl) HOMep MapTUH WU CepUn
€) HOMEp PETHCTPALIMOHHOTO YAOCTOBEPEHUS

a) HAUMEHOBAHNE TIPOU3BOIUTEIS

3.
0) anpec (Ipy HATMYUK MH(OpPMALINH)
a) HaWMEHOBaHHWE IIOCTaBIIWKAa (PU HATUIHH
4. HH(POPMALIHH)
0) KOoHTaKTHI (agpec, Tenedon)
s JaTta mpow3BOICTBA MEAWLIMWHCKOTO u3Ienus (HeHb/
' MECSIYTO)
6 JlaTa oxoHUYaHWs CpoKa TOJHOCTH (IeHb/Mecsi/Ton) (

TIPY HATMIUN THPOPMAITIH)

Jata oOxkOHYaHUsA TapaHTUHHOTO CpOKa M CpOKa
7. 9KCIUTyaTalli, YCTAaHOBJIEHHOI'O MPOM3BOAMTENEM (
JeHb/Mecsy/ron) (Tpyu HaJITMYUK MH(OPMAILIH)

JlaTa BBISBIICHHS CEPhE3HBIX M (MIIN) HENPEABUACHHBIX
NOOOYHBIX peaKIHii, TOOOYHBIX SABJICHUH, HEAOCTATKOB,
HEHCIPaBHOCTEH MM HECOOTBETCTBHH (JIEHB/MECSLY/TO

)

Kareropus HeOMaronpusaTHOTO COOBITHS, CBI3aHHOTO C
MpUMEHEHNEM MEIUIIMHCKOTO u3Aenus (BBIOpaTh
HYKHOE):

O cepbe3Has W (WIKM) HETpenBUIACHHAS TOOOYHAS
peakiusi, He yKa3aHHas B HPOTOKOJIE HCIBITAHUSI,
WHCTPYKIIUU 1O MPUMEHEHHIO, MU PYKOBOJCTBE IO
IKCIUTYaTalUH METUIIMHCKOTO U3ICIHs

0 1000YHOE SBJIEHHE IIpu NpUMEHCHUN MCIUITUHCKOT'O
9. U3 aCIusa

O 0COOCHHOCTH B3aUMOJCHCTBHS MEIHIMHCKOIO
U3JeNHs MKy CO00it



O HeHaJuleXxallee KauyecTBO MEJULIMHCKOIO H3JENUs
00CTOSITENBCTBA, CO3/JAIOIINE YIrpo3y JKH3HH U
3JI0POBBIO HACEJICHHUS U MEIUIIMHCKUX PAOOTHUKOB IPH
TIPUMEHEHHUH | SKCIITyaTalliy MEIUIIMHCKOTO U3/AEIIs

O ApyTHUe cay4and HeOIaronpusaTHOTO COOBITHS

IIpuHATBEIE mONB30BAaTENEM MIM MEIULHUHCKOMN
10. opraHu3anuen MeEpHI o YCTpaHEHUIO
HEOIarOIPUATHOTO COOBITHS

11. IIpuunHeHHBIH Bpeq
12. IIpumeuanue

FapaHTprIo JOCTOBCPHOCTDH CBEJICHUM, COoACpIKAINMXCA B HACTOAIIEM HU3BCIICHHH.
HpI/IJ'IO)KeHI/ICZ KOIIMU JOKYMCHTOB, CBUJACTCIBCTBYIOIINX O He6HaFOHpI/IﬂTHOM CO6BITI/II/I, Ha
___1.B13K3.
JIuno, HaIIpaBJIAOIICC N3BCHICHUC!

(MOMXKHOCTB). (MOAMUCH) (MHUITUAIBI, (amMuIus)
M.IIL. (mpu ero HanmU4yuM)
" " 20_r.

[Ipunoxenne 3 k mpukazy
MuHuCTp 31paBOOXpaHEHUs
Pecnyonukn Kazaxcran
ot 21 ssuBapst 2026 roma Ne 5
[Ipunoxenue 1-2
MuHHUCTpa 31paBOOXpaHEHHS
Pecny6nmkn Kazaxcran
ot 11 mexabps 2020 roga
Ne KP ICM-248/2020

IIpaBuna oxa3aHus rOCyJapCTBEHHOM yCIyTH
"Brifaga paspemeHusa Ha IpOBEICHAE HHTEPBEHIIMOHHOI0 KIIMHUIECKOr0 UCCIIEAOBAHNA
(apMaKOJIOrHIeCKOro WM JIEKapCTBEHHOT'O CPEACTBA, MOIUIIMHCKOTO H3eiA"

I'masa 1. O0mIue moIoXeHus

1. Hacrosimue IlpaBuna okazanus rocygapcTBEHHOM ycnyru "Bbigada paspenieHus: Ha
MPOBEACHUE MHTEPBEHIIMOHHOTO KIMHUYECKOTO MCCIEAO0BAHUS (PapMaKOIOTUYECKOTO WIIU
JIEKapCTBEHHOTO CPEACTBa, MeauIMHCKOTO m3nenus" (manee — [lpaBuiia) pazpaboTaHbl B
COOTBETCTBUU B COOTBETCTBUU C MoAmyHKTOM 1) cratbu 10 3akona "O rocyaapcTBEHHBIX
ycayrax'" ¥ onpenesnsioT MOPsA0K OKa3aHus roCcy1apCTBEHHOM ycinyru "Belnaya pa3penieHus
Ha MPOBEJICHNE UHTEPBEHIIMOHHOTO KIIMHUYECKOTO HCClieJoBaHus (hapMaKOJIOTHYECKOTO WU
JIEKapCTBEHHOI'O CPEJICTBA, MEAUIIMHCKOTO U3/ienus" (ajiee — rocyJapCTBEHHAs yCliyra).

I'maBa 2. Tlopsnok oka3zaHWA roCyAapCTBEHHOH YCIIyTH



2. Pa3penieHre Ha MPOBEICHHE MHTEPBEHIIMOHHOTO KIMHUYECKOIO0 HCCIEAOBAHUS
BBIJIAETCS YIIOJTHOMOYEHHBIM OPTraHOM B CIIyYae:

1) NHTEpBEHIIMOHHBIX KIIMHUYECKUX HCCIIEJIOBAHUMN JIEKAPCTBEHHBIX CPEJICTB NEPBOIA,
BTOPOM, TPEThell 1 4eTBepTOM (ha3bl, BKIIOYAS KIMHUYECKHUE HCCIIEIOBAHUS OHOBPEMEHHOIO
UCIIOJIb30BAHUS HECKOJIBKUX JIEKAPCTBEHHBIX CPEIACTB (HE MMEIIUX U (KMIIM) UMEIOIINX
rOCYJIJapCTBEHHYIO PETUCTPALIMIO);

2) OLIEHKH SKBUBAJIEHTHOCTH BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX CPECTB;

3) KIMHUYECKUX HCCIEAOBAHUN MMIUIAHTUPYEMBIX MEAULMHCKUX W3AEIUHN, a TaKXkKe
KJIacca MOTEHLIHATIBHOTO pUcKa npuMeHeHus 3 u 2 b, ecnu cneuuanbHO HE JOKa3aHo, YTO
KJIMHAYeCKast 3(P(EKTUBHOCT, M 0E€30MacCHOCTh 3asBISEMOTO MEIULUHCKOTO H3JETUs
J0Ka3aHa JPyruM CIIocoO00M;

4) KIMHUYECKOTO HCCIEIOBAHUS MEIULIMHCKUX H3ACIUH, (YHKIMOHAIbHbIE
XapaKTEpPUCTUKH, MPUHLUHUIN [EHUCTBUS, HA3HAYCHUE, IIOKa3aHUS K MEIULIHHCKOMY
NPUMEHEHHI0 HWJIM OCOOEHHOCTM MEAULMUHCKOrO IPUMEHEHUs, KOTOPBhIX paHee He
UCCJIEOBAINUCE;

5) KJIMHUYECKOr0 MCCIEAOBAHMUS MOAM(PUKAUUN MEIUIMHCKOTO HW3AENHs, paHee
JOIYLIEHHBIX K MEAUIIMHCKOMY MPUMEHEHUIO, B CIy4dae, €ClIU MPOU3BEICHHbBIE H3MEHEHHUS
CBSI3aHbl C TIOSIBJICHUEM HOBBIX (YHKIHUOHAJIBHBIX XapAaKTEPUCTUK, H3MEHEHUEM
IporpaMMHOIO oOecleueHus, MPUHLHUINA JCHCTBUSI, Ha3HAUEHUS WJIM OCOOEHHOCTEH
MEIULIUHCKOTO MPUMEHEHUS, KOTOPBIE pPAHEE HE UCCIIEIOBAINCH;

6) KIMHUYECKOTO HMCCIEJOBAHUS MEIULIMHCKOTO HM3JENHsl, COJAEpXAIIUX HOBBIE,
KOHTaKTUPYIOIME C OPTaHU3MOM YEJIOBEKa, paHee HE U3YUYCHHbIC B YaCTH OMOJIOTHYECKOTO
NEHCTBUSA MaTEpHAJIbl UM U3BECTHBIE MaTepUaibl, KOHTAKTUPYIOIINE C TEMH OpraHaMu WJIU
TKaHSAMHU YEJIOBEKAa, B OTHOLIEHUM KOTOPBIX OTCYTCTBYET OINBIT WX MEIUIMHCKOTO
MPUMEHEHHUS, WIN B CIydae, €CJIM TaKOW KOHTAKT SIBJISETCS 00jee MpOoAOIKUTENbHBIM, YEM
paHee U3yUYCHHBIM.

3. IlonyuyeHue pa3pelieHus Ha IPOBEICHUE KIMHUYECKUX UCCIIEeI0BAHUM, U1 BHECEHUS
MIONPaBOK B MaTrepuajbl KIMHUYECKOIO HCCIEIOBAaHMS, OCYIIECTBISETCS IMOCPEICTBOM
OKa3aHUsl TOCYJapCTBEHHOM YCIyIrH yepe3 BeO-mopTay "3JIeKTPOHHOrO IMPaBHUTENbCTBA':
www.egov.kz, www.elicense.kz (nanee — mopraun).

4. TlepeyeHb OCHOBHBIX TPEOOBAHUN K OKa3aHHUIO TOCYIAPCTBEHHOW YCIyTH,
BKJIIOYAIOLIMKA XapaKTEPUCTUKU Tpolecca, popMy, CoAep:KaHHe U pe3ysbTaT OKa3aHUd, a
TaK)K€ MHbIE CBEJCHUS C YUYETOM OCOOCHHOCTEH MpeaoCcTaBiIeHHs FOCYAapCTBEHHON yCIIyTH
M3JIOKEHbl B MEpEYHEe OCHOBHBIX TpeOOBaHUM K OKa3aHUIO TOCYJapCTBEHHOW yciyru "
Belgaua paspemieHus Ha IPOBEAEHUE KIMHUYECKOIO HMCCIENOBAHUS W (WMJIM) WCIIBITAHUS
(apMaKoIOTHUYECKUX M JIEKAPCTBEHHBIX CPEACTB, MEIUIIMHCKUX H3JEIUN" COrjacHo
npuinoxeHuto | k Hacrosmum [Ipasunam.



5. T'ocynapctBeHHasa yciayra okaszbiBaeTcss KoMUTETOM MEIMIIMHCKOTO |
(hapMareBTUUECKOTO KOHTpOJIsi MuHHCTEpCTBa 31apaBooxpaneHus PecryOnuku Kazaxcran (
nanee — yCiayroaaTeb).

MunuctepcTBo 31paBooxpanenust Pecriyonuku Kazaxcran, B TedeHue Tpex pabouux
JHEW C JaThl YTBEPKACHUS WIM U3MEHEHUs B Hactosmue [IpaBuia, akTyaniusupyer ux u
HalpaBjisieT B YCIyrojaTento, omepaTtopy HHGOPMaAIIMOHHO-KOMMYHUKAIIMOHHOM
UHPPACTPYKTYpPHI "2IEKTPOHHOTO MPaBUTENLCTBA" U EMUHBIN KOHTAKT-IIEHTD.

6. Pa3penienne Ha MpoBEIEHUE KIMHUYECKOTO MCCIEIOBAHUS BBIIAETCS HA OCHOBE
3aKJIFOYEHUs DKCHEPTHOM OpraHu3auvu U LleHTpanbHOW WM JIOKATBHOM KOMHUCCHUH II0
OHolTHKE.

Jns monydeHus pa3pelieHus Ha MPOBEACHUE KIMHUYECKOTO HCCIEIOBaHUS,
YCIIYTOIOIy4YaTeNb MPEIOCTABISET YCIYTrOAaTeI0 MepeueHb JOKYMEHTOB HEOOXOIUMBIX JIJIs
OKa3aHUS TOCYJapCTBEHHOM YCIYTH COTJACHO IMYHKTY 8 MNpPWIOKEHUA | K HACTOSIIUM
IIpaBuitam.

VYcenyrononaydarensiMu SIBISIFOTCS CIIOHCOP WM IOBEPEHHOE JIUIIO CIIOHCOPA.

CBeneHust 0 JNOKYMEHTAaX, YAOCTOBEPSIOMIMX JHAYHOCTH YCIYyrOIOJyYaTens, O
rOCyJJapCTBEHHON perucTparuu (mepeperucTpainn) I0pUIndecKoro Juia, 0 perucTpaiuu
YCIIYTOIOJIydaTeasd B KayeCTBE HWHAMBHUIYAIBHOIO MNPEANPUHUMATENS, YCIyroaaTelb
MOJIy9aeT U3 COOTBETCTBYIONIUX TOCYAapCTBEHHBIX HH(POPMAITMOHHBIX CUCTEM Yepes3 LT3 "
3JIEKTPOHHOTO MPABUTEIBCTBA".

Yenmyrononydarenab IAeT COTJACHE HA UCIIOJb30BAaHUE CBEIACHHM, COCTABIISIOLINX
OXpaHseMYI0 3aKOHOM TaifHy, COIepKAIIUXCA B HHPOPMAIIMOHHBIX CUCTEMAaX, IPU OKa3aHUU
roCyAapCTBEHHBIX YCIYT, €CJIM UHOE HE MPeyCMOTpeHo 3akoHaMu PecryOnnku Kaszaxcras.

7. Ycnyrogatenb B TEUCHHE ABYX pab0o4uX JHEW C MOMEHTa PETUCTpAIliU JOKYMEHTOB,
yKa3aHHbIX B myHKTe 8 IlepeuHs rocynapcTBeHHOW yciayrw "Bplgada paspelieHuss Ha
MPOBECHUE MHTEPBEHIIMOHHOTO KIMHUYECKOTO HCCIEeIOBaHUS (HapMaKOIOTHYECKOTO WU
JEKapCTBEHHOTO CpeJNICTBA, MeAMIMHCKOTO wu3nenua" (nmamee — IlepeueHb) corjiacHoO
npuiioxkeHuto 1 k Hactosmum [IpaBunam, mpoBepseT MOJTHOTY MPEACTABIEHHBIX TOKYMEHTOB

[Ipu mpencraBieHUU yCIyronoiaydaresieM HEMOJIHOTO MakeTa JOKYMEHTOB, U (WJIn)
IpeACTaBICHUSI JTOKYMEHTOB C HMCTEKIIUM CPOKOM JACHCTBHUSI, yCIIyrojareiib HampaBisieT
YCIIYTOMOIy4YaTeN0 MOTUBUPOBAHHBIN OTKA3 B JIaJIbHEHIIIEM paCCMOTPEHUH 3asIBJICHUS.

8. Pe3ynprar oka3aHus TOCyJapCTBEHHOM YCIYTM — pa3pelieHHue Ha IPOBEICHHE
MHTEPBEHIIMOHHOTO KJIMHUYECKOI'0 HCCIEA0BaHUs JIEKAPCTBEHHBIX CpeACTB (1Mo Qopme
COTJIACHO MpUIIOXKeHUIo 2 HacTtosAuwmx [IpaBumi), 1u60 MOTHUBHPOBAaHHBIA OTBET 00 OTKa3e B
OKa3aHWU TOCYJIapCTBEHHOM yciyru (1o ¢opme COrjacHO MPWIOKEHHIO 3 HaCTOSIIUX
[IpaBun).

9. Ilpu nogaye yciayromoiaydaresieM JOKYMEHTOB 4Yepe3 MmopTaia — B "IMYHOM KaOuHeTe"
ycayronoiydaTens oToOpakaeTcsi cTaTyc O MPHUHATHM 3ampoca Uil OKazaHUs



rOCYy/IapCTBEHHOM YCIIYIM C YKa3aHHEM JaThl MOJYYEHHUs] pe3ysbTara rocyAapCTBEHHOMN
YCIIyTH.

10. VYcnyromarenb oOecmeunBaeT BHECCHHE JAHHBIX O CTaaUM OKa3aHWS
roCy/1apCTBEHHON yCIyrd B HMH()OPMAIMOHHYIO CHUCTEMY MOHHUTOPHHIA OKa3aHUs
roCyAapCTBEHHBIX YCIYT.

[Ipu oka3aHMM TOCYIapCTBEHHOW YCIYrd MOCPEACTBOM TOCYIapCTBEHHOU
MH()OPMALIMOHHON CHCTEMBI pa3pelIeHU M YBEIOMJIEHHM aHHbIE O CTAJMH OKa3aHUS
rOCYJJapCTBEHHOW YCIYT'H MOCTYNAlOT B aBTOMAaTUYECKOM pEXUME B MH(POPMAITMOHHYIO
CUCTEMY MOHUTOPHUHIA OKA3aHMSI TOCYIaPCTBEHHBIX YCIIYT.

11. OcHoBaHus I OTKa3a B OKa3aHUM T'OCYJapCTBEHHOW YCIYTrd MPEITyCMOTPEHBI B
nyHkre 9 Ilepeuns cornacHo npuioxkeHuto 1 k Hacrosumm [IpaBunam.

12. IIpu BBISIBAEHWHM OCHOBAaHMM Il OTKa3a B OKa3aHMM IOCYJAPCTBEHHOW YCIIyI'H
yCIIyroJlaTesb YBEIOMJISIET YCIYromnojydarelsis O MpeBapUTEeIbHOM pElICHUU 00 OTKas3e B
OKa3aHWM TOCYJAapCTBEHHON YCIyTrH, a TakKe BPEeMEHU M MecTe (crmocoOe) MpoBEICHUS
3aCIAyIIMBAHUS IS BO3MOXHOCTH BBIPA3UTh YCIYrOMoJaydaTell0 TMO3UIUI0 TI0
MIPEeABAPUTEILHOMY PELIEHUIO.

YBenoMIleHHe O 3aCIylNIMBAaHUU HAMpaBIsSETCS HE MEHee 4eM 3a 3 padouux JHS 10
3aBEpIICHUS] CPOKA OKa3aHUsl rOCYyAapCTBEHHON YCIyru. 3aciylIMBaHUE MPOBOJUTCS HE
no3aHee 2 pabo4yux AHEH O THS yBEIOMIICHUS.

[Ipouenypa 3aciayumiMBaHus MPOBOAUTCS B COOTBETCTBUU CO cTaTbed 73
AJIMMUHUCTPATUBHOIO MpOILEAYpHO-IpoLeccyalbHoro konaekca PecnyOonukn Kazaxcran (
nanee — AIIIK PK).

[To pe3ynpraram 3acilylIMBaHMs yCIYroAaTellb BBIJAET pa3pelieHHe Ha MPOBEICHUE
KJIIMHUYECKOTO UCCJIEAOBaHUS U (UJIM) UCTIBITAaHUSA (PapMaKOJIOTUYECKUX U JIEKAPCTBEHHBIX
CPEJICTB, UJIM COTJIACOBAaHUSI BHECEHMSI TIOTIPABOK B MaTEPHAJIbl KIIMHUYECKOTO UCCIEI0BAHMS,
760 MOTUBHUPOBAHHBINM OTBET 00 OTKa3€ B OKa3aHWU TOCYAapCTBEHHON yCIIYT.

13. XKanoba Ha pemenue, aeiicteue (0e3AeHCTBIE) YCIyTroaaTes 10 BOIPOcaM OKa3aHuUsI
rOCyJIapCTBEHHBIX YCIYT MOAAETCS Ha UMSI PYKOBOAUTEINS YCIYro/laTelis, B YIIOJTHOMOYECHHBIH
OpraH IO OIIEHKE U KOHTPOJI0 3a KAaueCTBOM OKa3aHUs T'OCYJapCTBEHHBIX YCIyT B
COOTBETCTBHH C 3aKOHOIaTeIbCTBOM Pecnybnuku Kazaxcran.

B cnydae moctymienus sxanoObl B COOTBETCTBUU ¢ MyHKTOM 4 ctathu 91 AIIIIK PK
yCayrojgaTeaeM HamnpaBiseTcsl B YHNOJHOMOYEHHBIM OpraH MO OLIEHKE M KOHTPOJIIO 3a
KaueCTBOM OKa3aHUs TOCYJapCTBEHHBIX YCIYT (Zlajee — OpTraH, paccCMaTPUBAIOIINN Kajao0y),
B TeueHue 3 (Tpex) pabouux gHeW co AHs ee moctyrwieHus. JKamoba yciyrogareineMm He
HaIpaBIIsIeTCS B OpraH, pacCMaTPUBAIOIIUH KaloOy B cilydae MPUHSATUS OJarompUsSTHOTO
aKTa, COBEpPUICHUS aJMUHHCTPATUBHOTO JEWUCTBHUS, TMOJHOCTBHIO YIOBIETBOPSIOIINE
TpeOOBaHMs, YKa3aHHbIE B JKano0e.

14. XKanoba ycayromoaydarenss B COOTBETCTBUM C MYyHKTOM 2 cTaThbu 25 3akoHa
MOJJIEKUT PaCCMOTPEHHIO:



yCIIyroJiaTesiieM - B TeueHue 5 (msatu) pabounx JHEH co JHS €€ perucTpalny;
YIIOJTHOMOYEHHBIM OPraHoOM MO OILIEHKE W KOHTPOJIIO 3a KAa4y€CTBOM OKa3aHUs
rOCYyJapCTBEHHBIX YCIYT - B TeueHue 15 (maTHaaiaTi) pabounx JHEH Co THA €€ PEerucTpaluu

15. Cpok paccMoTpeHus xano0bl yCIyroaaTesieM, YIIOJTHOMOYEHHBIM OPTraHOM IO OIIEHKE
M KOHTPOJIIO 32 KaYE€CTBOM OKa3aHHUs TOCYJIapCTBEHHBIX YCIYyT B COOTBETCTBUM C ITYHKTOM 4
ctath¥ 25 3akoHa mnpojuieBaeTcss He Oosiee ueMm Ha 10 (zmecsaTh) pabouux HEH B ciaydasx
HEOOXOIUMOCTH:

1) mpoBeaeHUst JOTOTHUTENBHOTO U3YUYEHHSI WIIH IPOBEPKU 10 Kayio0e JTM00 POBEPKHU C
BBIE3]IOM Ha MECTO;

2) noyty4eHus AOMOJIHUTENbHON NHPOPMALIUH.

B ciywae npojuieHMst cpoka pacCMOTPEHU Kajao0bl JOHKHOCTHOE JIUMLO, HA/IEIIEHHOE
MOJIHOMOYMSIMU MO PAaCCMOTPEHHUIO kano0, B TeueHue 3 (Tpex) pabouux JHEH ¢ MOMEHTa
MPOJJIEHUS CPOKa PACCMOTPEHHS KajoObl COOOIIAET B MHUCbMEHHOM (opme (Ipu mojaye
XKajoObl Ha OyMa)KHOM HOCHUTEJIEC) HUIM JJIEKTpOHHOU ¢opme (mpu mojaye >XKajoObl B
AJEKTPOHHOM BHJI€) YCIYrOMOJydyaTeso, IMOJaBIIeMy 3ajlo0y, O MNpOIJIEHUU CpOKa
pPaccMOTpPEHHUS KaJI0ObI C YKa3aHUEM MTPUUMH IPOAJICHUS.

16. PaccmoTpenue xanoObl B JOCyJeOHOM MOpPSAJKE MO BOMpPOcaM OKa3aHHS
rOCY/IApPCTBEHHBIX YCIYT MPOU3BOJUTEINSI BBIIIECTOSAIIUM aAMUHHCTPATUBHBIM OpPTraHOM,
paccMaTpUBAIOLIUM KaJlo0y.

XKanoba nmomaercs yciayronaresto, Yb€ pelieHue, nercTere (oe3nencTrrue) ooxamyercs.

17. Ecnu uHOE He mpeaycMoTpeHo 3akoHaMu PecnyOnuku Kazaxcran, o6kanoBaHue B
CyJe JOMyCKaeTcsl Mociie 00XKajloBaHUS B aJMUHUCTPATUBHOM (IOCYyACOHOM) MOpPSIIKE B
cooTBeTCTBUM ¢ MyHKTOM 5 ctathu 91 AIIIIK PK.

18. B TeueHun nsaTu pabounx AHEH cO AHS MPECTABICHHUS MAaTEPUAJIOB, YKAa3aHHBIX B
nyHkTe 5 HacTosmux [IpaBui1 yoJITHOMOYEHHBIN OpPraH BBIJAET pa3pelleHre Ha IPOBEICHUE
MHTEPBEHIIMOHHOTO KJIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO CpelcTBa 1Mo (Gopme
COTJIACHO TPWJIOKEHUIO 2 JTMOO0 MOTHBHPOBAHHBIM OTBET 00 OTKaze Mo ¢GopMe COTriIacHO
NPWIOKEHUIO 3 B OKa3aHUM TOCYAAPCTBEHHOMN yCIYrd W B JaJbHEHIIIEM HampaBliIeTCs B
JUYHBIA KaOuHET" yciyromnojy4dareis B (popMe 3JE€KTPOHHOTO JTOKYMEHTa, MOJMUCAHHOIO
OUII yroiHOMOYEHHOTO JTUIA YCITyToAaTels.

"

IIpunoxenue 1
K [IpaBunam oxazanus
TrOCYJ1IapCTBEHHOU yCIyTH
"Bbinaua paspemeHus
Ha IIPOBEICHNE
HWHTEPBEHIIMOHHOTO KIIMHUIECKOTO
HCCIICTOBAHUS
(hapMaKoJIIOTHYECKOTO HIIH
JIEKapCTBEHHOTO CPEJICTBA,
MEIUIMHCKOTO U3emus"



IlepegeHb OCHOBHBIX TpeOOBaHMIA K OKa3aHUIO rOCYJapCTBEHHOH YCIIyTH
"Brigada paspemeHusa Ha IpOBEICHAC HHTCPBCHIMOHHOTO KIIMHMIECKOTO HCCIICAOBAHAA
(bapMaKoIOrFIeCKOro WM JIEKAPCTBEHHOT'O CPEACTBA, MOIUIIMHCKOTO H31eims"

Brinaua pasperieHus Ha mpoBeAeHUE
HUHTEPBEHIIMOHHOTO KIMHUYECKOTO

HanmenoBanue rocyaapcTBEHHOM
ucciaen0BaHus (hapMaKoJIOrHYECKOTO

YCIIyTH
WU JIEKapCTBEHHOI'O CpEICTBa,
MEIUIIMHCKOI0 U3IEJINs
KoMmurer MEIUIIMHCKOTO H
(hapMaIeBTHYECKOTO  KOHTPOJIS
2 HammenoBanme yciayrogarens

MuHucTtepcTBa 3ApaBOOXpAaHEHUS
Pecrryonuku Kazaxcran

Be6-mopran  "35eKTpOHHOTO
Croco0sl MperIoCTaBICHUS

3 . npaBuTenbcTBA"  Www.egov.kz,
TOCYAapCTBECHHON YCITyTH .
ww.elicense.kz
CpoK OKa3aHHWs TOCYIapCTBEHHON
4 P yAap 5 pabouux nHEH
yCIyru
., DIexTpoHHas (gacTu4HO
®dopMma oka3zaHusl roCyapCTBEHHOU
5 aBTOMAaTH3MpOBaHHas) M (WiIn)
yCIyru
OyMakHas
Pa3zpemienue Ha npoBeleHUE
MHTEPBEHIIMOHHOTO KJIMHUYECKOTO
UCCIICZIOBAHUSl  JIEKApCTBEHHOI'O
PesynbpTar OKa3aHUus
6 CpEeACTBA, MEJUINHCKOTO H3IEIHS,

rOCyJ1IapCTBEHHOU YCIYTH .
yAap e U060 MOTHUBHPOBAHHEINH OTBET 00

OTKa3e B OKa3aHUHU
roCyJJapCTBEHHON yCIIyTH

Pasmep mnatel, B3uMaemoil ¢
7 YCIIYTOMONydaTeNs MPH OKa3aHUH
roCyAapCTBEHHOM yCIIyT

I'ocynapcTBeHHas yclIyr
OKa3bIBaeTCs OECIIaTHO

1) ycnyromarenb — ¢ OHEIEIbHUKA
[0 TISITHUIY BKJIIOYUTENBHO, B
COOTBETCTBUHM C YCTaHOBJCHHBIM
rpadukom padotsr ¢ 9-00 mo 18-30
4acoB ¢ mepepbiBoM Ha 0bex ¢ 13-00
no 14-30 gacoB, 3a HUCKIIOYECHHEM
cy000ThI, BOCKpeceHbs W
Npa3HUYHBIX THEH;

2) mopran — KpyTJIOCyTOYHO, 3a

UCKJIIOUEHHEM  TEXHHUYECKUX
I'padux paboTsl ycmyromaTelnsb,

8 l'ocynapcTBeHHOH KOpHOpamuu |
00bekToB nHpopManuu

MepephlBOB,  CBA3aHHBIX C
MPOBECHINEM PEMOHTHBIX paboT (
pu 00paIeHN! yCIyTroImoTydaTesns
mocjie OKOH4YaHHS pabouero
BpEMEHH, B BBIXOJHBIE W
Npa3HAYHBIE JHU corjacHo TpynoB
oMy Kojaekcy PecmyOnuku
Kazaxcran npueM 3asBOK M Bblaya
pe3ynbpTaToB OKa3aHUs
rocyJapCcTBeHHOMU yCIyTH
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IlepeueHb JOKYMEHTOB U CBEICHUMH,
UCTpeOyeMBbIX y YCIYronoxydaTess
JUIsS. OKa3aHUsl TOCYyIapCTBEHHOM
YCIyTH

OcHoBaHus Ul OTKa3a B OKa3aHUU
rocyJapCTBEHHOU yCIIyri,
YCTaHOBJICHHBIE 3aKOHOJATEILCTBOM
Pecny6nmku Kazaxcran

Wnble TpeboBaHHUA C Yy4YETOM
ocobeHHOCTEH OKa3aHUsA
TOCYAApCTBEHHOM YCIYTH, B TOM
YHUCJIE 0Ka3bIBAEMOM B 3JIEKTPOHHOM
¢dopme u uepe3 ['ocynapcTBeHHYIO
KOPIIOpaLUIo

OCYIIECTBIISICTCS HA CIICAYIOUIHIA 32
HUM pabouuii CHb).

1) 3asgBneHue Ha TPOBEACHHUE
KIMHHYCCKOT'O HCCICIOBAaHUA HIIN
3asBJICHUE HA BHECEHHE MIONPABOK B
MaTepHalbl KJIIMHUYECKOTO
uccleoBaHusl (B IPOM3BOJIBHON
dopwme);

2) SNEeKTPOHHAS KOIHUS 3aKIIIOUCHHS
roCyapCTBEHHON  JKCIEPTHOU
OpraHH3aIIH;

3) ayieKTpOoHHAS KOS 3aKIIOUSHUS
OMOATHYECKONH  3KCIEPTHU3HI
MaTepuagoB  KIMHHYECKOTO
UccIe0BaHMs (BBIITUCKA)

1) ycraHOBNIEHHE HEIOCTOBEPHOCTH
JOKYMCHTOB, IpCaACTAaBJICHHBIX
YCIyronoiyyareneM JUisl HOTyYeHUs
TrOCyJapCTBEHHOW yCITyr, U (WJIH)
JTAHHBIX (CBEAEHUI), COAEPIKAIIUXCS
B HUX;

) HECOOTBETCTBUE
ycmyromoxydarens W (HIIH)
NPEACTABICHHBIX MaTepHaJoB,
00BEKTOB, MAaHHBIX W CBEICHUIH,
HEOOXOJMMBIX IS  OKa3aHHs
rocy/1apcTBEHHOU yCIyTH,
TpeOOBaHMIM, YCTaHOBJICHHBIM
HOPMAaTHBHBIMH IIPABOBBIMH aKTaMH
Pecrry6nuku Kazaxcran

VYenyrononydartenb nMeer
BO3MOXKHOCTb MOJy4YeHUs
rOCylapCTBEHHOW YCIyTH B
3EKTPOHHON (hopme uepe3 mopran
npu ycaoBuu Hammaus D1IIL.

Hns mropedl ¢ orpaHUYEHHBIMHU
(pU3HYECKUMH  BO3MOKHOCTAMU
HaJlW4He MaHayca, KHOIKU BBI30BA,
TaKTWIBHOW JOPOXKKU JUIS CIICIBIX U
CITa0OBHIAIINX, 3ajla OXXHIAHUS,
CTOMKH ¢ 00pa3namMu JOKYMEHTOB.
YenyromnomydaTteiasb nMeeT
BO3MOXHOCTD MOTy4eHUS
HH(QOPMAIMK O MOPSIIKE U CcTaTyce
OKa3aHMsI FOCYJapCTBEHHOHN YCIyru
B CHpaBOYHBIX  clyxk0ax
yciyronaTens, a Takxke Enunoro
KOHTakT-ueHTpa "1414", 8-800-080-
7777.

IIpunoxenue 2
k [IpaBunam okazaHus
rOCyAApCTBEHHOU yCIIyTH
"Brinaua pa3permeHus



HAa MPOBEJICHUE WHTCPBEHIIUOHHOTO
KIIMHUYECKOTO HCCIIETOBAHUS
(hapMaKOIOTHIECKOTO
WK JIEKAPCTBEHHOTO CPEJICTBA,
MEJIUIIMHCKOTO U3aenus"

dopma
['ep6 PecniyOnuku Kazaxcran
MunucTepcTBO 37paBooxpaneHus Pecmyonuku Kazaxcran

Pa3pemenne Ha mpoBeAeHNE KIIMHUIECKOT'O HCCIEAOBAHMA JIEKapPCTBEHHOTO CPEICTBA,
MEMITMHCKOTO H3end Ha Teppuropru Peciy6imxn Kazaxcras.

No J1aTa BbIIAYU (meHn/MecsIyTOo 1)
B cootBercTBUu ¢ Koaekcom Pecniybnuku Kazaxcran "O 310poBbe Hapoaa U CUCTEME
3/IpaBOOXpaHeHus" HACTOSIIEE pa3pellleHrEe BbIAHO:
HanmenoBaHue cioHCOpa KIMHUYECKOTO UCCIIEIOBaHMs, CTpaHa:

[TonmHOE Ha3BaHME MPOTOKOJIA KIMHUYECKOTO UCCIEIOBAHUS:

NnenTudrkaimoHHBINA KO MPOTOKOJIa KIMHUYECKOTO UCCISI0BaHMS BEpCcHs (HOMEp) U JaTa:
Nudopmarus 06 nccneayeMoM JeKapCTBEHHOM CPEICTBE, MEIUITMHCKOM U3JICTTUU
HaumeHoBaHMe HCCIIeyeMOro JIEKapCTBEHHOTO CPEACTBA, MEAUIIMHCKOTO U3/ICIHS:
JlexapcTBeHHas Gopma, T03UPOBKA:

MexTyHapoTHOE HEeTTaTEeHTOBAHHOE HAMMEHOBAHUE (ITPU HAJTMYUN )

HanMeHnoBaHMe opraHn3aiu-mpon3BOIUTENS, CTPaHA!

Tun opranusauuu uiu HawunmenHoBaHue

Ne Crpana
Yy4acTOK IPOU3BOJICTBA OpraHu3aIH

1 [IpousBonurens

2 [IpennpusTue-ynakoBUIMK

2.1 HIepBUYHAS

2.2 BTOpHYHAs
IIpoussonurens,

3 OCYIIECTBIAAIOMHI

KOHTPOJIb Ka49€CTBAa

I[IpousBoauTens,
4 OTBETCTBEHHBIH 32 BBITYCK
cepuit

HCJ'II) KIIMHUYCCKOI'O UCCIICAOBAHUA:
CpOKI/I IMPOBCACHN KIMHNYCCKOT'0 UCCICAOBAHUA:
KomnuuectBo CYGLCKTOB HCCIICA0OBaHM:A, IPUHUMAIOINNX YIaCTHUEC B UCCIICAOBAHUN!
HepequB MCIUIIMHCKHUX OpFaHH3aHHﬁ, B KOTOPLIX 6yz[eT IMPpOBOAUTHCA KIIMHHUYCCKOC
HCCICOAOBAHUC:
HanmeHnoBaHue opraHu3anuu, aapcec.

Ne HaumenoBanue opranusanuu Anpec
1



JlaHHOE pa3pelieHne ACHCTBUTEIIHPHO B TEUEHHUE BCET0 CpOKa MPOBEIACHUS KIUMHUUECKOTO
uccienoBanus (MpU YCIOBHHM, UYTO KIMHUYECKOE WCCIICAOBAHNE HAYUHACTCS TOCIE
MTOJTYYCHHUSI pa3pelieHus], HO HE T03JHee OHOTO T'oJa C AaThl BBIIAYN Pa3pCIICHHUS ).
®.1.0 (npu ero HAIMYNK) PYKOBOJUTENS TOCYAAPCTBEHHOTO opraHa (MJIH YITOJTHOMOYCHHOE
JIAIIO)

IIpunoxenne 3
k IIpaBunam okazaHus
roCyAapCTBEHHOM yCIIyTH
"Brinada paspemeHus
Ha IMMPOBEACHUC HHTCPBCHIIMOHHOI'O
KJIMHUYECKOT'0 MCCIeI0OBAHUS
(hapMaKoIIOrHYECKOT0 HITH
JIEKapCTBEHHOTO CPENICTBA,
MEIUIMHCKOTO H3AemHs"

®opma

Pemenne 00 0TKa3e B BEIIa9e pa3pemIcHAA Ha MPOBEACHHE KIMHIIECKOTO HCCISAOBAHAL
JIEKapCTBEHHOT'O CPEACTBA MM MEIUINHCKOTO M3[EJIHs, COrTIACOBAHIH CYIIECTBEHHEIX

DOIIPaBOK B MaTCpHAJIbl KIIMHAYICCKOI'O UCCIICHOBAaHHUS JICKAPCTBCHHOI'O CPEACTBA, MCIUITUHCKOI'O
n3acImA

Howmep 3asBnenu

Jlata 3asiBeHus
Ycmyronomydareib
Howmep pemienns 06 oTkaze

[ara penienust 00 oTkaze

HaMMEHOBaHHUE TOCYJAPCTBEHHOIO OpraHa

yBegomisier Bac (cmoHcopa) o0 oTkase B BBIIade pa3pelieHHs Ha MNPOBENECHHWE HHTEPBEHIIHMOHHOTO
KJIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOT'O CPEACTBA, MEJUIMHCKOTO M3JEINHs, 110 MPOTOKOIY (Ha3BaHUE
MPOTOKOJIA KIIMHUYECKOTO MCCIIEA0BAHNS, UICHTU(UKAIMOHHBIA KOJI IIPOTOKOJIA, BEPCHS U J]aTa) Ha TEPPUTOPUH
Pecnyonuku Kazaxcran

IIpuunHa oTkasza

®.MN.0O (mpum ero HaIUYUHU) PYKOBOJUTENS

TOCYAapCTBEHHOIO OpraHa (WM YIOJHOMOYEHHOTO
JHIa)

© 2012. PT'TI na I[TXB «MHCTUTYT 3aKOHOAATENBCTBA U NTPpaBoBoii nHGopMaru Pecriybnuku Kazaxcramy
Munucrepcra roctuiun Pecniyonuku Kazaxcran



