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2. Coxpamenns

1s B Hacrosiem crangapTe OnepaHoOHHON MpOIETyphl HCTIONB3YIOTCS
CIEJlyHOLME COKPAIICHUS:

1) KW — knuHuYecKue Hecne10BaHus:

2)  JIKD — noxanmpHas KOMHCCHS 110 OHO3THKE;

3) PI - rnaBHBIf-¥CCIEI0BATENE,

4)  GCP — cranpapr Hajjiexanieil KIHHAYECKOM IIPaKTUKH;

5) COII — cragapT onepaHOHHON IPOLEAYPbI.

3. Iloab3osarenn COIL

2. IMonp3oBatensmu COIT asnsroTes:

1)  pyKOBOACTBO OpraHu3aLuy;

2)  JmenapTaMeHT HAYKH M 0Opa30BaHHUS;

3)  uneHsl Y4eHOro cOBeTa;

4)  4IeHBI NOKANBHON KOMUCCHH MO BOIIPOCAM STHKH,

5)  Hay4HbIE HCCIICIOBATEITH;

6)  CHeIHalMCTHI, BOBJICUEHHBIE B KINHIYECKHE HCCJICIOBAHHNS.

4. Onpeaenenus

3. B nactosimem COIl UCTTOJIL3YIOTCS CIETYIOLIHE ONPCACTEHIUS:

1) llpoTokon knuuudeckoro ueciea0Banus (jlanee — IIPOTOKO) - TOKYMEHT,
ONMCBHIBAIOLINHA [ENH, AHM3aHH, METONOJOrMI0, CTATHCTUYECKHE acleKThl U
OPraHM3alnIo UCCIeIOBAHNUS.

S.Henn

4. Ilensro  wmacrosmero COIl  sBuseTcs  ONMCAHHE Hay4HO-
HCCIICIOBATCILCKOM AeSTeNFHOCTH TI0 MPOBEAEHUIO KIMHUYICCKOTO HCCIIE[OBAHUS
cornacHo npuHuunam GCP.

6. AJTOPHTM CTAHAAPTHBIX AelicTRMI H/WaH onepanmii
6.1 Tpebopanusn
5. CBojiHOe  M37I0YKEHHE TIOTEHUMANLHO HMEROLIUX KJIMHAYECKYIO

3HaYUMOCTb Pe3yNbTaTOB JNOKIMHUYECKHX HCCIIENOBAHUM, a TAKXKE pPe3yIbTATOR
KITMHAYCCKUX UCCIICIOBAHMH, 3HAYMMBIX JUIS JAHHOTO HCCIeTOBAHMNS.

6.Kparkoe onucanue M3BECTHBLIX U MOTEHIUATBHBIX PUCKOB M ITOJB3EI JUIsI
CyOBEKTOB HUCCIIEI0BAHUSA, €CIIH TAKOBBIE HMEIOTCSL.

7. Onucanue U OOOCHOBAHHE CIOcoOa BBEACHHUsI, JO3UPOBKHU, pEKHUMA
JIO3MPOBaHUS U Kypca JIeueHHUs.

8. 3asBIeHME O TOM, YTO MAHHOE KIMHHYECKOe HCClieloBaHUe OymeT

IIPOBOAHUTBECSI B COOTBETICTBUM C IPOTOKOIOM, HACTOALUIMMH npaBuiIaMHu H
HOPMAaTHBHBEIMHA TpGGOBaHI/I}IMH.

9. Onucanue uccienyemoi TIONY IS,
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10. Cebuiki Ha muTepaTypHBIE MCTOYHWKM UM JAHHbIE, CYIIECTBEHHBIE IS
UCCITENOBAHUS H MTPEJICTABNAIONINE co00M 000CHOBAHKE JAHHOT0 HCCITeNOBANH.

11. Ienw u 3amaumn uccneqoBaHus

12. eransroe onucanue neneii 1 3a1a4 UCcieq0BAHUS.

13. Juzaiin uccienoBanus

14. Hayunast 060CHOBaHHOCT] HCCICTOBAHMSA U JOCTOBEPHOCTD MOJYYCHHBIX
B HCCIIE/IOBAHUM MNAaHHBIX CYLIECTBEHHO 3aBHCAT OT JAU3aiHA MCCIIEIOBAHMS.
Onucanne nu3aiiHa Uccie0BaHus BKIIIOUAET B cebs:

15. Vkasanre OCHOBHBIX M JIOTIONHHTENLHEIX (TIPH HATHIHM) HCCIEeNYEeMBIX
napaMeTpoB, KOTOPbIE OLEHUBAIOTCS B XO/1€ MCCIIEJOBAHUS.

16. Omnucanue tuma (mu3aliHa) HPOBOAWMOIO HCCIEIOBAHUA (IBOWHOE
ciernoe,  mianebO-KOHTPOIMpPYEMOe, — NApAIeNbHOE) M CXeMAaTHYeCKoe
H300paXkeHue Ju3aiHa UCCiel0BaHus, NPOLELYP U STATIOB UCCIENOBAHMS.

17. Onwucanve Mep, HaNpaBIeHHBIX HA MUHMMHU3ALKIO (McKIIOUeHue)
CyOBEKTHBHOCTH, B TOM YHCIIe:

1) papaoMm3arium;

2) ciienoro MeTozia (MACKHPOBKH).

18. Onucanue ucionb3yeMOro B MCCNENOBAHUM JIEUEHHS, JO3HPOBKH M
CXEMbI IIPUMECHEHH S UCCIICNYEMBIX IIpenapaToB. Taxke BKIOYAET B ceOd OMUCAHNE
JIEKAPCTBEHHON (DOPMBI, yIAKOBKHM H MapKHPOBKU HCCIIE Ty EMBIX TIPENapaToB.

19. Osxunaemas MpoJOMKUTENLHOCT yUaCTHs CYOBEKTOB B HCCIE/(OBAHMH,
OIIMCAHHE  IIOCTENOBATCIBHOCTH M  NPOAOKMTEIBHOCTH  BCEX IIEPHO/OB
UCCIIEJOBAHMS, BKIIOYAS NEPHOA TOCIEYIOMEro HabJIOACHUA, €ClIH TaKOBOM
IIPELYCMOTPEH.

20. Omucanue «IIpaBUI OCTQHOBKH» HIIHM «KPUTEPUEB HMCKIIOYEHWSD» JUIS
OT/IE/IbHBIX CYOBLEKTOB, JaCTEH MCCIe0BAHMS MIIU UCCIIEIOBAHUA B 1IEIOM.

21. Ilpouenypsl yuera uccieqyeMbIX IPeNapaTos, BKIIOYAs, TIPH HATHIHH,
m1anebo M rpenaparsl CpaBHEHUS.

22. XpaHeHUE PaHIOMHU3ALUMOHHBIX KOJOB JCYEHWs U IIPOLIETYPhl HX
pPacKpBITHS.

23. Ilepeyenb NaHHBIX, PETHCTPHPYEMBIX HEMOCPEACTBEHHO B WMPK u
paccMaTpUBaeMbIX B KAYECTBE MEPBUYHBIX JAHHBIX.

24. O160p U HCKIMOYeHNE CYOBLEKTOR:

1) Kputepun BKIFOUEHHS CYOBEKTOB.

2) Kpurepuu uckiiroueHus cyObeKTOB.

25. Kputepuw mpekpalueHuss y4acTHs CyOLEKTOB B MCCIENOBAHUM -
NpeKpalleHHe IPUMEHEH S UCCICAYEMOro npenapara (ICCIeayeMoro IeueHus), a
TaK¥Xe MPOLENyPhl, OTIPEaESIONTE:

1) korma m kak wuckmOYaTh CyOBLEKTOB W3 UCCIETOBAHMS (Teuenus
UCCIIENyeMbIM IPErapaToMm );

2) Coop naHHBIX [0 THITY U CPOKAM TS IALHEHTOR, IPEKPATHUBIIMX YIaCTHE
B HCCJIEJIOBAHHM;

3) mpoueypa 3aMeHsl CyOBEKTOR;
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4) nocnenyomiee HabIOJEHUE 32 CYOBEKTAMH, HCKITIOYCHHBIMHU U3 TCUEH S
HCCIICJTyEMBIM pPeapaToM (MCCIeTyeMbIM JIeUeHeMm).

Jeuenue cyOnekTon

26. OcymecTBisieMoe JiedeHHe, BKJIIOYAs HA3BAHHUS BCEX NpenapaTroB, ux
JAO3UPOBKH, 4YacToTa TpPHEMa, MYTH HIM CIOCOOBI BBEJEHMS, a TaKKe
IPONOIKUTENEHOCTL JICYCHHS, BKJIIOYas MEPUOABI IOCHE/AYIONIEro HAOMIONCHHS
AJISL KaXCI01 TPYIIIBI CyOBEKTOB (110 rpyInam JISYeHHs HCCIIENYEeMbIM TIPEHapaToM
WK IPYNIaM UCCICAYEMOro JICUEH s, WM IPYTITIaM MCCIEI0BaHus ).

27. JlekapCTBeHHBIC IIperapathl (BUIBI Teparnuu), NPUMEHEHHWE KOTODBIX
Pa3peIeHo (BKIOYAs HEOTIOXKHYIO TEPaltio) MK He PaspelieHo 10 U (unu) BO
BpeMsI UCCIIeZIOBaHU.

28. MeTozibl KOHTPOIIA 32 COOIIONEHHEM NPOLENYD CYOBEKTaMH.

29. Ouenka s3¢hekTHBHOCTH

30. Ilepeuenn mapameTpoB 3G PEKTUBHOCTH.

31. MeToapl M CPOKH OLEHKH, DPErHCTPAliiM W aHaIn3a apaMeTpoB
3¢ peKTHBHOCTH.

32. Onerka Oe3omacHoCTH

33. Ilepeuens napameTpos 6€30MACHOCTH.

34. Metonbl M CPOKM OLEHKHM, DPErMCTpAlMH M aHAIM3A [apameTpoB
OezomacHoCTH.

35. Ilpouenypsl 3aKiOYUTENEHBIX OTYETOB, PEMUCTPANU M COOOINEHMI O
HEIKeJaTebHbIX SABICHUIX U MHTEPKYPPEHTHBIX 3a00/I€BaHUsX.

36. Metom W NpPOMOIKHTENBHOCTE HAGMOAEHUS 3a CYOBEKTAMH TOCIe
BO3HHKHOBCHUS HEXeNaTeIbHEBIX SBJICHUIL.

37. CraTucTu4ecKkue acleKThl KIMHUYECKOTO HCCIieI0BAHMS

38. OnucaHus CTATUCTHYECKHX METOAOB, KOTOPBIE mpejnoaraercs
UCTIONB30BATh, BKIIOYAs CPOKH KaXAOr0 IIAHUPYEMOIO IPOMEXKYTOTHOTO
aHam3a.

39. Ilnanupyemoe KOIU4YeCTBO CyObekToB. B ciyuae MHOTOLIEHTPOBBIX
MCCICNIOBAHUN ONPEe/leNAeTCs IIaHUPYEeMOe KOJIMYECTBO CYOBEKTOB B KAKIOM
uentpe. ObocHOBaHME pa3Mepa BEIOOPKHM, BKIIOYAS NOSCHEHHS MM BBITHCIICHHS
ans 0DOCHOBAaHMS CTATHCTHHYECKOM MOIIHOCTH MCCIENOBAHUS W KIHHUIECKOM
000CHOBaHHOCTH HCCIIE0BAHUA.

40. IIpuMeHsIeMBIi YpOBEeHb 3HAYMMOCTH.

41. Kputepun npekpariesms uccieToBaHus.

42. Tlpouenypsl yuera OTCYTCTBYIOIIMX, He IIOJJIEMKAIIMX aHanm3y H
(banbeupUIMpOBaHHBIX JAHHBIX.

43. Tlponenyper coobiieHns 0 MOOBIX OTKIOHEHHAX OT TEPBOHAYATBHOIO
CTaTUCTUHECKOro IJIaHa (Bce OTKIOHEHHS OT MEePBOHAYABHOTO CTATHCTHYECKOTO
TIaHa ONMCHIBAIOTCS ¥ 0OOCHOBBIBAIOTCS B MPOTOKOJIE M (MIH) 3aKTIOUUTEIHHOM
0T4YeTe 00 NCCIENOBAHNMN).

44. Tlpuniun or6opa cyObEKTOB IS AHAIN3A.

45. TIpsiMoli 10CTYT K TIEPBUYHBIM JAHHBIM (ToxymeHTaIHM)
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46. CrmoHcop npenycMaTpuBaeT B IIPOTOKONE WIM HHOM IHChMEHHOM
COTMAIIEHMH, HTO MCCIEJ0BATENb (OpraHu3alus) He IPEmsATCTBYET MPIMOMY
JIOCTYIy K MEPBUYHBIM JAaHHBIM (JIOKYMEHTALMM) [UISl TIPOBEEHHUS, CBS3aHHBIX C
HCCIIEIOBAHMEM, MOHWTOPUHIA, ay[AuTa, OTHYECKOW OKCIEPTU3bl, a TaAKKe
MHCIIEKHX CO CTOPOHEI YIIOJIHOMOYSHHOIO Opraga.

47. KonTpons kadecTBa u obecreyeHne KauecTra.

48. DTHuYecKue acieKThl

49. OnucaHue 3THYECKUX ACIIEKTOB UCCIIETOBAHMSL.

50. PaboTa c TaHHBEIMU U BeieHUE 3aIIHCcei.

51. OuHaHCUPOBAHHUE U CTPAXOBAHUE

52. OuHAHCMPOBAHWE M CTPaxOBAHME, EC/IM OHM HE ONKCAHBI B OTIETBHOM
JIOTOBODE.

53. [lyOnuKamuy pe3ynbTaToB KIMHIYECKOTO HCCIEN0BaAHs

54. TlosmTuKa B OTHOUICHUH ITYOIMKALMIA, ECTTH OHA HE OMMCAHA B OT/IEIBHOM
JOTOBODE.

55. TpeboBanus K nepconany, IpUBIEKaeMOMY K TIporeaenmo KU:

1) COOTBETCTBYIOIEE MEJIMIIMHCKOE 00pa3oRanue;

2)  obyueHue MPUHIMITAM HajUlexKael KITMHIYeCKOH IPakTUKHU (GCP);

3)  TOATOTOBKY W ONEIT UL BBHIIOJNHCHHUS BO3TOMEHHBIX HA HUX 3a7ad,
COIrJIacHO MPOTOKOITY KIHHHIECKOTO HCCIIeNOBAHM.

6.2 Anropur™m JeficTBHI H/HNKM onepammii:
56. [lo Havwana KIMHHYECKOI'O MCCIENOBAHHS TNABHEIH-MCCIIEIOBATEN D (PI)
AOJIDKEH MOAPOOHO 03HAKOMHUTECS C IPOTOKOIOM KIMHHYCCKOTO HCCIICI0BAHMS.
57. I'naBHBIA-UCcHeqOBATEh M3 MIPOTOKOJA OOJKEH IIOATOTOBWUTL IIJIaH
IPOBE/IEHUS UCCIE/IOBAHMS U CXEMY NPOLEAYP ISl KXKIOAHEBHOM PabOTEL.
58. I'mamupifi-nccnenoBaTens MOMKEH MOATOTOBUTE JOChe st cOOpa Beex
PE3yJNBTATOB NAUEHTOB, BKIOYEHHbIX B KIIMHUYECKOE UCCIIEI0BAHME.

6.3 JlokyMeHTHpOBaHHE NPOLELYPhI

59. Ilpouecc Bemenus nporokona KW nokymenTHpyercs B CJIEAYIOIIHX
JOKyMEHTaXx:

1) IIpoTOKOI KIMHHYECKOIO UCCIEIOBAHHIS;

2) Cunoncuc (pestoMe TpoTokona) mpotoxona KU;

3) Jlocbe Bcex pesyJsibTaToB Ka/10r0 TMAIMEHTa, BKIFOUYEHHOTO B KW,

4) WuauBuiyanbHas perucTpalMOHHas KapTa HaldueHTa.

6.4 Hnaukaropsl 3¢pdexrusnocrn Boimoanenns COIL

60. Muaukarop >¢¢heKTHBHOCTH BBINOJIHEHMS CTAHAAPTA ONEPALMOHHON
[IPOLIe/TYPhI:

1)  Haspanwme unnukatopa «llonHora ucnosmenns COIy.

2) Pacuer unjiukatopa:

[Tonnora ucnionuernus COIT = yycio BLITONHEHHBIX
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Tpebosanuil % 100/00mee uncno TpeboBaHmii.
[leneBoe 3nauenune crpemurea k 100.

i Opranuzannonusie acuekTsl paspadorku COII

7.1  ¥xaszanue ycaoBuii mepecmorpa COII

61. Hacrosmuit COIl mepecmarpusaercs 1 pa3 B 3 roma w/wiu IIpH
MOABIIEHUH HOBBIX TpeOOBaHMI K BejieHuo npoTokosia K.

7.2 CecBUIKH HA UCTOYHHKH

62. Jlna paspaborku mactosmero COIl HCHONB30BAHEL CIeayIone
UCTOYHUKH:

1)Tlpukas MuHHCTpa 3ApaBOOXPAHEHHS M COMMANBHOTO pa3BUTHS
Pecnyonuku Kazaxcran or 27 mas 2015 roma Ne 392 «O6 YTBEPIKAECHUH
HaUIeXkAUX (apMaLeBTHISCKUX MPAKTHKY.

2)Ilpukas MunucTpa 3spaBooxpanenus Pecry6auxu Kaszaxcran or 11
nexadpst 2020 roma Ne KP ICM-248/2020 «O6 yTBepiaeHu: HpaBu [IPOBEIeHUS
KIMHAYECKAX MCCIEIOBAHUM JICKAPCTBEHHBIX CPEACTB U MEIMIMHCKUX H3/eNuil,
KITMHUKO-TTab0PAaTOPHBIX UCTILITAHMH MEUIMHCKHX M3ICIUH TS IMATHOCTHKY BHE
KMBOTO opranusMa (in vitro) u TpeGoBaHMs K KIMHHYECKMM 0a3aM U OKa3aHMs
rOCylapCTBEHHOM yciyru. Beinada paspelnenus Ha IpoBefeHHME KIMHHYECKOIO
MCCIIENOBaHKs W (WIIM) WCIBITAHMS (apMaKOIOTHYECKHX W JIEKAPCTBEHHBIX
CPEACTB, MEUIIMHCKIX U3JEITHIA».

3) Kopexc Pecniy6nuxu Kazaxcran ot 7 urons 2020 roma «O 3/I0POBBE
HapoJa M CUCTEME 3IPABOOXPAHEHHUSI.

4) CT PK 1616-2006 Hannexamas KiMHMYecKas TPakTHKA. OCHOBHbBIE
MIOJIOKEHUS

5) 7th Edition Survey Process Guide, 20 October 2020

6)I'ynses A.E., Kysnenbaesa P.C., Hyproxun T.C., EpmexGaeBa b.A.,
Capeimcakosa B.E., Kymyrynosa A.P., Xymamumos MX.IIL, IIlapman A.T.
Meronuyeckoe mocobue IO NPOBENEHUIO  KIMHHYECKUX — MCCIIENOBAHHI
JIeKapCTBEHHBIX cpencTB. ActaHa, 2011. — 344c.

7)Xamsuna H.K, Mcaesa P.B., TypmyxamberoBa A.A., I'pah M.A.,
[IpuHUKTIBL ¥ METOSIONOIWS IPOBEEH S KIMHIHYECKUX UCCIIENO0BAHNH B 00IacTH
31paBooxpaneHnus. Acrana, 2010. - 114 c.
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