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1. OBIIME ITOJIOKEHUA

,Z[JISI obecrneueHuUs HaaJIC)Kamero pacCMOTPCHHUA  HUCCICAOBATCIIBCKUM

Hean MIEPCOHAJIOM MPOTOKOJIa KIIMHUYECKOTO UCCleloBaHus. PernamenTupoBanue
MOPSAKA IEMCTBUI PHU COCTABIECHUH MPOTOKOJIA UCCIICIOBAHUSL.

ObaacTh COII ucnonb3yeTcss B KauyeCTBE PYKOBOJCTBA I HAIMCAHHS WIH 0030pa

NPUMEeHEeHUs MIPOTOKOJIOB KAaK CIIOHCUPYEMBIX, TaK U MHULIIMUPOBAHHBIX HCCIIEIOBATEIEM

KJIUHUYECKUX MCITBITAHHU.

3aM. JIUpeKTopa IO CTPATerHuecKoMy IUIAHUPOBAHHMIO W PA3BUTHIO - 32
cornacopanue COIl m wHHUIIMANMIO W3MEHEHWH; TJ. MCCIEIOoBaTeNlh - 3a
corimacoBaHue © KoHTpoib ucnonHeHus COII; coemuanuct Hay4HOTO
npoekTa - 3a pacrpocrpanerue 3x3emiuisipoB COII; paspaboruuk(-u) - 3a
OTBeTCTBEHHOCTh | JOCTOBEPHOCTb M IIOCIEAOBAaTENFHOCTh  OMHMCAaHHOTO  IpoIecca,
COOTBETCTBUE NPUBEICHHBIX JIaHHBIX, COOJIOJCHUE CPOKa IOATOTOBKU
COIl, cBOEBpeMEHHYIO aKTyaJlu3allUl0 HM3MEHEHUM, HCCIIeI0BATEIN
KJIMHHYECKOTO HCCICIOBAaHUS - 3a MPaBUJIBHOE BBINIOJIHEHUE pabodero
nporiecca.

Ilepeyenb He00X0AUMOro 000PYI0BAHNS U PACXOIHBIX MATEPHAJIOB

OcHoBHOe -
o0opynoBaHue:

BcenomorarenbHoe -
o0opynoBaHue:

Pacxoanbie -
MaTepHuaJibl:

2. HOPMATUBHO-CITPABOYHASI UHO®OOPMALIUA

2.1. Pecny0JIMKaHCKHE HOPMATHBHbIE JOKYMEHThI

2.1.1. Konexc PecnyOomuku Kazaxcran ot 7 wutona 2020 roma O 3JJOPOBbBE HAPOJA U
CUCTEME 3/IPABOOXPAHEHUSI. Ne360-VI 3PK.

2.1.2. Tlpuka3z Munuctpa 3apaBooxpanenus PecryOnuku Kazaxcran ot 11 gexadpst 2020 roma Ne KP
JICM-248/2020. 3apeructpupoBan B Munucrepcrse roctunun Pecriyonuku Kasaxcran 14 nexaOps
2020 roma Ne 21772. «OO yTBEp>KIEHUM MPaBUI NPOBEACHMS KIMHMUUYECKHUX HCCIEA0BaHUM
JEKapCTBEHHbIX CPEACTB W MEIUIUHCKMX M3AETHH, KIMHUKO-IAaOOPAaTOPHBIX HCHBITAaHHUH
MEAMIMHCKUX W3JeNUA i1 AMArHOCTUKM BHE KHMBOro opraHuzMa (in vitro) m TpeOOBaHUA K
KJIMHUYECKMM 0a3aM M OKa3aHUsl T'OCYIapCTBEHHOM yciyru Bplnada paspelieHuss Ha NpOBEICHHE
KJIIMHUYECKOI0 MCCIEN0OBaHMs U (WIN) UCTIBITAaHUS (apMaKOJIOrHUYEeCKUX U JIEKAPCTBEHHBIX CPEJICTB,
MEAMIMHCKUX U3JEIUI»

2.1.3. IIpuka3z Munuctpa 3paBooXpaHeHHs] U coluanbHoro pa3sutus Pecnyonnku Kazaxcran ot 10
mapta 2015 roga Ne 127 «O6 yrBepxkaenuu IlpaBui akkpeauTauy B 006JacTy 3{paBOOXpaHeHHsD (¢
n3meHeHussMu ot 29.06.2015 r.)

2.1.4. Ilpukaz MuHHCTpa 3/1paBOOXpaHEHUs U COLMabHOro pa3Butus Pecrybnuku Kazaxcran ot 29
mast 2015 roga Ne 421 «O6 ytBepxkaenun I[IpaBun npoBenenust papmakoHaa30pa JeKapCTBEHHBIX
CPeACTB U MOHHUTOpPUHIA MOOOYHBIX AEHCTBUI JIEKAPCTBEHHBIX CPEACTB, M3JCIUN MEAULUHCKOTO
Ha3HAYeHUs] U MEJUIIMHCKOW TeXHUKI» (c u3mMeHeHusiMu oT 29.07.2015 r.)

2.1.5. IIpuka3 Munuctpa 3apaBooxpanenus Pecryonuku Kazaxcran ot 15 utons 2018 roma Ne 374
O BHeCeHMM HM3MEHEHHH B TpHuKa3 MwuHHCTpa 3apaBooxpaHenus Pecrmyonmuku Kazaxcran ot 18
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HOs0ps 2009 roma Ne 736 "OO6 ytBepxnaenuu IlpaBuin mpoBeneHHs] SKCIEPTH3BI JIEKAPCTBEHHBIX
CPEICTB, U3JEIUN MEIUIIMHCKOTO Ha3HAYEHHUSI U MEAUIIUHCKON TEXHUKHU".

2.1.6. Ilpuxaz Munuctpa 3apaBooxpanenust Pecnyonuku Kazaxcran ot 8 mas 2019 roma Ne KP
JACM-71 O BHeceHMM M3MEHEHUU B puKa3 MUHHCTpa 3paBOOXPAHEHUS U COLMATIBHOTO Pa3BUTHS
Pecny6muku Kazaxcran ot 27 wmas 2015 roma Ne 392 «OO0 yTBep)KACHHUM HaJUIekKaIIUX
(bapMaleBTUYECKUX MPAKTUK

2.1.7. T'ocynapctBennbim ctannaprom PK «Hamnexamas knuanueckas npaktukay CT PK 1616-2006
(manee CT PK 1616-2006)

2.2.JIokajbHbIE OPTAHU3AMUOHHO-PACTIOPSIANTEIbHBIE JOKYMEHThI
2.3. CnpaBouynasi uH(popmanus _
3. OOPEJEJIEHUSA (I'"IOCCAPHUN)

Konpuaenuuajabno Matepuaibl, CoJiep)Kalliue CBEICHHUS OTPAaHUYCHHOTO
pacpocTpaHeHUs

CcoIl CranjapTHas onepalroHHas Ipoleaypa

T'an. uccaenoBarTesb I'maBHEIN HCclIeq0BATEIb

4. 3AIIMCH 11O KAYECTBY

Cpox Bun
Ne Haszsanue noxymenra Kon OTBETCTBEHHEBIN XpaHCHUA | JOKYMCHTa
(6y™m./37€eKT.)
1. | IIpoTOKOJI KIIMHUYECKOTO I'n. uccnenosarens 15 ner byMmakHbII
HCCIEA0BaHUS

5. COAEPKAHHME COIl

Wcnonnntens | IIpoueaypa BoINOJTHEHHUS
[TpoTOKOJI KIMHUYECKHX HCIBITAHUHN TMPENCTaBIseT cOO0M MOKYMEHT, B KOTOPOM ONHCAHBI IIEJb
(uenu), KoHeuHast Todka(W), AW3alH, METOAOJIOTHUsS, MPOLEIyphl, Pe3yJabTaThl CTAaTUCTUYECKOTO
aHaM3a W TOPSAOK OpPraHM3alliM WCTBITAHWA. B HeM TakkKe W3JI0KEHBl MPEINOChUIKH |
000CHOBaHNE MPOBEICHUS KIMHUYECKOTO UCTIBITAHHUS.
Wudopmanus, TpuBeACHHAS HIDKE, IOMJICKUT O00sM3aTEIPHOMY BKIIOUYCHHIO B COJICpIKaHHE
IpOTOKOJIa HCIbITaHUE B coorBercTBHMM ¢ TpeboanusmMu CT PK 1616-2006. Hexortopas
UHpOpMaNHs, Kacaroomascs HCCIEAYeMOTO IPOIYKTa, TaKKe MOXKET COAEPKAThCS B IPYTUX
JOKYMEHTaxX, Ha KOTOpble B IPOTOKOJIE NPHUBEIEHBI COOTBETCTBYIOIIME CCHUIKHM, HAlpUMEp, B
OpoITIope UCCIIeI0BaTEIsI.
I'n. uccnenoBarens, | 1. O0mue cBeaeHust
uccnenoBarenbckas | 1.1 [IpoBepsTe Ha3BaHWE, HOMEpP H ATy MPOTOKOJIA.
rpymnmna 1.2 Y6enurech, 4TOo B MNPOTOKOJIE YKa3aHbl UMs U aJpec CIOHCOpa H
MEIUIIMHCKOTO HaOroaTeNs (€Ciau yKa3aHHbIE CYOBEKThl HE SIBIISIOTCS
OMHUM U TeM ke nuinoM). Kak mpaBwiio, cBeieHHs MOJOOHOTO poja
YKa3bIBAIOTCS HA TUTYJIHHOM JIUCTE WM B TIPUIIOKEHUH.
1.3 ITpoBepbTe UMl M JIOIHKHOCTD JIMIA (JIMI), YIOTHOMOYEHHOTO MOANUCATh
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MIPOTOKOJI ¥ TIONPABKH K MIPOTOKOIY.

1.4 TIpoBepbTe, YTOOBI B MPOTOKOJIC OBUIM yKa3aHbl UMs, IOJDKHOCTD, aapec
u Homep(a) TenedoHa(OB) MEIMIIMHCKOTO SKCIEpTa CIOHCOpa (WM
CTOMAToJIOTa, B Clly4ae HEOOXOJMMOCTH), HA3HAYEHHOTI'O B OTHOIICHUU
JAHHOTO KIIMHHUYECKOTO UCTIBITAHHUS.

1.5 Y6eaurech, 4TO B NPOTOKOJE TaKXKE YyKa3aHbl MMS U JOJKHOCTh
uccnenoBaTensi(ei), OTBETCTBEHHOTO 3a MPOBEICHHE MHCCIEIOBAaHUS, a
Takke azapec W HoMmep(a) TenedoHa(oB) TIEHTpA IPOBEICHHS
KIIMHUYECKOTO UCIBITAHUS.

1.6 B nomonHeHue K BBINIEYKAa3aHHBIM CBEIEHUSIM, YOeIUTeCh, 4YTO B
MPOTOKOJIE YETKO YKa3aHbl UMs, JOJKHOCTb, aJpec U Homep(a)
Tenedona(oB) KBaIu(UIIUPOBAHHOTO Bpaya (MJIM CTOMATOJIOra, B CiIy4ae
HEOOXOJMMOCTH), OTBETCTBEHHOTO 3a MPHHATHE BCEX MEIUIIMHCKHUX
pElIeHU B LIEHTPE MPOBEICHUS KIMHUYECKOTO HUCIIBITAHUS (€CIM OH He
SIBJISIETCS] MUCCJIEIOBATEIIEM ).

1.7 Ecniu B KIMHUYECKOM HCHBITAHUM MPUHUMAIOT Y4YacTHE KIMHUYECKUE
naboparopuu, yOemuTech, UYTO B TPOTOKOJIE  YKa3aHbl  HX
COOTBETCTBYIOIIIME HAMMEHOBAHUS U ajjpeca, a TAak)Ke Ha3BaHUs U ajpeca
THOO0BIX APYTUX MEIUIMHCKUX M (WJIM) TEXHUYECKUX OTIEIOB U (WiIn)
YUpEXKICHUH, IPUBJICUCHHBIX K TAKOMY YYaCTHIO.

I'n. uccoemosares,
HCCIeA0BaTENbCKas
rpyumma

2. Ucxonnast uHopmanusi

2.1 HaiimuTe B TMPOTOKOJIE Ha3BaHWE M OIMHCAHUE HCCIeAyeMOro(bIX)
MpOoayKTa(oB).

2.2 TlpounTaiiTe  KpaTKO€ U3IOKEHHWE BBIBOJOB IO  pe3yibTaraM
JTOKJIUHUYECKUX  MCCIENOBAHUM, KOTOpPhIE HMEIOT  ONpe/IesIeHHOE
KJIIMHUYECKOE 3HAY€HHUE U aKTYaJIbHbI JJI1 JAHHOTO UCCIIEI0BAHMS.

2.3 TlpounTaiiTe KpaTKOe H3JIOKCHHE M3BECTHBIX M IMOTEHIIMAIBHBIX PUCKOB
Y MIPEUMYIIECTB IPUMEHEHUS Y YEIOBEKa, €CJIM TAKOBBIE UMEIOTCSI.

2.4 TlpounTaiiTe onucaHre U 0OOCHOBAaHUE CIIOCOOOB BBEACHMSI, JO3UPOBKH,
peXrMa JO3UPOBAHUS U CPOKA(OB) JICUSHUSI.

2.5 [IpocmoTpuTe conmepkaHHe JOKYMEHTAa Ha HalW4yhe 3asBICHUN 00
00s13aTeNLCTBE MPOBOANTH HCIBITAHHE B COOTBETCTBUU C MPOTOKOIIOM,
PykoBoncTtBoM o HaJyIeKaen KJIMHUYECKOU MIPaKTUKE
MexnyHapoaHOH KOH(EpeHIIMM M0 TapMOHH3AIMM TEXHUYECKUX
TpeOOBaHWII K  PETUCTPAIlMM  JICKAPCTBEHHBIX  TMPEMapaToB IS
WCIONB30BaHUSI Yy  4eloBeKa, XEJIbCUHCKOM  JleKiapanued |
JIEHCTBYIOIIMMHA HOPMATUBHBIMU TPEOOBaHUSIMHU.

2.6 Haiimute B  JOKyMEHTE€ OIUCAaHUE TOMYJAIHMH, TOAJEKAIIeH
HCCIIEIOBAHUIO.

2.7 KpaTko TpPOCMOTPHUTE CCBHUIKM Ha JUTepaTypHble WCTOYHUKU U
“H(pOpPMAIIHUIO, UMEIONHE OTHOIICHHE K KIMHWUYECKOMY HCIBITAHUIO, U
CITy>Kallie OCHOBAHHMEM JIJisl TPOBEICHUS CIIBITAHMUSL.

I'n. uccnemosarens,

3. lleau ¥ 33124 KJIHMHUYECKOT0 UCTILITAHUS

uccienosarensckas | [Ipoutute moapoOHOE onucaHue menei 1 3a1a4 KIMHHYECKOTO UCTIBITAaHUSI.
rpynmna

I'n. uccnenosarens, | 4. JIlnzaiin ucciaenoBanus

uccienosarenbekas | HayyHas [eIOCTHOCTh  KJIMHUYECKOTO HCHBITAHUS UM JOCTOBEPHOCTh
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rpymnmna W3JI0’)KEHHBIX B HEM JIAHHBIX B 3HAUMTEHHON CTEMEHU 3aBUCAT OT AU3aiiHa

JNaHHOTO  WcmbiTaHus.  ClemoBatenbHO,  HEOOXOJMMO  O0ECIeYHTh

BCECTOPOHHMI aHaIU3 IU3aliHA UCCIIEI0BaHUSA:

4.1 ®opMyaupoBKa TEPBUYHOW M BTOPUYHOW KOHEYHOM TOUYKH(EK), €CIH
TAKOBbIC UMEIOTCS, JOCTHIKEHUE KOTOPBIX IMOJICKHUT OIICHKE B XOC
KIIMHHYECKOT'O UCTIBITAHUSI.

4.2 Onucanne THIA/IU3aliHa TO/JICKAIIETO IPOBEICHUIO  HCIIBITAHMS,
HaTpuMep, JBOMHOE cliernoe, miane00-KOHTPOIUPYyEeMOe HCCIIeIOBaHuE,
UCCIICIOBAaHNE C TMapajUIebHBIM TPYIIaMH, a TaKXKe CXEeMaTHYeCKOe
M300pakeHUe TU3aiiHa UCTIBITAHUS, TIPOLICAYP U ITAIOB.

4.3 Onucanre Mep, MPUHATHIX JUII MUHAMH3AIWH/TIPEAOTBPAIICHUS PUCKA
CHCTEMHOM OIIMOKHU, HAPUMEP, PAHIOMU3AIUS U 3aCIICTUICHHUE.

4.4 Onucanne cxeM JICYCHUST M PEKUMOB JO3UPOBAHUSL HCCIIETyEMOTO

NpOAyKTa B paMKaxX HCIBITAHUS. B nmononHeHue, ommcaHue
JICKapCTBEHHON (DOpPMBI, YIAKOBKH M MAapKHUPOBKH HCCIIEITyeMOTo(bIX)
MPOIyKTa(OB).

4.5 [lpeanonaraemasi  IPOJOJDKUTEIBHOCTh  YYacTHSI B KIMHUYECKOM
UCHBITAHUM  CyOBEKTOB M  OINHUCaHME  IIOCIEA0BaTEIbHOCTH U
MPOAOIDKUTEFHOCTH BCEX TEPUOJOB HCCIECIOBAHMS, BKIIOYAs TEPHO
MOCTIeIyIOIEero HaOJII0IeHHsI, IPU HAJTMYHUU TAKOBBIX.

4.6 Onncanne '"MpaBWJI TPEKpPAIICHUS» WIA "KPUTEPHEB MPEKpAIICHUS
neueHus" AN OTAENbHBIX CYyOBEKTOB, 4YacTe HWCHBITAaHUS U BCETO
WCTIBITAHHS.

4.7 Tlpouexypbl ~ BelA€HUS W NPEACTaBICHHUS  OTYETHOCTH IO
uccneayeMoMy(biM) TPOAYKTy(aMm), BKItouUas Iuianiebo u mpenapat(bl)
CpaBHEHMSI, €CITU TAKOBBIE UMEIOTCH.

4.8 ColumrosieHre paHIOMUA3AIMOHHBIX KOJIOB JICYEHUSI M MEP pearupoBaHUs
IIPU HapyIIEHUH PAHJOMHU3AMOHHBIX KOJOB.

4.9 OmpeneneHue TOOBIX TAaHHBIX, TTOUICKAIIIX 3aITUCH HETTOCPEICTBEHHO B
UHAMBUYalIbHBIX PErHCTPALMOHHBIX KapTax (T.e. 6e3 mpenBapUTeIbHOM
MUCHPMEHHOW WJIM DJIEKTPOHHON 3aliCH JIaHHBIX), KOTOPBIC OJKHBEI
paccMaTpUBaThCsI KAK UCXOHbIC TaHHBIE.

I'm. HCCICA0BATCIIb, 5. OTﬁOp N HCKJIIOYECHUE Cyﬁ'l)eKTOB U3 KIMHUYICCKOro HCIIbITAHUSA
HCCICO0BATCIbCKasA 5.1 OHpe,[[eJ'II/ITe KpUTCPUHU  BKIIFOUYCHUA Cy'6’beKTOB B  KIIMHHUYCCKOC

rpyrmma HCCIIeIOBaHMHE.
5.2 Onpenenute KPUTEPUHM MCKIIOYEHUS CYOBEKTOB M3 KIMHUYECKOTO
MCCIIEJOBAHMS.
5.3 [IpoBepbTe KpUTEPUU HCKIIOUYEHUSI CYOBEKTOB (T.€. MpEeKpalleHus
JICYCHUS HCCIIETyeMBIM MperapaToMm) " MIPOIIE Ty PBI,
peaycMaTpUBaloOIINe:
* Bpewms " TIOPSI/IOK UCKITFOUEHUS CyOBEKTOB u3

U CCIIeI0BAaHMSI/ TIPEKPALICHUS JICUSCHHSI UCCIIEAYEMBIM MpenapaToMm;

* Tun u cpoku cOGopa HaHHBIX O CyOBEKTax, MCKIIOUEHHBIX U3
KJIMHUYECKOTO UCTIBITAHNUS;

* B03MOXXHOCTb U MOPSIIOK 3aMEHbI CYOBEKTOB; a TaKXkKe

* Ilocnenyromee HabmOJeHHE 3a CyOBEKTaMM, HCKIOYEHHBIMU U3
WCIBITaHUSA/TIPEKPATUBIIKMMU JICUEHUE HCCIIEAYEMbIM MPENapaToM.
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I'n. uccnemosares,
HCCIIeIOBATEIIbCKAs
rpyumma

6. JleueHHe CyObEKTOB KIMHUYECKOTO HCTIBITAHUS

6.1 M3yuute MeTOABI MOAJIEKAIIETO MPOBEACHHIO JICUYCHHUS, B TOM YHCIIE
Ha3BaHUA BCCX MPOAYKTOB, CBCACHUA O O03aX, I‘pa(i)I/IKe A03UpOBaHud,
crioco0ax BBEICHUS W [EPUOAAX JICUCHHUS, BKIIOYAs [EPHOJ
HOCIIeIYIOIIEro HaOMIOAEHHs, TT0 KaXKIOMY HCCIIeyeMOMy Ipenapary B
OTHOILICHUH CYOBEKTOB KaXJOW TPYIIIBI/IOAIPYIIBl  HUCCICIOBAHUS.
Ecnu cnoHCOpOM HE MpeyCMOTPEHO NMPUMEHEHHUE BCEX BUJOB JICUCHUS
(HampuMep, B Clly4ae HCIIOJB30BaHMs JIMIICH3UPOBAHHOIO Ipenapara B
Ka4yecTBe IMperapara CpaBHEHHs), HEOOXOAMMO HW3Y4YUTh MOPSIOK
NPEeOCTABICHHS POAYKTA B LICHTPE MIPOBEICHUS UCTIBITAHUSL.

6.2 OnpenenuTe JeKapcTBa/CXEMBbI JICYCHUSI (B TOM YHCIIE, TpenapaTsl JUIs
Ky[IUPOBaHHsI CHUMIITOMOB), pa3pelICHHbIC U Hepa3pelieHHbIC IS
HCIIOJB30BaHUA 10 U (I/IJII/I) BO BpCMs MPOBCACHUA UCIIBITAHUA.

6.3 IIpoBepbTe MpoLEeAypHI IPU YCIOBUH KOHTPOJIS 32 COOJTIOICHUEM.

I'n. uccaemonarens,
HCCIIeI0OBATEIIbCKAs
rpyuma

7. Ouenka 3¢ppeKTHBHOCTH

7.1 IIpoBepbTe crienuduKanuio napameTpoB 3HPEKTUBHOCTH.

7.2 3yunTe METOJBI M CPOKHU OIICHKH, PETHCTPALMN U aHAJIH3a MapaMeTpoB
3 PEKTUBHOCTH.

I'n. uccnenoBarteis,
UCCIIEI0BATEIbCKAs
rpymnma

8. Ouenka 0e30macHOCTH

8.1 [IpoBepbTe crienupuKaIUio mapaMeTpoB 0€30MaCHOCTH.

8.2 M3yunte METO/bI ¥ CPOKH OLIEHKH, PETUCTPALIMU U aHaJi3a apaMeTpoB
0€30MacHOCTH.

8.3 Haiinute wmHpopmanuio o mnpoueaypax oOHapy>KeHHs COOOIIeHUH o
HE)KEJAaTeNbHBIX SIBJICHUAX, a TaKXKe PETUCTPAllMM W COCTABJICHUS
OTYETOB O  HEXKENATeNbHbIX  SBJICHUSAX U  HMHTEPKYPPEHTHBIX
3a00JIeBaHUSAX.

8.4 Yb6enutech B HAIMYMM CBEJCHUN O TUIIE M MPOJOKUTEILHOCTH TIeproa
nocjenyromero HaOaroAeHuss 3a CyObeKTaMHM IOCHe  CEephEe3HBIX
HE)KEJIaTeIbHbIX SIBICHUH.

I'n. uccnemosares,
HCCIeA0BaTENbCKas
rpyumma

9. CraTucruka
[MpounTaiitTe creayrony0 HHPOPMAIIUIO CTATHCTUYECKOTO XapakTepa B

IPOTOKOJIE:
9.1 Onmcanue CTaTUCTHYECKUX METOJNIOB, IIOJIEKALNIMX HCIOIB30BaHUIO,
BKJTIOYast CpOKH IPOBE/ICHHS TF000TO0 3aIIAaHUPOBAHHOTO

MIPOMEXKYTOYHOT'O aHAJIK3A.
9.2 Komn4ecTBO CyOBEKTOB, TOJICKANINX BKIFOYCHHUIO B HCCIICJOBAHHE.
[Ipn mnpoBeAeHHM MHOTOIEHTPOBBIX HCCICIOBAHUA JIOJDKHO OBIThH
yKa3aHO IUIAHUPYEMOE YHCIO CYOBEKTOB I KaXIOTO IIEHTpa
MpoBeJIeHUs] HCMbITaHus. llpuumHa ompeneneHus pasMepa BBIOOPKH,

BKIIIOYAss  aHAJM3 WM  pPacyeThl  CTATUCTHYECKOW  MOITHOCTH
HCCIIeIOBaHMs, a TAK)Ke KIMHUYECKOe 00OCHOBaHHE.

9.3 [IpumMeHsieMbIit ypOBEHb 3HAUUMOCTH.

9.4 KoHKpeTHbIE KPUTEPHH MPEKPAILEHHS UCCIIEIOBAHUS

9.5 INopsi ok ydera OTCYTCTBYIOIIHX, HEHCITOJIb30BaHHBIX "

(dhanbcuUITMPOBaHHBIX TaAHHBIX.
9.6 Ilponenypsl mpeACTaBIeHUs OTYETHOCTH O KaKUX-THOO OTKIOHEHHSIX OT
MIEPBOHAYAJILHOTO IJIaHA CTATUCTUYECKOT0 aHajIn3a; JitoOble OTKJIOHEHUS
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KA3AKCTAH PECIIYBJIMKACHI JEHCAYJIBIK CAKTAY

MUHUCTEPCTBO 3JIPABOOXPAHEHUSA U
KOHE 9JIEYMETTIK JAMY MUHUCTPJIII'T

COLMAJIBHOI'O PA3BUTHUSA PECITIYBJIUMKHN KAZAXCTAH

KI'II HA IIXB «I{IEHTP SIAEPHOW MEJIULIUHBI U

«CEMEM SIIPOJIBIK MEIUIAHA KOHE OHKOJIOT UsT 1
OHKOJIOI'MH I'OPOJJA CEMEMH» Y3 BKO

OPTAJIBIFbI» HIZKK KMK

COII-03 - O630p MPOTOKOJIA KIMHUIECKOTO HCCIICTOBAHUS

OT TMEPBOHAYAIBHOTO TUTAHA CTATUCTHYECKOTO aHallM3a JIOJDKHBI OBITh
OIMCaHbl U 0OOCHOBaHBI B TIPOTOKOJIE U (WJIM) B OKOHYATEIILHOM OTYETE,
B 3aBUCHMOCTH OT OOCTOSITETTHCTB.

9.7 Bp16op cyOBEKTOB, TOJICKAIIMX BKIIOUCHUIO B aHANU3, HAIPUMEpP, BCE
paHIOMHU3HPOBAHHBIE CYOBEKTHI, BCe CyOBEKTHI, MOTYYaBIINE Mpenapar,
Bce CyOBEKTHI, OTBEHArOIMe TPEOOBAHUSM aHAIN3a, CYOBEKTBI, UYbE
COCTOSIHUE TOJIACTCS OLICHKE.

I'n. uccnemosares,
HCCIIeIOBATEIIbCKAs
rpyuma

10. Ipsimoii JoCcTYN K HCTOYHUKY JAHHBIX/I0KYMeHTaM

[TpoBepbTe HaIMuUE B MPOTOKOJE WM MHOM NHCBMEHHOM COIJIAlICHUU
yKa3zaHuii 0 ToM, uto MccnenoBarens/YupexaeHus JOMyCKaloT BO3MOKHOCTh
MMPOBCACHUA CBA3AHHBIX C UCHBITAHUEM MOHHUTOPHHIA, IIPOBCPOK, 0630pOB u
UHCIIEKUMH Ui Lened peryjaupoBaHHUs CO CTOPOHBI Y4.COBETa, C
o0ecreyeHUeM IpsIMOro 0CTyNa K MCTOUHHKY.

I'n. uccnemosares,
HCCIIeI0OBATEIIbCKAs
rpyumma

11. Kontpoub u o0ecnieyeHne KayecTBa

BeimonHuTe 0630p NpOTOKOJIA HA MPEIMET BKIFOUEHHS B HETO IIJIAHOB IO
00€ecrevyeHNI0 1 KOHTPOJIIO KayecTBa, HallpuMep, MOHUTOPUHT, ayJAUT LIEHTpa
IPOBE/IECHUS MCCIE0BAHUSA, CTaHIAPTHBIC OINEpPALMOHHBIE MPOLEAYPHI IO
YIPaBJIEHUIO KAYECTBOM.

I'n. uccnenoBarteis,
UCCIIEI0BATEIbCKAs
rpymnma

12. CodbJro1eHHe 3ITHYECKHX HOPM

[IpoBepbTe HANMMUKUE B TPOTOKOJIE TOJIOKEHUI O COOMIOICHUN STUYECKUX
HOpPM TIIpU MPOBEACHUM KIMHUYECKOTO UCHbITaHusA. JlaHHBIA paznen
BKJIFOYAeT B ce0s, B YHCJIE MPOYETO, PYKOBOMISIINE ITHUYECKUE MPUHIIUIIBI,
MOJJIeKaINe COONIOICHNI0 TPH TMPOBEACHUU WCCIECIOBAHUS, HaIpPUMeED,
XelbCUHKCKas JeKiapanus, PyKOBOACTBO IO HaJJIekaled KIMHUYECKOMN
npakTuKke MexayHapoAHOH KOH(EpPEHIMH MO TapMOHU3AIHUUA TEXHUYECKHX
TpeOOBaHMUI K PETUCTPAIUU JIEKAPCTBEHHBIX MPENapaToOB JJIsl HCTIOIb30BAHUS
y 4eJI0BEKa U T.1.

I'n. uccnemosares,

13. O6padoTKa TaHHBIX

HCCIIEI0BATEIIbCKAsS [IpoepbTe THN Tpouenyp cbopa U 0OpabOTKM AAHHBIX, MOJJIEKALINX
rpynmna PUMEHEHHUIO B X0/ IPOBEACHUSI KIIMHUYECKOTO MCTIBITaHMUSI.

I'n. uccnenoBatens, | 14. ®uHaHCHPOBaHHE U CTPAXOBAHHE

UCCIIEI0BATEIbCKAs IIpoBepbTe HasmyMe B MPOTOKOJE CBEIEHUM 1O  BONpPOCaM
rpymmna (¢uHAHCUPOBAaHMS U CTPaXxOBaHMs B OTHOIIEHHWH PACCMaTPHUBAEMOTO

KJIMHUYecKoro ucteinanud. Ecnu nndopmanns nogo6HoOro poja He ykazaHa B
IIPOTOKOJIE, TO €€, KaK IPAaBWIO, MOKHO HAWTH B OTACIIBHOM COIVIALLIEHUHU C
HCCIIEIOBATEIIEM.

I'n. uccnenoBarens,
UCCIIEI0BATEIbCKAs
rpymma

15. IouTHKA B OTHOLIEHUH MYOJIMKAIIMU Pe3y/IbTATOB UCCIeJ0BAHUA

[IpoBeppTe HanMuue B MPOTOKOJIE pa3jieia C OMUCAHUEM IOJIUTUKH B
OTHOILLIEHUM MyOJUKAIMM pPEe3yJlbTaToB HccienoBaHus. Eciau uHpOpmarus
oI00HOr0 poJia HE yKa3aHa B MMPOTOKOJIE, TO €€, KaK MPaBUJIo, MOYKHO HAWTH
B OTJICJIbHOM COIVIALIEHUH.

I'n. uccnemosarens,
HCCIIENOBATEILCKAS
rpymnma

16. lomoiHeHust
[IpouruTe  MOMOJHUTEIBHYIO UH(POPMAILIHUIO,
NpPECTABJICHHYIO B BH/IE MPHIIOKEHHUHA K TPOTOKOITY.

KakK IpaBujio,

6. IPUJIOKEHUS

[Tpunoxxenue 1. JIuct peructpaunu n3MeHEeHUN
[Tpunoxxenue 2. JIuct o3nakomieHus corpynaukos ¢ COIT
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KA3AKCTAH PECIIYBJIMKACHI JEHCAYJIBIK CAKTAY
KOHE 9JIEYMETTIK JAMY MUHUCTPJIII'T

«CEMEM SIIPOJIBIK MEIUIAHA KOHE OHKOJIOT UsT
OPTAJIBIFbI» HIZKK KMK

COII-03 - O630p MPOTOKOJIA KIMHUIECKOTO HCCIICTOBAHUS

JIMCT perucrpauvy u3MeHeHHu i

MUHUCTEPCTBO 3IPABOOXPAHEHUS U
COLMAJIBHOI'O PA3BUTHUSA PECITIYBJIUMKHN KAZAXCTAH

KI'II HA IIXB «I{IEHTP SIAEPHOW MEJIULIUHBI U
OHKOJIOTWHU I'OPOJIA CEMET» ¥3 BKO

IIpunoxenne 1

No Hara No paznena, Hara OcHoBaHue Jara Craryc, [loanuce
n\nn | mpoBep | moxpasnena, | BBEICH (nata BHECEHUS ®.1.0. auna
KM MyHKTa us MpuKasa W3MEHEHUH | MPOBEPSIO BHECIIIETO
JIOKYMEHTA, K | U3MEHE W LIETO WK | HU3MEHEHUE
KOTOPOMY HUS pacropsike BHOCHBIIIET
OTHOCHTCH HUs) 0
M3MEHEHUE U3MCHEHUS
1 2 3 4 5 6 7 8
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KA3AKCTAH PECIIYBJIHKACHI JEHCAVJIBIK CAKTAY
7KOHE SJIEYMETTIK JAMY MUHHUCTPJITT

«CEMEM SIIPOJIBIK MEJUITUHA )KOHE OHKOJIOTUs
OPTAJIBIFbI» IIDKK KMK

cor1-03 - 0630p

MPOTOKOJIa KIIMHHYCCKOro HCCICAOBAHHA

JIuct o3HakomieHusi coTpyanukos ¢ COIL

MUHUCTEPCTBO 3IPABOOXPAHEHHA U
COLIMAJIBHOTI'O PA3SBUTHUSA PECITYBJIMKH KA3AXCTAH

KI'TI HA TIXB ([EHTP AA{EPHOI1 METUIIHBI U
OHKOJIOTHH I'OPOJIA CEME#T» V3 BKO

[punoxenue 2
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