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aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 09.06.2020
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KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 1 utons 2020 roza Ne
KP JICM-60/2020. 3aperucTpupoBan
B MUHHCTEPCTBE IOCTHITHI
Pecny6nuku Kazaxcran 2 urons
2020 roma Ne 20808

O BHeceHMHU M3MEHeHUI B Ipuka3 MuHucTpa 31paBooxpanenus Pecnyoankn
Ka3zaxcran ot 2 anpeast 2018 roxa Nel42 «O06 yrBep:xkaenun IlpaBus npoBeaenust
AOKJIMHUYECKHX (HEKJIMHUYECKHX) UCCIeI0BAHUN, KIMHUYECKUX HCCJIeI0OBAHUM,
KJIMHUKO-JTA00PATOPHBIX MCNIBITAHUI MeIMIUHCKUX U3/1eJIUil 1JI ITMATHOCTHKH in

vitro, a Takke TpeOOBAHMH K TOKJIMHUYECKUM U KJINHUYECKUM Oazam»

B cootBercTBUU ¢ noanyHkToM 1) ctateu 10 3akona Pecniybnuku Kazaxcran ot
15 anpens 2013 rona «O rocynapctBennsix yciyrax» IIPUKA3BIBALO:

1. Buectu B npuka3z MuHnuctpa 3apaBooxpanenus Pecniyonuku Kazaxcran ot 2
anpens 2018 roga Ne 142 «O0 yrBepxknenuu [IpaBun npoBeneHus JOKIMHUYECKUX
(HEKJITMHUYECKUX ) UCCIICIOBAHUH, KITIMHUUECKUX UCCIIe0BaHUMN, KIIMHUKO-
71a00paTOPHBIX UCIIBITAHUN MEAUITMHCKUX U3ICTUN JIs JUArHOCTHKH in Vitro, a TaKxke
TpeOOBaHU K JOKIMHUYECKUM U KIMHUYECKUM 0azamy (3aperucTpupoBaH B Peectpe
roCy1apCTBEHHOM PErMCTPALlMM HOPMATHBHO-IIPABOBBIX aKTOB 3a Ne 16768,
onybnukoBaH 17 anpens 2018 roma B 3TaJOHHOM KOHTPOJIBHOM OaHKE HOPMATHBHO-
MIPaBOBBIX aKTOB) CIEAYIOIINE U3MECHECHHUS:

34roJIOBOK IIpHKa3a U3JIOKUTh B CHGI[yIOH.I@fI peaAaKIuun:

«O06 ytBepxkenun [IpaBun npoBeaeHUs JOKIMHUUECKUX (HEKITMHUYECKUX )
UCCJIeIOBAaHUMN, KIMHUYECKUX UCCIIEIOBAaHUN, KIIMHUKO-T1a00paTOPHBIX UCITBITAHHMI
MEUIMHCKUX U3CIIUM NIl TUarHOCTUKH in Vitro, a TakyKe TpeOOBaHUM K
JTOKJIMHAYECKUM U KIIMHUYECKUM 0a3aM» U OKa3aHUs rOCyIapCTBEHHOMN yCIIyTU
«Bpinaua pazpelieHus Ha MPOBEACHUE KIMHUYECKOTO UCCIIeIOBAaHUS U (HIIN)
UCTIBITaHUS (apMaKOJOTHUECKUX U JICKAPCTBEHHBIX CPEJICTB, MEIUIIMHCKUX U3,
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MYHKT | M3JI0KUTH B CIENYIOIIEN PEIAKIIUN:

«l. YTBepauts npuitaraemslie [IpaBriia npoBeneHUs JOKITMHUYECKUX
(HEeKJIMHUYECKUX ) UCCIIEN0BAHNM, KIMHUYECKUX UCCIIET0BAHUN JIEKAPCTBEHHBIX
CPEICTB U METMLIMHCKUX U31E€NUHI, KITUHUKO-Ia00pATOPHBIX UCIIBITAHUA METUIIUMHCKUX
W3JICIIUN JIJIs JUArHOCTUKH in Vitro, a TakyKe TpeOOBaHUS K JOKIMHUYSCKUM U
KJIMHUYECKUM 0a3aM M OKa3aHMsI roCyJapCTBEHHOM yciyTu «Bpliadya pa3pelieHus Ha
IPOBEJICHUE KIIMHUYECKOTIO UCCIAEAOBAHMS U (MJIM) UCTIBITAHUS (DAPMAKOJIOTUYECKUX U
JIEKapCTBEHHBIX CPEACTB, MEAUIIMHCKUX U3ACITAN»;

npuiokeHue 1 K nmpukazy U3J10KUTh B HOBOM PeaKIMK COTJIACHO MPUIIOKEHHIO
K HACTOSIIIEMY MPUKA3Y.

2. [lenapTaMeHTy HayK{ U YeJIOBEYECKUX pecypcoB MHUHHCTEpCTBA
3npaBooxpaHeHus PecyOnuku Ka3zaxcran B yCcTaHOBIEHHOM 3aKOHOIATEICTBOM
Pecny6nuku Kazaxcran nopsinke o0ecneyuTs:

1) rocy1apcTBEHHYIO PETMCTPALMIO HACTOSIIETO TPUKa3a B MUHUCTEPCTBE
roctuiuu PecyOnuku Kazaxcran;

2) pa3MeleHrne HaCTOSIIETo MprUKa3a Ha MHTEPHET-pecypce MuHucTepcTBa
3npaBooxpaHeHus Pecnyonuku KazaxcraH rocie ero opunuanbHOro onyOJInKoBaHNUS,

3) B TeueHUE AeCATH pabOUYnX JTHEH MOCIE TOCYJapCTBEHHOW PEerucTpaluu
HACTOSIIIETrO MpHKa3a npeacrasienue B IOpuanueckuii aenapramMeHT MUHUCTEPCTBA
3npaBooxpaHeHust Pecrryonuku Kazaxcran cBeneHuii 00 UCIIOTHEHHH MEPOTIPHSITHH,
IPEeTyCMOTPEHHBIX MOAMYHKTaMU 1) 1 2) HACTOSIIETO MyHKTA.

3. KoHTpoJ1b 32 HCIIOJIHEHUEM HACTOSIIETO MTPUKAa3a BO3JIOKUThH Ha BUIIE-
MUHHUCTpa 3apaBooxpanenus Pecnyonuku Kazaxcran Adumesa O.A.

4. Hacrosimuii mpyKas BBOJUTCS B ICMCTBUE M0 UCTEUEHUH JIBAALIATA OJTHOTO
KaJICHIAPHOT'O JTHS ITOCIIe JHS €ro MEPBOro 0(UIIMAIIBHOTO OITyOIUKOBaHUS.

Munuctp 3a1paBooxpanenusi Pecnyoankn Kazaxcran E. bupranos
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[Ipunoxenue
K [pUKa3y
MuUHHUCTP 34paBOOXPAHEHUS
Pecny6nuku Kazaxcran
ot 1 urons 2020 roxa
No KP ICM-60/2020

[Tpunoxenue 1
K Nprkazy MuHuCTpa
3/IpaBOOXPaHEHUS
Pecny6nuku Kazaxcran
ot 2 anpens 2018 roga Ne 142

IIpaBuia
NMpoBeAeHUSs JOKJIMHNYECKUX (HEKIMHUYECKHUX) UCCIIeI0BAHUN, KIMHAYECKHUX
HCCJICIOBAHN A, KIIMHUKO-IA00PATOPHBIX UCIIBITAHUNA MeIUIUHCKUX U3ACJIUM /I
JUATHOCTHKHM in vitro, a Tak:ke TPeOOBAHUA K JOKJINHUYECKIM U KJIMHUYECKUM
0a3aM U OKa3aHMS roCyAapCTBEHHOH ycayru «Bopiiaya paspenieHus Ha
NPOBeAeHHEe KIMHUYECKOr0 UCCIeI0BAaHUs U (MJIH) UCIIBITAHUS
(papMaKoJI0rH4eCKUX U JIEKAPCTBEHHBIX CPEACTB,
MEIUIMHCKUX U31eJTHiD)

I'maBa 1. O0mue moJj1o;keHus

1. [IpaBuna npoBeeHUs JOKIMHUYECKUX (HEKIIMHUYECKHUX ) UCCIIeIOBAaHUH,
KJIMHUYECKUX UCCIEAOBAHUN JIEKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX U3JIETUH,
KIIMHUKO-1a00paTOPHBIX UCIBITAHUN METUIIMHCKUX U3ACIUN JUIsl IUarHOCTHKY 1n Vitro,
a Takke TpeOOBaHMS K JOKJIMHUYECKUM U KIMHUYeCKUM 0azaM (nanee — [IpaBuna) u
OKa3aHUs rocyIapCTBEHHOM ycliyru «Bpiaaua pa3pelieHus: Ha MpOBEICHUE
KJIIMHUYECKOTO UCCIIEeIOBAHUS U (MJIU) UCTIBITAaHUS (hapMaKOJIOTHYECKUX U
JIEKAPCTBEHHBIX CPEJICTB, MEAUIIMHCKUX U3enuil (nanee — ['ocymapcTBeHHas yciiyra)
pa3paboTaHbl B COOTBETCTBHUH C IMYHKTOM 2 cTaThkl 72 u myHKTOM 3 ctatbu 74 Kopgekca
Pecnyonuku Kazaxcran ot 18 centsaops 2009 rona «O 310poBbe Hapoga U CUCTEME
3apaBooxpaHeHus» (ganee — Koxgekc), c noamynkrom 1) cratbeit 10 3akona
Pecny6mnku Kazaxcran «O rocy1apCTBEHHBIX YCIYTax» U ONPEEsOT MOPSIOK
MPOBEJEHUS TOKIMHUYECKUX (HEKIIMHUYECKUX) UCCIIEIOBAaHUM, KITIMHUYECKUX
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WCCJICIOBAaHUN JIEKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX H3CIIUN, KITMHAKO-
71a00paTOPHBIX UCTIBITAHUN MEAUITMHCKUX U3JICTTUN JIs JUATHOCTHKY 1n Vitro, a TaKkxke
yCTaHABIMBAIOT TPEOOBAHMSI K JOKIIMHUYECKUM M KIIMHHYECCKUM 0a3aM U TIOPSI0K
OKa3aHUs rOCyIapCTBEHHOHN yCIIyTH.

2. Hacrosimue I[IpaBuiia pactipocTpaHsitOTCS Ha:

1) noxnuHnYeckue (HEKIMHUYECKUE) UCCIIEIOBAHMS, BKIIFOYAIOIINE
JOKJIMHUYECKHE (HEKIMHUYECKHUE) UCCIIEOBAaHUS JIEKAPCTBEHHBIX CPEJICTB U
UCCe0BaHus (UCTIBITAHMS ) OLICHKU OMOJIOTUYECKOTO ACHUCTBUSI MEAUIIMHCKUX U3IETTUN;

2) KIIMHAYECKHE MCCIICOBAHUS JICKAPCTBEHHBIX CPEICTB, METUIIMHCKUX U3ACITUN
B KJIMHUKO-1a00paTOPHBIC UCTIBITAHUS MEIUIIMHCKUX U3ICIIUN JIJIs1 TUATHOCTUKH in
Vitro.

3. B nacrosuux IIpaBunax uCnonb3yrOTCs CIEAYIOIMMUE TEPMUHBI U ONPEIEICHUSA:

1) uapopmMupoBaHHOE corjiacue — mpoieaypa J00pOBOJIBLHOTO MOATBEPKACHUS
CyOBEKTOM MCCIIETOBAHMSI HIIM €r0 3aKOHHBIM MPEACTABUTEIEM COTJIACHS Ha YIACTHE B
KOHKPETHOM HCCIICIOBAHUH TIOCTIE TIOTy4YeHHsI HH(popMarmu 000 BCEX 3HAYUMBIX JIJIS
MPUHATHUS UM PEIICHUS aCTIeKTaX UCCIICT0BaHMUS;

2) HenpeABUACHHAs HEKellaTebHasl peaklus — HeXKeNaTenbHas peakus,
XapakTep, CTENEeHb TSHKECTH WM UCXO/ KOTOPOIl HE COOTBETCTBYIOT HH(pOpMauu
JNENCTBYIOLIEN MHCTPYKIMH MO0 MEAUIIMHCKOMY NMPUMEHEHUIO JIEKAPCTBEHHOTO
cpeacTBa MO0 OpoIIIope UCCIIEOBATENS ISl HE3aPETUCTPUPOBAHHOTO
JIEKAPCTBEHHOI'O CPEICTBA;

3) Guonornyeckasi SJKBUBAJICHTHOCTh (OMOAKBUBAJICHTHOCTh) — OTCYTCTBHUE
3HAYUMBIX PA3JIMUUMA MO0 CKOPOCTHU U CTENEHH, C KOTOPBIMU JIEHCTBYIOIIEE BEIIECTBO
WJIM aKTHBHAS YaCTh MOJICKYJIbI JICHCTBYIOIIETO BellecTBa (hapMaleBTHICCKHUX
SKBUBAJICHTOB WK (papMalleBTUYECKUX aTbTEPHATUB CTAHOBSATCS TOCTYITHBIMU B MECTE
CBOETO JICUCTBUSA NMPU BBEJCHUU B OJITMHAKOBON MOJISIPHOM J103€ B CXOKUX YCJIOBUSIX B
HCCJICIOBAHNH C HAJICKAIUM JTU3aMHOM,;

4) uccnenoBanre OMOIKBUBAIIEHTHOCTH — CPABHUTENIBHOE U3yUEHHUE
OMOJOCTYITHOCTH C LIEJIBbI0 YCTAaHOBJIEHUS (PapMaKOKMHETUYECKOW SKBUBAJIEHTHOCTH
MEXy TECTUPYEMBIM IPENapaToOM U MpPernapaToM CPaBHEHHUS;

5) GuoaTHYECcKas SKCIepTH3a — PACCMOTPEHNE OMOMETUIIMHCKOTO HCCIICIOBAHMS
1 BbIJIaua 000OCHOBAHHOIO 3aKItoueHNsS KoMuccuu mo OMO3THKE C MO3UITUN dTHUECKOM
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IMPHUEMJIICMOCTH, 0e30ImacHOCTH IJI1 YI4aCTHUKOB U HeJIeCOO6p213HOCTI/I JaHHOT'O
HCCIICOOBAaHMUA,

6) JeKapCTBEHHOE CPEJICTBO — CPEACTBO, MPEACTABIISIONICE COOOM UITH
coJieprKalllee BeIecTBO JIM00 KOMOMHAIMIO BEILIECTB, BCTYMAIOIIEE B KOHTAKT C
OpraHU3MOM YeJIOBEKa, MpeIHA3HAuYECHHOE JIJIS JICUCHUS, TPO(PIIIaKTUKN 3a001eBaHU
YeJIoBeKa W1 BOCCTAHOBJICHUS, KOPPEKIIMH UM U3MEHEHHS er0 (U3HOJIOTUYECKUX
dbyHkiui nocpeacTBom hapMaKoJIOrH4ecKoro, MUMMYHOJIOTMYECKOT0 JTN00
METa0O0TUYECKOTO BO3/ICHCTBUS, WU JIsl UATHOCTUKH 3a00JI€BaHUN U COCTOSIHUS
YeJI0BEKa;

7) UCKIIIOUYEHUE U3 CTAHIaPTHOM MPOIeAyPbl KIMHUYECKOTO UCCIEA0BAHUS
JIEKapCTBEHHOT'O CPEJICTBA — IPOLEAYpa JOIyCKa HE3apErNCTPUPOBAHHOTO
JIEKapCTBEHHOTO CPE/ICTBA K KIMHUYECKOMY MPUMEHEHHUIO B UCKIIOYUTEIBHOM MOPSIIKE
B OJIHOM MEJUIMHCKON OpraHU3alliy 110 MHAUBUAYAJIbHBIM MOKa3aHUSM;

8) crioHcop - puznuecKoe Wi IPUINIECKOE JTUI0, SIBISIONICECS HHUIIMATOPOM
KIIMHUYECKOTO UCCIIEIOBAHUS U HECYIIEe OTBETCTBEHHOCTD 3a €T0 OPTaHMU3AIUI0 U
(wn) puHAHCUPOBAHMUE;

9) HexenarenbHOE SIBJIEHUE — JTI000€ HEOIArONMPUATHOE U3MEHEHUE B COCTOSIHUU
3/I0pOBBS MAIMEHTa WK CyOBbeKTa KIMHUUYECKOTO UCCIIEI0BAHUS (MCTIBITAHUS),
KOTOpOMY Ha3Hauajcs JIeKapCTBEHHBIN (MccielyeMblil) mpenapaT, He3aBUCUMO OT
IPUYUHHO-CIIEICTBEHHON CBSA3H C €r0 IPUMEHEHHUEM;

10) HexxenaTenbHask peakuus — HeMpeJHaMepeHHas, HeOJaronpusTHas peakius
OpraHu3Ma, CBSI3aHHAs C IPUMEHEHUEM JIEKAPCTBEHHOIO (MCCIEAYyEMOro) Ipenapara u
Ipeanoiarampias HaTu4rue BO3MOKHON B3aUMOCBSI3H C IPUMEHEHUEM JaHHOTO
JIEKapCTBEHHOTO (MCCIEyeMOro) nmpenapara;

11) HebmaronpusaTHOE COOBITHE (MHIUICHT) — JTI00ast HEUCTIPABHOCTH ¥ (MJTH)
YXYAIICHUE XapaKTEPUCTUK WM HapylIeHHe PYHKIIMOHUPOBAHUS MEIUIIUHCKOTO
U3JIeIUsl, WK HEJIOCTATOYHOCTh JIMOO HEKOPPEKTHOCTH COMPOBOIUTEILHON
uHbopMaIK (IOKYMEHTAIMK) Ha MEIUIIMHCKOE U3eNne, TOOOYHBIC EHCTBUS UITU
HeXeJaTeabHas peakius, He yKa3aHHbIe B UHCTPYKIIUU IO IPUMEHEHUIO WU
PYKOBOJICTBE MO 3KCIUTYaTallMu, KOTOPbIE MPSMO UM KOCBEHHO MPUBEIU WU MOTJIU
NPUBECTH K CMEPTH WA CEPHE3HOMY YXYIIIECHUIO COCTOSIHUS 3JJ0POBbS MOJIb30BATENCH
WU TPETHhUX JIUII,
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12) nunuBuayaneHas peructpaunonnas kapra (aanee — UPK) — nokymeHnT Ha
OYMa)KHOM H/WJIH DJICKTPOHHOM HOCHUTEJIE, NTPeIHa3HAYCHHBIH /1711 BHECEHUS BCel
IPEeTyCMOTPEHHON TPOTOKOJIOM U TIOJIEKAIIEH repeaade CioHCOpy HHPOPMAIIHH 110
KaKJIOMY CyOBEKTY HUCCIIEI0BAHMUS;

13) uccnemyemslii npenapar — JiekapcTBeHHast (hopMa aKTUBHOTO BELIECTBA WU
miane0o, u3ydyaemasi Wi UCIoNIb3yeMasi AJi1 KOHTPOJIA B KIMHUYECKOM UCCIIE0BaHUH,
B TOM UYHCJIE 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpemapar B CiIydae, €Clid Croco0
€ro MPUMEHEHUS OTIIMYACTCS OT YTBEPKJICHHOT0, a TAKXKE MIPHU €ro UCIOIb30BaHUH 10
HOBOMY IMTOKa3aHUIO WJIH JIJIsl TTOJTYYCHHUS JTOTIOJTHUTEILHON NHGOPMAIIHH 110
YTBEPKJIEHHOMY MTOKa3aHUIO;

14) pykOBOIUTEINb HCCIICAOBAHUS — JIUI0, OTBETCTBEHHOE 3a 00IIIee IIPOBEICHUE
HEKJIMHHYECKOTO MCCIIECA0BAaHUs OC30IMaCHOCTH JUTS 3JI0POBbsS YSJIOBEKA U OKPY KaOIIEH
CpeIbl;

15) uccrnenoBaTenbCKUii EHTP — OpraHU3aIMs, Ha 0a3e KOTOPOU MTPOBOIUTCS
JTOKJIMHUYECKOE (HEKJIIMHUYECKOE) UCCIIeIOBAaHUE, KITMHUYECKOE HCCIIeIOBAHNE
JIEKAPCTBEHHBIX CPEJICTB, MEAUIIMHCKUX U3ICIUHN, KIIMHUKO-Ia00paTOPHOE UCTIHITAHHUE
MEIUIMHCKUX U3JIEINH Il JMAarHOCTUKH 1n Vitro;

16) uccnenoBarens — GU3NIECKOE JIUII0, OTBEYAIOIIEE 32 IPOBEACHHE
MCCIIEIOBaHUS B MCCIIEIOBATENIbCKOM LIEHTpE. B cirydae npoBeaeHus ucciieioBanus B
UCCIIE0BATEIBCKOM LIEHTPE IPYMIION JIUI] UCCIIeI0BaTENEM (TJIaBHBIM
UCCTIeZI0OBATEIEM) SIBJISICTCSI PYKOBOAUTENH TPYIIIIHI;

17) 6p011110pa HCCJICOAOBATCIIA — CBOAHOC U3JIOKCHUC PE3YJIbTATOB KIIMHUYCCKOT'O
N JOKIMHHNYCCKOI'O (HGKJ’II/IHI/I‘IGCKOFO) N3Yy4YCHUA UCCIICAYCMOI0O IIpCIiapara, SHAa9YUMbIX
JJIA €0 HCCIICAOBAaHUS Ha YCJIIOBCKC,

18) HEMHTEpPBEHIIMOHHOE UCCIEA0BAHNE — UCCIEA0BAHNE, KOTOPOE MPOBOIUTCS
1oCJIe TOCYAapCTBEHHON PErnucTpaluu JEKapCTBEHHOr 0 MpenapaTa U Ha3HayaeTcs B
paMKax MEAUIMHCKON MPAKTUKU B COOTBETCTBUU C MHCTPYKIHUEH MO MEIUIITHCKOMY
IPUMEHEHUIO;

19) HHTCPBCHIIMOHHOC HUCCIICAOBAHUC — UCCIICAOBAHUC C YIACTHCM YCJIOBCKA B
Ka4y€CTBEC CY6’[>€KT3 HCCIICAO0BaHMs, ITPHU KOTOPOM BpadY-HUCCICAOBATCIIb HA OCHOBAHUUN



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 01.06.2020

. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 09.06.2020

o ik G N [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 01.06.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 09.06.2020

MIPOTOKOJIA UHTEPBEHIIMOHHOTO KIIMHUYECKOTO UCCIIEIOBAHUS, COOTBETCTBYIOIIETO
MOPAJIKY TTPOBEICHUS KIIMHUYECKUX UCCIIEA0BaHMM, Ha3HAYAET CYObEeKTaM
UCCIIEOBAHNUS CIIENUATIBbHOE BMEIIATENIBCTBO;

20) knuHUYeckas 6a3a — pakTUIeCKOe MECTO MPOBEJACHUS KIMHUYECKOTO
UCCJIEIOBAHUS;

21) npoxnmHMYecKas 6a3a — opraHu3arus, sBISOMAsAcs HaKTHIECCKUM MECTOM
POBEICHUS TOKIMHUYECKOTO (HEKIMHUYECKOTO) UCCIEIOBaHMS;

22) NOKJIMHUYECKOE (HEKJIMHUUECKOE) UCCIICIOBAHUE — XUMHYECKOE,
dbusznyeckoe, OMOJIOrHYecKoe, MUKPOOHUOI0THYECKOoe, (PapMaKoIOTHUECKOE,
TOKCHKOJIOTUYECKOE U JIPYTO€ SIKCIEPUMEHTAILHOE UCCIEOBAHNUE UIIA CEPUS
UCCJIEIOBAaHUMN 110 U3YUYEHHIO UCCIIElyEMOT0 BEUIECTBA (JIEKAPCTBEHHOT'O CPECTBA)
MyTeM MPUMEHECHUSI HAYYHBIX METOJIOB OIICHKHU B LEJISAX U3yUYCHUS CTICTIM(PUIECCKOTO
NeNCTBUA U (WIH) TTOJIyYeHUS 10Ka3aTeIbCTB 0€30MacHOCTH ISl 3JJ0POBbS YEIOBEKa;

23) KIMHUYECKOE MCCIICIOBAHUE — HCCIICOBAHUE C YIaCTHEM YCJIOBEKA B
KauecTBe CyOBbeKTa, MPOBOAUMOE TSI BRISIBJIICHHSI HJT TTOATBEPIKIACHUS O€30TIaCHOCTH U
3 PEKTUBHOCTH CPEACTB, METOAOB M TEXHOJOTHI MPOPUIAKTUKH, TUATHOCTUKU U
JIedeHHs 3a00JICBaHMI;

24) nepBas (aza KIMHUYECKOTO HCCIIEJOBAaHUS — IEPBOE UCTIBITAHKE
JIEKapCTBEHHOI'O CPENICTBA, IPOBOIMMOE Ha 3JOPOBBIX JOOPOBOJIBLIAX WM MMALIMEHTAX,
CTpaJIaloIIUX COOTBETCTBYIOMIUM 3a00I€BaHNEM, KOT'/1a BHICOKAs TOKCUYHOCTh
MCCIIENYEMOT0 IIpenapara JAeacT IPOBEACHUE UCCIEN0BAHNS Y 310POBBIX
JI0OPOBOJIBLIEB HEATUUHBIM, B LIEJISIX YCTAaHOBJICHUS IEPEHOCUMOCTH, 0€30I1aCHOCTH,
HaJIM4YUs TePaneBTUYECKOro AeHCTBUSA, (PapMaKOKMHETHUYECKUX U
bapMaKoAMHAMUYECKUX XapaKTePUCTHK;

25) Bropas (a3a KIMHUYECKOTO UCCIICTOBAHMS — UCCIICIOBAHUE C TIEIBI0 OTICHKU
3¢ ()EKTUBHOCTH M KPATKOCPOUHOM O€30MaCHOCTH HCCIIEyEeMOro JIEKAPCTBEHHOTO
CpeACTBa y MAIlMEHTOB C KOHKPETHHIM 3a00JIEBaHUEM, a TAKXKE JI0KA3aTEIbCTBO
KIIMHUYECKOHN 2((HEKTUBHOCTH JIEKAPCTBEHHOT'O CPEACTBA U OIIPEICIICHUE
TEpareBTUYECKOI0 YPOBHS JJOZUPOBAHUS TIPU UCIILITAHUN HA TPYIINE NaIMEHTOB;

26) yeTBepTas (aza KIMHUYECKOTO UCCIIEA0BAaHUS — UCCIIEOBAHUE
JIEKAPCTBEHHOTO CPEJICTBA, KOTOPOE OCYILIECTBIISIETCS TIOCJIE €r0 PETUCTPALIH U
MOCTYTUICHUS HA PBIHOK, C IEJIbIO MOATBEPKIACHUS TepareBTUIECKON d(PPEKTUBHOCTH,
CTpaTeruu €ro JajibHEUIero UCIOJIb30BaHMS, a TAK¥Ke JIsl TOJTyYEHUS
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JOTIOJIHUTENIbHOW MH(GOPMAIIUU O CIIEKTPE U YaCTOTE MOOOUHBIX ACUCTBUN U
B3aUMOJICICTBUU HCCIIELYEMOTO JIEKAPCTBEHHOI'O CPEACTBA C APYTUMU
JIEKaPCTBEHHBIMH CPEJICTBAMU;

27) TpeThbs pa3a KIMHUYECKOTO MCCIIEI0BAHUS — UCCIIEI0BAaHKE, IPOBOIMMOE Ha
OONBIINX rpyNIax MaueHTOB Pa3IMYHOrO BO3pPacTa, C Pa3IMYHON COMYTCTBYIOIIEH
[aToJIOTHEH, B LENAX U3YUCHHUS BCEX aCIEKTOB JICUCHNUS, BKIIIOUAs OLEHKY MTOKa3aTes
PUCK/TIONB3a;

28) OTYET O KIMHUYECKOM UCCIIEIOBAHUM — IOKYMEHT, COJIep Kallliil OonmrcaHue
KIIMHUYECKOTO UCCIIEI0BAHUS TEPANIEBTUYECKOT0, TPO(PHUIAKTHYECKOTO HIIH
JTUArHOCTUYECKOTO CPEICTBA C YYaCTHEM UEJIOBEKA B KAUeCTBE CYObEKTa,
00BeUHSIONIEE KIMHUYECKOE U CTATUCTHYECKOE OMUCAHUS, TIPE/ICTABIICHNE JaHHBIX U
UX aHaJU3; OTAAIECHHBIX 3P PEKTOB, BKIIIOYAs HEKEIATEIbHbIE PEaKIUU UCCIIETYEMOTO
JIEKAPCTBEHHOTO CPEACTBA, MEIUIIMHCKOTO U3EIUS;

29) npoTOKOJI KIMHUYECKOTO UCCIe0BaHus (fanee — MPOTOKOJI) — JOKYMEHT,
OMHCHIBAIOIINH 1IeNTH, AU3alWH, METOI0JIOTHIO, CTATUCTUYECKUE aCTIEKThI U
OpTraHM3AINIO UCCIIEIOBAHNS;

30) BcmomMoraTenbHbIN JEKapCTBEHHBIN MpenapaT — 3aperucTPUPOBAHHbBIN
JIEKAPCTBEHHBIN IIpenapar, UCIOJIb3yEMBIN B LEIAX KIMHUYECKOTO NCCIICIOBAHNS B
COOTBETCTBUHU C MPOTOKOJIOM KIMHUYECKOTO UCCIEAOBAHUs, HO HE B KAYECTBE
UCCIIENYEMOT0 JIEKApCTBEHHOTO IIpernapara; JeKapCTBEHHbIE IIpenapaThl HE YKa3aHHBIE
B IIPOTOKOJIE KIMHUYECKOT'0 UCCIIE0OBAHUS HE OTHOCATCS K BCIIOMOIaTelIbHbIM
JIEKapCTBEHHBIM IIpenaparam;

31) cepre3Hoe HexenarenbHoe siBiaeHue (nanee — CHS) u (unu) cepresnas
HexenaTenbHasa peakius (nanee — CHP) — nexenartenbHas peakiusi, KOTopasi IpUBOJUT
K CMEpTH, MPEJCTABISET YTpo3y Il )KU3HU, TpeOyeT rocuTaIn3aliy NalueHTa uin
€€ NPOUICHHUS], IPUBOAUT K CTOMKOM JTMOO BBIPAXKEHHOW HETPYIOCIIOCOOHOCTH WU
WHBAJTUIHOCTH, K BPOKJICHHBIM aHOMAJIMSIM HIIA TTIOPOKAM Pa3BUTHS, TPEOyeT
MEIUIMHCKOI0 BMEIIATEIbCTBA ISl MPEJOTBPALLEHUS PA3BUTHSI IEPEUUCICHHBIX
COCTOSIHUM;

32) oO111ast XapakTEepUCTUKA JIEKAPCTBEHHOTO Mpenapara s MeAUIIMHCKOTO
npumMenenus (nanee — OXJIIT) — nokymeHT, coaepkaiuii ”HGOPMAITUIO s
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MEIUIMHCKUX PAOOTHUKOB O 0€30MacHOM U 3((HEKTUBHOM HCIOJIb30BAHUU
JIEKapCTBEHHOTO IIpenapara B LEesAX MPAaBUJIBHOIO Ha3HAYEHHUS JIEKAPCTBEHHOIO
npenapara u KOHTPOJIS 32 €ro IPUMEHEHUEM;

33) MeAMIIMHCKAs: OpraHu3alksl — OpraHu3alus 3paBOOXPAHEHUSI, OCHOBHOM
NEATEIIbHOCTBI0 KOTOPOM SIBISAETCS OKa3aHUE MEIULIMHCKON ITOMOILIY;

34) DKcnepTHBIN COBET rOCYIapCTBEHHOM 3KCIEPTHOM OpraHu3alu (J1anee —
DKCIEepTHBIN COBET) — KOJUIETHAJIbHBIN OpraH, CO3jaBaéMblii B TOCY1apCTBEHHON
HKCIIEPTHOM OpPTraHU3alUU MO0 PACCMOTPEHUIO CIIOPHBIX BOIIPOCOB B PE3yJIbTaTax
AKCIIEPTU3BI, OCHOBAHUH (IIPUUMH) BbIJAYU OTPULIATENIbHBIX 3aKJIIOUEHUH 110
3¢ pexTuBHOCTH, O€30MACHOCTU U KaYECTBY JIEKAPCTBEHHBIX CPEJICTB, METULIUMHCKHUX
U3JICNIUN U IPUHATUIO OKOHYATEJILHOTO PELICHMS;

35) nexapcTBeHHBIE penapaTsl nepenoBoi tepanuu (nanee — JIINIIT) —
JIeKapCTBEHHBIE MpernapaThl MEIUIIUMHCKOTO MPUMEHEHUS, SBIISIOIIHECS
JIEKApCTBEHHBIMU TpenapaTaMy reHHOW Teparuu, Teparnui COMaTUIECKUMU KIJIETKaMH,
TKAaHEHMH)KEHEPHBIMU TperapaTaMu Wi KOMOMHUPOBAHHBIE MPeTapaThl Il IePeI0BOM
Teparuu,

36) KOMOMHUPOBAHHBIE TIPENAPaThI 17151 IEPEIOBOM TepaNuU — JIEKapCTBEHHbBIE
npenaparsl, sl IEPEI0OBOM Tepalny, IPeICTaBICHHbIE B KOMOMHAIMY C MEIULIMHCKUM
U3JICIINEM,;

37) npenapaT CpaBHEHUS — 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT
1m0 maiedo, UCMoIb3yeMblid KaK KOHTPOJIb B KIIMHUYECKOM UCCIICIOBAHNM;

38) Komuccusi Mo oLeHKe MaTepruanoB KIMHUYECKUX HUCCIIETOBAaHUMN IKCIIEPTHOM
OpraHU3aliy — KOJUIETHaJIbHBIN OpraH I IPUHATHUS PELICHHUS C LEIbI0 HAIIPABICHUS
PEKOMEHJAIlMU B YIIOJTHOMOYEHHBIN OPraH 0 KIMHUYECKOM HCCIIEIOBAHUU;

39) skcniepTHas OpraHu3alus — rocy1apCcTBEHHas SKCIEepTHAs OpraHu3alus B
cdepe oOpalleHus JeKapCTBEHHBIX CPEICTB, MEIUIIUHCKUX U3/1ETIHl;

40) cranmapTHble oniepalmoHHblie npoueaypsl (nanee — COIl) — noapoOHbIe
MUChMEHHBIE MHCTPYKITUH, ITPETHA3HAUYCHHBIC JIs1 JOCTHKCHHS €TMHO00pa3Us MpH
OCYIIECTBICHUH OMPEEICHHON IeATEeIbHOCTH;

41) cyOBekT (CyOBeKT UcciieIoBanus) — (pU3nuecKoe JINIO, yIacTBYIOIIEE B
KIIMHUYECKOM UCCJIEIOBAHUU B COCTaBE TPYIIIIBI, MOTYYAIONIEH UCCIIETy MBI
npernapar, JIn0o B COCTaBe KOHTPOJIBHOW TPYIIIIHI;
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42) TepaneBTHYECKasi SKBUBAJIEHTHOCTb — IOCTHKEHUE KIMHUYECKU
COIMOCTaBUMOI0 TE€PANEBTUYECKOTO 3(PPeKTa Npu NpUMEHEHUH JIEKAPCTBEHHBIX
npenaparoB i OAHOU U TOM K€ IpyIIibl OOJNBHBIX MO OAHUM M TEM K€ MOKa3aHUIM";

43) TeXHUYECKHUI (paill — KOMIUIEKT TEXHUYECKOW TOKYMEHTAI[MU Ha
MEAMIMHCKOE U3/IeNIne, BKIIOYAIOMINNA B ce0sl ONucaHie METUIIMHCKOTO U3/IeTUS U €T0
IIPEATIOJIaraeMOe UCII0Ib30BaHUE, @ TAKIKE OXBATBIBAIOLIUN BOIIPOCHI IPOEKTUPOBAHU,
U3TOTOBJICHUS U DKCIUTYyaTallud MEAULIMHCKOTO U3Eus;

44) nannexanias knuandeckas npaktuka Good Clinical Practice (I'ya kiunukan
npakTtuk) (nanee — GCP) — crangapT miuaHupoBaHus, OpraHU3aIluy, IPOBEICHNUS,
MOHUTOPHUHTA, ayJIUTa, JOKYMEHTUPOBAHUS KIIMHUYECKUX UCCIEAOBAHUMN, a TAKKE
aHaJu3a U MPEJICTaBICHUS UX PE3yJIbTAaTOB, CIY>KalllUd rapaHTUENd TOCTOBEPHOCTH U
TOYHOCTH TIOJTYYEHHBIX IaHHBIX U MPEACTABICHHBIX PE3YyJIbTATOB, a TAKXKE
o0ecrnieunBarONINi 3alUTY MPaB, 310POBbS U KOH(UICHIINATHLHOCTH CyObEKTOB
UCCJIeIOBAaHNUS,

45) TKaHEMH>KEHEPHBIU MpenapaT — Mpenapar, KOTOPbI COAEPKUT UIH COCTOUT
U3 MOJIBEPTHYTHIX WHKEHEPHUH KJIETOK WUJIM TKaHEel U 00J1ajaeT CBOMCTBAMU, a TAK)Ke
IIPUMEHSIETCS WM HA3HAYAETCS YEIIOBEKY B LIEJSAX PEreHEpallu, penapaluuy Uin
3aMEHbI TKAaHU YEJIOBEKA;

46) CHUHOIICUC ITPOTOKOJIA — KPATKOC HU3JIOKCHUC ITPOTOKOJIA KIIMHUYICCKOT'O
HCCICAO0BAaHUA.

4. JloknuH4ecKrue (HEKIMHUYECKHE) UCCIICIOBAHUS, KIIMHUYECKUE
UCCJIeIOBaHUS, KIIMHUKO-Ta00paTOPHBIE UCTIHITAHUS METUITMHCKUX U3IETTUHN IS
JUArHOCTUKH 1N VItro IPOBOASITCS IIPU OJTHOBPEMEHHOM COOJIFOJACHUY CIEAYIOITUX
TpeOOBaHUIA:

1) HCCJICJOBAHUA HAIIPABJICHBI HA IMOJYYCHNC HOBBIX HAYYHBIX JdHHBIX U
BHCAPCHHUC UX B IIPAKTHYCCKOC 3/]paBOOXPAHCHHC,

2) o0OecriedeHsbl 3alIUTa UHTEPECOB CYObEKTa UCCIIEI0BAaHUS U
KOH()UIEHIMAJIbHOCTh €r0 MEAUIIMHCKON MH(POpMALINH;

3) moay4deHo coryiacue cyObeKTa UCCIeA0BaHUS UM €0 3aKOHHOTO
IPEACTAaBUTEIIS Ha YYACTHE B HCCIICIOBAHUY MJIN UCITOJIH30BAHUE €T0 OMOJIOTHYSCKUX
00pa3IoB U MEIUIIMHCKON HH(POpMAIIH, B TOM YHCIIE JIJIs 3alI0JIHCHUSI OM0OaHKa B
HAyYHBIX LETAX;
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4) UHTEPBEHLIMOHHBIE KIMHUYECKUE HCCIIETOBAHUS TPOBOATCS C Pa3peIICHUS
YIIOJIJHOMOYEHHOI'0 Oprasa.

5. C uenwto obecrnieueHust 0€30MaCHOCTH U 3alUTHI IIPaB yYaCTHUKOB
MEIUITMHCKHUX UCCIICIOBAHUN TTPU MPOBEICHNN JOKIMHNYCCKUX (HEKITMHUYECKHX ),
KIIMHUYECKUX, KITMHUKO-JIA00PaTOPHBIX UCTIHITAHUN METUITUHCKUX U3JICTUHN s
JIMArHOCTHKH in Vitro co3natorcs LlenTpanpHas u JlokanbHass KOMUCCHH.

[leHnTpanbpHast KOMHCCHS CO3AAETCSA IIPU YIIOJTHOMOYEHHOM OpraHe B
COOTBETCTBHHM C MPUKa30M MuHHCTpa 31paBooxpaHeHus Pecriyonuku Kazaxcran ot 5
anpens 2019 roga Ne KP JICM - 20 «O6 yTBepxkaeHuM nojoxenus o LlenTpanbHoi
KoMuccuu 1o Ouostuke» (nanee — [Honoxenue o Komuccun) (3apeructpupoBaH B
PeecTpe rocynapcTBeHHON pernucTpaliii HOPMAaTUBHBIX MPAaBOBbIX akTOB 1o Ne 18480).

JIokanbHBIE KOMUCCUU CO3aar0TCA P MCAWIWMHCKHUX OPraHu3aluAaXx IJId
HE3aBUCUMOM OLICHKH PICCJICI[OB&HPIﬁ, IMPOBOJAMMBIX HA UX 0ase.

I'naBa 2. Ilopsinok npoBegeHue JOKJINHUYECKNX (HEKJIUHUYECKUX) UCCJIEI0OBAHMN I

6. CioHCOp BBIOMpAET UCCIEA0BATENIbCKUI HEHTP JJIsl IPOBEICHUS
JTOKJIMHAYECKOTO (HEKJIIMHUYECKOTO) UCCIEOBAHUS.

7. JJOKNMHUYECKUE (HEKIIMHUYECKHUE) UCCIEI0BaHM JIEKAPCTBEHHBIX CPEJICTB
npoBosATcs B coorBeTcTBUU co Ctanaaprom Good laboratory practice (I'yx
nabopatopu npaktuk) ([lamee — GLP) yTBepkneHHbIX TpukazoM MuHHCTpa
3/IpaBOOXPAHEHUS U colraibHOrO pa3Butus Pecryonuku Kazaxcran ot 27 mas 2015
rojia Ne 392 «O06 yTBepx’ACHUMN HaaJeKaKUX (apMaleBTUYECKUX TPAKTUE
(3apeructpupoBaH B PeecTpe rocyjapcTBEHHOM perucTpalvii HOPMAaTUBHBIX TPABOBBIX
aktoB nojt Ne 11506) (nanee — IIpuxas Ne 392).

UccnenoBanus (MCIIBITaHUS) OIIEHKH OMOJIOTHUECKOTO JESHCTBUS MEIUIIMHCKUX
u3zenuii mpoBoasATcs B coorBeTcTBUM co Ctangaprom ISO 10993, BxoasieM B
[lepedenn cTanIapTOB, B pe3yIbTaTe MPUMEHEHHS KOTOPBIX Ha JOOPOBOJILHON OCHOBE
MOJIHOCTBIO WJTM YACTUYHO 00ECIEeUUBACTCS COOMIOIEHNE COOTBETCTBUSI METUIIMHCKUX
uznienuit O6muM TpedboBaHusIM 6€30mMacHOCTH U 3G(HEKTUBHOCTH MEIUIIMHCKUX
U3JIeNIUi, TPEOOBAHUSIM K UX MAPKUPOBKE M IKCIUTYaTallMOHHOM IOKYMEHTAIlMU Ha HUX,
pexkoMeHnnoBaHHbIX Koiuternei EBpasuiickor 3KOHOMHAYECKOU Komuccuen ot 04
centsa0ps 2017 rona Nel7 (manee — pexomennanus Komternu EBpazutickoit
dKOHOMHUYECKOM kKomuccueit Ne 17).
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8. JloknmuHuYecKoe (HEKJIMHUYECKOE) UCCIIEIOBAHUE MPOBOUTCS 110
YTBEPKJICHHOMY IUIaHY MPOBEJICHUS UCCIICAOBAHUA C BEICHUEM IPOTOKOJIA 3TOTO
VCCIICIOBAHUS M COCTABIICHUEM OTUETA, B KOTOPOM COJIEPKATCS PE3YIIbTATHI
HCCleI0BaHUM.

9. Inst opraHu3anuu v MPOBEICHUS JOKIMHUYECKOTO (HEKJIMHUYECKOTO)
UCCJIeIOBAHUS CTIOHCOP MPUBJIEKAET OpraHU3AlMK, UMEIOIINE HEOOXOIUMYIO
MaTepuaIbHO-TEXHUYECKYIO 0a3y U KBATU(UIIMPOBAHHBIX CIECIIMAINCTOB B
COOTBETCTBYIOIIIEH 00s1acTh uccieaoBanus (nanee — CTOPOHHSISI OpraHu3aIus).

10. Opranu3zanusi, npoBoAsIIas UCCIEAOBAHNE, YTBEPKIAET CTAHJAPTHBIC
oTepaIMoOHHbIE MPOLETYPhl, B KOTOPBIX MOJPOOHO U MOCIEA0BATEILHO OMKUCaH
MOPSAIOK OCYIIECTBIICHUS U yUeTa BCEX JIA0OPAaTOPHBIX M MPOU3BOICTBEHHBIX
orepaluii, BKJIOYasi:

1) mocrymnienue, uaeHTUPUKAIINIO, MAPKUPOBKY, 00pabOTKy, 0TOOp Mpoo,
UCIIO0JIb30BaHUE, XPAHEHUE U YHUUTOKEHHE (YyTUIIU3AIUIO) UCCIIelyEMbIX 00pa3iioB
JIEKapCTBEHHBIX CPECTB, CTAHIAPTHBIX 00PA3IIOB U TECT-CUCTEM (B CITydae Ux
UCIIOIb30BaHUsA);

2) 00ciy>)KMBaHUE U TIOBEPKY 000PYyI0BaHUS;
3) IpUTOTOBJICHUE PEAKTHUBOB, MMUTATENBHBIX CPE/I;
4) BeZieHNE 3aMKceld, 0TYETOB, IPOTOKOJIOB U UX XPaHEHUE;

5) o6ciykMBaHUE TOMEIIEHUM, B KOTOPBIX MPOBOJUTCS TOKIMHUYECKOE
(HEKJIMHUYECKOE) UCCIICIOBAHUE;

6) mpuem, TPaHCIIOPTUPOBKY, Pa3MELIEHUE, ONMCAHNE, UACHTU(PUKALINIO
JKCIIEPUMEHTAJIIBHBIX JKUBOTHBIX, YXOJI 34 HUMHU.

11. Do Havana npoBeICHUS UCCIIEA0BaHUSI YTBEPHKIAAETCS IJIaH UCCIIEIOBAHMUS C
YKa3aHUEM JIaThl €70 YTBEPKACHUA. Y Ka3aHHbBIN IJIaH UCCIIEIOBAHUS COACPIKUT:

1) HaMeHOBaHKE UCCIICIOBAHUS;

2) HaMMEHOBAHME M aIpeC OpPraHU3AINH, IPOBOJIAIICH UCCIIEIOBAHUE, MECTO
MIPOBEICHUS UCCIICIOBAHMUS;

3) bammnuro, UMsi, 0OTIECTBO (ITPU HATMYWH) JIUIIA, OTBETCTBEHHOTO 32
IIPOBEJICHUE UCCIIC0OBAHMS, U JIUI], YYACTBYIOUIUX B MPOBEJCHUU UCCIIEIOBAHUI;

4) nienp 1 3a71a4u MCCIIeI0BaHUS;
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5) cpok (Mecsll, o) Havaja v IMIaHUPYEMBII CPOK (MECSI, TOJ1) OKOHYAHUS
UCCJIeIOBAaHNUS,

6) cBeneHrs 00 HcceyeMOM JIEKapCTBEHHOM CpelicTBe ((husudeckue,
XUMUYecKue, papmMaleBTUYeCKue, OMOJIOrnYeCKUe CBONCTBRA);

7) cBeaeHUs 0 CTaHAAPTHOM oOpasiie (o0pasiax) (B ciayudae ero (1x)
UCIIOIb30BaHUA);

8) KOJIMICCTBO 3KCIICPUMCHTAJIbHBIX JKUBOTHBIX B I'PYIIIIC, criocoba u nmyTn
BBCIACHHUA OKCIICPUMCHTAJIbHBIM JKHBOTHBIM HCCJIICAYCMOTI'O JICKAPCTBCHHOTO CPCACTBA,

9) IepHOANYHOCTH OLIEHKH COCTOSHUS DKCIICPUMEHTAIbHBIX JKUBOTHBIX U 0TOOpa
po0, OIICHUBAEMBbIE TIOKA3aTENIN B TPOIECCE UCCIICIOBAHUS M METOIUKH OIICHKH, X
000CHOBaHHE;

10) oncanne OMOIOTMYECKOTO MaTeprana, OTOMPAeMoro JijIsl POBEICHUS
UCCJIeI0BaHUs, CIIOCOO0B €ro 0Toopa 1 XpaHeHus, X 000CHOBAHUE;

11) onucanue npoueaypbl CTaTUCTUYECKON 00pabOTKH pe3yJIbTaToOB
VICCIICIOBAHUS;

12) o6bocHOBaHUE HEOOXOIUMOCTU (OTCYTCTBUSI HEOOXOAUMOCTH) MPOBEACHUS
BaJUAAIIMN METOJIa (METO/IOB) MCCIICIOBAHUS;

13) kputepun OLIEHKN KOHTPOIUPYEMBIX B MPOLECCE UCCIECIOBAHMS TTOKa3aTENEH;
14) mopsiok BHECEHHS U3MEHEHUM B TJIaH MCCJICI0BAHUS;

15) ccpimku Ha TUTEPATyPHBIE HCTOYHUKH (B CIIy4ae UX UCIOJIb30BaHUS);

16) nononHUTENHHYI0 HH(MDOPMAITHUIO (B CiTyyae HEOOXOIUMOCTH).

12. Iman HCCIICAOBAaHUA ITOAIINCBIBACT JIMIIO, OTBECTCTBCHHOC 34 IIPOBCACHUC
AOKIIMHUYCCKOI'oO UCCJICAOBAHMA, C YKAa3aHUEM OOJIDKHOCTH, MCCTa pa6OTBI.

13. IIpu mpoBeIeHUN UCCIICIOBAHUS JIUIA, YUYACTBYIOIUE B MPOBEICHUH
WCCJICIOBAHUS, BEIyT MPOTOKOJI NCCIICAOBAHMS HA OyMa)KHOM HOCUTENE U (M) B
AJIEKTPOHHOM BHUJIE, B KOTOPOM (UKCUPYIOTCS NEHCTBUSA, TPETYCMOTPEHHbIE TUTAHOM
UCCJIEIOBAHMUS.

14. TIpoTokon uccaeq0BaHus BKIIOYAET:

1) HaMeHOBaHKE UCCIIEIOBAHUS, TPOBOJAUMOTO B paMKaX JIOKIIMHUYECKOTO
(HEKJIMHUYECKOT0) UCCIIEA0BAHUS,
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2) onucaHue UCIOJIb30BAaHHOTO 000PYAOBAHMS, CPEACTB U3MEPEHUS U PEAKTUBOB,
peareHToB, CTaHAAPTHBIX 00Pa3LOB U TECT-CUCTEM (B CIIydae WX MCIIOJIb30BAHMS);

3) nmepBUYHBIC JaHHBIE O pe3yJIbTaTax U3MEPEHUM U HAOII0IeHUl (B TOM YnCTIe
XpoMaTorpaMMmsbl ¥ Gotorpaduu npu ux HATMYUK);

4) pe3ynbTaThl BBIYMCICHUN U TPeoOpa30BaHusl JaHHBIX (B TOM YHUCIIE
MPOMEKYTOUYHBIE);

5) onucaHue U OLIEHKY MPOLIEAYyp CTATUCTUYECKOTO aHAIN3a C YKa3aHHEM
WCIIOJIb30BaHHOTO MTPOTPAMMHOTO 00€CTICUCHUS;

6) cBeieHUS 00 MCIOJIB3YEMBIX SKCIIEPUMEHTAIBHBIX )KUBOTHBIX (BHUI, BO3PACT,
KOJIMYECTBO, MACCa, MOJ U KOJTUYECTBO TPYIII SKCIEPUMEHTAIBHBIX )KUBOTHBIX B
Ka)XKJIOM BUJIE UCCJIEIOBAHU);

7) CBCACHMA, UMCIOIIHUC HCIIOCPCACTBCHHOC OTHOIICHNC K UCCIICIJOBAHNIO U
IMO3BOJIAIOIIME BOCIIPOU3BECTU XO UCCICAOBAHUS.

15. I[IpoToko uccienoBaHus MOAMUCHIBACTCS BCEMHU JIMIIAMH, Y4aCTBOBaBIIUMHU
B IIPOBEICHUH UCCIIEOBAHUS, C YKa3aHueM (DaMIIiy, UMEHHU, OT4ecTBa (TIpH
HAJIMYWU), YYEHOU CTeneHH (MIpU HAIUYUH), a TAKXKE C yKa3aHUEM JaThl MOJIMCAHUS U
HOMEpa MPOTOKOJIa UCCIEOBAHMUSI, TO3BOISIOMINX UISHTUPUIIUPOBATH TAHHBIN
MPOTOKOL.

16. Coneprkanre mpoOTOKOJIA MO3BOJIAET OJHO3HAYHO UACHTU(DUIIMPOBATH
WCCIIEJIOBaHNE, UCTIOIB30BABIIHECS 00pa3Ilbl IEKAPCTBEHHOTO CPENICTBA, BUI U METOIBI
UCCIICZIOBAHUS.

17. I3MeHeHus CBEAEHUI, COIEPKAIIMXCS B IPOTOKOJIE UCCIIEI0BAHNS,
0hOpPMIISIIOTCS B BUJIE JOTIOJIHEHUH K MMPOTOKOITY, KOTOPBIE IMOIHUCHIBAIOTCS BCEMU
JIMIIAMH, YYaCTBOBABIIIMMU B TPOBEICHUU UCCIIEIOBAHUS, C YKa3aHUEM ITPUYNH
W3MECHEHMH, IaThl 1 HOMEPA JOIOJHEHUS K TPOTOKOJIY HUCCIICIOBAHMUS.

18. ITocne 3aBepiieHust JOKIMHUYECKOTO (HEKIIMHUYECKOT0) UCCIEA0BAHUS
JIMIIOM, OTBETCTBEHHBIM 32 MIPOBEJACHHE IAHHOTO UCCIIEI0BAHUS, COCTABISETCS U
MOAMUCKHIBAETCS OTUYET O pe3yJibTaTaxX UCCIIECIOBAHUS, KOTOPBIA COAEPIKUT:

1) HauMeHOBaHME MCCIICIOBAHUS;

2) koA v ueHTU(UKAIUS OTUYETA;
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3) HaMEHOBaHKeE, aJIpeC OpraHn3alnuu, MPOBOJUBIIEH UCCIIEIOBAHUE, K MECTO
MPOBEICHUS UCCIIEAOBAHMUS;

4) natel Hayasaa v 3aBEPILICHUS UCCIICIOBAHNUS;
5) uenp U 3aa4M UCCICIOBAHUS,

6) hamuauio, UMs, OTUECTBO, YUCHYIO CTETICHD (MPU HAIMYUHM) JIULIA,
OTBETCTBEHHOTO 3a ITPOBEICHHUE UCCIIEAOBAHMS, U JIUII, YYACTBYIOIIUX B TIPOBEICHUN
UCCJIeIOBAaHNUS,

7) omucaHue UCCIIeTyeMOro JIEKApCTBEHHOT'O CPEACTBA, BKITIOUYAsl COCTAB, (PUBUKO-
XUMUYECKHue, Onosioruueckue, papmareBTUUeCKue CBOMCTBA, HOMEP CEPUH, CPOK
TOJIHOCTH;

8) OIMMCaHUC xXoaa UCCIICAOBAHUS C YKA3aHUCM HCITOJIb30BAHHBIX MaTCPpUAJIOB U
MCTOJOB,

9) onucanue UCIOIB30BAHHBIX 00OPYAOBAHMS, CPEJICTB UBMEPEHHUS U PEAKTUBOB,
peareHTOB, CTaHJIAPTHBIX 00Pa3l0B U TECT-CUCTEM (B CIydae UX UCIOIb30BaHUsA);

10) napopmanmio 00 FIKCIEPUMEHTAIBHBIX KUBOTHBIX (BU, [10JI, BO3PACT, Macca
Tena, KOJIMYECTBO JKUBOTHBIX B IPYIIIE);

11) crtoco6 BBeieHMS, 103bI U KPATHOCTh BBEJICHUS JICKAPCTBEHHOTO CPEACTBA;

12) onucanue 1 OLEHKY MPOLIEAYyp CTATUCTUYECKOTO aHAIU3a C YKa3aHHEM
UCIIOJIb30BaHHOTO MTPOTPAMMHOTO 00€CTICUCHUS;

13) pe3ynbTaThl HCCIEN0BAHUS CO CChIJIKAMU Ha COOTBETCTBYIOLIUE IEPBUYHbBIE
JAHHBIE O pe3yJIbTaTax U3MEPEHUIN U HAOJIOIEHNH, @ TAKKE UX CTATUCTUYECKUN aHAJIU3;

14) BBIBOJIBI UCCIIEIOBAHUS.

19. K otuery o pe3ysbTarax JOKJIMHUYECKOTO (HEKIIMHUYECKOI0) NCCIEIOBAHUS
MPUJIAratoTCA METOJIbI KOHTPOJIS, MOJJIEKAIINE BaTUJalluH, KOITMU TPOTOKOJIOB
BaJIUJallUK (B CJIy4ae UX MCIOJIb30BAHMUS).

20. PykoBoauTelb OpraHu3aliu, MpoBOAsIENd JOKIMHIYECKOE (HEKIIMHUYECKOE)
UCClIeI0BaHne, 00ECIIEUMBAET BBIIIOJIHEHHE TPEOOBAHMI, YCTAHOBIICHHBIX INIAHOM
UCCIIEIOBAHUS, OOBEKTUBHOCTh U HE3aBUCUMOCTb IPOBEIECHUS UCCIIEJOBAHMS, & TAKXKE
JNOCTOBEPHOCTH NOJIyYaEMBIX PE3YyJIbTATOB.
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21. Ucnonb3yemble IpH NPOBEACHUN JOKIMHUYECKOTO (HEKJIMHUYECKOTO)
UCCJIeIOBaHUS PEAKTUBBI U PEAreHThl, CTaHJaPTHBIC BEILIECTBA U TECT-CUCTEMbI
COOTBETCTBYIOT TPEOOBaHUSAM, YKa3aHHBIM B IJIaHE UCCIIETOBAHUS, TPUMEHSIOTCA J10
UCTEUYCHHS CPOKA UX TOAHOCTU, UMEIOT MAPKUPOBKY, TTO3BOJISIONLYIO UX
UACHTU(PULIUPOBATD.

22. Bce npoueaypsl, CBI3aHHBIE C YXOJ0M 32 3KCIIEPUMEHTAIbLHBIMA
KUBOTHBIMH, TTOJICKAT yUeTy Ha OyMa>KHOM HOCHUTENE U (M) B DJIEKTPOHHOM BH/IC.

23. BHOBB IMOCTYIIMBIINEC SKCIICPUMCHTAJIBHBIC ) KUBOTHBIC ITIOAJICI)KAT
KapaHTUHHUPOBAHUIO I OCHKH COCTOAHHA 310POBbA.

24, J1ns obecrieueHus: MHAWBUAYAJIBHOTO HAOJIIOACHUS B MPOIIECCE MPOBEICHUS
JTOKJIMHAYECKOTO (HEKJIMHUYECKOTO) UCCIEA0BAHUS SKCIIEPUMEHTAIIbHBIC )KUBOTHbBIC
UAeHTUPUITUPYIOTCA. B OTHOIIEHHH MENKUX TPBI3YHOB JIOITyCKAETCS TPYIIIIOBas
uaeHTUGUKaIus.

25. Bce kI1eTKu, BONBEPBI, KOHTEUHEDPBI, TPEAHA3HAYEHHBIE I COAEPKAHUS
HKCIIEPUMEHTAJIBHBIX JKUBOTHBIX MApKUPYHOTCS.

26. DKCIiepUMEHTAJIbHBIC YKUBOTHBIE OJTHOTO BHAa COACPKATCA B OJJMHAKOBBIX
YCJIOBUSIX, ONITUMAIBHBIX JIJISI JAHHOTO BUA )KMBOTHBIX, UMEIOT CBOOOIHBIN TOCTYII K
kopMaMm u Bojie. Kopma 1 Boia o0GecreunBaroT NoTpeOHOCTH )KUBOTHBIX B MUTATEIbHBIX
BEIIIECTBAX U HE BIIUSIOT HA PE3YJIbTAThl UCCICTOBAHUS.

27. Ilpu paboTe ¢ SIKCIIEpUMEHTATBLHBIMH >KUBOTHBIMU COOJIO/IAI0TCSI CIIEYIOIIIHE
[IpuHIMIIBI TyMAHHOTO ¥ O€PEKHOT'O OTHOIIEHHUS K )KUBOTHBIM:

1) HCITI0JIb30BAHNEC HAYYHO 00OCHOBAHHOTO U COOTBCTCTBYIOIICTO ITOCTABJICHHBIM
3aga4aM UCCIICAO0BaHMA B A SKCIICPUMCHTAJIbHBIX JKUBOTHBIX

2) HCIIOJIB30BAHNC OKCIICPUMCHTAJIbHBIX )KUBOTHBIX B MUHUMAJIbHOM
KOJIMYCCTBC, KOTOPOC Tpe6yeT051 JJIA TIOJIYYCHHA HAYYHO JOCTOBCPHBIX U
CTAaTUCTHYCCKH 00OOCHOBAHHBIX PE3YJIbTATOB,

3) ucrnosb30BaHUE, IPU BO3MOKHOCTH, HAYYHO OOOCHOBAHHBIX aJIbTE€PHATUBHBIX
METOJI0B U MaTEPUaJIOB, BKIIIOUAIOIIUX OECIIO3BOHOYHBIX KUBOTHBIX, KYJIbTYpPbI
KJIETOK, MUKPOOPTaHW3Mbl B3aMEH TEIJIOKPOBHBIX SKCIIEPUMEHTAIBHBIX KUBOTHBIX;
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4) npoBeAicHNE MPOAOKUTEIbHBIX, 00JIE3HEHHBIX MAHUITYJISIIHH,
XUPYPTHUYECKHUX OTICPAINHA Ha SKCIIEPUMEHTAIbHBIX KUBOTHBIX C IPUMECHCHHEM
CEIaTHBHBIX, aHATBT€TUYECKUX JICKAPCTBEHHBIX MTPETApaTOB, JIEKAPCTBEHHBIX
nperaparoB JJis HapKo3a,

5) ymepuiBieHue >KMBOTHBIX 0€30071€3HEHHBIM CIIOCOOOM B KOHIIE WJIU B
npouecce JOKIMHUYECKOTO UCCIeOBaHMS.

28. Ha nHauasno nmpoBefieHUs TOKJIMHUYECKOTO (HEKIIMHUYECKOT0) UCCIIeIOBaHMS
UCIIOJIb3YIOTCS 3[I0POBBIE SKCIIEPUMEHTAIbHBIEC )KUBOTHBIE, HE SIBJISIOIINECS
HOCHUTEJISIMUA areHTOB, CIIOCOOHBIX MOBIIUSThH HA PE3YJIbTAThl UCCIICIOBAHUS, €CITU UHOE
HE MPEAYCMOTPEHO MJIAHOM JOKIMHUYECKOTO (HEKJIIMHUYECKOTO) UCCIEIOBAHUS.

29. OT60p Tp0OO OMOIOTMYECKUX MATEPHUATIOB IPOBOJUTCS B TPOOUPKHU
(pmakoHbI, KOHTEHWHEPHI) C COOTBETCTBYIOLIEH MAPKHUPOBKOW U KOJUPOBKO.

30. O6pa31ibl JEKapCTBEHHOTO CPEICTBA COMTPOBOXKIAIOTCA MPEACTABICHHON
pa3pabOTYNKOM JOKYMEHTAITMEH, COAepIKaIel YCIIOBUS U CPOKH XpaHEHUS,
uH(GOpMAITIIO 0 Mepax Mo obecTeueHn0 0€30MacHOCTH PAOOTHI C UCCIETYEMbIM
JIEKapCTBEHHBIM CPEJICTBOM, PACTBOPUTEIISIMU U MPU HEOOXOAUMOCTU HH(DOpMaIuei o
polieype PaCTBOPEHUS, YCTPOUCTBAMH JIJIsi BBEJICHUS JIEKAPCTBEHHOIO CPEJICTBA
AKCIIEPUMEHTAJILHBIM KUBOTHBIM.

31. O6pa31ipl uccaeayeMbIX IEKAPCTBEHHBIX CPEJICTB MOAJICKAT YUETY T10
pueMy, pacxojy, BO3BpaTy WM YTHIM3ALUU B COOTBETCTBUHM C MPOLETYPOH,
YTBEPKIIEHHOH B J1a00OpaTOpPUH, MPOBOISIIECH UCCIEIOBAHHIE.

32. XpaHeHne 00pa3IoB UCCIIEAYEeMOro JICKAPCTBEHHOTO CPEICTBA
OCYUIECTBJISIETCS B YCIIOBUSX, YCTAHOBIIEHHBIX Pa3pab0TYMKOM, B YITAKOBKE,
o0ecrieunBaroNIeH 3alUTy OT 3arpsI3HEHUS WU TOPUYU, 00ECTICYMBAIOIINX HX
CTaOMIILHOCTH B TIPOIIECCE XPAHEHMUS, B OTJEIHHOM 30HE MMOMEIICHUH,
npeAHa3HAYCHHBIX ISl TPOBEACHUS JOKIMHUYECKOTO (HEKIIMHUYECKOTO)
UCCIIEIOBAHUS, C OTPAHUYEHHBIM JA0CTyIoM. [lapaMeTpbl oKkpy:karomien cpeibl 30HbI
XpaHEeHUs 00PA3LOB PETYISPHO PETUCTPUPYIOTCA B MOPSAKE, YTBEPKICHHOM
OpraHM3alNEN, MPOBOIALIEN NCCIECOBAHHUE.

33. OOpa3iibl JEKaApCTBEHHOT'O CPEJICTBA, MPEICTABICHHBIC JIJIsl IPOBEICHUS
JOKJIMHUYECKOTO (HEKIIMHUYECKOT0) UCCIIE0BAHMS, UMEIOT CPOK I'OJIHOCTH,
JIOCTATOYHBIN JJIs1 3aBEPIICHUS JOKIUHUYECKOTO (HEKIIMHUUECKOTO) UCCIIEOBAHUS.
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Hcnonb3oBaHue B JOKIMHUYECKOM (HEKIIMHUYECKOM) UCCIIEI0BAHUH 00pa3IoB
JIEKapCTBEHHOTO CPEJICTBA C UCTEKIIIUM CPOKOM TOJHOCTU WJTU XPAHUBIIUXCS B
YCJIOBUSIX, HE COOTBETCTBYIOIIMX YCIOBUSM XPaHEHUSI, YCTAHOBIICHHBIM
pa3paboTYMKOM, HE J0IycKaeTcs. B ciydae miuTenbHOTro JOKIHHIYECKOTO
(HEKJIMHUYECKOTO) UCCIIEA0BAHMS, IPEBBIIAIOIIETO CPOK TOTHOCTH JIEKAPCTBEHHOTO
CPEJZICTBA, YCIOBHS 3aMEHBI 00PA3OB JIEKAPCTBEHHOT'O CPEJCTBA U KPUTEPHUH
PUEMIIEMOCTH OMHICHIBAIOTCS B TIJIaHE MCCIIEIOBAHUS.

34. YHUYTOXEHHE OCTAaTKOB UCCIIeyeMOoro o0pasia oCyIlecTBISETCS B
COOTBETCTBHUH C YCTAHOBJICHHBIMU B TJAOOPATOPUHU MTPOLIETYPAMH.

35. JlokyMeHTbl, ohopmiisieMble ITPU MPOBEIEHNUN JOKIMHUYECKOTO
(HEKJIMHUYECKOTr0) HCCIEA0BaHUs B COOTBETCTBUM € Hactosmumu ITpaBunamu,
IOJVIEKAT YUETY B JIEKTPOHHOM M (W) OyMa)KHOM BHUJE OpraHu3anuei, ux
0o(OpMHUBILIEH, B KypHaJe ((KypHAJIax) y4yeTa.

36. JlokyMeHTbI, 0(hopmIIsieMble ITPU MPOBEIEHNUN JOKIMHUYECKOTO
(HEKJIMHUYECKOT0) HCCIEA0BaHUs B COOTBETCTBUM € HacTossmumu IIpaBunamu, uim ux
KOIUU MOJAJIEKAT XPAaHEHUIO M0 YCTaHOBJIECHHBIM TPEOOBAHUAM Y UCTIOTHUTEIIA.

37. JlokyMeHTbl, ohopmiisieMble CTOPOHHEN OpraHU3aluel pu NpOBEICHUN
JOKJIMHAYECKOTO (HEKJIMHUYECKOT0) UCCIEAOBAHUS B COOTBETCTBUU C HACTOSIIIUMU
[IpaBunamu, Wi UX KONMUU MOJJIEKAT XPAHEHUIO B CTOPOHHUX OpPraHU3alusX (B
Clly4yae UX MPUBJIECUYECHMs) B TeUeHUE TpeX jJeT. HeoOxoaqumocTs nanpHennero
XpaHEHUs B CTOPOHHUX OPTraHU3alMIX YKa3aHHBIX MAaTEPUAJIOB WIN UX KONUN
OINpeeNsieTCs J0rOBOPOM, 3aKIIOUEHHBIM pa3pabOTYUKOM U CTOPOHHEN OpraHu3aluei.

I'naBa 3. Ilopsiiok npoBeaeHUs1 KIMHUYECKUX HCCJIEIOBAHM I

IHaparpa¢ 1. [lopsigok mosyuyeHus pa3penieHus Ha MPOBeJAeHNEe KIMHNYECKHX
HccJIe10BaHum

38. Pa3penienue Ha NpoBeJEHUE KIMHUYECKOTO UCCIIEIOBAHNUS BbIIACTCS
YIOJIHOMOYEHHBIM OPTaHOM B CIIyYae:

1) UHTEepPBEHIIMOHHBIX KJIMHUYECKUX HCCIIEIOBAHUN JIEKapPCTBEHHBIX CPEJCTB
NepBOM, BTOPOM, TPEThEU U UeTBEPTOM (pa3bl, BKIFOYAS KIMHUYECKUE UCCIICIOBAHUS
OJIHOBPEMEHHOTI'O UCTIOJb30BAHUS HECKOIBKHUX JIEKAPCTBEHHBIX CPEICTB (HE UMEIOIINX
U (WJIK) UMEIOIIUX TOCYIapCTBEHHYIO PETUCTPAIHUIO);
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2) OLCHKHN 3KBHUBAJICHTHOCTHU BOCIIPON3BCACHHBIX JICKAPCTBCHHBIX CPCICTB,

3) KIIMHUYECKHUX UCCIIEI0BAHUN UMILITAHTUPYEMBIX MEIULIMHCKUX U3AENINM, a
TaK)K€ KJIacca MOTEHIMAIIBHOIO PUCKA MpUMeEHeHn 3 U 2b, ecnu cnenuanbHO He
JI0Ka3aHo, 4TO KIMHUYecKas 3(p(PEeKTUBHOCTh U O€30MACHOCTD 3asIBISIEMOTO
MEIMIMHCKOTO U3/IENUS JJOKa3aHa IPYTUM CIioco0oM;

4) KIIMHAYECKOTO UCCIEAOBAHUS MEAUITMHCKUAX U3EHH, (PYHKITMOHAIEHBIE
XapaKTEPUCTUKHU, IPUHIUII IEUCTBUS, HA3HAUYCHUE, ITIOKA3aHUS K MEIULIUHCKOMY
MPUMEHEHUIO UM OCOOCHHOCTH MEAUIIMHCKOTO MTPUMEHEHUS, KOTOPBIX paHee He
VICCIIEIOBAJIUCH;

5) KIMHUYECKOTO UCCIEeI0BaHU MOAU(BUKAIINI METUIIMHCKOTO U3/IENHs, paHee
JOMYUIEHHBIX K MEIUIIMHCKOMY ITPUMEHEHHIO, B CIIy4ae, €CJIM IPOU3BECHHBIC
WU3MCHCHHS CBSI3aHbI C TIOSIBJICHHEM HOBBIX (DYHKITMOHATBHBIX XapaKTEPUCTHK,
U3MEHEHHEM MPOrPaMMHOI0 00ecTieueHus, MPUHIUIA ASUCTBUS, HA3HAYCHUS WK
0COOEHHOCTEN MEIUIIMHCKOrO MPUMEHEHMsI, KOTOPbIE PAaHEE HE HCCIIEOBANINC;

6) KIIMHUYCCKOI'O UCCIICAOBAHUS MCAUITMHCKOI'O NU3ACTINA, COACPIKAIINX HOBBIC,
KOHTAaKTHUPYIOIHUC C OPTraHU3MOM YCJIOBCKA, PAHCC HC M3YUYCHHBIC B YaCTH
OMOJIOTHYECKOTO )IGI‘/’ICTBI/DI MaTepuaJibl HJIKM U3BCCTHBIC MaTCpHUaJlbl, KOHTAKTUPYIOIIHUEC
C TCMH OpraHaMM WJIK TKaHAMH YCJIOBCKA, B OTHOIICHNH KOTOPBIX OTCYTCTBYCT OIIBIT
HNX MCOUIOUHCKOI'O IIPUMCHCHU:A, WX B CJIy4ac, €CIIN TaKOHM KOHTAKT SIBJIsETCA OoJjiee
IMPOAOJIZKUTCIIbHBIM, YCM PAaHCC HSquHHBIﬁ.

39. IlonyueHue pa3penieHus: Ha IPOBEICHUE KIIMHUYECKUX UCCIIEIOBAaHUN
OCYILIECTBIISIETCS TOCPEACTBOM OKa3aHHUs TOCYAapCTBEHHOM yciyru «Bbeigada
paspellieHus Ha TPOBeACHUE KIMHUYECKOTO UCCIIeIOBaHMS U (WJIM) UCTIBITAHUS
(bapMaKoIOTHIECKUX U JIEKAPCTBEHHBIX CPEJCTB, MEAUIIMHCKUX U3IEHi (1anee -
rocyJapCcTBeHHas yciyra) 4epe3 BeO-mopTail «3JeKTPOHHOTO MPABUTEIbCTBAY: WWW.

egov.kz, www .elicense kz (nanee — noprai).

40. ITepeyeHb OCHOBHBIX TPEOOBAHMI K OKa3aHUIO IOCYJaPCTBEHHOM YCIyTH,
BKJTFOUAIOIIHNKA XapaKTEPUCTUKH Mpoliecca, popMy, coep:KaHue B pe3yJIbTaT OKa3aHUs,
a TAaK)Ke€ UHBIC CBEJCHUS C YUETOM OCOOEHHOCTEMN MPeI0CTaBIEHUS IOCY1apCTBEHHOMN
YCIIYTH U3JIOKEHBI B CTAHIAPTE TOCYIapCTBEHHON yCiIyru «Belnada pazpemenus Ha
MPOBEJICHNE KIMHUYECKOT'O UCCIICIOBAHUS U (MJIH) UCTIBITAaHUS (DapMaKOJIOTHYECKUX U
JIEKAPCTBEHHBIX CPEACTB, MEAULIIMHCKUX U3JIECIIHI» COTJIACHO NPUIOKEHUIO 14 K
HacTtosmuM [IpaBunam.
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41. 'ocynapcTBeHHas yciyra oka3biBaeTcsi KOMUTETOM KOHTPOJIS KaueCcTBa
0€30MacHOCTH TOBApOB U yCIyT MUHHUCTEPCTBA 3paBooxpanenus PecyOnuku
Kazaxcran (nanee — ycinyrojarens).

42. JI5s mostydeHust pa3pelieHrs Ha MPOBEICHUE KIMHUYECKOTO UCCIEOBAHUS
YCIIYTOIOJIy4YaTelb MPEAOCTABIAET B YIIOJTHOMOYEHHBIN OPraH IepevyeHb JOKYMEHTOB
HEOOXOIUMBIX JIJISl OKA3aHMsI TOCYIapPCTBEHHOM YCIyTU COTJIACHO MPUJIOKEHUIO 14 K
HactosiuM [IpaBuiam.

yCJIerHOJ'Iy‘IaTCJIHMI/I SABJIAIOTCS CIIOHCOP U NCCIICIO0BATCIIb.

CBenleHust 0 JOKYMEHTAX, YI0CTOBEPSAIOIIMX JUYHOCTh YCIyTOMOIYy4aTels, O
roCyJIapCTBEHHOU peructpanui (mepeperucTpanuun) IopuaniecKoro JIuia, o
pETUCTpAIIMU YCIYTONOJIy4yaTelisi B KAYECTBE MHAWBUYATIbHOTO TPEAITPUHUMATEIIS,
yCIIyTOJIaTeNb MOTYYaeT U3 COOTBETCTBYIOIINX TOCYAapCTBEHHBIX MH(OPMAIIMOHHBIX
CHUCTEM Yepe3 LITI03 «IJIEKTPOHHOTO IPABUTEIBCTBAY;

YcmyromnoiydaTens 1aeT corjacue Ha NCIOIb30BAHNE CBEICHHUH, COCTaBIISIONINX
OXpaHSIEMYIO 3aKOHOM TaliHy, COAePKAIIUXCS B UH(OOPMALIMOHHBIX CHUCTEMaX, MPH
OKa3aHUU rOCYJapCTBEHHBIX YCIYT, €CJIM MHOE HE MPEAYCMOTPEHO 3aKOHAMU
Pecny6nnku Ka3zaxcras.

43. Pe3ynpTaT OKa3aHUs TOCYJaPCTBEHHOMN YCIYTH — pa3pelieHre Ha MPOBEJCHUE
KIIMHUYECKOTO UCCIIeTOBAHUS U (MJIN) UCTIBITAHUS (DapMaKOJIOTUIECKUX U
JIEKapCTBEHHBIX CPEACTB, MEIUIIMHCKUX U3CNUi (fajiee — pa3peluTeIbHbIN
JIOKYMEHT), 1100 MOTUBUPOBAHHBIN OTBET 00 OTKa3€ B OKa3aHUU TOCYJapCTBEHHOU
YCIIYTH.

44. 1lpu noave yciyronoiyyaTesieM BceX HE0OXOIUMBIX JOKYMEHTOB Yepe3
opTaj — B «JIMYHOM KaOWMHETEe» YCIYromnoiydaress 0TOOpakaeTcs CTaTyCc O MPUHATUU
3amnpoca i OKa3aHUs TOCYIapCTBEHHOM YCIYTH € yKa3aHUEM JaThl TIOJTy4YEeHHUS
pe3yiibTaTta rocy 1apCTBEHHOMN YCIIyTH.

45. Ycnyronarenab o0ecrieyuBaeT BHECEHUE JAHHBIX O CTAJIMU OKa3aHUs
rOCYJIapCTBEHHOU yCIyTH B MH(OOPMAIIMOHHYIO CUCTEMY MOHUTOPHUHTA OKa3aHUS
rOCyapCTBEHHBIX YCIIYT.
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IIpu oka3aHnM rocyJapCTBEHHOU YCIYTH ITOCPEACTBOM I'OCY IAPCTBEHHOMN
WH()OPMAIIMOHHOM CUCTEMBI pa3pelieHU U YBEJOMJICHUHN JaHHBIE O CTaIUM OKa3aHUS
rOCyJapCTBEHHON YCIYTH MOCTYNAIOT B aBBTOMAaTHYECKOM PEKUME B HHPOPMAITMOHHYO
CUCTEMY MOHUTOPHUHIA OKa3aHUs FOCY/1apCTBEHHBIX YCIYT.

46. OcHOBaHus Ul OTKA3a B OKA3aHUM I'OCYJaPCTBEHHOM YCIyTH
IPEAYCMOTPEHBI B IyHKTE 9 npuitoxkenus 14 x Hacrosmum [IpaBunam.

47. XKanoba Ha pelieHue, aeicTBuil (0e3neicTBrs) paOOTHUKOB YCIyroaaTess
MO>KET OBbITh MOJaHa HA UMS PyKOBOJUTEINS YCIyTroAaTess U (W) B YIIOJTHOMOYEHHBIN
OpraH Mo OIEHKE ¥ KOHTPOJIIO 32 KAaYEeCTBOM OKa3aHMS FOCYAapCTBEHHBIX YCIYT B
COOTBETCTBHH C 3aKOHOAATEILCTBOM pecityonuku Kazaxcran.

KanoOa yciyromnomnyyaTesns, IOCTYMBIIAs B aIpeC yCIyTroaaTels, B
COOTBETCTBHHM C IYHKTOM 2 CTaThu 25 3aKOHA MOJICKUT PACCMOTPEHUIO B TEUCHUHU
IATU pabounX JHEU CO JHS €€ PETUCTpaLiu.

Kanoba yciyromnomnyyaTesns, IOCTYyNHBIIAs B aApeC YIOJTHOMOYEHHOTO OpraHa
0 OLICHKE U KOHTPOJIIO 3@ Ka4€CTBOM OKa3aHUS TOCYJaPCTBEHHBIX YCIIYT, MOJIEKHUT
PAaCCMOTPEHHUIO B TEUCHUHU MATHAIIATH PaOb0UYMX JHEH CO THS €€ perucTparii.

B ciyuasx Hecornacus ¢ pe3yabTaTaMy PELLIEHUs yCIyroaTels
YCIIyTOIOIy4aTellb MOKET 00KaI0BaTh PE3yJbTAThI B CyA€OHOM MOPSIKE.

48. B TeueHuu nsATH pabounX AHEH CO JHS MPEICTaBICHUS MaTEPUAIOB,
yKa3aHHbIX B yHKTEe 30 HacTosmux [IpaBui yriomHOMOYEHHBIH OpraH BbIAAET
paspenieHre Ha MPOBEJEHUE KIMHUYECKOTO UCCIIEeI0BaHUS TUO0 MOTUBUPOBAHHBIM
0TBET 00 OTKa3e B OKa3aHUU IOCYJapCTBEHHOM YCIyTH U B JajIbHEHIIIEM HaIlpaBIIsIeTCs
B «JIMYHBIN KAOMHET» YCIIyTroIoyydareis B popMe 3JIEKTPOHHOTO TOKYMEHTA,
noanucanHoro JLIT ynonmHOMOYEHHOro 1A yCiayroaTens.

IHaparpadg 2. Ilopsiaok mojry4eHus 3aKJII0YEHHUs IKCIEPTHON OPraHu3aluu

49. Jlnig nomy4yeHus 3aKIF0YCHHS SKCIIEPTHONM OpraHU3alMK Ha IPOBEACHHE
KJIMHUYECKOTO UCCIIEOBAHUS CITIOHCOP 00paIiaeTcs B SKCIIEPTHYIO OPTaHU3AIIHIO.

50. CrioHCOp U151 TPOBEICHUS SKCIIEPTU3Bl MATEPUATIOB KIMHUYECKUX
UCCIIEIOBAaHUN JIEKAPCTBEHHBIX CPEJICTB MOJAET B IKCIIEPTHYIO OPraHU3aIUIo0 Ha
OYMa)KHOM M 3JICKTPOHHOM HOCHUTEIISX CIEAYIONTHNEe JOKYMEHTHI:

1) conpoBoANTENbHOE TUCEMO B TIPOU3BOJILHOM (hOpME;
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2) 3asBKy Ha MPOBEJEHNE KIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO (-bIX)
cpencta (cpeacT) o ¢popme coriacHo npuiiokenuto 1 k HactosmuM [IpaBumnam;

3) IpOTOKOJ KIMHUYECKOTO MCCe0BaHus 0 (opMe B COOTBETCTBUU C
pazaenom 5 Crangapra GCP IIpukaza Ne 392 «IIpoTOKON KIMHUYECKOTO UCCIEAOBAHUS
Y TIONIPABKU K ITPOTOKOIY», MOJIMUCAHHBIN YIIOJTHOMOYEHHBIM MIPEACTABUTEIEM
CIIOHCOPA, PYKOBOAUTENIEM KIIMHUYECKON 0a3bl, yIIOJITHOMOUYEHHBIM MTPEICTaBUTENIEM
naboparopuu (IIpy NPOBEJACHUU UCCIEAOBAHUS OMOIKBUBAIICHTHOCTH) JIJISt
OTEYECTBEHHBIX ITPOU3BOJIUTENIEH HA KA3aXCKOM UJIU PYCCKOM fI3BIKE, 1JIs 3apyOeKHbBIX
VICIIOJIb3YETCs aHIVIMIACKUN A3BIK C IEPEBOIOM Ha Ka3aXCKUU WM PYCCKUN S3BIKU.

4) cuHOMCUC TPOTOKOJIA (C IEPEBOIOM HA Ka3aXCKUU M PYCCKUM A3BIK AJIs
MEXTyHAPOJHBIX KIMHUYECKUX UCCIIEIOBAHUN);

5) 6pomrropy mcciaeaoBarens B COOTBETCTBUH ¢ paznenom 6 Cranmapra GCP
[Tpukaza Ne 392 «bponrtopa nccinenoBartesns» AJisl OT€YECTBEHHBIX POU3BOAUTENEH Ha
Ka3aXCKOM WJIA PYCCKOM SI3bIKE, JUIsl 3apyOEKHBIX UCIOIB3YETCS aHTJIMMUCKUN SI3bIK C
IIEPEBOJIOM Ha Ka3aXCKUU WU PYCCKUM S3BIK;

6) bopmy UPK (Ha Ka3aXCKOM WU PYCCKOM SI3BbIKaX ), JAJII MEKTyHAPOIHBIX
VICCIIEIOBAHNUN UCITOIB3YETCS aHTJIMMCKUM S3BIK C IPUWIOKEHUEM PYKOBOICTBA 110
3anosiHeHnto MPK Ha ka3axckoM WM pyCCKOM Si3bIKax (MpU HAIUYUN);

7) DO0Chbe KaXKJI0r0 UCCIEAYEMOT0 JIEKAPCTBEHHOT'O CPEJICTBA MO (POPME COTTIACHO
npuiokeHuto 2 Kk HacTosimuM [IpaBunam (B a51eKTpoHHOM (opMaTe Ha aHTIIMICKOM
(mpu HAJIMYKH ), KQ3aXCKOM WJIM PYCCKOM SI3BIKE), 38 UCKIIIOUEHUEM YETBEPTOH (ha3bl
KIIMHUYECKUX UCCIIEIOBAHUN U TPEThel (Pa3bl MEXTyHAPOTHBIX MHOTOIIEHTPOBBIX
KJIMHUYECKUX UCCIIEIOBAHUN JIEKAPCTBEHHBIX CPEJICTB,;

8) Komus ACHCTBYIONIETO JOKYMEHTa COOTBETCTBUS TpeboBaHusaMm CTaHapTa
GMP IIpuxaza Ne 392;

9) xoruu cepTUUKATOB KadyecTBa (MU MPOTOKOJIOB aHATN30B) UCCIIECTyEMBIX
JIEKapCTBEHHBIX CPECTB, 3aBEPEHHBIE PON3BOIUTENIEM;

10) o6pazen MapKUPOBKH KaXKJIOTO UCCIIENYEMOT0 JIEKaPCTBEHHOTO CPEICTBA
(17151 MEXKTYHAPOIHBIX UCCIEA0OBAHUM Ha Ka3aXCKOM WJIM PYCCKOM SI3bIKE), TPeOOBaHUS
K MapKHpPOBKE OTPAKEHBI B IpHIIOKEeHUH 13 «JlekapcTBeHHBIE penapaThl s
KJIIMHW4YecKux uccienoBannin» k Cranpapty GMP IIpukasa Ne 392;
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11) nepeueHb KOMIIETEHTHBIX OPTaHOB 3apyOEKHBIX TOCYIAPCTB, B KOTOPHIE
MOIaBaJIUCh 3asBKU Ha MPOBEJICHUE KIMHUYECKOTO UCCIIeI0BaHUs (IS
MEXTYHApPOIHBIX UCCIEAOBaHMI) U MH(POPMAITUS O MPUHATHIX PEIICHUSX.

NccenenoBanus, CCUIKM HA KOTOPBIE IPUBOIATCS B MaTepraliax KIMHAYECKUX
UCCIIEJOBAHUM IIPEJICTABIIEHHBIX HA OKCIIEPTU3Y, COOTBETCTBYIOT CIIEYIOLIHUM
KPUTEPUSM:

- MPOBOJIUIIUCH B COOTBETCTBUU CO CTaHJapTaMU HaJIekKalleh KIMHUYECKON
npaktuku (GCP), Bkiroyasi 0030p U yTBEPK/IC€HHE HE3aBUCUMBIM KOMUTETOM 10
ounosTuke u nHpopMupoBaHHoe coracue cyobekToB. Tpedoanus GCP oxBaTbiBaOT
KaK OMO3THYECKHUE, TaK U CTAaHAAPTHI LIEIOCTHOCTU JAHHBIX JIJISl KIMHUYECKUX
HCCIIeJOBAaHMM;

- U KAKA0r0 IIPCACTAaBIICHHOTI'O KIIMHHUYCCKOT'O UCCIICIOBAHUS, YKA3bIBACTCA
JIPITepaTypHBIfI HCTOYHHK HJIN CCBIIIKA, '€ UMCCTCA I/IHq)OpMaI_[I/ISI MMpCaACTaBJICHHAA B
MaTcpualiax 3adBKH.

12) dopma naGopMupoBaHHOTO coryiacus U HHPOpMAIUSI O KITHHIYECKOM
UCCJIeIOBaHUU, TUTAaHUpYEMast JUIsl PEOCTABICHUS] IOTEHIIUATILHOMY CYOBEKTY
UCCJIEIOBaHUS UM 3aKOHHOMY MPEJCTAaBUTENIO COrJIacHO TpeboBaHusM CraHnapTa
GCP Ilpuxaza Ne 392 (Ha ka3aXxCKOM U PYCCKOM $I3bIKax);

13) HoTapuanbHO 3aCBUAECTENHCTBOBAHHASL JOBEPEHHOCTD, BbIJAHHASI CLIOHCOPOM,
C YETKO OMPEICICHHBIMU JI€JIETUPOBAHHBIMU MMOJTHOMOYMSIMU, €CITU 3asIBUTEIb
KJIIMHUYECKOTO UCCIIEIOBAHUS HE SIBJIIETCS] CHIOHCOPOM (B cllydae BblAA4H
JIOBEPEHHOCTH 3apyOEKHBIM CIIOHCOPOM JIOBEPEHHOCTh MPOXOAUT AllOCTUIMPOBAHUE);

14) cornacue riaaBHOTO UCCIEIOBATENS HA YYACTHE B KIIMHUYECKOM
UCCIIE0OBAHUU 110 (hOpME COTJIACHO MPUIIOKEHUIO 3 K HacTosiuM [IpaBumnam;

15) pe3tome uccnenoBarens mno Gopme COrjiaCHO NPUII0KEHUIO 4 K HACTOSIIIIUM
[IpaBunawm;

16) MHCTPYKLHIO [T0 MEAULIMHCKOMY IIPUMEHEHHIO KaXKJI0T0 JIEKAPCTBEHHOIO
cpeacTBa (B ciaydae pa3pabOTKU Ha JaHHOM JTare);

17) mepeyeHb BCIIOMOTATEIbHBIX METUIIMHCKUX U3/AEIINH, BCIIOMOTAaTEIbHBIX
JICKapCTBEHHBIX CPEACTB HEOOXOIUMBIX ISl MPOBEACHUS KIIMHUYECKOTO UCCIICTOBAHMUS
no hopme mpuiokeHus S5 Kk HacrosimuM [IpaBuiiam (B cirydae BBO3a/BbIBO3a B/U3
Pecnybnuku Kazaxcran);
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18) konuo q0oroBoOpa (WK MPOEKT J0rOBOPA) CTPAXOBAHUS TPAKIAHCKO-
IPaBOBOM OTBETCTBEHHOCTH CIIOHCOPA Ha CIyyail HAHECEHUS BPE/a KU3HU U 3[I0POBBIO
CyObEKTa UCCIEIOBAHMUS;

19) xonuto 3axntoueHuss Komuccnu (mpu Hamu4um);

20) ko1 JOKYMEHTOB, TOATBEPKAAIOIINX OIJIATY AKCIIEPTU3bI KauecTBa,
0€30MacHOCTH UCCIIETYEMbIX JIEKAPCTBEHHBIX CPEJICTB U MATEPHUATIOB KIIMHUIECKOTO
VICCIICIOBAHUSI;

21) onuch MpeaoCTaBIsIEMbIX JOKYMEHTOB B POU3BOJILHOM (opMme.

51. I[J'ISI MMOJTYUYCHUS 3aKITIOUYCHHA BKCHGpTHOﬁ OpraHu3alii Ha ITPOBCACHUC
KIIMHUYCCKOI'O UCCICAOBAaHUA MCAUITMHCKHUX I/ISIICJ'II/Iﬁ CIIOHCOP IMoAacT B OKCIICPTHYIO
OpraHu3alnurilo Ha 6YMa)KHOM H 3JICKTPOHHOM HOCHUTCIIIX CIACAYIOIHNC JOKYMCHTBI:

1) conpoBOANTENBHOE MUCEMO, B KOTOPOM YKa3bIBA€TCSA YHUBEPCAIbHBIN HOMED
MCCIICIOBAHUsI, IPUCBOCHHBIN CIIOHCOPOM, JIJII MEXKIYHAPOAHBIX KIMHUYECKUX
VCCIIEIOBAaHUI HOMED UCCIIeI0OBaHNs B MEXIyHApPOIHOM PETUCTPE KIIMHUYECKUX
UCcleIoBaHui (TIpU HATMYKH);

2) 3asBKy Ha IIPOBEJEHUE SKCIEPTU3BI MATEPUATIOB KIMHUYECKUX UCCIIECOBAHUIM
MEJUIIMHCKUX U3/ 10 (popMe B COOTBETCTBUU C MPUIIOKEHUEM 6 K HACTOSAIIUM
[IpaBunam;

3) Oporropy HcclIeIoBaTeNsI 0 MEIUIIMHCKOM H3ACIHH (KPOME MEIUITMHCKUX
W3JIeNIUN JIJIs1 TUAarHOCTUKH in Vitro) B cOOTBETCTBUH ¢ pazzaesnoM 6 Crangapra GCP
IIpukaza Ne 392 «bponrtopa nccimenoBaresns» Juisl OTEYECTBEHHBIX IPOU3BOAUTENEH HA
Ka3aXCKOM WJIU PYCCKOM SI3bIKE, JUIsl 3apyOeKHBIX IPOU3BOAUTENEH, HCIIONIb3YETCS
AHTJIMMCKHM SI3BIK C MIEPEBOJIOM HA Ka3aXCKUU WJIU PYCCKUU A3BIK;

4) TexHuueckui (paitn Ha MeAUIMHCKOE U3Jeaue (KpoMe METUIIMHCKOTO U3EHs
JUTSI TAarHOCTHUKY 1N Vitro) B COOTBETCTBUU C TIPHIIOKeHHEM 7 K HacTosuuM [Ipasunam,
3a UCKJIFOYEHHEM CBOMCTB M XapaKTEPUCTUK 0€30MacHOCTH U 3(PPEKTUBHOCTU
MEIULMHCKOIO U3/I€TUs, KOTOPBIE OMPEAEIIAIOTCS B XOJ€ KIMHUYECKUX HCCIEOBAaHUI
(1711 OTEYECTBEHHBIX MTPOU3BOIUTEIICH HA KA3aXCKOM WJIM PYCCKOM SI3bIKE, IS
3apyOeKHBIX MPOU3BOAUTENICH UCIONIB3YETCS aHTTIMUCKUH S3BIK C IEPEBOJIOM Ha
Ka3aXCKHUI WIN PYCCKUH S3bIKH);

5) NPOTOKOJI KIMHUYECKOTO UCCIEIOBAHUS MEIUIIMHCKOTO U3Aeus (KpoMe
MEUIIMHCKOTO U3ENHS JUArHOCTUKH 1n Vitro) ¢ 000CHOBAaHUEM KOJIMYECTBA
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MEIUIUHCKUX U3AEIUN, IPEICTABISAEMBbIX I KJIMHUYECKOTO UCCIIEI0BAHNS,
NOAMUCAHHBIN YIIOJITHOMOYEHHBIM MPEACTABUTENIEM CIIOHCOPA, PYKOBOAUTEIEM
KJIIMHUYECKOM 0a3bl, B cOOTBETCTBUM C npriioxkeHueM 2 k Crannapty GCP Ilpukaza No
392 Ha Ka3axCKOM HJIM PYCCKOM SI3BIKE JIJII OT€UECTBEHHBIX MPOU3BOUTENEH, IS
3apyOeKHBIX MPOU3BOAUTENCH JT0MyCKAeTCs MPEJOCTaBICHNE TOKYMEHTA Ha
AHIJIMMCKOM S3BIKE C IIEPEBOJIOM Ha Ka3aXCKUM WU PYCCKUH S3BIKU;

B cnydae He0OX0AMMOCTH MTPOBEACHUS KIIMHUYECKOTO UCCIIEJOBAHUS C yYaCTUEM
HECOBEPIICHHOJIETHUX, O€PEMEHHBIX KEHIIUH CIIOHCOP JOMOJHUTENBHO NMPEA0CTaBISIET
HAy4YHO-000CHOBAHHOE 3aKI0YeHUE NPOGUIbHON MEAUIIMHCKON OpraHu3aluu
PECITyOIMKaHCKOTO 3HAUCHUS.

6) IepedYeHbh KOMIIETCHTHBIX OPTaHOB 3apyOeKHBIX TOCYIaPCTB, B KOTOPHIE
M0/IaBAJIMCh 3asIBKU HA MPOBEACHUE KIMHUYECKOTO HcclieoBaHus (115
MEXTyHapOIHbIX UCCIIe0BaHuM) U HH(OpMaLIKs O MPUHSTHIX PEMICHUSAX (TIpU
HaJIMYUH );

7) dopmy UPK (Ha Ka3axCKOM WU PYCCKOM SI3BbIKaX), JAJII MEKTyHAPOIHBIX
VICCIIEIOBAHUN UCITOIB3YETCS aHTJIMMCKUH SA3BIK C IPUWIOKEHUEM PYKOBOJCTBA 110
3anosiHeHnto MPK Ha ka3axCKOM WM PYCCKOM SI3bIKax (MpU HAIUYUHN);

8) cornacue raiaBHOTO MUCCIIEA0BATENS HA yUYacTHE B KIIMHUYECKOM UCCIEOBAHUN
1o opMme corjacHo MpuiIoKeHuto 3 k HactosmmM [IpaBunam;

9) pe3tome uccneaoBarens Mo GopMe COrIaCHO NMPUIIOKEHUIO 4 K HACTOSALIUM
[IpaBunawm;

10) dbopmy nHDOPMUPOBAHHOTO COTIACUS U UH(POPMAITUIO O KIMHUYECKOM
UCCJIeIOBAaHUH, TUTAHUPYEMYIO JUISI IPEIOCTABIICHUS CYOBEKTY HCCIIECOBAHUS U
3aKOHHOMY TIpeAcTaBUTeNto coriacHo TpeboBanusiM Ctangapta GCP Ipukaza Ne 392
(Ha Ka3aXCKOM U PYCCKOM SI3bIKaX);

11) konuto qoroBopa (WK NPOEKT A0r0BOPA) CTPAXOBAHUS TPAKIAHCKO-
IIPABOBOM OTBETCTBEHHOCTH CIIOHCOPA Ha CIIy4ail HAHECEHUsI Bpe/la dKU3HU U 3I0POBBIO
CyObEKTa UCCIEIOBAHMUS;

12) mepeueHpb BCIIOMOTATENbHBIX METUIIMHCKUX U3AEINN, BCIIOMOTATEIbHBIX
JIEKapCTBEHHBIX CPEACTB HEOOXOIUMBIX ISl MPOBECHUS KIIMHUYECKOTO UCCIICIOBAHMUS
o ¢opme npuiokeHus 5 k HacTosuM [IpaBuiiam (B ciryuae BBO3a/BhIBO3a B/U3
Pecnybnuku Kazaxcran);
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13) HOTapuanbHO 3aCBUAETENBCTBOBAHHYIO IO0BEPEHHOCTbD, BBIJAHHYIO
CIIOHCOPOM, C OIPEIEIECHHBIMU JI€JIETMPOBAHHBIMYU IIOJJHOMOUYHUSAMH, €CIIU 3aIBUTEIIb
KJIIMHUYECKOTO UCCIIEI0BAHUS HE ABIISETCS CIIOHCOPOM (B CiIy4ae BbIIayu
JIOBEPEHHOCTH 3apyOEKHBIM CIIOHCOPOM JTOBEPEHHOCTD MPOXOIUT allOCTHUIINPOBAHUE);

14) 3axmouenue LlenTpanbHoil win JIokaibHON KOMUCCHH (TIPU HAJIUYUN);

15) konuu MaTepuanoB, MOJTBEPKIAIOIINX OIJIATY OLIEHKA MAaTepHAaJIOB
KJIMHUYECKOTO UCCIIEIOBAHMUS;

16) onuck MaTepuasioB B MPOU3BOJILHOMN (opme.

52. DkcniepTHas OpraHU3alys B TEUCHUE MATH pabOYuX THEN CO JTHS MPUHATHUS
JIOKYMEHTOB MPOBOJIUT AKCIEPTU3Y KOMIUIEKTHOCTH MPEACTaBICHHBIX JOKYMEHTOB. B
CJIy4ae BbISBICHUS HEKOMIUIEKTHOCTH JIOKYMEHTOB 3KCIIEPTHAsI OpraHu3alus
HAIpaBJISIET 3asBUTEIIO 3aIPOC O MPEJOCTABICHUH HEJOCTAIOIINX JOKYMEHTOB.

53. CrioHCOp NpEeaOCTaBIsET HEAOCTAIOIINE MAaTepHUalbl B CPOK, HE
MPEBBIIAIONINN IECTHAECAT KaJIEHIAPHBIX IHEW CO JTHS €r0 MOJIyYEHUSI.

54. DxcrniepTHas OpraHu3alys Ipu HEMPEACTABICHUH CIIOHCOPOM B TEUEHUE
LIECTUJIECATH KaJICHIAPHBIX JHEU 3alpOLICHHBIX MATEPUAIOB CHUMAET 3asBKY Ha
MPOBEICHUE KIMHUYECKOTO UCCIENOBAHUS C PACCMOTPEHUS, O YEM MUCHbMEHHO
YBEIOMIISIET CIIOHCOPA.

55. B cny4dae npenocTaBiieHUs OJIHOTO MTAKeTa JOKYMEHTOB 3KCIEPTHAA
OpraHu3alys MPOBOJIUT AKCIIEPTU3Y MaTEPUATIOB KIIMHUYECKUX UCCIIEIOBAHUN
JIEKAPCTBEHHBIX CPEJICTB, MEAUITUHCKUX U3ETUH.

56. Cpok npoBeAECHUS SKCIIEPTU3BI MATEPUATIOB KJIMHUYECKUX UCCIEAOBAHUIN
JICKapCTBEHHBIX CPEACTB, MEIUIIMHCKUX U3/CIIUNA U BbIJaua 3aKII0YCHUS HE MPEBBIIIACT
TPUALATH paboUnX JHEH CO JHS MPEACTABICHUS MOJTHOTO MaKeTa JOKYMEHTOB.

Maparpa¢ 3. DxkcnepTrza MaTepuaIoB KIMHUYECKUX UCCIET0BAHUN

57. DkcniepTHas OpraHU3aIMs MPU IKCIIEPTU3E MATEPUATIOB KITMHUYECKOTO
MCCIIEJIOBAHUS JICKAPCTBEHHOTO (-bIX) CpeACTBa (CPEICTB) MPOBOIUT 2 BUIA
AKCIIEPTHBIX PabdoT:

1) skcnepTu3y KauecTBa U OE30MACHOCTH JIEKAPCTBEHHOTO (-bIX) CPECTBA
(cpeacts);

2) OLICHKY MaTepUaJIOB KIIMHUYECKOTO UCCIICI0BAHMUS.
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58. DkcnepTr3a KauecTBa U 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEACTB MPOBOIUTCS
¢ yueToM (a3bl KIMHUYECKOTO MCCIICIOBAHUS U CTENIEHU PUCKA, CBI3aHHOTO C
UCCIIEyEMBIM (-bIMH) JIEKAPCTBEHHBIM (-BIMH) CPEJICTBOM (-aMH) (32 UCKIIFOUCHUEM
TPEeTheil (ha3bl MHOTOIICHTPOBBIX KIMHNYECKUX UCCIEIOBAHMH JIEKAPCTBEHHBIX
CPEJIICTB), U BKIIIOYAET B c€0s1 OIICHKY:

1) kauecTBa akKTUBHOM (-bIX) cyOcTaHuu (-1il);

2) Hay4HOU 000CHOBAHHOCTH (hapMaIrieBTUIECKOM pa3pabOTKU U KauecTBa
UCCIIeIyeMOTO (-bIX) JEKapCTBEHHOTO (-bIX) CPEACTBA (CPEACTB);

3) 000CHOBAaHHOCTH BBIOOPA U COBMECTUMOCTU BCTIOMOTATEIIbHBIX
JIEKAPCTBEHHBIX BEIIECTB B UCCIIEAYEMOM (-bIX) JEKAPCTBEHHOM (-bIX) CpPEACTBE (-ax);

4) papMakOKHHETHIECKOTO U (WiK) hapMaKOAMHAMUIECKOTO B3aMMOICHCTBUS
UCCJIeTyEeMbIX JIEKAPCTBEHHBIX CPECTB;

5) ycioBHii TPOU3BOJICTBA M 00beMa IPOU3BOICTBA CEPUH HCCIIETYEMOTO (-BIX)
JIEKApCTBEHHOTO (-bIX) CpeACTBa (CPEACTB);

6) crienupUKalii Ka4eCTBa UCCIIEYEMOTO (-bIX) JEKAPCTBEHHOTO (-bIX)
cpeacTBa (CpeAcTB);

7) MaHHBIX TIO CTAOMIBHOCTH UCCIEAYEMOTO (-BIX) JIEKAPCTBEHHOTO (-BIX)
cpeacTBa (CpeacTB);

8) pe3yapTaToOB KOHTPOJIS KaueCTBA UCCIEAYEMOro (-bIX) JIGKAPCTBEHHOTO (-bIX)
cpeacTBa (CpeAcTB);

9) MapKuUpOBKH HCCIIEAYEMOTO (-bIX) JEKaApCTBEHHOTO (-bIX) CPEACTBA (CPEACTB),

rw1aneoo.

59. OueHka MatepranoB KIMHUYECKOIO UCCIIEIOBAHUS JIEKAPCTBEHHOTO (-bIX)
cpeacTBa (CpeACTB) MPOBOJAUTCS C yueTOM (pa3bl KIMHUYECKOTO UCCIEOBAHUS U
CTEIEeHH PUCKA, CBI3aHHOIO C UCCIIETYEMbIM (-bIMU) JIEKAPCTBEHHBIM (-bIMU)
CpPEeACTBOM (-aMH) U BKJIFOYAET B c€0s OIICHKY:

1) ITPOTOKOJIa KIIMHUYCCKOI'O UCCICAOBAHMN:A U ITOIIPABOK K ITPOTOKOJIY
KIIMHHUYCCKOI'O UCCICAOBAHUI,

2) OpOIIIOPBI UCCIIEI0BATENS;

3) conepkaHusi ”HPOPMHUPOBAHHOTO coTrfiacusi, UHGoOpMaIuu Jis CyObeKTa
UCCJIEIOBAHUS;
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4) COOTBETCTBUSA KIMHUYECKON 0a3bl U UCCIIEIOBATENS 00IaCTH TPUMEHECHUS
UCCIIEYyeMOro (-bIX) JIEKAPCTBEHHOTO (-bIX) CpeICTBa (CPEICTB);

5) pHUCKa U TOJIb3bl KIIMHUYCCKOI'O UCCIICAOBAHUA IJI CY6T>GKTOB HCCIICAOBAaHUA,

6) akTOpoB, CBA3aHHBIX C 0€30MACHOCTHIO CYyOBEKTOB UCCIEOBAHUSI,
JIOCTOBEPHOCTHIO JaHHBIX, MPEJICTABIIEHHBIX HA PACCMOTPEHUE.

60. Ha ocHOBaHMM NPOBEACHHOM 3KCIEPTU3bI MATEPUAIOB KITMHUYECKUX
UCCIIEJOBAHNN JIEKAPCTBEHHBIX CPEJICTB, 3aKIFOYEHNE PACCMATPUBAETCS HA 3aCEHaHUN
Komuccun 1o onieHke MaTepuanoB KIMHUYECKUX UCCIEA0BAHUN SKCIIEPTHOM
OpraHU3alWH, ISl IPUHATHS COOTBETCTBYIOILIETO PELICHHUS C LENbI0 HAPABICHUS
PEKOMEH/IAIIMY B YIIOJJHOMOYEHHBIN OPTraH U CIIOHCOPY:

1) pekoMeHA0BaTh MPOBEJAECHUE KIMHUYECKOT'O UCCIIEIOBAHMUS;

2) pacCMOTPETH MOBTOPHO MOCIIE NOJIYYEHHS pa3bsICHEHUH, YCTPaHEHUS
3aMEYaHU, TPEAOCTABICHUS JOIOIHUTEIBHO 3aIPOIICHHBIX MaTEPHAJIOB;

3) He peKOMEHAYEeTCsl TPOBEACHUE KIIMHUYECKOTIO UCCIIEIOBAHMUSI.

61. [Ipu npuHATHM pEellICHHs], YKa3aHHOTO B MOANYHKTE 2) myHKTa 60
HaIPAaBJISECTCS 3aIPOC CIIOHCOPY UCCIIEIOBAHUA O MPEIOCTABICHUH JOMOJIHUTEIbHOU
pa3bACHSIONICH HHPOPMAIINH, MaTEPUAIOB, YCTPAHCHUH 3aMEYaHHM.

62. IIpu npuHATHN pELICHN, yKa3aHHBIX B MOANMYHKTaxX 1) u 3) myHkra 60,
3aKJIFOUEHHUE DKCIIEPTHOM opraHu3anuu odopmisieTcs o (opMe COrIacHO
IIPUIOKEHMIO § K HacToAmuM [IpaBunam u HampaBIsieTCsl CIOHCODY .

63. OcHOBaHMEM ISl OTPULIATENBHOTO 3AKIIOUYEHHUS SKCIIEPTU3bl MATEPUATIOB
KJIIMHUYECKUX UCCIIEIOBAHUI JIEKAPCTBEHHBIX CPEACTB SIBISIOTCS:

) HEKOMITIEKTHOCTh, HEJOCTOBEPHOCTh JIOKYMEHTOB M MaTEPUAJIOB, IIOJAHHBIX
Ha JKCIIEPTU3Y;

2) HECOOTBETCTBUE YCIOBUM MTPOU3BOACTBA U CUCTEMBI 00€CTI€UeHNsT KOHTPOJIS
KayeCcTBa UCCIIEAYEMOI0O JIEKAPCTBEHHOTO CPEJICTBA YCTAHOBICHHBIM
tpeboBanusim Ctangapra GMP Ilpukaza Ne 392;

3) HECOOTBETCTBHE KaueCTBAa aKTUBHOW CyOCTaHIIUH, BCTIOMOTATEJIbHBIX BEIIECTB,
HCCJIEyeMOT0 JIEKAPCTBEHHOTO CPECTBA YCTAHOBICHHBIM TPEOOBAHUSIM
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I'ocynapcteennoit ®apmakoneu Pecnyonuku Kazaxcran uinm HOpMaTUBHOM
JIOKYMEHTAIMH MPOU3BOIUTENS TI0 KQ4eCTBY (B TOM UKCIIE CTAOUILHOCTH U
MapKUPOBKH);

4) HECOOTBETCTBUE KIMHUYECKOM 0a3bl HccaeaoBaTess 00J1acTH TPUMEHEHUS
UCCJIElyEMOTO JIEKAPCTBEHHOT'O CPEJCTBA;

5) HECOOTBETCTBHE COAEP)KaHUSI HHPOPMUPOBAHHOTO cOTIacHsi U HHPopMaIuu
1s cyobekTa uccnenoBanus TpedoBanusam Crangapra GCP Ipukaza Ne 392;

6) IMPCBBIIICHUC PUCKA HAJ O}KH,HaeMOﬁ I10JIb30M OT yY4acCTusd B KIMHUYCCKOM
HCCICA0OBAaHNUU I CY6’beKTa HCCICAOBAaHUA,

7) Hannuue (PaKTOPOB, CBA3AHHBIX C OE30MACHOCTHIO CYOBEKTOB UCCIIEI0OBAHNS;

8) HECOOTBETCTBHE HAYYHOU 0OOCHOBAHHOCTH (hapMaleBTUUYECKOH pa3paboTKu
JIEKApCTBEHHOTO (-bIX) CPEACTBA (CPEACTB) U MIIAHUPYEMOTO KIIMHUYECKOTO
UCCJIeIOBAaHUS;

9) HECOOTBETCTBHUE JU3aitHA KIIMHUYECKOTO UCCIEOBAHUS M CTATUCTUYECKOTO
aHaJu3a, OTPAKEHHBIX B TPOTOKOJIE KIMHUYECKOTO UCCIIEIOBAHUS, TPEOOBAHUSIM
Crannapta GCP [Ipukasza Ne 392 u MexayHapOIHBIX CTaHIAPTOB B chepe oOpalieHus
JIEKApPCTBEHHBIX CPEJICTB;

10) HenpeicTaBIeHNE B yCTAHOBIIEHHBIE CPOKH 3aIIPOLIEHHBIX MAaTEPUAIIOB T10
BBISIBJICHHBIM 3aMEYaHUsM;

11) HeycTpaHeHHE CIIOHCOPOM 3aMEYaHUH, BHICTABJICHHBIX B X0JI€ MPOBEICHUS
AKCTIEPTHU3HI.

64. DxcniepTHas OpraHu3anus Ipyu dKCIEPTU3E MATEPUATIOB KIMHUYECKOTO
UCCJIeI0BaHUS MEIULUHCKUX U3/I€JIMIA MTPOBOJIUT 2 BUIA SKCIEPTHBIX PadoOT:

1) onteHky KauecTBa ¥ 0€30MaCHOCTU MEIUIIMHCKOTO U3EIHS;
2) OIEHKY MaTePHAIIOB KIIMHUYECKOTO UCCIICTOBAHMSI.

65. DKcnepTr3a MaTEPUATIOB KIMHUYECKOTO UCCIEAOBAHUS MEUIIMHCKHUX
U3JIeNIUN POBOJUTCS C YUYETOM CTENIEHU PUCKA, CBS3aHHOTO C UCCIIETYyEMbIM
MEIUIMHCKUM U3/IeTUEM U MEIUIIMHCKUM BMEIIATEILCTBOM, M BKJIFOYAET B ce0s
OLICHKY:

1) mpoTokoia KIMHUYECKOTO UCCIEAOBAHUS U MOMPABOK K HEMY (IIPU HAJTUYUN);

2) OpOIIIOpHI UCCIeIOBATENS;
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3) conepxanusi ”HGOPMHUPOBAHHOTO COTIACHUS U MH(MOPMAIIHH,
IpeoCTaBIsAEMOM 1715l CyObeKTa UCCIEOBAaHUS WIIH €T0 3aKOHHOTO MPEICTaBUTENS;

4) cOOTBETCTBUS KIIMHUYECKOM 0a3bl U UCCIEAO0BATENSA 00JACTH TPUMEHEHUS
UCCIIElyEMOT0 MEAULIMHCKOTO U3IEIHS;

5) PHUCKA U IIOJIB3bI KIIMHUYCCKOI'O UCCIICAOBAHUA OJIA CY6T)CKTOB HCCIICA0OBaHUA
HJIA €T0 3aKOHHOTO IMPCACTABUTCIIA,

6) hakTOpOB, CBA3aHHBIX C O€30MACHOCTHIO CYyOBEKTOB UCCIIEIOBAHUS,
JIOCTOBEPHOCTHIO JAaHHBIX, TPEICTABIICHHBIX HA PACCMOTPEHUE;

7) Hay4HOI 00OCHOBAHHOCTH Pa3pabOTKU MEAUILMHCKUX U3JIEINI U
IUTAHUPYEMOTO KIIMHUYECKOTO HCCIEA0BaHNUS;

8) coneprkaHUs TEXHUYIECKOTO (haiia.

66. Ha ocHOBaHMM NIPOBEACHHOM 3KCIEPTU3BI MATEPHAIIOB KITMHUYECKUX
VCCIIENOBAHNN MEUIIMHCKOTO U3IEHs, 3aKII0OUCHHE pacCMaTPUBAETCS HA 3aCETaHUU
Komuccun 1o oneHke MaTepuanoB KIMHAYECKUX UCCIEA0BAHUN SKCIIEPTHOM
OpraHu3aluH, ISl IPUHATHSI COOTBETCTBYIOILIETO PELICHHUS C 1IEIbI0 HAPABICHUS
PEKOMEH/IAIMY B YIIOJITHOMOUYEHHBIN OPTaH U CIIOHCOPY:

1) pekoMeHA0BaTh MPOBEJCHNE KIMHUYECKOT'O UCCIICIOBAHMUS;

2) paccCMOTPETh MOBTOPHO MOCIIE NOJYUEHHS pa3bsICHEHUH, YCTPaHEHUS
3aMEeYaHU, TPEAOCTABIEHUS JOIOIHUTEIBHO 3aPOIICHHBIX MAaTEPHUAJIOB;

3) HE pEKOMEHyEeTCS MPOBECHUE KIIMHUYECKOTO UCCIIE0BAHMUS.

67. [lpu pUHATHM pEIICHHS], YKA3aHHOTO B MOJAIYHKTE 2) MyHKTa 66
HaIIPaBJIAETCS 3aMPOC CIIOHCOPY UCCIEI0BAaHUS O MPEIOCTABICHUH JTOMTOJHUTEIBHOMN
pa3bACHAIOLIEH HHPOpMaLMK, MAaTEPUATIOB, YCTPAHEHUHU 3aMEYaHUN.

68. IIpu npuHATHN pElIeHN, yKa3aHHBIX B MOANMYHKTaxX 1) u 3) myHKTa 66,
3aKJIFOUEHHUE SKCIIEPTHOM opraHu3anuu odopmisieTcs o (opMe COrIacHO
NPUWIOKEHMIO 9 K HacTtosamuM [IpaBunam u HanpaBIIeTCs CIOHCODY .

69. OcHOBaHUEM 11 OTPULIATENBHOTO 3AKIIOUYEHHUS SKCIIEPTHU3bl MATEPUATIOB
KJIIMHUYECKOTO UCCIIET0BAHNS MEIUIIMHCKUX U3AEIIANA SABIISFOTCS:

1) HCAOCTOBCPHOCTb NOKYMCHTOB U MATCPUAJIIOB, ITOAAHHBIX HAa 9KCIICPTU3Y,
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2) HECOOTBETCTBHE YCIOBUI MMPOU3BOJICTBA U CHCTEMBI 00CCIICUCHHUS KaueCcTBa
UCCIIEyEeMOTO MEIUIIMHCKOTO U3/ YCTaHOBJICHHBIM TPEOOBAHUSM;

3) HECOOTBETCTBUE KINMHUUYECKOU 68,3BI, I'IaBHOT'O UCCIICA0OBATCIIA obacTu
IMPUMCHCHUS UCCIICAYEMOI'O MCIUITMHCKOI'O U3ICIIN A,

4) nHannuue GPakToOpoB, CBA3AHHBIX C 0€30MACHOCTHIO CYOBEKTOB UCCIEIOBAHNUS,

5) HECOOTBETCTBHE JIU3ailHA KIMHUYECKOTO UCCIIEJOBAHUS U CTATUCTUYECKOTO
aHaJln3a, OTPAXKEHHBIX B IPOTOKOJIE KIMHUYECKOTO HCCIeA0BaHus, TPEOOBAHUAM
MEXIYHapOIHBIX HOPM B cepe 00palieHns METUIUHCKUX U3/1ETUi;

6) HENpeICTABICHUE B YCTAHOBJIEHHBIE CPOKH 3AIMPOILIEHHBIX MATEPUAJIOB 110
BBISIBJICHHBIM 3aMEYaHUsM;

7) HEeyCTpaHEeHHE CIOHCOPOM 3aMeYaHUM, BHICTABIICHHBIX B X0J1€ MPOBEICHUS
JKCIIEPTHU3BI.

70. CnoHCOp MpEACTABIIAET OTBET HA 3aMPOC IKCIIEPTHOW OPTaHU3ALMU B CPOK,
HE MPEBBIIAIONINN ECTHACCAT KAJCHIAPHBIX JHEW CO JIHS MOJTYYECHUS 3aIpoca.
Bpewmsi, HeoOxoanMoe Ha yCTpaHEeHHE 3aMEYaHu He BXOJUT B OOIIHI CPOK
MIPOBEICHUS SKCIIEPTU3BI.

71. CnoHCOp OT3BIBAET 3aBKY Ha ITPOBEJCHUE dKCIIEPTU3BI MATEPUATIOB
KJIIMHUYECKOTO UCCIIEI0BAaHUS B JIFOO0OE BPEMS B IPOLIECCE PACCMOTPEHUS 3asIBKH
AKCIIEPTHOM OpraHu3aluei ¢ npeocTaBiIeHueM 000CHOBAHUS.

72. B ciyuasix 0T3bIBa 3asiBKM CIIOHCOPA, CHATHSI 3asIBKH C pACCMOTPEHHS, a
TaK)Xe MpU MOJYYCHUU OTPULIATEIIHLHOTO 3aKII0OUEHUSI SKCIIEPTHON OpraHu3alliy OrjiaTa
3a MPOBEACHUE IKCIIEPTHBIX pabOT CIIOHCOPY HE BO3BpAIIIACTCS.

73. YcKkopeHHas 3KCIepTh3a MaTepranoB KIMHUYECKOTO UCCIIeIOBaHus (J1aee —
YCKOpEHHasi MpoLeAypa) MPOBOAUTCS HA JIEKAPCTBEHHbBIE CPEJICTBA, METUIIUHCKHE
U3JIeus, IpeIHa3HAYE€HHbIE B COOTBETCTBHHM cO cTaThell 6 Konekca PecyOnuku
Kazaxcran «O 310pOBbe HAPOAA U CUCTEME 3/IPABOOXPAHEHUS»:

1) uist mpeoTBpaIleHUs YPE3BbIYAMHBIX CUTYAIIUN;
2) Ha opdaHHBIC MpeMapaThl.

[Ipu npoBeieHNU YCKOPEHHOM MPOLEAypbl HE CHUKAIOTCS TPeOOBaHUS K
0e3omacHOCTH, 3P(HEKTUBHOCTH U KAUECTBY JIEKAPCTBEHHBIX CPEICTB.



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 01.06.2020

. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 09.06.2020

o ik G N [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 01.06.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 09.06.2020

DKcIepTr3a MaTepraioB KIMHUYECKOTO UCCIEA0BAHUS PU YCKOPEHHOU
poLeaype MPOBOJUTCSA HA OCHOBAHHUH JIOTOBOPA KCIEPTHON OpraHU3AINH C
3asIBUTEJIEM.

IIpu yckopeHHOH mpolieAype BCE 3TAMbl SKCIEPTU3HI JIEKAPCTBEHHOTO CPEACTBA
IIPOBOJISITCSL B CPOKU HE O0JIee MATHAIATh THEH.

74. DkcnepTr3a MaTepruaIoB KIMHUYECKOTO UCCIIEIOBAHUS MIPU YCKOPEHHOMN
IpoLEeaype MPOBOJIUTCSA HA OCHOBAHHUM JI0TOBOPA KCIEPTHON OpraHU3ALMH C
3asIBUTEJIEM.

IIpu yckopeHHOH mpolieAype BCE 3TAbl SKCIEPTU3HI JIEKAPCTBEHHOTO CPEACTBA
IIPOBOJISITCS B CPOKU HE OoJiee MATHAALIATH KaJIEHJAPHBIX JHEH.

75. DKkcnepTHas opraHu3aliis Ha CBoeM caiite myosukyetr Cnucok
YTBEPKJACHHBIX U OTKJIOHCHHBIX 3asBOK HA MOJy4YeHUE pa3pelIeHUs Ha POBE/ICHHE
KIIMHUYECKOTO UCCIIEI0BAHMUS, CIIUCOK MPUOCTAHOBIICHHBIX UJTU TIPEKPAIIEHHBIX
KJIMHUYECKUX UCCIIEAOBAHUU C YKa3aHUEM MPUUHH.

IMaparpa¢ 4. Ilopsaaok noJrydyeHUus 3aKJII0YCHU O0MOITHUYECKOMN IKCIIEPTU3bI

76. 17151 moJly4eHuUs 3aKJIIOUeHUST OMO3TUYECKOM AKCIEPTU3bI MaTEPUAIOB
KJIIMHUYECKOTO UCCIIEIOBAHUS CIIOHCOP MPENOCTABISAET MATEPUAIIbI KIIMHUYECKOTO
uccnenoBanus B LleHTpanpHyr0 nim gokanbHy0 Komucceunro.

77. KIMHU4eCKHUE UCCIIETOBAHUS JENSATCSA HA NHTEPBEHIIMOHHBIE U
HEUHTEPBEHIMOHHBIE.

78. LlenTpanbuas Komuccust mpoBOAUT OMOATHYECKYIO IKCIIEPTU3Y MaTepUaoB
MHTEPBEHIIMOHHOTO KJIIMHUYECKOTO UCCIIEIOBAHUS B CITyYae:

1) npoBeieHNs] THTEPBEHIIMOHHOTO KJIMHUYECKOTO UCCIEI0BAaHUS B IBYX U OoJiee
UCCIIE0BATEIbCKUX LIEHTPaxX (110 €AMHOMY MPOTOKOIY UCCIEI0BaHUsA);

2) mpoBeCHHS HHTEPBEHIIMOHHOTO KIIMHUYECKOTO HCCIEA0BaHNUS
JIEKapCTBEHHBIX CPEACTB U METUIIMHCKUX U3/IEIHIA, TPOU3BEICHHBIX 32 MpeesiaMu
Pecny6nuku Ka3zaxcras.

79. CioHCcOp 11 IPOBEAEHUS ONO3TUYECKOM IKCIIEPTU3bI MaTEPUAIIOB
MHTEPBEHLIMOHHOTO KIMHUYECKOr0 UCCIIEJ0BaHuUs NIpecTaBisieT B LleHTpanbHyo min
JIoKanpHYI0 KOMHUCCHIO CIEAYIOLIUE TIOKYMEHTBHI:
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1) 3asiBKy Ha IpOBEACHUE KIIMHUYECKOTO UCCIIEIOBAHUS C COMPOBOIUTEIbHBIM
MUCHEMOM B ITPOU3BOJIBHOMU (hopme;

2) NPOTOKOJ KJIMHUYECKOTO UCCIIEeI0BaHUS (OpUTHHAI WU KOIIHUIO),
TIOJIMMUCAHHBINA CITIOHCOPOM HJIM €T0 YTIIOJHOMOUYEHHBIM TPEICTABUTEIIEM U
UCCIIeIOBaTENIEM;

3) CHUHOIICUC ITPOTOKOJIa KIIMHUYCCKOTO UCCIICIOBAHUS IS MCKAYHAPOAHBIX
I/ICCJIG,Z[OBaHI/Iﬁ Ha Ka3aXCKOM M PYCCKOM 3bIKaAX,

4) OpoIIropy MCCIea0BaTeNs;

5) MHCTPYKUMIO (MIJIA IPOEKT) 1O MEIUIIUHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO
CpelCTBa, MEIULIMHCKOTO U3/EIINS;

6) uHdopmaIuio s CyObeKTa UCCIIEIOBAHUS O KIMHUYECKOM HCCIICIOBAHUU Ha
Ka3aXCKOM M PyCCKOM SI3bIKaX;

7) bopmy nHGOPMHUPOBAHHOTO COTIIACHS CYOBEKTOB MCCICAOBAHUS Ha Ka3aXCKOM
U PYCCKOM sI3bIKaX;

8) pe3toMe uccneaoBaTelis, MOATBEPKIAIOIIEE €ro KBAIM(PUKALIUIO U cepTUdUKAT
0 MIPOXOXKJICHUU KYPCOB HaJIEkKAIECH KIMHUYECKOW MPAKTUKH;

9) cBeneHus 0 KIMHUYECKUX 0a3ax;

10) 10BEpEHHOCTB, BbIJJAHHAS CIIOHCOPOM C YETKO ONpPEIEIEHHBIMU
JEJIETUPOBAHHBIMU IIOJITHOMOYUSAMMU, €CIIHA 3aBUTENb KIMHUYECKOTO UCCIIEN0BAHU HE
ABJISIETCS CIIOHCOPOM;

11) uadopmanyio, KacarIlyocs MEPONPUITHI 10 HAOOPY CYOBEKTOB
ucclie[oBanus (MaTepraibl HHGOPMAITMOHHOTO M PEKJIAMHOTO XapakTepa, KOTOpbIe
OyIyT KUCIIONB30BATHCA JUIsl MPUBIICYEHUS! CYyOBEKTOB UCCIEAOBAHUS K KIMHUYECKOMY
UCCIIEIOBAHUIO (MPU HAIMYKUH) HA KA3aXCKOM U PYCCKOM SI3bIKaX);

12) konuto (MM IPOEKT) JOrOBOpPa CTPAXOBAHUS TPAKIAHCKO-TIPABOBOM
OTBETCTBEHHOCTH CIIOHCOPA 32 MPUYUHEHUE BPEIa 3JI0POBBIO U KU3HU CyObEKTaM
UCCJIeI0BAaHUS;

13) noKyMeHT, OIIpeACIISIFONTNIA YCIOBUS BBITIIIATHI BOZHATPAXKICHUS UITH
KOMIIEHCAIlUU CYOBEKTAM UCCIIEI0BAHUS 32 YU4aCTHE B KIIMHUYECKOM UCCIIE0BAaHUU
(ecyu TO MPEAYCMOTPEHO MPOTOKOJIOM KIIMHUYECKOTo uccienaoBanus). Mupopmanus,
Kacaroascsi yCJIOBUM OIJIAThI WJIM KOMIIEHCAIIUU CyObEKTaM UCCIICIOBAHUS UIU €T0
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3aKOHHOTI'O IPEICTABUTEINS 32 y4aCTUE B KIMHUYECKOM HUCCIIEIOBAHNH,
IIPEAOCTABIISAETCA B COIPOBOAUTEIBHOM ITUCbME CO CCBUIKOW Ha COOTBETCTBYIOIIUN
JOKYMEHT, KOTOPBIM 3TO MPEyCMaTPUBAETCS.

80. LlenTtpansHas KoMmuccust npoBOAUT OMO3TUYECKYIO SKCIIEPTU3Y MATEPUATIOB
HEMHTEPBEHIIMOHHOTO KIIMHUYECKOIO HCCIIEIOBAHMS B CIIy4ae MPOBEICHUS
UCCIIEJIOBAHUS B IBYX U 00JIee UCCIIE0BATENbCKUX LIEHTpax (10 eAMHOMY ITPOTOKOIY
HCCIICIOBAHUS ).

81. Jlns mosty4ueHusl 3aKIII0UE€HNs OMO3THUECKOW IKCIIEPTU3bI MATEPHAIIOB
HEMHTEPBEHIIMOHHOTO MCCIIEOBAaHUS CIIOHCOP NPEICTaBIsAeT B JIOKanbHYIO
CJIEYIOIINE JOKYMEHTBIL:

1) 3asiBKy Ha IPOBEICHUE KIIMHUYECKOTO UCCIEAOBAHMS C COMTPOBOIUTEIBHBIM
IIMCBMOM B IIPOM3BOJILHOM (hopme;

2) pe3roMe UCCIIeIoBaTENs, IOATBEPKIAI0IIEe ero KBaTU(UKAINIO U CepTU(HUKAT
o npoxoxiennu kypcoB GCP;

3) KOIHIO PEruCTPALIMOHHOTO YIOCTOBEPEHHUSI HA JIEKAPCTBEHHBIE CPEJICTBA;

4) KONUIO UHCTPYKIUU MO0 MEAUIIMHCKOMY NPUMEHEHHIO (YTBEPKICHHBIN
BapUaHT);

5) xonuto OOLIEN XapaKTepUCTUKH JIEKAPCTBEHHOTO Mpenapara Jjist
MeauuuHCcKoro npuMmeHenus (nanee - OXJIIT) (yTBepkIeHHbI BapHaHT).

6) MPOTOKOJI KJIMHUYECKOTO UCCIIeI0BaHNsI, TOAMUCAHHBIN CIIOHCOPOM WUJIH
YIIOJIHOMOYEHHBIM MPEACTABUTEIIEM CIIOHCOPA;

7) nHGOpMAIUIO A1 CyOBEKTOB MCCIEAOBAHMUS WIH €r0 3aKOHHOTO
MIPEICTABUTEIS O KJIMHUIECKOM HCCIICIOBAHNHN Ha Ka3aXCKOM M PYCCKOM SI3bIKax (eciu
3TO TpedyeTcs MO MPOTOKOIY);

8) hopmy nHDOPMUPOBAHHOTO COTJIACHS CYOBEKTA UCCIIEIOBAHUS HA Ka3aXCKOM
U PYCCKOM $I3bIKaX (€CJIM 3TO TPeOyeTCsl MO MPOTOKOIY);

9) o6pa3zeln UHAUBUYATBHOW perucTpaliioHHON (OopMbI Ha OYMa)KHOM HOCHUTEIE
(eciu 3TO TpeOyeTCs MO MPOTOKOIY).
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82. JlokanbHas Komuccusi npoBouT OMO3TUYECKYIO KCIIEPTU3Y MaTEpHAIIOB
OJTHOLICHTPOBBIX NHTEPBEHIIMOHHBIX U HEUHTEPBEHIIMOHHBIX KIIMHUYECKUX
VCCIIEOBAHNM, 3a UCKIIFOUEHUEM CIIy4aeB, YKA3aHHBIX B MOAIIYHKTE 2 ITyHKTA 78
HacTosux IIpasu.

83. Cpok OMOATHUYECKON IKCTIEPTU3BI MATEPUATIOB KIMHUYECKOTO HCCIIEIOBAHUS
Y BblJIaua 3aKJIIOYCHUS, OCYIIECTBISIEMBbIX B LleHTpanbHy0 ninn JIokanbHYyI0 KOMHUCCHIO,
HE TPEBBIIIAET YETHIPHAANAT PA0OYUX JTHEH CO JTHSA OTUIATHI IKCIIEPTHBIX padOT U
MPECTABJICHUS TTOJIHOTO MEPEYHS JOKYMEHTOB.

84. HpI/I HCO6X0)II/IMOCTI/I HCHTpaJIBHaSI nnu JIokajabHasi KOMUCCHS 3alpamunBacT
Yy CIIOHCOpa WK 3assBUTCIIA KIIMHUYCCKOTI'O UCCIICAOBAHUS PA3BACHCHUA 110 KOHKPCTHBIM
IMOJIOKCHHUAM B IIPCACTABJIICHHOM IICPCUYHE TOKYMCHTOB. BpGMSI, HGO6XOI[I/IMO€ JII
MMpEACTABJICHUS CIIOHCOPOM AAHHBIX HC BXOAWUT B CPOKHU ITPOBCACHUA OMOATHYECKOM
OKCIICPTU3BI 1 HC IIPCBLIMIACT IICCTbACCAT KAJICHIAPHBIX I[Heﬁ.

85. Ilo pe3ynpTaTaM OMo3THYECKOM SKcepTH3bl L{eHTpanbHas win JlokambHas
KOMUCCHS IPUHUMAET PEILICHUE U BbIIAET 3aKII0YEHUE OMOITUYECKOM SKCIIEPTHU3HI B
nopsjke ycraHoBieHHOM [lonoxkenuneM o LleHTpanbHOil KOMUCCUU IO OMO3THKE.

IMaparpa¢ S. IIpoBeneHne KIMHUYECKUX HCCIAEAOBAHUIM

86. KitnHnueckue ncciieIoBaHus JIEKAPCTBEHHBIX CPEACTB MPOBOASATCS B
KIMHUYeCcKuX 6a3ax B cooTBeTcTBUU co Ctanmaprom GCP [pukaza Ne 392,
HOPMAaTHUBHBIMHU MTPABOBLIMU aKTaMu EBpazuiickoro 3KOHOMHUYECKOTO COi03a B cdepe
oOparieHus JIeKapCTBEHHBIX CPEJICTB, @ TAKKE B COOTBETCTBUU C MEKyHAPOAHBIMU
HOpMaMH, paTuduurpoBaHHbiMU PeciyOnmkoi Kasaxcras.

87. KiinHn4eckre necieI0BaHus MEAULMHCKUX U3/IETIUN TPOBOAATCS B
KIIMHUYeCcKuX 6a3ax B cooTBeTcTBUU co Ctangaprom [SO14155:2014 pexomenaanuu
Komnerun EBpasuiickoir 5koHOMHYECKON Komuccuer Ne 17, HopMaTUBHBIMU
paBOBbIMH akTamMu EBpa3zniickoro 3k0oHOMHUYECKOTo c0103a B chepe oOparieHus
MEIUIUHCKHUX U3JIEIUH, a TAK)KE B COOTBETCTBUU C MEXAYHAPOIHBIMU HOPMAaMH,
patupuuupoBanHeiMu PeciyOnukoit Kazaxcran.

88. KitnHnko-1abopaTopHble UCTIBITAHUS MEAUIIUHCKUX U3JIETUN TS
JUArHOCTUKH 1n VItro oCyIecTBIISIIOTCS B cooTBeTcTBUM ¢ ri1aBoi VIII ITpasun
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IPOBEICHUS KIMHUYECKUX U KIIMHUKO-1a00paTOPHBIX UCIIBITAHUN (MCCIEA0BAHMI)
MEIMLIUHCKUX U3JeNnii, yTBepKaeHHbIX Pemennem CoBera EBpazuiickoit
AKOHOMUYECKOI komuccuu ot 12 despansa 2016 roga Ne 29.

89. KiimHnueckre neciieJOBaHusl HAUMHAKOTCS TIOCIIE MOJyYEHUS pa3peleHUs
YIOJIHOMOUYEHHOT'O OpraHa, HO He O3JHEE OJJHOTO TOJa C 1aThl BbIIaYU pa3peLICHNUs,
KOTOPOE AEMCTBUTEIBHO JJO OKOHYAHUS KJIMHUUYECKOTO UCCIIEA0BAHNUS.

90. CrioHCOp B T€UYE€HHUE MATHAALATH KaJCHIAPHBIX JHEU CO JIHS Hayaja u
OKOHYaHUS UHTEPBEHIIMOHHOI'O KIMHUYECKOTO UCCIIEI0BAHUS YBEIOMIISIET SKCIIEPTHYIO
opranuzanuio u llenTpanbHyto uin JIokaibHYI0 KOMUCCHIO O Ha4ajle U OKOHYaHUH
WHTEPBEHIIMOHHOTO KIIMHUYECKOTO HcclieoBanus. J[aToil Hauana KIMHUYECKOTO
HCCIICIOBAaHUS CYMTACTCS JaTa BKIIOUYCHHUS MEPBOrO MallMeHTa B UCCIIEIOBAHUE B
Pecnybnuke Kazaxcran. JlaToit OKOHUaHHS KIIMHUYECKOTO UCCIEOBAHUS CUUTACTCS
JaTa MOCJEHEr0 BU3UTA MOCIEAHEr0 CyOheKTa UCCIIeN0BAHUS, ISl MEXKTYHAPOTHBIX
MHOTOIIEHTPOBBIX UCCIEAOBAHUN — JaTa OKOHYAHUS KJIMHUYECKOTO UCCIIECIOBAaHUS BO
BCEX CTpaHax.

91. B cityyae npoBeeHUs MEKIYHAPOAHBIX MHOTOLIEHTPOBBIX KIIMHUYECKHUX
VICCIIEJOBAHNUN CIIOHCOP B TEYEHHUE IEBSIHOCTA KAJICHIAPHBIX THEW CO HS 3aBEPLICHUS
KJIMHUYECKOI0 UCCIIEJOBAHNS HH()OPMHUPYET HKCIIEPTHYIO OPTaHU3AIMIO U
enTpanbHyro min JIOKaIbHYH0 KOMUCCHIO O ITOJTHOM 3aBEPIICHUH KIMHUYECKOTO
UCCIIEJOBAHUs BO BCEX CTPAaHaX.

92. CrioHcop 0b6ecreunBaeT MOCTOSIHHYIO OLIEHKY 0€30MaCHOCTH HCCIIEyEeMbIX
CPEACTB U B CPOKU HE OoJiee MATHAIATH KaJCHIAPHBIX THEU, YBEIOMIISIET 3aHATHIX B
UCCJIeIOBAaHUHU HCCcTeaoBaTeNel (KIIMHIIecKas 0a3a), a TakKe SKCTIIEPTHYIO
OpraHu3alMIo O MOJYYEHHBIX JAHHBIX, KOTOPbIE CITIOCOOHBI HEOIATOMIPUSATHO
OTPa3UThCS HAa O€30MACHOCTU CYOBEKTOB, MOBIIUSTH HA TPOBEJCHUE UCCIIECIOBAHUS
1160 U3MEHUTH 3akitoueHue LlenrpanpHoii nnu JIokanbHON KOMUCCHU Ha
POJOJIKEHUE UCCIIEIOBAHMUS.

93. AyIuT 1 MOHUTOPHUHT KJIMHUYECKOTO UCCIIEIOBAaHUS IPOBOASATCS B
cootBeTcTBHM co Ctangaprom GCP Ilpukaza Ne 392.

94. PykoBOMTEIb KIMHUYECKOU 0a3bi:

1) HU3A4CT aKT O IPOBCACHHMHN KIMHUYCCKOI'O UCCIICIOBAHNSA 1 HA3HAYCHU A
HCCIICOAOBATCII U JIML, YHACTBYIOIIHUX B KIIMHUYCCKOM HCCIICAOBAHUU,
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2) obecrnieunBaeT JOCTATOYHOE KOJUYECTBO BPEMEHH MCCIIEOBATEINIO IS
HaJJIEKAIIeTro MPOBEACHUS U 3aBEPLICHUS KIIMHUYECKOTO UCCIEA0BaHUA,
COOTBETCTBYIOILIEE YKa3aHHOMY MEPHOJIy B IPOTOKOJ KIMHUYECKOTO UCCIEAOBaHUS;

3) obecrieunBaeT yCIOBHS ISl IOJIHOTO U MIPABMIIBHOTO MPOBEACHUS
KJIMHUYECKOTO UCCIIEJIOBAHUS B COOTBETCTBUU C MPOTOKOJIOM KJIMHHYECKOTO
UCCIeIoBaHMs, HacTOSIUMU [IpaBuiiamMu 1 peocTaBlIeHUE TOCTOBEPHBIX TaHHBIX;

4) oOecreynuBaeT YCIOBHUA XpAHCHUA UCCIICAYCMOT'O JICKAPCTBCHHOTO CPCACTBA U
COXPaHHOCTb OCHOBHBIX TOKYMCHTOB KIIMHUYCCKOI'O MCCIICAOBAaHM:A, 4 TAKIKC
MaTCpUAJIOB 3aBCPIICHHOI'O KIIMHUYCCKOT'O UCCIICAOBAHU .

95. Knunudeckoe rcclieJoBaHUE IPOBOIUTCS TIPU YCIOBUH COOJIIOICHHS BCEX
CIIEIYIOLINX YCIOBUM:

1) obecnieueHre coOMIOIeHUs MPaB CyOBbEeKTa UCCIEAOBAHUS Ha (PU3HYECKOE U
MICUXUYECKOE 01aronoyqne, TalHy JIMYHOM JKU3HU U 3aITUTY MTEPCOHATBHBIX TAHHBIX
COTJIACHO TPEOOBaHUSIM 3aKOHO/IaTEIIHCTBA,

2) mpeKkpanicH1ue y4acTusl B KIMHUYSCKOM UCCIICIOBAHHH T10 JKEJIaHUI0 CYOhEeKTa
WCCIIEJIOBAHUS WJIK €T0 3aKOHHOTO MIPEACTAaBUTENIA B JIFOOOE BpeMsi O€3 KaKoro-i1udo
Bpesa ISl ceos;

3) 3aKJII0OUYECHHUE JOTOBOPA CTPaAXOBAHMS I'PakJaHCKO-TIPAaBOBOM OTBETCTBEHHOCTH
CIIOHCOPA Ha ClIy4all HAaHECEHUS BpeJia *KU3HU U 3JJ0POBbI0 CYOHEKTA UCCIICIOBAHUS
WJIM €70 3aKOHHOTO TMPEeICTaBUTENS (32 UCKIIOYEHNEM HEMHTEPBEHIITMOHHOTO
HCCIICIOBAHUS ).

96. /1o BK/ItOUEHHUS B KIMHUYECKOE UCCIIEJOBAaHUE CyOBEKTY MCCIIEI0BAaHUS WIN
€r0 3aKOHHOTO MPEACTaBUTENIOS MTPEAOCTABIAECTCA HH(OpMAIUs O INIAHUPYEMOM
KJIMHUYECKOM HCCIIEZIOBAHNHN, HA OCHOBAHUU KOTOPOM CyOBEKTOM HCCIIEA0BaHUS WIH
€ro 3aKOHHOT'O MPEACTaBUTENS MOANUCHIBAETCS HH(OOPMUPOBAHHOE COTJIache Ha
I00POBOJIBHOE yYacTHE B UCCIICJOBAHUH.

97. llony4yenue u AOKyMeHTaJIbHOE 0hopMIIeHHE HHPOPMUPOBAHHOTO COTIIACHS
cyOBeKTa MCCIe0BaHUs WIH €r0 3aKOHHOTO MPEACTaBUTENS 00ECIeunBaeTCs B
cootBercTBUM co Crannaptom GCP Ilpukasza Ne 392 u 6M03THYECKUMH IPUHIUIIAMHU.

98. Jlo BKIIIOUEHHUSI B HCCIIEJOBAaHUE CyOBEKT UCCAEAOBaHUS I €0 3aKOHHBIM
MPEICTaBUTEIb U JIUIIO0, TPOBOIUBIIIEE PA3BICHUTENBHYIO OeceTy, MOAMUCHIBAIOT U
COOCTBEHHOPYYHO JATUPYIOT JBa dK3eMIUIsIpa HHGOPMUPOBAHHOTO COTJIACHS, OJIUH U3
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HUX OCTAeTCs y II1aBHOT'O MCCIIEe0BaTENs (MCCIEA0BATENS) U XPAHUTCS HA MIPOTSHKEHUH
HE MeHee 25 JIeT 1ocIie 3aBEPIICHHs] COOTBETCTBYIOIIErO KIIMHUYECKOIO NCCIIEA0BAHMS,
a BTOpOU mepenaercs CyObeKTy UCCIE0BAHMS.

99. CyOBeKThI UCCIIeIOBaHMS, HECTTOCOOHBIE CAMOCTOSATENIBHO J1aTh
MH()OPMHUPOBAHHOE COTIACHE HA yYACTHE B KIMHUYECKOM HCCIICIOBAHHUH, HE
BKJIFOYAFOTCS B KIIMHUYECKOE MCCIICIOBAHNE, €CIIH €r0 MOYKHO IPOBECTH TIPH YIACTHH
JIUI], CTIOCOOHBIX JIMYHO J1aTh HH()HOPMUPOBAHHOE COTIIACHE.

100. YIotHOMOYEHHBIN OPTraH, MOHUTOPBI, Ay IUTOPBIL, IPEACTABUTEIN
AKCTIEPTHOM opranu3aiuu, LlenTpanshas unu JlokanbHasiHa 11000M Tare
KJIIMHUYECKOTO UCCIEI0BAHUS UMEIOT PSIMOM TOCTYII K 3aITUCSAM B IIEPBUYHOM
MEIMIMHCKON JOKyMEHTAIMK CyOBbeKTa UCCIICOBAHMS ISl U3YUCHHUS, aHaIH3a,
MPOBEPKH U KOTIMPOBAHUS JTIOOBIX 3aIMUCEH U OTYETOB HEOOXOAUMBIX JJIsI OIIEHKU
KJIMHUYECKOTO uccienoBanus. Jluna, umeronme npsiMoi JOCTYIT IPUHUMAIOT BCE MEPHI
JUTSE COOTIOICHUS 3aITUThI KOH(PUICHIIMATBHOCTH MH(GOPMAIINH, TTO3BOJISIOIEH
UACHTU(PUUIUPOBATh CyOBEKTOB, U HHPOPMALIMH, IPUHAAJIEKAIIEH CIIOHCOPY.
[TonnuceiBas mucbMeHHOE MH(POPMHUPOBAHHOE COTIIACHE, CYOBEKT HUCCIIEI0BAHUS WIN
€ro 3aKOHHBIN MPEJICTaBUTEIb JAIOT pa3pelieHre Ha JOCTYII K 3TOM TOKYMEHTalUU.

101. B cmydyae 1ocpo4HOro NpeKpanieHus iy MPUOCTAHOBKU KIIMHUYECKOTO
UCCJIEIOBaHUS CIIOHCOP HE3aMEeLTUTEIbHO ONMOBEIIAET KIMHUYECKYIO 0a3y,
AKCHEPTHYIO OpraHu3anuio, LlentpansHyto ninn JIokaabHYyI0 KOMUCCHIO, BBIAABLIYIO
MOJIOKUTENIBHOE 3aKIF0UeHHE OMOATUYECKOM SKCIEPTU3bI U YIIOJTHOMOYEHHBII OpraH o
MpPEKPaILEHUH WA MPUOCTAHOBKE KIIMHUYECKOTO UCCIIEIOBAHUS C YKAa3aHUEM MMPUYUHBI
NPEKPALIECHUS WIIA PUOCTaHOBKU. CpOK MPUOCTAHOBKU KIIMHUYECKOT'O HCCIIETIOBAHUS
HE MPEBBIIIAET OJIHOTO TOJa.

102. B cmyyae BO30OHOBJIEHUS BPEMEHHO TPUOCTAHOBICHHOTO KIIMHUYECKOTO
UCCleI0BaHus, crioHcop nHpopmupyet 00 stom LleHTpansuyto win JlokansHyto
KOMMCCHIO, BBIJIABIIYIO TOJIOKUTEIHLHOE 3aKII0UEHUE OUOATUYECKOU IKCIIEPTHU3HI,
HKCIEPTHYIO OPraHU3alUI0 U YIIOJTHOMOYEHHBIN OpraH B T€UEHUE MSITHAAIATH
KaJIeHJapHbIX JIHEW ¢ MOMEHTa BO30OHOBIICHUS.

103. CrioHcop obecrnieurBaeT MOArOTOBKY 3aKJIFOYUTEILHOTO OTYETa O
MPOBEJECHHOM KIIMHUYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOI'O CPEJICTBA U
MEIUIMHCKOr0 U3I€INs BHE 3aBUCUMOCTH OT TOT'O OBLIO JIU UCCIIE0BAaHHE 3aKOHYEHO
WJIU IOCPOYHO MPEKPAIIICHO.
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104. OT4eT KIMHUYECKOTO UCCIIEOBAHUS JIEKAPCTBEHHOTO CPE/ICTBA
COCTaBJISICTCS COTJIACHO TPEOOBAHUSAM K CTPYKTYPE U COJEPKAaHUIO OTYETA O
KIIMHUYECKOM HCClieoBaHUM corsiacHo npuinoxkeHuto 2 k Ctanmapty GCP IIpukaza Ne
392, npunoxenuto 10 k HacTosmuM [IpaBunam, OT4eT KIMHUYECKOTO UCCIIEI0BaAHMUS
MEUIIMHCKOTO U3AeNus cocTaisiercs coriacHo TpedoBanusim ['OCT P UCO 14155
«Kimmanueckue nccnenoBanns. Hannmexamas kiinmHu4Yeckas npaktuka». He no3axee
OJIHOTO Iojia TTOCJIE TTOJIHOTO 3aBEPIICHUS KIIMHUYECKOTO UCCIIeI0BaHus (TIpH
MPOBEICHUN MEXAYHAPOIHBIX KIMHUYECKUX UCCIEAOBAHUIN — MTOCIIE 3aBEPLICHUS
KJIMHUYECKOTO UCCJIEAOBAHMS BO BCEX CTpaHax) CIIOHCOP MPEIOCTABISAET KPATKYIO
uH(OpMAIIHIO O KIMHUYECKOM UCCIIEAOBAHUU B SKCIIEPTHYIO OPTaHU3AIMIO U
LlenTpanpHyr0 KOMUCCHIO, BBIJIABIIYIO PA3PEUICHUE HA MTPOBEACHUE KIMHUYECKOTO
HCCJICIOBAHHUS.

105. Bce oTueThl 3aBEpIICHHBIX KIMHUYECKUX UCCIEI0OBaHUH JIEKapCTBEHHBIX
CpeAcTB B (IIepBOM, BTOPOH, TpeTheil a3bl, UCCIIeIOBAHUE YKBUBAJIECHTHOCTH),
MEIUIUHCKUAX U3/IeJIUIA BKIIOUYAIOTCA B PETUCTPALIMOHHOE JOChE TIPU 3asIBJICHUU UX Ha
roCyJapCTBEHHYIO PETUCTPALIMIO.

106. CrioHCOp M uccaea0BaTe b apXUBUPYIOT MaTepUaIIbl (JIOKYMEHTHI)
KJIMHUYECKOTO UCCIEI0BAHUS U 00ECTIEUNBAIOT €r0 COXPAHHOCTh B TEUEHHE 25 JIET CO
JTHS 3aBEPIICHUS KIMHUYECKOTO UCCIICOBAHMS.

107. CiopHbIie BOIIPOCHI [0 PeE3yabTaTaM SKCIEPTU3BI MATEPUATIOB KIMHUYECKOTO
WCCIIEJIOBAHUS, PACCMATPUBAIOTCS HA 3aCEIaHUU DKCIIEPTHOTO COBETA JIJIsl IPUHATHS
COOTBETCTBYIOIIETO PEMICHUS C LIETbIO HAIIPABICHUSI PEKOMEHAIIUU B
YIOJHOMOYEHHBIN OpraH U CIIOHCOPY.

108. CHOpHBI@ BOIIPOCHI, KOTOPBIC BO3HHUKAIOT B XOAC ITPOBCACHUA KIIMHUYICCKOT'O
HCCIICA0BaHMsA, paCCMATPUBAIOTCA YIIOJTHOMOYCHHBIM OPraHOM.

IMaparpad 6. BHecenne nonpaBok B MaTepuajbl KIMHNYECKOI0 HCCIEI0BAHUS

109. Bo Bpemst mpoBeeHUsT KIIMHUYECKOTO UCCIIE0BAHMS PU HEOOXOAMMOCTH
BHOCSTCS TIONPABKH (CYIIECTBEHHBIE WJIM HECYIIIECTBEHHbBIE) B MaTEpUAIIbI
KJIIMHUYECKOTO UCCIIEIOBAHMUS.

110. ITepeyens monpaBoK K MPOTOKOJY U (WJIM) MaTepualiaM KJIMHUYECKOTO
UCCIIEOBAHUS JIEKAPCTBEHHBIX CPEACTB, KOTOPBIE PACCMATPUBAIOTCS KaK
CyIIECTBEHHBIE ITpuBeneHbI B npuitokenun 3 k Ctannapty GCP Ilpuxasa Ne 392.
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111. Ecnu nonpaBku K TPOTOKOJIY HHTEPBEHIIMOHHOTO KIIMHUYECKOTO
VCCIIEOBAHUS HOCAT CYIIECTBEHHBIN XapaKTEP, CIIOHCOP YBEIAOMIIAET HKCIIEPTHYIO
opranuszanuio U LlentpanpHyro nin JIokanbHYyI0 KOMUCCHIO O IPUYMHAX U COJAEPKaHUU
nonpaBok. C 3TOM LENbI0 CIOHCOP MOJAET B AKCIIEPTHYIO OPraHU3aLUIo U
LenTpanpHyro ninu JIOKaJIbHYI0 KOMUCCHIO:

1) COIMPOBOAUTCIIBHOC ITUCHMO,

2) 3asBJICHUE HA MOJYUYCHUE 3aKITI0YEHUS IKCIIEPTHOM opranu3aiuu (0g00peHus
HentpanbHoii unu JlokaabHOM KOMHCCUHM) O BO3MOXHOCTH BHECEHUS CYIIIECTBEHHBIX
MOMPAaBOK U UHPOPMHUPOBAHUS O HECYIIIECTBEHHBIX MOMPABKaX B MaTEPUAIIbI
WHTEPBEHIIMOHHBIX KIMHUYECKUX UCCIEOBAHUM 1O (popMe cortacHo npusioxeHuto 10
K HactosimuMm [IpaBunam;

3) BBINKCKHU U3 JOKYMEHTOB, COJIEprKaIllie JEUCTBYIOUIYIO U MPEiaraeMyro
pEIaKLUU TEKCTA UM HOBYIO BEPCUIO U3MEHEHHBIX JIOKYMEHTOB;

4) TOMOTHUTENBHYIO HH(GOPMAIIHIO, BKIIOUYAIOIIYIO PE3IOME TaHHBIX (TIPU
HaJIU4Y1H), OOHOBJICHHYIO OOIIYIO OIEHKY MOJb3a-pUCK (ITPU HATUYHMH ), BOZMOXKHBIE
MOCIIEJICTBUSA JIsl CYOBEKTOB UCCIIEIOBAHUS, BKIIOYEHHBIX B KIIMHUYECKOE
UCCIIEIOBAHNE, BO3MOYKHBIC MOCIEICTBUS JJIsl OLICHKU PE3YJIbTaTOB KIMHUYECKOTO
UCCIIEIOBAHUS.

112. Ecnu cymecTBeHHas onpaBKa KacaeTcsi 00J1ee 4eM OJHOro MPOTOKOJIa
(MpOTOKOJIa) KIMHUYECKOTO UCCIIEIOBAHUS SISl HCCIIEyEMOT0 JIEKAPCTBEHHOTO
CpeACTBa, CIIOHCOP GopMUpyeT 00IIYI0 HH(DOPMALIUIO B SKCIIEPTHYIO OpPTraHU3alUI0 U
LenTpanbHyto unu JIokanbHYIO IPH YCIOBUH, YTO B CONPOBOIUTEIHHOM UCbME U
3asBJICHUU OyAeT yKa3aH MepeueHb BCeX MPOTOKOJIOB KIIMHUYECKUX UCCIIeIOBAHUM,
KOTOPBIX KacaeTcs JaHHas MOIMpaBKa.

113. Cpoxk npoBeJIeHHs SKCIEPTU3BI CYIIECTBEHHBIX MOMPABOK KCIEPTHON
opraHu3aluel cocTapisieT He OoJiee MIATHAAATYA KaJIeHJapHBIX JTHEH cO JTHS
MpeAOCTaBICHUS 3asIBJICHUS U MaTEpUaJIoB B oiaHOM oObeme. [Ipu npoBenennmn
DKCIEPTHU3BI CYLIECTBEHHBIX NOMPABOK AKCIIEPTHASI OPTaHU3ALMUs 3aIIPALLIBACT
pPa3bsCHEHUS M YTOYHEHHUS B MTUCbMEHHOU dopme y crioHcopa. Cpok, HEOOXOIUMBIiA
JUISL KX TIOJATOTOBKH, HE BXOJIUT B CPOK IMPOBEAECHUS IKCIIEPTUSBL.

114. Ha ocHOBaHUM ITPOBENEHHOM IKCIIEPTU3BI TOMPABOK K NPOTOKOITY
KJIINHUYECKOTO UCCIIEIOBaHMUsI, 3aKIF0UEHNE paccMaTpuBaeTcs Ha 3aceganun Komuccun
10 OLICHKE MATEPHUAJTIOB KIMHUYECKUX UCCIICAOBAHUMN YKCIEPTHOM OpPraHU3allH, IS
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MIPUHSTUSA COOTBETCTBYIOIIETO PEUICHHUS C LEJbI0 HANPABICHUS PEKOMEHIAIINU B
YIIOJJTHOMOYEHHBIN OpraH U CIIOHCOPY:

1) npuHATH TONPABKH K MPOTOKOJTY KIIMHUYECKOTO UCCIIEIOBAHMUS;
2) paccMOTpETh MOBTOPHO MOCIIE MOTYYEHUS Pa3bICHEHUN U YTOUHEHUIA;
3) He IPUHUMATh MOMPABKHU K MPOTOKOIY KIMHUYECKOTO HUCCIIEIOBAHMUS.

115. Ecnu cioHcop nccieioBaHus B TEYEHUE TPUALATH KAICHIAPHBIX THEN HEe
MIPEJCTABISET B OKCIEPTHYIO OPraHU3aIMIO 3aPOLICHHBIE JOTOJIHUTEIbHbBIC
MaTepHaJIbl WJIA MTUCbMa ¢ 000CHOBAHUEM CPOKOB, HEOOXOUMBIX TSl KX JOPAOOTKH, TO
nomnpaBKa CHUMAETCs ¢ paccMOTpeHHsi. O IPUHATOM PELIEHUU SKCIEPTHAS
Opra"u3ainys NMCbMEHHO YBEJAOMIISIET CIIOHCOPA.

116. DxcniepTHast opraHu3ays NPEeIOCTABISAET CHOHCOPY 3aKIIOUECHUE C
PEKOMEHIaMer O BO3MOKHOCTH MJIM OTKAa3€ BO BHECEHUH CYIIECTBEHHBIX MIONIPABOK B
MaTepHainbl KIMHUYECKOTO UCCIICIOBAHUS.

117. LenTtpanpHas win JIokaabHas KOMHCCHS pacCMaTPUBACT CYIIIECTBEHHBIC
MONPaBKH B TEUCHHE MATHAINATH KaJCHIAPHBIX THEH C AThI TOJYyUSHUS TIOJTHOTO
NepeyHs TOKyMEHTOB U O IPUHSITOM PEIICHUH B MIMCbMEHHOM BHJIE COOOIIAeT
CIIOHCODY.

118. CymiecTBeHHbIE MOMPABKU BHOCITCA B TPOTOKOJ UCCIIEIOBAHUS 110
COTJIACOBAHUIO C YIIOJTHOMOYEHHBIM OPraHOM Ha OCHOBAHUU MOJO0XKUTEIBHOTO
3aKJIFOUYEHUS], BBIIAHHOT'O DKCIIEPTHOM opranu3auuei u LlentpansHoit uinu JIokanbHOU
KOMHUCCHH.

119. Cpok cornacoBanus CyIIECTBEHHBIX MOMNPABOK B MMPOTOKOJ UCCIIETOBAHUS
COCTAaBJISIET HE OoJiee AeCATH KaJeHAAPHBIX THEH CO JTHS MOJIYYSHHS MOJ0KUTEITEHOTO
3aKJIFOYEHHS SKCIIEPTHOM OpraHU3allluy U TTOJOKUTEIRHOU OLIeHKH [[eHTpanbHON nnun
JlokaibHOM KOMUCCHU.

120. Ecnu nonpaBku HE OTHOCATCS K CYIIECTBEHHBIM M HE UMEIOT MPSIMOTO
OTHOUIEHUS K MPOBEACHUIO KIIMHUYECKOTO UCCIIEI0BAHUS, TO TAKUE U3MEHEHUSI HE
NoJJIeXaT dKcnepTuse. B 3ToM ciydae CiOHCOpP MUCBMEHHO YBEIOMIISIET SKCIIEPTHYIO
opranuzanuio u LlenTpansHyto nin JIokaabHy0 KOMUCCHIO O BHECEHUH
HECYIIECTBEHHBIX MOMPABOK B JOKYMEHTAIIUIO KIIMHUYECKOTO UCCIEOBAHUS.
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DxcnepTtHasa opranu3anus u LlentpansHas unu JlokanbHas Komuccun B TeueHne He
OoJee ecaTu KaJIeHJapHBIX JHEH MOATBEPKIAeT yBEAOMIICHHE CITIOHCOPA O BHECCHHUH
MOIPABOK B MPOTOKOJ KIIMHUYECKOTO UCCIICIOBAHUS.

IHaparpa¢ 7. MOHUTOPHUHT HeKeIATeJbHbIX SIBJICHUH, PeaAKINH,
He0JIarONPUATHBIX COOBITHI

121. MOHUTOPUHT HEXKENIaTeIbHBIX SBJICHUN U PEaKIuii JeKapCTBEHHBIX CPE/ICTB
IIpU MPOBEACHUN KIIMHUYECKUX UCCIEOBAHUM OCYIIECTBIISECTCS COTJIACHO
npuioxennto 1 Cranmapra GCP Ilpukaza Ne392.

122. CrioHCOp pEeTUCTPUPYET U MPEOCTABISIET HHPOPMAIHIO 000 BCex
HEXKEJIaTeIbHBIX PEaKIUsX, TIOJYYCHHBIX B paMKaX HHTEPBEHIIMOHHOTO KJIMHUYECKOTO
WCCJICIOBAHUS JIEKAPCTBEHHOTO CPEJICTBA, B AKCIIEPTHYIO OPTAaHU3AIUIO U
[enTpanpHyro uiu JIokaabHYI0 KOMUCCHIO B CPOK JIO CEMU KaJICHIAPHBIX THEH OT JaThI
MOJTy9YCHHSI HHPOPMAIIMH O BHISIBJICHUHU CEPhE3HBIX HEMPEABUACHHBIX HEXKEIATEThHBIX
peaknusxX B ciaydae, €CJIM OHU PUBENH K CMEPTU WJIU MPECTABIISIIN YTPO3Y IS
KU3HH, B CPOK JIO TISATHAIATH KaJCHIAPHBIX JTHEH OT JAThI MOTYYeHUS HHOOPMAITUHU O
BBISIBJICHUH CEPHhE3HBIX HETIPEABUICHHBIX HEXKEIIATEIbHBIX PEAKIIUIX I OCTATHHBIX
CEpbE3HBIX HEMPEIBHUICHHBIX HEXKEIATEIbHBIX PEaKIIHSIX.

123. CnoHCOp mpeaocTaBIseT B AKCIEPTHYIO OpraHu3aluio 1 L{eHTpanpHyo uin
JlokanbHYI0 KOMUCCHUIO COOOIIEHUE O CEPhE3HOM HEXKEIaTeIbHOM peakIuy Ha
UCClielyeMble JIEKapCTBEHHBIE CPENICTBA, 10 (GOpMe COTTIaCHO MpuiiokeHuto 11
HactosuM [IpaBunam.

124. He mogyiesxat COOOIICHUIO CepbE3HbIE HEXeTaTeIbHbIE PEaKIIUH,
MPOU3OMIEAIINE Y YUYACTHUKOB, MOTYyYaBIIUX MIIA1€00.

125. JIyisi HeMHTEPBEHIIMOHHBIX UCCIEOBAHUN C MIEPBUYHBIM COOPOM JaHHBIX
HaIPSIMYIO OT MMAIIUEHTOB U CIIELUAIMCTOB CUCTEMBI 3/[PABOOXPAHEHUS, JAHHBIE O
MOJTYYEHHBIX HEXKENATEIbHBIX PEAKIMAX, TPEAOCTABIISIIOTCS B SKCIIEPTHYIO

opranuzanuio 1 Komuccuto 1mo Bonpocam OHMOSTUKH cOTJIacHO TpeboBanusam CTtaHaapra
GVP Ilpuxkaza Ne 392.

126. [Ipu npoBeicHUN KIIMHUYECKUX UCCIIEIOBAaHUM MEAUIIMHCKUX U3IEIIHI
CITIOHCOP MPEIOCTaBIIICT HHGOPMAIHIO (M3BEIICHUE) O HeOJaronpHsITHBIX COOBITHAX
(MHITMAEHTAX) B OKCIIEPTHYIO opranu3aiuio u Llentpanpayro ninu JlokaabHy0
KOMUCCHIO:
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1) B cmydae cMepTH WX HEMPEABUACHHOTO CEPhE3HOTO YXYIIICHHUS COCTOSHUS
3JI0pPOBbS - HE3aMEIIUTEIHHO (0€3 HEOOOCHOBAHHBIX 33/IEPKEK) MOCIIE TOTO, KaK
IPOU3BOJIUTEIH YCTAHOBHII CBSI3b MEXKIY TPUMEHEHUEM MEIUITMHCKOTO U3ICTUS U
IPOU3OIIEIINM COOBITUEM, HO HE TIO3/THEE CEMU KAJICHIAPHBIX JHEH MOCJe TOro, KaK
MIPOU3BOMTEIIO CTAJIO H3BECTHO O COOBITHH;

2) B IPOYHUX CIIydasx - He3aMeUIUTENIbHO (0€3 HE0OOOCHOBAHHBIX 3a/IEPIKEK)
MIOCJIC TOTO, KaK MPOW3BOIUTENh YCTAHOBUII CBSI3b MEKTy MPUMEHEHHEM MEIUIIMHCKUX
U3JICTNI ¥ POU30MISAINM COOBITHEM, HO HE TTO3THEE TIATHAIATH KaJICHIApHBIX JTHEN
MIOCTIE TOTO, KaK MPOU3BOIUTEIIO CTAIO U3BECTHO O COOBITHH.

127. CioHCOp peAO0CTaBIISET U3BEIIEHHUE O HEOIAronpUsITHOM COOBITHH,
CBSI3aHHOM C IMPUMEHEHUEM MEIUITMHCKOTO U3/ 110 (hOpMe COTIIACHO MPHUII0KECHHUIO
12 k HacrosimuMm [IpaBuiam.

128. IIpu npoBeeHNN JOJTOCPOYHBIX HTHTEPBEHIIMOHHBIX KIMHUYECKUX
uccienoBaHui (00Jee 0JTHOTO T0J1a) CIIOHCOP MPEAOCTABIIAET B SKCIEPTHYIO
opranu3anuio u LlenrpansHyro mwim JIokaabHYH0 KOMHUCCHIO TUCBbMEHHBIA OTYET O
0€30MaCHOCTH HUCCIIETyEMOTO JIEKAPCTBEHHOTO CPEICTBA, MEIUIIMHCKOTO U3/IeTUs Ha
OyMa)KHOM | JIEKTPOHHBIX HOCUTEIISIX HE PEXKE OJTHOTO pas3a B TOJ] HE MO3/IHEE
IIECTUECATH KaJCHAAPHBIX JHEH OT 1aThl OKOHYaHUS cOOpa JaHHBIX B popme
KpPaTKOT0 U3JI0AKEHUS OCHOBHOT'O COJIEPKAHUS OTUYETA C PUIIOKEHUEM
CTPYKTYPUPOBAHHOTO MIEPEUHS CEPHE3HBIX HEXKETATEIbHBIX SABICHUM,
HeOnaronpuaTHeix coobiTuii corinacHo Crannapra GCP I[pukaza Ne 392, 'OCT P UCO
14155 «Knuanyeckue uccnenoBanus. Haanmexkaias KIMHUYECKas MPAKTUKA.

129. DkcniepTHas OpraHu3alys PETUCTPUPYET BCE CIyUYau CEPhE3HBIX
HEXKeJIaTebHbIX PeaKluid UCCIEAYEMOro JEKapCTBEHHOTO CPEICTBA, HEOIAronpUsITHBIX
COOBITUI MEAMIIMHCKUX U3/ENHI, KOTOPbIE OCTYIAIOT OT CIIOHCOPA U MPOBOJUT UX
aHaJu3, OLEHKY NIPUYUHHO-CIIEICTBEHHOUN CBSA3U UX PA3BUTHS C IPUMEHEHHEM
UCCIIelyEMOT0 JIEKaPCTBEHHOTO CPEJICTBA, MEAUIIMHCKOTO n3aenus. [lo pesyiabraTam
OLICHKU TPUYHUHHO-CJIEICTBEHHON CBSA3U UCCIIEyEMOT0 JIEKAPCTBEHHOT'O CPECTBA,
MEIUIMHCKOTO U3JIeTUs HKCIIEPTHAsl OpraHu3alus MpeJoCTaBIseT UHPOPMAIUIO B
YIOJIHOMOYEHHBIN OpPTraH.

IIaparpad¢ 8. IIpoBeaeHue HEMHTEPBEHIIMOHHBIX KIMHHYECKHUX MCCJIeJ0BAHUN
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130. I[TpoTOKO0JI HEUHTEPBEHIIMOHHOT'O KJIMHUYECKOTO UCCIIeIOBaHMUS 3apaHee He
OTpeIeiIeT Ha3HauYCHHE JIEKAPCTBEHHOI'O CPEJICTBA CYOBEKTY UCCIICIOBAHUS U €TI0
BKJIIOUCHHUE B UCCJIEIOBAHNUE, & ONUCHIBACT dIMHAEMUOJOTMIECKIE METO 1Bl cOopa
JAHHBIX 0 0e30MmacHOCTH U 3(P(HEKTUBHOCTH JICKAPCTBEHHOTO cpesicTBa. CyOBhEKTHI
UCCJIEJIOBAHUS HE MOJIBEPratOTCs JOMOJHUTEIbHBIM IMATHOCTUYECKUM WU
MOHUTOPUHTOBBIM IIPOIETyPaM.

131. ITpoBeaeHrEe HEMHTEPBEHIIMOHHOTO HCCIIEIOBAHUS PACCMATPUBAETCS U
onobpsiercs LlenTpanbHoOM win JIokaabHOM KOMUCCHEH 10 TPOBEACHUS
HEHMHTEPBEHIMOHHOT'O UCCIIEIOBAHUS.

132. Bxirouenue cyObeKTOB UCCIeIOBAaHUS B KIIMHHUECKOE HCCIEA0BaHUE TIOCTe
HOJUCAaHUs TIOTOBOpa MEAULIMHCKON OpraHu3anuei, Ha 0a3e KOTOpOil MPOBOJUTCS
UCCIIEOBAHUE, U TPOBEICHUS CIOHCOPOM C HUM TOKYMEHTUPOBAHHOTO TPEHUHIA 10
YCJIOBHUSIM HCCIIEIOBAHUSA U MOHUTOPUHIY HEKEIIATEIbHBIX PEAKLIAMN.

133. CyuiecTBeHHbIE NOMPABKHA B TPOTOKOJ HEMHTEPBEHIIMOHHOTO KIIMHUYECKOTO
UCCJIeIOBAaHUS BHOCSITCSI HA OCHOBAHUU MOJIOKUTEIIBHOTO 3aKII0YEHUS, BBIIAHHOTO
HentpanbHoi ninn JIokanbHONM KOMUCCUEH.

134. HecymiecTBeHHBIE ONIPABKU B MPOTOKOJ HEUHTEPBEHIIMOHHOTO
KJIMHUYECKOT O UCCIICIOBAHNs BHOCATCS HA OCHOBAHUY YBEIOMIICHUS, OTIIPABICHHOIO
crioHcopoM B LlenTpanbHO#N minu JIOKanbHOM KOMUCCHEN, KOTOPOE MOATBEPKAAETCS B
TE€YEHHUE IITH KAJICHIAPHBIX THEU.

135. B x0/1€ HEMHTEPBEHIIMOHHOTO KIIMHUYECKOTO UCCIEOBAHUS UCCIIEI0BATEIb
Y CIIOHCOP KOMIUIEKTYFOT OCHOBHBIE IOKYMEHTBI KITMHUYECKOTO UCCIEA0BAHUA,
KOTOPBIE XPAHATCS HA KIIMHUYECKOHN 0a3e M y CHOHCOpa HE MEHEE IECATH JIET MOCIe
nyOIuKaluK pe3yabTaToB HcclieqoBanus. Mictopuu 6ose3Heit cyoObeKkToB
MCCIIEIOBAHUS TOJIEKAT APXUBUPOBAHUIO B COOTBETCTBUHU C 3aKOHOAATEIBCTBOM
Pecny6nuku Kazaxcran B 06s1acTu apXUBUPOBAHMSI.

IMaparpa¢ 9. IIpoBeneHne KIMHNYECKUX MCCIAETOBAHUI JIEKAPCTBEHHBIX
NpenapaTos sl epeI0BOi Tepanuu

136. ITpOTOKOJI KIIMHUYECKOTO HCCIIETOBAHMS JIEKAPCTBEHHBIX MTPENAapaToOB IS
nepenoBoit Teparnuu (ganee — JIIIIT) yauteiBaet cnenuduyueckre xapakTepuCTHKA
JIIIIIT, a Takxke MOTEHLMAJIBHBIE PUCKH ISl YYACTHUKOB, KOHTAKTHBIX JIUII,
VCCIIEIOBATEIICH U IPYTUX.
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137. Pa3zmep BIOOpPKH MCCIEA0BAaHUS 3aBUCUT OT PACIIPOCTPAHEHHOCTHU
3a00JeBaHus U BO3MOkHOCTEH o nmpousBoacTBy JITIIIT. CioHcop onpenenser pazmep
BBIOOPKH, YTOOBI OH ObLT BBITIOJIHUMBIM U aICKBATHBIM JIJI1 TOCTHUKEHUS 1IeJIeH
VICCIICIOBAHUS.

138. ITpu uccnegoanuu JIIIIT, conepxkaiiero KJIeTKu Ui TKaHU
YEJI0BEUECKOI'0 IIPOUCXOXKICHUS, CIIOHCOP MPEACTABIIIET ITIOATBEPKIACHUE, YTO
JIOHOPCTBO, 3a00p, XpaHEHHUE, U TECTUPOBAHUE KJIETOK U TKaHEH, UCII0JIb3yEMBIX B
KauyeCTBE MCXOJIHBIX MaT€PUAIOB, COOTBETCTBYIOT TPEOOBAHUSAM JIEHCTBYIOIIETO
3akoHoAaTenbcTBa Pecnyonuku Ka3zaxcraH, a Takke MOJITBEPKICHUE TOTO, UTO
CYyLIECTBYET CUCTEMA PETUCTPALINU, KOTOPas MO3BOJISIET OTCIEKUBATH B IPSIMOM U
00paTHOM HampaBJICHUSAX KJIETKH / TKaHu, ucnoibzyemble B JITIIIT, ¢ MomenTa
JIOHOPCTBA, 3aT€M IIPOU3BOCTBA, BIIOTH 10 BBEACHMS UCCIENYEMOrO IIpenapara
YYaCTHUKY KIIMHUYECKOTO UCCIIENOBAHMUS.

139. Ilpu npumenenun JIIIIT, TpeOyrommx crenuaibHOM COMyTCTBYIOIICH
Tepanuu U (WI1) UCIIOIb30BaHUS XUPYPTHUECCKUX MPOIICAYP, KOTOPHIC BIUSIIOT HA
6e3omacHOCTh U (WH) 3 (HEKTUBHOCTH UCCIIEYEMOTO TperapaTa, ClIOHCOP
oOecrieunBaeT 00y4YeHUE UCCIIeIOBATENS 3TUM MPOIIEAypaM U/WIK COMyTCTBYIOIIEH
Tepanuu.

140. CnoHcop nperocTaBiIseT UCCIEI0BATENI0 OAPOOHBIE HHCTPYKLIMH 110
XPaHEHHIO, TPAHCTIOPTUPOBKE U 00paboTke uccuemyemoro JIIIIT, Bkitovast onvcanue
PHUCKOB JUIs JIUL, KOTOpbIe OyAyT 00panaThCsi C UCCIETyEMbIM MPENapaToM, a TaKxKe
PHUCKOB JJIsl OKPY’KAIOIIEH CPEIBbI.

141. B ciyuae ecnu JIIIIIT TpeGyeT KOHTPOJIUPYEMBIX TEMIIEPATYPHBIX yCIOBUN
BO BpeMs TPAHCTIOPTUPOBKH U (KMJIM) XpaHEHUs NIEpe]] €ro MPUMEHEHNUEM, CTIOHCOPOM
VI 3asiBUTENIEM KIIMHUYECKOTO MCCIIEIOBAHUSI 00€CTIEYMBAETCS HATMYKME PETUCTPALIUU
/ MOHUTOpPHUHTA TEMIEPATYPHI U BHITIOJHEHUS TPEOYEMBIX YCIOBHM TEMIIEPATypPHOTO
pexnma.

142. B cnyuae ecnu JIIIIIT umeeT KOPOTKUI CPOK TOJJHOCTH B IMTPOTOKOJIE
KIIMHUYECKOTO UCCIENOBAHUS YETKO YKa3bIBAIOTCS BPEMEHHBIE PAMKHU OT ITPOU3BOJCTBA
no npumenenus JITIIIT.

143. JITIIIT, 3apeructpupoBaHHbIC KaK JEKapCTBEHHBIE CPEJICTBA, AOMYCKAIOTCS
K MEJIUIIMHCKOMY NMPUMEHEHUIO MO MOKa3aHUSIM, YKa3aHHBIM B COOTBETCTBYIOLIUX
PErUCTPAllMOHHBIX IOKYMEHTAaX.
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144. JIIIIIT, npon3BeneHHbIE 11 NHAUBUAYAIBHOTO IPUMEHEHHS C
UCIOJIb30BaHUEM AyTOJOTUYHBIX OMOJIOTHYECKUX MAaTEPUasIOB MallMeHTa WU €T0
JOHOPA, TOJOOPAaHHOTO HEMOCPEACTBEHHO ISl HETO, JOMYCKAIOTCS K KIMHUYECKOMY
IIPUMEHEHMIO Ha OCHOBE BbIJIaU! 3aKJIIOUYECHUS IKCIIEPTHONW OPTaHU3aLMU Pa3peIIeHUs
Ha MIPOBEJEHNE KIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO CPEACTBA B pAMKaX
VCKJIFOYEHUS U3 CTAaHAAPTHOM MPOLETyPhl KIMHUYECKOTO UCCIIET0BAHUS
JIEKapCTBEHHOTO cpezcTBa (fanee — VckitoueHue).

145. Jlns nomy4eHus 3aKII0UEHHS HAa TPOBEACHUE KIIMHUYECKOTO UCCIIEIOBAHMS
JIEKApCTBEHHOTO CPEJICTBA B paMKax VCKiIroueHus 3asBUTENb MPEIOCTaBIISIET B
HKCIEPTHYIO OPraHU3alHIo0:

1) mpoeKT TEXHOIOTUYECKOro perjaMmenTa Ha npousBoacTso JIIIIT;
2) onmcanue pu3ndeckux cBorcTB u aekrictus JIIIIT;

3) IaHHbIE HAYYHBIX U KIMHUYECKUX ucchenoBanuii o npepiaraemom JIIIIT u
HO30JIOTHM, Ha JIeYeHNE KOTOPBIX OH HaIlpaBJieH, U (MJIM) CUCTEMAaTHUYECKUX 0030pOB,
00001IaI0MKUX PE3YIbTATHI KIIMHUYECKUX UCCIEA0BAaHUN Ha PECITyOIMKAHCKOM U (WJIH)
MHUPOBOM YPOBHSIX;

4) cBenieHUs O KBAIM(DUKAIIMN CIICIIUATNCTOB, YYaCTBYIOIIHNX B
IPOU3BOICTBEHHOM U JIe4eOHOM IPOLIECCE;

5) ceptudukar Ha cooTBeTcTBUE CTaHAApTy HAJISKAIICH TPOU3BOICTBEHHOM
npaktuku (GMP) IIpuka3z Ne392.

146. ITpoussoactao JIIIIT ocymecTBisgeTcss B OpraHu3anmsix 34paBOOXPAaHEHHUS,
UMEIOIIMX COOTBETCTBYIOIIME YCIIOBUA corjlacHo TpeboBanusiM Crannapra GMP
[Tpukaza Ne 392 (nanee — npou3BoACTBEHHAs opraHu3aius). Jlomyckaercs
OCYILIECTBJIICHUE CTOPOHHEN OpraHu3aluen OTAeIbHbIX TPOU3BOICTBEHHBIX 3TAIMOB MO
MPUHIIMITY ayTCOpCHUHTA 1Mo JoroBopy. KauectBo u 6e3omacHocts JITITIT
obOecrieunBaeTcs MPOU3BOACTBEHHOM OpraHu3aIluei.

147. Ouenka COOTBETCTBUS MPOU3BOACTBEHHOI opranuzanuu TpedoBanusim GMP
OCYIIECTBIISIETCS] B COOTBETCTBUHU € PUKa30M MUHUCTpa 3IpaBOOXpaHEHUS
Pecny6nuku Kazaxcran ot 19 Hos0pst 2009 rona Ne 742 «O6 ytBepxkaenuu lpasun
npoBeAeHHs (papMaleBTUUECKUX HHCIIEKIUH 10 HaAJEXKAIUM (papMalieBTUIECKUM
pakTUKam» (3aperucTpupoBaH B PeecTpe rocy1apcTBEHHON perucTpauu
HOPMAaTHBHBIX MTPAaBOBBIX akTOB oA Ne 5942) (nanee — [Ipuka3 Ne742). Bee
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MaHUITYJISILAH, TPOBOAUMBIE C KJIETKAMH U TKAHSIMH Y€JIOBEKA B MPOLIECCE
npurotosienust JIIIIT, cooTBeTCTBYIOT 00IIMM TpeOOBaHUSAM, IPEIBIBISIEMbBIM K
TaKoro pojia paboram.

148. IIpu BbIgaYE 3aKITIOYEHUS HA TPOBEICHUE KIMHUYECKOTO UCCIEIOBAHUS
JIEKaPCTBEHHOI'O CPEACTBA B paMKax VCKIIOUEHUST yUYUTBIBAETCA COOTBETCTBUE
crienupuyeckuM TpeOoBaHUAM, TIpenoararouM oreHky pucka JITIIIT. daktopsr
puCKa, KOTOpbIE OEpyTCS BO BHUMAHHE, BKJIFOYAIOT: UCTOYHUK KJIETOK (2yTOJIOTMYHbIE,
AJUTOT€HHbIE, KCEHOTEHHBIE), CIIOCOOHOCTH MpoindepupoBaTh, TudPpepeHnpoBaThcs U
BBI3bIBATh UMMYHHBIN OTBET, CTETICHb U3BMEHEHUS KJIETOK, KOMOUMHUPOBAHUE KIIETOK C
OMOAKTUBHBIMH MOJIEKYJIAMH HJIA CTPYKTYPHBIMH MaTepuajaMu, JIUTeIbHas
(GYHKIIMOHAIBHOCTh OHKOT'€HHOCTh, CITOCO0 npuMeHeHus1. OLeHKe MoBepraeTcs
VCXOJHBIA MaTepHUa, IPOLECC MPOU3BOJICTBA, XapAKTEPUCTHUKA MMPOAYKTA U CTPATETUH
KOHTPOJIS, DKCIUIIMEHTHI, HayYHbIE UCCIIe0BaHusl, pedepeHCHbIe MaTepuaibl. Jliis
BbIJIaYX 3aKJIIOUYCHUS HA MPOBEAECHUE KIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO
cpenctBa B paMkax VckimrodueHus, COOIOAA0TCS Ceayone TpeOOBaHUS

1) JIIITIT u3rotaBiauBarOTCA sl KOHKPETHOTO MALMEHTA MO UHIUBULYAIbBHOMY
HA3HAYEHUIO JIEYAIEro Bpaya;

2) JIIIIT n3roraBnuBaroTCs HE B IPOMBILUIEHHBIX YCIOBUSIX U IPOU3BOASATCS U3
KJIETOK, TKaHel WK pyrux ononornyeckux marepuanos. JIIIIT nogpasnensarorcs Ha
ayTOJOTMYHOT0, aJUIOT€HHOTO WJIM KCEHONEHHOTO MPOUCXOXKICHUS;

3) JIIIIIT u3roraBAMBarOTCS B OpraHU3ALMHU, UMEIOIIEH pa3pelieHue Ha
npousBoacTso JIIIIIT, n ucnonb3yroTes B TOM MEAUIMHCKON OpraHU3aliu, B KOTOPOU
onn Obutn Ha3HaueHbl. [Ipumenenue JIIIIIT, MoHUTOPUHT pe3yIbTaTOB
OCYIIECTBIISIIOTCS JTUYHO BpauyOM, HA3HAUYUBILINM JICUECHUE.

B cnyyae neooxomumoctu nnpumenenust JIIIIT B npyroi MeuImHCKON
OpraHu3alvu, CBA3aHHOW C MECTOM MPOKUBAHUS MALMEHTA WIN APYTUMU
obcrosrenscTBamu, HazHauenue JIIIIT odurmansHo moaATBEpIKAaeTCS JICUAIIUM
Bpa4yoOM JTaHHOM OpraHu3alyy, HENOCPEACTBEHHO ocyecTBIsomuM Beeaenue JIIIIT.
B stom ciiygae MmoHUTOpHHT 3 (PEKTUBHOCTH M perUCTpaIiysi MOOOUHBIX YHPEKTOB
BO3JIaraloTCsl Ha JIeyalllero Bpaya.

149. Cpok paccMOTpeHHs SKCIIEPTHON OpraHU3allel MaTeprasoB 3asBKU Ha
BbIJIa4y 3aKJIFOUEHUS HA MTPOBEJCHUE KIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOTO
cpenctBa B paMkax VCKiIIOUeHHs ¥ PUHATHS PEIISHUS O BbIJJa4ye UM OTKA3€ B BbIJaUe
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3aKIJIFOYEHHS HE MPEBBIIIAET MECTHACCAT KAJCHIAPHBIX JHEH, N3 KOTOPBIX HE MEHEE
TPUALATH KUICHIAPHBIX JHEW MPOBOJUTCS AHAJINU3 HAYYHBIX JAHHBIX.

150. B cinyyae He0OXOAMMOCTH SKCIIEPTHASI OPraHU3alUsl MOKET MPEI0KHUTD
CIIOHCOPY WJIM 3asIBUTEIIIO KIIMHUYECKOTO UCCIEN0BAHUS MPEICTABUTD
JOTIOJIHUTEINIbHBIE YCTHBIE UM TMCbMEHHBIE PA3bsICHEHUS B TEUYEHNUE TPUIALIATH
KQJICHIAPHBIX THEH, a TAKXKE MPUBJICYb HAIMOHAJIBHBIX DKCIIEPTOB, HE BXOIAIINX B
coctaB Komuccun o nepenoBout Tepanumu.

151. DkcniepTHas opraau3anus JOBOJUT CBOE PELICHHE 10 CIIOHCOPA WIH
3asiBUTENS KIIMHUYECKOTO UCCIIE0BAHUS, KOTOPBIN B Cllydyae Hecoriacus noTpedyer ero
nepecMorpa. B TakoMm citydae 3KCnepTHasi OpraHu3anus IOBTOPHO pacCMaTpUBAET
nepBOHAYaIbHBIE MaTepuabl (0e3 nmpeacTaBIeHus TONOIHUTENbHBIX) U B TEUCHHE
TPUALIATH KAJICHIAPHBIX JHEW BBIHOCUT OKOHUYATEIbHOE 3aKIIOUEHUE.

152. ITpumenenue JITIIIT B pamkax Mckmouenus: onoopsiercs LienTpanbpHoM mim
JlokanbHOW KOMHCCHEN 10 OMO3THUKE.

153. DxcnepTHas opraHu3anus MPUHUMAECT OKOHYATEIIBHOE PEIIEHNE O BbIIAUE
WJIM OTKa3e B Bblaue 3akiroueHus Ha npumenenue JIIIIT na ocuoBe Mckntouenus B
TE€UEHHUE JEeCATH pabovnX THEH MOCe MOTYyUEHUsI SKCIIEPTHOTO 3aKIIOUCHHUS.

154. Tlpumenenne na JIIIIIT na ocHoBe Uckmouenus ogo0psiercs LlentpanbHoi
win JIokanpHOI KOMUCCUEN TIO OMO3THKE.

155. B npou3BOACTBEHHOM OpraHU3allii U MEAUIIMHCKUX OpPTraHU3alMsIX, T
ocyuiectBisieTcs HazHaueHue u npuMmenenue JIIIIIT BHeapseTcs cucrema
JIOKYMEHTAIINH, KOTOpasi 00eCIeUnBaET MPOCICKUBAEMOCTh U3TOTOBIICHUSI,
pUMEHEHUS U pe3ynbTaToB ucnoiabs3oBanus JIIIIT. Cucrema nokymeHnTanuu
OXBaThIBAET BECh MIPOU3BOJICTBEHHBIN MPOIIECC U BKIIOYAET B CEOS XapaKTEPUCTUKHU
rorosoro JIIIIT, mapkupoBKy 1 onrcaHue ynakOBOYHBIX MaTEPUAIIOB, a TAKXKE I10
Mepe HEOOXOJUMOCTH OMKMCAHUE MTPOMEKYTOUHBIX MPOAYKTOB, MHCTPYKIIUHU U
MPOLEYPhl IPOU3BOJICTBEHHBIX ONEpAMid, IPOTOKOJIA, HA3HAYEHHUS Bpaya U JpyTHe
JAHHBIE.

156. [Ins peructpanuu u 00pabOTKU JAaHHBIX MOTYT HCIIOIB30BATHCS
3JIEKTPOHHBIE CUCTEMBI, TPU YCIOBUU FAPAHTUU HAJICKHOCTH, KOHTPOJIS U 3aIIUTHI
3THUX CHUCTEM OT MOTEPU WIM NOBPEKICHUS JaHHBIX, KOMUPOBAHUS, IIEPEIAYM JAHHBIX B
JPYTUE CUCTEMbI XpaHEHHUS], IPU ITOM JJAHHBIE JIETKOJAOCTYITHBI, Pa300pUYUBHI U C
BO3MOXHOCTBIO I€YaTH.
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157. Otukerka JIIIIT (unu npunaraemast uHCTpyKuus o npumeHenuto JIIIIT)

BKJIIOYAET CIEAYIONIYIO0 HH(POPMALHUIO:
1) Ha3zBaHue npenapara,
2) HaumeHnoBanue MO, B KOTOpo#l OBLJT HA3HAYEH Ipemnapar,
3) uaeHTUUKAIMOHHBIN KO/ Mpenapara/ymnakoBKH,
4) uMsl MalMeHTa, KOTOPOMY Ha3HayeH Ipenapar,
5) Ha3HaueHUe Bpaya U PEruCcTPallMOHHBIM HOMED Bpaya,
6) Ha3BaHUE M KOJIMYECTBO aKTUBHBIX BEIIECTB,
7) THAT KJIETOK/TKaHEeH,
8) nexapcTBeHHas gopma,
9) criucok BCTIOMOTATENbHBIX BEIIECTB, BKIIOYAsi CUCTEMbl KOHCEPBUPOBAHUS,
10) cpok rogHOCTH TIpenapara,
11) ocobObie ycioBust XpaHEHUS,
12) pe3ynbrathl 00cienoBanus Ha TpaHCHy3UOHHBIE HHPEKIIUU.

158. Knerku, Bxoasmue B coctaB JIIIIIT, 3abuparorcs oT 70OpOBOIIBIEB U
0€3B03ME3/IHOTO JIOHOPA, €CJIM 3TO HEOOXOIUMO.

159. Tpaucnoptuposka JIIIIIT ocyiiecTBias€TCS B COOTBETCTBUU C
TpeOOBAHUAMU, NPEABSIBISIEMBIMU K YCIOBUSIM XPAHEHUS COTJIACHO UHCTPYKIIUU
IPOU3BOUTEIIS.

160. MeaunnHckas opranuzaius, ucnonbiytomas JITIIIT, naznavaet
OTBETCTBEHHOT O 3a (hapmakoHaa3op 3a JIIIIIT, kotopsiii obecrnieunBaer:

1) ananu3 U cpaBHEHUE BCE MOYICHHONW HH(DOPMAITUH O MTOA03PHUTEITBHBIX
MOOOYHBIX PEaKITUX;

2) otuet 00 3pdexkTuBHOCTH U 6e30macHOCTH JITIIIT 1t mpon3BOACTBEHHOM
OpraHU3alMU B TEUCHUE NEPBBIX ABYX JeT nociue Beenenus JIIIT.

161. Meaunnackas opranu3anus HHOOPMUPYET MPOU3BOICTBEHHYIO
OpraHu3alrio 000 BCEX CEPhE3HBIX MOOOUHBIX PEAKIUSIX MPU JICUEHUH C
ucnonb3zoBanuem JIIIIIT.
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162. B uabopMHpOBaHHOM COTJIACUU MAI[MEHTAa (€T0 3aKOHHOTO TIPEICTABUTEIS)
Ha npumenenue JIIIIT yka3piBaeTcst 0 CyTH npeiaraéMoro JeueHus, 001mux
xapakrepuctukax JIIIIT, oxxugaeMspIx pe3ysibTaTax 1 BO3MOKHBIX PUCKaAX IIPU
JICYEHUH, a TAaK)K€e MOTeHIHaNbHbIX npenmyiectsax JIIIIT nepen TpaguuroHHbBIMU
METOJaMU JICYEHUS.

IHaparpa¢ 10. Uucnekumnsi KIMHUYECKUX UCCJIeIOBAHU I

163. MHcnekuus KIMHUYECKOTO UCCie10oBaHus (fanee - MHCIEKIIHS ) TPOBOIUTCS
rOCYJIapCTBEHHBIM OpraHOM B c(pepe oOpalieHus JeKapCTBEHHBIX CPEJICTB U
MEIUIMHCKUAX U3IEIUN U OCYILIECTBISAECTCSA B COOTBETCTBUU € [Ipukazom Ne 742 B nensx:

1) otteHku cobnroaeHust Haexanlel knandeckoit npaktuku (GCP) B
cootBeTcTBHM € nprka3zoMm Ne 392 u crangapra ISO 14155:2014;

2) NOATBEPKJICHUSI COOTBETCTBUS MPOBEACHUS KIMHUYECKOTO UCCIICIOBAHUS
YTBEPKIACHHOMY MPOTOKOJY KIMHUYECKOTO UCCIEAOBAHMUS;

3) noATBEpPKAEHUS JOCTOBEPHOCTH JAHHBIX, OJYYEHHBIX B PE3YyJIbTaTEe
KJINHUYECKOTO UCCIICIOBAHMS;

4) paccienoBaHus )KaJio0 (CUTHAJIOB), MOCTYHUBIIKX B MPOLECCE KIMHUYECKOTO
UCCJIeIOBAaHUS, & TAKXKe MIPH MOJYyUYEHUU JOTOITHUTENBHONU HH(OPMAIIUU O PUCKE,
CBSI3aHHOM C MPOBEJICHUEM KIIMHUYECKOTO UCCIIEIOBAHMUS;

5) 3aluUTHI paB, 310POBbs U OJAronoIy4dusi CyObeKTOB KIMHUYECKOTO
UCCIIEIOBAHHUSI.

164. MHcniekuust OCyIECTBIAETCS C IPUBJICYEHUEM CIIEIIUATNCTOB
rOCYJapCTBEHHOW 3KCIIEPTHOU opranu3anuu, LlenrpansHoit unu JIokaabHOM KOMUCCHU
110 OMOATHKE, a Tak)Ke MPOGUIBHBIX CIEIIHAINCTOB (COTIACHO 0COOCHHOCTSIM
KJIIMHUYECKOTO UCCIIeIOBAHUS U L€ MHCIIEKIIUY KIIMHUYECKOTO UCCIEAOBAHMS).

165. MHCcIIeKIMs OCYIIECTBIIAETCS Ha JIFOOOM dTare MPOBEAEHUS KITMHUYECKOTO
UCCJIEJIOBAHUS B TUIAHOBOM (TIEPBUYHAS) UJIU BHETJIAHOBOM MOPSJIKE (B TOM YKCIIC U B
CBSI3U C YIPO30H WM MPUYNHEHHEM Bpeia )KU3HH, 37J0POBbIO CYOBEKTOB
HCCIICIOBAHUS ).

166. OT4ueT coryiacHO NPUIOKEHUIO 13 0 pe3ysibTaTax MHCHEKIIMN KIMHUYECKOTO
UCCIIEIOBAHUS, HAPABJISIETCS CIIOHCOPY WIIH 3asBUTENIO KIMHUYECKOTO UCCIIEIOBAHUS
U B YIIOJTHOMOYEHHBIN OpraH.
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167. YIomHOMOYEHHBIN OpPraH Ha OCHOBAHUU JAaHHBIX HHCIEKIIMY IPUHUMAET
peLieHue:

1) mpekpaTuTh KIIMHUYECKOE UCCIIEA0BAHUE;
2) npU3HATh PE3YJIbTAThl KIMHUYECKOTO UCCIIEIOBAHMS.

I'naBa 4. TpeGoBaHus K JOKJIMHUYECKNM U KIMHUYECKUM 0a3am

168. Joxnunudeckue (HEKIMHUYECKHE) UCCIIEIOBAHUS TPOBOATCS HA
TOKJIMHUYECKNX 0a3ax.

169. TpeboBanureM K JOKIMHHUYECKUM 0a3aM SBISIETCS COOTBETCTBHE
tpeboBanusim Ctangapta GLP [Ipukasza Ne 392.

170. BeiGop kinnHMUECKUX 0a3 ompeesnsieT CIOHCOP C YYETOM 00J1acTu
IPUMEHEHUS UCCIIEyEMOTO JIEKAPCTBEHHOTO CPEJCTBA, MEAUIIMHCKOTO U3/IETHS.

171. TpeboBaHuEM K KIMHUYECKUM 0a3aM SIBJISETCS:
1) HanmMuWe TUIEH3UU Ha OCYIIECTBICHNE MEIUIIMHCKON JIEATEIbHOCTH;
2) naymuue COII nst mpoBeieHrs KITMHUYECKUX UCCIICIOBAHMIM;

3) HanM4Me KIMHUKO-UHCTPYMEHTAIBHOIO U J1a00paTOpHOro 000pyAOBaHUS s
NPOBEJCHUS KIIMHUYECKUX UCCIIEeI0OBAaHUI MO0 HAIMYHE IOTOBOPOB C MOAPSTHBIMU
OpTraHU3aIUsIMH Ha MPEJIOCTABICHUE CIICIIMATU3UPOBAHHBIX KIIMHUKO-
MHCTPYMEHTAJIbHBIX, TA0OPATOPHBIX U BCIIOMOTATEIbHBIX YCIYT JIJIsl IPOBEACHUS
KJIMHUYECKUX MCCIeA0BaHUMN (IIPU OTCYTCTBUHM HEOOXOIMMOT0 000PYI0BaHMS);

4) Hanu4Ke MepcoHaia, UMEIOIEero MEIUIIMHCKOE 00pa3oBaHUE U IOKYMEHT 00
o6yuenuu GCP;

5) Hanu4uue yCIOBUMA JISl IPOBECHUS HHTEHCUBHON TEPAMK M peaHUMaIlUN
(eciu 31O TpeOyETCSI IPOTOKOJIOM).

6) HaTMYKMe TOKyMEHTA, YCTAaHABIUBAOIIETO MOPSIOK pabOTHI C
KoH(puACHIIMaTpHON HHPOpMaITHEH.

172. MeauiuHCKre OpTraHu3aluy JIJis MPOBEICHUS KJIMHUKO-1a00paTOPHBIX
WCIIBITAaHUHN (MCCIIETOBAHMM ) METUIIMHCKUX U3ACIUI I JUaTHOCTHKH 1n Vitro,
COOTBETCTBYIOIIUE CICIYIONUM TPEOOBaAHUSIM:

1) HamM4Ke TUIEH3UH Ha OCYIIIECTBICHNE MEUITMHCKON JACSTEIHPHOCTH B
obJiacTu 1a00paTOpHON AUATHOCTUKU (KIIMHUYECKast JJabopaTopHasi TMarHOCTHUKA);
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2) HanM4Ke MOJO0KEHUN (CTaHAAPTHBIX ONEPALMOHHBIX MPOLIEAYD),
perIaMeHTUPYIOIINX NPOBEACHNUE KIMHUKO-Ta00PATOPHBIX NCIIBITAHUN

(uccnemoBaHuil) MEIUITMHCKUX U3JSTUN T TUArHOCTUKH 1n Vitro, OXBaTHIBAIOIINX B

TOM YHCJIE:
KBATM(PUKAIMOHHBIE TPEOOBaHUS M 00yUEHUE MTEPCOHATIA;

MOPSJIOK MTOBEPKU 1 KaTMOPOBKU 000PYI0BAHMUS;

MOPSIJIOK MTPOBEACHUS KITMHUKO-JIA00PAaTOPHBIX UCTIBITAHUN (MCCIIEIOBAHUN );

BEJICHUE U YUET JOKYMEHTAIIMU KIMHUKO-Ia00PaTOPHBIX UCTIBITAHUI

(uccnenoBaHui);

obecrieueHue 3auThl KOHPUACHIIMATBHONW HHPOPMAITUH.
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[Ipunoxenue 1
K [IpaBriiam npoBeneHus
JOKJIMHUYECKUX (HEKJIMHUYECKUX )
HUCCJICIOBAHUM, KIMHUYECKUX
HCCIeA0BaHUM, KIMHUKO-
1a00paTOPHBIX UCIIBITAHUI
MEIUIIMHCKUX U3JCTTUN I
JIMATHOCTHKHM 1n Vitro, a Takxe
TpeOOBAaHUM K JOKIMHUYCCKUM U
KIIMHUYECKUM 0a3aM U OKa3aHUs
roCcyIapCTBEHHOU yciyru «Brimaua
paspernieHus Ha IPOBEICHUE
KIIMHUYECKOTO UCCIEA0BaHMS U (HJTN)
UCTIBITaHMS (hapMaKOJIOTHIECKUX
1 JIEKapCTBEHHBIX CPEJICTB,
MEIUIIMHCKUX U3IEIIHID)

3asiBKa Ha NMPOBCACHUEC KIMHHYCCKOI0 HCCJICAOBAHUA JICKAPCTBEHHOI'0 CPEACTBA

1. Unentudukanus KIMHUYECKOTO UCCIIEI0BaHUS
1.1 ITomHOE Ha3BaHME KIIMHUYECKOTO UCCIIEIOBAHUS:

1.2 NunenTrduKanmoHHbIN KO TPOTOKOJIA KIMHUYECKOTO UCCIIeTIOBAHMS
(IpHUCBOEHHBIN CIOHCOPOM) Bepcusi (HoMep) U aata (Jiro0as mornpaBka K MpOTOKOIY
UMEET HOMEp BEPCHUH U JIaTy):

1.3 Ha3zBaHue uiiu COKpalieHHOE Ha3BaHNEe KIMHUYECKOTO HCCIIeI0BaHUs (€CIIH
IPUMEHSIETCS):

1.4 Homep cornacHo 6a3e nanHbix kKinHu4eckux uccnenoBanuii ClinicalTrials.
gov (TpU HATMYUN):

1.5 Homep cornacuo EBpomnetickoii 6a3ze nanubix EudraCT wnm B apyrux
pETHCTpax KIMHUYCCKUX MCCIICOBAHUH (TIPU HAJTUIHH ):

1.6 MexayHapoIHbIl CTaHIAPTHBIA HOMEP PAHAOMHU3UPOBAHHOTO
KOHTposrpyeMoro kiauHuyeckoro ucnbeitanus ISRCTN (npu Hanuuum):

1.7 SIBnseTcs i 3TO MOBTOPHOM 3asiBKOM
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Jla Het

Ecnu na, ykazatb B CONPOBOJUTENBHOM MHUCbME PUYUHY IOBTOPHOU 3asIBKH.
2. Unentudukanus cnoHcopa

2.1 Cnoncop

2.1.1 HanmeHOBaHME OpraHU3alnN:

2.1.2 ®.N.0. (npu ero HaaIU4MK) KOHTAKTHOTO JIMLA!

2.1.3 Anpec:

2.1.4 Tenedon:

2.1.5 Pakc:

2.1.6 Anpec 3JI€KTpOHHOM MOYTHI:

2.2.1 HanmeHOBaHWE OpPraHU3aliN:

2.2.2 ®.N.0. (npu ero HaJIU4YMK) KOHTAKTHOTO JIUIA:

2.2.3 Anpec:

2.2.4 Tenedon:

2.2.5 Qakc:

2.2.6 Anpec 2JIeKTPOHHOM MOYTHI:

3. Unentuduxamnus 3asButenst (OTMETUTh COOTBETCTBYIOIIYIO KIIETOUKY )
3.1 3asBKa B DKCHEPTHYIO OPraHU3aLUIO

3.1.1 Cnoncop

3.1.2 OdunmanbHbIi TPEeICTaBUTENb CIIOHCOPA

3.1.3 JIuio unu opranu3anisi, yrnoJHOMOYEHHAs! CIIOHCOPOM JIJIs TOJauu
JTAHHOT'O 3asIBJICHUS (B ATOM ClIy4yae yKa3aTh):

3.1.3.1 Ha3Banue oprannszanuu:

3.1.3.2 ®.1.0. (ipu ero HAJIMYUK ) KOHTAKTHOTO JIMIIA:
3.1.3.3 Anpec:

3.1.3.4 KonTakTHblil TenedoH:

3.1.3.5 dakc:
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3.1.3.6 Anpec 31EKTPOHHOM NTOYTHI

4. Undopmarnus 00 uccieyeMoM JIEKapCTBEHHOM CPEICTBE U JIEKAPCTBEHHBIX
CpelCTBaX, KOTOPOE MCTOIB3YETCA(F0TCS) B UCCIEAOBAHUH KaK UCCIIEAYEMbIN
npenapar- Win Ipenapar CpaBHCHHSI

B nanHom paszenie He0OX0AMMO Mepe HayaaoM MPOBEACHUS IPOLEYD,
KOTOpbIE CIeTIM(UIECKU CBSI3aHbI ¢ KIIMHUYECKUM HCCIICIOBAaHUEM (TIPOIIEAYPHI JJIs
oOecreueHus «CIIeToro» MEeTo/1a UCCIIeI0BaHMs, YIIAKOBKA M MapKUPOBKa
UCCIIeyEMOT0 Ipenapara, CleuaibHO pa3pad0TaHHbIE I KIMHUYECKOTO
UCCJIeIOBAaHUS ), TPEIOCTABUTh MH(POPMAIHIO O KaXKIOM UCCIIEIyEeMOM JIEKapCTBEHHOM
Cpe/ACTBe, BKJIIOYas MpernapaTt CpaBHEHUS U 11anedo (mpu Heodxonaumocth). B pazaene
4.6 mpenocTtaBieHa HHGOpPMAIIHs, KOTOpasi OTHOCUTCS K IJIane6o (eciu oHO
UCIIOJIb3YETCs B McclieoBaHuM). Eciu npu npoBeieHNN KIMHUYECKOTO UCCIIeIOBAHUS
IJIAHUPYETCSl IPUMEHEHUE HECKOJIBbKUX MCCIIENYEMbIX JIEKAPCTBEHHBIX CPEJICTB,
UCIIOJIb30BATh JIOMIOJIHUTEIbHBIE CTPAHUIIBI M IPUCBOUTH KAKIOMY UCCIEAYEMOMY
JIEKApCTBEHHOMY CPEJICTBY MOPsAIKOBBIM HoMep. [IpenocTaBuTh HHGOPMALIHIO O
KQ)KJIOM HCCIIETyEMOM JIEKAPCTBEHHOM CPEICTBE; COOTBETCTBEHHO, €CJIM HCCIIETyEMOE
JIEKapCTBEHHOE CPEJICTBO SBJSETCS KOMOMHUPOBAHHBIM, TO HEOOXOIUMO MPETOCTABUTh
uH(pOpMaIIHIO 0 KaXKI0M aKTUBHOM CyOCTaHIIMU (AKTUBHOM BEILIECTBE), KOTOPAsl BXOIUT
B €r0 COCTaB.

4.1 Unentudukaius UCcClielyeMoro JeKapCTBEHHOT'O CPeICTBa

VYka3zaTp, 4TO U3 NEPEUNUCIECHHOTO OMMCAHO HUXKE, 111 YTOYHEHUS! IOBTOPUTH
UH(OPMAIIIIO O KaXJI0M TPOHYMEPOBAHHOM HCCIIEyEMOM JIEKAPCTBEHHOM CPEJICTBE,
KOTOpOE OYJET UCII0JIb30BATHCA B KIMHUYECKOM HCCIIETOBAaHUH (IIPUCBOUTH
HOPSAAKOBBIA HOMEpP, HAUMHas C 1):

4.1.1 adopmaiiysi OTHOCUTENILHO UCCIIENYEMOTO JIEKaPCTBEHHOTO CPEJICTBA I10
HOMEpaM:

4.1.2 JIexapCcTBEHHOE CPENICTBO, KOTOPOE OYJIET UCCIEI0BATHCS
4.1.3 JIekapCTBEHHOE CPEICTBO, KOTOPOE UCIIONB3YETCA KaK MPEenapar CpaBHEHUS

4.2 Craryc UCCIeayeMOro JICKApCTBEHHOTO CPEJICTBA B KIIMHUYECKOM
UCCJIEOBAaHUU

Ecau B kiImHUYECKOM HCCICA0BAHNU B KAQYCCTBC UCCIICAYCMOTI'O JICKAPCTBCHHOI'O
Cpe€acTBa UCIOJIb3YCTCA 3apEruCTPUPOBAHHOC B P€CHY6HI/IK€ Kazaxcran JICKAapCTBCHHOC
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CPEZCTBO, HO TOPrOBOE HA3BAHUE U BIIAJEIIEL] PETMCTPALIMOHHOIO YIOCTOBEPEHHUS HE
yKa3aHbl B IIPOTOKOJIE, IEPEUTH K 3aMOJHEHHIO pa3aena 4.2.2

4.2.1 3apeructprupoBaHO JU UCCIEAYEMOE JIEKAPCTBEHHOE CPEICTBO:
Jla Her
4.2.1.1 B Pecny6nuke Kazaxcran

4.2.1.2 B apyroii cTpaHe, yka3aTh B KAKOH: yKa3bIBAIOTCS CTPAHbI, B KOTOPBIX
UCCIIelyeMOe JIEKAPCTBEHHOE CPEICTBO YK€ UMEETCS B MPOAAXKE UITU ObLI
3aperUCTPUPOBAH. YKa3aTh CTPaHy, B KOTOPBIX 3asIBUTENIO OBLIO OTKA3aHO B
pEruCTpalliy UCCIEAYEMOT0 JIEKAPCTBEHHOTO CPEJICTBA WU OH OBLT U3BAT U3
oOpaiieHusl.

4.2.1.2.1 ToproBoe Ha3BaHUE
4.2.1.2.2 Ha3Banue Biaaenbla peTUCTPALIMOHHOTO YIOCTOBEPEHHUS
4.2.1.2.3 HoMep perucTpaimoHHOro y10CTOBEPEHHUS

4.2.2 Curyanuu, KOrja Ha UCCIEAYEMOE JIEKAPCTBEHHOE CPEJICTBO, KOTOPOE
OyJeT UCTIOIB30BAThCS B KIIMHUYECKOM MCCIICIOBAHUH, €CTh PETUCTPAIIIOHHOE
yaocroBepenue B Pecniyonuke Kazaxctan, HO MPOTOKOJIOM JOMYCKAaeTCsl MPUMEHEHHE Y
CyOBEKTOB HCCIEA0BAHMS JIFOOOTO TOPrOBOr0 Ha3BAHMSI HCCIIEyEMOTO JIEKAPCTBEHHOTO
CpelICTBa, KOTOPOE UMEET PETUCTPAIIMOHHOE ynocToBepenne B Pecniybnuke Kazaxcran,
a TaK)K€ HEBO3MOKHO TOYHO UJICHTU(PUIIUPOBATH UCCIIEIyEMOE JIEKApCTBEHHOE
CPEACTBO 10 HAYAJIA KIIMHUYECKOTO UCCIIEIOBAHUS:

Jla Her

4.2.2.1 B mpoTokoJie — yKa3aHo JIeueHHE (CXeMa JICYEHHUS ) TOJIbKO MO aKTUBHOMN
cyOCTaHIUU:

Jla Her
4.2.2.1.1 Ecnu «aa», To nepeitu k paszneny 4.3.8 uinu 4.3.9

4.2.2.2 B nmpoTOKOJI€ — IOMYCKAIOT UCTHOJIb30BAaHUE JICUCHUST 9CXEMBI JICUCHUS
pPa3HBIMU KOMOMHAIMSIMU 3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, U
UCTIOJIb3YIOIINXCS Ha HEKOTOPHIX MIIM HA BCEX KIMHUYECKUX 0a3ax.

Jla Her

4.2.2.2.1 Ecnu «aa», To nnepeitu k pazneny 4.3.8 unu 4.3.9
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4.2.2.3 Vccnenyemoe IeKapCTBEHHOE CPEACTBO, KOTOPHIE SBIISIIOTCS O0BEKTOM

KJIIMHUYECKOTO UCCIIEIOBAHUS, YKa3aTh MO MPUHAMIIEKHOCTU K KOAY aHATOMO-
TeparneBTHUYecKO-xumudeckon kinaccupuxanuu (ATX-knaccudukars)

Jla Het

4.2.2.3.1 Ecnu «za», ykazats ko ATX knaccudukannu, uCroib3yros

COOTBETCTBYIOIIIEE ToJIe [ mpusitoro koja mo ATX kmaccudukamnuu B paznene 4.3.3

4.2.2.4 Ipyroe:
Jla Het

4.2.2.4.1 Ecnu «z1a», KOHKPETHO YKa3aTh:

4.2.3 IIpenocraBieHue JOCHE UCCIEAYEMOTO JIEKAPCTBEHHOIO CPEACTBA!

4.2.3.1 IlonmHOE TOCHE UCCIAEAYEMOTO JIEKAPCTBEHHOTO CPEICTBA
4.2.3.2 YpoueHHOe J0ChE UCCIIENYEMOTO JIEKaPCTBEHHOIO CPEACTBA

Jla Het

4.2.3.3 YTBepxKACHHAS UHCTPYKIHUS IO METULIMHCKOMY TPUMEHEHHIO
JIEKaPCTBEHHOT'O CPE/ICTBA

Jla Her

4.2.4 beutn u panee paspenieHsl B Pecriyonuke Kazaxcran kKinmHA4YeCKue

HCCIICA0BAaHM C UCIIOJIBb30BAHUEM JAHHOI'O JICKAPCTBCHHOT'O CPCACTBA

Jla Het

4.2.5 be1io nu JaHHOC JICKAPCTBCHHOC CPCACTBO, ITPCAHASHAUYCHHOC IJIA

HCITO0JIb30BaHUA 11O JAHHBIM ITOKAa3aHUAM, OIPCACICHO KaK JICKAPCTBCHHOC CPEACTBO

JUTSI IEYSHUS pelIKUX 3a001eBaHU
Jla Her
4.3 OnucaHue uccieyeMoro JeKapCTBEHHOTO CPEICTBA
4.3.1 Ha3BaHue J1IeKapCTBEHHOI'O CPE/ICTBA (IPU HATUYNH)

4.3.2 KoJ n1ekapCcTBEHHOTO CpeACTBa (ITPU HAJTUYMUH)

4.3.3 Kon mo ATX knaccudukamnuu, eciu oQUITMaibHO 3apeTUCTPUPOBAH

4.3.4 JlekapcTBeHHast popMa (MCTIONB3YNUTE CTAHAAPTHYIO TEPMUHOJIOTHIO):
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4.3.4.1 IIpenHa3HaveHa Jiu JeKapcTBEHHas (opma s neauaTpun?
Jla Het

4.3.5 MakcumaibHas AeSITEIbHOCTD JIEUEHHsI CyObEKTa UCCIIEI0BAHUS
COOTBETCTBEHHO ITPOTOKOIY KIIMHHYECKOIO UCCIEAOBAHMS:

4.3.6 J103b1, KOTOpPBIE ONPEACIICHBI TPOTOKOJIOM KIMHUYECKOTO UCCIICAOBAHMUS:

4.3.6.1 IlepBas n03a 1151 NEPBBIX KIMHUYECKUX UCCIIEIOBAHUM (CYyTOUYHAs 1032
WM o0I1as /103a; MyTh BBEJICHHUS ):

4.3.6.2 MakcumainbHas omycTuMast 103a (CyToyHas A03a Win o01as 103a; NyTh
BBEJICHUS):

4.3.7 IlyTh BBeieHHS (UCIIOIB30BATh CTAHAAPTHYIO TEPMUHOJIOTHIO):

4.3.8 Ha3zBanue kaxaoit aktuBHoM cyOctaniuu (MHH unu npeiosxxennoe
MHH, npu Hanu4umn)

4.3.9 [Ipyrue Ha3zBaHUs KaX[0W aKTUBHOUM CyOCTaHIUU (MPEIOCTaBUTh BCE
JOCTYITHbIE HA3BAHMUS):

4.3.9.1 Homep B peructpe CAS

4.3.9.2 Koa(bl), IpUCBOEHHBIE CITOHCOPOM:

4.3.9.3 [Ipyrue onucarelibHbIE Ha3BAHUS: YKa3aTh BCE U3BECTHHIE
4.3.9.4 Dmnupuyeckas (MosiekysapHas) hopmyia

4.3.9.5 Onucanue PU3NKO-XUMUYECKUX, OMOJIOTHIECKUX CBOMCTB aKTUBHOMN
cyocTaHIuu

4.3.10 do3upoBKa (yKa3aTh BCE UCIIOIb3yEMBIE TO3UPOBKHU: TO3UPOBKA B
€MHULIAX MAcChI (T, MI, MI/KT), OMOJIOTUYECKUX €ANHUIIAX, B €AUHUIAX KOHLIEHTPAIUH)

4.3.10.1 Enqununia KOHIEHTpaIuu (MpoIeHTaxX, MI/MJI) Ha €TUHUILY
JIEKapCTBEHHOM (POPMBI)

4.3.10.2 Bug KoHIIEHTpauuu 9noa4epKHYTh COOTBETCTBYIOIIEE: «TOUHOE
YHUCI0BOE 3HAYEHHUE), «IUAMA30H», «00JIee ueM» WIH «HE 00JIee YeM»

4.3.10.3 KosinuecTBO KOHIEHTPALUH.

4.3.11 Tun uccneayeMoro JeKapCTBEHHOTO CPEJICTBA COACPKUT AKTUBHYIO
cyOCTaHIUIO:
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4.3.11.1 X¥uMHU4YECKOrO NPOUCXOKIACHUS
Jla Het

4.3.11.2 Buosnornueckoro, OMOTEXHOJIOTMYECKOT0 MPOUCXOKIACHUS (32
UCKJIFOUEHUEM JIEKAPCTBEHHBIX CPEJICTB)

Jla Her

JlaHHOE JIeKapCTBEHHOE CPEJICTBO SIBISIETCS:

4.3.11.3 PagnodapmarieBTuuecKkoe JeKapCTBEHHOE CPECTBO

Jla Her

4.3.11.4 Menuuunckue nmmyHoOuonorundeckue npernapatsl (MUBIT)
Jla Het

4.3.11.5 Ilpenapat KpoBH WX IJIa3Mbl KPOBU

Jla Het

4.3.11.6 DkcTpakT (MPOIYKTHI, IKCTPAruPOBAHHBIE U3 TKAHEW OPTaHOB YEJIOBEKA
WJIW )KUBOTHBIX )

Jla Het

4.3.11.7 JlekapcTBeHHbIE TpenapaThl pACTUTEIBHOTO MPOUCXOKACHUS
Jla Her

4.3.11.8 'omeonaTuyeckue npenaparsl

Jla Her

4.3.11.9 JIpyruM TUIIOM JIEKQPCTBEHHOTO CPEJICTBA WM pa3padaThIBAEMbIM
HOBBIM OPUTHHAIBHBIM JICKAPCTBEHHBIM CPEJICTBOM

Jla Het
4.3.11.9.1 Ecnu «aa», TO yKa3zaTh
4.3.12 MexaHusM IeUCTBUSA

4.3.13 UccnepyeMoe iekapcTBEHHOE CPEACTBO OyAET UCIOIb30BaThCS BIEPBHIC B
KJIIMHUYECKOM UCCIIEIOBAHUU

Jla Het
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4.3.13.1 Ecnu «aa», To IpeACcTaBUTh KPaTKOE OMUCAHUE U3BECTHBIX U
MPEABUICHHBIX PUCKOB U MOJIB3bI JJIs1 CYOBEKTOB UCCIICIOBAHMUS:

Jla Het

4.4 JlekapcTBEHHBIE CPEACTBA B KOMOMHAIIUU C U3JIEITUEM METUIIMHCKOTO

Ha3HAYCHUS
4.4.1 KpaTkass XxapakT€pUCTHKA U3ICINSI METUIIMHCKOTO HA3HAUYECHUS :

4.4.2 Ha3zBanue u3jenusa MEIUIIMHCKOTO HA3HAYCHUS

4.4.3 SBnsercs nu u3nenne MEAUIIMHCKOTO Ha3HAYEHUS UMILTAHTHPYEMbBIM

Jla Het

4.4.4 ImeeT 11 N3eIMe MEIUIIMHCKOTO Ha3HAUEHN 3HAK KayeCcTBa
EBporneiickoro cor3sa

Jla Her

4.4.4.1 Ecnu «1a», YIIOJTHOMOYEHHBIN OpraH, BhIIABIINM 3HAK Ka4yeCcTBa

EBpomnernckoro cor3sa:

4.5 Uudopmarus o mianedo (eciiy UCIoab3yeTcs 0ojiee OHOTO — yKa3aTh

UH(pOPMAIHUIO ISl KaXI0T0)
4.5.1 Ucnonw3yercs u mianedo:
Jla Het
4.5.2 Homep munane6o ()
4.5.3 JlexkapctBeHHas popMma:

4.5.4 IlyTe BBEACHUA:

4.5.5. Yka3zaTb HOMep(a) UCClIeayeMOoro JICKAPCTBEHHOTO CPEJICTBA U3 pasjielia

4.1.1, KOTOpOE UCCIEeAYETCs C UCTIOIb30BaHUEM TuTa1e0o ()
4.5.5.1 CocraB, He yunThIBasi akTUBHOMW(bIX) cyOcTaHtnu(i):
4.5.5.1.1 UneHTHYHBII HCCIEqyEMOMY JIEKAPCTBEHHOMY CPEICTBY
Jla Het

4.5.5.1.2 Ecnu «HeT», yKa3aTb OCHOBHBIC HHIPEAUEHTHI:
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4.6. Uudopmarus o mpou3BOJCTBEHHOM YYacTKE, OTBETCTBEHHOM 3a BBIITYCK
MCCIIEIyEeMOT0 JIEKaPCTBEHHOTO CPE/ICTBA

4.6.2 KTO HeceT OTBETCTBEHHOCTH 3a BBIITYCK TOTOBOT'O UCCIIELYEMOTO
JIEKapCTBEHHOT'O CPEJICTBA K KIMHUYECKOMY UCCIEAOBAHUIO?

JIaHHBIM TPOU3BOJACTBEHHBIN YYaCTOK HECET OTBETCTBEHHOCTH 3a BBITYCK
CJIEIYIOIIEro UCCIIeAYEMOT0 JIEKapCTBEHHOTO CpeicTBa (yKa3aTh HOMep(a),
npuBelICHHbIN(€) B pazaene 4.1.1 1ist uccieayeMoro JIEKapcCTBEHHOTO CPEICTBA U
pasnene 4.5.1 — nys miane6o):

OTMeThTE COOTBETCTBYIOIINN MTyHKT:

4.6.3 IIpon3BoauTEIb KOHEYHOTO JICKAPCTBEHHOTO CPEICTBA
4.6.3.1 UmmopTep

4.6.3.2 IIpon3BOaUTENL U UMIIOPTEP

4.6.3.3 HaumeHOBaHKE OpraHU3aluu:

4.6.3.4 Anpec

4.6.3.4.1 Ynuna

4.6.3.4.2 ATMUHUCTPATUBHBIN LIEHTP, TOPOJ

4.6.3.4.3 I1o4TOBBIA HHAEKC

4.6.3.4.4 Crpana

4.6.4 Yka3aTb HOMEp JMIUECH3UHA HA TPOU3BOJACTBO:

4.6.4.1 B cnydae OTCyTCTBHS JIMLIEH3UM YKA3aTh IPUYHMHBI:

4.6.5 TlpousBoauinachk Jid MHCIEKIUS JAHHOTO MPOU3BOJCTBEHHOTO ydacTKa
YIOJIHOMOYEHHBIM OpraHoM?

Jla Her
4.7.5.1 Ecnu «ma», yka3ath KeM U AaTy MOCIeIHeH NHCIICKIINH:

5. O6mas napopmarus 00 HCCIIeT0BaHUN

JlaHHBIN pa3en IOCBAIICH 000CHOBAHUIO HAa3BaHUs, BUIa, 00beMa, 111, 3a/1a91

)41 nnsaﬁHa IIAHUPYCMBIX KIIMHUYCCKUX I/ICCJIGILOBaHI/If/'I.

5.1 HCCJIG,ZIYGMOG IIaTOJIOTHYECKOE COCTOSTHHE MJIN 3a00JIeBaHUE
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5.1.1 XapaxkrepucTuka naToJ0ru4ecKoro COCTOSIHUS (B MPOU3BOJIBHOU opMme):
5.1.2 Koa cornacuo knaccudukanuu 6onezneit (MKb-10) :

5.1.3 Kox cornacuo knaccudukaruu MedDRA13 :

5.1.4 Peakoe 3a0oseBanue

Jla Het

5.2 llenu ucciegoBaHus

5.2.1 JIonoJHUTEIbHBIC LEIU

5.2.3 D10 BcnoMoraTrejabHOE UCCIIEIOBAaHUE

Jla Het

5.2.3.1 Ecnu «aa», npe0oCTaBUTh MTOJTHOE Ha3BAHUE UIIA BEPCUIO
BCIIOMOTaTEJILHOI'O UCCIIEIOBAHUS U LIEIID

5.3 Kpurtepuu BkItoueHUs (YKa3aTh HauOoJiee BaXKHBIC)

5.4 Kpurepuu HeBKIIIOUeHUs (yKa3aTh HauOoJee BaXKHBIC)

5.5 Koneunasi(bie) Touka(u):

5.5.1 TlepBuunasi(bie) koHeuHasA(bie) TOUKa(H) (IOBTOPUTH NMPU HEOOXOIUMOCTH )
5.5.1.1 BpemeHHbBIE TOYKH OIIEHKHM KOHEYHON TOYKH

5.5.2 Bropuunasi(bie) koHeuHasi(bie) TOUKa(K) (TOBTOPUTH TPU HEOOXOAUMOCTH )
5.5.2.1 BpeMmeHHbIE TOYKH OIIEHKHM KOHEYHOU TOYKH

5.6 Jluana3oH uccneaoBaHus — yKa3aTh BCE HEOOXOMMBbIE MMYHKThI

5.6.1 JluaraocTtuka

5.6.2 Tlpodunaktuka

5.6.3 Tepanus

5.6.4 be3onacHOCTh

5.6.5 DddexkTuBHOCTD

5.6.6 ®apMaKOKMHETHKA

5.6.7 ®apMakoaMHAMUKA

5.6.8 BUOPKBUBAJIEHTHOCTH
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5.6.9 3aBucuMocTs 3 deKTa OT 1036l

5.6.10 ®apmakoreHOMHUKa

5.6.11 Jlpyroe

5.6.11.1 Ecnu onpenieneH MyHKT «IPyroe», yTOYHUTh:
5.7 Bun ((a3za) uccnegoBanus

5.7.1 dapmakonoruueckoe UcciieIoBaHue ¢ yuacTreM uesoBeka (haza I)
SIBnsieTcs M Ucciaeq0BaHUE:

5.7.1.1 IlepBbIM BBEJICHUEM MpeHapaTa 4eI0BEKY

5.7.1.2 VicnbiTaHueM OMO3KBUBAJIICHTHOCTH

5.7.1.3 CpaBHuTENHHBIM (PApMaKOTMHAMUYECKIM HCTIHITAHUEM
5.7.1.4 [Ipyroe: yka3aTb KakKoe:

5.7.1.4.1 CpaBHUTENBHOE KIMHUYECKOE HCCIIEIOBAHUE (TEHEPUUECKUX
npenapaToB)

5.7.2 OrpannueHHoe TeparneBThuueckoe uccienaopanue (haza 1)
5.7.3 PacimupenHoe TepaneBTuueckoe uccieaopanue (dasa I11)
5.7 Kputepuu BiatoueHus (yka3zaTh Hanbosiee BayKHBIC)

6. Kareropuu cyObeKTOB MCCIIEIOBAHUS

6.1 Bo3pacTHoil nnanazoH

6.1.1 Mnanue 18 ner

Jla Her

Ecnu «ga», TO yTOUHHTS:

6.1.1.1 BuyTpuyTpoOHBIii

Jla Her

6.1.1.2 HenoHomieHHbIe MJIaACHIIBI (KOTOPHIE POJIMIUCH B CPOKU OEPEMEHHOCTH

< 37 Henenb)
Jla Her
6.1.1.3 HoBopoxxaenusie (0-27-i 1eHb )KU3HU)

Jla Het



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 01.06.2020
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 09.06.2020

e‘ i [ = | [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun 01.06.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 09.06.2020

6.1.1.4 I'pynubie (28-i neHb KU3HU — 24 Mec)
Jla Het

6.1.1.5 letu (2 roma — 11 ner)

Jla Het

6.1.1.6 Hpyrue nogpoctku (12-17 ner)

Jla Het

6.1.2 Bapocnbie (18-65 ner)

Jla Het

6.1.3 [Toxwunoro Bo3pacra (>65 ner)

Jla Het

6.2 Ilon

6.2.1 Kenckuit

6.2.2 Myxckou

6.3 M3y4yaemblii KOHTUHTEHT CyOBEKTOB UCCIEAOBAHUS
6.3.1 JIoOGpoBOJIBIIHI (310POBHIE)

Jla Her

6.3.2 IlanueHTsl

Jla Her

6.3.3 Ysa3BuMbIe CyOBEKTHI HCCIICIOBAHUS

Jla Her

6.3.3.1 XXeHIuHbI AETOPOHOTO BO3paCTa, MOTCHIIUAIBHO HE MOIb3YIOIIHUECS
KOHTpaueIniuen

Jla Het

6.3.3.2 XKeHIuHbI AETOPOIHOTO BO3PACTa, MOTCHIIMAIBHO MOJIb3YIOIIUECS
KOHTpAlENIUEN

Jla Het

6.3.3.3 bepemeHHbIE
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Jla Het

6.3.3.4 Kopmsiue rpyasto

Jla Het

6.3.3.5 bepemeHHbIE

Jla Het

6.3.3.6 HeneecnocoOHbIe CyOBEKTHI UCCIIE0BaHUS
Jla Het

6.3.3.6.1 Ecnu «z1a», TO yTOUHUT:

6.3.3.7 llpyrue

Jla Het

6.3.3.7.1 Ecnu «1a», TO yTOUYHUTD:

6.4 [InaHupyeMoe KOJUYECTBO UCIIBITYEMBIX JIJIsl BKIIOUEHHUSI B UCCIIEOBAHNUE:
6.4.1 B Pecnybnuke Kazaxcran

6.4.2 JIns MeXIYHApOIHOTO UCCIIeIOBaHUS

6.4.2.1 Bcero K IMHUYECKOTO UCCIICTOBAHMUS
6.4.2.2 B Pecniy6onuke Kazaxcran

6.5 3aHHaHI/IpOBaHHO€ JCYCHHC NJIN Ha6JIIOI[CHI/I€ 3a CY6T)€KTaMI/I HCCICAOBAaHU:],
KOTOPLIC 3aBCPIINIIN YHaCTUC B UCCIICIOBAHNHA (CCJII/I OHO OTIHNYacTCA OT
IpcaIrojiaracMoro CTaHaAapTHOIO JICYCHUA IIPU JaHHOM ITaTOJIOTHYCCKOM COCTOHHI/II/I)I

YTOYHHUTS:
7. UccnenoBartens (-1u) u kauHudeckas (-ue) 6aza (-bi)

7.1 UccnenoBarenb-KOOPAUHATOP (1711 MHOTOLIEHTPOBOTO UCCIEAOBAHUA) U
OTBETCTBEHHBIN HCClie0BaTENb (1151 OJJHOIIEHTOBOI'O UCCIEA0OBaHMS)

7.1.1 ®.1.0. (npu ero HaJIU4YMH) OTBETCTBEHHOTO MUCCIIEA0BATENS
7.1.2 JIOJ>XKHOCTD

7.1.3 Hayunas crenenb. Pe3tome uccnemoBaressi, OATBEPKAAIOIIEE €T
kBanuukainuo. CuCoK HAy4YHBIX TPY/IOB.

7.1.4 CnyxeOHblii asipec
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7.1.4.1 Ha3Banue yupexnenusa. Hazpanue kimHuueckoil 6a3bl
7.1.4.2 BeqoMCTBEHHAs! NPUHAJIEKHOCTD

7.1.4.3 Anpec

7.1.4.4 Ynuua

7.1.4.5 AIMUHUCTPATUBHBIA LIEHTP, TOPOL

7.1.4.6 11louyTOBBIN HHIEKC

7.1.4.7 Ctpana

7.1.5 Tenedon

7.1.6 ®axkc

7.1.7 Anpec 3JIeKTPOHHOW MOYThI

7.2 VccnenoBarennb-KOOPAUHATOP, €CIIUA €CTh

7.2.1 ®.1.0. (npu ero HaJIU4YUK) OTBETCTBEHHOTO UCCIIEI0BATENS
7.2.2 J10JDKHOCTD

7.2.3 Hayunas crenenb. Pe3tome uccnemoBaressi, IOATBEPKAAIOIIEE €T0
kBanuukanuo. CuCoK Hay4YHBIX TPY/IOB.

7.2.4 CnyxeOHbIi asipec

7.2.4.1 Ha3Banue yupexnenusa. Hazpanue kimHuueckoit 6a3bl
7.2.4.2 BeqoOMCTBEHHAs! NPUHAJIE)KHOCTD

7.2.4.3 Anpec

7.2.4.4 Ynuua

7.2.4.5 AIMUHUCTPATUBHBINA LIEHTP, TOPOL

7.2.4.6 11o4yTOBBIN HHIECKC

7.2.4.7 Ctpana

7.2.5 Tenedon

7.2.6 ®axkc

7.2.7 Anpec 3JIeKTPOHHOU MOYThI
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7.3 LlenTpanu3oBaHHbIC TEXHUYECKUE TTOMEIIEHUS, KOTOPbhIE Oy IyT
WCII0JIb30BaThCS JIsl IPOBEACHUS KIIMHUYECKOT0 UCCIIeIoBaHUs (J1TabopaTopusl WK
JPYTUe TEXHUYECKHUE TOMEMICHHS ), B KOTOPBIX IIEHTPAIM30BAHHO OYIyT H3MEPSATHCS
VI OLIEHUBATHCSI OCHOBHBIE KPUTEPUU OIIEHKU (€CIIM OpraHu3aIuil HECKOJIBKO, TO
MOBTOPHO 3aMOJIHUTH JJIsI BCEX)

7.3.1 HaumeHoBaHME OpraHu3alun

7.3.2 BenoMcTBEHHAs! TPUHAAJICKHOCTD

7.3.3 Anpec

7.3.4.2 AIMUHUCTPATUBHBINA LIEHTP, TOPOL

7.3.4.3 I1o4yTOBBIN HHIEKC

7.3.4.4 Ctpana

7.3.5 Tenedon

7.3.6 ®axkc

7.3.7 Anpec 3JIeKTPOHHOM MOYThI

7.3.8 O0s13aTenbCcTBa, KOTOPBIE BBHIMIOJIHAIOTCS IO CYONOPSIAY:

7.4 Opranuzaiym, KOTOPbIM CIIOHCOP WJIM €r0 OPUITMATbHBINA TPEICTaBUTEIb
JEJErUpOoBall CBOU 00s3aHHOCTU U (DYHKIMHU, CBSI3aHHBIE C MMPOBEJICHUEM KIIMHUYECKOTO
UCCIJIeIOBaHUA (€CIM OpTaHu3aIuii HECKOIBKO, TO TOBTOPHO 3aIIOJIHUTD JIJISI BCEX)

7.4.1 [lenerupoBait U CIIOHCOP WK €ro 0UIIHATbHBIN MPeICTaBUTEIh KaKHe-
HUOY /b OCHOBHBIE WJIM BCE CBOU 00SI3aHHOCTH M ()YHKIIMH, CBS3aHHBIE C TTPOBEJICHUEM
VICCIIEIOBAHUSI, IPYrOM OpraHu3aly WK TPEThEU CTOPOHE:

Jla Het

7.4.1.1 HaumeHOBaHHE OpraHu3anuu

7.4.1.2 BeqoMCTBEHHAs! IPUHAJIEKHOCTD
7.4.1.4 Anpec

7.4.1.4.1 ATMAHUCTPATUBHBIN LEHTP, TOPOJ
7.4.1.4.2 IlouyTOBBINA NHAEKC

7.4.1.4.3 Crpana

7.4.1.5 Tenedon
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7.4.1.6 ®akc

7.4.1.5 Anpec 31€KTPOHHOMN MOYTHI

7.4.1.6 Bce 00s13aHHOCTH CTIOHCOPA

Jla Her

7.4.1.7 MoOHUTOpPUHT

Jla Her

7.4.1.8 IlompaBKka K UCCIIEJOBAHUSM
Jla Het

7.4.1.9 Coop naHHBIX

Jla Het

7.4.1.10 CooO1ieHus 0 BBIABIEHHBIX B X01€ KIIMHUYECKOTO UCCIIEI0BAHUA

HEMPEIBUICHHBIX Cepbe3HbIX TOOOUHBIX peakiusax (Suspected Unexpected Serious

Adverse Reactions - SUSAR)
Jla Het

7.4.1.11 ITpoBenenue ayauta KIMHUYECKOTO UCCIIEIOBAHUS

Jla Het

7.4.1.12 CraTucTUueCcKuil aHamus3

7.4.1.13 JlokyMeHTalus KIMHUYECKOTO UCCIICI0BAHUS
Jla Het

7.4.1.14 [Ipyrue 00s13aHHOCTH 1O CyOIOAPS Y

Jla Her

7.4.1.15.1 Ecnu «z1a», TO yTOYHUT:

8. [Toamuce 3asButens B Pecnyonuke Kazaxcran
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[Ipunoxenue 2
K [IpaBriiam npoBeneHus
JOKJIMHUYECKUX (HEKJIMHUYECKUX )
HUCCJICIOBAHUM, KIMHUYECKUX
HCCIICOBAHUM, KIIMHUKO-
1a00paTOPHBIX UCIIBITAHUI
METUIIMHCKUX U3JIETUH 115
JIMATHOCTHKHM 1n Vitro, a Takxe
TpeOOBAaHUM K JOKIMHUYCCKUM U
KJIMHUYECKUM 0a3aM U OKa3aHUs roCy1apCTBEHHOMN
yCIyTH
«Bpiaua pazpelnieHus Ha
MPOBEJICHNE KIMHUYECKOTO
UCCIE0BaHUS U (UJIN) UCTIBITAHUS
(hapMaKkoJIOTHYECKUX U JIEKAPCTBEHHBIX
CPEACTB, METUIIMHCKUX U3CIIHI

Jlochbe uccesieyeMoro JeKapcTBEHHOT0 CPeIcTBa

1 [lanHble, UMEIOIINE OTHOIIEHNE K aKTUBHOMY BEIIIECTBY
1.1. AxtuBHas papmaneBtuueckas cyocranuus (ADC):
1.1.1 O6mas undopmanus:

1.1.2 Uudopmanus o HazBanuu ADC (XumMu4ecKoe Ha3BaHUE, €CIIU MPUMEHUMO,
MHH, of6menpuHsaToe Ha3BaHKE)

1.1.3 Ctpykrypa ADOC

1.1.4 Obuue cBoiicTBa

1.2. IIpon3BoacTBO:

1.2.1 ITpousBoautens(u)

1.2.2 Onucannie mpon3BOACTBEHHOIO MTPOLIECCA U €r0 KOHTPOJIA

1.2.3 KOHTpOJIb HCXOHBIX MAaTEPUATIOB

1.2.4 KOHTpOJIb KPUTHYECKHUX CTAIUNA U IPOMEKYTOUHOU MPOAYKIIUN

1.2.5 Banupanusi npou3BOACTBEHHOTO Mpoliecca U (W) OlleHKa
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1.2.6. PazpaboTka npou3BOACTBEHHOIO MpOIecca

1.3 XapakTepucTuku:

1.3.1 IloaTBepkieHUE CTPYKTYPHI U APYTUX XAPAKTEPUCTUK
1.3.2 IIpumecn

1.4 Kontpons xauectBa ADC:

1.4.1 Cneuundukanus(u)

1.4.2 AHamuTHYECKHE METOIUKH

1.4.3 Banunanusa aHaTUTHYESCKUX METOJIUK

1.4.4 Ananu3sbl cepuil (pe3ynbTaThl aHAIN3a CEPUiA)

1.4.5 O6ocHoBanue cnenupuranuu(ii)

1.5 CrangaptHbie 00pa3iibl UM MaTepUab:

1.6 Cucrema ynakoBKH (YKYIIOPKH)

1.7 CTabmiibHOCTH

2 VcnpITaHus UCCIIEyEMOI0 JIEKAPCTBEHHOIO CPEICTBA

2.1 Onucanue u cOCTaB UCCIIETYEMOIO JIEKAPCTBEHHOTO CPENICTBA
2.2 dapMmaiieBTHYECKas pa3padboTKa:

2.2.1 KOMIOHEHTBI UCCIIEyEMOT0 JIEKAPCTBEHHOI'O CPEJICTBA
2.2.1.1 AxtuBHas papmarieBTUUECKass CyOCTaHIIUS

2.2.1.2 BcnoMorareabpHBIE BENIECTBA

2.2.2 Uccnenyemoe JIEKapCTBEHHOE CPEJICTBO

2.2.2.1 Pa3paboTka JiekapcTBEHHOU (POPMBI

2.2.2.2 OU3uK0-XMMHYECKHUE CBOMCTBA

2.2.3 Pa3paboTka nmpou3BOJCTBEHHOTO Ipoliecca

2.2.4 MukpoOHOI0TUYECKUE XapAKTEPUCTUKHI

2.2.5 CoBMECTUMOCTH

2.2.6 Cuctema ynakoBKHU U YKYIIOPKH

2.3 IIpou3BOACTBO:



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 01.06.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 09.06.2020

o ik G N [ ?;gﬁog;;(ﬁ ?;gp()cnznmﬁfgzm I-([)Op]\gaTI/IBHI;IX [PaBOBBIX aKTOB Jlata peaakiuu 01.06.2020
u

Y XCTaH B SIICKTPOHHOM BHI JlaTta ckaunBaHMs 09.06.2020

2.3.1 IlpouzBoautens(u)

2.3.2 CocraB Ha cepuro

2.3.3 Onncanue npou3BOACTBEHHOTO IPOLIECCA U €T0 KOHTPOJIS

2.3.4 KOHTpOJIb KPUTUYECKUX CTAUN U IPOMEKYTOYHOU MPOLYKIIHH
2.3.5 Banunanusi mpou3BOJCTBEHHOTO TIpoliecca U (WJIM) €ro OlleHKa
2.4 KoHTpOap KauecTBa BCIIOMOTaTEIbHBIX BEIIECTB:

2.4.1 Cneuudukanum

2.4.2 AHaIUTUYECKHUE METOIUKHU

2.4.3 Banumanysa aHaIUTUUECKUX METOIUK

2.4.4 O6ocHoBaHuUE crierupUKaIi

2.4.5 BecrioMmorareibHbIE BENIECTBA YEIOBEUECKOTO WU KUBOTHOTO
MIPOUCXOMKICHUS

2.4.6 HoBble BcnoMOTaTeNbHBIE BEIECTBA

2.5 KOHTpOb KayecTBa UCCIIEIyEMOr0 JEKAPCTBEHHOTO CPEICTBA:
2.5.1 Cneuudukanumn

2.5.2 AHanUTHYECKHE METOIUKHU

2.5.3 Banupanusi aHAUITMTUYECKUX METOIUK

2.5.4 AHanu3ssl cepuil (pe3yabTaThl aHATIU3a CEPHiL)

2.5.5 XapakTepucThKa npuMecei

2.5.6 O6ocHoBaHue creruduranum(ii)

2.6 CrannapTHbie 00pa3ibl U MaTEpPHAIIBL:

2.7 Cuctema ynakoBKH (YKYIIOPKH)

2.8 CTabuIbHOCTh

2.8.1 Pe3tome 00 uCHBITAHUSIX CTAOUIIBHOCTH U 3aKJIIOUEHUE O CTAOMIIBHOCTH
2.8.2 O0s3aTeNnbCTBA OTHOCUTENBHO U3YUYEHHUSI CTAOMIBHOCTH

2.8.2 JlaHHBIC UCIILITAHUI CTAOUIIBHOCTH
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[Ipunoxenue 3
K [IpaBriiam npoBeneHus
JOKJIMHUYECKUX (HEKJIMHUYECKUX )
HUCCJICIOBAHUM, KIMHUYECKUX
HCCIICOBAHUM, KIIMHUKO-
1a00paTOPHBIX UCIIBITAHUI
METUIIMHCKUX U3JIETUH 115
JIMATHOCTHKHM 1n Vitro, a Takxe
TpeOOBAaHUM K JOKIMHUYCCKUM U
KJIMHUYECKUM 0a3aM U OKa3aHUs roCy1apCTBEHHOMN
yCIyTH
«Bpiaua pazpelnieHus Ha
MPOBEJICHNE KIMHUYECKOTO
UCCIE0BaHUS U (UJIN) UCTIBITAHUS
(hapMaKkoJIOTHYECKUX U JIEKAPCTBEHHBIX
CPEACTB, METUIIMHCKUX U3CIIHI

Coryacue rjiaBHOIro HccjaeaoBarTreis

Haspanne npoTokosa KIMHUYECKOTO UCCIIEIOBAHMS;
N nenTudukaimoHHbIN KO IPOTOKOJIA KIMHUYECKOTO UCCIIEIOBaHMS, BEPCUS;

S mpouen(a) Bce cTpaHULIBl HACTOSIIETO MPOTOKOJIA KIIMHUYECKOTO
UCCIIEIOBAHUS, CTIOHCOPOM KOTOPOTO SIBISIETCS (yka3atb Ha3BaHue). S
corjaceH (a) ¢ TeM, 4TO MPOTOKOJI COAEPKUT BCIO MH(POPMAINIO, HEOOXOAUMYIO st
MPOBEJICHUS TAHHOTO UCCJIE0BaHUS.

I'naBubiit uccnenosarens (O.M.0. (nmpu Hanuuum)

Iloxmce nccnemoBareis

JlaTa

Mecto paboThl (Ha3BaHUE U aJIpeC)

JIOJKHOCTB MCCIeI0BaTENs

KonrtakTtHbi#t TenedoH uccneaoBaTens
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[Ipunoxenue 4
K [IpaBriiam npoBeneHus
JOKJIMHUYECKUX (HEKJIMHUYECKUX )
HUCCJICIOBAHUM, KIMHUYECKUX
HCCIICOBAHUM, KIIMHUKO-
1a00paTOPHBIX UCIIBITAHUI
METUIIMHCKUX U3JIETUH 115
JIMATHOCTHKHM 1n Vitro, a Takxe
TpeOOBAaHUM K JOKIMHUYCCKUM U
KJIMHUYECKUM 0a3aM U OKa3aHUs roCy1apCTBEHHOMN
yCIyTH
«Bpiaua pazpelnieHus Ha
MPOBEJICHNE KIMHUYECKOTO
UCCIE0BaHUS U (UJIN) UCTIBITAHUS
(hapMaKkoJIOTHYECKUX U JIEKAPCTBEHHBIX
CPEACTB, METUIIMHCKUX U3CIIHI

dopma

Pe3rome uccienoBarteis

Pesrome

@®.1.0. npu ero Hanuuuu (MOJTHOCTHIO)

JlaTa poxneHus

O6pa3zoBanue (C ykazaHueM y4eOHOTrO 3aBE/ICHMS)
CnennanbHOCTh

[TocneauniomHoe oOpazoBaHue

VYyeHas cTeneHb U 3BaHUE (€CITU UMEETCS)

Mecto paboThl U JOIKHOCTh

Crax paboThI M0 CIENHUATIBHOCTH

Hay4snble Tpye1, myOaukamnuu (yka3aTh KOJTHYECTBO U HA3BaHUS CTaTeH,
MOHOTpaduii UMEIOIINX OTHOIIIEHHE K TIPOOIeMe UCCIIeIOBaHMS,
roJ1 MyOJIMKAIMKU U U3/1aTeILCTBO)



KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
e . AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
& i [ = | [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS

01.06.2020
09.06.2020
01.06.2020
09.06.2020

Hanuuue onbiTa Mo NpoBeIeHUIO UCCIE0BaHUM (00IaCTh UCCIEAOBAHUS )
Hanuuue ceprtudukara Haanexamei KIMHUYECKON MPAKTUKHU /
Hannexaiei mabopatopHOil MPaKTUKU

AJlpec opraHu3anuu, KOHTaKTHbIN TenedoH, ¢pakc, e-mail

[Toamuce rmaBHOTO MccieaoBaTens (UCCIea0BaTENs)

[Toanuck pykoBoauTeNs, 3aBepeHHast O(puImaiIbHo (0TIEN KaApoB)

JlaTa



e.zdll

Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 01.06.2020

DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 09.06.2020
Jlata penakuuu 01.06.2020
JlaTta ckaunBaHMs 09.06.2020

[Ipunoxenue 5
K [IpaBriiam npoBeneHus
JOKJIMHUYECKUX (HEKJIMHUYECKUX )
HUCCJICIOBAHUM, KIMHUYECKUX
HCCIICOBAHUM, KIIMHUKO-
1a00paTOPHBIX UCIIBITAHUI
METUIIMHCKUX U3JIETUH 115
JIMATHOCTHKHM 1n Vitro, a Takxe
TpeOOBAaHUM K JOKIMHUYCCKUM U
KJIMHUYECKUM 0a3aM U OKa3aHUs roCy1apCTBEHHOMN
yCIyTH
«Bpiaua pazpelnieHus Ha
MPOBEJICHNE KIMHUYECKOTO
UCCIE0BaHUS U (UJIN) UCTIBITAHUS
(hapMaKkoJIOTHYECKUX U JIEKAPCTBEHHBIX
CPEACTB, METUIIMHCKUX U3CIIHI

dopma

Ilepeuyenn

BCIIOMOI'aTCJIBHBIX MCIUNIITNHCKHUX n3z1e.]m171, BCIIOMOI'aTC/IbHBIX JICKAPCTBCHHBIX

TlonHoe Ha3BaHME KIMHUYECKOTO UCCIICIOBAHUS

npemaparTron HGOﬁXO}II/IMbIX AJIA IMIPOBEACHUA KIMHUYECCKOI0 HCCJICJOBAHUSA

W nenTudukanoHHBIN KO POTOKOJIA KITMHUYECKOTO UCCIIeIOBAHHS

(IpHCBOGHHBII CIIOHCOPOM) BepcHst (HOMEp) U aTa

HasBanue unu COKpaIlll€eHHOC Ha3BaHUEC KIIMHUYCCKOI'0 UCCIIE€J0BaHUS

(ecytn mpuUMeHsIETCST)

IIpousBoauTens (CioHCOP)

(HaNMeHOBaHHE OPTaHM3AINH, aJIPeC)

1. BcmomorarenbHbIE MCAMIMHCKHUC U3ACIINA

NeNe | ToproBoe HaumeHoBanue MU MIPOU3BOJIUTENB, CTPaHA HaumenoBanue pacxoJHbIX MaTepHaloB TIPOU3BOAUTEINb, CTPaHA
1
2
2. BecrioMorarenbHbIe JIEKAPCTBEHHBIE MTPENapaThl
NeNe | TOproBoe HaMMEHOBaHUE MHH

HPOU3BOAUTENB, CTPaHA JeKapcTBeHHas (hopMa JO3UPOBKA (opma BhITyCKa
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Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

01.06.2020
09.06.2020
01.06.2020
09.06.2020

2 |
3. IIpoune pacxoaHbIE MaTepUAIIbI
NoNe TOProBO€ HANMEHOBaHUE TPOU3BOANTENb, CTPAHA
1
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[Ipunoxenue 6
K [IpaBriiam npoBeneHus
JOKJIMHUYECKUX (HEKJIMHUYECKUX )
HUCCJICIOBAHUM, KIMHUYECKUX
HCCIICOBAHUM, KIIMHUKO-
1a00paTOPHBIX UCIIBITAHUI
METUIIMHCKUX U3JIETUH 115
JIMATHOCTHKHM 1n Vitro, a Takxe
TpeOOBAaHUM K JOKIMHUYCCKUM U
KJIMHUYECKUM 0a3aM U OKa3aHUs roCy1apCTBEHHOMN
yCIyTH
«Bpiaua pazpelnieHus Ha
MPOBEJICHNE KIMHUYECKOTO
UCCIE0BaHUS U (UJIN) UCTIBITAHUS
(hapMaKkoJIOTHYECKUX U JIEKAPCTBEHHBIX
CPEACTB, METUIIMHCKUX U3CIIHI

dopma

3asiBKa

Ha MPOBCACHUE IKCIICPTU3BI MATCPHUAJIOB KIIHHUYCCKUX I/ICC.]'ICIIOBaHI/Iﬁ

MeIMIMHCKHUX U31eJul

JaTa nogaun:

IlepBas 3asBKa:

IToBTOpHAs:

PerucrpaiinoHHBIN HOMED, IPUCBOEHHBIN YIIOJJHOMOYEHHBIM OPTaHOM:

Jlata mepBo# nogayuu:

EBpomnetickas 6aza nanabix MeauuuHckux uzaenuit (European Database on

Medical Devices,

Clinical Investigation identification number - EUDAMED CIV ID) —

UJEeHTU(PUKAIIMOHHBIN

HOMEP KJIMHUYECKOTO UCCIEI0BAHUS (€CIIU U3BECTEH):
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01.06.2020
09.06.2020
01.06.2020
09.06.2020

1. Crioncop pusnueckoe JuIo, 0GUIIMATBHBIN TPeICTaBUTENb CIIOHCOPA WIH

OopraHu3any:a, YImoJJHOMO4YCHHAA CIIOHCOPOM, KOTOPOC 6€p€T Ha ce0s OTBETCTBEHHOCTH

3a UHUIIMMPOBAHUE U PEATU3ALNIO0 KJIMHUYECKUX UCCIEAOBAHUMN
OdurmanbHbIil TpeACTaBUTENb CIIOHCOPA / OpraHu3aIus
®. U. O. (npu HAIMYMK ) KOHTAKTHOTO JIMIIA:
HaumenoBanue opranuzanuu
Anpec
KonrakTHbi#i TenedoH
dakc
AJlpec IEKTPOHHOM MOYTHI
2. MeaunumHcKoe u3aeinme
Bun usnenus
Mapka
Ha3Banne MeaUIMHCKOTO U31EIUs

Monaens

Knacc 6e3onacHoctu (BeiOpath HyxHbIN) (I Hu3KuMii puck; [IA cpenne-nuzkuit

puck; IIB cpeane-Boicokuii puck; III Beicokuii puck; AIMD BbICOKHI pUCK
(Active

Implantable Medical Devices — akTUBHbIE UMILITAHTHUPYEMbIE METUIIMHCKUE

U3/ICIHS)

CTepI/IHBHBIe MCAUIIMHCKOI'O U30CIUA

Jla Het

CE- MapKupoBKa MEIUIIMTHCKOTO H3EIIH

Jla Her

YTOJIHOMOYEHHBIN OPTraH COOTBETCTBYOIINI

3. [IpousBoauTens
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[TpousBoauTenb pu3NUECKOE UIN IOPUIUYECKOE JINII0, OTBETCTBEHHBIH 32
IIPOEKTUPOBAHUE, U3TOTOBIIEHUE, YITAKOBKY U MAPKUPOBKY MEIUIIMHCKOTO U3/IEINsI,
pexkJie 4eM OH OyJeT MOMEIIeH Ha PhIHOK 10 TOPTOBOMY Ha3BaHUIO, HE3aBUCUMO OT
TOTO, OTIEPAIUU OCYIIECTBISIOTCA (PU3NIECKUM JIUIIOM WK OT €r0 UMEHH TPEThen
CTOPOHOM.

OdunnanbHbIi NpeacTaBUTENh CIOHCOPA/OpraHu3alus
®.1.0. (mpu HAMMYKMK ) KOHTAKTHOTO JIMIIA!
HanmMeHnoBaHnue opranuzaiuu

Anpec

KonTtakTHbil TEnEPOH

dakc

AJlpec 3IEeKTPOHHOUN MOYTHI

4. KoHTpakTHas KCCIIeIOBATENbCKAsl OpraHu3aIus (COOTBETCTBYIOIIAs)
HaunmenoBanue opranuzamnuu

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

Anpec

KonraktHbIl TEnehOH

dakc

AJipec 3EKTPOHHOMN MOYTHI

5. Knuanueckoe uccnegoBanue

Ha3BaHue KIMHUYECKOro UCCIEA0BaHUS

Pexomenmyemoe knmHIMYEecKoe uccieaopanne/aeHTudUKannoOHHBIN KO
MIPOTOKOJIa KIIMHUYECKOT'O MCCIIeIOBAHUS (ITPUCBOSHHBIN CITOHCOPOM) BEPCHS
(HOMeEp) U naTa

KonuuectBo cyOBEKTOB, KOTOPBIE OYIyT BKJIFOYEHBI B UCCIIEOBAHUE:
B PecniyOnnke Ka3zaxcraH: Bo Bcex CTpaHax, T/ie TPOBOIUTCS UCCIICIOBAHUE:

OO011ee KOTUYECTBO METUIIMHCKUX U3/IETINNA, KOTOpPbIE OYAYT UCIIOJIH30BATHCS B
KJIMHUYECKOM uccienoBanuu: B PecyOnuke Kazaxcran: Bo Bcex cTpaHax, e
MIPOBOJIUTCS UCCIIEIOBAHUE:
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Ecau HCCIICAYCTCA 0osee yeMm OAHO MCANIMWHCKOC NU3ACIINEC, TO YKAa3aTb HOMCP U
Ha3BaHHNC MCIUIIMHCKOI'O U3CIHA.

Jlata mpuHATHSA:
JlaTa okOH4aHUS:
6. lccienoBarennb-KOOpIUHATOD:

UccnenoBareib, OTBEHAONIMN 32 KOOPAUHAIIUIO IEATEIIBHOCTH UCCIIEA0BATECH
BCEX MCCIIEA0BATENBCKUX [IEHTPOB, YUYACTBYIOIINX B MHOTOLIEHTPOBOM KJIMHUYECKOM
UCCIIENOBAHUM.

@®.1.0. (mpu HATMYKK) KUCCIIEI0BATENSI-KOOPIUHATOPA
HanmenoBanne opranuzanuu

Anpec

Konrakthbiii Tenedon

dakc

AJlpec 3IEKTPOHHOM MTOYTHI

7. OTBeTCTBEHHBIN HccieaoBaTenb B PecyOnuke Kazaxcran

Knununueckast 6a3a, OTBETCTBEHHBIN HCCIIENOBATEINb JJIs1 OJHOIIEHTPOBOTO
HCCIIEIOBAaHUA

®.N.0. (mpu HATUYKMU) OTBETCTBEHHOI'O MCCIIEeI0BaTEs
HanmenoBanue opranu3zamuu

Anpec

KonrtakTHbIN TenedoH

dakc

Anipec 3IEKTPOHHOM ITOYTHI

OTBeTCcTBEHHBIN HcclienoBarelnb B Pecriyonuke Kazaxcran

Knuunueckas 0asa, Uiau UCClie10BaTENb-KOOPAUHATOP JJI1 MYJIbTHIIEHTPOBOTO
UCCIIEOBAHUS

@®.1.0. (mpy HATWYKK) KUCCIIEI0BATENSI-KOOPINHATOPA

HaumenoBanne opranuzamnuu
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Anpec

Konrakthbiii Tenedon

dakc

AJlpec 3IEKTPOHHOM MTOYTHI

8. UccnenoBarenbckue HEHTPHI 3a npeaenamu Pecnybnuku Kazaxcran

WNupopmanus o cTpaHax, Iie 3TO UCCIEI0BaHUE TPOBOJWIOCH/ WA OyIeT
3apEruCTPUPOBAHO YIOJTHOMOUYEHHBIM OPraHOM, BKIIFOUEHHBIE 11 00CYKICHUS

CTpaHsl, T/ie MONYICHO pa3peleHne CrpaHsl, T7ie pa3pelieHne Ha PACCMOTPECHUH

Ecth BO3PaXCHUA, NI JOIIOJHUTCIBHBIC KOMMCHTAPHUHU, K HCCIICAOBAHUIO,
KOTOPLIC ObLIH MNOAHATHI YIIOJJTHOMOYCHHBIMHA OpraHaM JPYTIUX CTpaH

Jla Het
Ecnun na, noxanyncra, yKaXure, r1e€ U IpUIuHbI

[lepedeHb cchUIOK HEOOXOUMOM HH(POPMALIMK PEAYCMOTPEHHBIX B IIOIAHHON
JNOKYMEHTALUU

Hccnenyemoe MeauIHCKOE H31€He

LleneBoe Ha3HAYCHHE MEIUITMTHCKOTO M3/AETHSI, B TOM YHCIIE TIOKa3aHUN ¥ MTPOTHBOIIOKA3AHHHA Jo-
Ky-
MEHT
Crp.
XapakTeprcTHKa METUIIMHCKOTO U3/IEIHs, MEXaHU3M JCHCTBUS, COCTaBHBIC YaCTH U MAaTEPHAIIBL, TAKXKE UICHTU(PHUKALIS KaKUX-JIU- Jlo-
00 (DYHKINH KOHCTPYKIMH, KOTOPBIE OTIMYAIOTCS OT PaHee YTBEP)KACHHBIX TIPH FOCYAAPCTBSHHOM PEerucTpaluy NpoLyKIHN Ky-
MEHT
Crp.
Pe3ynbraT aHanmM3a pUCKOB M OLIEHKH PUCKOB, B TOM YHCJIEC MOTCHI[HAIBHBIX PUCKOB U 0)KH/IaEMbIX CEPhE3HBIX TTOOOUYHBIX PEaKIUsIX Jlo-
MEIMIUHCKOTO U3/ Ky-
Co00uIeHus 0 BBISBICHHBIX B X0JI€ KIIMHHYECKOT0 UCCIIC0BaHUs ITOOOYHBIX PEaKIUsIX MEHT
Crp.
Kparkoe m3105keH1e NCTIBITAaHUH MEANIIHCKOTO H3JICIHS 1 JIFOOBIX aHAJIOTMYHBIX MEIUIIMHCKHIX W3/IEIIMI IIPON3BEICHHBIX KOMITa- Jlo-
HHEHl, BKIIIOYas IEPUOJI JUTUTEIILHOIO BPEMEHH Ha PhIHKE M 0030p 0€30MacHOCTH U IMIPOU3BOAUTEIBHOCTH M PACCMOTPEHHSI IPETEH- Ky-
3UH MEHT
Crp.
Pe3tome pe3ysbpTaToB MPEaIeCTBYIOMUX JOKIHHUYESCKUX HCCIEIOBAHUH. Jo-
Bbu1H Bce COOTBETCTBYIOLIME TOKIMHUYECKHE UCIIBITAHUS 3aBEPIICHBI: Ky-
9 MEHT
a’
A Crp.
Her ?

HpCIIOCTaBI/ITL OGOCHOBaHI/IC, IIo4YeMy paccieJOBaHUE MOXKET OBITh HAYaTO.

Pesrome JIMTEpATyphl U pE3yJibTaTbl HAYYHO 000CHOBaHHOM METOA0JIOINHU NIPEATIOIaraéMoro UCIioJIb30BaHus MEJUIIUHCKOI'O U3¢~
JIUs
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Ho-
Ky-
MEHT
Crp.
Pe3roMe COOTBETCTBYIOIMX CTAaHAAPTOB, PUMEHSEMBIX B ITOJHOM 00bEME MIIM B YaCTHOCTH, U B KaKOH CTEIEHN CTaHAAPThI ObLIH Jo-
HNPUMEHEHBI Ky-
MEHT
Crp.
Jlu3aiin KIMHAYECKOTO MCCIIEI0BAHUS
Llesb, KOHEUHBIE TOYKH M KOHKPETHBIE TUIIOTE3bI, KOTOPBIE Oy YT NPHHATHI HJIM OTKJIOHEHBI, & TAKXKE ITPOLIEN/ HE MPOLIEN KPUTe- Ho-
pHH, KOTOPBIE IPUMEHSIIOT K pe3yJIbTaTaM pacciieIOBaHuUs Ky-
MEHT
Crp.
[MoxTBepkIeHue Ui CTAaTHCTUYECKOro 00paboTKH, B TOM YUCiIe BEIOOpA pa3Mepa BHIOOPKHU, 0XKHUAAEMBIX TEMITbI OTCEBA, YPOBHS Jo-

3HAYUMOCTH, KOTOPBIH OYy/JIeT UCIOIb30BATHCS, MOIIIHOCTh UCCIIC0OBAHNS, a TAKXKE KIMHUYECKOE 3HaueHne. MeToIbl U CPOKHU OLICH- Ky-
KU, PETUCTPALlUM U CTAaTUCTHYECKOI 00paboTKH 1okazareliei 6€30macHoCTH MEHT
Crp.
[epnon HaGMOAEHNSI KOHKPETHOTO CyObEKTa HCCIIEIOBAHNS, B PAMKaX MCCIICAOBAHNS, BKIIIOYas IPOLeypbl HAOIIONCHUS IS Jo-
CYOBEKTOB, KOTOPBIE ITPEKPATUIIH UCCIICIOBAHUE Ky-
MEHT
Crp.
KonTposs kauecTBa U oOecrnedeHne KauecTa
[Mopsiok yrpaBieHus U COOOIIEHHS 0 TOOOYHBIX PEaKIMsiX, a TAKKe MOCIEAYIONIEeH AeATeIbHOCTH, HEOOXOIUMOM ISl KaXKI0T0 Jo-
CyOBbeKTa UCCIIEIOBAHMUS B Clyyae HeOIAronpusTHBIX COOBITHH. Ky-
MEHT
Crp.
OnucaHue iaHa MOHUTOPUHI'A, B TOM YHCJIE YaCTOThl MOHUTOPUHIA M CTEIIEHU MTPOBEPKU UCXOAHBIX JAHHBIX. Jo-
Ky-
MEHT
Crp.

[Tpumeuanue: 3asBKa COACPKUT UH(OPMALIKIO B OTHOLICHUH BCEX OOBEKTOB,

AKKPCAUTOBAHHBIX HA IIPOBCACHHUC KIMHUYCCKOI'O UCCICIOBAHNA MCIUITNHCKOT'O

H3JCIIMs, KaK OITMCAaHO B PYKOBOJAIIECM JOKYMCHTC «HOpMaTI/IBHbIC TpC6OBaHI/I5{»,

nocrymnHblie Ha caiite www.medicaldevices.dk /clinicalinvestigation. Eciiu

OTPaHUYCHHOC YHUCJIO B OTHOIICHHNH BCEX 00BEKTOB B PaCnops>KECHHUU CYUTATh 3HAUCHUSA

JJI1 KOHKPCTHOI'O KIIMHUYCCKOI'O UCCIICAOBAHNsA, COIIPOBOAUTCIIBHOC ITMCBbMO COACPKUT

CIIMCOK B OTHOIIICHHH BCCX O6’I)€KTOB, a TaKk)ke 000CHOBAaHHOCTHU TaKUX ynymeHHﬁ.

[Toxanuce 3asutens (CrioHcopa) S, HUKETOTMCABIIHICS, JaHHBIM
noATBepkAat0 (MOATBEPKAAI0 OT JIMIA CIOHCOPA), YTO:

I'apanTupysro:

JIOCTOBEPHOCTH M MOJIHOTY MH(OPMALIUK, COJEPKAIICICS B MPETOCTAaBIECHHBIX

MaTCpHuaiax Ha IIPOBCACHNC KIIMHNYCCKHUX HCCHCHOB&HHﬁ;
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JAaHHOE MEJIUIIMHCKOE M3/IeTNE yIOBIETBOPSIET MPUMEHUMBIM TPEOOBAHUAM
0e3omacHoCTU U 3P(HEKTUBHOCTH, 32 UCKIIOUYEHUEM CBOMCTB U XapaKTEPUCTUK
6e3omacHOCTH U 3G(HEKTUBHOCTH, KOTOPBIC UCCIEAYIOTCS B X0 KITMHUYIECKUX
HCCIIeJOBAaHMM;

O06s13y10Ch:

MIPOBOJIMTH UCCIICIOBAHMS B COOTBETCTBUH C TIPOTOKOJIOM KIMHHYECKOTO
WCCIICIOBAHUS, CTAaHAAPTHBIMU OTICPAIMOHHBIMH TPOIEAYPAMH, a TAKKE
TpeboBaHUSIMH 3aKoHOAaTeNbcTBa PecyOnuku Kazaxcrasn;

HH()OPMUPOBATH O BO3ZMOKHBIX PUCKAX U 0KHTAEMbBIX TOOOUHBIX PEAKIIHSIX,

0a3UPYIOLIMXCS Ha CYIIECTBYIOIIEM OINBITEC MPUMEHEHUS.
Jlara:
Iloamuce:

®. 1. O. neyaTHbIMU OYKBaMH:



e.zdll
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[Ipunoxenue 7
K [IpaBriiam npoBeneHus
JOKJIMHUYECKUX (HEKJIMHUYECKUX )
HUCCJICIOBAHUM, KIMHUYECKUX
HCCIICOBAHUM, KIIMHUKO-
1a00paTOPHBIX UCIIBITAHUI
METUIIMHCKUX U3JIETUH 115
JIMATHOCTHKHM 1n Vitro, a Takxe
TpeOOBAaHUM K JOKIMHUYCCKUM U
KJIMHUYECKUM 0a3aM U OKa3aHUs roCy1apCTBEHHOMN
yCIyTH
«Bpiaua pazpelnieHus Ha
MPOBEJICHNE KIMHUYECKOTO
UCCIE0BaHUS U (UJIN) UCTIBITAHUS
(hapMaKkoJIOTHYECKUX U JIEKAPCTBEHHBIX
CPEACTB, METUIIMHCKUX U3CIIHI

dopma

Texuuveckuii pailj Ha MeAMIMHCKOE U3Aeane (KpoMe MeJUIMHCKOI0 U3/1e/Tus

JJIsl AMATHOCTHKH in vitro)

I. OOuiee onrcanue MeTUIIMHCKOTO U3IETNS

1. Texauueckuit ¢haia COAEPKUT CISAYIONLYIO0 HH(DOPMAITUIO C OTTCAHUEM

MCOAUITMHCKOI'O U30CIHA:

a) HAMMCHOBAaHHUC MCAUITMHCKOI'O U3ACIINA,

0) oO11ee onucaHre ¥ Ha3HAYEHHUE MEIUIIMHCKOTO U3/IEus;

B) uH(popMaIus, No3BOJIAIONIas UACHTUPHUIIMPOBATh METULIMHCKOE U3/IeNIneE, B

TOM HHUCJIIC €TI0 MOI[I/I(l)I/IKaHI/HO;

') BUJ MEIUIMHCKOTO U3/IeNIUSI B COOTBETCTBUM C HOMEHKIIATYPOU MEAUITUHCKUX

WU31CIINM;

,ZI) MMPCAHA3HAYCHHBIC I10JIb30BATCIIN,

€) IPUHITUIIBI ICUCTBUS MEAUITUHCKOTO U3ICIIHS;
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)K) KJIaCC NOTCHIUAJIBbHOTO PUCKaA ITPUMCHCHUA U IIPHUMCHUMBIC
KJ'IaCCI/I(bI/IKaHI/IOHHI)IC ImpaBuijia B COOTBCTCTBUHU C IIPpaBUJIaMH KJ'IaCCI/I(l)I/IKaHI/IH N3 CINA
MCIHUIMHCKOI'O U3JCJTIMS B 3aBUCUMOCTHU OT INOTCHIHUAJIBHOI'O PUCKa ITPUMCHCHU A,

3) 00BSICHEHHE CBOMCTB U XapaKTCPUCTUK MCAUIMHCKOI'O U3JCJINA;

1) onucaHue U (WIn) IepeueHb BO3MOXKHBIX MOAUDUKAIIUNA PACCMATPUBAEMOTO
MEUIMHCKOTO U3EHS;

K) 00111ee onrcaHne OCHOBHBIX (DYHKITMOHABHBIX 3JIEMEHTOB (JIHarpaMMBl,
dororpaduu 1 pUCYHKH, TEMOHCTPHUPYIOIIHE OCHOBHBIC YaCTH (KOMIIOHEHTHI)
MEIUITTHCKOTO U3/ICITNS, BKIIFOUAIOIINE B CEOs MOSCHSAONINE HAMMCH K TUarpaMmam,
dboTorpadgusiM u pucyHkam);

.]'I) OIIMCAaHUC MAaTCPHUAJIOB, BCTYIIAIOIIUX B HCHOCpe,Z[CTBeHHbII\/JI 401041
OHOCpeI[OBaHHBIﬁ KOHTAKT C TCJIOM YCJIOBCKA.

II. Onucanye MEIUITMHCKOTO U3AEIINS

2. Texunueckuii paitn coaepKUT nepedeHb OCHOBHBIX XapaKTEPUCTHK, PA3MEPOB
Y YKA3aHUU T10 SKCIUTyaTalli MEIUIIMHCKOTO U3/IEINsl, €0 UCTIOJTHEHUN U
IIPUHAICKHOCTEN, KOTOPBIE UMEIOTCS B TEXHUUYECKOM JTOKYMEHTALIUU MEIULMHCKOIO
W3JENUS U IPYTUX MaTepraiax, TOCTYIMHbIX KOHEYHOMY IOJIb30BATENI0, & TAKKE
IIEpEUYCHb IPUMEHSAEMBIX IPOU3BOIUTEIEM CTAHAAPTOB.

III. Ccpuika Ha TOAOOHBIE ¥ IPEABIAYIITHE MOAUGMUKAIINA METUITMHCKOTO M3/ISIUs

3. B ciydae ncnionp3oBanus nH(GOpMAIUU O MOJOOHBIX WU TPEIBLTYIITIX
MOJAU(PUKALUIX METUIIUHCKOTO U3/IEHUs JUIsl I0Ka3aTeIbCTBA COOTBETCTBUS OOIIUM
TpeOoBaHUAM 0€30NaCHOCTU U 3(DPEKTUBHOCTU METUIIMHCKUX WU3CNIUM, TpeOOBaHUIM K
UX MApKUPOBKE M IKCIUTyaTallMOHHOM TOKyMEHTAIlMU Ha HUX, (Aaniee — obriue
TpeOOBaHUs ), TEXHUUYECKUH (haiisl COAEPKUT KPaTKOE OMTUCAHUE:

a) OpeabIIyuX MOU(UKAIMI paccMaTPUBAEMOT0 MEIUIIMHCKOTO U3AeUs (TpU
HaJIMYUHN );

0) MoA0OHBIX MOAM(PUKAIINA METUIIMHCKOTO H3CIINSI, HAXOIAIIUXCS B
oOpallleHNH Ha MEXTYHAPOIHBIX PhIHKAX.

IV. ConpoBoautenbHas uHGpopmMaIus

4. Texunueckuii (paityr coaepKuT:



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 01.06.2020
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 09.06.2020

e‘ i G N [ DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata peaakiuu 01.06.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 09.06.2020

a) TaHHbIE O MAPKUPOBKE MEIULIMHCKOTO U3/ENINS U €r0 YIAKOBKH (IIPOEKTHI
MapKUPOBKH);

0) MHCTPYKIUIO 110 MPUMEHEHUIO (IKCIUTYaTallUOHHYIO JOKYMEHTAIIHIO)
MEIVLUHCKOTO U3EIHS.

V. [IpoekTrpoBanue 1 pazpadoTka MEIUIIMHCKOTO U3JEIHSI.

5. Texuuueckuil paiin coaepKuT HH(HOPMAIUIO, TO3BOJISIOLIYIO OJIYUYHTh
oO11ee rmpeacTaBiIeHe 00 OCHOBHBIX CTaAMSIX MPOEKTUPOBAHUS PACCMAaTPUBAEMOIO
MEIUIUHCKOro n3nenus. Jlannas nHpopMalus MOXKET ObITh IIPEICTaBICHA B BUIE OJ0OK-
CXEMBI IIPOLIECCOB.

V1. [Ipon3BOACTBEHHBIE TPOLIECCHI

6. Texunueckuil Gaitsn coaep>KuT HHPOPMAIIHIO, TO3BOJSIIONIYIO TOJTYYUTh
o011ee MpeacTaBiIeHe O MPOU3BOACTBEHHBIX Ipoueccax. JlaHHas nHpopManus MOKeT
OBITH pEACTaBIIEHA B BUJE OJIOK-CXEMBI POLIECCOB, NAOLIEH 00I1Iee IPEICTaBICHHUE O
IPOU3BOICTBE, COOPKE, 3aKIIOUYNTENbHBIX UCIIBITAHUSIX METUIIMHCKOTO U3/IETIHS U
OKOHYATEIbHON YIaKOBKE TOTOBOIO MEAULIMHCKOTO U3/IEIIHS.

VII. ITpon3BOACTBEHHBIE TIOIIAIKA

7. B TexunyeckoM ¢aiiie nIeHTUPUIUPYIOTCS POU3BOACTBEHHBIE IIOMIAIKH,
Ha KOTOPBIX OCYLIECTBIISETCS IPOU3BOACTBEHHAS IEATEIBHOCTD 110 PACCMATPUBAEMOMY
MEAMLMHCKOTo u3aenus. Eciu s JaHHbBIX IUI0LIa10K UMEIOTCS CEPTU(UKATHI
CHUCTEMBI MEHEPKMEHTA KaueCTBA WJIM PABHOLIEHHBIC JOKYMEHTBI, TO UX KOIIUU
IpUjaraloTcsa K TeXHUYecKomy (aiiy.

VIII. CBeneHust 0 COOTBETCTBUM OOITUM TPEOOBaAHUSIM

8. Texunueckuii a1 BKIrOYaeT B ceOs CBEJCHUS O COOTBETCTBHH OOITUM
TpeOOBaHUSIM.

[X. Pesynprarel aHanu3a u ynpaBiIeHUSI PUCKOM

9. Texuuueckuit (ais1 COAEPKUT KPATKUM MIEPEUCHb PUCKOB,
UJECHTU(PUIIMPOBAHHBIX B IPOLIECCE aHATIM3A PUCKA, U OMKUCAHUE CIIOCOOOB yNpPaBICHUS
JAHHBIMU PUCKaMU B LIEJIAX CHIKEHUS UX J10 JOMYCTUMOTO YPOBHS.

X. JlessTenbHOCTh TIO BEpU(PUKALUY U BATTUAIIUU

10. Texuuueckuii Gaityi COAEPKUT CIETYIONTUE CBEACHUS U TOKYMEHTHI 110
BepuUKaIMKU ¥ BaTuJallMU, KOTOPBIE UCIIOJIB30BAIUCH JIJISl JOKA3aTEIhCTBA



Kazakcran PecriyOnuKachIHbIH SJICKTPOHIbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penakumsnay kyHi
e , aKTUIEP/IiH ATAIOH/IBI OaKpLIay OaHKi Cakray KyHi
* ey [ | DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaakiuu
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COOTBETCTBUS MEUIIMHCKOTO U3AENHs O0IKUM TpeOOBaHUSIM (B TOM YHCIIE MO
MIPUMEHUMOCTH OOIINX TPeOOBaHMIA):

a) pe3yJbTaThl UCIIBITAHUHN B UCTIBITATENBHBIX JA0OpaTOPHUsX (LIEHTpax);

0) pe3ynbTaThl JTA0OPATOPHBIX U (UITK) 3aBOJCKUX UCIIBITAHUI, B TOM YHCIIE

pPEe3yJIbTaThl UCTIBITAHUN B YCIIOBUSIX, IMUTUPYIOIIUX 3KCIUTyaTallMOHHBIE;

B) PE3yJIbTATHI JIAOOPATOPHBIX UCTIBITAHUN HA YKUBOTHBIX JJIs1 TOATBEPKIACHUS

[MpaBUJIIbBHOCTH KOHICIIIKWHU I'OTOBOI'O MCAUIIMHCKOI'O U3 ACIINA,

F) ACKJIapal COOTBCTCTBUA CTaAHAapTaM U3 IICPCUHA CTAHAAPTOB, B PE3YJILTATC

IIPUMEHEHHUS KOTOPBIX Ha JOOPOBOJLHON OCHOBE ITOJTHOCTHIO MJIA YaCTUIHO
obOecrieynBaeTCs COOMIOAEHUE COOTBETCTBUA MEIUIIMHCKOTO U3JIEINS OOIIAM
TpeOOBaHUSM;

I[) ACKIapanry COOTBCTCTBUA CTaHAapTaM, KOTOPbLIC HC BKIIIOUYCHBI B YKaSaHHBIfI

B IOAITYHKTC «I'» HACTOAMICTO IIYHKTa IICPECUCHD, C 000CHOBaHHMEM UX IMIPUMCHCHU A

€) 0030p onyOJMKOBAHHBIX JINTEPATYPHBIX HCTOYHUKOB KacaTeIbHO
paccMaTpuBaEMOro MEIUIIMHCKOTO U3/AETUS MIIM TTOTOOHBIX U3ICIIHMA.

11. Texuuueckuii ¢paiia COAEPKUT:
a) CBEJICHUS O OMOJOTMYECKON COBMECTUMOCTH;

0) cBeZicHUs O JICKAPCTBEHHBIX CPEACTBAX, BXOJSIINX B COCTAB
paccMaTpUBaEMOI0 MEJIUITMHCKOTO U3/ISIIHS;

B) CBEJICHUS O OMOJIOTHYECKON 0€30MaCHOCTH MEIUITMHCKOTO U3/ICITH,

BKJIIOYAIOIIIUX B celst KJICTKH, TKAaHH WK UX IIPOU3BOAHLBIC, B3ATHIC Y YCJIOBCKA NI

KHUBOTHBIX,

F) CBCACHMA O MCTOdaX CTCPHUIIN3allN;

1) CBeIeHHsI O Bepu(UKAIINN ¥ BAIMIAIAN TPOTPAMMHOTO 00eCTIeYeHUS TIPH

IMPOCKTUPOBAHUU MCIUITUMHCKOI'O U3ACIINA,

€) oTueT 00 000CHOBAHUH KIMHUYECKOU 3(PHEKTUBHOCTH U 0€30MaCHOCTH

MCOAUITMHCKOI'O U30CIH.

12. 3nokeHne pe3yabTaTOB MPOBEACHHBIX KIMHUYECKUX UCTTBITAHUHA
(uccnenoBaHuii), KpOME BBIBOJIOB, BKIIFOYAIOT B C€0S IIPOTOKOJIBI UCIIBITAHUI
(uccnemoBaHuii) B MOJIHOM 0ObEME.
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13. Texuuueckuii pailsl COAEPKUT NEPEUYEHb BCEX MATEPUATIOB, HAXOISAIINXCS B
HEIIOCPEACTBEHHOM MJIA OITIOCPENOBAHHOM KOHTAKTE ¢ OPraHU3MOM ITallMEeHTa, €CIIN IS
TOT'0, YTOOBI OXapaKTEePU30BaTh (PU3NUYECKUE, XUMUUECKUE, TOKCUKOJIIOTHYECKHUE U
OuosIornyecKre XapakTepUCTUKU MaTepuaia, He0OX0IMMO B COOTBETCTBUU C
pe3yibTaTaMy aHaJlh3a PUCKOB MPOBECTU UCIBITAHUS OUOJIOTMYECKON COBMECTUMOCTH.

B texnuyeckuii (aiin cienyeT BKIIOYUTh OAPOOHYI0 HH(POPMAIUIO O
MPOBEJICHHBIX UCIIBITAHUSAX, IPUMEHEHHBIX CTaHJapTaX, MPOTOKOIaX UCTIBITAHUH,
aHAJIM3 TIOJYYCHHBIX IAHHBIX U KPATKOE U3JIOKEHUE PE3yJIbTaTOB UCTTBITAHUM.

14. Ecan MeIMIUHCKOE U3/I€TINe BKIIOYAET B ce0sl JIEKapCTBEHHbIE CPEACTBA, TO
TEXHUYECKUH (a1 COAEPKUT MOAPOOHYIO HH(POPMALIUIO O TPUMEHSIEMbIX
JIEKapCTBEHHBIX CPEACTBAX, UX MPOU3BOAUTENE (IPOU3BOAUTEIISX ), IPUUNHE
BKJIFOUEHUS B MEIULIMHCKOE U3/1eTue, 0€30aCHOCTH IPUMEHEHUS U MEXaHU3ME
JEHCTBUSA B COCTaBE M3JIETUS IPU NMPETYCMOTPEHHOM NPUMEHEHUH, TOKYMEHT,
NOATBEPKAAIOLIUI PETUCTPALIMIO JIEKAPCTBEHHOT'O CPEJICTBA B CTPAHE IPOU3BOINUTENSA
JIEKapCTBEHHOT'O CPECTBA.

15. Texuuueckuii Gaityn cCoAepKUT NEPEUEHb BCEX MAaTEPUAIIOB KUBOTHOTO HIIN
YEJI0BEYECKOI0 MPOUCXO0KICHUS, UCITOIB30BAHHBIX B MEAULIMHCKOE U3/IEIIHE.
TexHuueckuil gails1 coaepKuT NoApoOHYI0 HH(POPMALIMIO O MaTeprallaX, OTHOCALIYIOCS
K BBIOOPY UCTOYHUKOB (JIOHOPOB), B3SITUIO P00, 00paboTKe, XpaHEHUIO,
UCCIIEJIOBAHUIO U OOPAIIEHUIO C TKAHSAMU, KIETKaMH U BELUIECTBAMH KUBOTHOT'O WU
YEJI0BEYECKOTO MPOUCXOKICHHUS.

B texnuueckuii (haiin cienyeT Takke BKII0YaTh PE3yJIbTaThl BaTUAALMU
rporecca, HOATBEPKAAIOIME HAINYUE IIPOU3BOACTBEHHBIX IIPOLEAYD,
MUHUMH3UPYIOLUX OMOJIOTUYECKHE PUCKHU, B YACTHOCTU B OTHOIIEHUU BUPYCOB U
Ipyrux Bo30OyauTenen 0oae3Hei.

Takxe ciaeayeTr BKI0YaTh OMMCAHUE CHCTEMBI XPAHECHUS 3aIIUCEH, TO3BOJISIONICH
OCYIIECTBIISITh MPOCIEKUBAEMOCTh OT UICTOYHUKOB MAaT€PHUAJIOB 10 TOTOBOTO
MEIUIIMHCKOTO U3IEITHSL.

16. B cnyyae ecnu MEAMIIMHCKOE U3/IEIIUE OCTABIISIETCA B CTEPUIIBHOM BUJIE,
TeXHUYSCKHUH (hail COACPIKHUT CBEACHHUS O BaJIUIAIMH MPOIIECCa CTEPHUIIA3AIIIN
(BKJIFOYAs MCTIBITAaHUS Ha OMOJIOTUYECKYIO HArpy3Ky, HaJTUIUE TUPOTCHHBIX BEIIECTB,
HaJIUYUE OCTATOUYHOIO KOJIMYECTBA CTEPUIIM3YIOINIETO BEIIECTBA) U O BAIMIAIINU
nporiecca ynakoBbiBaHus. IHpopMarus o Baaugaliiy BKIOYaeT B ceOsl MpUMEHEHHBIN
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METO]I, JOCTUTHYTBI YPOBEHb 00€CIEUEHUs CTEPUIBHOCTH, TPUMEHEHHBIE CTAaHAPTHI,
POTOKOJ CTEPUIIH3AIINH, Pa3pabOTaHHBIM B COOTBETCTBUHU C CTAaHAAPTAMHU, U KPATKOE
U3JI0’KEHHE MOTYYEHHBIX PE3YJIbTATOB.

17. Texuuueckuii Gailyi CoAepX UT CBEAEHUS O MPOIIECCEe MPOEKTUPOBAHUS U
pa3paboTKu MpOrpaMMHOTr0 0OecIiedeH sl U BaJIUAaliy IPOrpaMMHOr0 oOecrieueHms,
UCIOJIb3yEMOI0 B TOTOBOM MEIUIIMHCKOM H3/IEINH. Y Ka3aHHAas HH()OPMAaLKs BKIIIOUAET
B c€0s1 KpaTKOE U3JI0KEHHUE PE3YNIbTATOB JE€ATEILHOCTH 110 BepU(UKAIMK, BAIUIALNUN U
pPe3yJIbTaTOB UCIBITAHUH, BBIIIOJIHEHHBIX B OPTaHU3ALMU-TIPOU3BOAUTENE, A TAKIKE
CBEJICHUS O BCEX UMEIOIINXCA KOHPUTYypaIUsIX almapaTHbIX CPEACTB U ONEPAIUOHHBIX
CUCTEMaX, UJIEHTU(PHUIIUPOBAHHBIX B COMTPOBOAUTEIHLHON JOKYMEHTAIUH.

18. Texuuueckwuii Qaityn cogepKuUT HHHOPMAIIUIO O MPOBEJACHHBIX UCCIICTIOBAHUIX
Ha JKUBOTHBIX JUIS MOATBEPHKACHUS COOTBETCTBUS OOLIUM TPeOOBaHUAM (TIpU
Hanu4uu). B TexHudeckoMm (Qailie onuchIBatOTCS LEIN YKa3aHHbBIX HUCCIEI0OBaHUM,
METO0JIOT S, PE3YJIbTAThI, AHAJIU3 U 3aKIIOYCHHUS.
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[Ipunoxenue 8
K [IpaBriiam npoBeneHus
JOKJIMHUYECKUX (HEKJIMHUYECKUX )
HUCCJICIOBAHUM, KIMHUYECKUX
HCCIICOBAHUM, KIIMHUKO-
1a00paTOPHBIX UCIIBITAHUI
METUIIMHCKUX U3JIETUH 115
JIMATHOCTHKHM 1n Vitro, a Takxe
TpeOOBAaHUM K JOKIMHUYCCKUM U
KJIMHUYECKUM 0a3aM U OKa3aHUs roCy1apCTBEHHOMN
yCIyTH
«Bpiaua pazpelnieHus Ha
MPOBEJICHNE KIMHUYECKOTO
UCCIE0BaHUS U (UJIN) UCTIBITAHUS
(hapMaKkoJIOTHYECKUX U JIEKAPCTBEHHBIX
CPEACTB, METUIIMHCKUX U3CIIHI

dopma

3akiIl0YeHne IKCIePTHOM OPraHU3aunuu

[TonHOE Ha3BaHUE KIMHUYECKOIO HCCJICIOBAHUA JICKAPCTBECHHOI'O CPCACTBA:

CrnioHCOp (HaMMEHOBaHHE OpPraHNU3alNu, aPec)
3asiBuTEnh (HAMMEHOBAHHE OPTraHU3alliH, aapec)

I'naBHBIi KccneaoBaTelNb (€CIH MPUMEHUMO):

ToproBoe HaMMEHOBAHHUE UCCIICYEMOTO JEKapCTBEHHOTO CPEACTBA

CocraB (MHH wiu Ha3BaHue ACHCTBYIOIIETO BELICCTRA)

JlexapcTBeHHas hopma, 103a, KOHIICHTPALHS

TTonHoe Ha3BaHKE MPOTOKOJIa KIMHUYCCKOI0 UCCIICJOBAaHUs JIEKAPCTBEHHOT'O IIperiapara:

WnenTrdukamoHHbII KO/ MPOTOKOJIA KIIMHUYECKOT0 HCCIIeIOBaHMs, Bepcus (HOMep) U JaTa

I_[enb KIIMHUYECKOI'O UCCIICIOBAHUA

CpOKI/I TPOBEACHUS KIIMHUYCCKOTO UCCIICAO0BaAHU

KonnuecTBo CyOBEKTOB HCCIIEIOBAHUS

Ol || ]|n]| s~ ]|w

IIpousBoanTens, CTpaHa-MPOU3BOAUTEND

[lepeueHb MEAMLIMHCKUX OPTaHU3ALUM Ul IPOBEACHUS KIMHUYECKUX UCIIEeOBaHUMN

11

3akroueHue

[IpunoxeHue K 3aKIIF0UEHUIO:
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Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE
JlaTa ckauMBaHHS

01.06.2020
09.06.2020
01.06.2020
09.06.2020

IICPCUYCHb BCIIOMOI'aTCIIbHBIX MCAUIIMHCKUX HSﬂGHHﬁ, BCIIOMOTI'aTCJIbHBIX
JICKAaPCTBCHHBIX IIPCIIapaTOB HCO6XOI[I/IMBIX AJI1 IPOBEACHUSA KIIMHUYCCKOT'O
HCCICAO0BAaHUA Ha CTpaHHLIax.

YIIOTHOMOYEHHBIE JINLA, ONIPEACIIEHHBIE SKCIIEPTHON OpraHU3alnuen

JlaTa
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01.06.2020
09.06.2020
01.06.2020
09.06.2020

[Ipunoxenue 9
K [IpaBriiam npoBeneHus
JOKJIMHUYECKUX (HEKJIMHUYECKUX )
HUCCJICIOBAHUM, KIMHUYECKUX
HCCIeA0BaHUM, KIMHUKO-
1a00paTOPHBIX UCIIBITAHUI
MEIUIIMHCKUX WU3ACIIUH TS
JIMATHOCTHKHM 1n Vitro, a Takxe
TpeOOBAaHUM K JOKIMHUYCCKUM U

KJIMHHUYECKUM 0a3aM M OKa3aHHs FocyﬂapCTBeHHOﬁ

yCIyTH
«Bpiaua pazpelnieHus Ha
MPOBEJICHNE KIMHUYECKOTO
UCCIE0BaHUS U (UJIN) UCTIBITAHUS

(hapMaKkoJIOTHYECKUX U JIEKAPCTBEHHBIX

CpCACTB, MCANITNHCKHX H3I[€J'IHﬁ»

3akiIl0YeHne IKCIePTHOM OPraHU3aunuu

[TonHOE Ha3BaHUE KIMHUYECKOIO ucciacaoBaHus MCAUITMHCKOI'O U3ACJINA:

dopma

CrnioHCOp (HaMMEHOBaHHE OpPraHNU3alNu, aPec)
3asiBuTEnh (HAMMEHOBAHHE OPTraHU3alliH, aapec)

I'maBHbIH uccnenoBatenb (HAMMEHOBaHUE OpraHU3aLUH, aapec)

HaumenoBanue uccieayemMoro MeIuIHCKOrO H3AET s

Komrmiekryromiue (Mpy HaTA41H)

HasBanue MPOTOKOJIAa KITHUHUYCCKOTO UCCICIOBaHUA

W nentuduKaoHHbIH KO MPOTOKOJIA KIMHUYECKOT0 MCCIIeA0BaHMs, Bepcus (HOMep) U JaTa

I_[e.l'lb KIIMHUYECKOT'O UCCIICI0BAHUA

CpOKI/I MPOBEACHUSA KIIMHUYCCKOTO UCCIICAOBAHU

KonuuecTBo CyOBEKTOB HCCIIEIOBAHUS

Ol |||~ |wW]N

IIpousBoanTens, CTpaHa-MPOU3BOAUTEND

—_
(=]

[lepeueHb MEAUIMHCKUX OPTaHU3AINH I IPOBEACHUS KIMHUYECKUX UCIIEIOBaHUI

—
—_

3akiroueHue

IIpuiioxxenue K 3aKI0UYECHUIO:
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Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE
JlaTa ckauMBaHHS

01.06.2020
09.06.2020
01.06.2020
09.06.2020

Hepequb BCIIOMOTI'aTCJIBHBIX MCANITMHCKHNX HSI[CHHﬁ, BCIIOMOI'aTCJIbHBIX
JICKAaPCTBCHHBIX IIPCIIapaTOB HCO6XOI[I/IMBIX AJI1 IPOBEACHUSA KIIMHUYCCKOT'O
HCCICAO0BAaHUA Ha CTpaHHLIax.

YIIOTHOMOYEHHBIE JINLA, ONIPEACIIEHHBIE SKCIIEPTHON OpraHU3alnuen

JlaTa

MecTo neuatu
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[Ipunoxenue 10
K [IpaBriiam npoBeneHus
JOKJIMHUYECKUX (HEKJIMHUYECKUX )
HUCCJICIOBAHUM, KIMHUYECKUX
HCCIICOBAHUM, KIIMHUKO-
1a00paTOPHBIX UCIIBITAHUI
MEIUITUTHCKUX U3JIETUH 115t
JIMATHOCTHKHM 1n Vitro, a Takxe
TpeOOBAaHUM K JOKIMHUYCCKUM U
KJIMHUYECKUM 0a3aM U OKa3aHUs roCy1apCTBEHHOMN
yCIyTH
«Bpiaua pazpelnieHus Ha
MPOBEJICHNE KIMHUYECKOTO
UCCIE0BaHUS U (UJIN) UCTIBITAHUS
(hapMaKkoJIOTHYECKUX U JIEKAPCTBEHHBIX
CPEACTB, METUIIMHCKUX U3CIIHI

3asiBJIeHHe HA MOJIyYeHHe 3aAKII0YeHNs IKCIIePTHOM opraHu3anum (0100peHus
HenTpanbHoil uiu JIOKaJIbHOM KOMHCCHH) 0 BO3MOKHOCTH BHECEHMS
CYyLIeCTBEHHBIX MONMPABOK U HH(POPMHUPOBAHUS 0 HECYIIECTBEHHBIX MONMPABKAaX B
MaTepUaJibl HHTEPBEHIUOHHBIX KJIMHUYECKUX HCCJIEI0OBAHNH JIEKAPCTBEHHbIX
CpeacTB, MEAUIIMHCKUX U31eTul

A. Dta ¢opma sBseTcs oOmen I MOIyYeHUs 3aKIIF0YCHUS SKCIIEPTHOM
OpraHU3alMA OTHOCHUTEIHLHO JaHHBIX MOMPABOK U UX 0J00PEHUS KOMUCCHEH 110
BOITPOCaM OMO3THKHU
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KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI
DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

01.06.2020
09.06.2020
01.06.2020
09.06.2020

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

,H‘BTE. IOITYYICHHA 3aABKH:

JlaTa Hagama mpoueIyper:

PerncTpaninoHHsII
OpTraHI3aIme:

HOMeED

3anoaHsIeTCs 3asBUTEIIEM:

OCHOBaHIE 1A B pacCMOTPEHHII
3AKTIOUEHIIA):
Ha Het

O O]

Ecnm «xa», ykasate garty:

3akmotueHne (omobOpeHe):

Ha Het
IaTa:
KINHIYECKOTO  IICCIeIOBaHIIA,

3ajdBKa Ha IMOIYHCHIIE 3aKTIOYeHIIA

Iiicemendoe

YBECIOMIICHIIC

C eI

BECHEPTHDEI OPTaHH3aMIMII O HECYINECTBEHHBIX ITOIIPpABKAX

Al. Unentudukanms KIMHAYECKOTO UCCIEOBAHUS

(CCJII/I CYIICCTBCHHAA ITOIIPpABKa KaCaCTCsA Ooiee OIHOT'O IIPOTOKOJIA

nHpopMupoan [

IIPIICEOCHHE

KJIMHAYECKOTO MCCIISIOBAHUS ISl MCCIIEIyEMOTO JIEKAPCTBEHHOT'O CPEACTBA, CIIOHCOP
MOJKET CIenaTh 0000IIEHHOE CO00IIeHne DKCIIEPTHON OpTaHU3AIMH MPU YCIIOBUHU, YTO

B COIMPOBOAUTCIIbHOM IMUCbME U 3asBJICHUHN YKa3aH IMEPCUCHb BCCX IPOTOKOJIOB

KIIMHUYCCKHUX I/ICCJIGIIOBaHI/Iﬁ, KOTOPbIX KaCacTCA nonpaBKa)

ITonHOE Ha3BaHKME KIMHUYECKOTO HCCIICIOBAHHUA .




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 01.06.2020

; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 09.06.2020

* ey [ DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 01.06.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 09.06.2020

VnenTrnukannoHHbIi KO IPOTOKOJA U Jata (J1r0bast MonpaBKa K IPOTOKOITY UMEET HOMEp U Jaty):

Homep B MeXIyHapOAHBIX 0a3aX KIMHUYECKUX UCCIICOBAHUI:

A2. Unentudukaiius nonpaBku

IMonpaBku K IPOTOKOITY Ecnn oTMeueH JaHHBIN MYyHKT, TO YKa3aTh UACHTH()UKALMOHHBIA HOMEp MOIpaB-
KU, IPHUCBOEHHBIH CIIOHCOPOM, U J1aTy:

IlonpaBku B HaYabHYIO 3asBKy Ha IOJIy4EHHE 3a- ? | Ecium oTMedeH TaHHBIM ITYHKT, TO YKa3aTh WACHTU(DUKAIMOHHBIA HOMEp IIOIpaB-

KII04YeHus (0M00peHHs KH, IPUCBOCHHBINA CITOHCOPOM, U JaTy:
bl

B. UnenTudukanus cnoHcopa, KOTOPBI MOAAET TAHHYIO 3asIBKY

B1. Cnoncop

HanmenoBanue opuaudeckoro Jmia (paMutis npecTaBUTENs ) CIIOHCOpa:

@®.1.0. (pn HAINYMH)KOHTAKTHOTO JINIIA:

Anpec:

KonrakTHbI TeneoH (¢paxc):

Azpec 3NIeKTPOHHOM MOUTBHI:

B2. HpeI[CTaBI/ITCJ'[B CIIOHCOpa B peCHy6J’IHK€ KazaxcraH ¢ nenpro MPOBEACHUSA NAaHHOI'O KIIMHUYCCKOTO UCCIICNOBaHUS (CCJ'II/I 9TO HE CaM CIIOH-
cop)

HaunmenoBanue IOpUANYIECKOTO JIna (d)aMI/IHI/IH HpCL[CTaBI/ITGJBI) CIIOHCOpa:

®.1.0. (mpn HaNnM4MM) KOHTAKTHOTO JIMIA!

Anpec:

KonTakTHbIi TenedoH (dakc):

Azpec 3NIeKTPOHHOM IOUTBHI:

C. Unentudukarnus 3aaButeinis (OTMETUTh COOTBETCTBYIONTYIO KJIETOUKY)

C1. 3asBKa B DKCIEPTHYIO OPraHU3aIHIO C2. 3asiBKa B KOMHCCHIO 110 BOTIPOCaM OHOITUKU

CrioHcop CrioHcop

[IpencraBurens cioHcopa IIpencraBurens crioHcopa

JIuno nim opraHu3anys, yroJHOMOYEHHAs CIIOHCOPOM IS TToJ1a- JIuio nim opraHu3anys, yrnoJHOMOYSHHAs: CIOHCOPOM JUIS T10-
YU JJaHHOM 3asiBKU. B 9TOM cityyae yka3ars: Jla4yM JJaHHOM 3asiBKU. B 5TOM ciyuae yka3arhb:
Haunmenosanue opuanueckoro auna (@.1.0. ¢puznueckoro mu- Haumenosanue ropuanueckoro jguna (®.1.0. (npu Hanmuuum)
na): (hu3MUecKoro JHIA):

@®.1.0. (pn HaMM4NU) KOHTAKTHOTO JIMIIA! @®.1.0. (npn HaIMYMKM) KOHTAKTHOTO JIMIIA!

Anpec: Anpec:

KonTakTHbIi TenedoH ((akc): Konrakrhsii TenedoH (pakc):

Azpec 3NIEKTPOHHOM MOUTHI: AJipec 3JIEKTPOHHOM IOUTBIL:

D.Tun nonpaBok (OTMETHTE COOTBETCTBYIOIIYIO KJIETOUKY )

JlaHHBIE TONPaBKK OTHOCSTCS IPEUMYILIECTBEHHO K YK€ IIPHHATHIM CPOYHBIM MepaM 1o obecredeHHIo 6e30acHOCTH Ja | Her

ITpyYHHBI U COZIEPIKAHUE TTOMPABOK

[TomnpaBku, BiMstOIIKE HA 6€30HaCHOCTD WITH (PU3UYECKOE, WITH IICHXHYECKOe OJIaronoinydne cyobeKTa cciae0BaHus

M3MEHEHHs B MHTEPIPETALMU HAyYHOH IOKyMEHTAIUN (3HAYEHHUE UCCIIEIOBAHUS)




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
e . aKTUIEP/IiH ATAIOH/IBI OaKpLIay OaHKi Cakray KyHi
& ey [ DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS

01.06.2020
09.06.2020
01.06.2020
09.06.2020

U3MEHEHHs B COCTaBe MCCIIeyeMoro(blX) JIeKapCTBEHHOTo(bIX) CpecTBa (B)

H3MEHCHUS B OpraHU3allii IPOBCACHUA UIIN PYKOBOACTBE KIMHUYCCKOI'0O UCCIICJOBAaHUS

M3MEHEHHE WM BKIFOUCHHUE JJOMOIHUTEIBHOIO MECTa IPOBE/ICHHs KIIMHUYECKOro uccienoBanus B Pecriybnuke Kazaxcran
(oTBETCTBEHHOTO(BIX) MiCCIIEnOBATEs (€, HCCIIeI0BATENA-KOOPIMHATOPA)

HU3MEHEHUE CIIOHCOPA, €ro NpeACTaBUTECIIs, 3assBUTCIIA

U3MCEHCHUS B paCpeaCICHUN OCHOBHBIX 00513aHHOCTEH TIpU IPOBEACHUN KIIMHUYCCKOTO UCCIICAOBaAHUSL

€CJIN «1a», YTOYHUTD!:

Jpyroe U3MEHEHHE

€CJIN «1a», YTOYHUTD!:

JIpyTO# ciy4ain

€CJIN «1a», YTOYHUTD!:

COI[Cp)KaHHe TIOTIpaBKU:

HU3MCHCHHS B I/IH(;I)OpMaI_[I/II/I7 yKa3aHHOﬁ B 3as1BKC

TIONpaBKH B IIPOTOKOJI KIIMHUYCCKOI'O UCCICAOBaHUSA

HU3MEHCHUEC B IPYTI'UX IpHUjIara€MbiX JOKyMEHTaX

€CJIN «1a», YTOYHUTD!:

JIpyTO# ciy4ai

€CJIN «1a», YTOYHUTD!:

E. Ilpuunnbl BHECEHUS TOTPABOK (OJHUM-ABYMSI MPEIOKEHUSIMH):
F. Kpatkoe onucanue nomnpaBok:
G. IlepeyeHb JOKYMEHTOB, MPUIIATAEMBIX K 3asBKE

[IpenocTaBUTh TOKYMEHTHI, KaCarolIHecs: TOU 3adBKH, U (Uiu) (B

COOTBCTCTBYIOIIHUX cnyqaﬂx) YCTKHUEC CCBIJIKM Ha APYTUC JOKYMCHTBI, KOTOPBIC YK€

ObLIH MMpCa0CTaBJICHDI. HpeI[OCTaBI/ITB TOYHBIC CCBIJIKM Ha BCC UBMCHCHHA B HYMCPAIIUN

OTJICJBHBIX CTPAHMII, CTAPBIA U HOBBII BapHaHTHI TEKCTOB. OTMETUTH
COOTBETCTBYIOIIYIO (M€) KIETOUKY (H).

COHpOBOIII/ITeHLHOC IIMCbMO, B KOTOPOM YyKa3aH THUII IIOIIPaBKHU U HpI/I‘II/IHy(I)I) € (I/IX) BHCCCHUA

KpaTKOC H3JI0KCHUE CyTU BHECEHHOU TI0IIpaBKU

HepequL HU3MEHCHHBIX JOKYMEHTOB (I/IL[eHTI/I(i)I/IKaLII/ISI, HOMED, L[H.Ta)

CrpanuLsl co cTapoit 1 HOBOH (POPMYIUPOBKOH (110 BO3MOMKHOCTH)

JononuutensHas nHdopmanus

BEpCUsL (baﬁna B (bOpMaTC Word u xomus TIEPBUYHOTO 3a4BJICHUA C OTMCUYCHHBIMUA U3MEHCHHBIMU TaHHBIMU (HO BOBMO)KHOCTI/I)

Hogas Bepcust daiina B popmare Word 1 KOIHs IEPBUYHOMN 3asBKM C OTMEYCHHBIMH H3MEHEHHBIMU TAaHHBIMU (110 BO3MOkHOCTH) HoBast

HO,Z[HI/ICB N UM 3as1BUTCIIA

S1, noanucaBUIMICS HIDKE, HACTOSIIUM HOATBEPXKIat0 (OT UMEHHU CIIOHCOPA), 4TO (HEHY)KHOE 3aUepKHYTh):

IpeacTaBjICHHas B ILaHHOﬁ 3as4BKC I/IH(I)OpMaLII/lﬂ ABJIACTCA BepHOﬁ;

OGHSY}OCL IIPOBOJAUTH UCCICA0BAaHUS B COOTBETCTBUU C ITPOTOKOJIOM KIIMHUYECKOI'O UCCIICAOBaHUs, CTaHAAPTHBIMU OII€pAallMOHHBIMU ITPOLIC-

AypaMu, a TaKxe TpeGOBaHI/IﬂMH 3aKOHOIAaTCIbCTBA Pecny6n1»n<1z1 Ka3aXCTaH;

51 CHUATAIO, YTO €CTh OCHOBAHMUS ISt BHECCHUS MIpEJIaracMbIX IOIIPABOK




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
e ‘_ AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
*‘ a .' DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

JlaTa ckauMBaHHS

01.06.2020
09.06.2020
01.06.2020
09.06.2020

3asBUTENb, KOTOPBIH M0JAET AAHHYIO 3asBKY B YIIOJIHO-
MOYEHHBIN Opras:

3asBuTeNb (MCCIIEI0BATENb), KOTOPBIN TO/IACT AaHHYIO 3as5BKY B KOMHCCHUIO 110

BOIPOCaM OUOATHKH:

Jlara:

Jara:

Tloanuce:

IToamuce:

®.1.0. (npu Hann4uu) (Me4aTHBIMU OyKBaMH):

®.1.0. (npu Hann4uu) (Me4aTHBIMU OYKBaMH):




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 01.06.2020

; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 09.06.2020

- = Ciii ?Tanogm,lﬁ Kﬁ)mponbmﬂﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 01.06.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 09.06.2020

[Ipunoxenue 11
K [IpaBriiam npoBeneHus
JOKJIMHUYECKUX (HEKJIMHUYECKUX )
HUCCJICIOBAHUM, KIMHUYECKUX
HCCIICOBAHUM, KIIMHUKO-
1a00paTOPHBIX UCIIBITAHUI
METUIIMHCKUX U3JIETUH 115
JIMATHOCTHKHM 1n Vitro, a Takxe
TpeOOBAaHUM K JOKIMHUYCCKUM U
KJIMHUYECKUM 0a3aM U OKa3aHUs roCy1apCTBEHHOMN
yCIyTH
«Bpiaua pazpelnieHus Ha
MPOBEJICHNE KIMHUYECKOTO
UCCIE0BaHUS U (UJIN) UCTIBITAHUS
(hapMaKkoJIOTHYECKUX U JIEKAPCTBEHHBIX
CPEACTB, METUIIMHCKUX U3CIIHI

dopma

Coo0uieHue 0 cepbe3HON HeKeJIATEeJbHOM PeaKuy Ha JIEKapCTBEeHHbIE CPE/ACTBA,
HU3YYAKLIUICH B KIMHMYECKOM HCCJIeI0BAHUHU

Ne IIpoTokosa KIMHUYECKOTO UCCIIE0BAHUS

HaumeHoBaHue jic

HanmeHoBaHue 1e4e0HOTO yUpexkKIeHHs, B KOTOPOM BbISIBJIEHA HEXKelaTelb-

Has peakius (Ha Tepputopun Pecriy6mmku Kazaxcran)

1. Undopmarys o HexenaTeabHON peakuuu

1. ®.11.0. (npu Haym- la. 2. Jlata poxIeHus 2.a BO3- 3. 4.-6. laTa Hauana 8.-12. IIpoBepbTe Bce coOT-
YnH) Crpana pact IMon | peakuu BETCTBYIOIIIE HEOIAr OMPHAT-
Bec Jensr | Me- Ton Jlens | Me- | Tox | MPIC Peaxumd

Poct (@11 cslL - CmepTh manueHTa

. o . - Yrposa Juis )Ku3HH
7.4+13 onucanue peakiuii (-biii) (BKJIFOYAs JaHHBIC TAOOPATOPHBIX M HHCTPYMEHTAIBHBIX HCCIICI0BAHMIT) posa 1

- [ocniuTanu3anuy win npo-
JUICHUE €€ CPOKOB

- Crolikas yTpaTa Tpyn0CIo-
COOHOCTH / HHBAJIMIHOCTE

- BpO)KZ[eHHa}I aHoMalius

- Inoe ¢ MEeIUITMHCKON TOYKHA
3pEHHUs BAXKHOE COOBITHE

II. Uudopmarus o nogo3peBacMoM mpemnapare

14. Tlono3peBaemslii npenapat(bl) (BKIHOUYas MEKAYHAPOJAHOE HENIATEHTOBAHHOE HAMEHOBAHUE).




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI

e‘ .‘ a .' .' DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi 01.06.2020

Cakray KyHi 09.06.2020
Jlara penakuuu 01.06.2020
JlaTa ckauMBaHHS 09.06.2020

20. Mcuesna jin peakuus mocie oT-
MEHBI IperapaTa;

Ja HET HEC IPUMCHUMO

15. Cyrounas no3a

16. ITyTs BBeneHHA

17. mokaszaHus K Ha3HAYCHUIO

18. naTel Tepanuu (c/mo)

19. IIpoJOIKUTENEHOCTD Te-
panuu

21. TIOBTOpUIHCE JIK COOBITHS HO-
clie TIOBTOPHOTO IIPUMEHEHUS TIpe-
mapaTa:

O
na
O
HET

O

0e3 oTBETA

1. ConmyTcTByOIIast IeKapCTBEHHAS TEPAIHs U aHAMHE3

22. COHyTCTBy}OIIII/IC npenapaTsl U JaTbl BBCACHUA (38. HUCKIIIOYCHUEM TCX, KOTOPLIC IIPUMCHSIN IS JICUCHUS HEXeJIaTelIbHON peaKHI/II/I)

23. Jlpyras 3HaunMast HHGOpMALus

CormyTcTBytonMe 3a00JIeBaHUS:

IV. [IponzBoauTens

[TepBoHavanBHBIN penopTep




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 01.06.2020

; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 09.06.2020

- = Ciii ?Tanogm,lﬁ Kﬁ)mponbmﬂﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 01.06.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 09.06.2020

[Ipunoxenue 12
K [IpaBriiam npoBeneHus
JOKJIMHUYECKUX (HEKJIMHUYECKUX )
HUCCJICIOBAHUM, KIMHUYECKUX
HCCIICOBAHUM, KIIMHUKO-
1a00paTOPHBIX UCIIBITAHUI
METUIIMHCKUX U3JIETUH 115
JIMATHOCTHKHM 1n Vitro, a Takxe
TpeOOBAaHUM K JOKIMHUYCCKUM U
KJIMHUYECKUM 0a3aM U OKa3aHUs roCy1apCTBEHHOMN
yCIyTH
«Bpiaua pazpelnieHus Ha
MPOBEJICHNE KIMHUYECKOTO
UCCIE0BaHUS U (UJIN) UCTIBITAHUS
(hapMaKkoJIOTHYECKUX U JIEKAPCTBEHHBIX
CPEACTB, METUIIMHCKUX U3CIIHI

dopma

N3Bemenne 0 HEOJIArONPUATHOM COOBITHH, CBA3AaHHOM € NIPUMEHEHUEM
MeJIMIUHCKOI0 H3/1e/Ius

1. a) HaMEHOBaHUE CIIOHCOPa

0) ampec

B) KOHTaKTHbII TenedoH, pakc

2. a) HaMEHOBAHUE MEIUIIMHCKOTO U3/ICTIHS

0) Mozenb

T') CepUiiHbIil HOMEP

J1) HOMEp MapTUH WK CEPUU

€) HOMEp PErUCTPALMOHHOTO YAOCTOBEPEHHUS

3. a) HaMEHOBAHHUE MTPOU3BOUTEIIS

0) axpec (mpu HATMYUK UHOPMALIUH)

4. a) HaMEHOBAHHUE MOCTABLIMKA (IIPY HATWYUU UHPOPMALIHH)

0) KOHTaKTHI (aapec, TeraedoH)

5. Jlata npou3BoCTBA MEAUIIMHCKOTO M3/1eNHst (IeHb/MECSLY/TO )

6. Jlata oxOHYaHUsI CpOKa TOIHOCTH (JeHb/MecsL/To/) (MIpy HATUYUU HHPOPMALIHH)

7. Jlata OKOHYaHUsI TApaHTUIHHOTO CPOKA M CPOKA IKCILTyaTallH, YCTAHOBJICHHOTO MPOU3BOIUTENEM (JeHb/MecsL/Tox) (PU HATWYHHU UH-
(hopmanun)




Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 01.06.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 09.06.2020
eﬁ Ll

DTaJOHHBIN KOHTpOHLHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB }IaTa penaxuuu 01.06.2020

PecnyGinkun KaszaxcraH B 3JIeKTPOHHOM BHJIE
y P A JlaTa ckauMBaHHS 09.06.2020

Jlata BBISIBICHHS CEPhE3HBIX M (MJIM) HENPEIBUACHHBIX MTOOOYHBIX peakiuii, MTOOOYHBIX SBJICHUH, HEOCTATKOB, HEUCIIPABHOCTEH HITH
HECOOTBETCTBHIA (JI€HB/MECSI/TONT)

Kareropust HeOmaronpusTHOro COOBITHS (MHIUICHTA), CBI3aHHOTO C MPUMEHEHHEM MEAMIIHCKOTO H3/1eNus (BBIOpATh HYKHOE):
O

Cepbe3Hast 1 (I/IJ'H/I) HETIpeABUACHHAs mo0oYHas peaKkys, HE YKa3aHHas B IIPOTOKOJIC UCIIBITAHUS, MHCTPYKIINHU 110 IPUMCHCHHUIO, HIIN
PYKOBOJCTBE IO 3KCILTyaTallul MEAULHUHCKOTO U3AECTTHA

O

000YHOE SIBJICHUE MTPU TIPUMEHEHUH METULIMHCKOTO U3CIHs

O

0COOCHHOCTH B3aNMOJCHCTBUS MEUIIMHCKOTO M3/IEITHSI MEXKTy COO0¥

O

HCHAMJIC)KAMCC KAY€CTBO MCIUITMHCKOT'O U3 ACTIHUA OGCTO}ITQJ’ILCTBH, co3aromue yrpo3y Xu3HU U 310pOBbIO HACCIICHUS U MEIUITUH-
CKHX pa6OTHI/IKOB TIpU IPUMEHECHUHU U OKCIUTyaTallui MEAUITMHCKOT O U3ICITUS

O

JIpyrue cilydan HeOJIarompusTHOTO COObITHS (MHLIU/ICHTA)

10.

[puHATHIE MOIB30BATENEM WM MEAUIIMHCKON OpraHn3alueil Mephl 10 YCTPAaHEHHIO HeGJIaronpusaTHOTO COObITHS (MHIIMICHTA)

11.

[IpuuuHeHHBIH Bpex

12.

[Ipumeuanue

I"apanTHpYIO 1OCTOBEPHOCTH CBEJCHUIL, COAEPKALIMXCSA B HACTOSIIIIEM H3BELICHUU.

[IpunoxxeHne: KOMMU JOKYMEHTOB, CBUJICTENILCTBYIOLIMX O HEOIArONPUSITHOM COOBITHI

(vHUUMzEHTE), HA J. B 1 3K3.

JIuuo, HarpaBJIgOLIee U3BCLICHUEC!

«

(momkHOCTh) (MOANKCH) (MHULUAIBI, (haMUITHS)
MLIL. (npu Hanu4um)

»

20 T
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* i [ = | [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 01.06.2020
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[Ipunoxenue 13
K [IpaBriiam npoBeneHus
JOKJIMHUYECKUX (HEKJIMHUYECKUX )
HUCCJICIOBAHUM, KIMHUYECKUX
HCCIICOBAHUM, KIIMHUKO-
1a00paTOPHBIX UCIIBITAHUI
METUIIMHCKUX U3JIETUH 115
JIMATHOCTHKHM 1n Vitro, a Takxe
TpeOOBAaHUM K JOKIMHUYCCKUM U
KJIMHUYECKUM 0a3aM U OKa3aHUs roCy1apCTBEHHOMN
yCIyTH
«Bpiaua pazpelnieHus Ha
MPOBEJICHNE KIMHUYECKOTO
UCCIE0BaHUS U (UJIN) UCTIBITAHUS
(hapMaKkoJIOTHYECKUX U JIEKAPCTBEHHBIX
CPEACTB, METUIIMHCKUX U3CIIHI

dopma
OT4eT 0 KIIMHUYECKOM MCCICA0OBAHUN MEIUIMHCKOTO U3/1e/IUsA

VTBEPXJIAIO

(pyKOBOAUTENb METUIIUHCKON
opraHuzanuu, GamMuims, uMms,
OTYECTBO, MOJIMHUCH (KOOPIUHATOP-
uccneaoBaresnb, GamMuims, uMs,
OTYECTBO, TOJIIIUCH — B CIIydae
MHOTOIICHTPOBBIX HUCITBITAHUMN ))

OTYET o0 KIMHHYECKOM MCCIET0BAHUN MeIMIMHCKOTO H3/1eJIus

(HauMeHOBaHWe MeUIUHCKOT0 W3/1eJI1s)
Ne  or«__ » 20T
1. CocraBiieH
(HauMEHOBaHKE U a/IpeC MEIUIIMHCKOW OPraHn3aIin)
2. [NonHOMOuUHSsI HA IPOBEJICHUE KIMHUYECKOTO UCCIICIOBAHMUS

3. PaspelieHue Ha MPOBEICHHE KIIMHUYECKOTO HCCIIEI0BAHMS
4. Tlepuoa NpoBEACHHST KITMHHYECKOTO UCCIICIOBAHUS

5. HanmeHoBaHMe 1 afipec MPOU3BOUTEIIS
6. Azpec MecTa IPOU3BOJCTBA MEAUIIMHCKOTO N3AENUs (TTPOU3BOACTBEHHOMN TIOMIAIKH )




Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

e* ‘ a [ ] ." DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

01.06.2020
09.06.2020
01.06.2020
09.06.2020

7. HaumeHoBaHHe 1 aJipec YIOIHOMOYEHHOTO MIPEICTaBUTENs] IPOM3BOIUTENS
(m1s mpon3BOUTENEH TPETHUX CTPaH)

8. Jlanusle 06 ¥MCcaeI0BaTENSIX

(bamunusi, UM, 0TYECTBO (TIPHU HAJIMYHN),

MeECTO pabOTHI, JOJKHOCTh, HaydHast CTENCHb (IIPY HAINYNH))
9. Unentudukanys 1 OmUCaHUe UCCISIYEMOr0 MEUIIHCKOTO H3eIHs,
BKITIOYAs TIEPEUCHb UCTIOTHEHU, KOHPUTYPALMid ¥ IPUHA/IC)KHOCTEH, HA KOTOPBIE
PacIpOCTPAHSIOTCS PE3y IbTaThl KIMHUYECKOTO UCCIIeIOBAHUS

10. HazHaueHne MeIUIIMHCKOTO U3IE]IAs

11. Knacc B 3aBUCHMOCTH OT NTOTEHIMAIBHOTO PUCKA IPUMEHEHHS
12. Koz BHa B COOTBETCTBHU C HOMEHKIIATYPOIl MEIUIIMHCKOTO N3CTHS

13. Ilenu 1 TUIIOTE3bI KIIMHUYECKOTO UCCIICAOBAHUS

14. Cxema KIIMHHYECKOTO HCCIICA0BAaHUA, BKIOYasd OIMTMCAaHUEC KOHCYHBIX TOUCK

15. KonnuecTBo CyOBEKTOB KITMHHYECKOTO UCCIISIOBAHUS (B ClIydae
MHOTOIICHTPOBBIX UCTBITAHHH (MCCICIOBAHNI) KOIUYECTBO CYOBEKTOB KIIMHUYECKOTO
HCTBITaHus (MCCIIEI0BAaHNsS) B KaX/I0H MEAMIMHCKOW OpraHnu3allim)

16. KonnuectBo OK3EMIUISIPOB UCCIICAYEMOI'0 MEAUIIMHCKOI'O U3ACIUSL

17. MeauuuHCKHE OpPraHU3aIHd, B KOTOPBIX IPOBOIMIOCH KIIMHUYECKOE
HCCIeI0BaHKe (11 MHOTOLICHTPOBBIX MCCIICIOBAHHIA)

18. Craructuueckn 00paboTaHHBIE JaHHBIE KIMHHYECKOTO UCCIIEI0BaHUS

19. OneHka pe3ynbTaToB KIMHHYECKOTO HCCIIEIOBAHUS

20. BeiBozpI 10 pe3ynbTaTaM KIMHUYECKOTO HCCISI0BAHUS
MHOTOILICHTPOBBIX UCCIIEIOBAaHHN):

(pamuust, UM, oTyecTBO (IPHU HATTMYHUHU ), MECTO pabOTHI, IOPKHOCTD)

(pamunust, umsi, 0TYECTBO (TIPU HATMYHH), MECTO PabOTBI, JOJDKHOCTB)
IToammcu ucciaemoBaTeaen:

(pamuns, UMs, 0TUECTBO (IIPU HATMYHMHU), MECTO PabOTHI, JOJKHOCTB)
[lepeyeHb npuaaraeMpix JOKyMEHTOB:
1) mporpaMma KIIMHHYECKOTO UCCIIEI0BAHUS;
2) nepBUYHBIC JaHHbIC KIMHIYECKOIO HCCICIOBAHUS.



e.zarli

Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi 01.06.2020
Cakray KyHi 09.06.2020
Jlata penakuuu 01.06.2020
JlaTa ckauMBaHHS 09.06.2020

[Ipunoxenue 14
K [IpaBriiam npoBeneHus
JOKJIMHUYECKUX (HEKJIMHUYECKUX )
HUCCJICIOBAHUM, KIMHUYECKUX
HCCIICOBAHUM, KIIMHUKO-
1a00paTOPHBIX UCIIBITAHUI
METUIIMHCKUX U3JIETUH 115
JIMATHOCTHKHM 1n Vitro, a Takxe
TpeOOBAaHUM K JOKIMHUYCCKUM U
KJIMHUYECKUM 0a3aM U OKa3aHUs roCy1apCTBEHHOMN
yCIIyTH
«Bpiaua pazpelnieHus Ha
MPOBEJICHNE KIMHUYECKOTO
UCCIE0BaHUS U (UJIN) UCTIBITAHUS
(hapMaKkoJIOTHYECKUX U JIEKAPCTBEHHBIX
CPEACTB, METUIIMHCKUX U3CIIHI

CrangapT rocyiapcTBeHHOH yciayru «Bblgaya pa3peiieHusi Ha MpoBeJeHHe KIIMHIYECKOI0 HCCIeJOBAHUA U (MJIM) HCIBITAHUS

Q)apmako.nomqecxnx U JICKAPCTBECHHBIX CPEACTB, MEANIMHCKHUX n3aeauin»

1

HaunmeHnoBanue yciayroaareys

Komuter KOHTpOIIsI KauecTBa 6€30MIaCHOCTH TOBAapOB U YCIyr MUHHCTEPCTBA 3ApaBo-
oxpanenus Peciyonuku Kazaxcran

2 Crioco0BI IPeI0CTaBICHUSI TOCYAaPCTBEH- Be0-nopran «31eKTpoHHOr0 PaBUTENIbCTBA»: WWW.egov.kz, www.elicense.kz
HOM yciyru
3 Cpok OKka3aHusi TOCYAAPCTBEHHOM yCIyTH 5 pabouux nHei
4 ®dopma okazaHUs TOCYyIapCTBEHHON yCIyTH DneKkTpoHHAast
5 PesynpTaT OKa3zaHus rocyJapcTBEHHON yciy- | Paspemenue Ha npoBeneHHe KIMHUYECKOTO HCCIEIOBAHMS U (WIIM) UCTIBITAHUS (ap-
' MAaKOJIOTHYECKUX M JIEKAPCTBEHHBIX CPEACTB, MEAULMHCKUX U3/1ENIHH, 1100 MOTUBH-
POBaHHBIN OTBET 00 OTKa3e B OKa3aHWH OCYAapCTBEHHON yCIyT
6 Pa3mep omiatsl, B3UMaeMoOM C yCIyromnoiy- locynapcTBeHHas yciyra oka3bIBaeTcst OECIIaTHO
YaTeis MPU OKa3aHUU OCyIapCTBEHHOM
YCIIYTH, U CIOCOOBI €€ B3UMAHUSI B CITyYasiX,
[PEelyCMOTPEHHBIX 3aKOHOATEIbCTBOM Pec-
ny6nuku Kazaxcran
7 I'paduk pabotsr 1) ITopTan — KpyraoCyTO4HO, 32 UCKIIFOYEHHEM TEXHUUECKHUX MEPEPHIBOB B CBSI3H C
MIPOBEJICHUEM PEMOHTHBIX Pa0oT (IIpH 0OpAIEHUH YCIYTONOJIydYaTelis IIocie OKOHYa-
HHs pabovero BpeMeHH, B BEIXOIHbIC U MPAa3IHAYHbIC THU, IPHEM 3asBJICHHN U BbIIA-
Ya pe3yJIbTaTOB OKa3aHUsI TOCYAaPCTBEHHOMN YCIIyTH OCYILECTBIISCTCS CIEYOIIIM
pabounm fHEM).
8 [epedeHb TOKYMEHTOB HEOOXOAUMBIX JIJISt 1) 3asiBnenne Ha MpoBeaeHNE KIMHUYECKOTO UCCIIeIOBAHNUS;

OKa3aHUs rOCYAapCTBEHHOMN yCIyTH

2) 3NeKTPOHHAs KOIHS 3aKIFOYCHUSI TOCYAapPCTBEHHOMN SKCIEPTHON OpraHU3allny;

3) DneKTPOHHAs KOMHS 3aKIF0UYCHHUS GHOITHYECKON IKCIIEPTH3BI MATEPUAIOB KINHHI-
YECKOro HCCIICAOBaHHs
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Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 01.06.2020

AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 09.06.2020
DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaakiuu 01.06.2020
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

JlaTa ckauMBaHHS 09.06.2020

OcHoBaHus JUIsl OTKa3a B OKa3aHUU Tocyiap-
CTBEHHOH YCIIyTH, YCTaHOBJICHHBIE 3aKOHO-
natenbcTBoM Pecrybnukn Kasaxcran

1) ycraHOB/I€HHE HEJOCTOBEPHOCTH JIOKYMEHTOB, IPEICTABIEHHBIX YCIIYTronoIyyare-
JIEM JUIS TIOJTyYeHHs TOCYAApCTBEHHOH yCiryry, U (MIM) JaHHBIX (CBEIEHU), coaep-
JKALIUXCS B HUX;

2) HECOOTBETCTBUE YCIIYTONoIyyaresst U (MIn) NpeJCTaBICHHBIX MaTepUaioB, O0beK-
TOB, JAHHBIX U CBEJCHUH, HEOOXOAUMBIX ISl OKa3aHUsI TOCYJaPCTBEHHON YCIIyTH,
TpeOOBaHUAM, YCTAHOBJICHHBIM HOPMAaTHBHBIMU IIPaBOBbIMHU akTamu PecryOunku Ka-
3axcTaH

10

HHble TpeOoBaHUS € yUeTOM 0cOOEHHOCTEH
OKa3aHUs FOCYJAPCTBEHHON YCIIyTH, B TOM
quCIIe OKa3bIBAEMOM B 3IEKTPOHHOHU (hopme
u gepe3 I'ocyJapcTBEHHYIO KOPIOPALHIO

VYeyronoiydaress noiy4aeT HHGOPMALHIO O HOPSIKE U CTaTyce OKa3aHUs rocyaap-
CTBEHHOH YCIIyTH B PEXKUME YAAICHHOTO JIOCTYIA MOCPEICTBOM «JIMYHOTO KaOHHe-
Tay» TOpTala, a TAKKE eUHOTO KOHTAKT-I[EHTpPa M0 BOIPOCAM OKa3aHHs rocyIap-
CTBECHHBIX YCIIYT.

KonrakTtHsle TenedOHbI CIPABOYHOM CITyKOBI 110 BOIIPOCAaM OKa3aHHUsI TOCYIapCTBCH-
Ho#t ycnyru: 8 (7172)

74-22-27. EnuHbIi KOHTAKT-LEHTP [0 BOIPOCAM OKa3aHHsI TOCYAapCTBEHHBIX YCIyT
(1414).




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 01.06.2020
. AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 09.06.2020
. Fa-iy DTaNOHHBIA KOHTPOJIBHBINA GAHK HOPMATUBHBIX [IPABOBbIX AKTOB Jlata pexaKuun 01.06.2020

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 09.06.2020

[Ipunoxenue 15
K [IpaBriiam npoBeneHus
JOKJIMHUYECKUX (HEKJIMHUYECKUX )
HUCCJICIOBAHUM, KIMHUYECKUX
HCCIICOBAHUM, KIIMHUKO-
1a00paTOPHBIX UCIIBITAHUI
METUIIMHCKUX U3JIETUH 115
JIMATHOCTHKHM 1n Vitro, a Takxe
TpeOOBAaHUM K JOKIMHUYCCKUM U
KJIMHUYECKUM 0a3aM U OKa3aHUs roCy1apCTBEHHOMN
yCIIyTH
«Bpiaua pazpelnieHus Ha
MPOBEJICHNE KIMHUYECKOTO
UCCIE0BaHUS U (UJIN) UCTIBITAHUS
(hapMaKkoJIOTHYECKUX U JIEKAPCTBEHHBIX
CPEACTB, METUIIMHCKUX U3CIIHI

dopma

3asiBjIeHMEe HA MPOBECACHUEC KIMHHYECCKOI0 HCCJICAOBAHUA

1. ToproBoe Ha3BaHME/TIPOSKT UCIIBITYEMOT0 00pa3la A1 KIMHUYECKUX UCCIIEA0BAHUS

¥ (WJIM) UCTIBITAaHUS

2. HCKapCTBCHHLIﬁ npenapar sBJISI€TCS OPUTHUHAJIbHBIM HMJIN BOCIIPOU3BEACHHBIM (Hy)KHOC OTMCTI/ITL)

3. MexayHapoaHoe HemareHToBaHHOe Ha3Banue (nanee — MHH) nin MHH Bcex akTuBHBIX

BeIleCTB MHOrOKoMIoHeHTHOTro JIC;

JUIA (bapMaKOJ'[OFI/I'-IeCKI/IX U JICKapCTBEHHBIX CPEJCTB, IO JICKAIINX KOHTPOJIIO:

XUMHUYCCKOC Ha3BaHUEC aKTUBHBIX BEIICCTB, IIO0UIC)KAIIUX KOHTPOJIIO B PCCHy6JII/IKC Kazaxcran:

JUTSL IEKAPCTBEHHOTO PACTUTEIIHLHOTO ChIPhs (COOPOB) — GOTAHUYECKOE HA3BaHUE

BCEX BXOJIIUX pacTeHUH

4. JlexapcTBeHHas (popMa, J03UPOBKaA, KOHIIEHTpanus, 00beM, CIIOCOO BBEICHHUS

5. YakoBKa U ee KpaTKoe OIMcaHue (IIpy HAIU9IHN):

ITepBuunas

Bropuunas

3axa3umK (Hy>KHOE 3aIlOJTHHUTH):

1) FOpuandeckoe nuIo NOTHOE HAMMEHOBAHKE (11 OTEYeCTBeHHBIX KoMnanuii u crpan CHIT

Ha Ka3aXCKOM M PYCCKOM SI3bIKaX, 3apyOe)KHBIX — HA aHTJIMHCKOM, PYCCKOM SI3bIKaX)

PyxoBogurens




Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 01.06.2020

, AKTLIepAiH STATOHIbI OaKblIay OaHKI
. ‘ a .' ' DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
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Cakray KyHi 09.06.2020
Jlara penakuuu 01.06.2020
JlaTa ckauMBaHHS 09.06.2020

IOpunuueckuii anpec

Az{pec MECTOHAXOXKXICHUSA

Tenedon, paxc, E-mail

CTpaHa-IIPOM3BOANTEIH

2) dusnveckoe JIUIo
Anpec MECTOHAXO0XKICHUS

damunust, UMs, OTUECTBO (IIPU HATHYHH)

Tenedon, pakc, E-mail

7. CBeneHusi 0 TOM, Tie ObLIT H3TOTOBIICH UCTIBITYEMbII 00pa3el], HarpaBiIseMblit
Ha KJIMHUYECKUE UCCIICI0BAHUS/UCTIBITAHUS

8. I1omHbIi KaueCTBEHHBIN U KOTUYECTBEHHBIH COCTaB JIGKAPCTBEHHOTO Mpernapara:

BemectBo KonmyectBo Ha equnuity JlekapctBenHoit popmbl (st ['omeo-
natuueckux — Ha 100 r)

[IpomsBoantens, Ha3panne komnanuu, Anpec Me-
CTOHAXOXKICHUS

AKTHBHBIE BEILIECTBA:

1.

2.

3. A T.0O.

BcrnomoraTenbHbIe BelecTBa:

1.

2.

3.4 T.0O.

CocTaB Karcyn u
000JI04YKH:

[Ipumeuanue: B enuuniiax Maccsl (T, MT, MI/KT), OMOJIOTUYECKUX €IUHUIIAX, B

eIMHUIAX KOHIIEHTpAIuu (TPOIEHTaX, MI/MJ) Ha | €IMHUILY JIEKapCTBEHHOM (hOPMBI.

HJ’ISI JICKApCTBCHHOI'O pACTUTCIBHOI'O CBIPbA:

JlekapCTBEHHOE PAaCTHTENBHOE ChIpbe (cOop) OpraHM3aLHsA-POH3BOAUTENb, aAPEC MECTOHAX 0K ICHHS

Bboranuueckue 1aTHHCKHE Ha3BaHUS pacTeHHH, BXOIINX B COCTaB cOopa

1.

2.AT.I.

9. Yka3zaTh BEIIECTBA YEIOBEUSCKOTO HIJIM JKUBOTHOTO MPOUCXOKIACHUS, BOIICAIINE
B COCTaB JICKAPCTBECHHOI'O CPE€ACTBA, MCAMIIMHCKOT'O U3ACINUA

[[J'ISI JICKapCTBEHHOI'O paCTUTCJIIbHOI'O ChIPbs YKa3aTb MECTO KYJIbTUBUPOBAHUS UIIN
IIpou3pacTaHus: JTUKOPACTYIIEC UIIU KYJIbTUBUPYEMOC

10. OcHoBHOE (hapMaKoIOTrHYecKoe AeHCTBHE (KPOME TOMEOMATHIECKUX TPEnapaToB)

11. OGnactp npuMeHeHus (yKa3aTh 3a00JIeBaHNUs, IIPU KOTOPBIX HCIBITYEMBIH 00paser




Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
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™ ‘ a [ | ." DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
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Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS
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09.06.2020
01.06.2020
09.06.2020

peKkoMeHyeTcst Kak IPO(UIaKTHIECKOe, TUarHOCTHYECKOE HITH JIeyeOHOE CPEICTBO)

12. Peructpanust B CTpaHe-IPOU3BOANTENE U JPYTHX CTpaHax (IepedeHb CTPaH)
(ecnu umeetcs)

13*. Knmuandeckasi/ve 6a3a/bl B KOTOPBIX TIAHUPYETCSI MPOBEJICHUE KIMHUYECKUX
HCCIE0BaHUMI

14. OTBETCTBEHHEBII HCCIIe0BATEIb
Damumust, UM, oTyecTBO (1pn Hammanu) U UMH

JloiKHOCTD

Hayunas crenenn

3Banue

CrMcoK Hay4HBIX TPYIOB

15. UccnenoBarenb-KOOpAUHATOP (B CIydasx MEX/IYHAPOJHBIX MHOTOIIEHTPOBBIX
KIIMHUYECKUX UCCIIEIOBAHMI)
Damunust, UMsi, oTyecTBO (mpu Hanuuuu) u UMH

JlokHOCTD

Haqua;l CTCIICHb

3BaHue

CrMcok Hay4HBIX TPYJOB

16. UccnenoBarenb
Damunust, Msi, oTyecTBO (rpu Hamuuuu) u UMH

JokHOCTH

Haquaﬂ CTCIICHb

3BaHue

CrMcoK Hay4HbIX TPYJO0B

17. Bua u 00beM MIaHUPYEMBIX KIMHHYECKUX UCCIICJOBAaHUI
3aKa3ymK: rapaHTHPYIO JI0CTOBEPHOCTh

¥ TIOJTHOTY MH(OPMAIHH, COJIepiKallieiics B IPEJOCTaBICHHBIX MaTepHaiax Ha
MIPOBEICHNE KIIMHNIECKHUX HccieoBaHuid. O0s3yI0Ch IPOBOANTH UCCIIECIOBAHNUS B
COOTBETCTBHH C ITPOTOKOJIOM KIMHHYECKOTO UCCIIEJOBAHMNS, CTAHAAPTHBIMH
OIepalMOHHBIMHU MPOLEyPaMH, B YTBEPKICHHBIX KIMHUYECKUX 0a3ax.

CornaceH Ha UCIOJIb30BAHMS CBEJICHHUH, COCTABIISIOINX OXPAHAEMYIO 3aKOHOM TaiHy,
coJiep KaIInXcsi B ”HPOPMAIIMOHHBIX CHCTEMaXx.

Jlara 3arosHeHus: TToanuce 3aka3zyuka

« » 20 roaa

*3aKa34uK BhIOUpaAET KIMHUYECKYIO (-ue) 0a3y (-b1) u3 Ilepeuns KIMHUYECKUX

633, OIIPCACICHHBIX YIIOJJHOMOYCHHBIM OPIraHOM.




