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1 LEJB

Hacrosinas cramaprias oneparnuoniasg HPOIIC/ypa PasbsICHsET, KaK
KomucceHs 110 duooruke (naiee — JIKB) TOO «Hanmonaismsi LHEHTP OMOT(

(nayee — HILIB) npojomkaer wu YUPABIACT [POICCCOM TMPEKPANICHUS

Jlokasbnas

EXHOJOTHMH»

HaYYHOTO
HCCJIE)I0BAIS.
2 OBJACTBH IPUMEHEHMUSI
2.1 Hacrosimas cramnapruas onepanuonuas mpouejaypa (maneg — COIT)
IpUMCHUMa K JIO0OMY  MCCIIC/IOBAHMIO, yreepxjiennoMmy  JIKb, | koropomy

PCKOMCH/IOBAHO PaHHEC OKOHYAHMC HCCIIC/IOBAHMSA 10 HMCTCUYCHHMS 3alllaliy

Oes nuesmernoro pazpeneinits TOO «l latponaisimii HenTp GHOTEeXHONOIHIY

IPOBAHHOI'O

cpoxa.

2.2 COIIl sBasercs BHYTpPEHHUM HOpMaTuBubiM okymentoM HIIE u ne
HOMIEKHT  1PCJIOCTABICHAIO JIPYIUM  CTOPOIAM, KpoMme AyTUTOPOB| U (MIIK)
YUOJIHOMOHEHHBIX opranos Peciybnnxu Kasaxcran npu [IPOBCJIEHUE aYJIUTOB
(1IpoBEpOK, MHCICKIMH) ¢ MHCEMENHOro PaspCuiClus TCHCPAILHOIO JIUPCKTOpa
HITb.

3 HOPMATHUBHBIE CCBIJIKH
‘3.1 EMA/CIIMP/ICH/135/1995. Guideline for good clinical practice E6 (R3)

. _il12December2024 | . | —
3.2 Xeuvcunckas  jiexnapaias - «PekoMenanmu AJIL BPAuCH, 3aHMMAIONIAXCH |
Beemuprnoi  Menuimnckoi | OMOMEIIMIIMHCKAMH MCCIIEIOBAHUSMH C Y4aCTHEM

| acconmanuu, upuusras 18- | mojei» |

Beemuphoit  MejMIIMHCKO# |

accambuiceri  (Dumisiyins,

1964r.) " BCE ce

_____ HOCJIC/LYIOIME PENAKIIMY | ROV OUSOIRTIN |V
3.3 ' JKenesna, 2000 r «PyroBojicTba s paboThl KOMHTETOB|110 ITHKE,
HPOBOJAIINUX  DKCHCPTHU3Y  OMOMEJ[MIIMHCKHX |

R . HCCICIIOBAHMI) === ——
3.4  Kojueke Pecrryonmikn - «O 3JI0POBLEC Hapoma U cCUCTeMEe

Kasaxcran ot 07 wuious | 3JIPABOOXPAHCH s

2020 Ne360-VI -
3.5 llpukas wm.o. Munucrpa «06 YTBCPAKJICHUM HaJUICKAIUX |

3/[PaBOOXpaAHEHUS (apMareBTHYCCKUX TPAKTHK '

Pecenyb6imku Kazaxcran or 4

(espang 2021 roga No KP

HCM-15 SR————
]Ic’.‘lCTOHl!II‘Iﬁ HOKYMCIHT HC MOMKET OBITE TOHIOCTLIO 1IN HACTHYHO BOCIHIPOH3BEICT, THPKHPORBAN W paclipacrpaliels
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7T conmeonts  [ormmimi—
3.6  llpuxkaz Muuuerpa | «O6  yrBepikienun 1IpaBuII [IpoBeIenHs |
' | 3/PABOOXPAHCHUS | KIIHHICCKHX UCCIIC/IOBAHUHA  JICK4PCTBEHHBIX
Pecniybimku Kazaxcran or CpeJICTB ] MCJIUIMTCKHUX HU3J1¢IIHH ISt

11 jiexa6pst 2020 roza No KP
- ACM-248/2020

JAMArHOCTUKM BHC KMBOI'O OPraHmuzma
TPeDORAHMS K KIMHHYCCKUM 6a3aM )
FOCYAapCTBCHHON yenyru "Beigaya 1
1A IPOBC/IEHHE KIIMHHYECKOTO HCCie
| C(wimm)  weunrranus  dapmakonoru

3.7 | llpuxas Munucrpa YTBCPHKICHHA
| ' 3/IpaBoOXparielus
Peeny®nukn  Kasaxcran o wccsic/ioBaTensckum IeHTpam»
21.12. 2020 roma Ne KP'!
JICM-310/2020
3.8  Ilpukas
- 3JipaBooxpancHus
fl’ccuyﬁnnw Kasaxcran or
127.01.2021 roma Ne KP
EM-9 |

[Ipasun 1
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(papMalCBTHYECKUM PAKTHKAM

.
4
Fua

39 | Caphivcaxosa bl

- AAL Jlokanslbie ITHYCCKHUE KOMHCCHE

opraunsalum " HPOLIEJYPhI

Metronuyeckue pexkomennanmuw/I[KD M
nepepada

CH3N1anre,  OOTIONHCHIIoE U

Acrana, 2018. -89 ¢c.

4 TEPMHUHbI U COKPAUIEHUSI

Hecaenopatens — (usnucckoe mmuo, HEIOCPEACTBEHHO  IIPOB

OTBCYaIouIee 3a HOPAJIOK IIPOBCIACITHA KIMHHICCKOIO HCCIIC/TIOBA KA JICKap

CPCICTBA B UCCIICNOBATCIILCKOM LCHTPE (KIMHAYECKOM 6aze).
Ilporoxosr wmcecienoBanns JIOKYMCHT, OINCBIBAIOIMH
METONOJIOTHIO, CTATUCTUYCCKHC aCIICKThl M OPraHU3alluio UCCIIC/[OBAHMSI.

Cranjapriubie onepanmonnbie uponenypni (COII) — mojipobusie ny

MHCTPYKIWAH, 1IPCIHASHATCHIDIC JULS JIOCTHKCHUS ¢JIMH000pasus IpU ocyIr
OLIPC/ICNICHIION JICATCILHOCTH.

JIKDB — srokasibnas KOMHuCCHst 110 GO THKC.

TOO — ToBapuIeCTBO ¢ OrpalMHEITHON OTBETCTBEHHOCTHEO.

S TPEBOBAHWSI K BBINTOJHEHUIO NMNPOUECCA

HacTostumit JIOKYMCIT HE MOIKET OBITh HONHOCTHIO I YACTHIHO BOCHPOU3BC/ICH, THPAKHUPOBAIL M PAClp
Ge3 nucbmennoro paspemenus TOO «llaiponansisii ueHTp SHOTEXHOJIOTHNY

OHOMEIMIMIICKIX MCClIe)0BANHA, 1 TPg

GapMaleBTHYCCKUX MHCICKIHI 110 Ha

11CIIH

(in vitro) u

1 OKAa3zaHus |
YazpeHICHus
JIOBANHS H |
ECKUX W

HBACIHIAY
[DOBE/IENHS |
sOoBanmit K |

POBCJICHUSI
FIJICHKAITAM

BI3JIBIKOBA |
[} TTOPS/IOK
pPaboThI.
I3 PK, 2-¢ |
TAHHOC

oJpsImiee M

CTBEHHOTIO
J3aiy,

CbMCHHBIC

ICCTBIIEHUN

QUTPAHCH
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Metipna! Carior

3.1 llpoueaypa npuocranosiienus

5.1.1 HeobXo/Mo HONYaHT PeKOMCH/IAIHIO U KOMMEHTApPUK OT 4J
CIIOHCOpa MM JIPYIOr0  HOJHOMOYIIOLO Oprana o HPOTOKOILY 1IPHOC
HCCIIe/[OBAHMS.

5] i Jaiee HH(OOPMEPOBATD OCHOBHOI'O HCCJIEJI0BATY

HCCJ’ICJIOBE!’I'GJII:CKY}O Opranuvs3arMio JuUisl UHOJAIOTOBKU U Imoga4vy 1lakera 1
IIPHOCTAITOBJICHMS,

~ COII-JIKB-03-19

5.1.3 Hpu nonyuenun nakera IIPOTOKOJIOB HEOOXO/[MMO 1IPOBEPUTS Ha

1) Saupoc Memopanyyma (Ilpusoxenue 1) o npuocranosicHun ney
(3ampoc Juts 1oJyUCHMS MeMopaljyma O MPHOCTAIOBICHHY HCCIIEORAH
COJICPKATL KPATKOC IMCHMCHIIOC PE3IOME IPOTOKOIA, CIo PC3YJILTATHI U
Jlarbie);

2) Opurumnait popMmer 3asiBku 11a TCKYULYIO OICHKY;

3) Hanuuue tpebyempix 1ojumuccit (ocHoBHOIT Heeie I0BATCID);

4) Vnuiyainst u jiara HoIyacHus 1akera.

5.2 Ouenka u obcy:xienue nakera o HPHOCTAHOBJICHUM HCCIIC/0BA

1) Heobxonumo ysejomuts Ipenceyarens JIKB B oTHOMCHIN PEK
JUBL 1IPOTOKOTA O TIPMOCTANOBICHUM MccaeoBanus. OTHPABATEL KOIMIO

lipuocranoicuuyn  llpeacenaremo B reucHme | paboucro s 1ocie
1aKera.

2) 3arem llpejicenareins onenmnact PC3yNILTATHI U IPHYUIILI; COOMpay

COBCHLIAHHC j1JIsd OGC}/K}{CHH}I PCKOMEelLTaluu.

3) llocuie ororo, IlpejcenaTens noUMCHLIBACT U CTABWT Jlary na dop
na Tekymyio Ouenky B HOATBEepkKIende u paspcuienue IpUocTanq

BO3BpallacT Gopmy 06paTio cCKpeTapIo B TeYeHuE 5 pabovux el rnocie
[IaKera.

4) Cexperaph OIGHHBACT, 1IO/UIMCHIRACT U [IPOCTABIACT JIATy 1

YKasblBada, 9TO 1poIece lIpHUOCTalOBIJICH NS 3aBCPIICH.

5) 3arem Jienact KOUMIO 3aloinennoii GopMpl 3asBKH 1Ha TEKYILY1O

OTIPAaBJIACT KOIMIO OCHOBHOMY MCCIIE)/IOBATEIIO B TeHEHUC 7 paBotux Jiieil.

6) Xparture opurnHal MEMOPAHIYMa O IPHOCTAHOBJICHHH M OPUTHH
S&IBKM Ha TCKYILYIO OLEHKY Heodxojumo B daiinosoit uanke «l Iporokom

XpauTh HPOTOKOJIBHBIE JIOKYMCHTE! GECCPOUIIO.

6 OTBETCTBEHHOCTb

OTBETCTBCHIIOCTL BO3JIATACTCH Ha [Ipencenarcis JIKB [IPUOCTAIIOBY
HCCIICZIoOBalKE, KoTOopoe OnuIo npexie yrsepxkaeno JIKDB, korja 6esomnac

[TOJIB3a JUJIsT YHACTIHHKOB HCCIIC/IOBAIMA HoJa COMHCHHUCM MY yl"pOBOﬁ.
CCKPC'I‘apI; OTBCTCTBEIICH 3a YIIPaBJICIINAC HPOLICCCOM LIPHOCTAHOBICHM

Hacroanmii JoxyMesHT HE MOFKST BLUTH HOIIOCTHIO HIIH YACTHIIO BOCHIPOM3BL/ICH, THPAXUPORAH U pacip
02 nmesmennoro paspeiucting TOO «l lanponals i ueHTp OHOTEXHOJIOIHID)
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Memopauaym o npuocranosienu HCCJIe/IORAHMS
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Ne 1iporoxoira: ‘ Upuesoenuiit womep: [ ] /[T ]

Hanmenosaie mporoxoa;

| resedon: AJIpEc ICKIPOHTTION TIOYTHL:
Opranusarus;
CLIOHCOP:

OCIIOBIIOI"] HCCIIC/TOBATC)L:

Jlara yreepxoenus DK: Jara nocueiero
oruera:

Jlara navaja; Jlara

HPHOCTAHOBIICITI S

Yuclo yaacrimkos Yucio

BOBICUCHHLIX:

Pesiome pesyimraron

Cobpanmnnsic jlanipie:

Hoymwen riasmoro
HCCHCIOBATCIA:

Hacrosumii JOKYMEHT HE MONKCT BBITL HOMHOCTHIO WIH YACTHYIIO BACHPOU3BC/CH, THPAKHUPOBAN 1 PACIIpy
6es nHenmermoro paspemcnns TOO «l lammonanssii HenTp OHOTCXHONOIHHY

CTpaHCH




