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1 HEJb

Hacrosunast craipapraas OliCpalloHnast Uporie/lypa paspaboraia ¢ Hesbio
OlHcalns MPOLCCCa COACPKAHMS M XPAHCHUS IOKYMEHTAUUH JIOKAIBHOM KOMUCCHH 110
Oroaruke (namee — JIKB) TOO «Harmonansmeii LEHTp GuoTexXHOJOTHUY (ajiee —
HIb).

2 OBJACTDL IPUMEHEHUSI

2.1 Hacrosuiass cranjpapraas OliepallHonnas mpoucaypa (mane¢ — COII)
lIpUMCHHMA KO Beem (opmam Jestreiibiiocta JIKB.

2.2 COIl smisiercs BHYTpeHHUM HOpMaTHUBHBIM jlokymentom HIIE u wse
HOMIEKHUT  MPC/IOCTABICHHUIO JIPYITMM CTOPOHAM, KpOMe aynuTopoB| u  (mim)
JHOIIOMOHCHHBIX  opranos Pecuy6nukn Kasaxcran 1pu [NPOBEJEHUN ayiMTOB
(LI[DOBEPOK, MHCICKIMIA) ¢ IHCHEMEHHOrO paspelienns reHepaibuoro upekTopa
HIIb.

3 HOPMATUBHBIE CCBLIKU
3.1 EMA/CHMP/ICH/135/1995. ' Guideline for good clinical practice E6 ([R3)

_ 12Dccember2024 .~ I N
3.2 | Xenbennckas Jekiapanus - «Pekomenaimu  Juis Bpaveii, 3AHHMAIOIIHUXCS

Beemupro#t  meunmickoir OHOMETMIIMHCKMMK MCCIICAOBAIMAMMU C y4acTheMm

' acconmanuu, npunsras 18-i  Jnojei»

Beemupnoit  mennuunckoii |

‘accambuieelt  (Qumsymgs, |

1964r.) 5 BCe ee
... llociejyiomue pejakun W E————
13.3 Kenesa, 2000 r «PyKoBOJICTBa JUIsl PabOTBI KOMUTETOB | 110 ITUKE,

| HPOBOISIIMX  DKCHCPTH3Y  OHOMCIMIMICKUX |
o _ .. . HCCTHCNOBARMM» .
3.4 Kojexe PecnyGnuxn «O 3I0POBLE Haponaa 7| cucreme |

Kasaxcran — or 07 wmous | 3j1paBooxpanenysy
2020 Ne360 VI R
3.5 [llpukas  m.o. Munucrpa «O6 YTBCPK/ICHUH HaJUIeKAIHX |
| - 3J[paBOOXpaHenus - (hapMalIeBTHYCCKUX IIPAKTHKY |

PecrryOumxu Kasaxcran or 4

despanst 2021 roja Ne KP

JEM-15 T R R
3.6 . Ilpuxas Mumucrpa | «O0 YTBCPKJICHH 1paBuI IPOBCICHHUS |

3ApaBooXpalcias IVIMHIHCCKAX  MCCIICTIOBANMI  JICKAPCTBCHHBIX |
”'('lC'I'CIH][IF‘Iﬁ JOKYMCHT HC MOWCT OLITH HOJHOCTHH MW MACTHYIHO BOCITPOM3BLIICH, THPAUHPOBAH B pacupogipaten

0e3 ehMennore pazpenicins TOO «Hapona s ipit LenTp OMOTCXHOIIOIHY
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100 «lanuonaisnnii
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Bepenst: 01

Plalicnal Cronte
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Pecirybmaxn  Kazaxcran or CPEJICTB W MEJHIMHCKUX W3J1¢IIHI g:'u'iﬁ
1T nexabps 2020 rojta Ne KP ' jimaruoctuku sio KHBOI'O opranusma ((in vitro) u |
JCM-248/2020 i'rpeﬁoBaHm[ K KIMHUYECKHM 0azaM u OKa3zaHus |

- rocynaperBeHHOR yenyru "Brijaua paspenenus
HA NPOBCICHHC KIHHIYCCKONO HCCIIG/IOBAHAS H -
| (wm)  HenbITanus (dapmakonoruyeckux  u

JICKapCTBCHHbBIX CPCACTB, MENITMHCKIY U3JICIHiA»

Munncrpa  «O6 yrsepxuernud  Ilpasun  gposencHus |

' 3/IpaBOOXpaHen s  OHOMC/MIIHCKIX MCCIHE/ OB, i TPEGOBANMIT K
Pecrybumxn Kasaxcran or | uccieniosarensekum mentpam
21.12. 2020 roma Ne KP |

. ACM-310/2020 I |
3.8 Ilpuxas Munuctpa | «O YTBEPXKICHHM  HPABHJI  [{DOBCICHMS |

| 3/1ipaBooxpanerus - bapMaleBTHYCCKAX WIHCHCKINH 110 HapIeKaI M
Peciy6imku  Kasaxeran or bapmaresTHYecKuM 1IpaKTHKAM '
127.01.2021 roma No KP |

ACM9 I

3.9 Capsimcakosa B.E., Axmeros B.H., Cezjmikosa
ALA. Jlokaieiibie dTHYCCKHE KOMMCCHY: HHOPAJI0K

i Oopranu3alum " [POIE/ (YL paboTsl. |
Meronmucckue pexkomenarmu/I[[KD M3 PK, 2-¢ |
M3J[AHWE, JIONOJHCHIOC | nepepabararnmoe Sh

| Acrana, 2018. — 89 ¢, |

4 TEPMMWHBI U COKPAIIIEHUSI

[poTokos - JjokymenT, cojepsamyii OCHOBHBIC 3aJla4d, MCTJI0JIOrHIO,
11p0ue)xypm, CTATHCTHYCCKHC dClIICKTDI, OpraHu3allfMiO KIHHHYECKOI'D HCC]] CJIOB&HHH,
PAHCE 110JIy9CHHBIC JIAHHBIC OTHOCHTENLHO HCCIE/YCMOIO JIEKAPCTREHHOTO CpeJIcTBa,
000CHOBANHS HCCIIE/IOBAHUS U €O HOCHC/IYIONTHE TOTIPABKH.

Cranjaprusie onepannonnsie upouneaypor (COII) — moxpobubie nyicsMeHHBIC
MHCTPYKIMY, IPCIHASHAIEHNBIC IIst JIOCTHKEHHS C/IMHO0OPA3Hs TIPH OCYHIECTBICHHH
OlIpeJICIIeHION e TeNbIOCTH.

JIKD — noxasbias komucenst 110 GuonTuke.

TOO ~ ToBapuiecTBO ¢ OrpalMYCHHON OTBETCTBCIHOCTHIO.

5 TPEBOBAHMS K BBIITOJHEHUIO IPOLIECCA

PCKOMCHI[)/C’]“CH XpaluTh JIOKYMCHTBI HC McCHeEe TPEX JICT CO J(HA OKOHYAHHS
HCclienoBalims.

JloKyMenT LI, KOTOPBIC ClIC/YEeT TIOMIINTEL 1 ApPXMBUPOBATH, BKIKOYAIOT cedsi, 1O

Hacrosumit foKYMeIT 1 MOKET GbiTh NONIIOCTHIO KM Y4CTHUHO BOCHPOM3BE/ICH, THPAKHPORAN U PACTIPOL IpaHCH
0e3 nuceMeHHoro paspetietns TOOQ «launoHaus s HEHTP OHOTCXHOI0IHAY




TOO «llanmoniasbipi
HCHTP OUOTECXTIONOI UMY

HC or'paHuvu B4AIOTCA, CIIC/IYIOII M ;

* llonoxenne o JIKB, iMchbMeHHbIC COIT, exxerojiisie OTYeTHI;

® upodeccuonanbibie asrodunorpadum seex wienon JIKB:

® nosecTkH 3acenanwmit JIKb;

® TpOTOKOJBI 3aceianuit JIKD;

® 10 O/IHOH KOIIMM MATCPUAIIOR, IPCACTARIICHHEIX JUISL paCCMOTPEH M

¢ KOIHW peIcHys, 0TOCIAHHOIO 3asBUTEIIO, BKIFOYAIOIHE Boe TP
PEKOMCH/TAITHIO;

L ]

'[IHGJIIO,I[CIIHH 3d X0JI0M HCCIICJOBaHW

Bee jioxymentol, nonyuenmnsie s upouecce pabdotel JIKB, moisknbl x
COOTBCTCTBYIOMMX (aiiiax, naukax W [OJKAX B CHENHAIBLHO OTBe/Id

XpareHHsI

[Ipencenarens JIKB u CCKpETaph UMCIOT IPABO NOCTYIIA K apXHBaM.

6 OTBETCTBEHHOCTL

Orsercrsennblii cexperaps JIKB necer OTBETCTBCHHOCTL 34 IPHHSTHE
U YHUHTOXECHHC JIOKYMEHTOB.

”'d,C'I‘GHI[J_Hﬁ JIOKYMEHT 1C MOKCeT ObITh NOJMIOCTLIO MK HaCcTHY 110 BOCIIPONIBCICH, THPAKUPOBAN 1 pacipo
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BCC IIHCBMCHIILIE MaTepuallbl, [oJryveunslc B [porecce  1oc)

Kparkoc COMCPIKAHHC 3aKIIOYHUTEIBLHOID OTHCTa WIIH 3aKITOYUTEI D

ITOMEINICHHH.
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