0AO «b3

| Koutno nsHeid

CrieundHKALIMA HA NCXOIHBIC MATEPHANILI

el

o i [ICKO-14-0275/1-01
ANFEMANAJcom.1 s 3

Jl?g BBCICHHA C: Beoawures enepssie | [leficrayer n0: [Mpuunna: pernamenTaims TpebGosannii
.02 2024 Beccpouno

KJIAPUTPOMUIINH

Claritromycinum
CLARITHROMYCIN
KonTpoas kagecrsa mo H/L 9-14C-2022

Cocrasuian Cornacosaan Yreepaui
JlomknoeTs: XuMuk | kateropun JomkrocTs: Havansank OKK JIO/KHOCTE: 3aMeCT) oro
All HpeKTOpa
HO®: M.B.Babxanuesa HO®: O.B. HO®: T.B.Bary
Moanucs: bo ity Moanmues:  \ Moanmuce: N/
fara:__14. 04 2029 flata: __ 16.02 U/  |Jara: {1602 2024
Homxuocts: mukpobuosnior Il ka- | JomkHocTs: 3aMeCTHTENL —
TErOpHH HavansHuka AJl

HOD: HA Mansiruna »

Toanues: L
Hara: 16 02, 202Y

HO®: B.O.Patanko = Zad
IMoanues: /%
Jara: 3 (/r 44 02 4029

JlomknocTs: HavaibHnk MBJ1

HOD: C.B. iz
[Moanuce:;
Hara: A 09 202Y4

JlomknocTts: Hayansunk OCuP

HO®D: O.A Bpemaa,
MNoanucs: T
Jlara: 45,02. 1024

JlomknocTs: HauaibHuk OF

HOD: U.A Hosak
[Moanues: S
Hara: 45,02, 30, 5
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(cpoiicTsa)

2.2 TonmHHOCTD
(uneHTHUKaLHA)
AGcopbumonnas
cniekrpooToMeTpHs
8 HH(ppaKkpacHo
obnacTu

2.3 TlpospayHocTh
pacTsopa

2.4 llsernocrs pact-
BOpa

2.5 YaensHoE ONTH-
YecKoe BpallleHHe

IF'OPBILS5.11

FoPBII, 2.2.24

o PBII,2.2.1

I'oPBIL 222,
meron 11

FrePBILL22.7

Pasgen «llTojutmHHOCTH
(naenTHdHKaALHA)»
HJ1 9-14C-2022

Paszgen «Ilpospaunocts

pacTBopa»
HJI 9-14C-2022

Paszen «liBeTHoCcTh
pacTsopan

HJ1 9-14C-2022
Pasnen «Y aensHoe on-
THYECKOE BpalleHHe»

Crp.2 33
Ne [Napamerpn Meroast Meroankn Kpurepun npHemiaeMocTs
n/n KOHTpOJIS HCILITAHHHA
1 [Mpumencnue - - Knaputpomuuun, Ttabnerku, mno-
KpbIThIE TUICHOYHON 000104KOMH,
250 mr s Pb
2 Haumenosanue no-
KazateseH KauecTsa:
2.1 Onucanne BusyansHbiit COIT-KO-14-102 bensiif wan noyrw Genwiit KpHc-

TAUTHHECKHH MOPOIIOK.
[TpaKTHYECKH HEPacTBOPHM B BO-
JIe, PaCTBOPHM B AlIETOHE U B Me-
THICHXJIOPHIE, MAJ0 pPacTBOPHM
B METaHoNe

Mudpakpacusiit criektp npornyc-
KaHHA HCOBITyeMoro obpasua

JIOJIKEH COOTBETCTBOBATL MH(ppa-
KPacHOMY CNEKTPY MPONyCKaHHsA
CO xnapurpomuimna (EP CRS)
WIH CHEKTPY, NpPEeACTaBIeHHOMY
Ha pucyHke |

Pacteop S nomken ObiTe Mpo3-
PauHbLIM HIH 10 CTENECHH MYTHO-
CTH HE AOMKEH MPeBLINATL 3Ta-
non 11

Pactsop S fomaen ObiTh OKpalcH
He nHTeHcHBHee yranona Y(OK),

Or -102 mo -94 B nepecuere Ha
fe380/IHOE BEUICCTBO

HJ1 9-14C-2022

2.6 Conyrersyioume | I'® PB 11, 2.2.29 | Pasgen «Conyrcrayio-

PHMECH: LHE TTPUMECH »

- NpUMEch A HJ1 9-14C-2022 He Gonee 1,0 %
- npumech B He Gonee 1,0 %
- npumecs C He Gonee 1,0 %
- npumecs D He Gonee 1,0 %
- npumecs E He Gonee 1,0 %
- npuMech F He 6onee 1,0 %
- npumecs G He Gonee 1,0 %
- npamecs H He Gonee 1,0 %
- npumecs | He Gonee 1,0 %
- puMecs J He Gonee 1,0 %
- npumecs K He Gonee 1,0 %
- npumecs L He Gonee 1,0 %
- mpumech M He Gonee 1,0 %
- npumech N He Gonee 1,0 %
- npumech O He Gonee 1,0 %
- ipumecs P He 6onee 1,0 %
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JUSEMIUNAD Crp.3 33
Ne [TapameTphi MeTtozst Meroaukn Kpurepuu npuemaemMoctH
n/n KOHTPOJIA UCTILITAHHH
- HecriermupuImpo- He Gonee 0,10 %
BAHHAA TPHMECH
- KOJTHYECTBO MpH- He Gonee 4 nukos
MeceH ¢ colepKann-
em Gonee 0.4 %
- CymMMa npumecei He Gonee 3,5 %
2.7 Bona I'o PB 11, 2.5.12 | Pasaen «Bona» He G6onee 2,0 %
HJ{ 9-14C-2022
2.8 Cyandarnas 30- |TOPBIIL 2.4.14 | Pasnen «Cynsdarnas He 6onee 0,2 %
na 307a»
HJI 9-14C-2022
2.9 Ocrarounsie ko- | I'® PB 11, 2.4.24, | Pazaen «Ocrarounsie I'OPBILS54
mudecTsa opranuye- | 2.2.28 KOJIHYECTBa Opranuye-
CKHX pacTBOpHTE- CKHMX pacTBOpHTENeH»
nei: HJ1 9-14C-2022
- ITAHON He Gonee 5000 ppm
2.10 Konmwecren- | T® PBII,2.2.29 | Pasaen «Konwuecteen- | He menee 96,0 % n ue Gonee
HOE Onpeje/ieHne HOC ONpe/Ie/ICHHE» 102,0 % B nepecuere Ha Ge3Boa-
HJ19-14C-2022 HOC BCILIECTBO
2.11 Mukpoduono- | F'® PBII, 2.6.12, | Merommka nenwirannit | TOPBII, 5.1.4
rHYCCKan YHCToTa: 2.6.13 AM-12-0275/1
- obuiee KONHYECTBO COIT-KO-12-197
aspo6os (OKA) 10° KOE/r
- obee KOAHUYECTBO
rpubos (OKT) 10* KOE/r
- Escherichia coli Orcyrcraue B | r
3 | Or6op npob - B coorsercrsuM  co -
CTaHJIapTHOH onepaiu-
OHHOMR npoueaypoi:
COI1-KO-12-024;
COI1-KO-14-057
4 | OGbeM KOHTPOIB- - - AJl: 200 r
HO#H 11poOsI MBJI: 20,0 r
S | Venosus xpanenns - - B muiotHo 3aKpeITOM KOHTEHHEpe
B 3AHIICHHOM OT CBETA MECTe
6 | Cpok roaHocTH - - 4 rona
7 Ynakoska - - JIBoitHbiC NMOMHITHICHOBLIE NMakKe-
Thl, BIOKEHHBIC B KapTOHHBIE Ga-
pabanbt
8 | Marorosurens - - Zhejiang Guobang Pharmaceuti-
cal Co., Ltd, Kuraii
9 | Kon - =




