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ASUTPOMMUIIUH
Azithromycinum

AZITHROMYCIN

KonrTpoas kauwecrsa no H/L Pb 0307C-2020

Cocrasua Coraacosaiam Yreepani

Joaxuocts: xumuk 11 kareropun AJl

Jlonxuocts: HavansHuk OKK

JIO/KHOCTE: 3aM. MCHEPAILHOTO 1M~
PEKTOPA 110 KAYECTBY

HOD; M.B. baGxkanuesa

HO®: T.B. Batypo / -~

HO®: O.B. 3ens /4
Moanncs: | % % Wf’

Moanues: DOwpwiq [Toanuce: e
Jlara: /.03 202l Jlara: 25 oiZoay\ /S Jlara: 25 0F io03]
Jlonmnocts: mukpoGuosor Il katero- | JloaxHOCTS: 3aM. HasansHuka AJl
pHH
HOD: B.O. P KO HO®: HA. Manbiruna /.,
IMoanucs: 1 [Moanucs: L
Nara: [/ 7% 03 2024 Jlata: /9 03 Aod) +
v

JlonaHoCTs: HavansHuk MBJI

HO®: C.B. KOBA#
Moanmes:y/
JlaTa: 03 2021

JlomknocTs: HauaisHUK OCHP

HOD:; O.A%
IMoanucs: .

Jlara: 2207 o2/

JloaxknocTs: Hauagufink O3

HO®: B.B. JTargfsperuii

Moanuew: 7/ 17 "\

Jlata: [ AI] T 23 ¢i08
-y 7




“ Migrsampey 222 20 |

Kazaresiei KavecTsa:

2.1 Onucanune
(cBoficTsa)

2.2 lNopsiuHOCTD
(naenTidukaims)
AbGcopbunonnas
crexkrpoporomer-
pus B uudpakpac-
HO# o0nacTu

2.3 Ilpo3spaunocTts
pacrsopa

2.4 llsetHOCTD
pacTsopa

2.5 pH

2.6 Yaensuoe on-
THYECKOE Bpalie-
HHE

2.7 Conyrcrayio-
HIHE TTPHMECH:

- npumecs B

- npumecu A, C, E,
F,H,ILL,M,N, O,
P

- CYMMa npumMecei
D,InQ

- npumecs G

- moGas apyras
NpHMECH

- CyMMa npHmecei
2.8 Tawensie me-
TaLIb!

2.9 Bona

2.10 CynuaTnas
30012

2.11 Ocrarouynoe
KOJIMHYECTBO opra-
HHYECKHX pacTBO-
pHTENICH:

Buayanuubiii; COI1-KO-14-102
I'® PB I, Tom 1,
5.11

I'® PBEII, tom 1, | Pasnen «IlojutHHHOCTE
2.2.24 (naeHTHHKALNA )»
HJ1 PB 0307C-2020

I'® PB 11, tom 1, | Paznen «Ilpospaunocts
2.2.1 pacTsopa

HJ1 PB 0307C-2020
I'd PE 11, tom 1, | Paszaen «llserHocTs
2.2.2, meron Il pactBopa»

HJ1 PG 0307C-2020
I'd PBII, tom 1, | Pasnen «pH»
223 HJ1 PB 0307C-2020
I'® PB I, tom 1, | Pasen «YaensHoe on-
22.7 THYECKOE BPAIEHHEY

HJ1 PB 0307C-2020
I'® PB 11, tom 2, | Pazaen «ConyreTByio-

2.2.29 HIHE [IPUMECH)
HJ1 PB 0307C-2020

I'® PB I, tom 1, | Paznen «Tsokennie me-
2.4.8, meTon B TAIBIN

HJ1 PB 0307C-2020
I'd PB 11, Tom 2, | Pazuen «Bona»

2.5.12 HJ1 PB 0307C-2020
I'd PB 1L, tom 1, | Pasnen «Cynsdarnas
24.14 3071a»

HJ1 PB 0307C-2020
I'®d PB 11, Tom 1, | Paznen «Ocratounoe
2424 2228 KOJTHHECTBO Opranuye-

CKHX pacTBoputTenciin
HJ1 Pb 0307C-2020

"IFT'FVIIU'IU"I AO ‘(B3M"),
Creundurduns na HONDARME MARGpH i b CIC-KO-14-0001-11
Crp.2 133

Ne [Tapamerpri MeToasi Meroauku Kpurtepun npueMaeMocTi

/n KOHTPO15 HCNBITAHHA

1 [Tpumenenne A3HTPOMHIHH, Kaneybl 250 Mr
A3HTPOMHIHH, TADJETKH MOKPBI-
Thie 00004K0H 500 MI

2 Hamnmenosanue no-

benwrii wim nourn Genwli nopo-
wok. ITpaKTHyeckn HepacTBOpHM B
BOJIe, JIETKO pacrsopHM B 0e3B0j1-
HOM JTAHOJE H METHJICHXJIOpH/IE
UK-criekTp nponyckaHMs MCIbl-
TyemMoro odpasua A0JKeH CooT-
sercreopate  MK-cnexktpy npo-
nyckanus CO asnrpomununa (EP
CRS) wuan cnekrpy, npeiacras-
JICHHOMY Ha pucyHke 1.

Pactsop somken OwiTh npo3pay-
HbIM

Pacrsop nomxken ObiTh Becuser-
HbIM

O0r90 a0 11,0

Ot -49 1o -45 B nepecuere Ha
0e3BoIHOE BEILECTBO

He Gosee 2,0 %
He Gonee 0,5 %
He 6onee 0,5 %

He Gonee 0,2 %
He Gonee 0,15 %

He 6oaee 3,0 %
He Goaee 0,0025 % (25 ppm)

Ot 1,8 % 10 6,5 %

He 6onee 0,2 %

I'o PBIL tom 2, 5.4




All

HTRONBEBIMJAO «B3MIT»

Cneundmnafmrm HONREIBE IRy CIIC-KO-14-0001-11
B Ctp. 3 u3 3
Ne [TapameTpsi Metoasl Meroauku Kpurepun npuemieMocTi
n/n KOHTPOJR HCTILITAHKH
- AleTOH He 6onee 1500 ppm
- METaHOJI He 6onee 500 ppm
- 3TAHON He Gozee 5000 ppm
= METHJICHXJIOPHIL He 6onee 200 ppm
2.12 Konuuecr- I'® PB I, tom 2, | Pasnen «Konuvecrsen- | He menee 96,0 % u ne Gonee
BeHHOE onpejene- | 2.2.29 HOE ONPECICHHE) 102,0 % B nepecuere Ha He3son-
HHe HJ1 PB 0307C-2020 HOE BEUIECTBO
2.13 * Creneusn FOPBILtom 1, [ "D PBIL tom 1,2.9.12 | He Gonee 65 % maces! nopouika
H3MECJILYCHHSA 2938 npoxoauT uepes cuto (180)
2.14 Mukpobuono- | '@ PB I, Tom 1, | Metoanka npurogso- | FT® PEIL tom 1, 5.1.4
rudecKas 2.6.12,2.6.13 CTH
qHCTOTA: AM-12-0001
- 001Iee KoIHYecT- [Tporokosn BauHaaHR
B0 22poGos (OKA) MMV-MH-12-055 10° KOE/r
- ob1ee KoauyecT-
B0 rpu6os (OKT) 10> KOE/r
- Escherichia coli Orcyrereue 8 1 r
3 O160p npob - B coorsercTsum co -
CTaHAAPTHOM onepalu-
OHHOM npoueaypoi:
COIl-KO-14-057,
COIT-KO-12-024
- O0beM KOHTPOTb- - - AJl: 60,0 r
HO#t 1poObI MBJI: 20,0 r
5 YenoBus XpaHeHHs - - B 1m10THO 3aKpBITOM KOHTEHHEPE
6 Cpok roaHocTH - — 5 ner
7 Ynakoska - - [TosmaTHACHOBLIE 1AKETHI, BJO-
KeHHBIC B KapToHHBIC Oapabansl,
a TAKKe ApyrHe BHBI YTIAKOBKH,
obecrneynBaloIMe  COXPAHHOCTE
CHIPbA HA MPOTAKCHHHM CpOKA
I'OJAHOCTH.
8 | Marorosurens - - Alembic Limited, Myuaus
9 Kon - - 120006 — ans kancyn u TabieToK

120288 — a21a kancy:a

* Jlononuurenstoe tpebosatine OAO «B3MIT» jusm npoussoactsa JIC Asurpomuuns, TabneTku
nokpwiThic 06onoukoi 500 mr.




