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CrennduKkanms i HCXOTHIE MarepHaTh CIC-KO-14-0001/1-04
— e Crp. | u33
Mata ssencHms ¢ BsoauTcs B3ameH Heiicrayer no: 6/o [MpuunHa: aKTyaIH3auHs

«gj_»_c;z 2019 r. CI1C-KO-14-0001/1-03
or 23.01.2017 r.

ABUTPOMUIIUH
Azithromycinum
AZITROMYCIN

H/1 Pb 1287C-2019

CocTaBsui Cornacosann Yraepaun
JIO/KHOCTh: HAMAIBHHK CEK- Jomxnocts: nasanshink OKK JIO/KHOCTE: 3aM. FEHEPAILHOTO AHPEKTOPa
TOPA BXOHOI'0 KOHTpPOAS no Ka4yecTny oy
HO®: H.H.Korgsa HO®: O.B. 3enpk , /| HO®: T.B. Barypo [ 2
Moanuch: 47 Moanwes: W/ Moanuew: \ ~ PPFFZZ—

Jlata: 02 0% 20491 Jara: ©OY o4 209~ Jlara: O% 64 1019

JlomkHoCTs: 3aM. HavaibHuka AJl

HO®: HA. Manwiruna /, 4/ _—

[Moanucs: .

Jlara: oy ou 28¢5/

JlonxuocTs: Havanbuuk MBJ1

HO®: C.B, IN'onoskesa

Momnues: .o —

Jlata: 03 py 2019+

JlomkHocTs: Havanbunk OCuP

HO®: O.B.I'ocnoasbiyny

IMoanuesk:

Jlata: 03 o4 20197

JomknocTs: navasising O3

HO®: B.B. Jlatorypefuit

[Moanucs: W~

Jlata: 03 04 /4 ¢
| S
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CIIC-KO-14-0001/1-04

SH3eMnNnRap Crp.2 m33
Ne IMapamerps Konrpoas Meroan Kpurepun npueMaeMocTs
n/n
1 [Tpumenenne AZHTPOMHLIHH, Karicyibl 250 mr
A3MTPOMHIIHH, TAONCTKH NOKPBITHIE
06oj10ukoit 500 Mr
2 AHUIHIHPYEMBIE NTOKA3ATENH
KavecTna:
2.1 Onucanne (cBoiicTsa) Busyansusiii. Benbtit uan nourn 6ebIil mopouox.

2.2 [MomeHOCTL (HACHTH(DH-
Kaius)
HK-cnekTp

2.3 Ilpo3paunocTts pacTsopa
2.4 L{gerHocTs pacTBopa

2.5 pH

2.6 YaeapHoe onTH4eckoe Bpa-
leHne

2.7 ConyTCTBYIOUIHE MPUMECH:
- npumecs B

-npumecn A, C,E, F, H, |, L,
M.N.O,P

- cymma npumeceit D, J n Q

- npumecs G

- mobas apyras npuMech

- cyMMa npuMecei

2.8 Tamennie MeTanbl

2.9 Boaa

2.10 Cyasdarnas 3o0m1a

2.11 Ocrarounblie KOAHYECTBA

OPraHHYECKHX PacTBOPHTEICH:
- alerTou

- ATAHO

- Xao0poopm

2.12 Konnyecrsennoe onpene-
neHne

2.13 * CreneHb H3MEJbYCHHAR

2.14 Mukpobuonoruyeckas
YHCTOTA:
- o011ee KOHUECTBO a2poboB

' PBIL Tom 1,5.11

'O PLIL tom 1,2.2.24

' PBEIL tom 1, |

I'®OPBILToMm 1,2.2.2,
meton Il

& PBIL TOM 1,2.2.3

I'®PBIIL Tom 1, 2.2.7

2.2
2.2

O PBILL Tom 2, 2.2.29

I'®PBIL tom 1, 2.4.8,
smeroa B

I'd PBIL tom 2,2.5.12
I'OPBIL,Tom 1,2.4.14
I'd PB I, Tom 1,
2.4.24,2.2.28

I'®d PB I, tom 2. 2.2.29

I'd PEIIL 1om |,
2.9.12,2.9.38
['® PBIL Tom 1,
2.6.12,2.6.13

[TpakTHYeCKH HEpacTBOPHM B BOJIC,
JIETKO pacTBOpHUM B DE3BOHOM ITaHONE
¥ METHJICHXJIOPH/IE

UK-cnexTp nponyckaius HCIbITYEMOro
obpasua somken coorsercrrosars MK-
criektpy nponyckanus CO asuTpoMH-
uuna (EP CRS) wm cnexrpy, npe-
CTABJICHHOMY Ha pUCYHKeE |.

Pactsop j05KeH ObiTh NPO3paAYHLIM
Pactsop s1omxe ObITh GECHBETHBIM

019,010 11,0
Ot -49 1o - 45 B nepecuere Ha 6e3-
BOJIHOE BEIIECTBO

He 6osee 2.0 %
He 6osee 0.5 %

He 6onee 0.5 %
He Gonee 0,2 %
He 6onee 0,2 %
He Gonee 3.0 %
He Gosiee 0,0025 % (25 ppm)

Ot 1,8 % 10 6,5 %
He 6onee 0,2 %
I'dPBIL Tom 2,54

He 6onee 3000 ppm

He Gonee 2000 ppm

He Gosee 60 ppm

He menee 96,0 % u ue Gonee 102,0 % B
nepecyere Ha HE3BOAHOE BEINECTBO

He Gonee 65 % maccsl nopomka npo-
xoauT yepes cuto (180)

[OPBILTom 1,514

(OKA) 10" KOE/r
- odutee Konu4ecTso rpudos
(OKI) 10> KOE/r
- Escherichia coli Orcyrersue s | r
3 Othop npod B cootsercTrBHM CO CTAHAAPTHON OMe-

PALHOHHON ITPOLETYPOii:
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CIIC-KO-14-0001/1-04

Crp. 3 m3 3

Ne IMapamerpsl KonTpoas Merons Kpurepun npuemaemocTn
n/n .
COIT-KO-12-024;
COI1-KO-14-057
- O0BEM KOHTPOJTBHOI 1TPoOLI AJl: 60,0 r MBJIT: 20,0 r
5 VCnoBus XpaHeHus B n10THO 3aKpeITOM KOHTEHHEpE
6 CpoxK roJAHoCTH 4 rona
7 Ynaxkoska [TosmaTHIACHOBBIE NMAKCTHI, BIOKEHHLIC
B KaproHHble Oapabanbl, a Takke Apy-
THE BHJIbl YIIAKOBKH, 00eCneYHBaiomme
COXPAHHOCTh ChIPb# Ha NPOTAKCHHH
CPOKa IOIHOCTH.
8 Uarorosnrens Ningxia Qiyuan Pharmaceutical Co.,
Lid., Kuraii
9 Kon 120006 — s kancyn 1 TabieToK

120288 — s kancyn

* Jlononuutensuoe tpebosanne OAO «b3MIT» wist nponssozcrsa JIC Asurpomuuiy, Tab-
JICTKH NOKPHITEIE 06010uKoit 500 mr.




