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Crieunukaiig Ha HCXOHBIE MATEPHATBI K30

CHAC-KO-14-0287-03

Crp. | u3
Jara BeesieHus ¢: BeoauTes B3amen: HeiicTsyer no: [Mpuunna: ama:l?«muna?’
A O3 i CIIC-KO-14-0287-02 fecepouto
or 11.09.2015
O®JIOKCAILIMH
Ofloxacinum
OFLOXACIN
Konrtpoas kauecrsa no H/L Pb 0879C-2021
Cocrasui Coraacosaian Yreepana

JlomxnocTs: xumuk I kareropun AJl

Jlomknocets: Havansunk OKK

JLO/IKHOCTD: 3aM. FEHEPAILHOTO JIH-

PEKTOPA MO Ka4eCTBY,
HOD: T,B:'Ba”fyﬁ ;

HO®D: M.B. Kyxopernko HO®: O.B. 3e s e
Moanues: fiy| Moanmen: 7 [Moanmuch: ﬁ%— %
Jara: Q% 0% 303 4 Jdara: AL Q3 Joaff Hara: 11 < 04 &

Jlomknocets: mukpobuonor Il katero-
pHH

JlomAHOCTD: 3aM. HaumweHnka AJl

HO®: HA. Manbiruua ~

Toanuck: ' » /

HO®: B.O. Parmyfosa
Moanuce: 5~ He—"
Jara: QW05 303 4

Jlava: A} O3 9C3 1°

JlosmxnocTs: HauanbHuk MbBJ1

HO®D: C.B. 0B
Moanmck: [ 7
Jara: 0G0% ycfd 4

JlonxuHocTs: HavansHuk OCuP

HO®: O.A.Bpgm3sa
Ioanuce: ﬁ/_

Jlara: S U3, 304 4

Jlo/kHOCTS: Hauanbhnk O3 , 2

HO®: B.B. larorypekui/ ./

IMoanuce: / /

P .
Jlara:

B4
7
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(cnoiicrsa)

2.2 lMoanuuuocTs
(naenruduxauns)
AGcopbumonnas

cnekrpodoromer-

pus B uHpakpac-
Ho# obnactu

2.3 Yroa onruse-
CKOTO BpallleHHs

2.4 Onruueckas
NJA0THOCTH

2.5 lpumecs A

2.6 Conyrcrayio-
(LLHE MPUMECH:

- npumecu B, C, D,
E,F

- Hecneunduumpo-
BAHHLIE NPHUMECH

= CyMMa npumecei

2.7 NMoreps B macce
NPH BBICYILIMBAHWM

2.8 Cyabdarnas
30na

2.9 Ko/IM4eCTBeH-
HOE ONnpee/IeHHe

2.10 Muxpobuono-
rHYECcKas YHCTOoTa:
- ofee KonuecT-
B0 aspobos (OKA)

FOPBIL Tom 1, 5.11

I'o PBIL Tom |1,
22.24

e PHIL tom |1,
2.2.7

I'®PBIIL oM 1,
2.2.25

'oPBIL Tom 1,
2.2.27

I'® PB I, Tom 2,
2229

I'®d PB 11, Tom 2,
2.2.32

I'® PB I, tom |,
24.14

' PB I, tom 2,
2.2.20

repPbIl, 2.6.12,
2.6.13

Pasznen «lMoanun-
HOCTH (MaeHTHH-
Kauus)»

HJ1 PB 0879C-2021

Pasnen «Yron on-
THYECKOIo Bpatue-
HHA»

HJ1 Pb 0879C-2021
Paanen «OnrHue-
CKas MJIOTHOCTE)
HJ1 Pb 0879C-2021
Paznen «llpumeck
A»

HJ1 PG 0879C-2021
Painen «Conyrer-
BYHOUIHE NPHMECH)
HJ1 PB 0879C-2021

Pasnen «lloteps 8
Macce Npu BeICY-
LIHMBAHWHY

HJ1 Pb 0879C-2021
Pasaen «Cynedar-
Has 301a»

HJL Pb 0879C-2021
Pasnen «Koanuecr-
BEHHOE onpejeie-
HHE»

HJ1 Pb 0879C-2021
Meroauka npuro-
HOCTH
AM-12-0287

Ne [Mapamerpsi Meroas! Metoanku KputepHu npueMaeMocTH
nn KOHTpOJA HCTIBITAHH
1 [Mpumenenue Odnokcaimn, TabIeTKH NOKPLITHIC
naeHo4Hoi obonoukoit 200 mr
2 Haumenosanue no-
Kaszareaei Kkavect-
Ba:
2.1 Onucanue Busyansubiit; COIN-KO-14-102 Kpucrannuueckud  nopowok ot

ONeAHO-KENTOrO /10 APKO-KENATOro
useTa.

Mano pacrsopum B BOjJE, PacTso-
PHM B JICASHON YKCYCHON KHCIOTE,
MAJI0 PaCTBOPHM WIIH PaCTBOPHM B
METHJICHXJIOPH/IE, MAJIO PACTBOPHM
B METAHOJIC,

UK-criektp nponyckaHus  MCrnbi-
Tyemoro ofpasua J0/KeH CooTBeT-
creosars MK-cnexrpy nponycka-
uus CO odaokcaunna (EP CRS)
WIIH CTIEKTPY, NPEICTABACHHOMY Ha
pucynke |

Or-0,10°10 + 0,10°

He Gonee 0,25 npu 440 um

He Gonee 0,2 %

He 6onee 0,2 %
He tonee 0,10 %

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

He Gonee 0,1 %

He menee 99,0 % u ne Gonee
101,0 % B nepecyeTe Ha CyXoe Be-
LIECTBO

FePBILS.1.4

10° KOE/r
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OAO/BANIT  PTTTERET
CrieunmKaims Ha HCXOAHBIE MaTEPHATLI sizaounnan CriC-KO-14-0287-03
| C1p.3u33
Ne MapameTphi Meronu MeTtoaukn Kpurepun npuemaemocti
nn KOHTPOJIS HCTILITAHHA
- obee KosmMyecT- [Tporokon sasnaa-
8o rpuGos (OKI) LHH 10° KOE/r
- Escherichia coli MMV-MH-12-1195 | Orcyrcreue s | r
3 Or6op npob - B coorsetcTBHH CO -
CTAHJAPTHOH orne-
pauMOHHON npoue-
Aypo#:
COI1-KO-14-057,
COI1-KO-12-024
4 O6bemM KOHTPOIb- - ~ AJl: 230 r
HO#N NpoOb MBJI: 20,0 r
5 YenoBus XxpaHeHus - - B BO3AYXOHENPOHHLAEMOM KOH-
TeHHepe, B 3aLUMLICHHOM OT CBeTa
MecTe
6 Cpok roaHocTs - - 4 rona
7 Ynaxkoeka - - [MonuaTHACHOBBIE  MEIWIKH,  BAO-
KeHHble B KaproHHbie Oapabaubi, a
TaKKe Jpyrue BWIbl YNaKOBKH,
obecrne nBalonIne KaueCcTBO ChipbA
HA NPOTHKEHHH CPOKA MOHOCTH.
8 Harotosurens - - Zhejiang East-Asia Pharmaceutical
Co., Lud., Kuraii
9 | Koa - - 150192




