OAO «b3MH

CreundmKanua Ha HCXOAHBIC MATEPHAIIBI

NOHT

JlaTa sBeaeHna c:
2%.44 2020 r.

BBoauTca BiaMeH;
CITC-KO-14-0278-05
or 06.03.2019 r.

JleticTay
DecepouHo

GIBHBIBNE-KO-14-0278-06

Crp. | u3d

nooen
= ALALL)
%’Mmaw

IHUAMPO®JTOKCAIUHA IN'MAPOXJIOPHU/L
Ciprofloxacini hydrochloridum
CIPROFLOXACIN HYDROCHLORIDE
KonTtpoas kavyecrsa no H/L PB 0835C-2015, u3m. Nel

Cocrasua

Coraacosajm

Yreepaua

Jlonkuocts: xumuk I kareropun AJl

Jlomxnocers! navanenuk OKK

JIOAAHOCT: 3aM. TEHEPATBHOIO JIN-
PEKTOPA 110 Kaue

HO®: M. B.Kyxopenko

Moammes: KAXY

HOD: O.B.3exp6a! 2 7/ 4 7
L W

[Toanuce:

)
HO®: T(B.barypo/ é _
Moanuen: .~/

Nara: 23 4 )3}10 L

Jara: 26.41 .{GJOIL/

Jlara: A€, .14 20201 o

Hoaxuocts: mukpobnonor Il kare-
FOpHH seas

JlomaHocTs: 3aM. HauaabHnka AJl

HOD: HA Manwirung”

HO®: B.O.P%
T o=

[Toanucn: {//'u/
Jara: 7 2% 44 1020, Jlara: 16 44 2020

Hoamuocts: Guonor | kareropuu

Jlomxnocets: HavansHnk MBJ1

HOD: UA Denonnna

HOD: C.B.I OB

Ioanues: _’%J/—

Hoanues: ;

Hara: 23 {4.72_040 1

Jara: 24 44 2020+

JlomknoeTs: Havatbung OCuP

HO®: O.A bpem:

Moanuck: © =

Iara: iU 44 2204

JIOTKHOCTE: havaasunk O3

HO®: B.B.JlatorypgKuit
ﬂonnuca-.(&

Jata: 25 44 2020 .




CrieundHKatms 1a HCXOAHBIC MATECPHATDI

LI1C-KO-14-0278-06

Crp. 2134

Ne [TapameTpsb! Meroan MeromKn KpHTepuu npuemMieMocTs
n/n KOHTPOTIA HCTIBITaH N
| [Tpumenenue [lunpodiokcatmn, Tabaersu,

NOKPBITHIE MIEHOYHOH 060104~
koit 250 mr u 500 mr

o

Haumenosanne no-
Kasaresnen kauecrsa:
2.1 Onucanue
(cBOliCTBA)

2.2 lMoanuuuoCTh
(naenTHdUKaLms)
A. MK-cnektp

B. Peakuns (b) na
XAOPHJIbI

2.3 TlpospauHocTs
pacTsopa

2.4 llseTHoCTSH pac-
TBOPA

25pH

2.6 Bona

2.7 CynuhaTnas 301

2.8 Taxenste meTan-
bl

Buayanbsusii;
IO PBHIL Tom 1,
5.11

IO PBIL tom 1,
2.2.24

I'd PB L tom 2.
2.3.1

I'd PRI, tom |,
22.1

I'd PB I, Tom 1,
2.2.2.meron ll

I'd PE I, Tom 1,
2.2.3

I'd PHIL toMm 2,
2.5.12

I'd PEIIL, tom 1,
24.14

[O®PBIL Tom 1,
248, meron E

COI1-KO-14-102

Paznen «lloanmmn-
HOCTh (HIeHTH(DR-
Kaumus) A»

HJ1 Pb 0835C-2015.
nim. Nel

Paznen «llommn-
HOCTS (MIeHTH(H-
kauus) B»

HJ1 Pb 0835C-2015,
M. Nel

Paznen «[Tpospau-
HOCThL pacTsopan

HJ1 Pb 0835C-20135,
M. Nel

Pasnen «llsetnocts
pacTeopa»

HJ1 PB 0835C-2015,
wim. Nel

Painen «pH»

HJ1 P 0835C-2015,
nim. Nel

Paznen «Bona»

HJ1 P 0835C-20135,
nim. Nel

Paszaen «Cynbdar-
Has 301a»

HJ1 Pb 0835C-2015,
nim. Nel

Pasznen «Taxensie
METALIBI)

HJ1 Pb 0835C-2015.
u3m. Nol

Kpueranimieckunii nopoiok ot
Ges1oro 10 caerka KeIToBaToro
useTa,

Pactsopum B BOjE, Mano pac-
TBOPHM B METAHOJIE, O4EHBL MAJIO
pacTBOpHM B ataxone Oe3so-
HOM, MPaKTHYECKN HEPAaCTBOPHM
B QlCTOHE, B JTWjancrare v B
METHIICHXJIOpHIE

A. UK-cnexTp nponyckanns ue-
neITYeMoro odpaiua cooTBeTCT-
syer MK-cniekTpy nponyckanus
CO uunpodaokcana ruapo-
xaopuja (EP CRS)

B. Pacrsop aaer peakumio (b) na
XTOPH 1B

Pacteop nonxen ObITh npo3pay-
HBIM

Pactsop aomkeH ObITh OKpaIleH
HE HHTCHCHBHEE HTAI0HA

GY (3XK)s

01351045

He Gonee 6.7 %

He 6onee 0,1 %

He 6osee 0,002 % (20 ppm)




OAQ-«bh3MIin

CrieundKaums Ha HCXOIHBIE MATCPHANIEI An Wﬁl -KO-14-0278-06
Crp. 3 uz d
No [MapameTphl Meroam Meromkn Kputepun nipueMIeMocTi
n/'n KOHTPOJIS HCITLITAH M

2.9 lpumecs A (dro-
POXHHOJIOHOBAS K-
cioTa)

2.10 ConyTCTBYIOIIHE]
NpUMECcH:

- npumecnh B

- npumech C

- npumeckt D

- npumech E

- Hecneunpuumupo-
BAHHBIC MPHMECH

- CyMMa [puMecei
2.11 Ocrarounsie Ko-
JIHYECTBa Opranuye-
CKMX PACTBOPHTEICH!
- METaHO

- TOIYVOI

- 3TAHON

2.12 KonnuecTsen-
HOE onpeaeneHne

2.13 AnomanbsHas
TOKCHYHOCTH

2.14 Muxpobuoo-
rUYeCKas MUCToTa:
- 0DLICe KOJWYECTBO

['® PBIL Tom 1,

22927

i

I'd PE 1L tom 2,

2.2.29

['d PBEIL 1om 1,

2.4.24,2.2.28

I'd PE 11, tom 2,

2229

s - -

[ PBIL Tom 1,

2.6.9

I'd PEII, tom 1,

2.6.12,2.6.13

Pasnen «llpumecs
An

HJ1 Pb 0835C-2015,
Ham. Nel

Payen «Conyrer-
BYIOLUHE IPUMECH )
HJ1 Pb 0835C-2015,
nim. Nel

Paizen «Ocrarou-
HbIE KOTHMECTBa Op-
raHH4ecKHX pacTpo-
pureneitn

HJ1 PE 0835C-2015,
m3m, Nel

Paznen «Konnuect-
BEHHOE Onpesene-
HHEN

HJ1 Pb 0835C-2015,
nim. Nel

Meroanka  npHro-
HOCTH

AMT-12-0278
Ilpotokon  Banuja-
UMM
MMV-MH-12-910
Meroanka npHro-
HOCTH

AM-12-0278

He 6onee 0.2 %

He 6osee 0.2 %
He Gonee 0,2 %
He Gonee 0.2 %
He donee 0.2 %
He 6onee 0.1 %

He Gonee 0,5 %
O PBILTom 2,54

He Gonee 3000 ppm

He 6onee 600 ppm

He Gonee 5000 ppm

He menee 98,0 % wu ne Gonee
102,0 % B nepecuere Ha Oe3-
BOAHOE BEIIECTBO

Hensiryemsiit obpazen a0/1KeH
OBITH HETOKCHYHBIM

FOPBILtom 1,514

aspodos (OKA) Mporokon pammaa- | 10° KOE/r
- 001Iee KOIHYECTBO MK
rpudos (OKI) MMV-MH-12-1526 | 10° KOE/r

- Esherichia coli

Otcyrersue s | 1

3 Or6op npod - B cooTBeTcTBUM CO -
CTaHapTHOR onepa-
HMOHHOH 1TPOLETY-
poil:
COI1-KO-14-057,
COIN-KO-12-024
R O6BeM KOHTPOL- - - AJl: 200 r
HOH 11pO0BI MBJT: 21,0 r
5 Venonus Xpanenns - - B 3aumMieHHOM 0T CBETa MecTe,
B II0THO 3AKPhITHIX KOHTCHHC-
pax
6 CpoK roHOCTH - - 3rona




CrieundHKauns Ha HCXOAHBIC MATEPHAILI

Ko bHbIN

CI1C-KO-14-0278-06

Crp. 4 ua d

No
n'n

[TapameTphni
KOHTPOJIS

Meroam

MeToHku
HCHbITAHHN

Kpurepun npuemaeMocTit

Vnaxkoska

B asofiHbie NOANMITHACHOBLIC
MCIIKH, TIOMEUIeHHbIe B OOUKH
HOJAMAITHIICHOBLIC HIH  KapTOH-
HBIE, @ TaKXKe JIPYTrHe BHIbl Viia-
KOBEH, o0ecneupBaromme  co-
XPaHHOCTh  ChIPbA B TCHCHHE
CPOKA FOHOCTH

WMirotosurens

Zhejiang Langhua Pharmaceuti-
cal Co., Ltd., Kurait

Kox

120157




