OAO «B3MI»

Coenndukanus Ha HCXOANLIC MATEPHANLT CI1C-KO-14-0275-05
’ ' Crp. 1 m33
Jlara peeaenus c: BroauTcs B3aMeH Jlefterayer no: 6/0 | Fipyunna: aKTyainsaims
«01» 41 2019 r. CIIC-KO-14-0275-04
o1 23.02.2017 .

KJAPUTPOMUIINH
Claritromycinum
CLARITHROMYCIN
HJI Pb 0808C-2015

Cocrasui Corsiacosajan Yreepann
JlomxnoceTs: nauanbuuk cextopa | Jlomknocets: Havansuuk OKK JIONAKHOCTL: 3aM. NEHEPATBLHOIO AHPEKTOPA
BXOIHOI'O KOHTPOJIA ,| no kauecTBy el )
HOMD: AA. KyinHuapk HOD: O.B. 7 // | HO®: T.B. barypo /= E
Tlonmcs: V[A Moanuch: \ . Toanuck: / ~
Jlara: 19.402019; Nara: 34,40 2019: / Jata: 34,40 2049,

JIO/EKHOCTS: 3aM. Hauansyika AJl

HO®D: HA. Mansirungy

[Mosnmcek: H A

Nara: 3410 2049:"

JlonxuocTs: nayansuuk MbJ1

HOD: C.B. lo Ba
[Moanucs: &‘f
IlaTaI 50 0.2 0191

JlomanocTs: HavansHuk OCuP

HOD: O.B. I' bIHHY
[MToanues: %E

JNara:; 29 40 2049

llOIl)KNOCTb HAaJIbHH

HO®D: B.B. Jlatory

Mommmueh: Z /

Jlata: 30, cg&:fo 9./

/




OAO «B3MII»

CuenndnKanus Ha HCXOAHLIC MATEPHAIBL

CI1C-KO-14-0275-05

{ 4 Crp.2u33
Ne IMapamerpsl KORTPOS Meronn Kpurepun npremiaemMocTi
n/n
1 IIpumenenue Knaputpomuiii, TabieTKH NOKpLITHIC
obonoukoit 250 Mr
Knapurpomuunn Jlonr, rabietkn no-
KphiThic  0GO0NOYKOH € Moan(pHIHpO-
BaHHBIM BhicBOOORIEHHeM S00 Mr
2 AHUTM3IAPYEMBbIE 10KA3aTENH
KauecTsa:
2.1 Onucaunne (coiicrsa) Busyansubri Beasiit wan nouTH Oesblilt KpHCTAILIH-

2.2 loumunocTs (MaeHTH(H-
Kauus)
HK-cnextp

2.3 Ilpo3padnocTs pacTBopa

2.4 [lsernocts pacTBopa

2.5 VensHOE ONTHYECKOE Bpa-
[eHue

2.6 pH

2.7 ConyTcTByIONHe NPHMECH:
- mobas npUMech

- KOJIMYECTBO NPUMECeH ¢ co-
nepxannem donee 0,4 %

- CYMMa npHMecei

2.8 Tskenbie METALILI

2.9 Bona

2.10 Cynptharnas 3004

2.11 Ocrarounoe KOJIHYECTBO
OpPraHHYeCKHX PACTBOPHTE/ICH:
- ITAHOJI

2.12 KommwecTsennoe
onpeencHne

2.13 Mukpobnonornyeckas
YHCTOTA:

- obIee KOMHYeCTBO a3pobos
(OKA)

- ob1ee Ko/u4ecTso rpubos
(OKT')

- Escherichia coli

O PBILToM 1,5.11

' PBIL. Tom 1,2.2.24

o PBIL Tom 1,221

o PBIL Tom 1,2.2.2,
meron 11
T PBIL Tom 1,2.2.7

®PBIL tom 1,2.23
I'®PBII, tom 2,2.2.29

I'd PBIL tom 1, 2.4.8,
metron B

I'® PBIIL, Tom 2, 2.5.12
OPBILTom 1,2.4.14
'®PEIL Tom 1, 2.4.24,
2.2.28

I'd PB 11, Tom 2, 2.2.29

I® P IL, Tom 1, 2.6.12,
2.6.13

HECKHil OpoIIoK.

[IpaKTHHECKH HEPacTBOPHM B BOJC,
PacTBOPHM B ALIETOHE M B METHJICHXJIO-
pHJIC, MAIO PACTBOPHM B MCTaHOJIE

UK-cnexTp rponycKanus HCNbITyeMoro
oGpasua nomken coorsercrsosars MK-
cnektpy nponyckauus CO kimapuTpo-
muuuna (EP CRS) wim cnextpy, npei-
CTaRJICHHOMY Ha pHCYHKe |

Pactsop jaomkeH ObITH NPO3PATHLIM
WIH 110 CTENEHH MYTHOCTH HE JIOJIKCH
npesbimats dtanon 1l

Pactsop s10/KeH OpITh OKpallCH He HH-
tencushee yranona Y(OK),

Ot -102 510 -94 B nepecuere Ha 6e3BOA-
HOE BCIIECTBO

Ot 8,0 20 10,0

He 6onee 1,0 %

He donee 4 nUKORB
He 6onee 3.5 %
He donee 0,002 % (20 ppm)

He 6onee 2,0 %
He Gonee 0,2 %
I'dPBEIL Tom 2,54

He 6onee 5000 ppm

He menee 96,0 % u ne Gonee 102,0 % 8
nepecdere Ha 6€3BOIHOE BELIECTBO
I'OPBILTom 1,514

10° KOE/r

10 KOE/r
OrcyrcrBue 8 1 1




DA «b3MI»

CrennduKanus Ha HCXOAHBIC MATEPHAILI

CIIC-KO-14-0275-05

Crp.3m33

Ne TMapamerpbl KOHTPOJIR Meroant Kpurepun npuemieMocT

n/n

(. Or6op npob B cooTBeTcTBHM CO CTAHNAPTHOH onepa-
LUHOHHOH MpOoNeIypoi:

COII-KO-12-024,
COI1-KO-14-057

4 O6beM KOHTPOJILHON NpoOb! AJl: 250r MBJL: 20,0 v

5 Venosus XpaneHns B 1I0THO 3aKphITOM KOHTCHHEpe B 3aiiu-
IICHHOM OT CBETa MECTE, [IPH TEMNepaType
e Beie 25 °C

6 Cpok rofiHocTH 4 rona

7 VYnakoska ' [ToauaTHICHOBBIC NAKETHI, BIOKCHHBIC B
kapronneie Oapabanel, a TaKke Jpyrue
BH/ILl YIAKOBKHM, oOecnednBalommue co-
XPaHHOCTD CHIPbS B TEHEHHE CPOKA IOHO-
CTH.

8 Harorosurens Xi'an Lijun Pharmaceutical Co., Ltd., Kn-
Taii

9 Koxa 120193




