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ITEDA3ZQOJIHNH HATPHA
Cefazolinum natricum
CEFAZOLIN SODIUM

Konrpoan kagecrsa no HJI PB 1327C-2019, uzm. Ne 1
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CITC-KO-14-0273/1-10

Crenmhuratus 52 HEX0AHsle MaTepuast

remesed s s : Ctp,2m33
T SR,
N Tlapametps xouTpons | Meronnt MeronmKy HoHBITARNEH KpHTepHM OPTEMICMOCTH
wn
1 [prvencune Lledasonuy, TepONIOK M (HPHICTORICKA
PACTBOpE JUIA BHYIDHBEHHOLO B BHYTDU-
mMeesHoro seepeHsd 1,0 v (ons PE, PO,
Apmenuy, KempreiacTads, TaoKHKHCTARAE,
Typxmenscrana, Azepbalimgana, V3bexu-
c1ana, Mognossl, MOHIrosH)
2 Haumenosanae moka-
3arenel xAYecTRa:
2.1 Omzeauvne {eaoii- Brzyanereiit Pagpen «Onmcamye (coolt- | Besnt siaw oouTy Gemslil MOpOmOK, 0YeHS:
cTRa) TOPEN 511, crsay HI PB 1327C- rurpockonnuer, ObnagaeT noxmEMOpduz-
5.9 2019, m3m. Ne 1 MOM.
Pazpen 7.4
COII-KO-14-102
2.2 #PacTROPHEMOCTE Bisyarsasi Pasaen «#Pacteopimoctsy | Jlerko pacIsopEM B BONE, B DacTBODE

2.3 Iloummmocts
(uoeHTHGHKAIIN)

A. AScopSmmounas
CHEKTPOGOTOMETDHA B
urdpaxpacsoif obnac-
TH

B. Peaxmws Ha natpuil

2.4 TIpospasHoCT

2.5 #llpeTHOCTS

2.6 ¥ nensgoe oarnye-
CKOE EpaIIeHRe

2.7 Vaensnsti noxasa-
TETb NOTHOIISH Y

2.8 pH
2.9 Bona
2.10 Mexaumuecxie

BENXOYEHNA.
= BHIHMBIC MACTHITIRL

- BERHIHMEIS HACTHIIBE

TS PEIL, 5.1,
5.9

TOPBEL, 2.2.24

I'OPEH, 231

T PS5 I, 22.1

& PEIL 2223

FOPBIL227

T PE I, 2.2.25

TOPBIL223

I'$PBIL25.42

T$PBIL, 2920

T'&PEIL 2.9.19,
MetTon 1

BAPE 1327¢-2019,
wen. Nl

Paznen «IToAHHECCTS
(unenTHduKkanng)y
HIO PE 1327C-20189,
WM. Ne 1

Pazgen «logmEROCTS
(unerTUhUKATER)Y

HA PE 1327C2019,
w3, Ne 1
Paznen -« lpo3padHocTe
HIOPE 1327C-2019,
M, Ne ]

Pazaen «& Lsetnoctnd
HAPB 1327C-2019,
aim. Ne i

Paznen «Vaensgoe onT-
YBCKOS BpRIISHHEEY

HII PE 1327C-20109,
u3M. Ne 1

Paznen «Vaemeustil noxa-
3ATETEL NOTNIOINESHAS
HIAPE 1527C-2019,
w3n. Ne 1

Pazien «pH»

HIAPE 1327C-2019,
M. Mo 1

Pazmen «Bogan HI PE
1327C-2019, m3s. Ne 1

MeTonukz ACHEITZHAN
AM-12-0273
COII-KO-12-137

Pazmen «Mexanmgeckyes
BEIIO9cH#AY, HeBnmmveie
FACTHIBDY

BIPH 1327C-2019, u3m.
Ne ]

.9 r/n marpua xyopHAa, B pacreope 30 rfa

IOKO3EL, O9YSHL MaI0 PacIBOpHM B
96 % cnupre.

Wudpaxpacusiil CHEKIp MPONYCKIHAL He-
OLITYeMOro ofpastia RTOMKeH COOTBETCT-
BOBaTh HHQPPaKpacHOMY CHEKIDY HpoIyc-
xagms CO medasommna (EP CRS) wmam
CTEKTPY, MPEeICTARISHEOMY Ha PACYHKE 1.
Hensrmyemsiit o0pazen GaeT peakmie (a)
Ha HATPUH.

Pacreop S zomuxen BT MPO3PaTHEM
Onrieckas DROTHOCTL pacrsopa S mpu
430 M e Sonee 0,10

Or -24 o -15 B mepecaere ma Gezpomuoe

BEIIECTBO

Ot 260 no 300 B mepecqere ma Gesponuoe
BEINECTRO

Ord,0 n0 6,0

He Goaee 6,0 %

HOIKHEL OTCYTCTROBATE.

CyGcTanups EBLIASDWHBAST HCIBITAHAE,
ecr B 1 T npHevicreyer He Oonee
6000 wacThn pasmepom 10 mxM # fornes;
re Gogee 600 macTem pasMepoM 235 MM 1
Gomee

&,
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IR L OAQ «B3MII»
Crempdukaing Ho HoXOIHBIE MATEPARIE: | CIIC-KO-14-0273/1-10
. Crp.3wms3
Ne TMapameTps xoETpons | Merom Meromnis sorsiTanui Kpurepnn npueMneMocTs
n/ua
2.11 Conyreryroue | P PB I, 2229 | Paspen «ComyTcTRyIomEe
TPIMECH! TIPHMECH»
- nrofas IpHMecs HJI PE 1327C-2019, He donee 1,0 %
- CyMMa mpIvece i mamM. Ne 1 He Gonee 3,5 %
2.12 #TpuyremaMus TOPEI, 2228 | Pasaen «f Tpuorunamusy | He Gonee 0,05 % (500 ppm)
HIAPE 1327C-2019,
wim. Ne ]
2.13 NN~ TOPB, 2228 | Pazsen «N,N-mmverina- He Bonee 0,002 % (20 ppm)
IUMETANAREIRE HHIHED
B PE 1327C-2019,
m3n. No ]
214 Qcrarognbie Ko- T&PRIL 24.24, | Paspen «Ocraroussie xo- | TP PRI, Tom 2, 5.4
AWYECTRA OpranMHe- 2228 JMYECTRA Opradiyeckix
CKHX PACTBOPUTEACH! PaCTROpHUIEHEy
- AUBTOH HII P 1327C-2019, He Gonee 5000 ppm
- METHREHXIIODHL 3L Ne 1 He Gonee 600 ppm
- $THAALETAT He Goaee 5000 ppm
2.15 #TiuporesacoTs TOPEIL268 Metonrka BonslranEi Hemerryemerit o6pazen Komxen OsITh ami-
AMP-12-0273 POTERHEIM
COI-BO-12-020
2.16 #Anomanryay TOPEIL 265 Meromuxa mennrranui Henerryemmiit oOpasen gomwen Gsire He-
TOKCHYHOCTH AMT-12-0273 TOKCHT M
COIERBO-12-021
2.17 CrepunsHocTs IO PEIL26.] Meroamnka HonkiTARNI Henmityeneit ofpasen fonxes Suith cre-
AM-12-0273 DHILHBIM.
COII-KO-12-134
2.18 BakrepransHsie TO PRI, 2.6.14 MeTonuxa BCTBITARHT He Gonee 0,15 ED ma 1 mr uedasomsHa
IHAOTORCHHE] AMBE-12-0273 HaTpas
COII-KO-12-059
2.19 Kosmmectsenroe | TO PRI 2229 | Pasuen «Kommvectsemuoe | He menee 95,0 % u ne Gonse 102,0 % s
OTIPeASICHAE OIpEIeAeHEEY nepeceTe Ha §e3BOAHOE BRIULCTRO
HI PE 1327C-2019,
man, Ne 1
3 OrBop npod - B cootsereTERE €O CTAH- -
zapryol onepalmoRRoR
apouexypoi:
CONM-KO-14-057,
COIT-KO-12-138
4 (O0nen KOBTPONBHOH - - AN:230,0r MBI 13,5
npobul
5 Vernosus XpaHeHus - - B CTepuABHOM BOINYXOHEIPOHAIACMOM
xouTeHuepe, B 3AUNALISHHOM OT C©BETA
MecTe, OpE TeMICPaType He  BhIUE
30 °C, ¢ xOHTPONEM HepBOTO BUKDBITHA,
6 Cpoxk rogHocTH - - 3 rona
Yhaxkoska - . AmoMuavessie Sunonst no 3,0 kr, ynako-
B2HHBIE B KaDToHHME Xopofa, a Tawke
IOpyTHE BHAB YUakosxd, ofecrnedwsaio-
S COXPasHoCTE HCXOMRBIX MRTEPHAIOB
B TEICHUE CPOKA TOAHOCTH.
8 Hsrorosurens - - CSPC Zhongnuo Pharmaceutical (Shijia-
zhwang) Co., Ltd., Knrai
9 Kon - - 120099

# Homommurensusie Tpebosarns OAQ «B3MIT»




