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HNE®TPUAKCOH HATPUSI
Ceftriaxonum natricum
CEFTRIAXONE SODIUM
H/I PB 0960C-2015
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2.2 * PacTBOPHMOCTH

2.3 TlommHHEHOCTD
(mpeHTHHKAIHAS):
A. UK-cnektp

B. Peakius (a) Ha HaTpHii
2.4 TIpo3payHOCTh pacTBOpa

2.5 LiBeTHOCTH pacTBOpa

2.6 Y ienbHOE ONTHYIECKOE
BpaleHHE
2.7 pH
2.8 Bozna
2.9 Mexanu4ecKue BKIIOYCHHUS:
- BHIMMBIC YACTHIIBI
- HEBH/IUMBIC YaCTHIIBL:
- pasmepoM 10 mMxm 1 Gonee
- pazmepoM 25 MM u Goree
2.10 ComyTcTBYIOMUE MPHMECH:
- npuMech A
- npumecs C
- npumecs E
- HecrenHpHIHPOBAHHbBIC
IpPHMECH
- cymMa npuMmecei

'O PBIL Tom 1, 5.11

I'dPBII, tom 1, 2.2.24

I'® PBII, Tom 2, 2.3.1
I'® PBIL Tom 1,2.2.1

I'®PBIL Tom 1,2.2.2,
metox 11

I'® PBIIL Tom 1, 2.2.7

IF'®PBIL, Tom 1,2.2.3
I'® PRI, Tom 2, 2.5.12

I'd PBII, Tom 1, 2.9.20
I'® PBII, Tom 1, 2.9.19,

meton 1

I'd PBII, Tom 2, 2.2.29

Ne IlapamMeTpbl KOHTPOJIS MeToas: Kpurepun npaemjieMocTH
/n
1 ITpumenenue LledrprakcoH, OPOIIOK UIs IPHTO-
TOBJICHASI PAacTBOpa JUIS MHBEKIHH
0,5rul0r
IledTprakcoH, IOPOMIOK JUIs IPATO-
TOBJIEHHS pacTBOpa s HHOY3Hi
20r
2 | Asanmu3HpyeMble OKa3aTeln
KagecTBa:
2.1 Onucanue (CBOHCTBA) BusyansHbmit TToutn Gesnblit HITH XKeITOBATHIH KPH-

cra/uAdecknuii  mopomok.  Crerka
THIPOCKOIHYEH.

Jlerko pacTBOpUM B BOJIe, YMEPEHHO
PacTBOPUM B METAaHOJIE, OYCHb MAajo
PacTBOPHM B 3TaHOINE

Jlerko pactBOpuM B pacTBOpe 9 r/n
HaTpHs XJopHja, pactBope 10 r/n

JIHIOKanHa rHApOXJIopyuaa

A. WubpakpacHbli CHeKTp Hpormyc-
KaHHWA HMCIBITYyeMoro obpasma aon-
JKEH COOTBETCTBOBATh HH({paKpac-
HOMY cmekTpy mnpomyckamus CO
nedrpuakcona Hatpus (EP CRS)

B. HcneiTyemslit oOpasen naet peak-
IHIO (a) HA HATpHi

PactBop S1 nomken GbiTh mpo3pay-
HBIM

Oxkpacka pactBopa S1 nomkHa GBITH
He uHTeHcHBHee sTanona Y (OK)s umm
BY(KXK)s

Or -155 no0 -170 B mepecuere Ha Ge3-
BOJIHOE BEIECTBO

Ot 6,0 1o 8,0

Or 8,0 % 0 11,0 %

IIOJDKHLI OTCYTCTBOBATH

He Gonee 6000 gactum B 2 ©
He Gonee 600 gactuy B 2 r

He 6onee 1,0 %
He 6onee 1,0 %
He 6onee 1,0 %

He 6onee 0,10 %
He Gonee 4,0 %

W/'
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afex Ia bl KOHTPOJIS Metoast Kpurepun npuemieMocTs
2.11 OcraTouHble KOJIHYECTBA T'® PBIIL, Tom 1, 2.4.24, I'OPBIL, Tom 2, 5.4
OpraHMYecKHX pacTBopHTenel: | 2.2.28
- QIEeTOH He Gonee 5000 ppm
2.12 * [TuporeHHOCTH I'd PBII, Tom 1, 2.6.8 Jloken OBITh aHPOTreHHBIM
2.13 * AHOMaIbHAs TOKCHY- I'd PBII, Tom 1, 2.6.9 JlomKeH ObITh HETOKCUYHBIM
HOCTB
2.14 CrepHIBHOCTD I'® PBII, Tom 1, 2.6.1 JlomkeH GBITh CTEPHIIBHBIM
2.15 Bakrepuansusie 9H10TOK- | ['® PBII, Tom 1, 2.6.14 He 6onee 0,05 ED na 1 mr uedtpu-
CHHBI aKCOHA HATpHA
2.16 KonmuyecTBeHHOE onpejie- I'®d PBII, Tom 2, 2.2.29 He wmemee 96,0 % wu He OGonee
JeHue 102,0 % B mepecuere Ha Ge3BOmHOE
BELIECTBO
3 | Orbop npob B cooTBETCTBHH CO CTaHAApPTHOM
OIepalHOHHON MPOLEeYPOii:
COII-KO-14-057,
COII-KO-12-138
4 O6BbeM KOHTPOIBHOI Ipobbl AJl: 6501 MBJ: 11,1 r
5 VcnoBust XpaHeHUS B cTepHJIBHOM  BO3YXOHEIPOHH-
aeMOM KOHTEHHEpE B 3allMIEHHOM
OT CBETa MECTe NPH TeMIlepaType He
Boimre 25 °C, ¢ KOHTPOJIeM MEpBOro
BCKPBITHS
6 CpOK roZIHOCTH 3 roga
7 Vnaxoska AJTIOMHHHEBBIE KOHTEHHEDBI, YIIaKo-
BaHHBIC B KapTOHHBlE Kopoba, a
TAKKe JpyrHe BHIBI YIAKOBKH,
obecneynBaioNne COXPaHHOCTH HC-
XOZIHBIX MATepPHAIOB B TEUEHHE CPO-
Ka rO/THOCTH.
8 HsroroBuTens QILU ANTIBIOTICS Pharmaceuti-
cal Co., Ltd., Kurait
9 | Kon 120100

* [lononautensHble TpeGoanns OAO «B3MITy.





