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CuennduKanns Ha HCXONN0e ChIPLE
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[Tapamerpnl KonTposs MeTonul

KpllTﬂpHIl MPHCMJICMOCTH

[Mpusenenne

i'\."[l.‘.".l»f().l'll:.5 Mazk JJid HAPYAHOTO TPHME-
HEHHA

JIEBOMHLETHH, pacTBOp  CrHpTOBOH
LT HAPYICHOTO TTPUMEHEH IS

2.5 Mr/ma

AHANNINPYEMBIE MTOKA3ATENH Kave-
cTea:
2.1 Omncanue (croiicTsa) Buayaneueii, T'd PEIL, ¢.21

2.2 Toanuunoets (waentudimkains) | A, Temneparypa niannenns,
'd PE 11 2,2.14

B. UK-cnexrp, 17¢h PE 11

G TEX, T'D BB 1I; 2:2.27

D. KauecTreHuan peakums
E. Pearims (a) Ha xJ0pulis
' PB 11, 2.3.1

2.3 Yaensnoc onrideckoe Bpaute- I'd PEIL2.2.7
HilE

2.4 Xnopisl [ PE I, 244

2.5 Tloreps B macce npy Belcyiinga- | D PB L 2,2.32
HIHH

2.6 Cynntharnan zona ['dPEIL24.14

2.7 ConyTeTRYIOUIME NPHMECH TCX, I'd PEII, 2.2.27

2.8 1lenounocTs W KNCNOTHOCTE B coorretcTRmum ¢ HJI

2.2 Konnuecrsentoe onpee- Y — enexrpooromeTpHs,
neHHe I'd PEIL 2.2.23

210 Ocrarounnie konnyectsa opra- | ['D PEIL 2.4.24, 2.2.28
HHYECKHX PacTBOPHTEIIEH:
METAHOIN
H3OMPONAHO
xnopbenson

GeHzon
2.1 Mukpoduonoriueckas I PE I 2.6.12, 2.6.13

HHCTOTA!

- obulee KOMMYECTRO  a’pobon
(OIKKA) v obuee konudecTBo rpH-
Gos (OKI) cymmapno;
- rpaMoTpHuaTenkHbIX  GakTepuii,
TONEPaHTHLIX K 2kenun B | r, nubo
dakTepuil cemeiictea Enterobacte-
riaceae:
- Pseudomonas aeruginosa;
- Staphylococcus aureus,

i

'O PEIL 311

Benwtii, cepoparo-Genwiil v swento-
BaTo-Oenblit MEMKHMIT  KpUCTanHYe-
CKWIT MOPOIIOK HITH MENKHE KpHCTaN-
JiBl, MTONBHATLIC MITH [TROAOATORATHIEC
MITAcTHHKH

MallopacTeOpHM B BOIE, JICIKOpAc-
TRopuM B 96 % cnupTe W B npornK-
JIEHTTIHKONne

149 °C~ 153 °C

TMonomurensia

[Monosprensna
TMonamurelisna
Tohoxrensra

Ot +18.5 no +20.5

He Banee 0,01 % (100 ppm)
He Bonee 0,5 %

He Gonee 0,1 %

He 6osiee 0,5 %

He Bonee 0,1 M 0,02 M pacteopa
HCI 1nn 0,02 M pactropa NaOH
98.0% - 102.0% B nepecteTe Ha cyxoe
BELIECTRO

[P PEIL 54

He Gonee 3000 ppm
He Gonee 5000 ppm
He Sonee 360 ppm
He fonee 2 ppm
MO PEIL, 5.1.4

He 6once 10° KOE/r

Otcyretrne 8 | ¢
Oreyrereue s | T
OtcyTeTaue B 1 T
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Crenndpnkanng na nexXoiHo0e CLiphe
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Ctp.3 w33

Nb IMapamerpn KoHTpOAA MeTtoas Kputepun npuemaemoctn
1/
3 O1dop npod B COOTRETCTBHMN €O CTAMAAPTHOI ONEpatiol-
HO# ripoueypoi
COI-KO-14-037;
COIM-KO-12-024
4 O8keM KOHTPONLHOT TPodEI AJl: 80,0r  MEJI: 30,0r
3 Ye/oBHs XpaHeHns B samuineiom Ot CReTa W BIATH MECTC
6 Cpok rosHocTH 5 ner
7 Vnakopka I1/3 nakeTsl, MEOTOCHOIHEE ByMakHbIe Mell-
KM, BIOKEHHBIE B KAPTOHHBIE Dapabanel, a
TAKKE APYIHE BH/LI YITAKOBKH, obecney-
BAIOLIME COXPAHHOCTE CHIPLA B TEYEHHE CPOKA
TOIHOCTH,
8 MaroTosurens Northeast Pharmaceutical Group Co., Lid..
s Kurait
0 Kon | 20043




