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AMBPOKCOJIA THAPOXJIOPU/
Ambroxoli hydrochloridum
AMBROXOL HYDROCHLORIDE
H/I Pb 1237C - 2018

CocraBua CoraacoBajn Yreepana
Honanocts: Havansuuk cektopa | Hoaxnocts: HavansHuk OKK JIOMKHOCT! 3aM, FrEHEpaILHOrO AUPEKTOpa
BXOAHOIO KOHTPO/A N0 KayecTny
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CIIC-KO-14-0005/1-03

d s Crp. 2133
Ne ITapamerpnbl lcoquo;u- Meroant Kpurepun npuemMJIeMocTH
n/n
1 [Ipumenenune AmOpokcon, Tabnerku 30 Mr
2 AHanu3upyemsble roKasare-

M Ka4yecTsa:
2.1 Onucanue (cBoiicTBa)

2.2 TlopnuHHOCTS (HAEH-
THUKALUA):
A. Y®-cnexrpodoromeTpus

B. UK-cniextp

C.TCX

D. Peakuma (a) Ha XJTOPH/IbI
2.3 I1po3pauHocTh pacTBOpa
2.4 l1geTHOCTB pacTBOpa

2.5pH

2.6 ConyTcTBytOmue npu-
MECH:

- HecneUHPHIHPOBaHHbBIE
NpUMEcH

- CyMMa NnpHMeceH

2.7 Taxensle METALIBI

2.8 lToreps B Macce npu
BLICYIIITHBaHHUH

2.9 Cynwdarnan 30n1a

2.10 Konuuectsennoe
onpeneneHue

2.12 Mukpobuonoruueckas
YHUCTOTA:

- 0O11IEE KONHYECTRO adpo-
ooB (OKA)

- obuiee KonmuyecTBo rpubos
(OKI')

- Escherichia coli

Busyanessiii, I'® PB 11,
Tom 1, 5.11

[OPBI, tom 1,2.2.25

[®PBIL Tom 1,2.2.24

[®PBIL Tom 1,2.2.27

I'd PBII, Tom 2, 2.3.1
'O PBIL Tom 1, 2.2.1
'O PBIL Tom 1,2.2.2,
meton Il

'OPBILTom 1,2.2.3
'd PBII, tom 2,2.2.29

I'dPBIL Tom 1,2.4.8,
meton C
' PBIL tom 2, 2.2.32

F'®PBILToM 1,24.14
I'® PRI, Tom 2, 2.2.20

IF'®PBIL Tom 1, 2.6.12,
2.6.13

Benblii WK JKeATOBATHIH KPHCTA/UTHYECKHH

1OPOLIOK.

YMepeHHO pacTBOPHM B BOJIE, PACTBOPHM B

MeTaHoJle, NPaKTHYECKH HEPAaCTBOPHM B Me-
TUIICHXJIOPHIE.

A. B untepsane paun Bons ot 200 M 10
350 M pacTBOp AOKEH HMETh MAKCHMYMBI
norjouieHns npu 245 um u 310 HM.
Azs/Azp—3.2-34

B. UK-criekTp nponyckanus HCNLITYEMOTO
obpasia nomkeH coorsercreopath MK-
cnektpy nponyckanus CO ambpoxcona
ruapoxiaopuaa (EP CRS) win cniexrpy.
IpeJICTABIEHHOMY Ha pHCyHKe 1.

C. Ha xpomaTtorpamme HCILITYEMOro pac-
TBOpa 0OHApYXHBAETCH OCHOBHOE MATHO,
COOTBETCTBYIOLIEE 10 PACTIONIOKEHHIO H
pazmepy OCHOBHOMY TIATHY Ha XpOMarTo-
rpaMMe pacTBOopa CpaBHCHHA.

D. Jlaet peakuuio (a) Ha XJIOPHIBL.

PactBop s0/KeH ObITh NPO3PaYHBIM
Oxpacka pacTBopa A0JKHA OBITh HE HHTEH-
cusnee atanona Y(OK)s

Ot 4,5 o 6,0

He 6onee 0,10 %

He 6onee 0,3 %
He Gonee 0,002 % (20 ppm)

He 6onee 0,5 %

He 6onee 0,1 %

Ot 99.0 % a0 101,0 % B nepecuete Ha
CyX0€e BeIecTBO

I'OPBILTom 1,5.1.4

10° KOE/r

10° KOE/r
OtcytctBHEe B | T
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I avasenm, Crp.3u33
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Ne IMapamerpst KonrTpoas MeToasi Kpurepun npuemiaemocTn

n/n

3 Ot6op npod B cooTBeTcTBHM CO CTAHAAPTHOM onepawm-
OHHOM Mpoueaypoii:

COIT-KO-12-024;
COIT-KO-14-057

4 O6BeM KOHTPOJIBHO#H NMPOOEI AJl: 260 r MBJIL: 10,0 r

5 Ycnosus xpaneHnus B m1oTHO 3aKphITON yITakOBKE B 3alllHIIEH-
HOM OT CBETa W BJIarv MECTE, MPH TeMrepa-
Type He Bhie 25 °C

6 Cpok rojiHoCTH S ner

7 Ynakoska JIBOiiHBIE MOMHITHICHOBBIE NMAKEThI, METAI-
nuveckue DaHKH, a TaKkKe JApYrue BUIbI
yNakoBKH, obecrieunBalole COXpaHHoCThb
CBIPbsi Ha IPOTSIKEHHH CPOKA M'OJAHOCTH.

8 M3roTtoBuTens Hangzhou Longsheng Chemicals Co., Ltd,
Kuraii

9 Koxn 120109




