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04,03 2024 CIIC-KO-14-0005/2-02 | Gecepouno
or 18.08.2020
AMBPOKCOJIA THAPOXJIOPHUL
Ambroxoli hydrochloridum
AMBROXOL HYDROCHLORIDE
KonTpoas kauecrsa no H/L PB 1718C-2016
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TISRER

CrieunHKALHA HA HCXOMHBIE MATEPHAbI

1

4K2 |. CIIC-KO-14-0005/2-03

Crp.2 w33

XJIOPHIIBI

2.3 Ipo3paynocTs
pacTsopa

2.4 llseTHOCTH pacT-
BOpa

2.5pH

2.6 Conyrcreyiomue
IIPHMECH:

- mobGas npumecs

- CyMMa npHMecei
2.7 Taxensie MeTan-
bl

FoPBIL, 2.2.1
I'oPBIIL 2.2.2,
smeton 1l
I'®PBILL 223

F'eoPBIL 2.2.29

'O PBIIL 248,
meton C

(nnenTHdukauns) D»
HJ1 PB 1718C-2016
Pasnen «llpospaunocts
pacTBopa»

HJLPB 1718C-2016
Paznen «llserHocTh
pacTBopa»

HJI P 1718C-2016
Pasnen «pH»

HJ1PB 1718C-2016
Paznen «Conyrerayio-
IIHE NMPHMECH)

HJI Pb 1718C-2016

Pasnen «Taxensie Mme-
T
HJ1 Pb 1718C-2016

Ne [TapameTpsl MeTtons Mertommnkn Kputepun npueMIeMoCTH
n/n KOHTpOJIA HCIIBITAHHH
1 [pumenenne - - AmGpokcon, tabnerkn 30 mr as
AsepGaiijpxana, Apmenun, ['py3un,
Kazaxcrana, Kupruzun, Pb, PO,
Tamxukucrana, TypKMEHHCTaHa,
Yabekucrana
2 Haumenosauune no-
KazaTeneH KaqecTsa:
2.1 Onucanue Buayansubiit COI1-KO-14-102 Besbiif MM KEJITOBATHIA KpPHCTAI-
(cBoiicTsa) e PBILS.11 nuYecKuit nopomok.
VMEpeHHO pacTBOpHM B BOAE, pac-
TBOPHM B METAHONE, NMPaKTHYECKH
HEPACTBOPHM B METHICHXJIOpHAE
2.2 TloumHHOCTS
(uneHTHHUKALMA):
A. Y®-cnextpodo- |T®PBII,2.2.25 | Pasnen «llommunocts | A. B mHTEpBAIC /UTHH BOJH OT 200 nm
TOMETPHA (nnenTHdukauua) A» | 10 350 HM pacTBOp A0JIKEH HMETH
HJ1 PB 1718C-2016 JBa MaKCHMy™Ma MNOIJIOWEHHS TpPH
245 uMm u 310 aM. Azs/Aizp coc-
Tasaser or 3,2 1o 3,4
B. AGcopbumnonnas | FT® PBII,2.2.24 | Pasnen «[lommunocts | B. Mudpaxpachsii cnextp npomyc-
cnexkrpopoToMeTpHs (unenTuduxanus) By KaHua Hcnbiryemoro obpasua Jon-
8 HHpaxpacHoi HJI PB 1718C-2016 WeH COOTBETCTBOBATL CHEKTPY Mpo-
obnacti nyckaaus CO amGpokcona ruapo-
xnopun (EP CRS) wam cnexrpy,
NPeACTABACHHOMY Ha pHCYHKe |
C. Touxocnoituas I® PBII, 2.2.27 | Pasnen «llommunocts | C. Ha xpomarorpamMme HCnbITye-
xpomarorpadus (nnentudukauns) C» | MOro pacrsopa oOHapyKHBacTCA
HJ1 Pb 1718C-2016 OCHOBHOE MATHO, COOTBETCTBYIO-
miee 1o pacnoNoKCHHIO H pamepy
OCHOBHOMY TNSATHY Ha Xpomaro-
rpamMMe pacTBOpa CpaBHEHHA
D. Peakuns (a) na IFePHIL23.1 Pasnen «lTomunocts | D. JlaeT peakumio (2) Ha XJIOPHILI

Pactsop S nomken 6uITH Npo3pay-
HBIM

Pactsop S noswken GbiTh OKpaLICH
He unTeHcuBRee ytanona Y (K)s

0r4,5n06,0

He 6onee 0,10 %
He Gonee 0,3 %
He Gonee 0,002 % (20 ppm)
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CrieundHKauus Ha HCXOAHBIC MATEPHANDI JH381 | CTIC-KO-14-0005/2-03
—Cwp.3 u3 3
Ne [MTapameTpsi Meroast Meroankn Kprrepnn npuemaeMocTv
n/n KOHTPOIS HCIIBITAHHH
28 lMorepasmacce |[®PBIL 2.2.32 | Pasnen «Iloreps B mac- | He Gonee 0,5 %
TNPH BBICYLIHBAHHH CE NPH BLICYITHBAHHH Y
HJI PB 1718C-2016
2.9 Cynsparnas 30- | '®PBIL, 2.4.14 | Paznen «Cynsarnas He Gonee 0,1 %
na 30/1a»
HJL PB 1718C-2016
2.10 Ocrarounsie ko- | '® PB 11, 2.4.24, | Pasnen «Ocratounsie [OPBIL54
nHuecTsa opranuye- | 2.2.28 KOJIHYECTBA OpraHuyve-
CKHX pacTBOpHTEJICH: CKHMX pacTBopHTesei»
- METaHO HII PB 1718C-2016 He Gonee 200 ppm
- AUeTOH He Gonee 2500 ppm
2.11 Kommuectsen- | TT®PBI1,2.2.20 | Pazaen «Komuuectsen- | Ot 99,0 % mo 101,0 % B nepecuere
HOE ONpeJIe/IeHHE HOE ONpeIeICHHE) Ha CyXO0€ BelecTBO
HJL PB 1718C-2016
2.12 Mukpobuono- | I'® PBII, 2.6.12, | Meroauka ucneiranuii | '® PRI, 5.1.4
rHYecKas YHCTOTA: 2.6.13 AM-12-0005/2
- ofllee KONIHYECTBO COI1-KO-12-197
aspoGos (OKA) 10 KOE/r
- obuiee KOMHHECTBO
rpuGos (OKI') 10° KOE/r
- Escherichia coli OrcyrctBue B | 1
3 | Or6op npob - B coorsercTBHM cO -
CTaH/JIapTHOH omnepaiu-
OHHOH npoueypoit:
COIT-KO-12-024;
COI1-KO-14-057
4 | O6beM KOHTPOIIb- - - AJl: 300
HOM Mpo6kI MBJIL: 10,0 r
5 Yenosus XxpaneHus - - B sammmeHHOM OT cBeTa Mecre
npu Temneparype He Beine 25 °C
6 | Cpok rognocTs -~ ~ 5 ner
7 Ynakoska - - JlBoiiHbIC MOJMATHICHOBBLIE MaKe-
Thl, BJIOXEHHBIC B TOTHITHICHOBBIC
v Gapabann
8 | Hsrorosutens - - Shilpa Medicare Limited, Huaus
9 Kon - - 120344




