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AMBPOKCOJIA THAPOXJIOPHU/L
Ambroxoli hydrochloridum
AMBROXOL HYDROCHLORIDE
KonTpoas kauecrsa no H/L Pb 1718C-2016

Cocrasua Coraacosaian Yreepana
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IROHTDONbHLIN

(cBoiicTRA)

2.2 TlopnuHHOCTs
(naeHTHUKALMA)
A Y-

cnexTpodoromMeTpus

B. UK-cnextp

C..TCX

D. Peakuus (a) Ha
XJIOPH/IBI

2.3 lIpo3spaunocts
pacTsopa

2.4 llsernocTts pac-
TBOPA

2.5 pH

2.6 Conyrersyiouue
NPHMECH:

- mobas npUMecsh

- CymMMma [puMeceit
2.7 Taxensie MeTan-
b

2.8 [loreps B Macce
[PH BLICYIIIHBAHHH

O PBILTom 1,5.11

I'd PBIL Tom 1,
2.2.25

'O PEI tom 1,
2224

I'd PBII, tom |,
2.2.27

I'd PBII, Tom 2, 2.3.1
' PBIL Tom |1, 2.2.1
I'd PE I, Tom |,
2.2.2, meron 11

o PhILTom 1,223
I'd PBIL tom 1,
2.2.29

' PE 1L, Ttom 1.
2.4.8. meron C

I'® PH I, Tom 2,
2.2.32

Paznen «lloumunocts

(maenmnduxkaims) Ay
HJ1PB 1718C-2016

Pasnen «lloumHHOCTS

(muenmndmkais) By
HJ1PB 1718C-2016

Pasen «[To;utHHHOCTD

(nnenmudmxanms) Cr
HJ1PB 1718C-2016

Pazzen «llomwmHHOCTE

(waermnduxamms) Dy
HJ1PB 1718C-2016

Pasaen «[Tpo3paunocts

pacTsopay
HJ1PB 1718C-2016
Pazzen
pacTsopa
HJ1Pb 1718C-2016
Pazzen «pH»
HJ1PB 1718C-2016

Pazgen  «Conyrersyio-

[IHE TTPHMECH)
HJI PG 1718C-2016

Pazzen «Tawennie me-

TAUIbIY
HILPB 1718C-2016

Paznen «loreps B mac-

CC IPH BLICYILIMBAHHHY
HJ1PB 1718C-2016

«lIperHocTs

CreunduKalna Ha HCXOIHBIE MATEPHATIbI —MMHEHC 0-14-0005/2-02
T bttt Crp. 2 w33

Ne [Mapamerpnl Meroas Meroauku KpuTepun npHeMiIemMocTH
n/n KOHTPOJIS HCNbLITAHHHA
1 [Tpumenecune Ambpoxkcos, Tabnerku 30 Mr
2 Haumenosanue no-

Kasatesiei kavecTsa:

2.1 Onucanue Buayaisusiit; COI1-KO-14-102 beasiit uiaM KeNATOBATHIH KPH-

CTAUIHYECKHH MOPOLIOK.
YMepeHHo pacTBOpHM B BOJIC,
pPacTBOPMM B MeTaHose, Npak-
THYECKH HEPaCTBOPHM B METH-
JICHXJIOpHJIE

A. B wunTepsaie JUIMH BOIM OT
200 um a0 350 HM pacTBOp A0~
JKEH MMETh JIBa MakCHMyMa 1o~
rnomeHns npu 245 um u 310 wm.
Axs/Aso — or3,20034

B. MK-cniektp nponyckaHus Hc-
nsiryemMoro ofpasua j0;raeH co-
OTBETCTBOBATL CNEKTPY MPOITyC-
kauus CO amOpokcona ruapo-
xsopua (EP CRS) wm criekrpy,
NPE/ICTARICHHOMY Ha PHCYHKE |
C. Ha xpomarorpaMme HCIbITYe-
MOI'0 pacTBOpa OOHApYKHBACTCH
OCHOBHOE [ISTHO, COOTBETCTBYIO-
ee N0 PacnoioKCHHIO H pasMe-
pY OCHOBHOMY MATHY Ha XpoMa-
TOIPAMME PACTBOPA CPABHCHHUA.
D. Henbrryemsiii oOpaseu aaer
PeaKiMio (8) Ha XJIOPH/IbI

Pactsop sonmen ObITh N1po3pay-
HBIM

Pacrsop 107eH ObITh OKpalleH
He HHTeHcuBHee yTanoHa Y(K),

Ot1 4,5 no 6,0

He donee 0,10 %
He Gonee 0.3 %
He Gosee 0,002 % (20 ppm)

He donee 0,5 %
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CrneundKauns Ha HCXOAHBIE MATEPHAEI

3K30IIRHE'CHC'KO"4'0005/2'02
Crp. 3 m3 3

No [TapameTpni MeToast Mertoauku Kputepni npuemaeMocTH
n/n KOHTPOJIS MCTBITAHHA
2.9 Cynbparnas 30- | F® PBIL tom 1, Pasnen  «Cynwparnas | He Gonee 0,1 %
na 24.14 J0na»
HJLPB 1718C-2016
2.10 Ocrarounsie 'O PBIIL tom 1, Pasten «Ocrarounste | [® PB 11, tom 2, 5.4
KosmuecTsa opraun- | 2.4.24,2.2.28 KOJIMHECTBA  OpraHHve-
YECKHX pacTBopuTe- CKHX pacTBOpHTEICH
ne: HJIPB 1718C-2016
- METAHO He 6onee 200 ppm
- AleTOH He 6onee 2500 ppm
2.11 Konuuecrsen- | I'® PRI, Tom 2, Pasnen «Komasecrsen- | O1 99,0 % n0 101.0 % 8 nepe-
HOE OlIpeJie/ICHHE 2.2.20 HOE ONpPeJICTICHHE) CHETE HA CYXOE BEIIECTBO
HJ1PB 1718C-2016
2.12 MukpobGuono- | I'® PB 1L, tom 1, Merommka npuromio- | O PBIL tom 1, 5.1.4
rHYeCKas YHCToTa: 2.6.12,2.6:13 cTH
- oblLIee KOMHYECTBO AM-12-000572
aspobos (OKA) [potokon samga | 10° KOE/r
- of1ee KOJM4eCTBO MMV-MH-12-1500
rpubos (OKI) 10° KOE/r
- Escherichia coli Orcyrereue B 1 1
3 Ot6op npobd - B coorsetcTBHM €O -
cranjapTHoil  onepa-
UHOHHOH  mpoleay-
poii:
COI1-KO-14-057,
COI1-KO-12-024
4 | OGBeM KOHTPOIb- - - All: 250
HO# 1podbl MBJI: 100 r
5 Ycnosus XpaHeHus - - B 3alumMuieHHOM OT CBETA MeCTe
NPH TEMIIEPATYPE HE BhIlIE
25°C
6 CpoOK roiHoCTH - — 5 ner
7 Viakoska - - JIBoiiHble NOMHITHICHOBLIC Ma-
KeThl, MeTaumyeckue Oanku, a
TAKKE APYIrHe BHIbI YIAKOBKH,
obecnevnBaomHe COXPAHHOCTE
CHIPEH HA [IPOTHNEHHH CpoKa
rOJIHOCTH.
8 H3rotosuTess - — Shilpa Medicare Limited, Huaus
9 Kon - - 120109




