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CrieunuKaima Ha HCXOIHLIC MATCPHAbI .

CI1C-KO-14-0160-06

Crp. 1 usd

Jlata aeesienns c:

2%.41. 26107,

BBOAHTCA B3AMEH!
CIC-KO-14-0160-05
o1 27.03,.2015 1,

JeicTayeT o
HeccpoyHo

_3K3gMnnap

AM3alUns

ITAMBYTOJA THAPOXJIOPU/L
Ethambutoli Hydrochloridum
ETHAMBUTOL HYDROCHLORIDE
Kourpoas kauecrsa no H/L Pb 0742C-2020

Cocrasua

Cornacosaan

Yrsepauna

Jlonxkuocts: xumuk 11 kareropun AJl

JomknoceTs: navansink OKK
7

JIONAHOCT: 3aM, ICHEPAILHOTO TN~
peEKTOpa MO KauecTay '

HO®: M.B.Kyxyopetko HO®: O.B3euwkd , .2/ 7/ HO®D: T.B-
Noanues: XY Moanuck: ( NS ﬂonnuca‘:\\
Java: 13 44020, Hara: 2 &, . ;w,wél/ Mata: 26 74 2040 =

Joamuoets: Mmukpobuonor Il karero-
pHm

JoawuocTs: 2aM, Havanbiika AJl

HO®: B.O.Patumxopa”

HO®: H A Maiasirusa

IMoanues: - A%/

[Moanucs: A ,V

Jara: S A3 2202

Jlata: 26,11 1020¢

Jlonkuocts: Havaasing MbJI

HO®: C.B.T; KOBA

MMoanues: (

Jlara: 2y 14 Aoic

JloaxuocTs: Havansuuk OCuP

HO®: O.A.Bpemia- -
nommc&.:fy%

Hara: 24,41 iwum

P e )

JloARHOCTE: HAYATLEHNK

HO®; B.B.JlatorypesmuiN

TMoanucs:

Hata: 24, 44 103102 .




QA€

(CrOMCTRA)

2.2 TloUTHHHOC T
(nacHTHdHKAIHR)
A. AGcopOumnonnas
CeKTpohoTOMETPHSA
B HH(paKpacHOM
obnacru

B. Tonxkocnoitnan
xpomarorpadus

C. Kauyecraenuas
peakiuma

D. Peakuus (a) na
XJAOPH/IBI

E. Xuaxocrnas
xpomatorpathus

2.3 pH

2.4 lpumecs A

2.5 Conyterayiomme
MPHMECH:

- npumech B

- Hecrennduposan-
HBIC TIPHMECH (C OT-
HOCHTC/IBHBIM
yaepxusanuem 0,75-
1.5 OTHOCHTEABHO

[®PBIL oM 1,5.11

I'd PEIL ToMm |1,

-~

I'd PhIL Tom 1,
2.2.27

B coorsercreun ¢ HJL

I'®dPB I Tom 2, 2.3.1

I'®d PB I, rom 2,
2.2.29

F®PHILTOoM 1,223

I'® P I, tom |,
2.2.27

I'd PEIL tom 2,
2.2.29

Painen «llopnun-
HOCTh (HaeHTH -
Kanus) A»

HJ1 PB 0742C-2020

Paznen «lloumn-
HOCTh (MacHTH]DH-
Karus) By

HJ1 Pb 0742C-2020

Paznen «llommn-
HOCTD (HACHTHH-
kauus) C»

HJ1 P 0742C-2020
Pasnen «lloanmu-
HOCTB (maeHTHdH-
Kauus) D»

HJ1 Pb 0742C-2020
Pasnen «lloamu-
HOCTL (HAeHTHH-
Kauusg) E»

H/1 PB 0742C-2020

Pasnen «pH»

HJ1 Pb 0742C-2020
Pasnen «llpumecs
A»

HJ1 PB 0742C-2020
Pasnen «Conyrer-
BYIOIIHE IIPHMECH »
HJ1 PB 0742C-2020

CrieundHKaums Ha NEXOIHbIE Ma‘repuam.ulm KORTEONBHBIA CTIC-KO-14-0160-06
_343eMBaRp Crp: 2 4
Ne [MapameTpel Meroant Metosnkn Kpurepuu npHeMieMocT
n/'n KOHTPOAA HCIBITAHH
1 [MTpumenenne DrambyTon, TAbNCTKH NOKPbI-
Thi€ IJICHOMHON 0D0I04KO
400 mr
2 Haunmenonanne no-
KajaTeseH KavecrTna:
2.1 Onucauue Buavansubiii; COI-KO-14-102 beasiit wan nowtn Gelibii Kpu-

craumueckuit nopomok, I'ur-
pockonuuen. Jlerko pacrso-
pHM B Boje, pacTBopuM B 96 %
crnupre

A. HK-cnexktp nponyckaHus
HCIIBITYEMOro odpaina JA01KCH
cootsercrsoBath MK-criekrpy
nponyckanns CO srambyrona
ruapoxaopuaa (EP CRS)

B. OcHoBHOE MATHO Ha XpoMa-
TOTPAMME  HCTIBITYEMOTO  pac-
Topa (b) 10MKHO COOTBETCT-
BOBATH MO  PaCioIOKEHHIO,
UBETY M PasMepy OCHOBHOMY
NATHY HA XpoMaTorpaMme pac-
TBopa cpasrenns (b)

C. lNosBnsgeTcs CHHEE OKPAIIn-
BaHue

D. Hensrrvemniil obpasen naer
peakinio (a) Ha XJI0pHILI

E. Mcnurryemuiii obpasen Bbi-
aepxupaet uenbiranue  «Co-
NYTCTBYIOUIHE TMPHMECH» B
payiienie «MensiTanua na vuc-
TOTy))

Ot 3.7 10 4,0

He Gonee 1,0 %

He 6onee 1.0 %

He 6onee 0,10 %
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Creundmraims Ha HCXOAHBIC MATCPHANbI ATUONBNBIVCHIC-KO-14-0160-06
n Crp. 3 s d
Ne [MapameTpsi Meromi MeToauks Kpurepun npuemaeMocTi
n/n KOHTPOA HCHBLITAHUA

yramGyToia)

- CYMMa npumeceit
(npumeck B n He-
crieunduuuposan-
HBIC TIPHMECH € OT-
HOCHTEIIhHBIM
yaepausanuenm 0,75-
1,5 OTHOCHTENBHO
sramOyTona)

2.6 Tlpumecs D (1.2
- JIHXJI0p3TaHa)

2.7 Taxenuie Meran-
IIbl

2.8 loreps B macce
[IPH BLICYUIHBAHHH

2.9 Cyasarnas 30-
1a

2.10 Ocrarounsie
KOJHYECTBA OPraHu-
YECKHX pacTBOpHTE-
Qe

- HIONPONHIOBEIA
CIMpT

- METAHO

- LIHKJIOTEKCaH

2.11 Konmuvecrseu-
HOE OTpejIe/ieHHe

2.12 Muxpobuono-
IHYCCKas YHCTOTa
- o01ee Koam4ecTno

I'd PHIL tom 1,
24.24,2.2.28

I'd PHIL Tom 1,
248 meront A

I'd PB 11, Tom 2,
2.2.32

I'd PHII, tom 1,
24.14

I'd PBIIL, Tom 1,
2424,2228

I'® PB L tom 2,
2.2.20

I'd PEIL tom 1,
2.6.12,2.6.13

Paszen «llpamecs D
(1,2 - auxnoporana)»
HJ1 PB 0742C-2020
Pazznen « Taxensie
METALIBIY

HJ1 PB 0742C-2020
Paisen «floteps 8
Macce MpH BICYLIN-
BAHHH Y

HJ1 PB 0742C-2020
Pazzien «Cyandar-
Has 3071a»

HJ1 P 0742C-2020
Pazaen «Ocraroy-
HbIE KOJIMYECTBa Op-
IAaHHYECKHX PacTBo-
puresein

HJ1 Pb 0742C-2020

Paznen «Konuuecr-
BEHHOE onpeserne-
HHEY

HJ1 Pb 0742C-2020
MeTtoauka npuro-
HOCTH

AM-12-0160

He 6onee 1,0 %
I'dPHILtom 2,54
He Gonee 5 ppm

He 6onee 0,001% (10 ppm)

He 6onee 0,5 %

He donee 0,1 %

IF®PBILTom 2,54

He Gonee 5000 ppm

He Gonee 3000 ppm

He Gonee 2000 ppm

He menee 99.0% u ne 6onee
101,0 B nepecuére na cyxoe
BEIIECTRO

ToPBILtom 1,514

HOM npo0s!

aspobos (OKA) Mporokon sanmaa- | 10° KOE/r
- 0DLIee KOJMYECTBO HH
rpubos (OKT') MMV-MH-12-054 10° KOE/r
- Esherichia coli Oreyrerane s | r
3 OrGop npod - B cootBetcTBHM C -
KOHTPOJILHOK One-
PalMoOHHON mpore-
Jypoii:
COIT-KO-14-057,
COI1-KO-12-024
4 O6BeM KOHTPOITB- -

AJl: 550 r
MBJI: 200
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CrieundmKanms Ha UCXOIHBIE MaTepHAIbI

¢-KO-14-0160-06

o Crp. 4 w3 d
Yy
Ne [TapameTpni Metonn Meronuku Kpurepun npuemaemMocts
n'n KOHTPOSA HCITBITAHHH
S Yeaosus xpanenus - - B BO3AYXOHCITPOHHIIAEMOM
kouteitnepe. Oy naker ¢
CHJIHKAreJeM HaxoMTCH BHYT-
PH KOHTEHHEpA.
6 | Cpok rogHocTH - - S ner
7 Ynakoska - - [MoaudTHICHOBBIC NaKkersl,
RJIOKEHHBIC B KAPTOHHLIC KO-
poba, a TaKkke JApYrHe BHIbI
YIIAKOBKH,  0DECneqnBaIOINe
COXPAHHOCTh ChIPbA B TCUCHHE
CPOKa TOIHOCTH.
8§ | Marorosutens - - Lupin Ltd., Wnans
9 Koxn - - 120160




