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ITAMBYTOJIA THIPOXJIOPHU/L
Ethambutoli Hydrochloridum
ETHAMBUTOL HYDROCHLORIDE
Kourpoas kauecrsa no H/L Pb 0742C-2020
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(cBOHCTRA)

2.2 TloutHHHOCTH
(MacHTHOHKAIHSR)

A. Abcopbunonnas
cnekTpohoTOMETPHA
B HH(pakpacHoit
obnacti

B. Toukocaoiinas
xpomarorpadus

C. Kauyecrsennas
peaxims

D. Peakuus (a) Ha
XJIOPH/IBL

E. Kuaxocrnas
xpomatorpadus

23pH

2.4 Tlpumecs A

2.5 Conyrersviomme
MPHMECH:

- npumecs B

- Hecnenupuposan-
HBIC NIPHMECH (C 0T-
HOCHTE/TbHBIM
viepxusannem 0,75-
1.5 OTHOCHTEIBHO

'O PBIL oM 1,5.11

' PHIL Tom 1,
224

I'®d Ph 1L, Tom 1,
2.2.27

B coorsercrann ¢ HJ1

I'®dPHIL Tom 2, 2.3.1

I'® PB 1L, tom 2,
2.2.29

I®PhIL Tom 1,223

F®PBHIL tom 1.
2.2.27

I'd PBIL tom 2,
2.2.29

Painen «lTopnun-
HOCTH (HACHTH K-
Kapus) A»

HJ1 PB 0742C-2020

Pasnen «lojumu-
HOCTE (MacHTHDH-
kanus) By

HJ1 PB 0742C-2020

Pazaen «llommmn-
HOCTD (HACHTHH-
kauus) C»

HJ1 Pb 0742C-2020
Pasnen «llopamu-
HOCTD (MacHTHH-
Kaums) Dy

HJ1 Pb 0742C-2020
Paznen «[lopmn-
HOCTb (HACHTHM-
Kauus) E»

HJ1 PB 0742C-2020

Painen «pH»

HJ1 Pk 0742C-2020
Paszen «llpumecs
A»

HJ1Pb 0742C-2020
Pazaen «Conyrer-
BYIOIIHE (IPHMECH )
HJ1 PB 0742C-2020

CreundHKatms Ha HEXOHbIE MaTepHaLf A Wpﬁﬂ bHbIM LNC-KO-14-0160-06
qkm CTp 2m3d
Ne IMapameTpn Meroan Merojmkn KpHTepH# npHeMIeMoCcTH
n/'n KOHTPOJA HCIIBITAHW
1 [Tpumenenne IramOyTon, TAbNCTKN NOKPhI-
Thie IeHOUHOHA 000104KOi
400 mr
2 Hanmenosanne no-
KajatesneH KavyecTsa:
2.1 Onucanue Busyansusiii; COTI1-KO-14-102 Beastit wian nourn Gesbiit kpu-

craundeckuil nopomok. Iur-
pockonuuen. Jlerko pacrso-
PHM B BOie, pacTBopuM 8 96 %
cnupre

A. HK-cnekrp nponyckanus
HCIBITYeMOro o0pa3ua J10KeH
coorsercrsoBath MK-cniexrpy
nponyckanns CO srambyrona
ruapoxnopuaa (EP CRS)

B. OcHoBHOE NATHO HA XpOMa-
TOrPAMME  HMCHTBITYEMOTO  pac-
TBOpa (b) JOAKHO COOTBETCT-
BOBATh 10  PACHOIOKEHHIO,
IBETY M PaIMEpy OCHOBHOMY
NATHY HA XpOMaTOrpaMMe pac-
TBopa cpasHenns (b)

C. [NTosBasgerca CHHEE OKpAllIH-
BaHHe

D. Hensrryemstit obpasen aaer
peakuuio (a) Ha XJI0pHb!

E. Henbirvemsiii obpazen sbi-
aepxusaer  uensiranue «Co-
MYTCTBYIOIIHE  NPHMECH» B
payiene «Mcnbitanns Ha uuc-
TOoTY D

01371040

He Gonee 1.0 %

He 6onee 1.0 %

He 6onee 0,10 %
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Crieundmraims Ha HCXOIHBIE MATEPHALI ATPOIBHBINCHIC-KO-14-0160-06
n Crp. 3 us d
Ne [MapameTpsi Meroan Metonnku Kputepun npuemMaeMocTi
n/n KOHTPOJIs HCILITAHW A
yramOyTo1a)

- CyMMa npumecei
(npumecs B w He-
crieunduHpoBan-
HBIC TIPHMECH € OT-
HOCHTETLHLIM
yaepausanuem 0,75-
1.5 OTHOCHTENBHO
yramOyTona)

2.6 Ilpumecs D (1.2
- IMXJI0pITaHa)

2.7 Taxensie metan-
bl

2.8 loteps B macce
TP BLICYLIHBAHHN

2.9 Cyantharnas 30-
1a

2.10 Ocraroynsie
KOJIHYECTHA OPraHM-
YECKHX pPacTBOpHTE-
JICH:

= H3OIPOIHIOBLIH
Crupr

- METAHON

- IIHKJIOTeKCaH

2.11 Konuuecrsen-
HOE ONpeIC/IeHHE

2.12 Muxpobuoso-
rHYecKas YHCToTa

- 001ee KOANYECTRO
aspobos (OKA)

- oblee KOJIHYECTBO
rpubos (OKI')

- Esherichia coli

I'd PRI tom 1,
2.4.24,2.2.28

I'd PBIL tom 1,
2.4.8, Meron A

I'®d Ph I, rom 2,
2.2.32
D PBIL oM 1,

24.14

I'd PBIL, tom |,
2424, 22728

I'd PB 11, Tom 2,

2.2.20

I'd PHIL tom 1.
2.6.12,2.6.13

Paszzen «llpumecs D
(1,2 - auxnoporana)»
HJ1 Pb 0742C-2020
Paszen « Taxensie
MCTALIBIN

HJ1 PE 0742C-2020
Pasnen «lloteps 8
Macce IpH BBICYIN-
BAHMH Y

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

HJL Pb 0742C-2020
Pazaen «Ocrartoy-
HBIC KOJIHYECTBA Op-
raHHYECKHX pacTro-
puTeseiy

HJ1 Pb 0742C-2020

Pazzaen «Konuuecr-
BCHHOE onpejierne-
HHE»

HJ1 Pb 0742C-2020
Mertoamka npuro-
HOCTH

AM-12-0160
[Tporokon sanmja-
1UHH
MMV-MH-12-054

He 6onee 1,0 %
o PHILToM2, 54
He Goacee 5 ppm

He 6onee 0,001% (10 ppm)

He 6onee 0,5 %

He 6onee 0,1 %

F'®PBILTom 2,54

He onee 5000 ppm

He Sonee 3000 ppm

He 6onee 2000 ppm

He menee 99,0% u ue donee
101,0 B nepecuére Ha cyxoe
BELICCTBO

[OPBILtom1,5.1.4

10° KOE/r

10° KOE/r
Orcvrersue s | r

3 O16op npob - B coorsetcTBHM © -
KOHTPONLHOR Orie-
pauuoHHON npoue-
Aypoii:
COIT-KO-14-057,
COIT-KO-12-024

4 | OBwseMm KOHTPOD- - - AJl: 550 r

HO# npoOs! MBJI: 20,0 r
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CricunduKaums Ha HCXOIHBIE MATEPHAILE j—KO-M-OIGO-%
Crp. 4 u3d

Ne [TapameTphl Metoan Meroaukn Kputepun npuemieMocts

n/n KOHTPOJIA HCITBITaHH I

S Yeaosus xpaneHus - - B BO3YXOHCITPOHHIAEMOM
kouTeitnepe. Oy naker ¢
CHIMKAre/IeM HaXOAHTCH BHYT-
PH KOHTEHHCpA.

6 | Cpok rogHocTi - - 5 ner

7 Ynakoska - - [MonudTHICHOBBIE NAKeThI,
BJIOKCHHBIC B KapTOHHLIC KO-
poGa, a Takke JIPYrHe BHIIbI
VIIAKOBKH,  oDecreuHBalonmne
COXPAHHOCTh ChIPhA B TCHCHHE
CPOKa MOHOCTH.

8 | Usrortosurens - - Lupin Ltd., Muans

9 Kon - - 120160




