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JTPOTABEPUHA I'H/IPOXJIOPU/L

Drotaverini hydrochloridum
DROTAVERINE HYDROCLORIDE
Konrpoas kayecrsa no HJ/L Pb 0299C-2020

Cocrasui CoraacoBaamn Yreepani

Jloamnoets: xumuk Il kareropun AJl

JlonkuocTs: HauyaibHuk OKK
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JlokHOCTh: HauwiLHUk OCuP
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Jlara: 13 Q€ 040

JlonxuocTs: HavanbHuk O3—22"0

HO®: B.B. Jlatorypesdii

[Toanuew:

Jlara: ¢ Of 3020+




0AO lelmrrpnn&ggg
CreundHKaMs Ha HCXOIHbBIE MATEPHAIIBI Ey Cre-KO-14-0053-12
o Crp. 2 u3d
Ne IMapameTphl Merom Meroankn Kpurtepnu npuemMaeMocTH
n/n KOHTPOJI HCITBITAHHI

[Tpumenenne

JlpoTaBepuH, pacTBOp JUIA BHYTPH-
BEHHOI'O M BHYTPHMBILLICHHOIO BBEIC-
Hust 20 Mr/ma

JlpotaBeprHa ruApoxXI0puiL, TabneTku
40 mr

ro

Haumenosanue no-
KazaTenen
Ka4ecTsa:

2.1 Onucanne
(cBoficTBa)

2.2 ToutHHHOCTS
(waenTuduxanus):
A. ABcopOumnonnas
CnexTpodhOTOMETPHA
B HH(ppakpacHo#H
obaacTn

B. AGcopbumnonnas
crnexTpopOTOMETPHS
B yabTpatuoneTo-
BO# M BHAMMOHA 00-
NACTAX

C. Kauyecrsennas
peaKius

D. Peaxkuus (a) nHa
XJOPHIbI

2.3 llpospaynocTs
pacTsopa

2.4 UsernocTs pac-
TBOpa

2.5pH

2.6 Conytersyromme
NPHMECH!

- mobas npumecs
- CymMMa rpHMeceH

Busyansusifi,
['®PBIL Tom 1,

5.11

I'd Ph 1L, tom 1,

2.2.14

I'd PEII, tom 1,

22.24

—

I'd PBIL, tom |,

2.2.25

B coorBeTCTBHH

¢ HJL

['® PB Il tom 2,

231

I'®PBIL tom |,

2.2.1

' PBIL tom 1,
2.2.2. meton Il

O PBIL tom 1,

223

['® PB I, Tom 2,

2.2.29

COI1-KO-14-102

Paznen «Iloumu-
HOCTb (HaeHTH(UKA-
uns) A»

HJ1 PB 0299C-2020

Pasaen «llopamu-
HOCTh (HAeHTH(HKA-
uus) B»

HJ1 Pb 0299C-2020

Pasnen «Ilommmn-
HOCTH (WACHTH(MKA-
s ) Cr»

HJ1 Pb 0299C-2020
Passien «llommn-
HOCTh (MaenTduka-
ums) Dy

HJI PB 0299C-2020
Paszen «I1po3pas-
HOCTH pacTsopa»
HJ1 PB 0299C-2020
Pasjen «llseTnocrs
pacTBopan

HJ1 PB 0299C-2020
Pasznen «pH»

HJ1 Pb 0299C-2020
Pasnen «Comyrer-
BYIOIIHE ITPHMECH )
HJ1 PB 0299C-2020

Kpucraumyeckuit 1opotok o1 cset-
JIO-KEITOr0 J10 3€JIEHOBATO-KEATOIO
1BeTa. YMEpeHHO pacTBOPHM B BOJIE,
pactsopuMm 8 96 % criupre, J1erko pac-
TBOPHM B XJ10podopme.

Temneparypa nuasaenns: or 208 °C
10 211 °C (6e3 npeBapUTeILHOIO
MOACYIIHBAHNSA ) C PA3IOKEHHEM.

A. UK-cnekTp nponycKaHua UCIibi-
Tyemoro obpastia 10/K€eH COOTBETCT-
sosath MK-criexktpy nponyckanus CO
JAPOTaBEPHHA THAPOXJIOPUIA
(TRC-D689700) uam cnexkTpy, npe-
CTAR/ICHHOMY HA pHCYHKeE 1.

B. CriexTp NOIJIOMERNS NOJTYyHeHHOro
pacTBOpa B AHANA3OHE JUTHH BOJIH OT
220 um 110 400 HM PMEET MAKCHMYMBI
npu 241 1M, 302 um ¢ 353 HM.

C. lNoseasercs KOPHUHEBATO-KPACHOE
OKpalHBaHHe

D. Ucneityemuiit obpaselt jaer peak-
LHIO (&) Ha XJIOPHIILL.

PacTsop a0/1KeH ObITh 11PO3pAYHbIM

Okpacka pacTeopa 10/KHa ObITh He
nutencusnee aratona GY(3XK);: u un-
rencusHee GY(3K)s

Or3,5105,5

He Gonee 0.5 %
He 6onee 1.0 %




0AO IMIDHTROBMLIA

. CIIC-KO-14-0053-12

CrieunduKatng Ha HCXOAHBIC MATEPHAbI -4 e
| ‘m"}’ Crp.3 u34d
Ne [TapameTpst Meroani Meroankn KpuTepnn npHemMieMoCTH
n/n KOHTPOJISA MCIILITAHHH
2.7 Tawensie meran- | I'® PB 1L, tom 1, | Paznen «Conyrer - He 6onee 0,002 % (20 ppm)
Jibl 2.4.8, meton C | Bytoume npuMecH»
HJ1 PB 0299C-2020
2.8 Bona I'® PB 11, Tom 2, | Pasaen «Bona» He Gonee 3,0 %
2.5.12 HJL PB 0299C-2020
2.9 Cyundarnas 30- | 'O PBIL, tom 1, | Pasnen «Cyandarnas | He Gonee 0,1 %
na 24.14 3onan
HJI PB 0299C-2020
2.10 Octarounste I'® PB I, tom 1, | Pasaen «Ocrarounsie | '® PBIL tom 2, 5.4
KonMuecTsa oprann- | 2.4.24,2.2.28 KOJIH4ECTBA OpraHu-
HECKHX PacTBOPHTC- YCCKHUX PACTBOPHTE-
aeit: nein
HJ1 PB 0299C-2020
- 2-nponaxo He 6onee 0.5 % (5000 ppm)
2.11 Konmuectsen- | '® PB I, tom 2, | Pasaen «Konuuecr- He menee 98,0 % n ne 6onee 101.0 %
HOE ONpeIe/ICHHE 2.2.90 BEHHOE Onpe/esieHney | B nepecyere Ha HE3BOHOC BELIECTRO
HJ1 P 0299C-2020
2.12 Baktepuansisie | ['® PB 11, tom 1, | Meroanka npuroamo- | He Goaee 4,3 ED na | mr apotasepy-
IAOTOKCHHBI * 2.6.14 CTH HA THAPOXJIOPH/IA
AMBE-12-0053
[TpoTokon Bamaaimm
MMV-MH-12-531
2.13 Muxpobuono- | I'® PB 11, tom 1, | Metoauka npuroauno- | I'® PRI, Tom 1, 5.1.4
rHYecKas YHCTOTa: 2.6.12,26.13 CTH
s CTePHILHBIX AM-12-0053
JIC: IpoTrokon BaTHAALHK
- oDIee KOJIHYECTBO MMV-MH-12-037
aspobos (OKA) u
ofuiee KOJH4YeCTBO
rpubos (OKI') cym-
MapHO He Gonee 10° KOE/r
- FpaMoTpHLIATE b=
HEIX OakTepuit, To-
NIePAHTHBIX K JKEI4H,
6o BGaxkrepuit ce-
meiicrsa Enterobac-
teriaceac Orcyrersue B | 1
- Pseudomonas aeru-
ginosa Orcyrereue 8 | r
- Staphylococcus
aureus Orcyrersue B | ¢
JUIS HECTEPHITBHBIX
JIC:
- o0uiee KOAUYeCTBO
aspobos (OKA) 10 KOE/r
- o01ee KOTHIeCTBO
rpubos (OKI) 10° KOE/r
- Escherichia coli Otcyrereue B | r
3 O16op npob B coorsercTBHM CO

CTaHJIapTHOMH olepa-
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Ne
n/n

[TapameTpni
KOHTPOJIS

Meros

Meroankn
HCITBITAHHHA

KpuTepun npuemaeMocTH

IIHOHHOH NpoOUeIy-
poii:
COI1-KO-14-057,
COIl-KO-12-024

ObneM KOHTPOIb-
HO#H npoGul

Al 210r

MBJT:

s crepuibhbix JIC - 31,01
i Hecrepwibibx JIC — 20,0 r

Yenosus XpaneHus

B mioTHO 3aKpbiTOM KOHTeHHepe B
3AUIMIICHHOM OT CBETa MecTe [pH
TeMmineparype He Boie 25 °C

CpoK roadocTi

S ner

Vnaxkoska

Or 0,5 kr 1o 15,0 kr B makersl H3
IVIEHKH  NOJHOTHIACHOBOK.  [lakerst
MOMELIAIOT B TPEXCAOiiHbIE OyMaKHble
MEUIKH WM OAHKH XKECTAHBIC,

Mo 0.5 kr wim 1,0 kr B Ganku cBeTo-
JAUMTHOIO CTEK/1a ¢ BUHHTOBOM ropio-
BHHO, @ TAK)XKe JIPYTHE BH/IbI YIIAKOB-
KH, obecrieunBalolMe COXpPaHHOCTh
ChIpbS HA NMPOTHKCHHH CPOKa rojgHO-
CTH,

HirotoBure/ib

HpOurckniit XHMUKO-(apMaLeBTHYCCKHI
3apoj1 OAQ, Poccniickas ®esepatims

Koxa

120051 — 1st pacTBOPOB 1% HHBEK-
L
120107 - aas tabaeTok

* — uenwITaHue MPOBOJAT, €C/IH cy6cmuuua NpeHAZHAYECHA JUIA ITPOU3BOJICTBA JIEKAPCTBEHHLIX CPEIACTH
JUTA IAPEHTCPABHOTO TPHMEHEHHSA




