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Creundukaums Ha UCXOAHBIE MATEPHAITHI W C-KO-14-0102/3-08

3 Crp.l u3 4
Jlara sBesenus c: Beoautcs slamen: Heicrayeriaes —ARTYATH3AUHA

0408 1025 CIIC-KO-14-0102/3-07 GeccpoyHo
ot 03.02.2025

JJMJTOKAUHA N'MJPOXJIOPHUI MOHOI'U/JIPAT
Lidocaini hydrochloridum monohydricum
LIDOCAINE HYDROCHLORIDE
MONOHYDRATE
KonTpoas kauecrsa mo H/L Pb 2219C-2021,
Pa3znenam 3.2.8.4.1, 3.2.S.4.2 peracTpanHoOHHOI0 10Che
JeKapCTBEHHOro npenapara JIniokanHa raipoxJjiopH
acTBop st nabeknui 10 mr/mu, 20 mr/ma B Pb

Cocrasnian CoraacoBajn Yreepana

Homknoers: xumuk | kareropun AJl | Jomkwocts: navansiuk OKK JLomKHOCTH: 3aMecTHTEN alb-
HOTO AMPEKTOpa I

HO®D: M.B.babxanuesa HOD: 0.B.3 ﬂ HOD: T.B.Bﬁpo / /
Moanucs: oty IMoanwcs: WW
Jlata: 2% Of. 2025 Jlara: 29 og 102 Jara: 29.08°2025/

Jomkuocts: mukpobuosor Il karero- | JlomkHOCTS: 3aMECTHTEIb HAYATBHN-
PHH ka AJl

HMO®: B.O.Patyugbia HO®: HA.Mansiruwa >
MNoamnucw: 77— [Moanwce: AL
Jlata: 3. 08 2025 Jlata: 29 .08 A0S “
Jlonxnocts: Guonor | kareropuu Jonxunocts: HavanbHuk MbJ1
HO®D: U.A . DesprnHa HO®D: C.B.I e a

[Toanuce: ﬁ- IMoanwuce:

Jlara: 24708, 2025 Jlata: 19.08. 2525

JomxnocTts: Havansuuk OCuP

HOD: O.A Bpemsh B

Moanuce: / /&7 g

Jara: 28708 2625, [/

JloskHOCTh: HAYATbHUK

HO®D: U.A.Hosak

[Moanucs: / /i

Jlara: 28 08{252% \ /]
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MeTonuku
HCITLITAHUH

Kpurepun npueMieMocTH

[Mpumenenne

BopuBuT®, pacTBop 18 BHYTPH-
MBILIIEYHOTO BBE/JICHUA

(100 Mr+100 mr+1 mr+20 Mr)/2 ma
ans Pb

BopuBut, pacrsop ans BHYTpH-
MBILICYHOTO BBEJCHHS IS Ap-
MeHHH, TavkukHeTana
MHENIOMHKC, pacTBop JUIA BHYT-
PHMBIIIEHHOTO  BBEJACHMA  JUIA
Anepbaiikana

['moko3aMHH, pacTsop JUIS BHYTPH-
MbiieyHoro eeacHus 200 mr/ma (B
Ka4yecTBe BCIIOMOTATEILHOIO Belle-
CTBa)

JInziokanHa rUApOXJIOPHA, pact-
BOP JuI MHEbeKuM# 10 Mr/ma

s Azepbaitjpkana, ['pysun, PB,
P®, Kazaxcrana, Keipreicrana,
Monnossi, Tamkukucrana, Yibe-
KHCTaHa

JIlnpokanHa rHAPOXJIOPHA, pacT-
BOp Ui HHbeKunii 20 Mr/mn

s Asepbaitpkana, ['pysun, Pb,
P®, Kazaxcramwa, Kwipreiscrana,
Monnossl, Tamkukncrana, Y3ibe-
KHCTaHa

IMpokro Maib, Ma3b 1A peKkTaib-
HOr0 M HapyXKHOTO NPHMEHEHHS
s Pb

Hanmenosauue no-
Kazaresiel Kayecrsa:
2.1 Onucanue
(cBoiicTra)

2.2 *ToutmHHOCTS
(waenTHdUKALHA):
A. Temneparypa
IJIaBCHHA

B. AGcopbumnonnas

cniekTpodoToMeTpHs
B HH(paKkpacHO#

obnactu

BusyanbHblii
FePHILS.11

FOPBIIL2.2.14

O PBIIL2.2.24

COIl-KO-14-102
Paznen «Onucanne
(cBoiicTBa)»

HJ1 Pb 2219C-2021,
Paimen 3.2.5.4.2

Paszzen «lloimauocts
(naenTudukamus) A»
HJ1 PB 2219C-2021,
Pasnen 3.2.5.4.2
Pasnen «IloutHHHOCTE
(naentudukanmus) By
HJ1 Pb 2219C-2021,

benbiit man nourn Genbiid Kpuc-
TAUTHYECKHH NOPOILIOK.

OueHp N€rKO PacTBOPHM B BOJE,
Jierko pacrsopum B 96 % cniupre

A.0OT74°C 1o 79°C

B. Uudpakpacusiii cnexrp npo-
MyCKaHMA HCnbITyemoro obpasua
JIOJDKEH COOTBETCTBOBaTH MH(pa-
KpacHOMY CHEKTpY MpONyCKaHWs
CO mnokamHa ruapoXJIOpHia
(EP CRS) wam cnexrpy, npeic-
TaBJICHHOMY Ha pucyHke |
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2.11 **bakrepuans- | I'® PBII,

HBIE YHAOTOKCHHBI 2.6.14, metonn A
2.12 Mukpobuono- | I'd PB I,
rHYecKas YHCToTa: 2.6.12,2.6.13

D. Peakuus (a) na '®PBIL23.1

XJIOPHbI

2.3 llpo3paynocTs FoPBILL2.2.1

pacTsopa

2.4 Usetnocts pact- | F®PBII, 2.2.2,
BOpa meron Il

2.5pH [®PBII 223
2.6 Bona e PHIL 2.5.12

2.7 Cyabdarnas 30- | @ PBII 2.4.14

2.8 Conyrcreytoume | ['® PBII, 2.2.29
NpHMeEcH:

- npuMech A

- npumecs H

- Hecrieunduumpo-
BaHHbIE IIPUMECH

- cymma npumeceh

2.9 Ocrarounsie ko- | '® Ph I,
nuyecTsa oprannye- | 2.4.24,2.2.28
CKHMX pacTBOpPHTEICH:

- AleTOH

- TOJIyOnN

2.10 KonmuecTBeH-
HOE OrpeaeneHmne

[®PBII, 2.2.20

- 0011IeE KOIIMYECTBO

HJ1 Pb 2219C-2021,
Pasnen 3.2.54.2
Pasnen «lloanmuuHocTs
(naenTudukaums) Dy»
HJ1 Pb 2219C-2021,
Paznen 3.2.8.4.2
Pasnien «Ilpo3paunocts
pacTBopa»

HJ1 Pb 2219C-2021,
Pasnen 3.2.5.4.2
Paznen «l{BeTHOCTH
pacTBopa»

HJ1 PB 2219C-2021,
Pasnen 3.2.5.4.2
Pasnen «pH»

HJ1 PB 2219C-2021,
Pasnen 3.2.S.4.2
Pasnen «Bona»

HJ1 Pb 2219C-2021,
Paiznen 3.2.5.4.2
Pasnen «Cynsdarnas
30712

HJ1 Pb 2219C-2021,
Painen 3.2.84.2
Pasnen «Conyrerayio-
HIHE TTPUMECH»

HJ1 Pb 2219C-2021,
Pasnen 3.2.8.4.2

Paznen «Ocrarouynbie
KOJIHYECTBA OpraHuye-
CKHMX pacTBOpPHTENCH»
HJ1 PB 2219C-2021,
Paznen 3.2.84.2
Pasznen «KonnyecTsen-
HOE Onpee/ieHHe»
HJ1 Pb 2219C-2021,
Pasnen 3.2.54.2
Meromxka uernbIranmit
AMBE-12-0102/3
COIT-KO-12-059
MeTtoauka HenbITaHui
AM-12-0102/3
COI1-KO-12-197

axzemanAp §rp.3wsd
=3 |
No [TapameTpni Metons! Metoauku Kpurtepuu npueMaeMocTH
n/n KOHTPOIS HCIILITAHHI
C. Kauecrsennas I'®PBIIL, 2.3.1 | Pasnen «llomunocts | C. Tlossnsercs 3eneHoe okpatin-
peaxuus (uaenTudukaumus) C» BaHHe

D. Hcnseiryemuiit obpaseu aaer
peaxiHio (a) Ha XJI0pHIbI

Pactsop S nomken ObITh npo3pas-
HBIM

Pactsop S nomken ObiTh Gecuser-
HBIM

Or4,0 1055

Ot 5,5 % n0 7,0 %

He Gonee 0,1 %

He 6onee 0,005 %
He 6onee 0,005 %
He 6onee 0,10 %

He 6onee 0,5 %
I'®PEIL 54

He Gonee 5000 ppm

He 6onee 890 ppm

He menee 99,0 % u ue Gonee
101,0 % numaokanHa rHApOXIIO-
puaa B mepecyete Ha Oe3BojHOE
BEILECTBO

He Gonee 0,875 ED na 1 mr am-
JIOKaWHa THAPOXIOpHAa MOHO-
rujpara

[®PBILS5.1.4
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CneumduKkaums Ha HCXOAHBIE MaTEPHANbI on: CI1G-KO-14-0102/3-08
K Grp.4 w3 d
Ne [NapameTpsi Meroasl MetoaukH Kputepuy npueMieMocTH
n/n KOHTPOJIA HCIBLITAaHHA

aspobos (OKA) u 0b-
[ KOJIHYECTBO IPH-
6o (OKT") cymmapro He 6osee 10° KOE/r
- TPaMOTPHLATEIb-
HBIX Oaktepuit, TO-
JIEPAHTHBIX K JKETUH,
mbo OaxkTtepui  ce-
meiictBa Enterobac-

leriaceae Orcyrcreue B8 1 1
- Pseudomonas ae-
ruginosa OtcyrctBue B 1 1
- Staphylococcus au-
reus Otrcytersue 8 1 1
3 OTt6op npob ~ B coorBeTcTBHH CO -
CTaHapTHOH onepa-
LHHOHHOH npouey-
poii:
COI1-KO-14-057,
COI1-KO-12-024
4 | Obbem KOHTPOL- - - AJl: 250r
HO# npoObl MBJI: 31.0r
5 Ycnosus XpaHeHus - - B n70THO 3aKpLITOM KOHTEHHEpe,
B 3ALIMLICHHOM OT CBETa MecTe
6 | Cpok roaHocTH - - S ner
7 Vnakoska - - JIBO#HBIE MONUITHICHOBBIC NaKe-
Thi, BJOKEHHbIC B IMOJIHITHIEHO-
Bbic OapabaHbl
8 | Marorosurens ~ ~ Swati Spentose Pvt. Ltd., Muaus
9 Kon — - 120082

V4

*UcnbiTanus NMOJUTHHHOCTH M3 KakI0# YNakOBOYHOH EIWHMIBI Mepea BbiaueH B MPOH3BOACTBO
nposoauTts cornacHo COI1-KO-14-056 metogom I'® Pb 11, 2.2.40 CnexrpodoromeTpus GaniHero
undpakpacnoro auanazona 6o I'® Ph 11, 2.2.48 Pamanosckas cnekrpomerpus. Kpurepun npuemie-
mocTH: «CnekTp uenbiTyemoro ofpasia 0JKeH COOTBETCTBOBATH CMNEKTPY JMAOKAHHA MHAPOXJIOpHIA
MOHOTIHpaTa, BHeceHHoro B Gubnuotexy cnekrpor BUK-ananusaropa 6o cnexrpomerpa Konebaresib-
HOro (PaMaHOBCKOTO) PacCesHHA.

**UcnpITaHne NPOBOJAT, €C/TH MCXOAHLIH MaTepualn npejHas’HayeH [UIA NPOH3BOACTBA JIEKAPCTBEHHBIX
MpenapaToB NApeHTEPANLHOIO IPUMEHEHHS.



