OAO «b3MITy |
Crneunpukaims Ha HCXOAHBIC MATEPHATIbI RTINS TEREENE-KO-14-0102-12
— X322080 Crp, | m3d
JlaTa BBeaCHHA C: BeoauTcs siamen: JleHcTBY e 0| FpHusHa-aK Ty ATHIALIHA
30.03. 2022 CIIC-KO-14-0102-11 | Geccposto
ot 03.08.2020
JJMJTOKAUHA IN'MAPOXJIOPU L
MOHOI'MAPAT
Lidocaini hydrochloridum monohydricum
LIDOCAINE HYDROCHLORIDE
MONOHYDRATE
Kontpoas kayecrsa no H/L Pb 0340C-2016
Cocrasm Coraacosain Yrsepaui
Jlonmwnoets: xumuk I1 kareropun AJl | Jlosknocts: Havansuuk OKK Jlo/KHOCTE: 3aMECTHTENb renc?ib-
I HOTO AHPEKTOPA HeRElecTBy
HO®: M.B.babxanuesa HO®: O.B.3 v 4 HO®: TB.Barypo” A
Moanucs: Sty Moanuce:\ 47 Moanuck: ¢ 22 Z—C__
Hata: 2303 2022 Jdara: 24 OANLOA2 Jlata: 29 03 2042
Jonxuocts: mukpoGuonor [1 xare- JIOKHOCTE: 3aMECTHTENL HAYAIb- i
ropuu Huka AJl

HO®D: B.O.PaTuskg)

HOD: HA Manbiruna  /~ 2

Monnuek: -~ L Ared—

[Toanucs:

Jlata: 2% 03 3022

AW
Jlara: 1903 2022/

JlomanocTs: Guonor | kaTeropuu

JlomxHocTs: Havansknk MBJ1

HOD: U.A.Denornnna HOO: C.B.I oBa
[Toanwce: #’ [Moanuce:
Jlata: 23 03 2022 Jlara: 25.08° 2022

JlookuocTs: HauansHuk OCuP

HO®: O.A bpemaa

Moanuesy T 7 t—
Jlata: 24.03 20223

Jlomanocts: Hasvansiuk O3

HO®: B.B.Jlatorypekun

IToanmes:
Jlata: A 503 2042
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CreunuKalng Ha HCXOIHBIE MATEPHANTLE CIIC-KO-14-0102-12

[79.9 1T S 9000w

M .;n.]'y,-.?l

Crp. 234

Ne
nm

IMapameTpni
KOHTpPOJIS

Metoasl

MeToauku
HCHLITAHHI

Kpurepus npueMaeMocTH

[Tpumenenue

BopuBut, pactsop juii BHYTpH-
MBIIICYHOrO0 BBejaeHus juia Pb,
AsepOaiijpkana, Kazaxcrana,
Tajpkukucrana, ApMeHHH
[(moko3aMuH,  pacTBop  JUIA
BHYTPHMBIIICHHOIO  BBC/ICHHA
200 mr/Mn (B KavecTse BCMOMO-
raresibHOro BeuecTna)
Jlujokauna THAPOXJIOpPHIL, pac-
TBOp Ui Mubexkuuit 10 mr/ima,
20 mr/ma i PB, PO, Asepbaii-
jukana, [pysun, Kasaxcrana,
Kupruznu, Tamkukucrana, Yi-
Gexkucrana

[lpokto Ma3sb, Maib I8 PeK-
TAILHOTO H HAPYKHOTO TpHME-
Heuus s Pb

LlepTpuakcon, nOpOIIOK A
NPHUTOTOBJICHHA pacTsopa A
BHYTPHBCHHOTO M BHYTPHMbI-
mweunoro seejenus 1,0 r + Jln-
JIOKanHa THIAPOXJIOPHI, pPacTBop
JUI BHYTPHBEHHOTO H BHYTPH-
MblieyHoro BeesieHns 10 Mr/mi

HauMeHoBauue no-

Kazareaen KauecTsa:

2.1 Onucanue
(cBoiicTBa)

2.2 lMouiHHHOCTD

Busyansusiit;
I'ePBIL S

COIl-KO-14-102

Benwiit uau noutrn Genbiii KpH-
CTAUIHYECKHH NMOPOLLOK

Ouenb JIErKO pacTBOPHM B BOJIE,
NIerKo pacTBopuM B 96 % criupre.

(naenTHdHKAIHA):
A, Temneparypa I'® PEII, 2.2.14 | Pazgen «[lommmuocts | A. Ot 74 °C 1o 79 °C.
[JIABJICHHS (naenTudukanus) A»
HJ1 PB 0340C-2016
B. UK-cnextp I'® PBII, 2.2.24 | Pasznen «[loamunocts | B. UK-cniekTp nponyckanns ue-
(upentrduranus) By nuiryemoro ofpasua  JIOJDKCH
HJ1 PB 0340C-2016 coorsercrsoBath  MK-cnektpy
nponyckanus CO Jmaokanna
ruapoxnopuaa (EP CRS).

C. Kayecrsennas
peaKius

B coorBeTcTBHM

¢ HJ1

Pasnen «lloanuuiocts

(unentuduranus) C»
HJ1 PB 0340C-2016

C. llossasercs 3¢/ieHOE OKpa-
LIHBAHHE.

D. Peakuus (a) na I'®d PB 1L 2.3.1 | Pasnen «llognuunocts | D. Jlaet peakunio (a) Ha XJIOpH-
XJI0PHJIbI (uaentudmxanms) Dy b,

HJ1 PB 0340C-2016
2.3 INpospaynocts I'®PEII, 22,1 | Pasnen «[lpospaynocts | Pactsop S posmkes GbiTh npo-

pacTsopa

pacTsopa»
HJ1 Pb 0340C-2016

IpavHbIM
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Cneunduxaums Ha HCXOHbIC MATEPHANbI
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JKICUNIRD Crp.3 w3z d
Ne [TapameTpht MeTtoasi Meroauku Kpurepun npuemaeMoctu
/it KOHTPOJIA HCTILITAHH A
2.4 llsetnocts pac- | '@ PBII, 2.2.2, | Pasnen «lisernocts Pactop S nomken 6wvith Gec-
TBOpa meron Il pactsopan LIBETHBIM

2.5 pH

2.6 Taxenvie MeTas-
BIR]

2.7 Boaa

2.8 Cynstarnas 30-
na

2.9 ConyrcTaytomue
HPHUMECH:

- IpuMecs A

- HecneunpuIHpo-
BAHHLIC [IPHMECH

- CyMMa fnpHMecei
2.10 Ocrarounbie
KOJTHYECTBA OPraHu-
YECKHX pacTBOpHTE-
nen:

- aueToH

2.11 Konuyectsen-
HOE onpeje/ieHHe

2.12 bakTepuansibie
IHIAOTOKCHHEI

2.13 Muxpobuosno-
rHyecKas YHeToTa:

- o01ee KOJIM4eCTBO
aspobos (OKA) n
obiee KOJIHYECTBO
rpubos (OKI') cym-
MapHO

- FPamMoTpHIATE b=
Hbix Oaxrepuit, To-
JIEPAHTHRIX K KEJIYH,
aubo Gakrepui ce-
metictsa Enterobac-
teriaceae

- Pseudomonas ae-
ruginosa

- Staphylococcus au-
reus

FOPBIL223

'O PBIIL 2.4.8,
meron E

e PBIIL25.12

F®PBIL 24.14

FroPBILL 2.2.29

I'® PBIL,
2.4.24,2.2.28

e PBII, 2.2.20

e PBIL 2.6.14

e P,
2.6.12,2.6.13

HJ1 PB 0340C-2016
Pasnen «pH»

HJ1 PB 0340C-2016
Pasnen «Taxensie me-
TALIBIY

HJ1 PB 0340C-2016
Pasnen «Boaa»

HJ1 PB 0340C-2016
Pasaen «Cynbharnas
305a»

HJ1 P 0340C-2016
Pasaen «ComnyTeTsyio-
IHE NPHMECH)

HJL PB 0340C-2016

Pazaen «OcTtaTounbie
KOJIMYECTBA OpraHnye-
CKHX pacTBopHTeICH)
HJ1 PB 0340C-2016

Painen «KonuvecrseH-
HOE ONpee/IeHHEN

HJ1 PB 0340C-2016
Mertoanka HensiTaHnii
AMBE-12-0102
COI1-KO-12-059
MeroasKa HCIBITaHKiT
AM-12-0102
COIl-KO-12-197

014,000 5,5

He 6onee 0,0005 % (5 ppm)

He menee 5.5 % u ue 6onee 7,0 %

He 6onee 0,1 %

He 6onee 0,01 %
He donee 0,10 %

He Gonee 0,5 %
I'dPBIL 54

He 6onee 5000 ppm

He menee 99,0 % u ve Bonee
101.0 % B nepecyere Ha Ge3-
BOJIHOE BELLECTBO

He 6oaee 0,875 ED wa | mr an-
JMOKAHHA THAPOXJIOPHIAA

F'oPBILS. 14

He Gonee 10° KOE/r

Orcyrcreue B 1 r
Orcyrersue s 1 r

Orcyrerue B | 1




O

—

bARAMIL i

CreunGUKALHA HA HCXOJIHBIE MATEPHATH

CI1C-KO-14-0102-12

INICMIL LD Crp. 4 u3 4
Ne [Mapamertpsl Metoant MeToaukn KpuTepuu npHemMIeMocTH
n/n KOHTPOJIA UCHLITAHHIT
3 | Orbop npob - B cooTBETCTBHYU CO -
CTaHIapTHOM onepa-
LHOHHOH pouey-
poii:
COI1-KO-14-057,
COI1-KO-12-024
4 | OOBeM KOHTPOIIb- - - AJl: 280
HOH 1podLl MBJI: 31,0 r

5 | Yenosus xpaHeHus - - B naoTHO 3aKpBITOM KOHTCHHe-
pe, B JalMIIEHHOM OT CBeTa
Mecte

6 | Cpox roHocTH - - 5 ner

7 | Ynaxkoska - - [onMITHIEHOBLIC MAKEThI, BIO-
KeHHBlE B KaproHHbie Oapada-
Hbl, 8 TAKKE JPyrHe BHbLI yna-
KOBKH, oOecrneqHBaionHe co-
XPAHHOCTD

8 | Usrorosurens - - Dishman Carbogen Amcis
Limited, Mnns

9 Kon - E 120082

o




