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CepTudukar COOTBETCTBHS M AHAJIN3A

DELPHARM
Reims
CepTtudurar coOTBETCTBHS

Crpanuma 1

Hara megaru: 11/05/23

B 14:38:59

IIponyxkr: JIA30JIBAH pactBop 15 mr/5 mi
POCCUICKAS ®EJIEPALIUA

Peructpanuonnoe ynocrosepenue Ne: P N014992/03
®JIAKOH 100 ma

Kon 3akazunka / Bepcust 845020 - 001
JelicTBytolre BeliecTBa AMBPOKCOJIA TUJPOXJIOPUJI 15 mr/5 mn
Aptuxyn Ne: 322632

Ne mapTuwn/cepun 234572

No cepunu 6anka: 234572

No JTunieH3un nNpou3BOICTBRA! M 15/292

Ne Ceprudukara: 2020/HPF/FR/013
IIpou3BoacTBeHHAS CHEITU(MUKAIIHS: VV-QUAL-0344089 3.0
Crenudukanus ans nposenenus ucnbitannii VV-QUAL-0750147 1.0
[ata mpousBojcTBa: 032023

JlaTa okOHUaHUs CpOKa TOJHOCTH: 02 2026

Pa3mep BrITyIIEHHOH Cepuu: 78.518 E/L.

CepTudukaiinoHHOE 3asBICHUE:

«HacTosummM moaTBep ka0, YTO BhIICyKa3aHHA MH()OPMAIHS SIBJISETCS JOCTOBEPHOM M TOUHOM
U 4TO BCE ATalbl IPOU3BOJCTBA 3TON CepUU TOTOBOW MPOIYKIUU ObUIM BBIIOJHEHBI B MOJTHOM
cooTBeTcTBUM ¢ TpeboBanuamMu GMP mecTHbIX perynupytomux oprano, EC u TpeboBaHMsIMH,
COJIEPKALIMMUCS B PETUCTPALIMOHHOM YJOCTOBEPEHUU CTpaHbl/CTpaH Ha3HayeHUs. JlIOKYMEHTHI,
Kacaroluecss MPOU3BOJCTBA, YNMAKOBKM M aHAINW3a CEpUH, ObUIM NPOBEPEHbl U MpPHU3HAHbI
cooTBeTcTByrOIUMHU TpeboBanusM GMP. Ilo dakrty mr00BIX OTKJIOHEHHMH ObLIa TpPOBEICHA
IPOBEpPKa, BONPOCHl OBbUIM 3aKpbIThl 0 BblMycka cepuu. Cepus ObLia BBINYIIEHA
YHOJTHOMOYEHHBIM JIULIOM.

VYnonmaomodeHHOE JIMIO

Melanie HUYNH
TTonmmce

<HOJINCH>
12 MASI 2023

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims. ®panmms



CemeanaT COOTBETCTBUA U aHaJ/IN3a

P

DELPHARM
Reims

Crpanuna: 2

Hara neuatu: 11/05/23

14:38:59

Hara nmpouzsoactsa: 30/03/23

Haszpanue JIABOJIBAH pacteop 15mr/5mn  POCCUMCKAS
MpOAYKTa: OEJIEPALINA
[Iponyxt Ne: 322632 Kopn 3aka3umka / Bepcust 845020 — 001
Ne maptum/cepun 234572

Ne cepuu Ganka: 234572

Crnenmdukanus it mpoBenaeHus ucnsitanuid.: VV-QUAL-0750147 1.0  Cpoxk rogaoctr: 02 2026
[MpousBoacteennas cneuudukanus Ne: VV-QUAL-0344089 3.0

IToka3zaren Hopma Pe3yabTart
Onucanue [Ipo3pavnas wim noutu npo3pavnas, COOTBETCTBYET
OeclLBEeTHAs MJIM MTOYTH OECIBETHAS,
cJerka Bsi3Kas )KUJIKOCTb
LBeTHOCTH pacTBOpa Hcnwityemsrit pactBop okpaimieH He  COOTBETCTBYET
0oJiee UHTEHCHUBHO, YEM dTAJIOHBI BS
wm BY 5
[Ipo3paunocTs pacTBOpa OnanecueHus UCIBITYEMOTO CooTBeTCTBYET
pacTBopa He MpeBbIIAeT 0,929 NTU
onajecleHIuo 3rtajgona 1
pH 2,8-3,8 34
OrtHocuTebHas INIOTHOCTh 0,980 - 1,020 1,003
D (20/20) 1,0033
[HommuaHOCTH: AMOpOKCOTa Y ®-criekTp COOTBETCTBYET CooTBeTcTBYET
rugpoxinopua N-A 872 CL (AM) CTaHIapTHOMY 00pasily
[HommuaHOCTH: AMOpOKCOTa Bpewms ynepxuBanus cootBeTcTByeT COOTBETCTBYET
ruapoxiopun N-A 872 CL (BOXX)  cramgaptHOMY 00pasiry
[HopnmuHAOCTH: OEH30MHOM KUCIOTEl  Bpems ynepkuBanus coorBeTcTByeT (COOTBETCTBYET
(BOXKX) CTaHIapTHOMY 00Opasiry
KonuuectBennoe onpeneieHue: 285,0 - 315,0 mr/100 mn 298,2 mr/100 M
AmOpoxcona ruapoxiopun N-A 872 (95.0 - 105.0%)
CL (BOXX)
KonuuectBennoe onpeneicHue: 45,0 - 55,0 mr/100 mn 49,2 mr/100 mn
OenzoiiHoi kucnoTs (BOXKX) (90.0 - 110.0%)
[ponyxTe! paznoxenws: N-A 873 CL  He 6omee 0,4 % <0,10 %
(BOXX)
[poxyxre! paznoxenus: N-A 1777 CL He 6omnee 0,2 % <0,10 %

(BIXKX)



CepTu(dUKAT COOTBETCTBMS M AHAJIN3A ‘D

DELPHARM
Reims
Hazpanue JIABOJIBAH pacteop 15mr/5mn  POCCUMCKAS Crpanuna: 3
MPOJYKTa! OEJIEPALINA
IIpoaykt Ne: 322632 Kon 3akazumka / Bepcust 845020 — 001  [lara mewaru: 11/05/23
14:38:59
Ne maptum/cepun 234572 Hara nmpouzsoactsa: 30/03/23

Ne cepuu Ganka: 234572
Crnenmdukanus it mpoBenaeHus ucnsitanuid.: VV-QUAL-0750147 1.0  Cpoxk rogaoctr: 02 2026

[MpousBoacteennas cneuudukanus Ne: VV-QUAL-0344089 3.0

IToka3zaren Hopma Pe3yabTart

[IponyKTh! paznoxeHus: He 6omnee 0,2 % <0,10 %
N-AB 773XX (BOXKX)
IIpoayKThl pa3ioKeHUs: eTMHUYHbBIN

HEeUJCHTUDUITUPOBAHHBIN TTPOTYKT He 6oiee 0,2 % <0,10 %
paznoxenus (BOXKX)
IIpoayKThI pa3ioxXeHus: CymMMa He 6omee 1,0 % <0,10 %

POAYKTOB paznoxkeHus (BOXX)

IIpumeuanus:

OreHKa: COOTBETCTBYET HOPMaM crielu(puKaum

JlaTa ananmza 1 11/05/23 IMoanuce
Howmep ananuza : 428932 KonTtposns kagectBa

Aude POITRINE
11 MASA 2023



Certificate of Conformance and Analysis

Product :

Customer code - Version:

Active Ingredient(s):

Article No.:

Batch/Lot No.:

Bulk Batch No:

N° of Manufacturing Authorization:

Certificate Number:

Manufacturing specification

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity released:

%

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:11/05/23
at:14:38:59
LASOLVAN Solution 15mg/5ml
RUSSIAN FEDERATION
MARKETING AUTHORIZATION N°: P NQ14992/03

100m1 - bottle

845020 - 001

AMBROXOL HYDROCHLORIDE 15mg/5m1

322632

234572

234572

M 15/292
2020/HPF/FR/013

VV-QUAL-0344089 3.0
VV-QUAL-0750147 1.0
03 2023

02 2026

78.518 UN

Certification statement:

"1 hereby certify that the above information is authentic and accurate and that all the manufacturing stages
of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Jocal Regulatory Authority, the EU and with the requirements of the Marketing Authorization(s) of the
destination country/countries. The batch processing, packaging and analysis records have been reviewed and
found to be in compliance with GMP. Any deviations have been assessed and closed prior to batch release

The batch has been released by a Qualified Person”.

Qualified Person Mélanie

Signature ,
12MA 03—

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name :
Article No. .: 322632
Batch/Lot No.: 234572
Bulk Batch No: 234572
Testing Specification .

Manufacturing Specification No.:

LASOLVAN Solution 15mg/5m]
Customer code - Version: 845020

RUSSIAN FEDERATION
- 001

: VV-QUAL-0750147 1.0

VV-QUAL-0344089 3.0

<

DELPHARM
Reims

Page: 2
Printed on:11/05/23
at:14:38:59

Date of Manufacture:

Expiry Date .

30/03/23

: 02 2026

Tests Specifications Results
Description Clear to almost clear and colourless Conforms
to almost colourless slightly viscous
syrup.
Colour of solution Not more intensely coloured than Conforms
reference solution B5 or BY5
Clarity of solution Not more opalescent than reference Conforms
suspension II 0,929 NTU
pH 2.8 - 3.8 3.4
Relative density 0.980 - 1 020 1.003
D(20/20) 1,0033
Identification: Ambroxol hydrochloride UV-spectrum corresponds to reference Conforms
(N-A 872 CL) (PDA)
Identification: Ambroxol hydrochloride Retention time corresponds to reference Conforms
(N-A 872 CL) (HPLC)
Identification: Benzoic acid Retention time corresponds to reference Conforms

(HPLC)

Active ingredient content: Ambroxc]l
hydrochloride (N-A 872 CL)(HPLC)

Preservative content: Benzoic acid
(HPLC)

Active ingredient degradation:N-A 873 CL
(HPLC)

Active ingredient degradation:N-A 1777CL
(HPLC)

285.0 - 315.0 mg/100m
(95.0 - 105.0 %)

45.0 - 55.0 mg/100m]
(90.0 - 110.0 %)

NMT 0.4 %

NMT 0.2 %

298 .2 mg/100m1

49 .2 mg/100m]

< 0.10 %

< 0.10 %
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DELPHARM

Certificate of Conformance and Analysis

Reims
Product Name : LASOLVAN Solution 15mg/5m] RUSSTAN FEDERATION Page: 3
Article No. .: 322632 Customer code - Version: 845020 - 001 Printed on:11/05/23
Batch/Lot No.: 234572 at:14:.38:59
Bulk Batch No: 234572
Testing Specification . 1 VV-QUAL-0750147 1.0 Date of Manufacture: 30/03/23
Manufacturing Specification No.: VV-QUAL-0344089 3 ¢ Expiry Date . : 02 2026
Tests Specifications Results
Active ingredient degradation:N-AB 773XX NMT 0.2 % < 0,10 %
(HPLC)
Active ingredient degradation: Any NMT 0.2 % < 0.10 %

unspecified degradation product (HPLC)

Active ingredient degradation: Total NMT 1.0 % < 0.10 %
degradation products (HPLC)

Date of Analysis : 11/05/23 Signature
No. of Analysis : 428932 QuaTity Control

AUDE POITRINE
11 MAI 2023




