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DELPHARM
Reims
CepTHuduKat COOTBETCTBHS
Crpanuna 1
[Jara neuaru: 16/07/25
9:00:50
IIponyxkr: JIA30OJIBAH
POCCUMCKAS ®EJEPALINA
Peructpanmonnoe ynocroBepenue Ne: JIIT-Ne(006032)-
(PT-RU)
100 mi - hiaakoH
Kon 3aka3umka / Bepcus 863906 - 002
JeficTBytomIie BemecTBa AMBPOKCOJIA TUJPOXJIOPU/I 30 mr/5 mn
Ne mpoayxkra: 323613
Ne maprun/cepun 251109
Ne cepum Ganka: 251109
Ne JIuniensuu npousBojCTBa: 2023 263 1 2
Ne Ceprudukara: 2023 HPF FR 136
IIpou3BoacTBEeHHAS CHICTTU(UKALIHS: VV-QUAL-0431842 3.0
Crenudmkarus s nposenenus ucnbitannii - VV-QUAL-0369945 3.0
[aTa npou3BoacTBa: 06 2025
JlaTa oxOHUYaHMsI CPOKa TOJHOCTH: 05 2028
Pa3mep BhINTyIIEHHON cepuu: 79.240 EJL.

CepTudukaiinoHHOE 3asBICHUE:

«HacTosmmm noaTBep ka0, YTO BhIIEyKa3aHHAs HUH()OPMAIHS SIBJISETCS JOCTOBEPHOM M TOUHOM
M YTO BCE ATAIbl MPOU3BOJACTBA ATOH CEPUH TOTOBOW MPOMYKIMH OBLIM BBITIOJTHEHBI B ITOJIHOM
cooTBeTcTBUH ¢ TpeboBanusMu GMP mecTHBIX perynupytomux opranoB, EC u tpeboBanusmu,
COJICPKAIUMHUCS B PETUCTPAIIMOHHOM YAOCTOBEPECHUH CTPaHBI/CTpaH Ha3HAYCHUs. [lOKYMEHTHI,
KacaloIuecss MpPOM3BOJCTBA, YMAKOBKM M aHAIW3a CEpUH, ObUIM TPOBEPEHBI W MPU3HAHBI
cooTBeTcTBytOIMMHU TpeboBanusM GMP. Ilo dakry m00bIX OTKIOHEHHH OblLIa TPOBEICHA
IPOBEpKa, BOMPOCHI OBLIM 3aKpbITHl 10 BbIMycka cepur. Cepust Oblia BBIIYIICHA
YIIOJTHOMOYECHHBIM JTHIIOMY.

VYHOIHOMOYEHHOE JTUIIO
Tommuce G. GOURY
Delpharm Reims <MOJIUCH>
10 Rue Colonel Charbonneaux 16/07/2025
51100 Reims. ®panrus
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HazBanue : TA3OJIBAH POCCUMCKAS Crpanuna: 2
MPOJIyKTa OEJIEPALINA
[poxykT Ne 1323613 Kopn 3akazunka / Bepcust: 863906 - 002 Hara nmewyaru: 16/07/25
Ne maprun/cepun  : 251109 9:00:50
Ne cepun 6anka  : 251109
Crnenmdukanus st npoBeAaeHus ucnbitanuii.. VV-QUAL-0369945 3.0 Jata npomnssosctsa: 11/06/25
[pousBoacreennas cnennpukanus Ne: VV-QUAL-0431842 3.0 Cpoka ronxHocTH: 05 2028
IMoka3artenb Hopma PesyabTar
Onwucanue [Ipo3paunas unu noutH npo3paynas, COOTBETCTBYET

IBeTHOCTH pacTBOpa

ITpo3pavHOCTh pacTBOpa

pH

OtHocuTenbHas mwiotHOCcTh (D 20/20)
IlommHHOCTE: OeH30iHas KuciaoTa (BOXKX)
KonnuecTBeHHOE omnpeienieHre: OeH30MHAs KHCIOTa
(BOXX)

ITommaHOCTE: AMOpOKCcoa ruapoxiopu (N-A 872
CL) (BDXX)

[MopmuuaOCTH: AMOpOKCcona ruapoxaopun (N-A 872
CL) (BOXX)

KommgectBeHHOE ompeneneHue: AMOpoKcoIa
ruapoxiaopun (N-A 872 CL) (BDXKX)

IIponyxte! paznoxenus: (BOXKX)
N-A 873 CL

IIpoayxrs! paznoxenus: (BOXKX)
N-A 1777 CL

IIponyxte! paznoxenus: (BOXKX)
N-AB 773 XX

6GCI_IBCTH3.H WK IIOYTHU 6CCHB6THa$I,
CJICTKa BA3KasA XHIKOCTh

He npeBbliaeT HHTEHCUBHOCTh Coo0TBeTCTBYET
OKPACKH 3TajioHa cpaBHeHUs BS5 uu
BY5
OnasiecrieHIIMs HEe TPEBhIIIACT Coo0TBETCTBYET
omnajecueHnuio yrajgona II 0,905 NTU
2,8-3.,8 3,3
0,980 - 1,020 1,005

1,0047

Bpems ynepxuBanusi cootBeTcTByeT COOTBETCTBYET
CTaHAAPTHOMY 00pasiy

45,0 - 55,0 mr/100 M 49,9 mr/100 M
(90,0% - 110,0%)

Y®-criekTp COOTBETCTBYET CooTBeTCTBYET
CTaHJIaPTHOMY 00pa3Ily

Bpewms ynepxuBanust coorBeTcTByeT COOTBETCTBYET
CTaHAAPTHOMY 00pasiy

570,0 - 630,0 mr/100 mn 596,0 mr/100 M
(95,0 — 105,0 %)

He 6omee 0,3 % <0,10 %

He 6onee 0,2 % <0,10 %

He 6omee 0,2 % <0,10 %
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DELPHARM
Reims

HazBanue : TA3OJIBAH POCCUMCKAY Crpanuna: 3
MPOJIyKTa OEJIEPALINA
[poxykT Ne 1323613 Kopn 3akazunka / Bepcust: 863906 - 002 Hara nmewyaru: 16/07/25
Ne maprun/cepun  : 251109 9:00:50
Ne cepun 6anka  : 251109
Crnenmdukanus st npoBeAaeHus ucnbitanuii.. VV-QUAL-0369945 3.0 Jata npomnssosctsa: 11/06/25
[Ipouseoacreennas cneruduraryst Ne: VV-QUAL-0431842 3.0 Cpoxka roJHOCTH: 052028
IToxa3zareanb Hopma PesyabTar
ITpoayKThI pa3IOKEHUS: €IUNHUYHBIN He 6oee 0,2 % <0,10 %
HEeNACHTH(UINPOBAHHBIA POTYKT PA3TI0KEHUS
(BOXX)
IpoayKThl pa3noxeHus: CyMMa mpoayKToB pasnoxerus He Goree 0,9 % <0,10 %
(BOXKX)
IIpumeyanus:

OreHka: COOTBETCTBYET HOPMaM Clie[U(pHUKaLUH

Jara anammza: 16/07/25 Tonmach

Howmep ananuza: 456482 Komtpo, katecrsa

AUDE POITRINE
<HOAIHCH>
16 TIOJT 2025



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 gquantity released:

Certificate of Conformance

LASOLVAN

RUSSIAN FEDERATION

MARKETING AUTH. No:LP-N°(006032)-(RG-RU)
100m1-bottle

863906 - 002

AMBROXOL HYDROCHLORIDE 30mg/5mi

323613

251109

251109

2023 263 1 2
2023_HPF_FR_136

VV-QUAL-0431842 3.0

VV-QUAL-0369945 3.0

06 2025

05 2028

79,240 UN

&

DELPHARM
Reims

Page: 1
Printed on:16/07/25
at:9:00:50

Certification statement:

"I 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
Tocal 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”.

C.GOORY A6lot1ots

Qualified Person
Signature

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name : LASOLVAN
Article No. .: 323613
Batch/Lot No.: 251109

Bulk Batch No: 251109
Testing Specification .

Manufacturing Specification No. :

RUSSIAN FEDERATION

Customer code - Version: 863906 - 002

: VV-QUAL-0369945 3.0

VV-QUAL-0431842 3.0

\J.'
DELPHARM
Reims

Page: 2
Printed on:16/07/25
at:9:00:50

Date of Manufacture: 11/06/25

Expiry Date . 05 2028

Tests Specifications Results

Description Clear to almost clear and colourless to Conforms
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 0,905 NTU

pH 2.8 - 3.8 3.3

Relative density (D 20/20) 0.980 - 1.020 1.005

1,0047
Identification: Benzoic acid Retention time corresponds to reference Conforms

(HPLC)

Preservative content: Benzoic acid
(HPLC)

Identification: Ambroxal hydrochloride
(N-A 872 CL) (HPLC)

Identification: Ambroxol hydrochloride
(N-A 872 CL) (HPLC)

Active ingredient content: Ambroxol
hydrochloride (N-A 872 CL) (HPLC)
Active ingredient degradation: (HPLC)
N-A 873 CL

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

Active ingredient degradation: (HPLC)
N-AB 773 XX

45.0 - 55.0 mg/100ml

(90.0% - 110.0%)

UV spectrum corresponds to reference

Retention time corresponds to reference

570.0 - 630.0 mg/100m1

(95.0 - 105.0 ©)

<= 0.3 %

<=027%

<=02%

49.9 mg/100m]1

Conforms

Conforms

596.0 mg/100m]

< 0.10 %

< 0.10 %

<010 %



Certificate of Conformance and Analysis

Product Name : LASOLVAN RUSSIAN FEDERATION
Article No. . : 323613 Customer code - Version: 863906 - 002
Batch/Lot No.: 251109

Bulk Batch No: 251109

Testing Specification . . .: VV-QUAL-0369945 3.0

Manufacturing Specification No.: VV-QUAL-0431842 3.0

%

DELPHARM
Reims

Page: 3
Printed on:16/07/25
at:9:00:50

Date of Manufacture:

Expiry Date .

11/06/25

- 05 2028

Tests Specifications Results
Active ingredient degradation: Any <= 0.2 % < 0.10 %
unspecified degradation product (HPLC)

Active ingredient degradation: Total <= 0.9 % < 0.10 %

degradation products (HPLO)

Date of Analysis : 16/07/25 Signature
No. of Analysis : 456482 Quality Control
I
AUDE POITRINE \ A

16 JUIL. 2025 Wéx
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter) /
NMPUNOXEHWE K CEPTUDOUKATY AHAJWI?;A (conposoguTenbHoOE NUCLMO)

Product name / HaumeHoBaHue npoaykTa: Lazolvan® oral solution, 30 mg/5 ml / Nasonsan®
pacreop ana npuema BHYTpb, 30 Mr/5 mn

GMID: 863906

Batch number / Homep cepun: 251109

Manufacturing date / Jata npownssoacTea: 11/06/2025

Expiry date / FoaeH ao: 05/2028

MA number registered in Russia:/ Homep PY, 3apernctpuposaHHoro B Poccum: LP-N2(006032)-(RG-RU) / JiM-
N2(006032)-(Plr-RU)

ND number / Homep HA: LP-N2(006032)-(RG-RU)- 270624 / JIN-N2(006032)-(Pr-RU)- 270624

Storage condition / Ycnosus xpaHenus: Store at temperatures not exceeding 25 °C. / pu TemnepaType He
sbiwe 25 °C.

Shelf-life / Cpok rogHocTu: Shelf life: 3 years. After opening: 6 months / 3 roga. Nocrne BckpbiTusi: 6 MecalleB
Importing country / CtpaHa: Russia / Poccus

Site Manufacturing license / JiuueH3us Ha npoussoacTBo: 2023_263_1_2

EAEU GMP Certificate / EA2C GMP ceptucukat: GMP/EAEU/RU/00838-2023

B API name / HanmeHosaHue A®U: Ambroxol / AM6pokcon

API manufacturer / Mpoussoautens AOWN: Shilpa Pharma Life Sciences Limited / lWunna ®apma
NandcaineHcuc Numuten

API manufacturer ‘s address / Aapec npouseogutens AOWU: Plot No. 1A & 1A'P', 1B, 2, 2A, 2B, 3A to 3E,
4A, 5A, 4B & 5B, Deosugur Industrial Area, Deosugur-584 170, Dist: Raichur, Karnataka, (Unit I}, India
API batch number / Homep cepun A®WU: 2407000275

1 API name / HanmeHoBaHue AOW: Ambroxol / AmGpokcon
API manufacturer / NMpoussoanTens AOWU: Bidahem S.p.A. / Bugaxem C.n.A.
API manufacturer ‘s address / Aapec npoussogutens AOW: Strada Statale 11 Padana Superiore N8, I-
24040 Fornovo San Giovanni (Bergamo), Italy
API batch number / Homep cepnu ADU:

Tests /
NMokazaTenun

Specifications /
Cneundukaumna

Results /
Pe3synbtartn!

Packaging: /
YnakoBKa:

100 mL or 200 mL in screw neck amber
glass bottles with child-resistant closure.
Each bottle is packed along with the
information leaflet and a measuring dish in
a carton box.

Mo 100 mn wnu 200 MN B CTEKNAHHbIE
dnakoHbl TEMHOrO CTeKNa C 3alnToi oT
BCKpbITMS Aetemu. Mo 1 nakoHy B
KapTOHHOK Nayke BMECTE C NINCTKOM-
BK/IAAbILEM U MEPHBIM CTaKaHUYMKOM.

100 mL in screw neck amber glass bottles
with child-resistant closure. Each bottle is
packed along with the information leaflet and
a measuring dish in a carton box.

Mo 100 Mn B cTeknsiHHbie (BNaKoHbl TEMHOFO
cTeKkna ¢ 3alnuTon oT

BCKpbITUA  getbMu. Mo 1  @dnakoHy B
KapTOHHOM Nayke BMECTe C NINCTKOM-
BKNAALILWEM ¥ MEPHBIM CTaKaAHYMKOM.




=

DELPHARM
Reims

Page 2 sur 2

Labelling: / In accordance with section 1.3.2 of module | In accordance with section 1.3.2 of module 1
MapkupoBka: | 1 of the registration dossier of the | of the registration dossier of the medicinal
medicinal product. product.

B cooTBETCTBMM ¢ pasgenom 1.3.2 moayns | B COOTBETCTBMM C pasgenom 1.3.2
1 perncTpaunoHHOro aocee. MoAayna 1 perncTpaumoHHOro Aochbe.

It is confirmed that the current batch meets the requirements of the Normative Document (as a part of Regulatory
dossier) currently registered in Russian Federation on the listed quality parameters. /

HacTosmwmm noaTeepxAaeTcs, yTo 3Ta NapTUs COOTBETCTBYET BCEM TPEGOBAHUSIM, YKa3aHHbIM B HOPMaTMBHOM
AOKYMEHTaUMKM (4acTW PerucTpauvoHHOrO AOCke), 3aPEerMcTPUPOBAHHONO B HAcTOsilee Bpems B POCCUACKOM

degepaunn, No NEpeqncNeHHbIM KpUTEpUaM KavecTsa.

It is hereby certified that the current batch meets the requirements of Sections Packaging and Labelling of
Normative Document currently registered in Russian Federation. /

Hactoswwmm noaTBepxAaeTcs, uTO 3Ta NapTMS COOTBETCTBYET TPEGOBAHUSM pasnenos  «YnakoBka»
«MapkunpoBka» cneumduKauumM HOPMaTMBHOTO AOKYMEHTa, 3aperuMcTpUpOBaHHOMO B Hacrosilee BpeMs B

Poccwuiickoit ®egepaunn.

In case of any discrepancies or doubt between English and Russian language versions, the English language
version shall prevail. /
B cnyuae Kaknx-nnbo HECOOTBETCTBUI MEXAY aHFNMICKON 1 PYCCKOW BEpCUAMU NpeBanupyiowel 6yaeT cCunTaTbcs

aHrNuInCcKas Bepcus.

Signature / Nognuce:

Date / Aata: 25/0% 1 20TS

Printed name / UMa neyatHbIMU GyKkBaMu: 6‘— GOL)@\Y

Title / AonxHocTs: Qualified Person / YnonHoMoueHHOE nuUuo

Delpharm Reims - 10 rue Colonel Charbonneaux F-51100 Reims — Tel.; +33 (0)3.26.88.81.10 - Fax: 33 (0)3.26.88.81.11

Site Web: www.delpharm.com E-Mail: reims@delpharm.com
S.A.S. au capital de 5.022.000 € - RCS Reims 503 653 818



