CepTudukar COOTBETCTBHS M AHAJIN3A

IIponyxr:

Kopn 3aka3umka / Bepcust
JelicTByrolye BellecTBa

Aptuxyn Ne:

Ne maprun/cepun

Ne cepun Ganka:

Ne JIuuieH3uun nMpou3BOICTBA!
Ne Ceprudukara:

IIpou3BoacTBEeHHAS CHICTTU(UKALIHS:

Crierudukarus s mpoBeIeHUs
HCIIBITAHUM

[ara npousBoacTBa:

JlaTa okOHYaHHS CpOKa TOJHOCTH:
Pazmep BbiNylIEHHON CEpUU:

)

DELPHARM
Reims

Cepruduxar cOOTBETCTBUS

Crpanura 1
[Hara neuaru: 29/07/25
B: 15:15:09

JIA3OJIBAH pactBop 15 mr/5 M

POCCHUIMCKAS ®EJEPALIAS

Perucrpanmonnoe ynocrosepenue Ne: JIIT-Ne(006034)-(PI'-RU)
®JIAKOH 100 M

863905 — 002

AMBPOKCOJIA TUJAPOXJIOPU 15 mr/S mn

323612
251113

251113

2023 263 12

2023 HPF FR 136
VV-QUAL-0344089 3.0
VV-QUAL-0750147 1.0

06 2025
05 2028
77.932 E/L.

Ceprtu¢ukaimoHHOE 3asBICHUE:

«Hacrosmum noaTBepKaato, 4To BblllIeyKa3aHHas UH(POpMaLUs IBISETCS JOCTOBEPHOU ¥ TOYHOM
U YTO BCE ATaIlbl MPOU3BOACTBA ATOM CEpUM TOTOBOM MPOMYKIHMH OBLIM BBIIOJIHEHBI B IOJHOM
cooTBeTcTBUM ¢ TpeboBanmsMu GMP mecTHBIX perymupytommx opranoB, EC u TpeboBaHusIMHU,
CoJepXKalUMKCS B PETUCTPALIMOHHOM YAOCTOBEPEHUH CTPAHBI/CTpaH Ha3HaueHUs. JlOKyMEHTHI,
Kacaroluecss MPOU3BOJCTBA, YNAKOBKM M aHAJIMW3a CEpUH, ObUIM NPOBEPEHbl U NpPU3HAHbI
cooTBercTBYyomuMH TpeboBanusiM GMP. Ilo ¢akry mo0bIX OTKIOHEHWI Obula INpOBEIEHA
IPOBEpPKa, BOMNPOCHl ObUIM 3aKpbIThl 110 Bbiycka cepuu. Cepust ObUia BBINYIIEHA
YIOJTHOMOYEHHBIM JINLIOM.

VHoJIHOMOYEHHOE JIUII0

1 Mathilda GRESSON
OJIITHCH

<HOJITNCH>

Delpharm Reims 29 NIOJI 2025

10 Rue Colonel Charbonneaux
51100 Reims. ®pannums



CemelmKaT COOTBETCTBHUA U aHa/IN3a

)

DELPHARM
Reims
Ha3Banue : IA3OJIBAH pactBop 15mr/5mn ~ POCCUMCKAS Crpanurna: 2
MpOAYKTa OEJEPALINA
[pomykt Ne 1323612 Kopn 3aka3umka / Bepcust 863905 — 002 Hara negaru: 29/07/25
Ne maprun/cepun  : 251113 B: 15:15:09
Ne cepum Ganka  : 251113

Crenudukanus ans nposeneHus ucnbitannid.: VV-QUAL-0750147 1.0
IMpomsBoacreennas cnenudukamnus Ne: VV-QUAL-0344089 3.0

Jara mpouzBoacta: 19/06/25
Cpox roguoctu: 05 2028

IToka3zareJib Hopma PesyabTar

Onucanne [Ipo3paunas wim outu npo3pavynast, CoOOTBETCTBYET
OeclLiBETHAs WJIM IIOYTH OecLIBETHAS,
CJIeTKa BsA3Kasl JKUIKOCTh

LBeTHOCTH pacTBOpa Ucneityemsrit pactBop okpaiieH He  COOTBETCTBYET
0oJiee MHTEHCHBHO, YEM 3TaJIOHBI BS
wi BYS

[Ipo3pauHocTh pacTBOpa OnaJiecieHIIHsI UCIBITYEMOTO CooTBeTCTBYyET
pacTBopa He MpeBbIIACT 1,01 NTU
onaJiecHeHI U0 3TanoHa II

pH 2,8-3,8 3.4

OTHOCHUTENBHAS INIOTHOCTH 0,980 - 1,020 1,003

D (20/20) 1,0033

HoanuaHOCTH: AMOpOKCoa ruapoxIopua N-A Y D-criekTp COOTBETCTBYET CooTBeTCTBYyET

872 CL (AM[T) CTaHJIaPTHOMY 00pa3ily

[MommHHOCTE: AMOpOKCcoa ruapoxiopun N-A Bpems ynepxuBanwsi COOTBETCTBYeT  COOTBETCTBYET

872 CL (BOXX) CTaHAApTHOMY 00pasiy

[MommuHOCTE: 6eH30MHON KucmoThl (BOXKX) Bpewms ynepxuBanws cooTBETCTBYeT COOTBETCTBYET
CTaHJIaPTHOMY 00pas3Ily

KonuuectBenHoe onpenenenue: 285,0 - 315,0 mr/100 M 300,4 mMr/100 M

Awmbpoxcomna ruapoxiopun N-A 872 CL (95.0 - 105.0%)

(BOXX)
KonuuectBenHoe onpe/enenue: OeH30iHON 45,0 - 55,0 mr/100 M
kucioTsl (BOXX) (90.0 - 110.0%)

pomyxTs! paznoxenus: N-A 873 CL (BOXKX) He 6onee 0,4 %

[pomyxTs! paznoxenus: N-A 1777 CL He 6onee 0,2 %
(BOXKX)

50,3 mr/100 mu

<0,10 %
<0,10 %



CepTI/I(l)I/IKaT COOTBETCTBHUA U aHa/IN3a

Haspanue : IA3OJIBAH pactsop 15mr/5mn ~ POCCUMCKAS
MpOAYKTa OEJEPALINA
[Iponykt Ne 1323612 Kopn 3aka3umka / Bepcust 863905 — 002

Ne maprun/cepun  : 251113

Ne cepum Ganka  : 251113
Crenudukanus ans nposeneHus ucnbitannid.: VV-QUAL-0750147 1.0

IMpomsBoacreennas cnenudukamnus Ne: VV-QUAL-0344089 3.0

IMToxa3areanb Hopma

S

DELPHARM
Reims

Crpanumna: 3
Jara meuatu: 29/07/25

B: 15:15:09

Jara mpouzBoacta: 19/06/25
Cpox roguoctu: 05 2028

PesyabTar

[IpomyKTHI pa3inoKeHUs: He 6onee 0,2 %
N-AB 773XX (BOXKX)

[IpomyKTh! pa3nokeHus: e AMHUYHBINA

HEeUICHTUDUITIPOBAHHBIN TTPOTYKT He 6omee 0,2 %
paznoxenus (BOXKX)

[IponyKThl paznoxkeHus: cyMma MpogyKTOB He Gonee 1,0 %
pasnoxxernust (BOXKX)

<0,10 %

<0,10 %

<0,10 %

[Tpumeuanus:

Or1ieHKa: COOTBETCTBYET HOPMaM CIICH(PHKALIUH

Jata ananmza: 29/07/25 ITonmuce

Howmep ananu3za: 456909 Komrpons raucctsa

Aude POITRINE
<noanuchL>
29 N10JIL. 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 quantity released:

Certificate of Conformance

LASOLVAN SoTlution 15mg/5m1

RUSSTAN FEDERATION

L

DELPHARM
Reims

Page: 1
Printed on:29/07/25
at:15:15:09

MARKETING AUTH. No:LP-N°(006034)-(RG-RU)

100m1-bottle

863905 - 002

AMBROXOL HYDROCHLORIDE 15mg/5ml

323612
251113

251113

2023 263 1 2
2023 HPF_FR_136

VV-QUAL-0344089 3.0

VV-QUAL-0750147 1.0

06 2025

05 2028

77.932 UN

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".

Qualified Person
Signature

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France

Mathilda CRESSON

T



Certificate of Conformance and Analysis

Product Name :
Article No. .: 323612
Batch/Lot No.: 251113
Bulk Batch No: 251113
Testing Specification .

LASOLVAN Solution 15mg/5mi
Customer code - Version: 863905

RUSSIAN FEDERATION
- 002

: VV-QUAL-0750147 1.0

Manufacturing Specification No.: VV-QUAL-0344089 3.0

L

RDELPHARM
Reims

Page: 2
Printed on:29/07/25
at:15:15:09

Date of Manufacture:

Expiry Date .

19/06/25

: 05 2028

Tests Specifications Results
Description Clear to almost clear and colourless Conforms
to almost colourless sTightly viscous
sSyrup.
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 1,01 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: Ambroxol
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/100m1
(95.0 - 105.0 %)

45.0 - 55.0 mg/100m?
(90.0 - 110.0 )

NMT 0.4 X

NMT 0.2 %

300.4 mg/100m1

50.3 mg/100m1

< 0.10 %

<0.10 %



Certificate of Conformance and Analysis

Product Name : LASOLVAN Solution 15mg/5ml RUSSTAN FEDERATION
Article No. .: 323612 Customer code - Version: 863905 - 002
Batch/Lot No.: 251113

Bulk Batch No: 251113

Testing Specification . . .: VV-QUAL-0750147 1.0

Manufacturing Specification No.: VV-QUAL-0344089 3.0

LD

DELPHARM
Reims

Page: 3
Printed on:29/07/25
at:15:15:09

Date of Manufacture:

Expiry Date .

19/06/25

: 05 2028

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 % <010 %

degradation products (HPLC)

Date of Analysis : 29/07/25 Signature
No. of Analysis : 456909 Quality Control
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter) /
NPUOXEHUE K CEPTU®HKATY AHAJIN3A (conpoBoauTesnibHOE NUCbMO)

Product name / HaumeHosaHune npoaykTa: Lasolvan® oral solution, 15 mg/5 ml / flasonsan®
pacTBop ANns nNpuéma BHYTpb, 15 Mr/5 Mn

GMID: 863905

Batch number / Homep cepun: 251113

Manufacturing date / lata npouseoacTea :19/06/2025

Expiry date / lNoaex po: 05/2028

MA number registered in Russia:/ Homep PY, 3aperncrpuposanHoro B Poccuu: LP-N2(006034)-(RG-RU) / /IN-
N2(006034)-(Pr-RU)

ND number / Homep HA: LP-N2(006034)-(RG-RU)-270624/ JIN-N2(006034)-(Pr-RU)-270624

Storage condition / Ycnoeua xpaHenus: Store at temperatures not exceeding 25 °C. / Mpw TeMnepaType He
Bbitwe 25 °C,

Shelf-life / Cpok rogHocTn: Shelf life: 3 years. After opening: 6 months / 3 roga. NMocne BCKPLITUA: 6 MecaLes
Importing country / Ctpaxa: Russia / Poccus

Site Manufacturing license / JluueHsus Ha Npou3BoAcTBO: 2023-263-1-2

EAEU GMP Certificate / EASC GMP ceptugukat; GMP/EAEU/RU/00838-2023

X API name / HaumeHosaHue AdGU: Ambroxol / AMBpokcon
API manufacturer / NpoussoauTtens A®U: Shilpa Pharma Life Sciences Limited / Wwnna dapMa
NandcaneHcuc Niumnten
API manufacturer's address / Aapec npoussoautens AGU: 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®U:2407000275

[ API name / HaumeHoBaHWe AOW: Ambroxol / Ambpokcon
API manufacturer / Npoussoautens A®U: Bidahem S.p.A. / Bupaxem C.n.A.
API manufacturer ‘s address / Aapec npousBoauTens A®W: Strada Statale 11 Padana Superiore N8, I-
24040 Fornovo San Giovanni (Bergamo), Italy
API batch number / Homep cepun A®OU:

Tests / Specifications / Results /
Mokasartenn Cneundukauns Peaynbrathi
100 mL or 200 mL in screw neck amber | 100 mL in screw neck amber glass bottles
glass bottles with child-resistant closure. | with child-resistant closure. Each bottle is
Each bottle is packed along with the | packed along with the information leaflet and
information leaflet and a measuring dish in | a measuring dish in a carton box.
a carton box.

Packaging: /
YnakoBka:

Mo 100 mn B CcTeknAHHbIE BNAKOHBI TEMHOFO
Mo 100 mn mnnn 200 MnN B CTeknsHHbIE | CTEKNa C 3aWNTOM OT
hnakoHbl TEMHOrO CTeKNa C 3alWWToi OT

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 capitat de 5.022.000 € - RCS Reims 503 653 818
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BCKpbITMA aetbMU. Mo 1 nakoHy B | Bekpertus  aetbMu. flo 1 ¢nakoHy B
KapTOHHOW MNayvke BMecTe ¢ NUCTKOM- KapTOHHOW Navke BMECTE C NMUCTKOM-
BiJ1aAbllIEM U MEPHbIM CTaKaHUYMKOM. BK1AbILEM U MEPHDBIM CTaKaHUYMKOM.

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

B coorBetcTBUM C pasaenoM 1.3.2 Moayns | B cooTBeTcTBUM C pasgenom 1.3.2
1 perucTpauroHHOro Aoche. MOAYNA 1 perucrpaunoHHOro gocke.

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. /

HacToslmM noaTBepxAaeTcs, 4TO 3Ta NapTMs COOTBETCTBYET BCEM TPebOBaHMAM, yKa3aHHBIM B HOPMATUBHOM
AOKYMeHTaUuKn (4acTu PEerucTpaumoHHOro AOCbE), 3aperucTpUpoBaHHOIO B HacTOsIee BpeMs B POCCHIACKON

degepaunm, N0 NEPEYNCNEHHBLIM KPUTEPUAM KadecTsa.

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

HacToswuM MOATBEPXAAETCA, YTO 3Ta NapTUsA COOTBETCTBYET TpeGOBaHMAM pasaenoB <«YNakoskas» W
«MapkupoBka» cneunpuKalmm HOPMaTUBHOIO AOKYMEHTa, 3apervCTpUpOBaHHOrO B HacTosliee BpeMs B

Poccuiickoin ®eaepauuu.

In case of any discrepancies or doubt between English and Russian language versions, the English language
version shall prevail. /

B cnyyae Kakux-nubo HECOOTBETCTBUIA MEXAY aHIMMIACKOW M PYCCKOH BEPCUSMM npesanupyiowen Gyaer cuntarbes
aHrnmncKkas Bepcus.

Signature / Moanwuce:
Mathilda CRESSON
Date / Aara: —

13 L. 10

Printed name / UMsa neyaTHbIMU ByKBaMu:

Title / AomkHocTk: Qualified Person / YnonHOMoYeHHOe nuuo



