CepTuduKaT COOTBETCTBHUS M AHAJIN3A

IIponyxr:

Kon 3akazuuka / Bepcus
HetlicTByrolue BemiecTsa

Aptuxyn Ne:

Ne mapTun/cepun

Ne cepum Oanka:

No JIunieH3uu mpou3BOJICTBA:
Ne Ceprudukara:

[IpousBoacTBeHHAS CIICITU(PUKAIHS:

Crnenudukanust s TPOBEIACHUS
HACIIBITAaHUI

JlaTa mpom3BojCTBA:

JlaTa okOHUAHMS CpOKa FOTHOCTH:
Pa3mep BhINyIIEHHON CEpUU:

)

DELPHARM
Reims

CepTudukaT COOTBETCTBUSL

Crpanuna 1
Hara meuatu: 16/07/25
B: 15:39:35

JIA30JIBAH pactBop 15 Mr/5 mia

POCCHUIMCKAS ®EJEPALINA

Perucrpammmonnoe ymocroBepenue Ne: JIIT-Ne(006034)-(PI'-RU)
®JIAKOH 100 mn

863905 — 002

AMBPOKCOJIA TUIPOXJIOPU/, 15 mr/5 M

323612
251105

251105

2023 263 1 2
2023 HPF FR 136
VV-QUAL-0344089 3.0

VV-QUAL-0750147 1.0

06 2025
05 2028
79.988 E/I.

CepTudukaiinoHHOE 3asBICHUE:

«HacTosmmm noaTBepskaato, 4To BhIIeyKa3aHHAs MH()OpMAIHS SBISIETCS JOCTOBEPHOM M TOUHOM
¥ YTO BCE ATAIbl MPOU3BOACTBA ATOH CEPHH TOTOBOW MPOMYKIMH OBLIM BBITIOJTHEHBI B ITOJHOM
cooTBeTcTBUH ¢ TpeboBanusiMu GMP mecTHbIX perynupytomux opranoB, EC u TpeGoBanusmu,
COJICPKALTMIMHUCS B PETUCTPAIIIOHHOM YAOCTOBEPEHUHU CTPAHBI/CTPAaH Ha3HAYCHUS. [|OKYMEHTHI,
Kacarolyecs: MpPOM3BOJICTBA, YMAKOBKM M aHAlIM3a CEpUM, OBbUIM MPOBEPEHBI U MPHU3HAHBI
cooTBeTcTByrOIUMU TpeboBanussM GMP. Ilo dakrty mo0ObIX OTKIOHEHHWH OblIa TPOBEICHA
IpOBEpKa, BOMPOCHI OBLIM 3aKpbITHl A0 BhIycka cepur. Cepust Oblia  BBIMyIICHA
YIIOJTHOMOYCHHBIM JTHIIOM.

VY10IHOMOYEHHOE JIUIO
IToamuce

G. GOURY
<IOJIIUCEL>

Delpharm Reims 25 /07/2025

10 Rue Colonel Charbonneaux
51100 Reims. ®panums



Ceprudukar COOTBETCTBHUS M AHAJIU3A

)

DELPHARM
Reims
HasBanue : IABOJIBAH pactsop 15mr/5M1  POCCUMCKAS Crpannna: 2
IIPOJYKTa OEJIEPALINA
IIpomykTt Ne 1323612 Kopn 3akazuuka / Bepcus 863905 — 002 Hara newaru: 16/07/25
Ne maprun/cepun  : 251105 B: 15:39:35
Ne cepum Ganka  : 251105

Crnenmdukanms 11 npoBeaeHus ucneirannii.: VV-QUAL-0750147 1.0
[IpousBoacreennas cnenmpukamust Ne: VV-QUAL-0344089 3.0

Mara mpousBozctea: 11/06/25
Cpok roguoctu: 05 2028

Iloka3aTtensn Hopma PesyabTar
Omncanne IIpo3paunas uiu mouty npo3padrasi, COOTBETCTBYET
OeciBeTHas WJIM IIOYTH OSCLIBETHAS,
CJIeTKa Bs3Kas )KUIKOCTh
IIBeTHOCTB pacTBOpa HcnbiTyembiil pacTBOp OKpallleH He CoOTBETCTBYET
0oJsiee MHTEHCUBHO, YeM TaJIOHLI B5
wi BYS
[Ipo3paunocTh pacTBOpa OnayiecleHIUS UCITBITYEMOTO CooTBeTCTBYyET
pacTBopa HE MPEBBIMIACT 0,921 NTU
onaJieCIeHIHIo »TajgoHa I1
pH 2,8-38 3.4
OTtHOCHUTENbHAS IIOTHOCTD 0,980 - 1,020 1,003
D (20/20) 1,0033
HonnmuuaHOCTE: AMOpOKcona ruapoxiaopug N-A Y D-criekTp COOTBETCTBYET CooTBeTCTBYET
872 CL (AM/[) CTaHIapTHOMY 00pasiry
[onnmuuaHOCTH: AMOpOKcona runpoxiopug N-A Bpems yaepkuBanust coorBeTcTByeT COOTBETCTBYET
872 CL (BOXX) CTaHIapTHOMY 00pasiry
IHoamuaHOCTE: OeH3oitHON KucinoTel (BOXKX) Bpewms ynepxuBanus coorBeTctByeT COOTBETCTBYET
CTaHIapTHOMY 00pasiry
KosuuecTBeHHOE OIpeIeieHuE: 285,0 - 315,0 mr/100 M 296,7 mr/100 M
Ambpoxcona ruapoxiopun N-A 872 CL (95.0 - 105.0%)
(BOXKX)
KonuuecTBeHHOE ompenenenne: OeH30HHOM 45,0 - 55,0 mr/100 mi 49,6 mr/100 ma
KucIIoThI (BOXX) (90.0 - 110.0%)
[ponyxts paznoxenus: N-A 873 CL (BDXKX) He 6omee 0,4 % <0,10 %
IIponyxTsl paznoxenus: N-A 1777 CL He 6onee 0,2 % <0,10 %

(BDXKX)



Ceprudukar COOTBETCTBHUS M AHAJIU3A

HasBanue : IABOJIBAH pactsop 15mr/5M1  POCCUMCKAS
IIPOJYKTa OEJIEPALINA
IIpomykTt Ne 1323612 Kon 3aka3zuuka / Bepcus 863905 — 002

Ne maprun/cepun  : 251105

Ne cepum Ganka  : 251105
Crnenmdukanms 11 npoBeaeHus ucneirannii.: VV-QUAL-0750147 1.0

[IpousBoacreennas cnenmpukamust Ne: VV-QUAL-0344089 3.0

Iloxa3zarensn Hopma

S

DELPHARM
Reims

Crpannna: 3
Jata nevatu: 16/07/25

B: 15:39:35

Mara mpousBozctea: 11/06/25
Cpok roguoctu: 05 2028

Pe3yasbTar

[IpoaykTsl paznoxeHus: He 6onee 0,2 %
N-AB 773XX (BOXX)

TIpoaykThl pa3nokxeHus: €TUHUYHBINA

HEHJICHTU(UIMPOBAHHBIN POILYKT He 6onee 0,2 %
pasnoxenus (BOXKX)

IIponyKThl pa3noxeHusi: CyMMa MpOAYyKTOB He 60mee 1,0 %
pasnoxkenus (BOXX)

<0,10 %

<0,10 %

<0,10 %

IIpumeuanus:

Ol1ieHKa: COOTBETCTBYET HOpMaM crielu(uKauu

Jata ananmmza: 16/07/25 [Monmucs

Howmep ananuza: 456683 Kourpon, raucctsa

Aude POITRINE
<NOANHUCH>
17 AXOJI. 2025
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter) /
NMPUNTOXXEHUE K CEPTUOUKATY AHAJIN3A (conposoanTe/ibHOE NUCbMO)

Product name / HauMeHosaHue npogykra: Lazolvan® oral solution, 15 mg/5 ml / Nlazonsax®
pacTBoOp Ana npuéma BHyTpb, 15 Mr/5 Mn

GMID: 863905

Batch number / Homep cepun: 251105

Manufacturing date / ata npomnssoacTea: 11/06/2025

Expiry date / loaeH no: 05/2028

MA number registered in Russia:/ Homep PY, 3aperncrpuposaHHoro B Poccun: LP-N2(006034)-(RG-RU) / JiM-
N2(006034)-(Pr-RU)

ND number / Homep HA: LP-N2(006034)-(RG-RU)-270624/ NMN-N2(006034)-(PI-RU)-270624

Storage condition / YcnoBus xpaHeHnus: Store at temperatures not exceeding 25 °C. / Npu TemMnepatype He
Bblwe 25 °C.

Shelf-life / Cpok rogHocTu: Shelf life: 3 years. After opening: 6 months / 3 roga. MNMocne BCKpbITUA: 6 MecaLEeB
Importing country / CtpaHa: Russia / Poccus

Site Manufacturing license / JluueHsuns Ha npousBoacTso: 2023_263_1_2

EAEU GMP Certificate / EASC GMP ceptugukar: GMP/EAEU/RU/00838-2023

I API name / HaumeHoBaHuue AGWU: Ambroxol / AM6pokcon

API manufacturer / NMpoussoantens AOWU: Shilpa Pharma Life Sciences Limited / WWwunna ®apma
NandcaneHcuc umutesn

API manufacturer’s address / Aapec npoussoautens A®U: Plot No. 1A & 1A'P', 1B, 2, 2A, 2B, 3A to 3E,
4A, 5A, 4B & 5B, Deosugur Industrial Area, Deosugur-584 170, Dist: Ralchur, Karnataka, (Unit I), India
API batch number / Homep cepun AOW: 2407000275

[ API name / HaumeHoBaHue A®W: Ambroxol / AM6pokcon
API manufacturer / Npoussogutens A®U: Bidahem S.p.A. / bugaxem C.n.A.
API manufacturer’s address / Aapec npoussoautena AO®W: Strada Statale 11 Padana Superiore N8, I-
24040 Fornovo San Giovanni (Bergamo), Italy
API batch number / Homep cepun AOU:

Tests / Specifications / Results /
MokasaTenwn Cneuncdurkaumsa PesynbTartbl
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 creknsiHHble (PIaKOHbl TEMHOro
CTEeKNa C 3aWnTon oT




)
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Mo 100 mn vnm 200 Mn B cTeknsHHblE BCKPbITUS  AeTbMu. Mo 1  ¢nakoHy B
(PNakoHbl TEMHOIO CTeKNa ¢ 3alUTON OT KapTOHHOW nayke BMecTe C NUCTKOM-
BCKPbITUA  AeTbMU. Mo 1  cnakoHy B | Bkiagbiwem u MEPHbLIM CTaKaHYUKOM.
KapTOHHOW Mayke BMECTE C NIUCTKOM-
BKNAALILLEM U MEPHBIM CTAKaHUMKOM.

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 cooTtBercTBuM ¢ pasaenom 1.3.2 mMoayna | B cooTserctBuMM ¢ pasgenoM  1.3.2
1 perucTpaumonHoro gocee. MoAynsi 1 permcTpaumoHHoro aocee.

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. /

Hactoswum noaTeepxpaaetcs, uto aTa NapTiA COOTBETCTBYET BCEM TPEGOBAHMAM, YKA3AHHLIM B HOpMaTUBHOM
AoKyMeHTaumm (4aCtu perucTpauuoHHOro oche), 3aperncTpMpoBaHHOro B HacToslee Bpems B Poccuiickoil

deaepaunu, N0 NEPEUNCNIEHHBIM KPUTEPUAM KauecTa.

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

Hactoswmm noarteepxaaetcs, uyTo sTa napTua COOTBETCTBYET TPeGOBAHWAM pasaenoB  «Ynakoskas U
«MapkupoBka» cneundbrKauMn HOpMaTMBHOMO AOKYMEHTa, 3aperucTpupoBaHHOr0 B HacTosiLee Bpemsi B

Pocecuiickoil ®egepaumnm.

In case of any discrepancies or doubt between English and Russian language versions, the English language

version shall prevail. /
B cnyyae kakux-nnbo HecooTBeTCTBUIA MEXAY aHTNIMACKON U PYCCKOW BEpCUSIMU npesanuvpytowei 6yaer cuntaThes
aHrnuickas Bepcus.

Signature / Moanucs:

_/

Date / flata: 25 [CH{2CLS

Printed name / UMs neyaTHbIMK 6ykBamu: 6 GOO (L\{

Title / AomkHocTk: Qualified Person / YnonHoMoueHHoe nuuo



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 guantity released:

Certificate of Conformance

LASOLVAN Solution 15mg/5m1

RUSSIAN FEDERATION

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

100m1-bottle

863905 - 002

AMBROXOL HYDROCHLORIDE 15mg/5mi

323612
251105

251105

2023 263 1 2
2023 HPF_FR_136

VV-QUAL-0344089 3.0

VV-QUAL-0750147 1.0

06 2025

05 2028

79,988 UN

2

DELPHARM
Reims

Page: 1
Printed on:16/07/25
at:15:39:35

Certification statement:

"l 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".

G.GooRt  j5[0¥/20%5

Qualified Person
Signature

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name :
Article No. .: 323612
Batch/Lot No.: 251105
Bulk Batch No: 251105
Testing Specification

Manufacturing Specification No.:

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

RUSSTAN FEDERATION
- 002

: VV-QUAL-0750147 1.0

VV-QUAL-0344089 3.0

2

DELPHARM
Reims

Page: 2
Printed on:16/07/25
at:15:39:35

Date of Manufacture:

Expiry Date

11/06/25

: 05 2028

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 0.921 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/100m1
(90.0 - 110.0 &)

NMT 0.4 %

NMT 0.2 %

296.7 mg/100m1

49.6 mg/100m1

< 0.10 %

< 0.10 ¥



Certificate of Conformance and Analysis

Product Name : LASOLVAN Solution 15mg/5ml

Article No. .: 323612 Customer code - Version: 863905

Batch/Lot No.: 251105
Butk Batch No: 251105

Testing Specification : VV-QUAL-0750147 1.0

Manufacturing Specification No.: VV-QUAL-0344089 3.0

RUSSIAN FEDERATION

- 002

2

DELPHARM
Reims

Page: 3
Printed on:16/07/25
at:15:39:35

Date of Manufacture:

Expiry Date

11/06/25

: 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 % < 0.10 %
degradation products (HPLC)

Remarks:

Evaluation: Conforms with Specifications

Date of Analysis : 16/07/25 Signature

No. of Analysis : 456683

Quality Control

'AUDE POITRINE

|
1\ 17 JUIL 2055
1






