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CepTuduKaT COOTBETCTBHUS M AHAJIN3A

DELPHARM
Reims
Ceprudukar cOOTBETCTBUS
Crpanwura 1
Jlara meuatn: 16/07/25
8:58:03
IIponyxr: JIA3OJIBAH
POCCHUICKA ST ®EJIEPALINSI
Perucrparmmonnoe ynoctosepenne Ne: JIIT-Ne(006032)-
(PT-RU)
100 mi - haakoH
Kopx 3aka3zuuka / Bepcust 863906 - 002
JeficTByromue BemecTra AMBPOKCOJIA TUAPOXJIOPU]L 30 Mr/5 mi
Ne mpoykTa: 323613
Ne mapTun/cepun 251108
Ne cepum Oanka: 251108
Ne JInnensun npousBoacTBa: 2023 263 1 2
Ne Cepruduxkara: 2023 HPF FR 136
[IpousBoacTBeHHAS CIICIIU(PUKAIH: VV-QUAL-0431842 3.0
Crnemudukanms i nposeaeHus ucneitannii:  VV-QUAL-0369945 3.0
JlaTta mpon3BocTBA: 06 2025
JlaTa okOHUaHUS cpoKa FOJHOCTH: 05 2028
Pa3mep BeImyIieHHOM cepyn: 79.269 ENl.

CeprudukanmoHHoe 3asBICHUE:

«Hacrosmum noaTBepKaat0, 4To BblllIeyKa3aHHas HHPOpPMAIIHS SBISETCS JOCTOBEPHOM 1 TOUHON
¥ YTO BCE ATAaIlbl MPOU3BOACTBA ATOH CEPHH TOTOBOM MPOAYKIMH OBLIM BBITOJIHEHBI B IOJHOM
cooTBeTcTBUU C TpeboBanusMu GMP mecTHBIX perynupyromniux opranos, EC u TpeGoBaHusIMH,
COJICPKALTMMHCS B PETUCTPALIIOHHOM YAOCTOBEPEHUHU CTPAHBI/CTPaH Ha3HAYeHUA. [IOKYMEHTHI,
Kacaroluecsi MPOU3BOJCTBA, YMAKOBKM M aHAlIM3a Cepud, OBUIM MPOBEPEHbI U MpPHU3HAHBI
cootBercTBYOmUMH TpeboBanusiMm GMP. Ilo ¢dakty mo0bIX OTKIOHEHHH ObLIa MpoBeIcHA
IpOBEpPKa, BONPOCHl OBbUIM 3aKpbITBl 710 BbiMycka cepuu. Cepust Obla BBIMyIIEHA
YIOJTHOMOYEHHBIM JINLIOM.

V1I0THOMOYECHHOE JIHITO
IToamice G. GOURY
Delpharm Reims <MoANHCH>
10 Rue Colonel Charbonneaux 25/07/2025
51100 Reims. @panrus



)
CepTu(HKAT COOTBETCTBUA U AHAJIN3A

DELPHARM
Reims

Hazpanne : TIA3OJIBAH POCCUICKAS Crpanmura: 2
MPOTyKTa OEJIEPALINA
[poxykT Ne 1323613 Kopn 3aka3zuuka / Bepcus: 863906 - 002 Hara neuyatu: 16/07/25
Ne mapruw/cepun  : 251108 8:58:03
No cepum 6anka ;251108
Crnenudukanus s npoBeaeHus ucneitannid.: VV-QUAL-0369945 3.0 Mara mpousBozctea: 11/06/25
IIpouseoacteennas cueruduranus No: VV-QUAL-0431842 3.0 Cpoxa TOHOCTH: 05 2028
Iloka3aTtensn Hopma PesyabTar
Onncanne [Ipo3paunas unu noutu npo3paunasi, COOTBETCTBYET

IIBeTHOCTB pacTBOpa

[Ipo3pauHocTh pacTBOpa

pH

OtHocuTenbHas m1oTHocTh (D 20/20)
[MopmuaHOCTE: OeH30iHas kucnoTa (BOXKX)
KonunuecTBeHHOE Oompenenenue: OSH30HHas KUCIIOTa
(BOXKX)

ITommaAOCTE: AMOpOKCcoaa ruapoxiopun (N-A 872
CL) (BOXX)

[MomymuanOCTE: AMOpOKCcona ruapoxiopua (N-A 872
CL) (BOXX)

KonmuectBeHHOE omnpenenenue: AMOpokcona
rugpoxiopun (N-A 872 CL) (BOXX)

IIpoaykTsl paznoxenus: (BOXKX)
N-A 873 CL

[IpoxyxkTs! paznoxenus: (BOXKX)
N-A 1777 CL

IIpoaykTsl paznoxenus: (BOXKX)
N-AB 773 XX

OeciBeTHas WJIM IOYTH OECLIBETHAS,
CJIeTKa BSI3Kast )KMIKOCTh

He npeBbIaeT HHTEHCUBHOCTH CootBeTcTBYyeT
OKpacKu 3TajioHa cpaBHeHUs BS win
BYS5
OnaneceHus He NpeBbIIIacT CooTBeTCTBYET
oTIaJIeCIICHITNIO ATajona II 1.03 NTU
2,8-3,8 3.4
0,980 - 1,020 1,005

1,0047

Bpewms ynepxuBanus cootBeTcTByeT COOTBETCTBYET
CTaHAAPTHOMY 00pas3ily

45,0 - 55,0 Mr/100 M 50,3 Mr/100 mx
(90,0% - 110,0%)

Y®-cekTp COOTBETCTBYET CooTBeTCTBYET
CTaHAAPTHOMY 00pa3iy

Bpewms ynepxuBanus coorBercTByeT COOTBETCTBYET
CTaHAAPTHOMY 00pasily

570,0 - 630,0 Mr/100 M 600,9 Mr/100 M1
(95,0 —105,0 %)

He 60mee 0,3 % <0,10 %

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

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



D)
CepTu(HKAT COOTBETCTBUA U AHAJIN3A

HasBanue : JTABOJIBAH POCCUMCKAS
MPOTyKTa OEJIEPALINA
IIpomyxT Ne 1323613 Kopn 3aka3zuuka / Bepcus: 863906 - 002

Ne maptun/cepun : 251108

Ne cepum Ganka @ 251108

Crnenudukanus s npoBeaeHus ucneitannid.: VV-QUAL-0369945 3.0
IIpouseoacteennas cueruduranus No: VV-QUAL-0431842 3.0

DELPHARM
Reims

Crpanumna: 3

Jata nevatu: 16/07/25
8:58:03

Mara mpousBozctea: 11/06/25
Cpoxa TOHOCTH: 05 2028

IToxa3zarennb Hopma PesyabTar
ITpoyKThI pa3IOKCHUS: SANHIUIHBIN He 6oiee 0,2 % <0,10 %
HEUICHTH()UIIMPOBAHHBIN TIPOLYKT Pa3I0KCHUSI

(BIXKX)

ITpoyKThI pa3iokKeHus: CyMMa IpOyKTOB pasnoxenuss He Gomnee 0,9 % <0,10 %

(BDXKX)

IIpumeuanus:

OreHKka: COOTBETCTBYET HOPMaM CIIeUUPUKAILINN

Jata ananmza: 16/07/25 [Moanuce

Homep ananmza: 456380

AUDE POITRINE

<noAnmuch>

16 11OJI 2025

KonTpons kauecTBa



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

RUSSIAN FEDERATION

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

863906 - 002

AMBROXOL HYDROCHLORIDE 30mg/5m1

323613
251108

251108

2023 263 1 2
2023_HPF_FR_136

VV-QUAL-0431842 3.0

VV-QUAL-0369945 3.0

06 2025
05 2028

79,269 UN

%,

DELPHARM
Reims

Page: 1
Printed on:16/07/25
at:8:58:03

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
local Regulatory Authority, the EU and with the reguirements 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.GOWRY  &slotf1ots

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.: 251108
Bulk Batch No: 251108
Testing Specification .

Customer code - Version: 863906

RUSSIAN FEDERATION
- 002

: VV-QUAL-0369945 3.0

Manufacturing Specification No.: VV-QUAL-0431842 3.0

2

DELPHARM
Reims

Page: 2
Printed on:16/07/25
at:8:58:03

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 BYS

Clarity of solution Not more opalescent than reference Conforms
suspension II 1,03 NTU

pH 2.8 - 3.8 3.4

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: Ambroxol 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/100m]

(90.0% - 110.0%)

UV spectrum corresponds to reference

Retention time corresponds to reference

570.0 - 630.0 mg/100m]

(95.0 - 105.0 %)

<=0.3 %

<=0.2%

<=0.2 %

50.3 mg/100m1

Conforms

Conforms

600.9 mg/100m1

< 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.: 251108

Bulk Batch No: 251108

Testing Specification .. VV-QUAL-0369945 3.0

Manufacturing Specification No.: VV-QUAL-0431842 3.0

2

DELPHARM
Reims

Page: 3
Printed on:16/07/25
at:8:58:03

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 (HPLC)

Date of Analysis : 16/07/25 Signature
No. of Analysis : 456380 Quality Control

AUDE POITRINE |
16 JUIL. 2025 " Q

W






