Ceprudukar cCOOTBETCTBHUS U AHAJIU3A JD

DELPHARM
Reims
Ceprudukar cOOTBETCTBUS
Crpanuna 1
Jara meuatu: 21/07/2022
11:22:28
IIponyxkr: JIA30JIBAH Tta6nerku 30Mr
POCCHA
PETUCTPAIIMOHHOE YJIOCTOBEPEHUE Ne: T1
N014992/01
20-0mucTep
Kon 3aka3zuuka / Bepcus 715625 - 002
HelicTByrolue BemiecTsa AMBPOKCOIJIA TUIPOXJIOPU/ 30 MI'/TABJIETKN
IIpomyxT Ne: 320635
Ne maprun/cepun 222956
No cepun aHrpo: 222956
No PerucTpaniioHHOTO YIOCTOBEPEHUS: M 15/292
Ceptuduxar Ne: 2020 HPF/FR/013
[IpousBoaCTBEHHAS CIICITU(UKAIHS: VV-QUAL-0438424 B6.0

Crenudukanus as nposeneHus ucneitannii VV-QUAL-0373417 82.0
(78863-p510ai0302)

JlaTta mpown3BojcTBA: 05 2022
JlaTa oKOHUYAHUS CpOKa TOTHOCTH: 04 2025
Pa3mep BeImyIIeHHOM cepyn: 71.841 E/L.

CeprudukainoHHOE 3asIBICHHE:

«HacTosmum noaTBep)kgaro, 4To BhIIEyKa3aHHAs] HHQOpMALUs SBIIETCS JOCTOBEPHON U TOUHON U YTO
BCE ATaIlbl IPOU3BOCTBA 3TOM CEPUU TOTOBOM NPOLYKIMU OBLIM BBIIOIHEHBI B IIOJIHOM COOTBETCTBUH C
TpeboBanmsiMu GMP mecTHBIX perynupyromux opranoB, EC u TpeOoBaHusIMH, COIEpXallMMUCS B
PETUCTPALIMOHHOM yIOCTOBEPEHUH CTPAaHB/CTpaH Ha3HaYeHUs. JJOKyMeHTHI, Kacalouirecs: IpOU3BOACTBA,
YIaKOBKU U aHaJHM3a CEpUH, ObUIU IPOBEPEHBI U NIPU3HAHBI COOTBETCTBYIOIIMMU TpeboBanusiM GMP. Ilo
(baxTy MOOBIX OTKJIOHEHMH ObUIAa MPOBEJECHA IPOBEPKA, BOMPOCH OBUIN 3aKPBITHI A0 BBITYCKA CEPHUH.
Cepus ObuIa BBIIYIIEHA YIOJIHOMOYEHHBIM JIMLIOM.

V1I0IHOMOYECHHOE JIHITO
Ilommmce Julie CARETTE
Delpharm Reims MOAMKCH
10 Rue Colonel Charbonneaux 22 Uron 2022
51100 Reims. @panrus
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CepTudukaTt COOTBETCTBHUS M AaHAJIN3A

DELPHARM
Reims

Haspanue JIABOJIBAH ta6nerkn POCCUMCKAS Crpanunna: 2
MPOITyKTA: 30 mr OEJIEPALINA
IIpomyxT Ne: 320635 Kopn 3aka3zuuka / Bepcust 715625 - 002 Hara neuatn: 21/07/2022

11:22:28
Ne maprtuw/cepun 222956
Ne cepum Ganka: 222956

Crnenudukanmst mis nposeaeHus ucnsirannid.: VV-QUAL-0373417 82.0

IIpouseoacteennas cueruduraims No: VV-QUAL-0438424 86.0

(78863-p510ai0302)

Jlata mpousBojacta: 24/05/22

I[aTa HUCTCUYCHUS CPOKaA

TOJTHOCTH: 04 2025

ITokazarens Hopma Pesynbrar
Onucanne Kpyrieie, 6enple mmm cierka xenroro  COOTBETCTBYET

1[BETa TaOJIETKH, TUIOCKHUE C ABYX

CTOPOH, CO CKOIIIEHHBIMHU KPasiMH, Ha

OJTHO# CTOPOHE - pa3/IeIUTEbHAS PUCKA

1 TpaBupOBKa «67C», BEIIaBIICHHAS 10

00€ CTOPOHBI Pa3ACIUTEILHON PUCKH.
Pazmepsi: Juametp 9.0-9.2 Mmm 9,1 mm
Pazmepsi: Tonmuna 2.7-3.1 Mmm 2,9 MM
Y CTOMUMBOCTD K pa3iaMbIBAHUIO He menee 30 N 57N
Bpewms pactiagaemocta Tpebopanue A (n=6 TabIETOK) CoOTBETCTBYET

He 6onee 15 mun

Tpebosanue B (n=6 + 12 Ta0)

Kakx muanmywm 16 equanm <= 15 MuH WHnnuBu Iy anbHBIC

3HAYCHUS:
1 1 1
1 1 1

IToTeps B Macce Ipu BBICYIIMBAHUU He Gonee 5.0 % 32 %
IMoamuaHOCTE: AMOpOKCOITa CoBmanaer co craHmapTHBIM o0pa3oM COOTBETCTBYET
runpoxiopug (N-A 872 CL) (BDXKX)
[MopymuaHOCTE: AMOpOKCOITa CoBnaaet co cTanmapTHeIM 00pa3ioMm COOTBETCTBYET
ruapoxiopun (N-A 872 CL) (TCX)
KonuuecTBeHHOE OTpeieneHue: 28.5 —31.5 mr/Tabd 29,0 mr/Tad

AwmOpoxcomna ruapoxiopus (N-A 872
CL) (BOXX)

IIponykTe! paznoxenus: N-A 873 CL

IIponykTsl pazmoxenus: N-AB 773 XX
(BOXKX)

He 6ouee 0
He 6onee QW

<0.10 %
<0.10 %
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CepTudukaTt COOTBETCTBHUS M AaHAJIN3A

HasBanue JIA3OJIBAH ra6netkn  POCCUMCKAS
MPOITyKTA: 30 mr OEJIEPALINA
IIpomyxT Ne: 320635 Kopn 3aka3zuuka / Bepcust 715625 - 002

Ne maprtuw/cepun 222956

Ne cepum Ganka: 222956

Crnenudukanmst mis nposeaeHus ucnsirannid.: VV-QUAL-0373417 82.0
(78863-p510ai0302)
IIpouseoacteennas cueruduraims No: VV-QUAL-0438424 86.0

o

DELPHARM
Reims

Crpanumna: 3

Jara neuyatu: 21/07/2022
11:22:28

Jlata mpousBojacta: 24/05/22

I[aTa HUCTCUYCHUS CPOKaA

TOJTHOCTH: 04 2025
ITokazarenn Hopma PesynbTar
IIpoayKThI pa3noKEHUS: ¢ AMHIIHBII He 6omnee 0.2% <0.10%
HEUICHTU(UITUPOBAHHBIN MIPOTYKT
pasnoxenus (BOXX)
IIpoaykTsl paznoxkeHus: cymma He 6onee 0.6% <0.10%
MPOTyKTOB paznoxeHus (BIXKX)
Omuopoanocts go3uposanus (BOXX) Tpeboranue A (n=10) CoOTBETCTBYET

-OAHOPOAHOCTH IO MaccCe

OnnaopoaHocTh no3upoBanus (BOXX)
-OAHOPOIHOCTH 10 Macce

IIpumeuanus:

OTZ[CJ'IBHI:IG 3HA4YCHUA

TpeboBanue A (n=10)

Kpurepnit npuemnemoctu (k=2.4) ne
JOJDKeH ObITh Oonee 15.0

OtaenbHBIC 3HAUCHUE
97,6 94,5 978
97,4 96,1 96,3
95,6 98,7 93,2

98

6,1

OreHka: COOTBETCTBYET HOpMaM crelu(puKanum

Jlata aHanmsa :21/07/22
Homep ananmza 1417 402

[Toanuce
KonTponb kadecTBa
AUDE POITRINE
<noaAIucChL>
21 UKOJI 2022
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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:21/07/22
at:11:22:28

LASOLVAN tablets 30mg

RUSSTA

MARKETING AUTHORIZATION No: P N014992/01

20-blister

715625 - 002

I:-.‘BE “H-"."E'T.J“ !J;
)
.}-

1)
L
n‘.

AMBROXOL HYDROCHLORIDE 30MG/TABLET

320635

222956

222956

M 15/292

2020/HPF/FR/013

VV-QUAL-0438424 v6.0

VV-QUAL-0373417 v2.0

(78863-p510ai0302)

05 2022

04 2025

71.841 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
local 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 5 1 CARETTE
Signature

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France
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Certificate of Conformance and Analysis

Product Name : LASOLVAN tablets 30mg RUSSIA

Article No. .: 320635 Customer code - Version: 715625 - 002
Batch/Lot No.: 222956

Bulk Batch No: 222956

Testing Specification .

1 VV-QUAL-0373417 v2.0

(78863-p510ai0302)

Manufacturing Specification No.: VV-QUAL-0438424 v6 0

Tests

Specifications

L0

DELPHARM
Reims

Page: 2
Printed on:21/07/22
at:11:22:28

Date of Manufacture: 24/05/22

: 04 2025

Expiry Date .

Results

Description

Dimensions: Diameter

Dimensions: Thickness

Resistance to crushing

Disintegration time

Loss on drying

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

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

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

Degradation products: N-A 873 CL
(HPLC)

Degradation products: N-AB 773XX
(HPLC)

Round, white tablets. both faces flat,
with beveled edges; one face is scored
and impressed with "67C" above and below
the score

9.0 - 9.2 mm
2.7 - 3.1 mm
NLT 30 N

Requirement A (n=6 tablets)

NMT 15 minutes

Requirement B (n=6 + 12 further tablets)
At Teast 16 values <= 15 minutes

NMT 5.0 %

Corresponding to standard

Corresponding to standard

28.5 - 31.5 mg/tab.

NMT 0.2 %

NMT 0.2 %

Conforms

Individual values:
1 1 1
1 1 1

3.2 %

Conforms

Conforms

29.0 mg/tab

< 0.10 %

<010 %
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Certificate of Conformance and Analysis

Product Name : LASOLVAN tablets 30mg

RUSSIA

Article No. .: 320635 Customer code - Version: 715625 - 002

Batch/Lot No.: 222956
Bulk Batch No: 222956

Testing Specification . . .: VV-QUAL-0373417 v2.0
(78863-p510ai0302)

%

DELPHARM
Reims

Page: 3
Printed on:21/07/22
at:11:22:28

Date of Manufacture: 24/05/22

Manufacturing Specification No.: VV-QUAL-0438424 v6.0 Expiry Date . .: 04 2025
Tests Specifications Results
Degradation products: Any unspecified NMT 0.2 % < 0.10 %
degradation product (HPLC)
Degradation products: Total degradation NMT 0.6 ¥ <0.10 %
products (HPLC)
Requirement A (n=10) Conforms

Uniformity of dosage units (HPLC)
- Content uniformity

Uniformity of dosage units (HPLC)
- Content uniformity

Individual values

Requirement A (n=10)
The acceptance value (k=2.4) must not
be greater than 15.0

Individual values

97.6 94.5 97 .8
97.4 96.1 96.3
95.6 98.7 93.2
98

6.1

Evaluation: Conforms with Specifications

Date of Analysis : 21/07/22
No. of Analysis : 417402

Signature
Quality Control

¥

Aude POITRINE 1 4
21 UL 2022 | | 81
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