CepTudukar cOOTBETCTBHS U aHAJIHU3A

IIponyxr:

S

DELPHARM
Reims
Ceprudukar cOOTBETCTBUS

Crpanuna 1
Jara meuatu: 03/03/2022
11:42:14

JIA3OJIBAH Ttabnetku 30mr

POCCUA

Kon 3aka3zuuka / Bepcus

HelicTByrolue BemiecTsa

IIpomyxT Ne:

Ne maprun/cepun

No cepun anrpo:

No PeructpaiimoHHOTO y10CTOBEPEHHUS:
Ceprudurat Ne:

[IpousBoacTBeHHast crieUUKALHSL:
Crenudukanys A1 TpOBEACHUS UCTIBITAHHHA

Jarta npousBojacTBa:
Jlata okOHuUaHMA CpOKa FOJHOCTH:
Pa3mep BeImyIIeHHOM cepyn:

PETUCTPAIIMOHHOE Y IOCTOBEPEHUE Ne: T1
N014992/01

20-0mucTep

715625 - 002

AMBPOKCOJIA TUJIPOXJIOPU/] 30 MI'/TABJIETKHA
320635

211566

211566

M 15/292

2020 HPF/FR/013

VV-QUAL-0438424 B6.0

VV-QUAL-0373417 82.0
(78863-p5102i0302)
12 2021

112024
72.753 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.

Y1onHoMo4YeHHOE JTUIIO

Ilommmce

Melanie HUYNH

Delpharm Reims MOAMKCH
10 Rue Colonel Charbonneaux 10 MAPTA 2022
51100 Reims. @panrus




CepTudukaTt COOTBETCTBHUS M AaHAJIN3A

HasBanue

MPOITyKTA: 30 mr
IIpomyxT Ne: 320635
Ne mapruw/cepun 211566
Ne cepum Ganka: 211566

JIA3OJIBAH tabnetku  POCCUMCKAS

®EJIEPALINS

Kon 3akazuuka / Bepcust 715625 - 002

DELPHARM
Reims

Crpanurna: 2

Jara meyatu: 03/03/2022
11:42:14

Crenudukanys 1 nposeaeHus ucnbitanuin.: VV-QUAL-0373417 82.0  Hara npoussoxctsa: 14/12/21

IIpouseoacteennas cueruduraims No: VV-QUAL-0438424 86.0

(78863-p510ai0302)

I[aTa HUCTCUYCHUS CPOKaA

TOJHOCTH: 112024

ITokazarens Hopma Pesynbrar
Onucanne Kpyribie, Genple WM ciierka KeJIToro CoOTBETCTBYET

1[BETa Ta0JIETKH, MIIOCKHUE C IByX CTOPOH,

CO CKOIICHHBIMH KpasiMH, Ha OJTHOU

CTOPOHE - pa3feNuTeNIbHas PUCKA U

rpaBUpoOBKa «67C», BbIaBICHHAS 110 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 CTOWYMBOCTB K Pa3IaMbIBAHHIO He menee 30 N 70N
Bpewms pactiagaemocta Tpebopanue A (n=6 TabIETOK) CoOTBETCTBYET

He 6onee 15 mun

TpeboBanue B (n=6 + 12 Ta0)

Kakx muanmywm 16 equanm <= 15 MuH WNunnBu Ty anbHBIC

3HAYCHUS:
1 1 1
1 1 1

IToTeps B Macce Ipu BBICYIIMBAHUU He Gonee 5.0 % 4,1 %
[MommuHHOCTH: AMOpOKCOIIa CoBnamaer co ctanmapTHbiM 06pasiiom  COOTBETCTBYET
runpoxiopug (N-A 872 CL) (BDXKX)
[MopymuaHOCTE: AMOpOKCOITa CoBnamaer co ctanmapTHbM 00pasioM  COOTBETCTBYET
ruapoxiopun (N-A 872 CL) (TCX)
KonuyectBeHHOE OmpeneicHue: 28.5 —31.5 mr/Tabd 29,2 mr/Tad
AwmOpoxcomna ruapoxiopus (N-A 872
CL) (BOXX)
[ponyxts! paznoxkenus: N-A 873 CL He 6onee 0.2% <0.10%
[ponyxts! paznoxkenus: N-AB 773 XX He 6onee 0.2% <0.10%

(BDXKX)



CepTudukaTt COOTBETCTBHUS M AaHAJIN3A

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

Ne mapruw/cepun 211566

Ne cepum Ganka: 211566

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 meyatu: 03/03/2022
11:42:14

Jlata mpousBojacta: 14/12/21

I[aTa HUCTCUYCHUS CPOKaA

TOJHOCTH: 112024

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
-OHOPOIHOCTH 10 Macce OTtnenbHBIC 3HAYCHUS

OtnenbHbIe

3HAYCHHE

98,1 99,9 99,6

OnnopoaHocTs gozupoBanus (BOXKX) Tpedosanue A (n=10)

97,7 99,3 98,6
99 100,9 99,6
99,5

2,2

-OJTHOPOJHOCTH IT0 Macce Kputepuii npuemnemoctu (k=2.4) He

JI0JKeH ObITh Oosee 15.0

IIpumeuanus:

OreHka: COOTBETCTBYET HOpMaM crenu(uKanum

Jlata aHanmsa 1 3/03/22 IMoamuce
Homep ananmmza 1412990 KoHTponb kadecTBa
AUDE POITRINE

<noamnuchL>
03 MAP 2022




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:3/03/22
at:11:42:14
LASOLVAN tablets 30mg
RUSSIA
MARKETING AUTHORIZATION No: P N014992/01

20-blister

715625 - 002

AMBROXOL HYDROCHLORIDE 3Q0MG/TABLET

320635

211566

211566

M 15/292
2020/HPF/FR/013
VV-QUAL-0438424 v6.0
VV-QUAL-0373417 v2.0
(78863-p510ai0302)
12 2021

11 2024

72,753 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
Jocal 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 Mélani

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France




Certificate of Conformance and Analysis

Product Name : LASOLVAN tablets 30mg RUSSIA
Article No. .: 320635 Customer code - Version: 715625 - 002
Batch/Lot No.: 211566
Bulk Batch No: 211566
Testing Specification .o VV-QUAL-0373417 v2.0
(78863-p510a2i0302)

2

DELPHARM
Reims

Page: 2
Printed on:3/03/22
at:11:42:14

Date of Manufacture: 14/12/21

Manufacturing Specification No.: VV-QUAL-0438424 v6.0 Expiry Date .11 2024
Tests Specifications Results
Description Round, white tablets, both faces flat. Conforms
with beveled edges; one face is scored
and impressed with "67C" above and below
the score.
Dimensions: Diameter 9.0 - 9.2 mm 9.1 mm
Dimensions: Thickness 2.7 - 3.1 mm 2.9 mm
Resistance to crushing NLT 30 N 70 N
Disintegration time Requirement A (n=6 tablets) Conforms

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

Loss on drying NMT 5.0 %

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

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

Active ingredient content: Ambroxol 28.5 - 31 5 mg/tab.
hydrochloride (N-A 872 CL)(HPLC)

Degradation products: N-A 873 CL NMT 0.2 %
(HPLC)
Degradation products: N-AB 773XX NMT 0.2 %

(HPLC)

Individual values:
1 1 1
1 1 1

4.1 %

Conforms

Conforms

29.2 mg/tab.

< 0.10 %

< 0.10 %
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DELPHARM

Certificate of Conformance and Analysis

Reims
Product Name : LASOLVAN tablets 30mg RUSSIA Page: 3
Article No. .: 320635 Customer code - Version: 715625 - 002 Printed on:3/03/22
Batch/Lot No.: 211566 at:11:42:14
Bulk Batch No: 211566
Testing Specification . .1 VV-QUAL-0373417 v2.0 Date of Manufacture: 14/12/21
(78863-p510ai0302)
Manufacturing Specification No.: VV-QUAL-0438424 v6.0 Expiry Date = . . .: 11 2024

Tests Specifications Results

Degradation products: Any unspecified NMT 0.2 % <010 %
degradation product (HPLC)

Degradation products: Total degradation NMT 0.6 % < 0.10 %
products (HPLC)

Uniformity of dosage units (HPLC) Requirement A (n=10) Conforms

- Content uniformity Individual values
Individual values

98.1 99.9 99 6
97.7 99.3 98.6
99 100.9 99.6
99.5

Uniformity of dosage units (HPLC) Requirement A (n=10) 2.2
- Content uniformity The acceptance value (k=2.4) must not
be greater than 15.0

Evatuation: Conforms with Specifications

Date of Analysis : 3/03/22 Signature
No. of Analysis : 412990 Quatity Control
Aude POITRINE

03 MARS 2022
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