CepTudukar cOOTBETCTBHS U aHAJIHU3A ‘D

DELPHARM
Reims
Ceprudukar cOOTBETCTBUS
Crpanuna 1
Jlata meuatu: 08/03/22
13:53:05
IIponyxkr: JIA30JIBAH Tta6nerku 30 mr
POCCHUA
PETUCTPAIIMOHHOE YJIOCTOBEPEHUE Ne: I1
N014992/01
50-6mucrep
Kon 3aka3zuuka / Bepcus 715621 - 002
HelicTByromue BemiecTsa AMBPOKCOJIA TUAPOXJIOPU 30 MI'/TABJIETKIA
IIpomyxT Ne: 320636
Ne maprun/cepun 211634
No cepun aHrpo: 211634
No PerucTpaniioHHOTO YIOCTOBEPEHUS: M 15/292
Ne ceprudukara: 2020/HPF/FR/013
[IpousBoaCTBEHHAS CIICITU(UKAIHS: VV-QUAL-0438424 6.0

Crenudukanus as npoBenenus ucnbitannii  VV-QUAL-0373417 82.0
(78863-p510ai0302)

JlaTta mpown3BojcTBA: 01 2022
JlaTa oKOHUYAHUS CpOKa TOTHOCTH: 12 2024
Pa3mep BeImyIIeHHOM cepyn: 27.292 EX.

CeprudukainoHHOE 3asIBICHHE:

«HacTosmum noaTBep)kaao, 4To BhIIIEyKa3aHHAs] HHQOpMAaIUs SBISETCS JOCTOBEPHOM 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 CTPAaHBL/CTpaH Ha3HaYeHUs. JJOKyMEeHTBI, Kacalolirecs Ipou3BOACTBA,
YIaKOBKU U aHaJHM3a CEpUH, ObUIU IPOBEPEHBI U NIPU3HAHBI COOTBETCTBYIOIIMMU TpeboBanusiM GMP. Ilo
¢baxTy MOOBIX OTKJIOHEHMH ObUIA NMPOBEJECHA MPOBEPKA, BOMPOCH OBUIN 3aKPBITHI J0 BBITyCKA CEPUH.
Cepusi ObuIa BBIIYIIEHA YIIOJIHOMOYEHHBIM JIMLIOM.

V1I0IHOMOYECHHOE JIHITO
Ilommmce Julie CARETTE
Delpharm Reims MOJIITUCH
10 Rue Colonel Charbonneaux 15 MAP. 2022
51100 Reims. @panrus




CepTudukaTt COOTBETCTBHUS M AaHAJIN3A D

DELPHARM
Reims
Haspanue JIABOJIBAH ta6nerkn POCCUMCKAS Crpanunna: 2
MPOITyKTA: 30 mr OEJIEPALINA
IIpomyxT Ne: 320636 Kopn 3aka3zuuka / Bepcust 715621 - 002 Mara neuaru: 08/03/22
13:53:05

Ne mapruw/cepun 211634

Ne cepum Ganka: 211634

Crenudukanys s nposeaenuns ucnbitanuii.: VV-QUAL-0373417 82.0  Hara npoussoactsa: 12/01/22
(78863-p510ai0302)

IIpouseoacteennas cnerudurarms Ne: VV-QUAL-0438424 86.0 Jlata uctedeHus cpoka
rognoctu: 12 2024

ITokazarenn Hopwma PesynbTar

Onucanue Kpyriuibie, 6enbie umu cnerka sxentoro COoTBETCTBYeT
BeTa Ta0JIETKH, IIIOCKHUE C IBYX
CTOPOH, CO CKOIIICHHBIMU KpasiMU, Ha
OJTHOW CTOpOHE - pa3JeNuTeIbHas
pHCKa U TpaBUPOBKA «67C»,
BBIJIaBJICHHASI IT0 00€ CTOPOHBI
Pa3IeNUTENBHON PUCKY.

Pasmepsr: Juametp 9.0-9.2 Mm 9.1 mm
Pazmepsr: Tommuaa 2.7-3.1 Mm 2.9 MM

Y CTOWYNBOCTB K Pa3iaMbIBAHHIO He menee 30 N 64 N

Bpewms pacniagaemoctn TpeboBanue A (n=6 TabIeTOK) CooTBeTCTBYyET

He 6onee 15 mun

TpeboBanue B (n=6 + 12 Tab)

Kax Muanmym 16 equann <= 15 mun UHIuBH Iy aTbHBIC
3HAYCHUSA:

IToTeps B Macce Ipu BBICYIIMBAHUU He 6onee 5.0 %

IMopmuaHOCTE: AMOpOKCcoa ruapoxiopua  CoBlagaeT co CTaHIAPTHBIM

(N-A 872 CL) (BDXX) obpazmnom

HomnmuuaHOCTE: AMOpOKcona runpoxiopuy CoBHagaer co CTaHAAPTHBIM

(N-A 872 CL) (TCX) o0pa3uom

KonnuecTBennoe onpeneneHue: 28.5 —31.5 mr/Tab

AwmbOpoxcomna ruapoxiopun (N-A 872 CL)

(BOXX)

IIponyxTsl paznoxkenusi: N-A 873 CL He 6onee 0.2% <0.10%
IIponyxTsl paznoxkenus: N-AB 773 XX He 6onee 0.2% <0.10%
(BOXX)

IIpoayKThI pa3noXKEHUS: ¢ AMHIIHBII He 60mee 0.2% <0.10%
HEUJICHTU(DUITMPOBAHHBIN IPOTYKT

pasnoxenus (BOXKX)

[IpoayxTsl paznoxkeHus: cymma npoayktoB He 6omee 0.6% <0.10%

pasnoxkenust (BOXKX)



CepTudukaTt COOTBETCTBHUS M AaHAJIN3A D

DELPHARM
Reims
Haspanue JIABOJIBAH ta6nerkn POCCUMCKAS Crpanuna: 3
MPOITyKTA: 30 mr OEJIEPALINA
IIpomyxT Ne: 320636 Kopn 3aka3zuuka / Bepcust 715621 - 002 Mara neuaru: 08/03/22
13:53:05

Ne mapruw/cepun 211634

Ne cepum Ganka: 211634

Crenudukanys s nposeaenuns ucnbitanuii.: VV-QUAL-0373417 82.0  Hara npoussoactsa: 12/01/22
(78863-p510ai0302)

IIpouseoacteennas cnerudurarms Ne: VV-QUAL-0438424 86.0 JlaTa ucreuenus cpoka
roguoctu: 12 2024

OmuopoarocTs go3upoBanus (BOXX) TpeGopanue A (n=10) CoOTBETCTBYET
-OZHOPOIHOCTH 10 Macce OTenbHBIC 3HAYCHUS
OtnenbHbIC 3HAUYCHHUE
103,1 102,5 101,7
99,1 100,2 99,9
100,4 99,5 98
97,9
OmuopoarocTs go3upoBanus (BOXX) TpeGopanue A (n=10) 4,2
-OJTHOPOJHOCTB IO Macce Kpurepuit npuemnemoctu (k=2.4) ne
IOJDKEH ObITh Ooitee 15.0

IIpumeuanus:

OreHka: COOTBETCTBYET HOpMaM crenu(puKanum

[Hata ananuza : 08/03/22  Toamuck
Homep ananmza 1413183 KoHTponb kadecTBa
AUDE POITRINE
<nmoaANnHuch>

10 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

2

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:8/03/22
at:13:53:05

LASOLVAN tablets 30mg

RUSSIA

MARKETING AUTHORIZATION No: P N014992/01
50-blister

715621 - 002

AMBROXOL HYDROCHLORIDE 30MG/TABLET

320636

211634

211634

M 15/292
2020/HPF/FR/013

VV-QUAL-0438424 v6.0

VV-QUAL-0373417 v2.0
(78863-p510ai0302)
01 2022

12 2024

27,292 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
Signature Julic CARETTE _—»

15 MARS 2022

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims. France



Certificate of Conformance and Analysis

Product Name : LASOLVAN tablets 30mg
Article No. .: 320636
Batch/Lot No. : 211634
Bulk Batch No: 211634
Testing Specification

Customer code - Version: 715621

RUSSIA
- 002

: VV-QUAL-0373417 v2.0

(78863-p510ai0302)

Manufacturing Specification No.:

VV-QUAL-0438424 v6.0

2

DELPHARM
Reims

Page: 2
Printed on:8/03/22
at:13:53:05

Date of Manufacture:

Expiry Date

12/01/22

: 12 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 64 N
Requirement A (n=6 tablets) Conforms

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)

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

Individual values
1 1 1
1 1 1

4.2 %

Conforms

Conforms

30.0 mg/tab.

<0.10 %

<0.10 %



&

DELPHARM

Certificate of Conformance and Analysis

Reims
Product Name : LASOLVAN tablets 30mg RUSSIA Page: 3
Article No. .: 320636 Customer code - Version: 715621 - 002 Printed on:8/03/22
Batch/Lot No.: 211634 at:13:53:05
Bulk Batch No: 211634
Testing Specification . .o VV-QUAL-0373417 v2.0 Date of Manufacture: 12/01/22
(78863-p510ai0302)
Manufacturing Specification No.: VV-QUAL-0438424 v6.0 Expiry Date . .o 12 2024

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)

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

- Content uniformity Individual values
Individual values:

103.1 102.5 101 7
99.1 100.2 99.9
100.4 99.5 98
97.9

Uniformity of dosage units (HPLC) Requirement A (n=10) 4.2
- Content uniformity The acceptance value (k=2 .4) must not
be greater than 15.0

Date of Analysis : 8/03/22 Signature
No. of Analysis : 413183 Quality Control
Aude POITRINE i}

10 MARS 2022 | 'T.; *UJPK
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