CepTudukar cOOTBETCTBHS U aHAJIHU3A ‘D

DELPHARM
Reims
Ceprudukar cOOTBETCTBUS

Crpanuna 1

Jlata meuatu: 25/03/22

13:33:17

IIponyxr: JIA30JIBAH cupon
POCCUICKA Sl ®EJEPALIUSA

Perucrpanmonnoe ypocroseperne Ne: P N014992/02
OJIAKOH 100 mn

Kon 3aka3zuuka / Bepcus 785552 -003

JeficTByromue BemecTra AMBPOKCOJIA TUAPOXJIOPU]L 30 Mr/5 mi
Hopmartusnsiit nokyment: P N014992/02-040310

IIpomyxT Ne: 320904

Ne maprun/cepun 222453

Ne cepumn aHrpo: 222453

No PerucTpaniioHHOTO YIIOCTOBEPEHUS: M 15/292

Ne cepruduxkara: 2020/HPF/FR/013

[IpousBoaCTBEHHAS CIICITU(UKAIHS: 83506 _P330AI0101

Crenudukanuys ais npoBeneHus ucnbitanuii  Rlts-2156v1

[laTa mponsBojacTBa: 022022

JlaTa oKOHUYaHUS CpOKa TOTHOCTH: 01 2025

Pa3Mmep BBINTYIIICHHON CEPHH: 78.976 EJI.

CeprudukainoHHOE 3asIBICHHE:

«HacTosmum noaTBep)kao, 4To BhIIIEyKa3aHHAs] HHQOpMAaLUs SBIIETCS JOCTOBEPHON U TOUHON U YTO
BCE ATaIlbl POU3BOJCTBA 3TOM CEPUM TOTOBOM MPOXYKIMU OBLIM BBIIIOJIHEHBI B TIOJTHOM COOTBETCTBUU C
TpeboBanmsiMu GMP mecTHBIX perynupyromux opranoB, EC u TpeOoBaHusIMH, COIEpXallMMUCS B
PErHCTPAlMOHHOM yIOCTOBEPEHUH CTPAHbl/CTpaH Ha3HAUYeHHs. JJOKyMEHTBHI, Kacaroluecs MPONU3BOACTBA,
YIAaKOBKU U aHaJIM3a CEpUH, ObUIU IPOBEPEHBI U NIPU3HAHBI COOTBETCTBYIOIIMMU TpeboBanusim GMP. Ilo
(akTy mMOOBIX OTKJIOHEHHH OblIa MPOBEACHA MPOBEPKA, BOMPOCH OBUIM 3aKPHITHI IO BBHITyCKAa CEPHH.
Cepust ObUIa BBINYIIEHA YIOJTHOMOYEHHBIM JIULIOM.

V1I0THOMOYECHHOE JIHITO
TToxmuce Julie CARETTE
Delpharm Reims <moamuchL>
10 Rue Colonel Charbonneaux 28 MAPTA 2022

51100 Reims. ®pannus



CepTudukaTt COOTBETCTBHUS M AaHAJIN3A

Hazpanue JlazonBan POCCHUIMCKA I ®EJIEPALLV
HPOJIYKTA: cupon

IIpomyxT Ne: 320904 Kopn 3aka3zuuka / Bepcust 785552 - 003
Ne maprtun/cepun 222453

Ne cepum Oanka: 222453

Crenndukanys A1 IpoBeaeHUs ucnbiTanuid.: Rlts-2156v1

Crpanuua: 2

Jara meuaTtu: 25/03/22

B 13:33:17

I[aTa MMpOU3BOJACTBA:

18/02/22

[Ipouseoacreennas cnerudurarms Ne: 83506 P330AI10101

Jlata ncreuenus cpoka

romaoctr: 01 2025

Iloka3artenb Hopma Pe3yabTar
Onucanue [Ipo3paunblii WK MOYTH NPo3padHbiid, COOTBETCTBYET
OCCIBETHBIN WU OYTH OCCI{BETHBIMH,
CJIETKa BSI3KUM pacTBOP
3amax @pyKTOBBIN, C APOMATOM CootBeTcTBYET
KIIyOHUYHOTO Kpema
IBeTHOCTH pacTBOpa HcneiTyemslii pacTBop okpamieH He  COOTBETCTBYET
0oJiee MTHTEHCUBHO, Y€M STAJIOHBI B5
i BYS
IIpo3pauHocTh pacTBOpa OnasnecueHnus UCIbITyEMOTO CooTBeTCTBYET
pacTBopa He IPEBBIIIAECT 0,471 NTU
onanecieHuo rajgona II
pH 2,5-35 3,0
OTtHOCHUTEIbHAS IIJIOTHOCTh 1,090 - 1,150 1,119
1,1188
[TognmuHHOCTB: XJI0pUAa ITonoxurensHO CooTBeTCTBYET
[TogmuuanoCcTh: N-A 872 CL (TCX) CooTBeTcTBYET CTaHAAPTHOMY CooTBeTCTBYET
oOpa3zity
[TopmuaHOCTB: OeH30MHON KUCIOTEI COOTBETCTBYET CTaHAAPTHOMY CoOTBETCTBYET
(TCX) o0pasiy
[TopmuaHOCTE: OeH30MHON KUCIOTEI COOTBETCTBYET CTaHAAPTHOMY CooTBeTCTBYET
(BOXKX) o0pasiy

KonnuectBeHHOE onpeieneHue: 153,0 - 187,0 mr/100 M

Oen3oitHoi kucinoTel (BOKX)

[TogmmuuanrOoCcTh: N-A 872 CL (BOXKX) CooTBeTCTBYET CTaHAAPTHOMY
oOpa3sity

KonunuectBennoe onpenenenne: N-A 570,0 - 630,0 mr/100 M

872 CL (BDXKX)

[TponyxTsl paznoxenus: N-A 873 CL He 6ounee 0,5 %

(BOXKX)

[TponyxTsl pasnoxenus: N-A 1777  He 6onee 0,2 %

CL (BDXX)

168,9 mr/100 mi

CoOTBETCTBYET
596,7 mr/100 mn
<0,10 %

<0,10 %



CepTudukaTt COOTBETCTBHUS M AaHAJIN3A

o

DELPHARM
Reims
Hazpanne JlazonBan ~ POCCUMCKAS ®EJEPALIAI Crpanuna: 3
NPOJIyKTA: CHpOIT
IIponykt Ne: 320904 Kopn 3aka3zuuka / Bepcus 785552 - 003 Hara newarn: 25/03/22
Ne maprtun/cepun 222453 B 13:33:17
Ne cepum Oanka: 222453
Crenndukanys A1 IpoBeaeHUs ucnbiTanuid.: Rlts-2156v1 Jara npou3BOJICTBA:
18/02/22

[Ipouseoacreennas cnerudurarms Ne: 83506 P330AI10101 Jlata ucredyeHus cpoka

romaoctr: 01 2025

[TponyxTsl paznoxenus: N-AB 773 He 6onee 0,2 %
XX (BOXKX)

[TponyxTsl paznoxenus: equauunbii He 6omee 0,2 %
HEUJICHTHU(PULIUPOBAHHBIN MPOTYKT

paznoxenus (BOXX)

[IpoayKThI pa3iokeHus: CyMMa He Gonee 1 %

poyKToB paznoxkenus (BDXKX)

O0BbeM CoIePKUMOTO YITaKOBKU He 6onee 1 u3 50 00beMOB MOKET

OBITE B quanasoHe oT 91,0 mo 95,5 mi.

O0beM He MOKeT ObITh MeHbIIe 91,0
MIT

O06mwembl comepkuMoro ynakoBok  CpenHuii 00beM COAEP)KUMOT0 paBeH
mw 6onbiie 100,0 M

<0,10 %

<0,10 %

<0,10 %

CootBeTcTBYET

100,3 mu

[Ipumeuanms:

Or1eHKa: COOTBETCTBYET HOPMaM CreU(UKAITTN

[Hata ananuza :25/03/22  Tloamuck
Howmep ananuza 1412971 KonTpons kauectBa
AUDE POITRINE
<moamuch>

25 MAP 2022
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DELPHARM
Reims

Certificate of Conformance and Analysis

Certificate of Conformance

Page: 1
Printed on:25/03/22
at:13:33:17

Product: LASOLVAN Syrup
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No: P N014992/02
100m1 bottle

Customer code - Version: 785552 - 003

Active Ingredient(s): AMBROXOL HYDROCHLORIDE 30mg/5ml

Normative Document: P N014992/02-040310

Article No.: 320904

Batch/Lot No 222453

Bulk Batch No 222453

N° of Manufacturing Authorization: M 15/292
Certificate Number: 2020/HPF/FR/013
Manufacturing specification: 83506_P330AI0101
Testing specification: R1ts-2156vl

Date of Manufacture: 02 2022

Expiry Date: 01 2025

Batch quantity released: 78.976 UN

Certification statement:

"1 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 ) TE ‘
Signature Julic CARFE1
7§ MARS 201

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name : LASOLVAN Syrup
Article No. .: 320904
Batch/Lot No.: 222453
Bulk Batch No: 222453
Testing Specification .

: Rlts-2156v1

RUSSIAN FEDERATION

Customer code - Version: 785552 - 003

Manufacturing Specification No.: 83506_P330AI0101

%

DELPHARM
Reims

Page: 2
Printed on:25/03/22
at:13:33:17

Date of Manufacture: 18/02/22

Expiry Date . : 01 2025

Tests Specifications Results
Appearance Clear to almost clear and colourless to Conforms
almost colourless slightly viscous
liquid
Odour Fruity, aromatic of strawberry cream Conforms
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 0.471NTU
pH 2.5 - 3.5 3.0
Relative density 1.090 - 1.150 1.119
1,1188
Identification: Chloride Positive Conforms
Identification: N-A 872 CL (TLC) Corresponds to reference Conforms
Identification: Benzoic Acid (TLC) Corresponds to reference Conforms
Corresponds to reference Conforms

Identification: Benzoic acid (HPLC)
Assay: Benzoic acid (HPLC)
Identification: N-A 872 CL (HPLC)
Assay: N-A 872 CL (HPLC)

Degradation products: N-A 873 CL
(HPLC)

Degradation products: N-A 1777 CL
(HPLC)

153.0 - 187.0 mg/100m1
Corresponds to reference
570.0 - 630.0 mg/100 mi

NMT 0.5 %

NMT 0.2 %

168.9 mg/100m]

Conforms

596.7 mg/100m1

<0.10 %

<0.10 %
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DELPHARM

Certificate of Conformance and Analysis

Reims
Product Name : LASOLVAN Syrup RUSSIAN FEDERATION Page: 3
Article No. : 320904 Customer code - Version: 785552 - 003 Printed on:25/03/22
Batch/Lot No.: 222453 at:13:33:17
Bulk Batch No: 222453
Testing Specification . . : Rlts-2156v1 Date of Manufacture: 18/02/22
Manufacturing Specification No.: 83506_P330AI0101 Expiry Date . . .o 01 2025
Tests Specifications Results
Degradation products: N-AB 773 XX NMT 0.2 % < 0.10 %
(HPLC)
Degradation products: Any unspecified NMT 0.2 % < 0.10 %

degradation product (HPLC)

Degradation products: Total degradation  NMT 1% < 0.10 %
products (HPLC)

Volume of contents NMT 1 in 50 volumes is permitted to be Conforms
in the range 91.0 and 95.5 ml
No volume is permitted to be less than
91.0 ml

volumes of contents The average volume of contents is equal 100 3 ml
to or greater than 100.0 ml

Date of Analysis : 25/03/22 Signature
No. of Analysis : 412971 Quality Control
Aude POITRINE [ ]
5 s 22 | | g ,,,L
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