CepTudukart cOOTBEeTCTBUS U aHATU3A

IIponyxr:

S

DELPHARM
Reims
Ceprudukar cOOTBETCTBUS
Crpanuna 1
Jlata meuatu: 21/06/21
13:44:08
JIA30JIBAH cupon
POCCHUICKA ST ®EJIEPALIMS

Kon 3aka3zuuka / Bepcus
JeiicTBytolre BellecTBa

IIpomyxT Ne:

Ne maprun/cepun

No cepun anrpo:

No PeructpaiimuoHHOTO y10CTOBEPEHHUS:
EudraGMDP cchuika Ha 10KyMeHT Ne:
[IpousBoacTBeHHast crieUUKALHSL:
Crenudukanys A1 TpOBEACHUS UCTIBITAHHHA
[laTa mponsBojacTBa:

JlaTa okoHUaHUS CpOKa FOTHOCTH:

Pa3mep BhINyIIEHHON CepUn:

Perucrpanmonnoe ypocroseperne Ne: P N014992/02
OJIAKOH 100 mn

785552 -002

AMBPOKCOJIA TUJIPOXJIOPU 30 mr/5 Mo
Hopmartusnsiit nokyment: P N014992/02-040310
320904

210734

210734

M 15/292

71582

83506_P330AI0101

Rlts-2156vl

05 2021

04 2024

78.918 E/l.

CeprudukaluoHHOE 3asBJICHUE:

«HacTosmum noaTBep)kaao, 4To BhIIIEyKa3aHHAs] HHQOpMAaLUs SBIIETCS JOCTOBEPHON U TOUHON U YTO
BCE ATaIlbl MPOU3BOJCTBA 3TOW CEPHM TOTOBOM MPOXYKIMU OBLIM BBITIOJIHEHBI B TIOJTHOM COOTBETCTBUH C
TpeboBanmsiMu GMP mecTHBIX perynupyromux opranoB, EC u TpeOoBaHusIMH, COIEpXKallMMUCS B
PErHCTPAlMOHHOM yIOCTOBEPEHUH CTPAHbl/CTpaH Ha3HAUYeHH. JJOKyMEHTBI, KacaloIuecs IPONU3BOCTBA,
YIaKOBKU W aHaJM3a CEpHH, ObUTH POBEPEHBI U MIPU3HAHBI COOTBETCTBYIOIMMU TpeboBanusim GMP. Ilo
(akTy mMOOBIX OTKJIOHEHHH OblIa MPOBEACHA MPOBEPKA, BOMPOCH OBUIM 3aKPHITHI 1O BBHITyCKAa CEPHUH.
Cepust ObUIa BBIYIIEHA YIOJTHOMOYEHHBIM JIULIOM.

VnoinHoMO4YEHHOE JIMIIO

TToxmuce Julie CARETTE
/ monmucs/
Delpharm Reims 22 NIOHb 2021

10 Rue Colonel Charbonneaux
51100 Reims. @panrus




CepTudukaTt COOTBETCTBHUS M AaHAJIN3A

Haspanue JlazonBaH cupon
MPOJIYKTa:
[TpoayxT Ne: 320904

Ne maprun/cepun 210734
No cepum Oanka: 210734

Crneuuduxarus s mpoBeaeHus ucnbeiTanuid.: Rlts-2156v1

[MpousBonacreennas cnermdurarus Ne: 83506 P330AI10101

POCCUMCKAS
®EJIEPALIS

Kon 3aka3zumka / Bepcust 785552-002

o

DELPHARM

Reims

Crpanuna: 2

Jara neuatu: 21/06/21
13:44:08

Jlata nmpou3BoaCTBa:

21/05/2021

JlaTa ncreuenus cpoka

romguoctu: 04/2024

IToka3zarenb Hopma Pesynprar
Onncanne [Ipo3pauHsbrit wim MOYTH PO3paydHblif, COOTBETCTBYET
OCCIIBETHBIN MM ITOYTH OCCI[BETHBIH,
CJIETKa BSA3KHUI pacTBOP
3amax OpyKTOBEIH, ¢ apoMaToM KITyOHHYHOTO COOTBETCTBYET
Kpema
IlBeTHOCTE pacTBOpa HcnpiTyemblii pacTBOp OKpaIlIeH He CooTBeTCTBYyET
0oJiee MIHTEHCUBHO, Ye€M dTaJloHbI BS
unu BYS
[Ipo3paunocTs pacTBOpa OnaJtecrieHIVsI UCIBITYeMOro pactBopa CoOOTBETCTBYET
HE MpEeBBIIIACT onajecueHuio stanona 0,499 NTU
II
pH 2,5-35 3,0
OTHOCHUTENbHAS TIIOTHOCTH 1,090 - 1,150 1,118
1,1178
[MopmuHHOCTH: XNOpHIA [MomoxxutensHO CooTBeTCTBYyET
IMommuanoCcTh: N-A 872 CL (TCX) CootBeTcTBYeT cTaHmapTHOMY 00pas3ily CoOOTBETCTBYET
ITommMHAOCTE: OEH30HHON KUCIIOTHI CoOOTBETCTBYET CTaHIAPTHOMY 00pa3ity COOTBETCTBYET
(TCX)
[MoaymuHHOCTE: OEH30HHON KUCITOTHI CootBeTcTBYeT cTaHmapTHOMY 00pas3iyy CoOOTBETCTBYET
(BOXKX)
KonuyectBeHHOE OmpeneeHue: 153,0 - 187,0 mr/100 mu 166,0 Mr/100 M
OenzoitHoil kucnoTe! (BOXKX)
ITommanrocTs: N-A 872 CL (BDXKX)  CootrBercTByeT cTanmapTHOMY 00pasiry CoOTBETCTBYET
Komnuectsennoe onpenenenne: N-A 872570,0 - 630,0 mr/100 ma 590,4 mr/100 mn
CL (BOXX)
IIpoayxTsl pasnoxkenusi: N-A 873 CL He 6omee 0,5 % <0,10 %

(BOXKX)

[IponyxTsl paznoxenus: N-A 1777 CL

(BOXKX)

He 60mee 0,2 % 7 S



CepTudukaTt COOTBETCTBHUS M AaHAJIN3A D

DELPHARM

Reims
Haspanue JlazonBaH cupon POCCUICKAS Crpanuna: 3
IIPOJYKTa: OEJIEPALINA
[MpomykT Ne: 320904 Konx 3aka3unka / Bepcust 785552-002 Hara neuaru: 21/06/21

13:44:08
Ne maprun/cepun 210734
No cepum Oanka: 210734
Crneuuduxarus s mpoBeaeHus ucnbeiTanuid.: Rlts-2156v1 Jlara npousBoacTBa:
21/05/2021

[IpousBoxacreennas cnermduranus Ne: 83506 P330AI10101 JlaTa ucTedeHus cpoka

romguoctu: 04/2024

IToka3zarenb Hopma Pesynprar
[poxyxts paznoxenus: N-AB 773 XX He 6omnee 0,2 % <0,10 %
(BOXKX)

[IpoxykTsl paznoxenus: equanuneii  He 6onee 0,2 % <0,10 %
HEHJICHTU(UIMPOBAHHBIN POLYKT

pasnoxkenns (BOXX)

IIpoayKTHI pa3noKEeHUS: CyMMa He 6onee 1 % <0,10 %

IpOAyKTOB pazioxeHus (BOXKX)

O0BbeM COIEPIKUMOTO YITAKOBKH He 6onee 1 u3 50 06beM0B MokeT ObITh  COOTBETCTBYET
B nuana3one ot 91,0 go 95,5 min. O6seM
HE MOXET OBITh MeHbIe 91,0 M

OO0BEMBI COAEPKUMOTO YITAKOBOK Cpennauii 00beM COIEP)KUMOTO PaBEH 101,2 Mo
winu 6onbire 100,0 M

IIpumeuanus:

OreHKa: COOTBETCTBYET HOPMaM CIIeUUPHUKALINN

[Hata ananuza 1 21/06/21 [Moanucs
Howmep ananuza 1403907 KonTpons kauectBa

AUDE POITRINE
<nmoANMUuCh>
21 UFOHD 2021



%,

Aenbcpapm Penmc

IIpuioxenue K ceprupuKaTy aHaJIU3a
(compoBoauTeILHOE MUCHLMO JJIS penapara

JlazoaBan cupon 30 mr/5 mu_83506)

HaszBanue npoaykra: JlazonBan Cupon
Howmep cepun: 210734

GMID: 785552

[ara npousBozcTaa: 21/05/2021
Expiry Date: 04/2024

Homep PeructpanioHHOro y0CTOBEPEHNS, 3aperucTpUpOBaHHOro B Poccuiickoit @enepanuu: 11
N014992/02

Haspanne ADU (MexayHapoHOES): AMOPOKCOJIA THIPOXJIOPHT

Hazsanue npousoaurens AOU: bumgaxem C.1.A.

Anpec mpouzBoautenss ADU: Strada Statale 11 Padana Superiore N8, Wrtanus-24040 Fornovo San
Giovanni (Bergamo), Utanus

[Nokazarens «MuKpoOHOIOrHYECKasi YUCTOTa» MOXKET OTCYTCTBOBAaThH B cepTH(UKaTe aHanm3a, HO

ZIaHHBII‘/’I TECT MPOBOJAUTCA MUHUMYM Ha IBYX CCPUAX B I'OJ.

MapkupoBKa B TIOJIHOM COOTBETCTBHM C TMOCIEIHUMH YTBEPKACHHBIMU BEPCHSIMH MAaKeTOB
YIAaKOBOYHBIX MAaTEpUAIIOB U MHCTPYKLUHUH 10 MEAWIUHCKOMY NPUMEHEHHIO. YIIAKOBKa B IOJHOM
COOTBETCTBHH cO crierrduranreit HopmatuBHOM 1OKyMEHTalMU U IepeMeHHasi ”HPOpMaLus HaHeCeHa

B COOTBETCTBYIOIIUX ITOJIAX.

JlaHHBIM JOKYMEHTOM sI TIOATBEPKIAl0, YTO JAaHHAs CEepPHUsl MPOTECTHPOBaHA IO BCEM ITOKA3aTeIsM
KauecTBa, MEPEYMCICHHBIM B crnernudukanuu HopMmaTuBHOW JOKyMeHTanuu (3a WCKIIOYEHHEM

[IapaMeTPOB, KOTOPBIE HE KOHTPOJIMPYIOTCSI Ha MPOM3BOJCTBEHHOM IUIOIIA/IKe, TAKHE KaK aHOMalbHas

TOKCHYHOCTbB, HJIN TCCThI, BBIIIOJIHACMBIC HCpI/IOI[I/I‘ICCKI/I)

[Mopnuce/lata: noonuce

22 UIOHB 2021
Wms: Julie CARETTE
JloikHOCTB: Ynonnomouennoe nuyo

reims@delpharm.com
S.A.S. au capital ce 5.022.000 €- RCS Reims 503 653 818



Certificate of Conformance and Analysis

DELPHARM
Reims

Certificate of Conformance

Page: 1
Printed on:21/06/21
at:13-44:08

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

Customer code - Version: 785552 - 002

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

Normative Document: P N014992/02-040310

Article No. 320904

Batch/Lot No : 210734

Bulk Batch No: 210734

N° of Manufacturing Authorization: M 15/292
EudraGMDP Document Reference No.: 71582
Manufacturing specification 83506_P330AI0101
Testing specification: Rlts-2156vl

Date of Manufacture: 05 2021

Expiry Date: 04 2024

Batch quantity released 78,918 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
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 Quaiified Person”.

Qualified Person Julic C/\RF,'ITE

Signature
77 JUIN 20

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name : LASOLVAN Syrup
Article No. .: 320904
Batch/Lot No.: 210734
Bulk Batch No: 210734
Testing Specification

: Rlts-2156v1

RUSSIAN FEDERATION

Customer code - Version: 785552 - 002

Manufacturing Specification No.: 83506_P330A10101

Tests Specifications

Appearance Clear to almost clear and colourless to
almost colourless slightly viscous
liquid

Odour Fruity. aromatic of strawberry cream

Colour of sclution

Clarity of solution

pH

Relative density

Identification: Chloride
Identification: N-A 872 CL (TLC)
Identification: Benzoic Acid (TLC)
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)

Not more intensely coloured than
reference solution B5 or BY5

Not more opalescent than reference
suspension II

2.5 - 3.6

1.090 - 1.150

Positive

Corresponds to reference
Corresponds to reference
Corresponds to reference
153.0 - 187.0 mg/100m]
Corresponds to reference
570.0 - 630.0 mg/100 ml

NMT 0.5 %

NMT 0.2 %

DELPHARM
Reims

Page: 2
Printed on:21/06/21
at:13:44:08

Date of Manufacture: 21/05/21

Expiry Date . . 04 2024

Results

Conforms

Conforms

Conforms

Conforms

0.499 NTU

3.0

1.118
1,1178

Conforms

Conforms

Conforms

Conforms

166.0 mg/100m]

Conforms

590.4 mg/100m1

<010 %




Certificate of Conformance and Analysis

Product Name : LASOLVAN Syrup RUSSTAN FEDERATION
Article No. .: 320904 Customer code - Version: 785552 - 002
Batch/Lot No.: 210734

Bulk Batch No: 210734

Testing Specification . Rlts-2156vl

Manufacturing Specification No : 83506_P330AI0101

2,

DELPHARM
Reims

Page: 3
Printed on:21/06/21
at:13:44:08

Date of Manufacture:

Expiry Date

21/05/21

: 04 2024

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 % < (.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 101 2 ml

to or greater than 100.0 ml

Date of Analysis : 21/06/21 Signature
No. of Analysis : 403907 Quality Control
Aude POITRINE

L

2 1 JUIN 2021

—




APPENDIX TO CERTIFICATE OF ANALYSIS

(Cover Letter Lasolvan 30mg/ 5mi_83506)

Product Name: LASOLVAN Syrup
Batch Number: 210734

GMID: 785552
Manufacturing Date: 21/05/2021
Expiry Date: 04/2024

Reference number to MA registered in Russia: P N014992/02

Name of API (INN): AMBROXOL HYDROCHLORIDE
Name of API manufacturer; BIDACHEM SPA
Address of manufacturing site:  Strada Statale 11 Padana Superiore No. 8

ltaly-24040 Fornovo San Giovanni, Bergamo

The parameter “Microbiological purity” may be absent in the certificate of analysis, but this test is carried
out on at minimum 2 batches per year.

Labelling is in full compliance with the last approved version of packaging and leaflet artworks. Packaging
is in full compliance with the Normative Document specification and variable information is located in

corresponding fields.

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document
specification (except for tests which are not controlied at the plant, e.g. abnormal toxicity, or periodically
controlled tests).

Signature/Date:

Julic CARETTE .
Printed Name: 22 JUN 7 %

Title: Quuuveﬁ( Cosom Tan CQ‘CU'X 03 51_5_512%

QOWBOLT )

Delpharm Reims - 10 rue Colonel Charbonneaux F-51100 Reims - Tel.: +33 (0)3.26.88.81.10 - Fax: 33 (0)3.26.88.81.11
Site Web: www.deloharm.com E-Mail: reims@delpharm.com
S.A.S. au capital de 5.022.000 € - RCS Reims 503 653 818
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