CepTudukart cOOTBEeTCTBUS U aHATU3A ‘D

DELPHARM
Reims
Ceprudukar cOOTBETCTBUS

Crpanuna 1

Jlata meuatu: 17/06/20

B 10:58:39

IIpoxyxr: JlazonBan cupon
POCCHUICKAS ®EJIEPALIUS

Peructpannonnoe ymocroeperue Ne: P N014992/03
®JIAKOH 100 mn

Kon 3aka3uuka / Bepcus 702821 - 003

JeiicTByromue BemecTsa AMBPOKCOJIA TUJAPOXJIOPU/L 15 mr/5 mn
Hopwmartusaerit noxkyment: P N014992/03-180314

Aptukyn Ne: 319183

Ne maptuw/cepun 200609

Ne cepum Gamka: 200609

Ne JIuuen3uu npou3BOJICTBA: M 15/292

Ne moxymenTa u3 6a3e1 EudraGMDP: 71582

TIpousBoaCTBEHHAS CIICTTU(UKAIINS: 83505 P330AI0101

Crenpukanus sl MPOBEJCHUS UCTIBITAHUI Rlts-2809v2

Jara npousBojcTBa: 04 2020

JlaTa OKOHYaHHS CPOKA TOJTHOCTH: 04 2023

Pa3mep BoImyIIeHHOM cepuu: 75 699 EJ| 23 utons 2020, noanuch

CeprudukanmonHoe 3asBICHUE:

«Hacrosmum noaTBepKaat0, 4To BblllIeyKa3aHHas HHPOpMAIIHS SBISETCS JOCTOBEPHOM 1 TOUHON
¥ YTO BCE ATAIlbl MPOU3BOACTBA ATOH CEPHH TOTOBOM MPOAYKIMH OBLIM BBITOJIHEHBI B IOJHOM
cooTBeTCTBUU C TpeboBanussMu GMP mecTHBIX perynupyromniux opranos, EC u TpeGoBaHusaMH,
COJICPKALTMMHCS B PETUCTPALIIOHHOM YAOCTOBEPEHUHU CTPAHBI/CTPaH Ha3HAaYeHUA. [IOKYMEHTHI,
Kacaroluecsi MPOU3BOJCTBA, YMAaKOBKM M aHAlIM3a Cepud, OBUIM MPOBEPEHbI U MpPHU3HAHBI
cootBercTByomuMH TpeboBanusiMm GMP. Ilo ¢dakty m00bIX OTKIOHEHHH ObLIa MpoBeIcHA
IpOBEpPKa, BONPOCHl OBbUIM 3aKpbITBl 10 BbiMycka cepuu. Cepus Obla BBIMyIIEHA
YIOJTHOMOYEHHBIM JINLIOM.

VHOJIHOMOYEHHOE JIUIIO M.E.MOUGENOT
Iloanuce <MoJNMCh>
Delpharm Reims 18 .urons. 2020

10 Rue Colonel Charbonneaux
51100 Reims. ®panums

-
[ «LaHopu Poccus»

sanofi Russia |




CepTudukart cOOTBEeTCTBUS U aHATU3A

Hazganue npoaykra: JlazonBaH cupomn

IIponykt Ne: 319183
Ne maptuw/cepun 200609
Ne cepun Oanka: 200609

Crienukanus s IpoBeaCHUs UcTbITaHui. .; Rlts-2809v2

IpousBoacteennas cnenudukaus Ne: 83505 P330AI10101

Kon 3aka3zunka / Bepcust 702821 / 003

POCCHUICKASI ®EJEPALINS

>

DELPHARM
Reims

Crpanwnma: 2

Jara meuatu: 17/06/20

B 10:58:39

[Hara nmpoussoactsa: 28/04/20

Jata ucredenus cpoxa

roguoctu: 04/2023

IToxa3zaTens Hopma Pesynbrar
Onucanue IIpo3pauHblit UM TOYTH MPO3PAUHBIH, CooTBeTCTBYET
OCCIBETHBIH MM OYTH OCCLBETHBIH, ClIerKa
BA3KUI1 pacTBOp
3amax DpyKTOBBIHA, C apOMATOM JIECHBIX SITOJ CooTBeTCTBYET
IIBeTHOCTH pacTBOpa HcnpiTyemblii pacTBOp OKpallleH He boJiee CooTBeTCTBYET
WHTEHCHUBHO, YeM 3TajioHsl B5 unu BY5
[Ipo3paunocTs pacTBOpa OmnasnecteHIus HCIBITyeMOTO pacTBOpa He CooOTBETCTBYET
MIPEBBIIIACT ONaNeCIEeHITNIO dTasmoHa 11 0,877 NTU
pH 2,5-35 3,0
OTHOCHTEIbHAS IIJIOTHOCTD 1,090 - 1,150 1,118
1,1179
TlomMHHOCTB: XJIOPHUIBI [TonoxurenbHbIA pe3yabTaT COOTBETCTBYET
Hommuunocts: N-A 872 CL (TCX) COOTBETCTBYET CTAaHIAPTHOMY 00pasILy COOTBETCTBYET
IomnmuuanoCTh: OeH30iHOI KucnoThl (TCX) CooTBETCTBYET CTaHAAPTHOMY 00pa3iry COOTBETCTBYET
[MoummHHOCTB: OEH30MHON KHCIOTHI CoO0TBETCTBYET CTaHJaPTHOMY 00pasIy CooTBeTCTBYET
(BIXX)
Konungectsennoe onpeaencuue: 6enzoitHoit  153,0 - 187,0 mr/100 mut 166,3 mr/100 mn
kucnotsl (BOXX)
MommuanocTh: N-A 872 CL (BDXKX) COOTBETCTBYET CTAaHIAPTHOMY 00pasILy COOTBETCTBYET
KomunuectBennoe onpenenenue: N-A 872 285,0 - 315,0 mr/100 ma 297,6 mr/100 ma
CL (BRXX)
IIpomyxTsr pasnoxenus: N-A 873 CL He 6omnee 0,5 % <0,10 %
(BOXX)
IIpomyxTer pasnoxenus: N-A 1777 CL He 6omnee 0,2 % <0,10 %
(BOXX)
IIponyktel pasnoxenus: N-AB 773 XX He 6onee 0,2 % <0,10 %
(BOXX)
IIpoayKTel pa3nokeHus: e AMHUYHBINA He 6onee 0,2 % <0,10
HEUICHTH(DUIIUPOBAHHBIA TPOAYKT
pasznoxenus (BOXX)
[IponykTel pazioxenus: cymma npoayktoB He Goxee 1 % <0,10
pasnoxenus (BOXX)
O6bem copepxumoro yrmakoBku (100 )  He 6onee 1 u3 50 06pa3ioB MOKeT UMETh CooTBeTCcTBYET
00beM B guamnaszone ot 91,0 1o 95,5 mir. Hu
oH o0Opasel] He MOXeT OBITh UMETh 00BhEM
menbire 91,0 mi
Cpennuii 00beM COIEPKUMOTO PABEH UITH 101,2 mu

6osbiire 100,0 M




Ceprudukar cOOTBETCTBHS U AHAJIHU3A D‘

DELPHARM
5 Reims

Hazpanue npoaykra: JlazonBaH cupon POCCUUCKAA GENEPALIA Crpanumna: 3
Ipomyxr Ne: 319183 Kon 3aka3uuka / Bepcus 702821 / 003 [Hara neuarn: 17/06/20

B 10:58:39
Ne naprun/cepun 200609
Ne cepun Gamka: 200609
Crienuukaryst sl IpOBEACHHS UCTIBITaHUH. .: Rlts-2809v2 Jara npom3Boctsa: 28/04/20
IIpomsBoacTeennas cnenndukarms Ne: 83505 P330AI10101 JlaTa uctedeHus cpoka

rogaoctr: 04/2023
IIpumeuanus:

OreHKa: COOTBETCTBYET HOPMaM CTHEIU(UKAIIH

JlaTa aHanu3a :17/06/2020  Iloamwuce
Howmep ananmza 1391251 KoHTpoas kagecTBa

Aude POITRINE
17 uron 2020
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Aenbdapm Penmc

MpunoxxeHune Kk cepTtudmkKaTy aHanusa
(conpoBoaMTenbHOE NUCbMO 418 Npenaparta

JlazonBaH cupon 15/5 mn_83505)

Ha3BaHue npoaykra: JazoneaH Cupon
Homep cepuu: 200609

GMID: 702821

[aTa npou3BoacTsa: 28/04/2020
Expiry Date: 04/2023

Homep PermcrpaLmoHHOro yaoCTOBEPEHUS, 3aperncTpupoBaHHoro B Poccuiickoit ®eaepaumn: N N014992/03

HazsaHne AOU (MexayHapoaHoe): AMBpokcona rmapoxiopua
HassaHwue npoussoantens AOU: buaaxem CrA

Aapec npousBoauTtens AOU: Strada Statale 11 Padana Superiore N8, UTanus-24040 Fornovo San Giovanni,Bergamo

MokasaTenb «MuUKpoBMONorMyeckass YUMCTOTa» MOXET OTCYTCTBOBaTb B CEPTU(MKATE aHanM3a, HO AaHHbIA TecT

MPOBOANTCS MUHMMYM Ha [iBYX CEpUSIX B rog.

MapkvnpoBKa B MOJIHOM COOTBETCTBUW C MOCNEAHUMU YTBEPXAEHHbIMM BEPCUSAMM MAKETOB YMaKOBOYHbIX
MaTepuanos U UHCTPYKLMM NO MEAULIMHCKOMY MPUMEHEHUIO. YNaKoBKa B MOSIHOM COOTBETCTBUN CO CneuMq)MKaLlMeVI

HOpMaTVIBHOl‘;I AOKYMEHTaunn n nepeMeHHas MHq)OpMaLI,VIFI HaHeCeHa B COOTBETCTBYOLWMX Nonsax.

[aHHbIM [OKYMEHTOM s MOATBEPXKAAD, YTO [aHHAasi cepusi MPOTECTMPOBaHa MO BCEM MOKAa3aTeNsiM KayecTBa,
MepeyncrieHHbIM B cneumdukaumm HopMaTMBHOW [JOKYMEHTaUuMM (3a MCKIIIOYEHVMEM MapaMeTpoB, KOTOpble He

KOHTPONUPYIOTCS Ha TMPOW3BOACTBEHHOW M/IOWAAKE, TaKMe KakK aHOMasibHasi TOKCMYHOCTb, WM  TECTH,
BbIMOJTHSIEMbIE MEPUOANYECKN)

Moanwcw/Nata: nogruce

28.06.2020

Uma: M.E. MOUGENOT

LomKHOCTb: VITo/IHOMOYeHHoe /L0, OTBETCTBEHHOE 3a BbITyCK
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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.delpharm.com E-Mail:
reims@delpharm.com

S.A.S. !III capital ce 5.022.000 €- RCS Reims 503 653 818



Certificate of Conformance and Analysis

Product:

Customer code - Version:

Active Ingredient(s):

Article No.:

Batch/Lot No.:

Bulk Batch No:

N° of Manufacturing Authorization:

EudraGMDP Document Reference No.:

Manufacturing specification:

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity released:

Certificate of Conformance

LASOLVAN syrup

RUSSIAN FEDERATION

MARKETING AUTHORIZATION No: P N014992/03

100m1 bottle

702821 - 003

AMBROXOL HYDROCHLORIDE 15MG/SML

Normative document: P N014992/03-180314

319183
200609
200609
M 15/292
71582

83505_P330AI0101

R1ts-2809v2

04 2020

04 2023

2,184 UN

2

DELPHARM
Roims

Page: 1
Printed on:23/06/20
at:12:51:02

Certification statement:

"1 hereby certify that the above
of this batch of finished product

found to be in compliance with GM

information is authentic and accurate and that all the manufacturing stages
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

P. Any deviations have been assessed and closed prior to batch release.

The batch has been released by a Qualified Person”.

Qualified Person
Signature

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

Product Name : LASOLVAN syrup
Article No. .: 319183
Batch/Lot No.: 200609
Bulk Batch No: 200609
Testing Specification .

: Rlts-2809v2

RUSSIAN FEDERATION

Customer code - Version: 702821 - 003

2,

DELPHARM
Reims

Page: 2
Printed on:23/06/20
at:12:51:02

Date of Manufacture: 28/04/20

Manufacturing Specification No.: 83505_P330AI0101 Expiry Date . . . .: 04 2023
Tests Specifications Results
Appearance Clear to almost clear & colourless to Conforms
almost colourless slightly viscous
syrup
Odour Fruity. aromatic of woodberry Conforms
Colour of solution Not more intensely coloured than the Conforms
reference solution B5 or BY5
Clarity of solution Not more opalescent than reference Conforms
suspension II 0,877NTU
pH 2.5 - 3.5 3.0
Relative density d(20/20) 1.090 - 1.150 1.118
1,1179
Identification: Chloride Positive Conforms
Identification: N-A 872 CL (TLC) Corresponding to standard Conforms
Identification: Benzoic Acid (TLC) Corresponding to standard Conforms
Identification: Benzoic acid (HPLC) Corresponding to standard Conforms

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
Corresponding to standard
285.0 - 315.0 mg/100 ml

NMT 0.5 %

NMT 0.2 %

166.3 mg/100m1

Conforms

297 .6 mg/100m1

< 0.10 %
< 0.10 %
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Certificate of Conformance and Analysis

Product Name :

LASOLVAN syrup

RUSSIAN FEDERATION

Article No. .: 319183 Customer code - Version: 702821 - 003
Batch/Lot No.: 200609
Bulk Batch No: 200609

DELPHARM
Reims

Page: 3
Printed on:23/06/20
at:12:51:02

: Rlts-2809v2

Date of Manufacture:

28/04/20

Testing Specification .

Manufacturing Specification No.: 83505 P330AI0101

Expiry Date . - 04 2023

Tests Specifications Results
Degradation products: N-AB 773 XX NMT 0.2 % <0.10 %
(HPLC)
Degradation products: Any unspecified NMT 0.2 % < 0.10 %
degradtion product (HPLC)
Degradation products: Total degradation NMT 1 % < 0.10 %
products (HPLC)
VoTume of contents (100 m1) NMT 1 in 50 volumes is permitted to be Conforms
in the range 91.0 & 95.5 m]
No volume is permitted to be less than
91.0 ml
Volumes of contents (100 ml) The average is >= 100.0 m] 101.2 ml

Date of Analysis : 23/06/20
No. of Analysis : 392303

Signature
Quality Control

. W / y
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APPENDIX TO CERTIFICATE OF ANALYSIS

(Cover Letter Lasolvan syrup 15mg/5ml_83505)

Product Name: LASOLVAN Syrup
Batch Number: 200609

GMID: 702821
Manufacturing Date: 28/04/2020
Expiry Date: 04/2023

Reference number to MA registered in Russia: P N014992/03

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

Italy-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 controlled at the plant, e.g. abnormal toxicity, or periodically
controlled tests).

Signature/Date: 93106 oo %

Printed Name:

M-E. MOUGENOT

Title: QF 1« c,‘u;ungé aﬁ ,uLw"(

Delpharm Reims - 10 rue Colone! Charbonneaux F-51100 Reims — Tel.: +33 (0)3.26.68.81.10 - Fax: 33 (0)3.26.88.81.11
Site Web: www.delpharm.com E-Mail: reims(@delpharm.com
S.A.S. au capital de 5.022.000 € - RCS Reims 503 653 818
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