CepTudukart cOOTBEeTCTBUS U aHATU3A ‘D

DELPHARM
Reims
Ceprudukar cOOTBETCTBUS

Crpanuna 1

Jlara meuatn: 12/01/21

B 14:11:52

IIpoxyxr: JlazonBaH cupon
POCCUMICKAS OEJNEPAITIIA

Perucrparmmonnoe ynocrosepenne Ne: P N014992/03
OJTAKOH 100 mn

Kon 3aka3unka / Bepcust 785061 — 001

Je#icTByromue BemiecTBa AMBPOKCOJIA TUAPOXJIOPUJL 15 mr/5 mu
Hopwmarushslii nokyment: P N014992/03-180314

Aptukyn Ne: 320903

Ne maptuw/cepun 201294

Ne cepum Gamka: 201294

Ne JIutieH3un IpoOM3BOICTRA! M 15/292

Ne moxymenTa u3 6a3e1 EudraGMDP: 71582

TIpousBoaCcTBEHHAS CIICTIU(UKAIINS: 83505 P330AI0101

Crienuukanyist 1Sl MPOBEACHUS UCTIBITAHUH Rlts-2809v2

JlaTa mpou3BoiCTBA: 12 2020

JlaTa OKOHYaHUS CPOKa TOAHOCTU: 112023

Pa3mep BoImyIIeHHON cepuu: 79. 053 EX.

CeprudukanmonHoe 3asBICHUE:

«Hacrosmumm noaTBepKaat0, 4To BblllIeyKa3aHHas HHPOpPMAIIHS SBISETCS JOCTOBEPHOM 1 TOUHON
¥ YTO BCE ATAIlbl MPOU3BOACTBA ATOH CEPHH TOTOBOM MPOAYKIMH OBLIM BBITOJIHEHBI B IOJHOM
cooTBeTcTBUU C TpeboBanusMu GMP mecTHBIX perynupyromniux opranos, EC u tpeGoBaHusaMH,
COJICPKALTUMHCS B PETUCTPALIIOHHOM YAOCTOBEPEHUHU CTPAHBI/CTPaH Ha3HAYeHUA. [|OKYMEHTHI,
Kacaroluecsi MPOU3BOJCTBA, YMAKOBKM M aHalIM3a Cepud, OBUIM MPOBEPEHbI U MpPHU3HAHBI
cootBercTByomUMH TpeboBanusiMm GMP. Ilo ¢dakty mo0bIX OTKIOHEHHH ObLIa MpoBeIcHA
IpOBEpPKa, BONPOCHl OBbUIM 3aKpbITBl 10 BbiMycka cepuu. Cepus Obla BBIMyIIEHA
YIOJTHOMOYEHHBIM JINLIOM.

VHOJIHOMOYEHHOE JIUIIO M.E.MOUGENOT
Iloamuce <noanuch>
Delpharm Reims 14 suB. 2021

10 Rue Colonel Charbonneaux
51100 Reims. ®panums




CepTudukaTt COOTBETCTBHUS M aHAJIU3A

Hazganue npoaykra: JlazonBaH cupomn

IIponykt Ne: 320903
Ne maptuw/cepun 201294
Ne cepuu Ganka: 201294

Crendukanus s npoBeJeHus ucnbitanuii.: Rlts-2809v2

IpousBoacteennas cnenudukaus Ne: 83505 P330AI10101

Kon 3akazunka / Bepcust 785061 / 001

>

DELPHARM
Reims

POCCHUICKASI ®EJEPALIAST  Crpannua: 2

Jara meuatu: 12/01/21
B 14:11:52

Jata ucredueHus cpoka
roguoctu: 11/2023

IToxa3zaTens Hopma Pesynbrar
Onucanue IIpo3pauHblil UM TOYTH MPO3PAUHBIH, CooTBeTCTBYET
OCCIBETHBIH MM TOYTH OCCLBETHBIH, CIerKa
BA3KUI1 pacTBOp
3amax ®pPYKTOBBIH, C apOMATOM JIECHBIX SITOJT CooTBETCTBYET
LiBeTHOCTH pacTBOpa HcnbiTyeMblIid pacTBOp OKpalieH He 6ojee COOTBETCTBYET
MHTCHCHUBHO, ueM dTanoHsl B5 nmn BY 5
[Ipo3paunocTs pacTBOpa OmnasnecteHIus HCIBITyeMOTO pacTBOpa He CooOTBETCTBYET
MIPEBBIIIAET ONaIeCUeHIMI0 ITanoHa 1 0,424 NTU
pH 2,5-3,5 3,0
OTHOCHUTENbHAS JIOTHOCTh 1,090 - 1,150 1,116
1,1156
TlomMHHOCTB: XJIOPHUIBI [TonoxurenbHbINA pe3yabTaT COOTBETCTBYET
TTogmuanocTh: N-A 872 CL (TCX) CoOTBETCTBYET CTAaHIAPTHOMY 00pas3ILy COOTBETCTBYET
omnmuuanoCTh: OeH30iHOI KucnoThl (TCX) CooTBETCTBYET CTaHAAPTHOMY 00pa3iry COOTBETCTBYET
[MommHHOCTB: OEH30MHON KHCIOTHI CoO0TBETCTBYET CTaHJaPTHOMY 00pasIy CooTBeTCTBYET
(BOXX)
KommaectBennoe onpenenenue: 6ensonor  153,0 - 187,0 mr/100 mu 167,7 mr/100 mi
kucnoThl (BOXX)
TMogmuanocTh: N-A 872 CL (BDXKX) CoOTBETCTBYET CTAaHIAPTHOMY 00pas3ILy COOTBETCTBYET

KommaectBennoe onpenenenne: N-A 872
CL (BDXX)

IIponyktel pasnoxkenus: N-A 873 CL
(BOXKX)

IIpomykTer pasnoxenus: N-A 1777 CL
(BOXX)

285,0 - 315,0 mr/100 M 296,3 mr/100 mi

He 6onee 0,5 % <0,10 %

He Goree 0.2 % (1 4 <0,10%

[Hara nmpoussoactsa: 07/12/20



Ceprudukar cOOTBETCTBHS U AaHAJIHU3A D

DELPHARM
Reims

Hazpanue npogykra: JlazonBaH cupon POCCUUCKAA GENEPALIA Crpanumna: 3
IIpomyxT Ne: 320903 Kopn 3aka3zumuka / Bepcust 785061/ 001 Hara nevatu: 12/01/21

B 14:11:52
Ne naprun/cepun 201294
Ne cepun Gamka: 201294
Crienmukanyst 1S mpoBeAeHus ucnsiTanuii: Rlts-2809v2 Jara npomsBoactsa: 07/12/20
IIponsBoacTeennas cnenndukarmst Ne: 83505 P330AI10101 JlaTa uctedeHus cpoka

rogHocTH: 11/2023
IToxa3zaTens Hopma Pesynbrar
IIponyktel pasnoxenus: N-AB 773 XX He 6onee 0,2 % <0,10 %
(BOXKX)
IIpoayKTel pa3nokeHus: e AMHUYHBINA He 6onee 0,2 % <0,10 %
HEHJICHTU(QHUIIMPOBAHHBIH IPOJYKT
pasznoxenus (BOXX)
[IponykTsr pasnoxkenus: cymma npoxykroB  He Gomee 1 % <0,10 %
pasnoxenus (BOXX)
O6bem copepxxumoro ymakoku (100 M)  He 6onee 1 u3 50 06pa3ioB MOKeT UMETh CooTBeTcTBYET

00beM B guamnaszone ot 91,0 xo 95,5 mir. Hu
oauH o0Opasel] He MOXKeT OBITh HMETh 00hEM
menbIe 91,0 mi
OOBEMBI COAEPIKUMOTO YITAKOBOK Cpennuit 00beM cOEPKUMOTO PABEH HIIH 101,0 mn
6obire 100,0 M

IIpumeuanus:

OreHKa: COOTBETCTBYET HOPMaM CIEIU(UKAIIH

Hata ananuza :12/01/2021  Tloamuch
Howmep ananmza : 398881 KoHTpoas kagecTBa

Aude POITRINE
13 sinB. 2021




%,

Aenbdapm Penmc

MpunoxxeHune k cepTudukaTy aHanusa
(conpoBoaMTenbHOE NUCbMO 418 Npenaparta

JlazonBaH cupon 15/5 mn_83505)

Ha3BaHue npoaykra: JazoneaH Cupon
Homep cepuu: 201294

GMID: 785061

[JaTta npousBoacTBa: 07/12/2020
Expiry Date: 11/2023

Homep PermcrpalmoHHOro ya0CTOBEPEHUS, 3aperncTpupoBaHHoro B Poccuiickoit ®eaepaumn: N N014992/03

HazeaHne AOU (MexxayHapoaHoe): AMBpokcona rmapoxiopua

HassaHwue npoussoantens AOU: buaaxem C.n.A.

Apnpec npoussoauTenss A®W: Strada Statale 11 Padana Superiore N8, Wtanus-24040 Fornovo San Giovanni
(Bergamo), Utanus

MokaszaTenb «MuKpobronornyeckasl YNCTOTa» MOXET OTCYTCTBOBaTb B cepTudMKaTe aHanusa, HO AaHHbI TecT

MPOBOANTCS MUHMMYM Ha [iBYX CEpUSIX B rog.

MapkvpoBKa B MOJIHOM COOTBETCTBUW C MOCNEAHUMU YTBEPXKAEHHbIMM BEPCUSAMM MAKETOB YMaKOBOYHbIX
MaTepuanos U UHCTPYKLMM NO MEAULIMHCKOMY MPUMEHEHUIO. YNAKoBKa B MOSIHOM COOTBETCTBUN CO CﬂeuMq)MKaLlMEVI

HOpMaTMBHOﬁ AOKYMEHTaUunn n nepeMeHHas MHd)OpMaLI,VIFI HaHeCeHa B COOTBETCTBYOLWMX Nonsax.

[aHHbIM [OKYMEHTOM s MOATBEPXKAAD, YTO [aHHAasi cepusi MPOTECTMPOBaHa MO BCEM MOKAa3aTeNsiM KayecTBa,
MepeymncrieHHbIM B cneumdukauum HopMaTMBHOW [AOKYMEHTauMM (3a MCKIIOYEHWEM MapaMeTpPoOB, KOTOpble He

KOHTPONMPYIOTCA Ha I'IpOV|3BO,U,CTBeHHOIZ nnowaake, Takume KakK aHOMaJ/ibHasd TOKCUYHOCTb, WKW TECTHI,
80 ~C)

BbIMOJTHSIEMbIE MEPUOANYECKN)

Moanucbe/daTa: nognvce
14.01.2021

Nmsa: M.E. MOUGENOT

JOMKHOCTb: Vii0/1IHOMOYEHHOE /1MLIO

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. !l capital ce 5.022.000 €- RCS Reims 503 653 818



APPENDIX TO CERTIFICATE OF ANALYSIS

(Cover Letter Lasolvan syrup 15mg/5mi_83505)
Product Name: LASOLVAN syrup
Batch Number: 201294
GMID: 785061
Manufacturing Date: 07/12/2020
Expiry Date: 11/2023

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).
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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. au capital de 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:

%

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:12/01/21
at:14:11:52
LASOLVAN syrup
RUSSTAN FEDERATION
MARKETING AUTHORIZATION No: P N014992/03

100m1 bottle

785061 - 001

AMBROXOL HYDROCHLORIDE 15MG/5ML
Normative document: P N014992/03-180314
320903
201294
201294

M 15/292
71582

83505_P330A10101

Rlts-2809v2

12 2020

11 2023

79,053 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 M.E MOUGENOT ‘ .
Signature C___Ei¥;f#
14 JAN. 2021

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name : LASOLVAN syrup
Article No. .: 320903
Batch/Lot No.: 201294
Bulk Batch No: 201294
Testing Specification .

: R1ts-2809v2

RUSSIAN FEDERATION

Customer code - Version: 785061 - 001

2

DELPHARM
Reims

Page: 2
Printed on:12/01/21
at:14:11:52

Date of Manufacture: 7/12/20

Manufacturing Specification No.: 83505_P330AI0101 Expiry Date .11 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 BYS
Clarity of solution Not more opalescent than reference Conforms
suspension II 0,424 NTU
pH 25-3.5 3.0
Relative density d(20/20) 1.090 - 1.150 1.116
1,1156
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/100m]

Corresponding to standard

285.0 - 315.0 mg/100 ml

NMT 0.5 %

NMT 0.2 %

167 .7 mg/100m1

Conforms

296.3 mg/100m]

<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. .: 320903 Customer code - Version: 785061 - 001 Printed on:12/01/21
Batch/Lot No.: 201294 at:14:11:52
Bulk Batch No: 201294
Testing Specification . R1ts-2809vZ Date of Manufacture: 7/12/20
Manufacturing Specification No.: 83505_P330AI0101 Expiry Date . . . .: 11 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)

Volume of contents (100 ml) NMT 1 in 50 volumes is permitted to be Conforms
in the range 91.0 & 95.5 ml
No volume is permitted to be less than

91.0 ml
Volumes of contents (100 ml) The average is >= 100.0 mil 101 0 ml
Remarks:
Evaluation: Conforms with Specifications
Date of Analysis : 12/01/21 Signature
No. of Analysis : 398881 Quality Control
| Aude POITRINE

| Ll 3 JAN. 2021
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