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CepTudukart cOOTBEeTCTBUS U aHATU3A

DELPHARM
Reims
CepTudukat COOTBETCTBHUS
Crpanuna 1
Jlara neuyaru: 17/06/2020
B: 10:51:48
TIponyxr: JlazonBan cupon
POCCUNCKA S ®EJJEPALIMS

Peructpamonnoe ynocrosepenune Ne: P N014992/03
OJTAKOH 100 mn

Ko 3aka3uunka / Bepcust 702821 - 003

JleficTByIOIIME BEIIeCTBA AMBPOKCOJIA TUPOXJIOPU/ 15 mr/5 mn
Hopmarushsrii mokyment: P N014992/03-180314

Aptukyit Ne: 319183

Ne maptuwn/cepun 200605

Ne cepuu Oanka: 200605

Ne JInuen3uu npou3BOCTBA! M 15/292

Ne noxkymenra u3 6a3s1 EudraGMDP: 71582

IIpousBoacTBeHHAS CIEHU(DUKAIIHS: 83505_P330Al10101

Crneundukanust 1Uisi IPOBEICHNS HCIIBITAHUH RIts-2809v2

Jata npousBocTBa: 04 2020

Jlata OKOHYAHHUS CPOKA TOAHOCTH: 04 2023

PasmMep BBINYIICHHON CEPHUH: 78. 770 EXL.

CepTudukainoHHOE 3asBICHUE:

«HacTosmmm noaTBepskaato, 4To BhIIeyKa3aHHAs MH()OpMAITH SBISIETCS JOCTOBEPHOM M TOUHOM
¥ YTO BCE ATAIbl MPOU3BOJACTBA ATOH CEPHH TOTOBOW MPOMYKIMH OBLIM BBITIOJTHEHBI B ITOJIHOM
cooTBeTcTBUM ¢ TpeboBanusiMu GMP mecTHBIX perynupytomux opranoB, EC u TpeGoBanusmu,
COJICPKALTMMHUCS B PETUCTPAIIIOHHOM YAOCTOBEPEHUHU CTPAHBI/CTPAaH Ha3HAYCHUA. [JOKYMEHTHI,
Kacaromuecda Hnpou3BOACTBA, YIAKOBKHM W aHAJIW3a CCpHUU, GBIJII/I MMPOBCPCHBI U TIPU3HAHBI
cooTBeTcTByronMMU TpeboBanusM GMP. Ilo dakrty moObIX OTKIOHEHHH OblIa TPOBEICHA
IPOBEPKa, BOMPOCHI OBLIM 3aKpbITHl A0 BhIMycka cepur. Cepust Oblia  BBIMyIICHA
YIIOJTHOMOYCHHBIM JTHIIOM).

YHOHHOMO‘IGHHOG JIMIO
IToamuce
Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims. ®pantus

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



CepTudukart cOOTBEeTCTBUS U aHATU3A

Hazpanue npoaykra: JlazonBaH cupomn

IIpomykr Ne: 319183
Ne maptun/cepun 200605
Ne cepuu Oanka: 200605

CHGIII/I(i)I/IKaIII/IH JJIA IPOBCACHUSA HCIBITAaHHH. .:

IpousBoacteennas cnenudukanus Ne: 83505 _P330A10101

Kon 3akasunka / Bepcus 702821 / 003

)

DELPHARM
Reims

POCCHUICKASI ®EJEPALIAST  Crpannua: 2

Jara neuaru: 17/06/20
B: 10:51:48

Rlts-2809v2 Mara mpoussopctea: 24/04/20

Jata ucredueHus cpoka
roguoctu: 04 2023

ITokazarens Hopma PesynbTar
Onucanue IIpo3pauHblit UM TOYTH MPO3PAUHBIH, CooTBeTCTBYET
OCCIBETHBIH MM OYTH OCCLBETHBIH, ClIerKa
BA3KUI1 pacTBOp
3anax DPYKTOBBIii, C ApOMATOM JIECHBIX SITOJ COOTBETCTBYET
LBeTHOCTH pacTBOpa HcnpiTyeMBblii pacTBOp OKpAIlIeH He OoJiee COOTBETCTBYET
WHTEHCHUBHO, YeM 3TajioHsl B5 unu BY5
[Ipo3paunocTs pacTBOpa OmnasnecteHIus HCIBITyeMOTO pacTBOpa He CooOTBETCTBYET
MIPEBBIIIACT OMAJIECICHIINIO dTaloHa 11 0,749 NTU
pH 215 - 315 3,0
OTHOCHUTEIBHAS IUIOTHOCTD 1,090 - 1,150 1.117
1.1172
TlomMHHOCTB: XJIOPHUIBI ITonoxurenbHbIN pe3ynbTaT COOTBETCTBYET
Hommuunocts: N-A 872 CL (TCX) COOTBETCTBYET CTAaHIAPTHOMY 00pasILy COOTBETCTBYET
IomnmuuanoCTh: OeH30iHOI KucnoThl (TCX) CooTBETCTBYET CTaHAAPTHOMY 00pa3iry COOTBETCTBYET
IomnuHHOCTE: OCH30WHOM KHCIOTHI COOTBETCTBYET CTAaHIAPTHOMY 00pasILy COOTBETCTBYET
(BIXX)
Konmgectsennoe onpeaencuue: 6enzoitnoit  153,0 - 187,0 mr/100 mu 165.0 mr/100 M
kucinoTel (BOXKX)
MommuanocTh: N-A 872 CL (BDXKX) COOTBETCTBYET CTAaHIAPTHOMY 00pasILy COOTBETCTBYET
Kommgectennoe onpenencaue: N-A 872 285,0 - 315,0 mr/100 mu 295.2 mr/100 M
CL (BRXX)
Iponyxrer paznoxenus: N-A 873 CL He 6omnee 0,5 % <0,10 %
(BOXX)
IIponykrsr paznoxenus: N-A 1777 CL He 6oiee 0,2 % <0,10 %
(BOXX)
[ponyxrel paznoxenus: N-AB 773 XX He 6onee 0,2 % <0,10 %
(BOXX)
IIpoayKTel pa3nokeHus: e AMHUYHBINA He 6onee 0,2 % <0,10

HEUJICHTH()UITUPOBAHHBIH MTPOAYKT
pasznoxenus (BOXX)

[TpomyKThI pa3iaoKeHHs: CyMMa IIPOAYKTOB
pasnoxenus (BOXX)

O06beM copepxkumoro ymakoBku (100 mur)

OOBEMBI COZIEPIKUMOTO YITAKOBOK

He 6onee 1 %

He 6onee 1 u3 50 06pa3ioB MOXeT I/Il\/’uﬁf)”l‘}y
00beM B auamnaszone ot 91,0 mo 95,5 r;JI ,HV e

MenbIe 91,0 M q
Cpenuuii 00beM COEPKUMOTO PAaBEHY
6oapiue 100,0 M 2

TIpumeuanus:

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



Ceprudukar cOOTBETCTBHS U AaHAJIHU3A

HasBanue nponykra: JlazonBaH cupon POCCUIICKAS ®EJIEPALINSA
IIpomyxT Ne: 319183 Kon 3aka3uuka / Bepcus 702821 / 002

Ne naprun/cepun 200034

Ne cepun Oanka: 200034

Crierprikanust 1J1s MPOBEACHUS UCTIBITaHuM. .. Rlts-2809v2

IIpousBoacteeHHas crenudukamus Ne: 83505 _P330A10101

)

DELPHARM
Reims
Crpanuna: 3

Mara neuaru: 16/04/20

MHara mpoussoxcTea: 6/02/20

Jlara ncreuenus cpoka
rogaoctu: 02/2023

OreHKa: COOTBETCTBYET HOPMaM CHEIU(UKAIIH

Jlata ananuza
Howmep ananuza

: 17/06/20
: 391077

ITonnuce
Kontpons xauectsa




Certificate of Conformance and Analysis %,

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:17/06/20
at:10:51:48
Product: LASOLVAN syrup
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No: P N014992/03

100m1 bottte

Customer code - Version: 702821 - 003

Active Ingredient(s): AMBROXOL HYDROCHLORIDE 15MG/5ML

Normative document: P N014992/03-180314

Article No.: 319183

Batch/Lot No.: 200605

Bulk Batch No: 200605

N° of Manufacturing Authorization: M 15/292
EudraGMDP Document Reference No.: 71582
Manufacturing specification: 83505_P330A10101
Testing specification R1ts-2809v2

Date of Manufacture: 04 2020

Expiry Date: 04 2023

Batch quantity released: 78,770 UN

Certification statement:

"I hereby certify that the above information is authentic and accurate and that all the mf‘ufﬁgtu. *q\;tages
of this batch of finished product have been carried out in full compliance with the GNF. RenTE
Tocal Regulatory Authority, the EU and with the requirements of the Marketing Authq* 7@;€§n(s) bf Lae“\ﬂ K
destination country/countries. The batch processing, packaging and analysis recordi’z/ been rev1ewed ﬂnd\
found to be in compliance with GMP. Any deviations have been assessed and closed g to bivﬁh‘AEJEvSP $

The batch has been released by a Qualified Person”.

M.E MOUGENOT
Qua]?fied Person ﬂ 1 SEP.ZUZU

Signature

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis %,

DELPHARM

Reims

Product Name : LASOLVAN syrup RUSSTAN FEDERATION Page: 2
Article No. .: 319183 Customer code - Version: 702821 - 003 Printed on:17/06/20
Batch/Lot No.: 200605 at:10:51:48
Bulk Batch No: 200605
Testing Specification . . .: R1ts-2809y2 Date of Manufacture: 24/04/20
Manufacturing Specification No.: 83505_P330A10101 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 BYS

Clarity of solution Not more opalescent than reference Conforms

suspension II 0,749NTU
pH 2.5 - 3.5 3.0
Relative density d(20/20) 1.090 - 1.150 1.117

1,1172

Identification: Chioride 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) 153.0 - 187.0 mg/100m1 165.0 mg/100m?
Identification N-A 872 CL (HPLC) Corresponding to standard Conforms
Assay: N-A 872 CL (HPLC) 285.0 - 315.0 mg/100 m1 295.2 mg/100ml
Degradation products: N-A 873 CL NMT 0.5 % < 0.10 %
(HPLC)
Degradation products: N-A 1777 CL NMT 0.2 %
(HPLC)

| - ~f i ccin \
\ wanofi Russia AD




Certificate of Conformance and Analysis

Product Name : LASOLVAN syrup
Article No. .: 319183
Batch/Lot No.: 200605
Bulk Batch No: 200605

Testing Specification . : R1ts-2809v2

Customer code - Version: 702821

RUSSIAN FEDERATION
- 003

Manufacturing Specification No.: 83505_P330A10101

DELPHARM
Reims

Page: 3
Printed on:17/06/20
at:10:51:48

Date of Manufacture:

Expiry Date .

24/04/20

: 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)
Volume 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 m
Volumes of contents (100 ml) The average is >= 100.0 m] 101.0 m1

Date of Analysis : 17/06/20
No. of Analysis : 391077

Signature
Quality Control
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