CepTudukart cOOTBEeTCTBUS U aHATU3A ‘D

DELPHARM
Reims
Ceprudukar cOOTBETCTBUS

Crpanuna 1

Jlata meuatn: 19/06/20

10:06:43

IIpoxyxr: JIA3OJIBAH cupon
POCCHUICKAS ®EJIEPALMS

Peructpanmonnoe ynocroBeperne Ne: P N014992/02
DITAKOH 100 M

Kon 3aka3unka / Bepcust 702827 -003

Je#cTByromue BemiecTBa AMBPOKCOJIA TUAPOXJIOPU/ 30 mr/5 mi
Hopwmarusaeiii nokyment: P N014992/02-040310

IIponykt Ne: 319184

Ne maptuw/cepun 200345

Ne cepum aHrpo: 200345

Ne PerucTpaniioHHOTO YIOCTOBEPEHUS: M 15/292

EudraGMDP ccpuika Ha 1okyMeHT Ne: 71582

IIpousBojacTBeHHAS CIEHUDUKAIIHS: 83506_P330AI10101

Crenpukanus sl MPOBEJCHUS UCTIBITAHUI Rlts-2156v1

JlaTa mpou3BoICcTBA: 05 2020

JlaTa OKOHYaHHS CPOKA TOJTHOCTH: 05 2023

Pa3mep BBITyIIEHHOW CepuH: 78911 E/I.

CepTudukalilnoHHOE 3asBICHUE:

«HacTosmmm noaTsepskaato, 4To BhIIeyKa3aHHAst MH()OpMAIH SBISIETCS JOCTOBEPHOI M TOUHOM
¥ YTO BCE ATAIbl MPOU3BOJACTBA ATOH CEPHH TOTOBOW MPOMYKIMH OBLIM BBITIOJTHEHBI B ITOJHOM
cooTBeTcTBUM ¢ TpeboBanusiMu GMP mecTHbIX perynupytomux opranoB, EC u TpeGoBanusmu,
COJICPKALTUMHUCS B PETUCTPAIIIOHHOM YAOCTOBEPEHUHU CTPAHBI/CTPAaH Ha3HAYCHUA. [|OKYMEHTHI,
Kacaromuecda MHnpou3BOACTBA, YIAKOBKHW W aHAJIW3a CCpHUU, GBIJII/I MMPOBCPCHBI U TIPU3HAHBI
cooTBeTcTByrOIMMHU TpeboBanussM GMP. Ilo dakty m0ObIX OTKIOHEHHWH OblIa TPOBEICHA
IPOBEpKa, BOMPOCHI OBLIM 3aKpbITHl A0 BhIMycka cepur. Cepust Oblla  BBIMyIICHA
YIIOJTHOMOYCHHBIM JTHIIOM.

VHOJIHOMOYEHHOE JIUIIO

Iloamuce Melanie HUYNH /
Delpharm Reims HOJIHCh

10 Rue Colonel Charbonneaux 22 UIOH 2020
51100 Reims. ®@panius e




CepTudukart cOOTBEeTCTBUS U aHATU3A

HasBanwne mpoAayKTa: JlazonBan cupon

S

DELPHARM
Reims

POCCHUICKAS ®EJIEPALIS Crpanuna: 2

Ipomyxr Ne: 319184 Kon 3aka3umnka / Bepcust 702827 / 003 [Jara negatu: 19/06/20
B 10:06:43
Ne maptuw/cepun 200345
Ne cepun Gamka: 200345
Crienuukanyst 1S MPpOBEACHUS UCTIBITaHUH. . Rlts-2156v1 Jlata mpousBoactaa: 12/05/20
IIpomsBoacTeennas cnenndukarmst Ne: 83506 P330AI10101 JlaTa ucteueHus cpoka

roguoctu: 05/2023

Iloka3arens Hopma Pesynbrar
Onucanue IIpo3pauHblil UM TOYTH MPO3PAUHBIH, CooTBeTcTBYET
OeCIBETHBIH WIIM MTOYTH OECLIBETHBIMH, cIerka
BA3KUI1 pacTBOp
3amax DpyKTOBEIHA, C apoMaTOM KITyOHHYHOTO KpeMa COOTBETCTBYET

[[BeTHOCTH pacTBOpa
[Ipo3paunocTs pacTBOpa

pH
OtHOCUTENBHAS [IFIOTHOCTE

TlopnuHHOCTB: XJTOpHIa
TTogmuanocTh: N-A 872 CL (TCX)
IHomnmuuaHOCTE: OeH30iHOI KucaoTh! (TCX)

IomnuHHOCTE: OCH30WHOM KHCIOTHI
(BIXX)

KonnmuectBeHHOe omnpenesenue: 6eH30HHOM
kucinoTel (BOXKX)

IMogmuanocTh: N-A 872 CL (BDXKX)

Komngectsennoe onpenenenue: N-A 8§72 CL
(BIXX)

IIpomyxTsr pasnoxenus: N-A 873 CL
(BOXKX)

IIpomyxTer pasnoxenus: N-A 1777 CL
(BOXKX)

IIpomyxTer pasnoxenus: N-AB 773 XX
(BIXX)

IIpoayKThl pa3noKeHUS: € AIMHUYIHBIH
HEUJICHTH()UITUPOBAHHBIN MTPOAYKT
pasznoxenus (BOXX)

IIpoayKThI pa3ioKeHus: CyMMa IPOIYyKTOB
pasznoxenus (BOXX)

OO6mee 9rciio adpoOHBIX MUKPOOPTaHU3MOB
(TAMC) (metonuka EBp. @apm.)

Oo11ee 9rCI0 APOFOKEBHIX M IIECHEBBIX
rpuboB (TYMC) (meronuka EBp. ®apm.)
Escherichia coli (metonuka EBp. @apm.)

O0beM COEePKIUMOTO YITAKOBKH

O0BEMBI COZIEPIKUMOTO YITAKOBOK

HcnpiTyeMblii pacTBOp OKpAIlIeH He OoJiee CooTBeTCTBYET
WHTEHCHUBHO, YeM 3TajoHsl B5 unu BY5
OnaneceHnys HCIBITYyEMOT0 pacTBopa He CooTBeTCTBYET
MIPEBBIIIACT OMaNeCIEeHITNIO dTasmoHa 11 0,636 NTU
2,5-3,5 3,0
1,090 - 1,150 1,120

1,1195
[omoxxutensHO CooTBeTcTBYET
CoOTBETCTBYET CTAaHIAPTHOMY 00pas3ILy CooTBeTCcTBYET
COOTBETCTBYET CTAaHIAPTHOMY 00pasILy CooTBeTCcTBYET
COOTBETCTBYET CTAaHIAPTHOMY 00pasILy CooTBeTCcTBYET
153,0 - 187,0 mr/100 mn 169,3 mMr/100 min
CoOTBETCTBYET CTAaHIAPTHOMY 00pas3ILy CooTBeTcTBYET
570,0 - 630,0 mr/100 v 597,8 mr/100 mi
He 6oitee 0,5 % <0,10 %
He 6oitee 0,2 % <0,10 %
He 6oitee 0,2 % <0,10 %
He 60nee 0,2 % <0,10 %
He Gonee 1 % <0,10 %
He 6onee 10> KOE/Mn <10 KOE/Mn

He Goxnee 10" KOE/mn <10 KOE/mn

OtcyrctBue B 1 M

He 6onee 1 u3 50 00eMOB MOXKET 6BITI 3
nmuanaszone ot 91,0 mo 95,5 mur 061>e1\m§ \
MOJKET ObITh MeHbIe 91,0 M Aa(l«Cay \\

U(!Tv(,/ll {(‘f“'w? Hi 3‘
Cpennuii 00bEM COIEPKUMOTO paBeI mg‘l{ :.1—: —1 0t ,:’ I 3
Gonbure 100,0 M { \\ 2anofi Russia AC /fa




CepTudukart cOOTBEeTCTBUS U aHATU3A ‘D

DELPHARM
Reims

Hazpanue npoaykra: JlazonBaH cupon POCCUMCKAS ®EJIEPALIASA  Crpanuua: 3
Ipomyxr Ne: 319184 Kon 3aka3umnka / Bepcust 702827 / 003 [Jara negatu: 19/06/20

B 10:06:43
Ne maprun/cepun 200345
Ne cepun Gamka: 200345
Crienuukanyst 1S MPpOBEACHUS UCTIBITaHUH. . Rlts-2156v1 JHara npousBoacrea: 12/05/20
IIpomsBoacTeennas cnenndukarmst Ne: 83506 P330AI10101 JaTa ucredenus cpoka

roguoctu: 05/2023
[Ipumeuanus:

OreHka: COOTBETCTBYET HOpMaM crenu(uKanum

JlaTa ananu3a : 19/06/20  Tloamuck
Howmep ananmuza  : 391551 KonTposbs kauecTBa
AUDE POITRINE<noanucn>
19 UIOH 2020

:




Certificate of Conformance and Analysis L O

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:19/06/20
at:10:06:43

LASOLVAN Syrup

RUSSTAN FEDERATION

MARKETING AUTHORIZATION No: P N014992/02
BOTTLE 100m}

702827 - 003

AMBROXOL HYDROCHLORIDE 30mg/5m}
Normative Document: P N014992/02-040310
319184

200345

200345

M 15/292

71582

83506_P330AI0101

R1ts-2156v1

05 2020
&
05 2023 4
:{9
78.911 UN 53

Certification statement:

"1 hereby certify that the above information is authentic and accurate and thaA\aY\\the manuf i
of this batch of finished product have been carried out in full compliance with- fﬁe %E?C @yare =
local Regulatory Authority, the EU and with the requirements of the Marketing Authoriiﬁﬁﬁéﬂ¥§%‘of the

destination country/countries. The batch processing, packaging and analysis records have been reviewed and

oher

¢
&
e

T
“

o
‘7/

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 Mé 'ef{Lsg?H{
Signature
2 2 JUN 2020

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name : LASOLVAN Syrup
Article No. .: 319184
Batch/Lot No.: 200345
Bulk Batch No: 200345
Testing Specification .

: Rl1ts-2156vl

RUSSIAN FEDERATION

Customer code - Version: 702827 - 003

Manufacturing Specification No.: 83506_P330AI0101

DELPHARM
Reims

Page: 2
Printed on:19/06/20
at:10:06:43

Date of Manufacture: 12/05/20

Expiry Date . : 05 2023

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 I1I 0.636NTU
pH 2.5 - 3.5 3.0
Relative density 1.090 - 1.150 1.120
1.1195
Identification: Chloride Positive Conforms
Identification: N-A 872 CL (TLC) Corresponds to reference Conforms
Identification: Benzoic Acid (TLC) Corresponds to reference Conforms
Identification: Benzoic acid (HPLC) Corresponds to reference 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

Corresponds to reference

570.0 - 630 .0 mg/100 ml

NMT 0.5 %

NMT 0.2 %

R
.

[
0.y,

2233,
N

QHEP

2o

«CaHodu Poccunan» ||~

169.3 mg/100m]1

Conforms

597.8 mg/100m1

<0.10 %

-

Sanofi Russia AO}

S5

Helle



Certificate of Conformance and Analysis

Product Name : LASOLVAN Syrup
Article No. .: 319184
Batch/Lot No.: 200345
Bulk Batch No: 200345
Testing Specification ,

: Rlts-2156vl

RUSSIAN FEDERATION

Customer code - Version: 702827 - 003

Manufacturing Specification No.: 83506 P330AI0101

DELPHARM
Reims

Page: 3
Printed on:19/06/20
at:10:06:43

Date of Manufacture: 12/05/20

Expiry Date . < 05 2023

Jests 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)

Total Aerobic Microbial Count (TAMC) Not more than 10 raised to the power 2 < 10 CFU/m]
(EP Method) CFU/m]

Total combined Yeasts & Moulds Count Not more than 10 raised to the power 1 < 10 CFU/m1

(TYMC) (EP Method)

Escherichia coli (EP Method)

Volume of contents

Volumes of contents

CFU/m1
Absence in Iml

NMT 1 in 50 volumes is permitted to be
in the range 91.0 and 95.5 ml

No volume is permitted to be less than
91.0 ml

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

Absence in 1ml

Conforms

101.1 mil

Date of Analysis : 19/06/20
No. of Analysis : 391551

Signature
Quality Control
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