CeprudukaTt cOOTBETCTBHS H AHAJIH3A ﬁ)
DELPHARM
Reims

CeprH}puKaT COOTBETCTBHA
Ctpanuna 1
Jara neyatu: 11/10/19

[ponykT: JazonsaH cupon
POCCHIICKA Sl ®EJEPALIUA
Perucrpauuonnoe ynoctoeepenne Ne; P N014992/03
OJIAKOH 100 mn

Kon 3akazunka / Bepcun 702821 - 002

JeficTByO1HKE BELIECTBA AMBPOKCOJIA THAPOXNOPHUL 15 Mr/5 Mn
HopmatusHbiif gokyMenT: P N014992/03-180314

ApTHKYn Ne: 319183

Ne napTuH/cepun 191049

Ne cepun banka: 191049

Ne JInoeHsun nponsBoAcTaa: M 15/292

Ne nokymenra 13 6assl EudraGMDP: 45121

ITponseoncTeeHHas cneuUgHKaLHA: 83505 P330A10101

Cneuvdnkauna 111 npopeieHUA UCMBITAHHIA Rlts-2809v2

JlaTa npou3BoacTBa: 08 2019

Jlata OKOHUYAHHA CPOKA FOAHOCTH: 08 2022

Pasmep BhINylEHHOH cepH: 79.281 EA.

CepruduralluOHHOE 3asABNECHHE:

«HacTos1mum noaATBEpx Aat0, YTO BHILIEYKa3aHHAs HHPOpPMAIUs ABNISETCA JOCTOBEPHOH U TOYHO#M
M 4YTO BCE 3TAllbl MPOHM3BOACTBA 3TOH CepHH roTOBOI NMPOAYKUHM OBLTH BHIIOJHEHH! B MOJHOM
cooTBeTcTBHH ¢ TpeGoaHusMU GMP MecTHEIX peryaupyiommx opraHoB, EC u TpeboBaHHAMH,
COJICPKAUIMMHCA B PETHCTPALIMOHHOM YIOCTOBEPEHUH CTpaHbL/CTpaH HazHayeHHs. JJOKYMEHTEI,
KacaloliHecs MpOM3BOACTBA, YNMAKOBKH M aHAMH3a CEpHH, OBIIM NPOBEPEHBI M IIPH3HAHEI
cooTBeTcTBYIOIUMH TpeboBanusm GMP. Ilo dakty mobeix oTknoHeHundt 6vUTa NpoBeneHa
NpoBepKa, BOMpOCHI OBUIM 3aKphITBl [0 BbiMycka cepud. Cepus Obula  BBITYIIEHA
YNOTHOMOYEHHEBIM JTHLIOMY.

PAWULA
VnoAHOMOYEHHOE NHLG .
Elisabeth
l'lonnucs <HOANMHCH>
Delpharm Reims 19 .Hos. 2019

10 Rue Colonel Charbonneaux
51100 Reims. ®panuus




CepTHHKAT COOTBETCTBHA H AHAMIN3A Dé

DELPHARM
Reims
Haspauue npoaykra: JlazoneaH cupon POCCHIMCKAA ®EJIEPALIMA Crpanuua: 2
IMpomykr Ne; 319183 Kon 3akazumnka [ Bepcua 702821/ 002 Hata newarn: 11/10/19
Ne mapruwn/cepun 191049
Ne cepuu aHrpo: 191049
Creundikauus ans nposeaeHus ucnbitaruii. .. Rlts-2809v2 [Jara npouseoactsa: 2/08/19
[TpousBoacTeeHHas cneunduranmn Ne: 83505 P330A10101 Jlata ucteueHna cpoka
roaHoctu: 08/2022
Moxkazartens Hopma Pesynbtar
Onncanue [Ipo3pauHbiii HAKW NOYTH NPO3padHBIH, CooTBeTCTBYET
GecupeTHbll MK NoUTH GeCLBETHBIN, cnerka
BAZKUH pacTBOp
3anax QpyKTOBLI, ¢ ApOMATOM JIECHBIX ATOA CooteeTcTBYET
LipeTHOCTL pacTBOpa HeneiTyemsiii pacTBop okpalueH He Gonee CooTtBeTcTBYET
HHTEHCHBHO, YeM 3TanoHsl BS win BY 5
ITpo3paiHocTh pacTEOpa OnayecUeHUHA HCTILITYEMOTO PacTEOpa He CoOoTBETCTRYET
NpeBLIWAET ONajJeCLEHLUHIO 3TanoHa Il 1,94 NTU
pH 2,5-3,5 3,0
OTHOCHTENBHAA NNOTHOCTE 1,090 - 1,150 1,118
1,1180
[MoanuHHOCTD: XNOPHABI [TonoxuTenbHbI pe3ynsTar CoO0TBETCTBYET
IMoanunHocte: N-A 872 CL (TCX) CooTBETCTBYET CTaHAAPTHOMY 00pa3Ly CooTBeTcTBYET
TMoanunHHocTL: Ben3oittoi kucaote (TCX) CooTsetcTByeT craHAapTHOMy ofpasuy CooTBeTcTBYET
TToanuHHOCTL: GeH30HHON KHCAOTB COOTRETCTBYET CTAHAAPTHOMY 00pazity CootBeTrcTBYET
(BOXX)
KonuuectsenHoe onpenenenne: Gensoiitoit 153,0 - 187,0 Mr/100 ma 164,6 M/ 100 Mn
KucnoTe (BIXKX)
ToanuuHocTe: N-A 872 CL (B2XX) COOTBETCTBYET CTAHRAPTHOMY 00pasLy CooTtBercTBYET
KoauuectseHHOe onpefeneHue: N-A 872 285,0 - 315,0 Mr/100 Mn 294.5 mr/100 mn
CL (B2XX)
ITpoayxTst paznoxenus: N-A §73 CL He 6onee 0,5 %o < 0,10 %
(BIXX)
IMpoaykTel paznoxenua: N-A 1777 CL He Gonee 0,2 % = 0,10 %
(BIXKX)
IMpoayxTel paznoxenna: N-AB 773 XX He Gonee 0,2 % <0,10 %
(BOXKX)
IMponayKTEI pa3nokeHns: €ANHUYHBLH He Gonee 0,2 % 0,11 %
HEeHAeHTHHHLHUPOBAHHBI{ NPOAYKT
paznoxkenua (BIXKX)
IMpoaykTe! pasnokeHus: cyMMa nipoaykroe He 6onee | % 0,11 %
paznoxenus (BDXX)
Ob6pem coaepskumoro ynakoBku (100 mn)  He Gonee | n3 50 o6pasuos MoxeT HMETB CooTBercTBYET

obbem B apana3zoue ot 91,0 oo 95,5 mu. Hu
oaHH 00pazel He MOXKeET OBITb HMeTh 00bEM
Mexbwe 91,0 Ma

O01eMbl cOAEPKUMOTO YIIaKOBOK CpenHuii 06beM COTepKUMOro paBeH HAK
Gonblue 100,0 M

[Tpumeuarna:

OueHKa: COOTBETCTBYET HOPMAM CreLMpHKALIHM

flén'a aHaiunza : 11/10/19 lNognucs
Homep aHanuaa 384014 Koutpons kauectpa
Aude POITRINE
noanues> 11,10.2019




Certificate of Conformance and Analysis

Product

Customer code - Version

Active Ingredient(s)

Article No

Batch/Lot No

Bulk Batch MNo-:

N°® of Manufacturing Authorization:

EudraGMDP Document Reference No

Manufacturing specification:

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity released

LD

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:11/10/19
LASOLVAN syrup
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No: P N(014992/03

100m1 bottle

702821 - 002

AMBROXOL HYDROCHLORIDE 15MG/SML
Normative document: P N014992/03-180314
319183

191049

191049

M 157292

45121

83505_P330A10101
R1ts-2809v2
08 2019

08 2022

79.281 UN

Certification statement:

"I hereby certify that the above information is authentic and accurate and that all t
of this batch of finished product have been carried out in full compliance with the
local Regulatory Authority. the EU and with the requirements of the Marketing Auth :
destinztion country/countries. The batch processing. packaging and analysis recorg '14?é beenq@ﬁﬂéﬁéﬁ and
found to be in compliance with GMP. Any deviations have been assessed and closed
The batch has been released by a Qualified Person™.

- - EEEETTEY PE T e Lo )

ﬁiﬂ!fﬂtigring stages

B PEaanénents of the

I

Qualified Person
Signature

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims. France



Certificate of Conformance and Analysis

Product Name . LASOLVAN syrup
Article No. : 319183
Batch/Lot No.: 191049
Bulk Batch No: 191049
Testing Specification

1 R1ts-2809v2

RUSSTAN FEDERATION

Customer code - Versfon: 702821 = 002

Manufacturing Specification No.: 83505_P330A10101

Tests Specifications

Appearance Clear to almost clear & colourless to
almost colourless slightly viscous
syrup

Odour Fruity, aromatic of woodberry

CoTour of solution

Ciarity of solution

pk

Relative density d(20/20)

Identification: Chloride
Icentification: N-A 872 CL (TLC)
Identification: Benzoic Acid (TLC)
Identification: Benzoic acid (HPLC)
Assay: Benzoic acid (HPLL)
identification N-A 872 CL (HPLC)
Assay: N-A 872 CL (HPLC)

Degradstion products: N-A 873 C
(HPLC)

Degradatior products: N-A 1777 CL
(HPLC)

Not more intensely coloured than the
reference soltution B5 or BYS

Not more opalescent than reference
suspension I1

2.5 - 3.5

1.090 - 1.150

Pasitive

Corresponding to standard
Corresponding to standard
Corresponding to standard
153.0 - 187 .0 =g/100mi
Corresponding to standard
285.0 - 315.0 mg/100 m’

NMT 0.5 %

MNMT 0.2 %

DELPHARWM
Roims

Page: 2
Printed on: 11/10/19

Date of Manufacture: 2/08/19

Expiry Date . : 08 2022

Conforms

Conforms
Conforms
Conforms
1.94NTU
3.0

1.118
1,1180

Conforms
Conforms
Conforms
Conforms
164.6 mg/100m)

Conforms

2945 mg/100ml




Certificate of Conformance and Analysis

Product Name : LASOLVAN syrup

Article No. : 319183
Batch/Lot No.: 191049
Bulk Batch No: 191049

Testing Specification : Rlts-2809v2

Customer code - Version: 702821

RUSSTAN FEDERATION
- 002

Manufacturing Specification No.: 83505_P330AI0101

Tests

Degradation products: N-AB 773 XX
(RPLC)

Degradation products: Any unspecified
degradtion praduct (HPLC)

Degradation products: Total degradation
products (HPLC)

VYolume of contents (100 ml)

VYolumes of contents {100 m})

Remarks:

Evaluation: Conforms with Specifications

Date of Analysis : 11/10/19
No. of Analysis . 384014

Specifications

HMT 0.2 %

KMT 0.2 &

WHT 1 %

NMT 1 in 50 volumes is permitted to be
in the range 91.0 & 95 5 mi

No volume is permitted to be less than
91.0 ml

The average is >= 100.0 ml

%

Relms

Page: 3
Printed on:

11/10/19
Date of Manufacture: 2/08/19
: 08 2022

Expiry Date . .

Results

mammm=cm====

< 0.10 %

LU 3 4

0.11 %

Confarms

0 o m

Signature
Quality Control

Aude POITRINE
11 0CT. 2019

b






