JIEKJIAPAIIASI O COOTBETCTBUM

JEKJAPAHT, IPHHUMAIOINHUH JEKJIAPALTHIO O COOTBETCTBHHA

AO "Canogpu Poccus”

Ceedenun 0 pezucmpayuu opeanusayuu: Mescpaiionnan uncnexyun Pedepanvroii nanozoeoii cayscoot Ne 46 no
2. Mockee 01.01.2008, OF'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mocxea, yn. Teepckan, 0. 22. Tenepon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: Fenepanvhbiti oupexmop Monxc O.A.

Hoeepennoe auyo: Knoxosa F0.C., doeepennocmp 6/ om 01.12.2017

3AFABJSIET, UTO

Aexapcmeennoe cpedcmeso. Jlasonean, cupon 15 m2/5 mn 100 mn, praxonvt memnozo cmexaa (1), 8 komnnexme ¢
MepHvim cmaxanyuxom (1), nauxu kapmonnwvie, PY Ne 11 N014992/03 om 07.08.2008 (0ama 3amens
01.08.2017) suidaro AO "Canodu Poccus”, cepus 181235, napmus 57850 ynaxoeok, z00en do 01.10.2021,
npouzeodcmea Jenvpapm Peiive, @panyus, Delpharm Reims, 10 rue Colonel Charbonneaux 51100 Reims,
France xoo OKIIJ2 21.20.10.255, koo TH B3] 3004900002, xonmparxm Ne 250/40056192/F-2 om 20.10.2010,
uneotic Ne 9085317103 om 13.12.2018

COOTBETCTBYET TPEBOBAHUAM

IT N0i14992/03-180314 uam. Ne 1-4

JEKJAPAITUS IIPUHATA HA OCHOBAHHH

npemoxon ucneimanuii Ne 38110 om 29.12.2018 HJI 000 HL] "®PAPMOB5OPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmugpuxam POCC FR.®M08.C31154 om 09.01.2019

&l | «Canodpu Poccuan|
w
3: S;mofl Russia AO

%: ) Knokosa 10.C. i

/‘Iﬁnuer» O.U.0

CBEJEHHUS O PETUCTPALIUU

OPTAH 110 CEPTH®HKALIUH, 3APETHCTPHPOBABIIWI TEKJIAPAITHIO

RA.RU.11®OM08 OPTAH ITO CEPTI/I@HKAHHH TTPOAYVKI{MH OBLIECTBO C Or PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IHEHTP KGHTPOJIA KAYECTBA",

adpec opeanuzayuu. 115280, 2. Mockea, ya. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmudpuxayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caiim: oykr.pe.

,I[EKJIAPAIII/IH O COOTBETCTBHH 3APETYUCTPHPOBAHA M POCC RU ]-FR. ®M08.4.12057/19
B A 09.01.2019

l Q)‘H Hupenxo H.b.
noafiucs Pyxosogutens OC




CepTudguKaT COOTBETCTBHA K AWANIHIA @

DELPHARM
Reims
Ceprrdukar coorsercTBuA
Crpanuna 1
Jara neuatu: 27/11/18
MpoaykT: JlasonBak cupon
POCCHICKAS ®EJEPALIUA
PernctpanmonHoe ynocrosepenne Ne: P N014992/03
$JIAKOH 100 ma
Kon saxasuuka / Bepcus 702821/ 001
HeftcTBylomue BelnecTsa AMBPOKCOJIA THIAPOXJIOPH]] 15 Mr/5 Mn
Hopmartuesufl gokyment: P N014992/03-180314
IponyxT Ne: 319183
Ne mapTun/cepuu 181235
Ne cepuu aHrpo: 181235
Ne PerucTpalHOHHOTO YAOCTOBEPEHNS: M 15/292
TIpou3BoACTBEHHAA CIeLDHKALNA; 83505 P330A10101
Cneusdukaua AN nposeaeHHA HCTBITAHUI Rlts-2809v2
Jata nmponsBoAcTEa: 102018
Jarta okOH4aHHA CPOKA FOTHOCTH: 10 2021
Pasmep BHINyIeHHOMH cepun: 78 905 EL.

CepTudukanuoHHOe 3asBICHHE:

«HacTosinuM noaTBepXAIAI0, YTO BHIIEYKa3aHHas HHGOPMALIHA ABIAETCS JOCTOBEPHOMN ¥ TOUHOH
H YTO BCE JTalbl NPOH3BOACTBA 3TOM CEpHH TOTOBOMH NPOMYKIMH OBLLIHM BLIIONHEHB! B IOHOM
COOTBETCTBHHM C TpeQoBanuaMM GMP MecTHBIX perymupyromux opranoB, EC u TpeGoBaHHsMH,
CONEPXKALIUMHCS B PETHCTPAlIMOHHOM YAOCTOBEPEHHH CTPaHBL/CTPaH HasHA9eHUs. JIOKYMEHTE,
Kacatolquecs NMpOM3BOACTBA, YNAKOBKH M aHalu3a cephd, ObUIM NpOBEpEHHI M NPH3HAHEI
COOTBETCTBYIOIMMH TpeGoBanusam GMP. Ilo ¢akTy mobex oTknoHeHu#i 6wma mpoBeneHa
OpoBepKa, BOMPOCH OBUIM 3aKPHITHI 10 BHINycKa cepud. Cepus Onula BbIIyIIEHa
YIOJTHOMOYCHHEIM JIHLIOMY.

YnonHOMOYEHHOE ML

e
Delpharm Reims :
<HORNNCHL>

10 Rue Colonel Charbonneaux

51100 Reims, ®panims 27 noadpa 2018 r.




CepTH(HKAT COOTBETCTBHA H AHANHIA

Ha3sanue nponykta: Jlasonean cupon

Iponyxr Ne: 319183 Kon 3axas4uka / Bepcun 702821 /001
Ne napruw/cepun 181235
Ne cepun aHrpo: 181235

Crieunduxanys ang nposeaeHHs HCNBITaHMi. .. Rlts-2809v2
TporsBoncTECHRAA cneuudukaya Ne: 83505 P330A10101

D

DELPHARM
Reims

POCCUICKAA ®EIEPALIMA Crpanuua: 2
JHara nevatn: 27/11/18

Jara nponssozncTea: 5/10/18
Jlara HereueHns cpoka

TOAHOCTH . . . .2 102021

IMoxazatens Hopma Peaynwrar
Omncanne TIpo3paunblit Win NOYTH MPO3padHLL, CootsercrByeT

OeciBeTHBIN WM NoyTH GecUBETHRIHN, cnerka

BA3KHI pacTBop
3anax PpYKTOBHIi, ¢ APOMATOM NECHBIX ATOA CooTtsetcTBYET
LlseTHOCTE pacTBOpa Hermityemsili pacTeop okpamreH He Golee CootsetcTByeT

HHTEHCHBHO, 9€M JTanoHs! BS unn BYS
IMpo3pagnocTs pacTBOpa Onanecuenung ucnutyemoro pactsopa He  COOTBETCTBYET

NPEBLIIAET ONANECUSHLIIO 3TanoHa 11 3,29 NTU
pH 2,5-35 3,0
OTHOCHTENLHAS OTHOCTD 1,090 - 1,150 1,117

1,1174

HNoanurHOCTS: XNOpHEA IonoxATENRHO CooteercTBYET
TtoamundocTs: N-A 872 CL (TCX) CoOTBETCTBYET CTAHAAPTHOMY 06pasLy CooTBeTCTRYET
HNoanunnocts: Gensoluolt xuenots! (TCX)  CooTBeTcTBYeT cTanmapTHOMY 06pasily CooteercTBYET
TonnmurHocTs: GeH30HHOM KHCIOTH CooTBeTcTBYeT CTaHIapTHOMY 06pasiy CooTBeTcTBYET
(BIXX)
Konnuectsennoe onpenenenue: 6ensoinoli  153,0 - 187,0 Mr/100 M 166,6 Mr/100 mn
kucaote (BOXX)
Moamuurocts: N-A 872 CL (BIXKX) CoOTBETCTBYET CTAHAPTHOMY 0Gpasiy CootsercTBYET
Konuuectrennoe onpenenenue: N-A 872 CL 285,0 - 315,0 Mr/100 M 2974 Mr/100 mn
{B3XX)
IlponykTh pasnomenus: N-A 873 CL He 6onee 0,5 % <0,10%
(B3XX)
TpoayxTi! paznoxenua: N-A 1777 CL He Gonee 0,2 % <0,10%
(BIXKX)
IpomykTnl pasnoxkenua: N-AB 773 XX He Gonee 0,2 % <0,10%
{B3XX)
IponykTh! pa3noxeHns: eHHHIHBIHA He 6onee 0,2 % <0,10 %
HERIEHTHOMUKPOBAHHEIH IPONYKT
paznoxenua (BIXX)
IpomyxThl pasno:keHus: cyMMa npoayktos He Gonee 1 % <0,10%
paznoxenus (BOXX)
O6mee uncno aspobubx MukpoopraumsMos He Gonee 102 KOE/Mn <10 KOE/mn
(TAMC) (MeTonuka Esp. ®apm.)
OG1nee 4HCNO APOAOKEBLIX M IIECHEBHIX He 6onee 10! KOE/Mn < 10 KOE/mn

rpubos (TYMC) (Meronuxa Esp. ®apm.)
Escherichia coli (Meroauxa Esp. ®apm.)

O06beM conepHMOro ynaxkoBxu

OrcyrerBre B 1 Mn

He 6onee 1 u3 50 o6bemoB MoxeT GLITh B
Auanasone or 91,0 1o 95,5 mn. O6neM He
MOXeT ORITh MeHbIIE 91,0 Mn

Cpennuit 06eM COAESPKUMOTO PaBeH WIH
6onsme 100,0 Mn

OOBEeMBI CONepKHMOrO YIaKOBOK

Orcyrcreue B 1 Mn

CeoTtBercTBYET

100.5 ma m




CepTudHKaT COOTBETCTBHA H AHANH3A @

DELPHARM
Reims

Haspanne npoaykra: Jlazonead cHpon POCCHIUCKAS ®EAEPALIUA Crpanuua; 3
IpomykT Ne: 319183 Kon 3akasunka / sepcus 702821 / 001 Hara nevaru: 27/11/18
Ne napTun/cepuu 181235
Ne cepuy anrpo: 181235
Cnenndukanya Lis npoBeFeHHA HCBITaHK, . Rlts-2809v2 Jlata npouseoacrsa: 5/10/18
IMponssoncTeesHas cneundukauns Ne: 83505 P330AI0101 JlaTa HcTedeHns cpoka

rofHocTH . . . .; 10 2021

Ipumeuanus:

OueHka: cOOTBETCTBYET HOpMaM CrelH(HKAIIH

JlaTa aHanH3a :27/11/18  TMoanuce
Homep ananusa :371394  Kourtpoms xauecTBa
Aude POITRINE
<MOANHCh>

27 voadpn 2018




Certificate of Conformance and Analysis

DELPHARM
Relms

Certificate of Conformance
Page: 1
Printed on:27/11/18
Product: LASOLVAN syrup
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No: P N014992/03

100m1 bottle

Customer code / Version: 702821 / 001

Active Tngredient(s): AMBROXOL HYDROCHLORIDE 1SMG/SNL

Normative document: P N014992/03-180314

Article No. 319183
Batch/Lot No. : 181235

Bulk Batch No 181235

N°® of Manufacturing Authorization: M 15/292
Manufacturing specification: 83505_P330AI10101
Testing specification: Rits-2809v2
Date of Manufacture: 10 2018

Expiry Date: 10 2021

Batch quantity released 78,905 UN

Certification statement:

*1 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
Tocal 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 ang
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”.

Emman : D} RVIN
Qualified Person

Signature 7 V.Zﬂ13

Deipharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name : LASOLVAN syrup
Article No. .: 319183
Batch/Lot No.: 181235

Bulk Batch No: 181235

Testing Specification . . .:

Rlts-2809v2

RUSSIAN FEDERATION

Customer code / Version: 702821 /001

BELPHARM
Reims

Page: 2
Printed on: 27/11/18

Date of Manufacture: 5/10/18

Manufacturing Specification No.: 83505_P330AT0101 Expiry Date . . . .: 10 2021
Tests Specifications Results
Appearance Clear to almost clear, colouriess to Conforms
almost colourless slightly viscous
syrup
Odour Fruity. aromatic of woodberry Conforms
Colour of the solution Not more intensely coloured than the Conforas
reference solution BS or BYS
Clarity of solution Not more opalescent than reference Conforms
suspension 11 3.29 NTU
pH 2.5- 3.5 3.0
Relative density d(20/20) 1.090 - 1.150 1.117
1,1174
Identification : Chloride Positive Conforms
Identification N-A B72 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 (HPL()

Degradation products: N-A 873 €L
(HPLE)

Degradation products: N-A 1777 CL
(HPLC)

153.0 - 187.0 mg/100m1
Corrgsponds to reference
285.0 - 315.0 mg/100 m?

NMT 0.5 %

NMT 0.2 %

166.6 mg/100m?
Conforms
297 .4 mg/100m?

<0.10 %

<0.10 %



Certificate of Conformance and Analysis

Product Name : LASOLVAN syrup
Article No. .: 319183
Batech/Lot No.: 181235
Bulk Batch No: 181235
Testing Specification . .

.t Rlts-2809v2

RUSSIAN FEDERATIDN

Customer code / Version: 702821 / 001

Manufacturing Specification No.: 83505_P330A10101

DELPHARM
Reime

Page: 3

Printed on: 27/11/18

Date of Manufacture: §5/10/18

Expiry Date . . . .: 10 2021

Tests Specifications Results
Degradation products: N-AB 773 XX NMT 0.2 X < 0.10 %
(HPLC)

Degradation products: any unspecified NMT 0.2 % < 0.10 ¢
degradation products (HPLC)

Degradation products: Total degradation HNMT 1 % <0.10 %
products (HPLC)

Total Aerobic Microbial Count (TAMC) NMT 10 raised to the power 2 CFU/m] < 10 CFU/ml
(EP Method)

Total combined Yeasts & Moulds Count NMT 10 raised to the power 1 CFU/m) < 10 CFU/m

(TYMC)(EP Method)

Escherichia coli (EP Method)

Volume of contents

YoTumes of contents

Absence in 1ml

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 mi

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

Absence in 1ml

Conforms

100.5 m1

Date of Analysis : 27/11/18
Ro. of Analysis : 371394

Signature
Quality Control

27 NOv. 2018




