JEKJAPALIMSI O COOTBETCTBHU

AEKJIAPAHT, IIPHHUMAIOII U AEKJAPAHUIO O COOTBETCTBUU
AO "Canoghu Poccus”

3apezucmpupoeano : Mexcpationnas uticnexyst MHC Poccuu Ne39 no 2. Mockee OF'PH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mocksa, ya. Teepcras, 8. 22, Tenechon:8 (495) 721-14-00

B auye: Fenepansueiti oupexmop Adavnn H.B.

Hosepennoe nuyo: Cmenanos C.C., dosepennocms 6/1 om 01.12.2017

3ASIBJISIET, UTO

Rexapemeennoe cpedcmeo: Jlasonean, cupon 15 m2/5 an 100 mn, daaxorvt memnozo cmexna (1), ¢ komnaexne
cmaxanyuxu mepuvie (1), nawxu xapmonuvre, PY Ne IT N014992/03 om 07.08.2008 (oama samener 01.08.2017)
gotoano AO "Canogu Poccua”, cepus 825581, napmua 79718 ynaxosok, 200en do 31.05.2021, npouzeodCmed

bepuneep Hneenvxaitn denana C.A., Henanua, Boehringer Ingelheim Espana S.A., Prat de la Riba, 50, 08174
Sant Cugat del Valles (Barcelona), Spain, xod OKIII2 21.20.10.255, koo TH B3I 3004900002, xoumpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085299880 om 24.07.2018

COOTBETCTBYET TPEGOBAHUSIM
I N0G14992/03-180314 uzm. Ne 1-3

AEKJIAPAITHSE IPUHSITA HA OCHOBAHUN
npomoxor uchbimanuu Ne 2158 0 om 31.07.2018 HIT OOQ HI] "PAPMOBEOPOHA" ammecmam
axxpeoumayuy POCC RU.0001.21 @140, Cepmugpuxam POCC ES. OMO8.C19626 om 31.07.2018

HAMHﬂTHﬂ AEKJAPAITAHA 37.07.2018
STy, M
AXPAIIAAJEHCTBUTEILHA N0 31.05.2021

Crenanos C.C.
1.0

CBEJIEHMSI O PETUCTPAIIUN

OPI'AH IIO CEPTH®HKAILINH, 3APETACTPUPOBABIHHI AEKJIAPAIIAIO

RA.RU. 11 ®MO8 OPTAH 110 CEPTHOHKAIIHH IPOIYVKIIHH OBLIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYKHOH EHTP KOHTPOJIS KAYECTBA",

aopec opeanuzayuu. 115280, 2. Mockea, yn. Macmepwosa, 0. 4, sm. 5, nom. 1, xom. 1, adpec opeana no
cepmupurayuu: 115280, POCCHA, 20p0d Mocrea, yx. Macmeprosa, 0. 4, s3m. 5., men.:(495)788-02-88, ec6-
Cam: OYKK.pe.

AEKJAPATINSE O COOTBETCTBUHU 3APETUCTPUPOBAHA N POCC ES. DMO8.7T08770

AATA PETHCTPANUMMH 31.07.2018

//’Z’//' #F ’F“'?"
e [ sy Hunenxo U.B.
Opeairo HOANFCH Pyxosomurens OC

cepmugukaifun
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bepurrep Marenexaiiv Scnana C.A., {Ipar ae na PuGa, 50
08174 Canr-Kyrar-nens-Bansec (Bapcenona) Henanus

CEPTHOHKAT AHAJIH3A
JA30JIBAH, cxpon 15 mr/5 ma, 100 ma

Cepnn: 825581

Ipoussenen:  13/05/2018
Tonen ao: 31/05/2021
HJI TIN014992/03-180314

HOKA3ZATEJH HOPMBI PE3YJbTATBI
Onucanue Hpospavnas waM noutH npospaykas, OecuseTHas MWIH Ipo3paunsiii u
(BusyanuHeIi TeCT) no4Td fecBeTHAdA, Clerka BA3KaAs KHAKOCTD GecuBeTHbIH, cherka

BAIKHI cHpon
3anax (Opranonentiueckuii Tecr) @pYKTOBEIH, C 23POMATOM NECHLIX STO] CooteercrByeT
LiseT pacrsopa OKpAlleH He MHTEHCHBHEE 3TaNOHHOro pacTeopa BS wimn CooTseTcTRYET
(Cranpaptheiit TecT Ep. ®apm.) BY5 (TpeGosanus npH xpaHeHny: OKpailieH He
HHTCHCHEHEE ITANOHHONO pacTBopa B4 win BY4)

IIpozpauHocts pacTeopa (CranaapTHel |ke Gonee omanecueHTHa, Yem CYCTIeH3Us CpagHeHns J] CooTBeTCTBYRT
Tect Eap. Papm.)
TloanunxocTs
- N-A 872 CL (OKuakocraan CooTBeTCTBYET CTaHAAPTY Cooteercrayer
XpoMarorpapns)
- N-A 872 CL (Touxocnoiinas CooTBeTCTRYET CTAHAAPTY CootseTcTRYET
xpomMarorpadius)
- bensoiinas kucnora (JKunxoctras CooteeTcTBYET CTaHAGPTY CooTeeTcTBYET
xpomatorpadus)
- bensoiiHas xuciaoTta CoOTRETCTBYET CTaHAAPTY CootseTcTBYET
{Tonxocnolinas xpoMarorpadus)
- Xnopup! (ApeuMnuTanus) [Monoxkurensuo CoorsercTryer
pH (IToTenunomerpryeckoe 2,5-3,5 3,0
OnpeAcacHue)
OTHOCHTEILHAR DNOTHOCTD 1,090 — 1,150 (CrannaprHuii Tect Esp. dapm.) 1,119
Obbem coaepHMOTo (B3BeinKRaRHAE)
- Cpennuii 06meM (Mn) >/= Q (HOMURaILHLI 06beM) Cootsercriyer
- Mexay (Q-x) n (Q-2x) 1750 konTelinepu CooTercTBYET
- <(Q-2x) Ma 0/50 xonTeiineps CooTBeTcTBYET
IMpoayxTsl pacnaga OKnakocTaas
xpomartorpaduis)
-N-A 873 CL <= 0,5 % (Tpeboeanus npu xpanennn: <= 0,8 %) 0,0%
-N-A 1777 CL <= 0,2 % (TpeGoranua npy xpanenun:; <= 0,8 %) 0,0 %
- N-AB 773 XX <= 0,2 % (TpebopaHns npi xpanesnn: <= 0,4 %) 0,0 %
- JlroGoit Hecnenn HUMpORaKHBIH <= 0,2 % (Tpebopanus npu xpanenuu: <= 0,2 %) 0,0 %
TIPOAYKT paciiana
- CyMMa npoaykToB pacnaja <= 1 % (TpeGosanus npu xpanenuu: <= 2 %) 0%
Konuuectpennoe onpenenenne 285,0 - 315,0 mr/100Mn 398,9 mr/100 Mn
N-A 872 CL (TpeGosaHua npu xpaneHnn 843R-01, 843R-03,
(Knnxocrnas xpomarorpadus) rlts2156v] n r1ts-2783 v1: 552,0-630,0 mMr/100mn)
Benzoiinas kucnora 153,0 — 1870 Mr/100mn 168,2 mr/100 mn
(Kunkocthas xpomarorpadus)

Hacrosmum noatsepigialo, 4To BbilleykazaHnas HHpOPMAIINA SBTIeTCH nocroaepl-ron u l'lpaBHJ'IbHOPI

Hannas cepus nekapcTBEHHOTO CPEACTRA NPOU3BEAEHA, BKTIOUAS YNAKOBKY H KOHTPOJIb Ka4ectsa, B y4
BLIILlE MECTE B TIOTHOM COOTBETCTBHH C TpebosanuamMu GMP mecthoro perynﬂropﬂoro oprana u ety
3apErHCTPUPOBAHHBIM B MMITOPTHPYIOILEH CTpaHe. P

Peinenne: Beimytien 05/06/2018 Ynonuomoqenﬂaéﬂr s ara Lillo Fajardo

\() «Canodm Pocengy
Agpec: 125006, Mocksa, yn. Teepekay, 22, Texn.: (495) 7211400, Gaxe: (493} 721-1411. www.sanofi.ra
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Ingelheim  Boehringer Ingelheim Espaiia, S.A. .- PLANTILLA
Documento: Certificate of conformance / Certificado de liberacién de BIESA
Id. del documento:  051-1ALGM-00001/P2 (14.0) ' Pégina 1 de |
PRODUCT / PRODUCTO : LASOLVAN syrup 15 mg/ 5 ml o
ACTIVE INGREDIENTS /PRINCIPIOACTIVO ' "~ :  ambroxol hydrochloride .~
STRENGTH / DOSIS I o iBmg/sm S
SIZE/DOSAGE FORM/ TAMARO/FORMA FARMACEUTICA 100 mi syrup
PRIMARY PACKAGE TYPE / ENVASE PRIMARIO - By Botile (glass, amber)
BIX CODE / CODIGO BiX © ot 300676
PRODUCT CODE / CODIGO PRODUCTO S r 24R338
BULK CODE / CODIGO SEMITERMINADO -~ : 28A077
'BATCH NUMBER / N° DE LOTE T easem
BULK BATCH NUMBER / N°LOTE SEMITERMINADO -~ ; 825581
COUNTRY / PAIS ' - © RUSSIAN FEDERATION |
MARK. AUTH. NUMBER/ N° AUTORIZ.COMERCIALIZACION ;P ND14992/03 '
“TESTING SPECIFICATION / ESPECIFICACION ANALISIS @ TS-3084 3.0
RESULTS OF ANALYSIS / RESULTADO ANALITICO -t (See Certificate of Analysis annexed)
QUANTITY / CANTIDAD ' o :79.718 g
DATE OF MANUFACTURE / FECHA DE FABRICACION - : _ 13/05/2018
DATE OF EXPIRY / FECHADE CADUGIDAD - © . | * :  31/05/2021

~'MANUFACTURING SITE/FABRICANTE .~~~ = - . Boehringer Ingetheim Espafia S.A.
O T T o1 Prat de la Riba, 50
: .- 08174 Sant Cugat de! Vallés (Barcelona) Spain
MANUFACT. AUTH. / AUTORIZ. DE FABRICANTE ¢ Q4BE . R
- MANUFACTURING SPECIFICATION / ESPECIFICACION . & 83505_P330 Al0101
DE FABRICACION S : B g . . S

VERSIONBIX - s g

-'ipecmmcléu / CERTIFICATION STATEMENT

Por la presente, certifico que todas las etapas de fabricacién de este lote de preducto terminado se han realizado en total
“cumplimiento con los requisitos de las NCF de la UE y con los requisitos de ia Autorizacion de Comercializacion del pais o
‘paises de destino. : R . . - L Do C

1 hereby eertify that all the manufacturing stages of this batch of finished product have been carried out in fuli compliance with the
- GMP requirernents of the EU and with the requirements of the Marketing Authorisation of the destination country/countries.

' OBSERVACIONES / REMARKS

| GMID: 652493
.- DIRECCION TECNICA (QP)
e o o L R _.OP.Sche!lenbaum
B S -~ * OL.Cambra
T .‘ . . ommsin /
Firma y Fecha: ' 6/6 [A 8 ' / )




® Cert, No: 18077176

Product Name;

Boehringer Ingelheim Espafia S.A.

C/ Prat de la Riba, 50

08174 Sant Cugat del Valiés (Barceiona) Espafia

Certificate of analysis

24A338 LASOVAN SYRUP 15mg/5 m!

Batch / Lot No. : 825581 No.of Analysis :  18142791-2-1
Testing Spec. No. : TS-3084 3.0
Date of Manufacture :  13.05.2018 Expiration date : 31.05.2021

Printed on : 05.06.2018

Page ;1
Test
Specification Result
Appearance
{ Visuat test)

Ciear to almos! clear and coloudess fo almost colouriess
slighly viscous syrup

Odour
{ Organoleptic test )
Fruity, aromatic of woodberry

Colour of solution
{ Liroit test

Not more intensely coloured than reference solution B 5 or BY

5

Clarity of solution
( Limit fest }
Not more opalescent than reference suspension i

Identification
N-A872CL
{ Liguid chromatography )
Corresponding to standard

N-A872CL

{ Thin-layer chromatography )
Corresponding to standard

Benzoic acid ( Liguid chromatography )
Carresponding to standard

Benzoic acid ( Thin-layer chromatography )
Corresponding to standard

Chlorides | Precipitation )
Positive

pH
{ Potentiomelric determination )
25-35

Continied next page

Clear and colourless, slightly viscous syrup

Conforms

Conforms

Conforms

Conforms

Conforms
Conforms
Conforms

Conforms

30
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™ Cert. No: 18077176

Boetringer Ingeiheim Espafia S.A,
C/ Prat de ta Riba, 50
08174 Sant Cugat del Vailés (Barcelona) Espafia

Certificate of analysis

ProductName:  24A338 LASOVAN SYRUP 15mg/5 mi
Batch / Lot No. : 825581 No.of Analysis :  18142791-2-1
Testing Spec. No. ; TS-3084 3.0
Date of Manufacture :  13.05.2018 Expiration date : 31.05.2021
Printed on ; 05.06.2018
_Page :2
Test
Specification Resuit
Relative density
{ Pycnometer )
1,090 - 1,150 1,119
Volume of contents
Average volume {ml} (Wheigning )
>/= Q {Nomina! volume) Conforms
Between {Q - x) and (Q - 2¢) ml (Wheighing }
1/50 containers - Conforms
<{Q-2x} ml {Wheighing ) .
0150 containers Conforms
Active ingredient degradation
N-A 873 CL {Liquid chromatography }
Max 0.5 % 00%
N-A 1777 CL {tiquid chromatography )
Max 0,2 % 0,0%
N-AB 773 XX { Liquid chromatography }
Max 0,2 % 0.0 %
Any unspecified degradation product | Liquid chomatography )
Max 0,2 % 0,0%
Total degradation products (Liguid chramatograghy )
Max1% 0%

Active ingredient content
N-A872CL

{ Liguid chromatography )
285,0 - 315,0 mg/100m!

Benzoic acid (Liquid chromatography )
153,0 - 187,0 mg/100ml

Continued next page

296,9 mg/100mi

168,2 mg/100mi
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" Cert. No: 18077176

 Boehiinger Ingelheim Espafia $.A.
-G/ Prat de [a Riba, 50
08174 Sant Cugat del Valigs (Bame ana) Espana

Certlflcate of analy5|s .

* Product Name: 248338 LASOVAN SYRUP 15mg/5 m

Batch /Lot No. : 825581
Testing Spec. No. : T5-3084 3.0

No. of Analysis:  18142791-2-1

Date of Manufacture :  13.05.2018 .- Expirationdate: . 31.05.2021
D o S . Printed on : oo 05.06.2018
- Page :3

' Specification - Result

..Remarks:

Evaluation : - Conforms
Dateof Analysis: 05082018

' o o | Signature .  Zara Lilio Fajardo
OtherRemarks: " - "'~ “RussiaRCV . -~ B ST

' _duaii:q(:ontrol

OSIGLUE

" Quality Contro! Manager




