AEKJIAPAIINS O COOTBETCTBHIA

JNEKJAPAHT, TPUHUMATIOUIHI JEKJAPAIIHIO O COOTBETCTBHH

AQ "Canoghu Poccun”

3apezucmpuposano : Mexcpaiionnas uncneryus. MHC Poccuu Ne39 no 2 Mockee OU'PH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, ya. Teepcxan, 0. 22. Tenegpon:8 (495) 721-14-00

B nuye: enepansustil Oupexmop Adaman H.B.

Hosepennoe auyo.: Krorkoea FO.C., dosepennocme 6/n om 01.12.2017

3ASIBJSIET, UTO
nexapcmeennoe cpedcmeo. Jasonean, cupon 30 m2|5 ma 100 ma, @raronst memnozo cmexaa (1), ¢ komnaexme

cmaxanyuxy mepuvie (1), nauxu kapmonnoe, PY Ne I N0O14992/02 om 07.08.2008 (0ama samenv: 01.08.2017)
guidano AQ "Canogu Poccun”, cepus 825592, napmus 78720 ynarosox, 200en 00 31.05.2021, npouzsodcmsa
Bepunzep Huzenoxaiim Ocnana C.A., Henanun, Boehringer Ingelheim Espana S.A., Prat de la Riba, 50, 08174
Sant Cugat del Valles (Barcelona), Spain, xod OKII/[2 21.20.10.255, koo TH B3/ 3 004900002, konmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsotic No 9085301751 om 07.08.2018

COOTBETCTBYET TPEBOBAHHM

TINO14992/02-040310 usm. Ne 2-7

JEKJAPAILTASE ITPUHSITA HA OCHOBAHHUM

npomoxon ucneimanuti Ne 2349 0 om 14.08.2018 HIT 000 HI] "®APMObLOFPOHA", ammecmam
axxpedumayuy POCC RU.0001. 210140, Cepmugpuxam POCC ES.@M08.C20898 om 15.08.2018

1 ui{él,,méu{g Hﬁ;TBﬁTmLHA O 31.05.2021

oCCrm:

Knoxkosa HO.C.
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CBEJEHMS O PETUCTPALIMA

OPI'AH I10 CEPTU®UKALIAHY, 3APETUCTPUPOBABIINN NEKAAPALIAIO
RA.RU. 11 OMO8 OPTAH ITO CEPTHOHKALHH [IPOIVKIIHH OBI[ECTBO C OI PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPVIKHOH IEHTP KOHTPOJIA KAYECTBA',
adpec opeanuzayuu: 115280, 2. Mocxea, y1. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, aopec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, am. 3., men.:(495)788-02-88, se-

L catm: oyxkx.po.
I[EKJIAP%HH}I 0O COOTBETCTBHH 3APETHCTPUPOBAHA A POCC ES.@M08. 410320

AATAgy@BMmAHHH 15.08.2018

Hunenxo H.b.
Pyxosoautens OC
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Bepunrep Marenexaiim 3cnana C.A., ITpar ae na PuGa, 50
08174 Canr-Kyrart-nmens-Bansec (bapcenona) Henanus

CEPTHOHKAT AHAJTH3A
JA3O0JABAH, cupon 30 mr/5 ma, 100 ma

Cepun: 825592

Ilpoussenen: 15/05/2018

Fonen no: 31/05/2021

HJI T1 N014992/02-040310 uzm 2-7

NOKA3ATEJIN HOPMbI PE3YNIbTATD!
Onucanune [po3payunHan uav NoYTH NpozpayHan, BeclyBeTHas UAn MNpo3paqHbiid U
{BuzyanbHbid TeCT) no4Tn 6eclBeTHan, cerka BAsKas XUKOCTb 6ecupeTHbIN, Cnerka

BA3KKMI cupon
3anax (OpraHoNenTU4eCkni TecT) DpPYKTOBLIN, C aPOMATOM KNYBHWKN CO CNMBKaMU CooTteetcrByeT
LiseT pacreopa OKpalleH He WHTEHCUBHEE 3TaNOHHOro pacTaopa BS CooteeTcTBYET
(CraHgapTHbIA TecT EBp. ®apMm.) nnu BYS (TpebosaHus npyu XpaHeHun: OKpalleH He
MHTEHCHMBHEE 3TaNoHHOro pacteopa B4 wnu BY4)

Mpo3padHocTs pacTsopa He bonee onanecueHTHa, Yem CycneH3aus CpaBHEHMS CooteeTtcTBYET
(CraraapTHsiil TecT EBp. ®apm.) II
MoANUMHHOCTL
- N-A 872 CL (XuakocTHas CooTeeTcTByeT CTasaapTy CooTseTCTBYET
xpoMaTorpapus)
- N-A 872 CL (ToHxocnoitHas CooTBeTCTBYET CTanAapTy CooTeeTcTBYET
XpomaTorpagun)
- BeH3oiinas kncnota (KnakoctHas  (COOTBETCTBYET CTaHAAPTY CooTeeTCcTBYET
xpomarorpacmsi)
- BeHzoitHas xucnoTa CooTBETCTBYET CTaHRapTY CooTeeTCTBYET
(ToHkocnoWHas xpomartorpahus)
- Xnopuabl {npeuunutauma) MonoxuTensHO CooTeercrByer
pH (MoTeHunoMeTpUUeckoe 2,5-35 3,0
onpefeneHue)
OTHOCHTENLHAA NNOTHOCTb 1,090 ~ 1,150 (CrangapTHbiii Tect Egp. ®apM.) 1,121
0O6beM CoaepUMOro (B3BelltBasne)
- CpenHuid obbeM (Mn) >/= Q (HOMWUHANbHLIW 06BEM) CooTBeTCTBYET
- Mexcay (Q-x) v (Q-2x) 1/50 KOHTelHepb! CooTeeTcTBYeT
- < (Q-2%) M 0/50 KoHTeliHepH CooTeeTcrByeT
MpoaykTbt pacrnaga (PKnakocTHas .
xpoMartorpadmn)
-N-A 873 CL <= 0,5 % (Tpebosanuns rpu xpaseHuu: <= 0,8 %) 0,0 %
-N-A 1777 CL <= 0,2 % (TpeboBanus npu xpaHexun: <= 0,8 %) 0,0 %
- N-AB 773 XX <= 0,2 % (Tpebosanua npn xpaHenun: <= 0,4 %) 0,0 %
- MoBokH HecneunpruUMpoBaHHbIA <= 0,2 % (Tpebosanus npu xpaHexuu: <= 0,2 %) 0,0 %
npoaykT pacnaga
- CymMMa NpoayKToB pacnaja <=1 % (TpeboBaHWA NPy XPaHeHUK: <= 2 %) 0%
KonudecreeHHoe onpeaeneqne 570,0 - 630,0 mr/100Mn 603,3 Mr/100 mn
N-A 872 CL (TpebosaHua npu xpaHeHnn 843R-01, 843R-03,
(OKmakocTHas xpomaTtorpadgmus) rits2156v1 v rlts-2783 vi: 552,0-630,0 #r/100mn)
BeHsoliiHas kncnoTa 153,0 ~ 187,0 mr/100mMn 169,7 mr/100 mn
(OKuaxocTHas xpomaTtorpadust)

T

s A

Hacrosamum noarsepxialo, 4To BhilleyKa3aHHas HHQOpMalMs sSBIaeTCs nocmaep 13 ApaeunbH
JlaHHasg cepHA NeKapCTBEHHOI'O CPECTBa NPOM3BEICHA, BKUTIOUAN YNAKOBKY H K¢

3aperHCTPHPOBAHHBIM B HMIIOPTHPYIOILIEH CTpaHe.

Pewenne: Bemywen 05/06/2018 YnonroMoueHO

AG «Canodu Poccisin 7
Aapee: 125009, Mocksa, va. Trepexas, 22, Teg: (4953 721-1400. daxe: (493) 721-1411 www, sanohru
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Boehringer Ingetheim Espaiia, S.A.

PLANTILLA

Certificate of conformance / Certificado de liberacién de BIESA
051-1ALGM-00001/P2 (14.0)

Pagina 1 de 1

PRODUCT / PRODUCTO
ACTIVE INGREDIENTS / PRINCIPIO ACTIVO

STRENGTH / DOSIS

SIZE/DOSAGE FORM / TAMANO/FORMA FARMACEUTICA
PRIMARY PACKAGE TYPE / ENVASE PRIMARIO

BIX CODE / CODIGO BIX

PRODUCT CODE / CODIGO PRODUGTO

BULK CODE / GODIGO SEMITERMINADO

BATCH NUMBER / N° DE LOTE

BULK BATCH NUMBER / N° LOTE SEMITERMINADO
COUNTRY / PAIS

MARK. AUTH. NUMBER/ N° AUTORIZ.COMERCIALIZACION
TESTING SPECIFICATION / ESPECIFICACION ANALISIS
RESULTS OF ANALYSIS / RESULTADO ANALITICO
QUANTITY / CANTIDAD

DATE OF MANUFACTURE / FECHA DE FABRICACION
DATE OF EXPIRY / FECHA DE CADUGIDAD
MANUFACTURING SITE / FABRICANTE

MANUFACT. AUTH. / AUTORIZ. DE FABRICANTE
MANUFACTURING SPECIFICATION / ESPECIFICACION

DE FABRICACION '
VERSION BIX

LASCOLVAN syrup 30 mg/5 mi
ambroxof hydrochloride
30mg/5mi

100 mi syrup

Botlle {glass, amber)

300677

24A332

23A076

825592

B25592

RUSSIAN FEDERATION

P NO14002/02

T5-5385 2.0

(See Certificate of Analysis annexed)

78.720

15/05/2018
3110672021

Boghringer Ingelheim Espafa S.A.

Prat de la Riba, 50

08174 Sant Cugat del Valiés (Barcelona) Spain
946-E '
83506_P330AID101

000

DECLARACION / CERTIFICATION STATEMENT

Por la presente, certifico que todas las etapas de fabricacion de este lote de producto letminado se han realizado en total
cumplimiento con los requisitos de ias NCF de la UE y con los requisitos de la Autorizacion de Comerclalizacion del pais ¢

paises de destino,

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the
GMP requirements of the EU and with the requirements of the Markefing Authorisation of the destination couniry/countries.

OBSERVACIONES / REMARKS

GMID: 652488
. DIRECCION TECNICA (QP)
o Q P. Schelienbavm
M. Ursut
ﬁ J\h//\-—-—""k____ O L. Cambra
¢ O A Ausin
Firma y Fecha: &( /9“ //I 8

En casc de uso informatico de Ia plantitla, se ha verificado que ef documento mantiene los atributos del docu




Cert. No: 18077164

Boehringer Ingetheim Espafia S.A.
C/ Prat de la Riba, 50
08174 Sant Cugat del Vallés {Barcelona) Espafia

Certificate of analysis

Product Name: 24A332 LASOLVAN SYRUP 30 mg/5 mi
Batch / Lot No. 825592 No. of Analysis : 18142893 - 1 - 1
Testing Spec. No. : TS-5385 2.0
Date of Manufacture:  15.05.2018 Expiration date 31.05.2021
Printed on : 05.06.2018
Page 1
Test
Specification Result
Appearance
{ Visual test }
Clear to almost clear and colourless to almost colourlass Clear and colourless, sfightly viscous syrup

sfightly viscous liquid

Odour
{ Organoleptic test )
Frutty, aromatic of strawberry cream Conforms

Colour of solution

( Siandard test in accordance with Pf Eur. )
Not more intensely coloured than reference solution B5or BY  Conforms

5

Ciarity of solution
{ Standard test in accordance with Ph Eur. )
Not more opalescent than reference suspension |l Conforms

Identification
N-A 872 CL

{ Liquid chromatography )
Corresponding to standard Conforms

N-A872CL

( Thin-fayer chromatography )
Corresponding to standard Conforms

Benzoic acid {Liquid chromatography )
Corresponding to standard Conforms

Benzoic acid ( Thin-layer chromatography )
Corresponding to standard Conforms

Chlorides {Preciptation }

Positive Conforms
pH
{ Potentiometic delermination )
26-35 3.0

Continued next page




Cert. No : 18077164

Boehringer ingelneim Espafia S.A.
Cf Pratde |z Riba, 50
08174 Sant Cugat del Valiés (Barcelona) Fspana

Certificate of analysis

Product Name: 24A332 LASOLVAN SYRUP 30 mg/5 ml
Batch / Lot No. : 825592 No.of Analysis :  18142893-1-1
Testing Spec. No. : TS-53852.0
Date of Manufacture:  15.05.2018 Expiration date 31.05.2021

Printed on : 05.06.2018

Page:?
Test
Specification Result

Relative density
{ Standard testin accordance with Ph Eur. }

1,090 - 1,150 1,121
Volume of contents
Average volume (ml) {wheighing )
>= Q (Nominal volume) Conforms

Between (Q - x} and {Q - 2x} m} {wheighing }
1/50 containers Conforms

<{Q- 2x) ml {wheighing )
/50 containers Conforms

Active ingredient degradation
N-A 873 CL {Liquid chromatography |

Max 0,5 % 0.0%
N-A 1777 CL {Liquid chromatography )

Max02% 0.0%
N-AB 773 XX {Liguid chromatography )

Max 0,2 % 0,0%
Any unspecified degradation product (Liguid chromatography )

Max 0,2 % ' 0.0%
Total degradation products {Liguid chromatography )

Max1% 0%

Content
N-A872CL
{ Liquid chromatography )
570,0 - 630,0 mg/100mi 603,3 mg/100m

Benzoic acid (Liquid chromatography )
153.0 - 187,60 mg/100mi 169,7 mg/100mi

Continued next page




Cert.No:1807716¢

& Certificate of analysis

: '.Boehringer Ingelheim Espafia S.A.
C/ Prat de la Riba, 50
08174 Sant Cugat del Vallés (Barcelona) Espafia

Product Name: 24A332 LASOLVAN SYRUP 30 mg/5 m
Batch /Lot No. : 825592 No. of Analysis :  18142893-1-1
Testing Spec. No. 13-53852.0
Date of Manufacture :  15.05.2018 - Expiration date : 31.05.2021

: - ~ Printed on : 05.06.2018

Page .3
Test Lo
Specification Result
Remarks :
Evaluation . Conforms
Date of Analysis 04.08.2018
Signature :  Zara Lillo Fajardo

Other Remarks: - . 7 RussiaRCV

" Quality Control

a - ™ End of Report ™™ - . _ : Te

_ ‘_'7@ S@6((5

. Quaiity Control Manager




