AEKJTAPAIIUS O COOTBETCTBUMA

JEKJAPAHT, ITPUHUMAIOHIAH JEKJAPALIUIO O COOTBETCTBHH

AC "Canogpu Poccus”

Sapeeucmpuposano : ML’Q!CpCIHOHHa}E uncnexyus MHC Poccuu Ne39 no 2 Mockee OI'PH 1027739079940 om
19.08.2002

{ Aopec.: 125009, 2. Mocrsa, yn. Teepckas, 0. 22. Teregpon:8 (495) 721-14-00

B nuye: I'enepansusiil dupermop Adamsan H.B.

Losepennoe nuyo: Knoxosa FO.C., doeepennocme 6/n om 01.12.2017

SASIBJAET, UTO
nexapemeennoe cpedemeo: Jasonean cupon 15 me/5 mn 100 ma, ¢haarons: memnozo cmerna (1), 6 komnaexme

cmaxanwuru mepuwe (1), nauxu kapmonnsie, PY Ne IT N014992/03 om 07.08.2008 (dama 3amenvt 01.08.2017)
gvioano AC "Canogu Poccun”, cepus 825501, napmus 78790 ynarosox, coden 0o 30.04.2021, npouzsodcmea

Bepunzep Huzeavxaiim Scnana C.A., Henanus, Boehringer Ingelheim Espana S.A., Prat de la Riba, 50, 08174
Sant Cugat del Valles (Barcelona), Spain, koo OKIIJ2 21.20.10.255, koo TH B3 3004900002, kowmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085297421 om 04.07.2018

v

COOTBETCTBYET TPEBOBAHH SIM

1T N014992/03-180314 uzm. Ne [-3

JEKJAPALMA ITIPUHATA HA OCHOBAHHU

npomoxon ucnvtmanuti Ne 1939 0 om 11.07.2018 HJT OO0 HI] "OAPMOBEOPOHA", ammecmam
arkpedumayuu POCC RU.0001.21 D140, Cepmuguram POCC ES.@M0OS8.C18065 om 11.07.2018
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CBEJIEHUS O PET'MCTPAIIMH

OPTAH IO CEPTH®UKAIIAH, SAPETUCTPUPOBABLUIHH JTEKIAPAIHIO

RA.RU.11OM08 OPTAH 110 CEPTHOHKALIMH ITPOAYKIHH OFLJECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO ”OKPY}KHOﬁ LEHTP KOHTPOJIA KAYECTBA",

aopec opeanuzayuu. 115280, 2. Mockea, yn. Macmepkoesa, 0. 4, am. 5, nom. I, kom. 1, aopec opaana no
cepmucpuxayuu. 115280, POCCHA, eopoa Mocksa, yr. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, eeb-

canim: oyKx. qu

Kauan E.B.
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Bepunrep Hurearxaiim Scnana C.A.,

SANOFI

lpar ne na Puba, 50

08174 Canr-Kyrar-rens-Banvec (bapcenona) Henanus

CEPTHOHUKAT AHAN3A
JIA3OJIBAH, cupon 15 mr/5 ma, 100 ma

Cepun: 825501

Hpouzpeaen: 25/04/2018

T'onen po: 30/04/2021

HJI1TIN0G14992/03-180314

NOKA3ATEJH HOPMbI PE3YJIBTATHI

Omnmcanue llpospaunas wim 1oyTH npo3paunas, becupeTHas WAH | lpo3paumsiii n

(BuzyannHuiii Tecr)

HouTH GeCI.IBeTHaH, ClIErKa BA3KaA KHAKOCTh

OecugeTHLIH, cierxa

BA3KHHA crpon

N-A 872 CL
(Kunxocraas xpomatorpadus)

(TpeGosanns npu xpanennn 843R-01, 843R-03,
rlts2156v] nrlts-2783 vi: 552,0-630,0 mr/100mn)

3anax (Opradonentageckuii recr) DpYKTOBEII, € ADOMATOM NECHBIX AT CooTBeTCTBYET
et pacTeopa OKpaileH He HHTEHCHBHES STANOHHOrQ pacTBopa BS unn CoorBeTcTBYCT
{CranaaptHuit rect Epp. ®apm.) BYS5 (TpeGoBanns npu XpaHeHHH: OKPAILEH He

MHTEHCHBHEE STATOHHOI0 pacTsopa B4 wan BY4)
IIpospaunocts pactsopa (CrannapThslil |He Gonee ONENECUEHTHA, YEM CYCTIeH3NA cpaeHenus I1 CooteeTcTRYET
TecT EBp. ®apm,)
IoanaxnocTs
- N-A 872 CL (3KuakoctHas CoOTBETCTBYET CTARAAPTY CooTBeTCTBYET
Xpomarorpagus)
- N-A 872 CL (Tonkocnoiinas CooOTBETCTBYET CTAHAAPTY CoOTBETCTBYET
Xpomartorpadus)
- benzoiinan kucnora (Kuakoctras CooTBETCTBYET CTAHAAPTY CoorBeTcTByET
xpomarorpadin)
- benzoitnan kucnora CooTBETCTBYET CTAHAGPTY CoorsercTByeT
(ToHkocnolinas xpomarorpadus)
- XnopHan (npeurnuranms) MonoxuTensHo CootsercrByer
PH (IToreHunomerpuueckoe 2,5-35 3,0
onpeneneHne}
OTHOCHTEALHAS NAOTHOCTH 1,090 - 1,150 (CranaprHeiii Tect Egp. ®apm.) 1,118
ObbeM comepKUMOro (B3relHRaKHE)
- Cpennuii o0beM (M) >/= Q (HOMMHANLHEIH 06beM) CooTBeTCTBYET
- Mexny (Q-x) u (Q-2x) 1/50 koHTCiHEPLH! CooTBeTCTBYET
- < {((Q-2x) Mn 0/50 xonTeituepn CoOTBETCTBYET
Mpoaykre pacnasa (Kuzxocruas
XxpoMarorpagus)
-N-A 873 CL <= 0,5 % (TpeGosanun npn xpasenun; <= (0,8 %) 0,0 %
-N-A 1777 CL <= 0,2 % (Tpebosanus npn xpanenun; <= 0,8 %) 0,0%
-N-AB 773 XX <= 0,2 % (TpeGoranis npy xpaHeHun: <= 0,4 %) 0,0 %
- Thoboii secneunduumporanubii <= 0,2 % (TpeGoranmst npy xpaHednu: <= 0,2 %) 0,0 %
NPOAYKT pacraza
- CymMMma NpoyKTOB pacnana <= 1% (TpeGosanns npu xpaseHm:; <=2 %) 0%
KonugectsenHoe onpenencHue 285,0 -~ 315,0 Mr/100Mn 300,0 Mr/100 Mo

Benzoiinas kucnora
(AKunrocTHas xpomarorpadus)

153,0 — 187,0 mr/100mMa

170,5 mr/100 Mn

Hacrosum noprsepskaaro, uro Bhillieykasannas HHGOPMALHA ABIACTCA OCTOBEPHOM H PABMABHOM.

ﬂaHHaﬂ CEpHA NEKapCTBEHHOIO CpeACTBa NPOH3BEIIEHA, BKIKYAN YNAKOBKY M KOHTPOIbL KAaYeCTBa, B YKA3aHHOM

BLILLIE MECTE B NOIHOM COOTBETCTBUM ¢ TpeGosanuamn GMP MecTHOrO peryiisTopHOro opraHa H cliequpUKanuaM,

3apErHCTPUPOBAHHBIM B UMNOPTHPYIOLIEH CTpaHe.

Pewrenue: Bumymen 22/05/2018

Aapec: 125009, Mockna, ya. Teepcxan, 22, Ten.: (4953 721-1400. e (493) 721-1411 www i _oi'l.I{!

VnonHoMoueHHoe nui

AQ «Canodin Pocensy
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'Documento:

- Id. del documento:  051-1ALGM-00001/P2 {14.0)

. Bochringer Ingelheim Espaiia, S.A.

PLANTILLA

: Certificate of conformance / Certificado de lib_er_acic'm de _BIEJSA S -

Pagina 1 de 1

*_PRODUCT / PRODUCTO
| ACTIVE INGREDIENTS / PRINCIPIO ACTIVO
. "STRENGTH/DOSIS ' C

SIZE/DOSAGE FORM / TAMANC/FORMA FARMACEUTICA i

PRIMARY PACKAGE TYPE / ENVASE PRIMARIO .
BIX CODE / CODIGO BIX o :
PRODUCT CODE / CODIGO PRODUCTO
*- BULK CODE / CODIGO SEMITERMINADO |
" :BATCH NUMBER / N° DE LOTE '
_ BULK BATCH NUMBER / N° LOTE SEMITERMINADD
- COUNTRY / PAS ' -
MARK. AUTH. NUMBER/ N° AUTORIZ COMERCIALIZACION
. TESTING SPECIFICATION / ESPECIFICACION ANALISIS
. RESULTS OF ANALYSIS / RESULTADO ANALITICO
. QUANTITY / CANTIDAD R
. DATE OF MANUFACTURE / FECHA DE FABRICAGION
. : DATE OF EXPIRY / FECHA DE CADUCIDAD U
.MANUF_ACTURIN_G SITE/FABRICANTE "

 MANUFACT. AUTH. / AUTORIZ. DE FABRICANTE

- MANUFACTURING SPECIFICATION / ESPECIFICACION
 DE FABRICACION S

. VERSION BIX

- LASOLVAN syrup 15 mg/ 5 ml

ambroxol hydrochloride
15mg/smi '

100 ml syrup
Boifle {glass, ambper)
300676

24A338
234077
B25501
825501

RUSSIAN FEDERATION

P N014292/03

T§-3084 3.0

{Ses Certificate of Analysis annexed)

78.794 RERIAE

25/04/2018

T 3010412024

: . Boehringer ingelheim Espafia S.A,
. Prat de a Riba, 50
- 08174 Sant C_:ugat c_ie_l Vailés (Barcelona) S_pain
T B RN
1 83505_P3ap AlD101

000

| "_.QECLA_RACI()N / CERTIFICATION STATEMENT

Por la presente, certifico que todas las etapas de fabricacion de este lote de producto terminade se han realizado en total .
cumplimiento con los requisitos de las NCF de la UE y con los requisitos de la Autorizacidn de Comercializacion del paiso -

o paises de destino.

" | hereby certify that alf the manufacturing stages of this balch of finished product have been carried out in full compliance with the
‘GMP requirements of the EU and with the requirements of the Marketing Authorisation of the destination country/countries.

' OBSERVACIONES / REMARKS
- GMID: 652493 - B

- DIRECCION TECNICA (QP)

- O P. Schellenbaum
T /M. Ursul
. 0L Cambra

Firma y Fecha:

© O A, Ausin

En caso de uso informatico de la plantilia, se ha verificado que el documento mantiene 1o atributos det documento-aprobad

" Propiedad de Boehringer Iugetheim Espaiia 5. 4. - documenre de use inzer,

FoFirmalFecha:
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Cert. No : 18076395

Boghringer Ingetheim Espaia S.A.

C! Prat de fa Riba, 50

08174 Sant Cugat del Vallés (Barcelona) Espaiia

Certificate of analysis

Product Name: 24A338 Lasolvan syrup 15mg/5ml
Batch / Lot No. : 825501 No.of Analysis:  18142453.2-1
Testing Spec. No. : 15-3084 3.0
Date of Manufacture :  25.04.2018 Expiration date : 30.04.2021
Printed on : 22.05.2018
Page 1
Test
Specification Resuit
Appearance
{ Visual test }
Clear to aimost clear and colourless to almost colourless Clear and colourless, sfightly viscous syrup
slightly viscous syrup
Odour

{ Organcieptic fest )
Fruity, aromatic of woodberry

Colour of solution
{ Limit test )
Not more intensely cofoured than reference solution 8 5 or BY
5

Clarity of solution
{ Limit test } .
Not more opafescent than reference suspension Ji

Identification
N-ABT2CL

{ Liquid chromatography }
Corresponding o standard

N-A 872 CL.
{ Thin-ayer chromatography }
Corresponding to standard

Benzoic acid {Liquid chromatography )
Corresponding to standard

Benzoic acid | ninlayer chiomatography )
Corresponding to standarg

Chlorides (Precipitation )
Positive

pH
{ Potentiometric determination )
25-35

Continued next page

Conforms

Conforms

Conforms

Conforms

Conforms

Conforms

Conforms

Conforms

30




Cert. No : 18476585

Boshringer Ingelheim Espafia S.A.
C/ Pratde la Riba, 50
08174 Sant Cugat del Valiés {Barcelona) Espafia

Certificate of analysis

Product Name: 24A338 Lasolvan syrup 15mg/5mi
Batch/ Lot No. : 825501 No.of Analysis :  18142453.2-1
Testing Spec. No. : T5-3084 3.0
Date of Manufacture :  25.04.2018 Expiration date : 30.04.2021
Printed on : 22.05.2018
o Page ;2
Test
Specification Result
Relative density
{ 'Pycnomeier )
1,090 - 1,150 ‘ 1,118
Voiume of contents
Average volume {ml} (wheighing)
>/= G (Nominal volume) Conforms

Between (Q - x) and (Q - 2x} ml (Wheighing)
4/50 containers Conforms

< (Q - 2x) ml {wneighing)
0150 containers Conforms

Active ingredient degradation
N-A 873 CL (Liquid chromatography }
Max 0,5 % 0,0 %

N-A 1777 CL {Liquid chromatography )
Max 0,2 % 0.0%

N-AB 773 XX | Liquid chramatography )
Max 0,2 % 0,0 %

Any unspecified degradation product (tiquid chrematography }
Max 0,2 % 00%

Total degradation products | Liquid chromatography )
Max 1% 0%

Active ingredient content
N-A872CL

{ Liquid chromatography )
285,0 - 315,0 mg/t00mi 300,0 mg/100m!

Benzoic acid (Liquid chromatography )
153,0 - 187,0 mg/100mi 170,5 mg/100m|

Confinued next page
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Cert. No : 18076395

Product Name:

Boehringer Ingetheim Espada S.A.
C/ Prat de la Riba, 50
08174 Sant Cugat del Valiés (Barcelona) Espania

Certificate of analysis

24A338 Lasolvan syrup 15mg/5ml

Batch / Lot No. : 825501 No.of Analysis :  18142453-2.1
Testing Spec. No. TS-3084 3.0
Date of Manufacture :  25.04.2018 Expiration date : 30.04.2021

Printed on : 22.05.2018

Page :3
Test
Specification Resuit
Remarks
Evaluation : Conforms
Date of Analysis : 22.05.2018
Signature : Zara Lillo Fajardo )

Other Remarks : B :

. *Russia RCV

Quality Control
X oz st

Lala 2] End Of Repoﬂ EwRE

Quality Control Manager
New 7 gy jogsef




