NTEKJIAPAIIMSA O COOTBETCTBHUU

NEKJAPAHT, IPHHAMAIOI M AEKJIAPAITIIO O COOTBETCTBHH

A0 "Canogpu Poccusn"

3apezucmpuposano : Mescpationnas urcnexyus MHC Poccuu Ne39 no 2. Mockee OFPH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mockea, yn. Teepckas, 9. 22. Tereqpon:8 (495) 721-14-00

B nuye: lenepanvuviit dupexmop Adamsan H.B.

Hlosepennoe ruyo: Kroxosa FO.C., dosepennocme 6/n om 01.12.2017

3AABJSIET, YUTO
Aexapemeentoe cpedcmeo. Jasonean cupon 30 m2|3 ma 100 ma, praxons: memHo20 cmexia (1), 8 komnnexme

cmakanuuky meproie (1), nauxu kapmonnwvie, PY Ne IT N0O14992/02 om 07.08.2008 (0ama 3ament 01.08.2017)
avtoaro AQ "Canogu Poccus”, cepus 825267, napmus 78560 ynarogor, 200en 0o 31.03. 2021, npoussodcmaa
Bepunzep Huzenvxaiiv Jcnana C.A., Henanun, Boehringer Ingelheim Espana S.A., Prat de la Riba, 50, 08174
Sant Cugat del Valles (Barcelona), Spain, koo OKITJ2 21.20.10.255, koo TH B3I 3 004900002, xonmpaxm N
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085292696 om 28.05.2018

COOTBETCTBYET TPEBOBAHHAM
T N014992/02-040310 usm. Ne 2-7

TEKJAPALIMS IPUHSITA HA OCHOBAHHH
npomoxon uchstmanuil Ne 1502 0 om 05.06.2018 HJT 000 HIJ "BAPMOEOPOHA", ammecmam

axxpedumayuy POCC RU.0001.21PJI40, Cepmucpuxam POCC ES.PMOS. C15280 om 05.06.2018

41111” "Ry,

‘ Tg ﬂmusm:“' I_IEK.}IAPAIII/II'I 05.06.2018
| I{JIAPAI_II/IH ):[E (CTBUTEJILHA 10 31.03.2021

,,/)ﬁ Knoxosa 10.C.

/ AOJNHCD O.H.O

CBEJIEHUSI O PETUCTPALIMU

OPIAH 10 CEPTHO®HAKALIMH, 3APEFHCTPIPOBABIIUH JEKTTAPAIIAIO
RA.RU.11®MO8 OPTAH IO CEPTHDHKALIHH HPOUVKIHH OFIECTBO C OT'PAHH YEHHOH
OTBETCTBEHHOCTRIO "OKPY)XHOU [JEHTP KOHTPOJIA KAYECTBA",
adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I xom. 1, adpec opzana no
cepmugpurayuu.: 115280, POCCHA, eopor) Mockea, ya. Macmeprosa, 0. 4, sm. 5., mex.:(495)788-02-88, ee-

catim: Oykr.p.
JEKJAPALMSE O COOTBETCTBUHU 3APETHCTPHPOBAHA M POCC ES.@M08.102777

HAT“@MHQ PAIIHH 05.06.2018
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SANOFI

bepunrep Hurenexaiim Denana C.A., Tlpar ne na Puba, 50
08174 Caur-Kyrat-nens-Banbec (bapcesiona) Henanua

CEPTHOUKAT AHAJIM3A
JIA3OJIBAH, capon 30 mr/5 ma, 100 ma

Cepnn: 825267

Hpoussenen:  14/03/2018

Tonen no: 31/03/2021

HA ITN014992/02-040310 nam 2-7

MOKA3ATENM HOPMbI PE3YJILTATDI
Onucanwve pospauHas MM nouTH npospaqHas, OecuseTHan Tpo3payHblii n
(BusyanbHbIM TecT) UK NOYTYH BecuBETHan, Cnerka BA3Kas XUAKOCTb becuBeTHbIN, cnerka

BA3KMMA CHpon
3anax (OpraxonenTuueckuin Tect) DpYKTOBbI, C apOMATOM KNYGHUKN CO CAIMBKAMM CootseTcrayer
User pacteopa OKpaleH He WHTEeHCHBHEE 3TANOHHOMO pacTBopa B5S CootseTcTBYET
(CranpapTHbiid Tect Esp. dapm.) nnu BYS (TpeGoBaHua npu xpaHeHum: OKpalleH He
UHTEHCUBHEE 3TanoHHOrY pacTeopa B4 unu BY4)

lNpospayuHocTs pacTeopa re Bonee onanecuenTHa, YeM cycrieHsng CpasHeHun CootBercTByeT
(CranaapTHbil TecT Esp. dapm.) 11
MNoanuwHHOCTL
- N-A 872 CL {(XnakoctHas CootBercTRYET CTanaapTy CooTeetcTBYET
XpoMaTorpadua)
- N-A 872 CL (Toukocnoiinas CootBeTcTByeT CraHpapTy CoortsercTByeT
xpomaTorpacgpus)
- BeHzomnnas kucnota (MKuaxocrHas Cootsercrayet craHpapry CootBetcrByeT
XpoMaTorpadus)
- BeHsolHas kucnorta CooTBetcTayeT cTaHgapty CooTeeTcTRYET
(ToHkocholiHan Xpomatorpacms)
- Xnopuael {rpeunnuraums) MNonoxkutensHo CooTtBetcTBYET
pH {MoTeHuroMeTpuueckoe 2,5-3,5 3,0
onpepencHue)
OrHocuTenbHan NAOTHOCTL 1,090 - 1,150 (CranpapTHuiii TecT Esp. dapm.) 1,128
O6vem coaepmuMoro (B3BEIMBAHME)
- Cpeannii obbem (Mn) >/= Q (HOMUHANbHLI 06LEM) CootBercTRyeT
- Mexay (Q-x) n (Q-2x) 1/50 KoHTelHeps CooTsercrByer
- < (Q-2x) Mn 0/50 koHTeitHeph! CooteeTcTBYST
MpoaykTel pacnaga (MuakocrHas
XpomaTorpadun)
-N-A 873 CL <= 0,5 % (TpeboBaHua npu xpaHeHun: <= 0,8 %) 0,0 %
-N-A 1777 CL <= 0,2 % (TpeboBaHus npn xpaHeHumn: <= 0,8 %) 0,0 %
- N-AB 773 XX <= 0,2 % (TpeGoBakust Npu XpaHeHnu: <= 0,4 %) 0,0 %
- Iioboi HecneundMuMpoBaHHbIi <= 0,2 % (TpeboBaHus Npu xpaHeHun: <= C,2 %) 0,0 %
NpoayxT pacnaga
- CyMMa npoaykToB pacnaaa <= 1 % (TpeboBaHns npu xpaHeHun: <= 2 %) 0%
KonnuectsenHoe onpeaenerne 570,0 — 630,0 Mr/100Mn 606,3 mr/100 mn
N-AB72 CL (TpebopaHua npu xpaHeHu 843R-01, 843R-03,
HKuakoctHan xpomartorpadmvs) rits2156vi v ri1ts-2783 vi: 552,0-630,0 Mr/100Mn)
BeH3oiHana kucnoTa 153,0 - 187,0 mr/100Mn 171,4 mr/100 mn
{(>KmakocrHas xpomatorpadms)

Hacrosmum noareepxaaro, uro BbllICYKazaHHas HH(opMallis apaserc AOCTOBEPHOI 1 NPaBUALHOI.

I{aHHaﬂ CCpHA JIEKAPCTRCHHOIO CpeacTtra HOPOK3BEAEHA, BKIMOYAY YHAaKOBKY M KOHTpOﬂl%#I}_,{a‘I{e{CTB'a\;;ﬁ_yK&BaHHOM

BLILIC MECTE B NOTHOM COOTBETCTBMH ¢ TpeboanusMu GMP MecTHoro PeryasTopHoro

raHa ¥ erguud
33pETHCTPHPOBAHHBIM B HMIIOPTHPYIOLICH CTpaHe. S X
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Documento:

Id. del documento:
PRODUCT / PRODUCTO
ACTIVE INGREDIENTS / PRINCIPIO ACTIVO
STRENGTH / DOSIS
SIZE/DOSAGE FORM / TAMANG/FORMA FARMACGEUTICA
PRIMARY PACKAGE TYPE / ENVASE PRIMARIO
BIX CODE / CODIGO BIX
PRODUCT CODE / CODIGO PRODUCTO
BULK CODE / CODIGO SEMITERMINADG
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 CADUCIDAD ,
MANUFACTURING SITE / FABRICANTE :

MANUFACT, AUTH.  AUTORIZ. DE FABRICANTE
MANUFACTURING SPECIFICATION / ESPECIFICACION
BDE FABRICACION

VERSION BIX

DECLARACION / CERTIFICATION STATEMENT

Bochringer Ingelheim Espaiia, 8,A.

LASOLVAN syrup 30 mg/s mi

PLANTILLA

Certificate of conformance / Certificado de liberacién de BIESA
051-1ALGM-00001 /P2 (13.

0 Paging I de |

ambroxot hydrochioride
30mg/5em}

100 ml syrup

Botlle {glass, amber)
300677

24A332

23A078

825267

825267

RUSSIAN FEDERATION
P NO14982/02
T5-53852.0

(See Certificate of Analysis annexed)
78.560

14/03/2018

31/03/2021

Boehringer Ingetheim Espana S.A.

Prat de la Riba, 50

08174 Sant Cugat del Valigs {Barcefona) Spain
846-£
B3506_P330AI0101

000

Por la presente, certifico que todas las etapas de fabricacian de este lote de producto terminado se han reatizade en totasl

cumplimiento con los requisitos de las NCF
paises de destino.

{ hereby certify that ali the manufacturing stages of this batch of finish
the requirements of the Marketing Authorisation of the destination country/countries.

GMP requirements of the EU and with

/ REMARKS

OBSERVACIONES

de la UE y con los requisitos de ta Autorizacion de Comerciallzacion del pais o

ed product have beon caried out in full compliance with the

O P. Schelienbaum

Mﬁ. Ursus

OL. Cambra

GMID; 652488
DIRECCION TECNICA (QP)
TTIAgR

Propiedad de Bochringer ngelheim Espafia S.A. - documento de uso inte
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Cert. No : 18076758

Boshringer Ingelheim Espaiia S.A.

C/ Prat de la Riba, 50

08174 Sant Cugat del Vallés (Barcelona) Espaia

Certificate of analysis

Product Name: LASOLVAN syrup 30 mg/5mi
Batch / Lot No. : 825267 No.of Analysis : 18142374 - 1- 1
Testing Spec. No. : 76-538520
Date of Manufacture :  14.03.2018 Expiration date : 31.03.2021
Printed on : 02.05.2018
Page 11
Test
Specification Result
Appearance
{ Visual test )
Clear to almost clear and colourless to almost colourless Clear and colouriess, slightly viscous Syrup
slightly viscous tiquid
Odour
{ Organoleptic test )

Fruity, aromatic of strawberry cream

Colour of solution
{ Standard fest in accordance with Ph Eur. )
Not more intensely coloured than reference solution B 5 or BY
5 .

Clarity of solution
{ Standard test in accordance with Pt Eur. )
Not more opalescent than reference suspension |

Identification
N-A872CL
{ Liguid chromatography }
Corresponding to standard

N-A872CL
{ Thin-layer chromatography )
Corresponding to standard

Benzoic acid (Liguid chromatography )
Corresponding to standard

Benzoic acid { Thin-ayer chromatography )
Corresponding o standard

Chlorides {precipitation )
Positive

pH
{ Potentiometric determination )

25-35

Continued next page

Conforms

Conforms

Conforms

Conforms

Conforms

Conforms

Conforms

Conforms

30




Cert, No : 18076750

Boehringer Ingelheim Espafia S.A.
C/ Prat de a Riba, 50
08174 Sant Cugat de! Vallés (Barcelona) Espafia

Certificate of analysis

Product Name: LASOLVAN syrup 30 mg/5ml
Batch / Lot No. 825267 No.of Analysis : 18142374 -1-1
Testing Spec. No. : T58-5385 2.0
Date of Manufacture :  14.03.2018 Expiration date : ©31.03.2021
Printed on : 02.05.2018
Page :?
Test
Specification Result
Relative density
( Standard testin accordence with Ph Eur. )
1,090 - 1,150 RV
Volume of contents
Average volume (mi) {wheighing)
>/= Q (Nominal volume) Conforms
Between (Q - x) and (Q - 2x) m! { Wheighing )
1/5C containers 7 Conforms
<{Q-2x} ml (wneighing)
0/50 containgrs Conforms
Active ingredient degradation
N-A 873 CL (Liguig chromatograpiy )
Max 8,5 % 0.0%
N-A 1777 CL (Liquid chromatography }
Max 0,2 % 00%
N-AB 773 XX (Liguid chromatography )
Max 0.2 % 00%
Any unspecified degradation product (Liqua chromsatography )
Max 0,2 % ‘ 0.0%
Total degradation products {Ligid chromalography )
Max 1% 0%
Content
N-A8T2CL
(Liguid chromatography }
570,0 - 630,0 mg/100m| 606,3 mg/100mi

Benzoic acid (Liquis chromatography }
153.0 - 187,0 mg/106m 171,4 mg/100m

Continued next page




Cert. No : 18076759

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

Certificate of analysis

Product Name: LASOLVAN syrup 30 mg/5ml
Batch / Lot No. : 825267 No.of Analysis: 18142374 -1-1
Testing Spec. No, : TS5-6385 2.0
Date of Manufacture :  14.03.2018 Expiration date : 31.03.2021
Printed on ; 02.05.2018
Page :3
Test
Specification Result
Remarks
Evaluation : - Conforms
Date of Analysis : 27.04.2018
Signature :  Zara Lillo Fajardo
Other Remarks ; o '
Quality Control : ' Quality Control Manager
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