AEKJIAPAIIUSI O COOTBETCTBUM

JEKJIAPAHT, IPHHUMAIOIEHA JEKJIAPAIIAIO O COOTBETCTBHUH

A0 "Canogru Poccun"

3apezucmpuposano : Mescpaitonnan uncnexyus MHC Poccuu Ne39 no 2. Mockee OTPH 1027739079940 om
19.08.2002

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

B nuye. Ienepanouorii dupexmop Adaman H.B.

Losepennoe nuyo: Knoxosa 10.C., dosepennocmn 6/x om 01.12.2017

3AABJIAET, UTO
rexapcmeennoe cpedcmeo. Jazonean, mabaemxu 30 me 10 wm., YHAKOGKY AUEUKOCbIEe KOHMYpHBLE (5), novury

kapmounvie, PY No IT N0O14992/01 om 16.05.2008 (dama samenst 01.08.201 7) ewidano AQ "Canogu Poccus”,
cepust 844514, napmus 26820 ynarosox, 200en do 31.07.2023, npouseodcmea Lepunzep Huzenvxaiiv Sunac
A.E., I'peyua, Boehringer Ingelheim Ellas A.E., 5 th lon Paiania-Markopoulo, Koropi Attiki, 19400, Greece,
ko0 OKIIA2 21.20.10.255, ko0 TH B3H 3004900002, konmparm Ne 250/40056192/F-2 om 20.10.2010, uneoiic
MNe 9085302578 om 14.08, 2018

COOTBETCTBYET TPEEOBAHUSIM

IINO14992/01-300615 uzm. Ne 1-2

AEKJTAPAITHA HPHAHSATA HA OCHOBAHHAH

npomoxon ucneimanut Ne 2418 0 om 23,08.2018 HJI OO0 HI] "PAPMOBOPOHA", ammecmam
axxpedumayu POCC RU.0001.21PJIH0, Cepmughuram POCC GR.OMO8.C21597 om 24.08.2018

JATA TIPYIMSITUS, JNCKTAPAILAM 24.08.2018
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llﬁﬁ AﬁKHﬁMEﬁéTBHTEJm HA 0 31.07.2023
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;

CBEJIEHUSI O PETHCTPA LN

OFI'AH IO CEPTHOUKAIIAH, 3APET'ACTPHPOBARBII UL AEKJAPATIHIO

RA.RU.11OMO8 OPIAH [10 CEPTHO®HKALIHH IIPONVKIIHH OBHJECTBO C OI PAHHYEHHOH
OIBETCTBEHHOCTBIO "OKPYKHOH HHEHTP KOHTPOJII KAYECTBA "

adpec opzanuzayuu: 115280, 2. Mocxea, ya, Macmepxoea, 0. 4, am. 5, nom. 1 xom. I, adpec 0p2ana no
cepnugpuxayuu: 115280, POCCHA, zopod Mockea, ya, Macmeprosa, 0. 4, am. 3., men.:(495)788-02-88, ge6-
catim: oyxx.pgp.

AEKJTAPAHAA O COOTBETCTBHHM 3APETHCTPHPOBAHA M POCC GR. DPMO8. /111232

JATA PEFHCTPAIINN 24.08.20/8
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SANOFI

bepunrep MurensxaiiM Dnaac AE I'peuns

5th km Paiania-Markopoulo
19400 Koporu, I'pewus

CEPTUDPHKAT AHAJIN3A
JA3IOJIBAH rabaerkn 30 mr N50
Cepnsni: 844514
Ipousseaen: 05/07/2018
Fopen mo:  31/07/2023
HJT T N014992/01-300615
ITOKA3ATEJIAU HOPMLI PE3YJBTATH
Onuncanne Kpyrawie, Genwsle rabnerxu, rmankwe c obenx cropod, co| CooTBeTCTBYET
CKOHIEHHBbIM KPAEM; ¢ PHCKOH HA ONHOH CTOPOHE M BLIAABICHAOH
HAANMUCEIO «67C» BbILIE W HMKE PHCKM;
Ha Jpyroii cTopoHe BblaaBacHa amOJeMa KoMIlaH i
Pasmepe! (B cooTBeTcTBHH ¢:10]
5259049R 01&78863-p510ai0103)
- IHaMeTp 9,0-9,2 MM, onpeneneno no 10 tabnetkam CootseTctByeT
~ TOJHLEHHA 2.7-3,1 MM, onpeaenero no 10 tabaeTkam CooTteetcrayer
TtoanuxHOCTH - HeoTKOppeKTHPOBAKHOE BpeMsA YACPAKHBAHMA AeHiCTBYIOLEro CooteercTRyeT
BELUECTBA B MCCHELYEMOM PACTBOPE AOBKHO ObITh TAKMM Ke, UTO
H HEOTKOPPEKTHPOBAHHOE BPEMSI VICPKUBAHMA ReHCTRBYIOWETO
BEUIECTRE B CTAHAAPTHOM pacTROpe.
- (B co0TBETCTBHH c: 78863- - KoadpunneHT yaepxuBaHus, pasMep, UHTEHCUBHOCTL Y IIBET CoorsercTByeT
p510an0101) AeNCTBYIOIIETO BEIIECTRA, NOAYUEHHOIO € HCCNEIYEMbIM
PacTBOPOM, COOTBETCTRYIOT PasMepy, HHTEHCHBHOCTH H BETY
BELUECTBA, MONAYYSHHOIO CO CTAHKAPTOM.
- (B coorserctauy ¢ 101 5259 049R01 | - Koadpnument ynepwuBaHus aeiiCTBYIOLIETO BEUIECTEE, CooTBETCTBYET
& 78863-p510ai0103) NOAYYEHHOTO C HCCHEAYEMBIM PACTBOPOM COOTBETCTBYET
KO3 MUUNEHTY YACDKHBAHHS, NOJYHEHHOMY CO CTAHAAPTOM
TToreps TIpy BLICYLUIMBAKHH He Gonee uem 5,0% 3,2
Pacnanaemocts Cpennee spems, He Gosiee ueM 15 MumyT 0:31
ConpotusnaeMocTh pasaasnnBandio (B | He menee uem 30 HetoTonos. Onpeneneno no 10 tafnetkam CooTsercTBYET
co0TB-1H ¢:78863-p510ai(3103)
Teepnocts (B cooTBeTCTBHM C: 101 Cpennee 3Hauerke = 30 HeloToHOB CooTeercTryeT
5259 049R 01)
OnHOpPOAHOCTE MacChl - CpenHee teoperuueckoe: 240,0 mr. CooreetctyeT
(e cootreTcTRMH ¢: 101 5256 049R 01) |- [lo otaenshoctH Bagewnsator 20 obpasuos. He Gonee 2
OTASNbHBIX MAcC OTKAOHAIOTCH OT cpeaneli Macchl Doiee yeM Ha
+7,5%, # HM OJiHa N3 Macc He OTKNoHAeTcs Bonee yeM Ha +15%.
CpeaHss Macca He OTKJIOHAETCA OT TEOPETHYECKOH Macchl Dosee
yeM Ha £5%.
Pacnaa aeHcTRyiOnIEro BElecTRa (B
cooTr-Buu ¢: 101 5259 049R 01) 0,1
-N-A 873 CL <=0,2% He oBnapyxeno
-N-AB 773 XX <=0,2% 0,0
- 00O OTNEeNbHBIA HEHMASHTH- <=(,2%
(hHLIMPOBAHHBINA TIPOLYKT pacHajia 0,1
- CYMM4 BCEX NTPOAYKTOB Paciiala <=(},6%
ConepxxanMe aeficTeylolero Bemectsa |28,5-31,5 mr/Tab. 294
N-A 872 CL (B coots-uu ¢: 78863-
p510ai0103 & 78863-p510an0101)
Avanus (B coore-nu ¢; 101 5259 049R | 28,5-31,5 Mr/Tab. CootgetcTryet
01)
97

Pacreopenne N-A 872 CL

Bpems - 15 mun, Q:80%

Acpec: 123009, Mocksa, yo. Tsepesas. 220 10 (4935) 721-1400. Gake: {(495) 721-14 11, www.sanofi.

AQ «Canodt Poccisss»




SANOFI
Gepunrep Hureasxaiim Dnnac AE I'peuus
5th km Paiania-Markopoulo

19400 Koponm, [Npetius
CEPTHOHKAT AHAJIM3A

JA30OJBAH rabaerkn 30 mr N5(
Cepnsi: 844514
[Tpomnssenen: 05/07/2018
I"ogen go: 31/07/2023
HJI ITNG14992/01-300615

HOKA3ATEJIN HOPMbBI PE3YJIBTATBI
OnnopoauocTs eARHNL Ao3upo-paHna | TpeGosanne A (n=10). TTokazatens npuemnemocty (k=2.4) ne 97.9 %
N-A 872 CL (B cooTe-um ¢: 78863- HospKeH GuITh Bhie 13,0. 09.8 %
p510ai0103 & Tpedosanue B (n=30). [Tokasarens npremnemoctu (k=2,0) ne
78863-p510an0101) nomxken 6b11e Beltte 15,0. Hi 0010 K3 0TACTLHBIX 3HAYCHHMI He

ZODKHO ObETh Hiske yem 0,75M mnu Boitne uem 1,25M.

Cpennee:

Kputepuit mpueMAaeMOCTH:

1,6

Mukpobuonoruueckas 4MeToTa (B
cooTB-uH c: 78863 p510ai0103 &
78863-p510an0101)
Muxkpo6Hoe 3arpasHenHe (B cooT8-uK
c: 101 5259 049R 01)
O0uiee KORUYECTBO a3POOHBIX HuznecrrocoOnble aspobHLie OakTepu/T (B cooTBETCTBRAM ¢ 101 He BrinosiHeHo

mukpoopranusmon (TAMCY 5259 049R 01) < 10* KOE/r

(8 coorB-Buy ¢: T8863-p510ai0i03 &
78863-p510an(i01)

Od1iee KONHYECTBO NPOHIKEBLIX H I'puGox/r (B cooteeTcTBUH C: 101 5259 049R 01) <10 KOE/r He Boinonueno
nnecHesblx rpubkos (TYMC):

(B cooTe-Buu c: 78863-p510ai0103 &
78863-p510an0101)

Escherichia Coli:

(B cooTBeTCTBHH ¢ 78863-p510ai0103 |Orcyrctaen i r He BrinonHeno
& 78863-p510an0101)
(B cooTB-BHH ¢: 101 5259 049R 01) He obGnapyxnsaercs
HacTosmum 5 yfoCTOBEpAIO, 4TO NpHBEJEHHAd BhiLEe HHPOPMALMA SBISETCS NOCTOBEPHOH M TouHOH. J1a
napTha/cepHs npenapata Obl1a W3roTOBIEHA, BKHOYAS YNAKOBKY M KOHTPOJIL KAYECTBA, Ha BhILIEYIIOMAHYTOH
NIIOLIA/IKE, B NOJIHOM COOTBETCTBMH ¢ Tpeborannamu Haianexkaweld NpoH3BOACTBEHHON IPAKTHKH MECTHORO
PernaMeHTHpYOillero opraka, ¥ COrMacHO CReLM(HKalLMIM, NMPUBEACHHMIM B PerncTpaumontom YAOCTOBEpeHHH
CTpaHbl-uMnopTepa. beina nposeeHa penzng o0paboTKH, YIIaKOBKH M POTOKONOB aHANH3a 3TOH napTHH/CepuH, B
pe3yanTaTe KOTopoki OO YCTAHOBNEHO, YTO OHH COOTBETCTRYIOT Hanexaluel Npou3BoACTREHHO NPaKTHKE.

\

Pewenne: Beimymen 18/07/2018 Ynoanomouennoe nuo: Eleni Venardou dr.

AQ «Canodin Poceysn
Aapeer 123009, Mocksa. v Teeperas. 220 Teas (1933 221-1400. ase: (493) 721-14 11, www.sanoliru




Certificate of Conformance I[

B(}ehrmger
Ingelheim

Boehringer Ingelheim Elias AE
5" km Paiania-Markopoulo
15400 Koropi, Greece

Releasing Company :
Product Name :

Boehringer Ingelheim GR Koropi
LASOLVAN 30MG 50 TAB GUS

Batch No : 844514
BiX@Article No-version : 342983-000

Local Article No : 765302

Bulk Product Articie No : £05300

Bulk Product Batch No ! 844514

Active Ingredient (name, amount):  Ambroxol Hydrochloride, 30mg/tab
Dosage form : Tablets

Type of primary package : Alu/PVC blister

Package size : 50 Tablets

Quantity of packaged units : 26820

Importing Country :

Packaging site :

Manufacturing Authorization No :
Manufacturing site :

Marketing Authorization No :
Manufacturing Specification :
Testing Specification .

Date of Manufacturing :

Date of Expiry :

Certification Statement:

Russian Federation
Boehringer ingetheim Elias AE
0000000003/18/1

Boehringer ingelheim Ellas AE
P N 014992/01
78863-p330an0101
78863-p510an0101
05.07.2018

31.07.2023

i 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 the requirements of the Marketing Authorisation{s) of the
destination countries. The batch processing, packaging and analysis records have been reviewed and found to be in
compliance with GMP. Any deviations have been assessed prior to batch release. The batch has been released by a

Qualified Person, as signed below.

Notes:

|

- Sanofi GMID: 652976,
|

SR j
G A Farp

/ Eleni Venardou, Dr. /

‘y‘,

H L, ‘1/""’., .
/l N _\1‘}”"‘""7

Date / Name / Signature Quafified Person, Quality Assurancé

079-QA-W-00005-RDO1 {Version 6.0)




Form Type KOR43 W1

CERTIFICATE OF ANALYSIS LASCLVAN TABLETS 30/MG, GUS

N-A B72 CL{LC)

unzotrected retenlion ime of the
acliva ingredient in the standard
sotulion

BATCH - 844514
MATERIAL 765302
NO OF ANALYSIS 18.574
TESTING SPEC KO 78853-PS10ANO1D1
MANUFACTURING DATE 05.Jul.2018
TESTS SPECIFICATIONS RESULTS UNIT
Reuno, wivie lablets, bolh feces
flat, with bavelied edges: one face
DESCRIPTION (VISUAL TEST) I Shoren n mpresseq win ErC CONFORIMS
ather {ace is impressad with the
company symba
DISINTEGRATION TIME ot more than (15 min. Camy out the
1esl on B samples. ¥ 1 or 2 semples
fad o comply with the requirerent, CONFORMS
tes! a further 12. Atleas! 16 of lhe
18 sampies should comply.
MiN 0073 Min:SeC
MAX 0031 mnsa
LCSS CON DRYING Not more than 50% 3.2 Y
IDENTIFICATION { IDENTITY
The RI vaiue, size, intensity and
colour of the aclive ingredient
5 . oblaines wilh the lesl solulon
N-ABTZ CLTLE) corresponds o the size, inlensity CONFORMS
and colour of hal eblained with e
slandard.
The uncorrected relention time of
the actve mgradisnt in the tes
solution must be the same as the CONEDRMS

CERTIFICATE OF ANALYSIS
LASOLVAN TABLETS 30MG, GUS

PDF generated: 18.Jul.2018 16:33:33 (CET+2)
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Form Type KOR43 V1

MATERIAL 765302
BATCH 844514
MANUFACTURING DATE 05..Jul.2018

TESTS SPECIFICATIONS RESULTS UNIT
DEGRADATION PRODUCTS {LC)
N-A BT CL <2 (2% 01 %
N-A 7T XX <=0.2% Wo! Detected %
Each individual u'\spefiilﬂed degradation ez (2% 0.0 <
produs!
Sum o' alf degradation produsls <= 0.6 % 0.1 e
ACTIVE INGREDIENT CONTENT
N-AB72 CL (.C} 2B.5 -31.5 mgiabtet 254 mg/tah
BISSOLUTION o7 %
Q=B0% at 15 minutes 9E %
( Paddie method / ;pegtrapholumeln‘c Requirement A (n=6); g7 o
Gatermination } No indivicual value shouid be iess
than Q + 5% 213 %
97 %
@7 %
na %
na %
Requirement B (n=12): .
Tre average should be equai to or n.e %
grealer than Q. and no individuat na %
valug shouid e fess than Q - 15%.
na. %
na. %
na, %
na. %o
na. %
na %
Regquirement C (n=24); na o,
The average vaiue should be equal '
1o or greater Lhan Q. n.a Y%
noy more (hare 2 indvidus!
valuesshould ba less than Q-16%, na %
and nu individua! value should be na o
fess than Q- 25% = ¢
na %
n.a Y
n.a %o
ng %
AVERAGE a7 %

CERTIFICATE OF ANALYSIS

LASCLVAN TABLETS 30MG, GUS

PDF generated: 18.Jul.2018 16:33:33 (CET+2)
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Form Type  KOR43_v1

MATERIAL 765302
BATCH 844514
MANUFACTURING DATE 05.Jul.2018

COUNT (TYMC)}

ESCHERICHIA COL1

Apsence in g

hot Detectable

TESTS SPECIFICATIONS RESULTS UNIT
Requrement A [r=10)
Tre acceptance valoe (k=2 4) must
nod be greater Ihan 15.0
UNIFORMITY OF DOSAGE UHNITS (LC)
Requirement B (n=30)
The acceplance vatue {k=2.0) mus!
not be greater than 15.0 and no
individuar valve 1s lower than O 760
or greater then 1.25M
ACCEPTANGE VALUE {AY) 16
MINIMUM 879 o
MAXIMLIN 498.8 .
MICROBIOLOGICAL QUALITY SPECIFICATIONS RESULTS
ToTA- AEROB]SR’&%’?OSEAL COUNT ol mere than 107 clufg <10 cfu
TOTAL COMBINED YEASTSMOULDS Not more than 107 efuig 10 ofu

(}I‘“} Bochringe:
‘!“lii’ Ingethein

Remarks: .2
[ RELEASE DATE 18.Jul.2018
| RELEASE TEXT RELEASED
Proof 1 Ei\spinckia 18.Ju.2018 15:35:46 (CET+2)

Approval Eihdavari

CERTIFICATE OF ANALYSIS

LASOLVAN TABLETS 30MG, GUS

18.Jul.2018 16:32:06 (CET+2)
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