TEKJAPAIIAS O COOTBETCTBUM

JEKJIAPAHT, IPHHAMAIOI A JEKJIAPAITAIO O COOTBETCTBHH

AO "Canogpu Poccus”
Ceeoenus o pezucmpayuu opzarusayuu: Medicpaiionnaa uncnexyus Pedepanvroil nanozoeoii cayoicbvr Ne 46 no

2. Mockae (01.01.2008, OI'PH 1027739079940, dama npucsoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepcxas, 0. 22. Tenegpon/thaxc: 8 (495) 721-14-00/ 721-14-11
B auye: enepanvrvtii Oupexmop Monac O.A.

Hoeepennoe auyo: Knorosa f0.C., doeepennocmyv 6/ om 01.12.2017

3ASIBJIAET, UTO
AexapcmsenHoe cpedcmeo. Jlasonean, mabnemxu 30 mz 10 wm., ynaxoexu Avelikogsie KORKMypHole (2), nauxku

xapmonnvie, PY Ne IT N014992/01 om 16.05.2008 (dama samenvt 01.08.2017) gvtdano AO "Canoghu Poccus”,
cepun 944510, napmus 68850 ynaxoeox, 200en do 31.05.2024, npouseodcmea bepunzep Huzenvxaiim Innac
A.E., I'peyusn, Boehringer Ingelheim Ellas A.E., 5 th km Paiania-Markopoulo, Koropi Attiki, 19400, Greece,
xo0 OKII[T2 21.20.10.255, koo TH B3] 3004900002, vowmparxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic

Ne 9085349305 om 07.10.2019

COOTBETCTBYET TPEBOBAHHUAM
| [T NG14992/01-300615 usm. Ne 1-2

| MEKJIAPAITASA IIPHHATA HA OCHOBAHHH
npomoxon ucnormanuii Ne 30630 om 15.10.2019 HIT OO0 HI[ "PAPMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21PJI40, Cepmugpuxam POCC GR. OMO8.C51251 om 16.10.2019

TA KJIAPATIMH 16.10.2019
JA Ilgm o ;fiﬂ AE
Aﬁﬁmﬁggcmnmm IO 31.05.2024
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""" CBEJEHHS O PETHCTPALIA

OPI'AH IIO0 CEPTH®HKAIIHH, 3APETHCTPHPOBABIIIHI NEKJAPAITHIO

RA.RU.11 M08 OPI4AH 11O CEPTHO®HKALIHH NPONVKIIHH OFI[ECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH [JEHTP KOHTPOJII KAYECTRA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxkea, yn. Macmepxoea, 0. 4, 3m. 5., men.:(495)788-02-88, eeb-
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Ceptucpukar cooTBeTCcTBUSA

~\ Boehringer
II"I Ingelheim

Bepurrep WHrensxaiim 3nnac AE
5-b1i1 kM Matiannna-Mapkonayno
19400 Koponn, Mpeuwna

KoMnaHus, ocyLecTBNRIOLEA BbINYCKAOLLWI
KOHTpONb kauecTea:

HavmeHoBaHue npoaykra:

BepuHrep WHrenbxaim Annac AE

NA3OJNIBAH Tabnetkun 30 mr 20 Tabnetok GUS

Cepua Ne: 944510
BIX@ SKU Homep-Bepcua: 391016-000
NokanbHsih apTukyn Ne: 765301

) ApTUKYn HepacdacosaHHoro npdp.yma: 605301
Homep cepuu HepacthacoBaHHOro NpoaykTa: 944510

AKTUBHBIA WHIpEANEeHT (HauMeHoBaHwWe,
KONW4EeCcTBO):
NekapcTBeHHanA copmMa:

Tun nepenYHOIt ynakosku:

Pasmep ynakoeku:

Konn4ecTeo ynakoBaHHbIX eauHMLL:
WmnopTupylowan cTpana:
DacoBUIMK:

MNpoussoAcTBEHHAN NMUESH3UA:
MpoussoauTens:
PeructpauuosHoe yaocToBepeHue:
MNponasoacTeeHHan cneundukalus:
TectoBan cneundmkayus:

Hata npoussogcrea:

fopeH ao:

3anBnenne o cepTUPUKaALUK:

AmOpoxcona rugpoxnopua, 30 Mr B Tabnetke
Tabnerku

AnomuHuesbli/TIBX 6nuctep

20 TabneTtok

68850

Poccuidickas degepauuns
BepuHrep WHrenexaiim Snnac AE
0000000003/18/1

Bepunrep Unrenexaiim Annac AE
M NO14992/01

78863-p330an0101
78863-p510an0101

07.05.2019

31.05.2024

Hacroawum noaTeepxaalo, 4To Bee 3Tanbl NPOMSBOACTEa AAHHON NApPTUM FOTOBON NPOARYKLMA
BbINONHEHbI B NONHOM coOTBETCTBUK C TpebosaHusmn GMP EC, a Taioke TpeBoBaHUAMM paspeLueHns

Ha c6bIT CTpaH HasHa4yeHus.

DaHnas cepus BoinyllleHa yNnonHOMO4YEeHHBIM NULOM NO KaYecTsy.

Sanofi GMID: 652974

04.2019 / 3nenn Benappoy/ Modnuce

lata / Uma / Noanuck YNONHOMOYEHHOro NuuUa No KavYecTBy, OTAEN KOHTPONA KadvecTea

079-QA-W-00005_RDO1 (sepcus 6.0}
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Tun dopmel KOR43_V2

P

Ceptudukar aHanusa

NA30NBAH TABNETKW 30 MrI, GUS

Cepur
Homep matepuana
Homep aHanuaa

Homep TecTosoil cneumdmrkaumm

Jara npovasoacTea

3aronosox

Boehringer
Ingelheim

944510
765301
15.1190

78863-p510AN0101

07.05.2019

Tectbl

Cneynduraumn

Pesyabrar

EanHMUDbI

OMUCAHWE {Bu3yantHblit
TecT)

Kpyraoie, 6envie nau cherka
MENTOro ueeTa Tabnetku; nnockme ¢
AOBYX CTOPOH, CO CKOWEHHbIMM
KPaAMM, Ha OAHOK CTOPOHE —
pa3fennTencHan prcka u
rpaBUpPoOBKa «67Cy», BbigaBAeHHAA NO
o0be CcTopOHbI pazaeAnTenbHOM
PUCKK, Ha APYroi cTopoHe TabaeTK
CUMBOA GUPMBI,

CooTteeTcTayeT

PACNAJAEMOCTDb

He 6onee 15 muHyT. OnpegenaioT
BpemA pacnagaemocTm b TabneTok.
B Tom cnydae, ecaun Yepes 15 muH
0AHa MAK aAge TabaeTku He
pacnaayTca, NPOU3BOAAT UCNbITAHWE
ewe Ha 12 Tabnetkax. He meHee 16
13 18 nenoiTaHHbIX TabneTok
AONXKHbI OTBRYATE NPEALABAREMbIM
TpeboBaHMAM
MuHUMym
MaKkcumym

CooTseTcreyeT

00:11
00:29

MuH:ceKk
MuH:cer

MNOTEPA B MACCE NPK
BbICYLWWBAHWK

He 6onee 5,0%

31

%

MoANMHHOCTL

N-A 872 CL{TCX)

Benwunna Rf, pasamep, user n
WHTEHCUBHOCTD NOrNOULEHWA
OCHOBHOFO NATHA Ha
XpPOMaTOrpaMmme MCNbITYEMOro
pacTBOpa AONKHbLI COOTBETCTBOBATD
senuumHe Rf, pasmepy, usety u
MHTEHCUBHOCTU NOTNOLLEHWUA
OCHOBHOTO NATHA Ha
XpomaTorpamme CTaHAapTHOro
PacTBOPA aHTMBHOTO BELLeCTsa

CootBeTcTByeT

N-A 872 CL (B3XX}

CepruduKat aHanu3a
Nasonsad Tabnetku 30 mr, GUS

Bpema yaepxnsaHWA OCHOBHOrO
NMKa Ha XpomaTtorpamme
UCNBITYEMOTO PacTBopa A0AKHO
COOTBETCTBOBATL BPeMEH!
YAEPMKMBAHMA OCHOBHOIO NMKa Ha
XPOMaTorpamme CTaHAAPTHOTO

PacTBOpPa aKTMBHOTO BewecTsa.

PDF crenepwposan 03.Cen.2019 16:04:38 (CET +1)
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N

Boehringer

Tun popmel KOR43_V2 'Illl Ingelhelm
Ceprudmkar aHanmsa
NA30/1IBAH TAB/ZIETKU 30 M, GUS
3aronosox
Cepun 944510
Homep matepuana 765301
Homep aHanuza 19.1190
Homep TecToBOK cneumduKaumm 78863-pS10AN0101
AaTa npoussoacTea 07.05.2019
TecTbl Cneuyndukauma Peaynbrar EguHuLbe
MNOCTOPOHHUE MPUMECH
{BIMX)
N-A 873 CL <=0,2% <0,08 %
N-AB 773 XX <=0,2% He oBHapykeH %
KAXAAA EQUHUYHAR <=0,2% <0,07 %
HEWAEHTUOHUUMPOBAHHAR
NPUMECH
CYMMA BCEX NPUMECEN <=0,6% <0,08 %
KONUYECTBEHHOE 28,5-31,5 mr 8 Tabnetke 29,5 mr/TabneTra
ONPEAENEHWE AKTWUBHOIO
BEWECTBA N-A 872 CL
PACTBOPEHWME N-A 872 CL TpebosaHue A (n=6) 94 %
Bpema: 15 muH OTCYTCTBYIOT OTAENbHbBIE 3HAYEHWA, 94 %
Q: 80% meHblne Q+5% 96 %
(nonactHolt meTog, 95 %
CNekTpodOTOMETPUYECKOR %6 %
onpegeneHue) 94 %
TpebosaHue B (n=12) H.a. %
CpeaHee 3HaveHve JOMKHO BbiTe H.a. %
6onble uau pasHo Q, U OTCYTCTBYIOT H.a. %
OTAenbHbIE 3HaYeHUA, MeHblune O - H.a. %
15 % H.a. %
H.a. %
Tpebosanue C (n=24) H.a. %
CpeaHee 3HaYyeHue foMKHO BbITh H.a. %
6onbwe unu pasHo Q, He Bonee 2 H.a. %
OTAENbHbLIX 3HAYEHWA ACMKHbI ObITh H.a. %
meHble Q, - 15%, v oTcyTCTBYIOT H.a. %
OTAENbHbIE 3HAYEHNA, MeHbLuMe () - H.a. %
25% H.a. %
H.a. %
H.a. %
H.a %
H.a. %
H.a. %
CpeaHee: 95 %
Ceptudmrar aHanusa

Nazoneax rabnetku 30 mr, GUS

POF crenepuposad 03.Cen.2019 16:04;38 (CET +1)
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Tun ¢opmbl KOR4A3_V2

~

Ceptudukar aHanumsa
NA30ONBAH TAB/NIETKU 30 MTI, GUS

Boehringer

Ingelheim

3aronoBoK

CepunA 944510

Homep matepuana 765301

Homep aHanmn3a 19.1190

Homep TecToBOM cneuudpurkaumm 78863-p510AN0101

Data npoussoacrea _ 07.05.2015

Tectbl Cneuynduraumn Pesynbrar EanMHuLbI
OAHOPCAHOCTL TpebosaHue A (n=10)
AO3UPOBAHMA Kputepuit npnemnemoctu (k = 2,4)
He JO0NXHO NpeBblwaTh 15,0
Tpebosaxue B (n=30)
Kputepuit npuemnemoctn (k = 2,0)
He AOAMHO npesBbiwate 15,0 1
OTCYTCTBYIOT OTARALHBLIE 3HAYEHUA,
meHbwme 0,75 M nnn bonbwwe 1,25
M.
Mpuemnemasn sennynHa (AV) 2,5
MuHUMYM 96,8 %
Marcumym 100,2 %

MWKPOBUOSIOTMYECKAA Cneundukaumn PesynbTtartbl

YUCTOTA

OBLUEE KONHUYECTBO < 10% KOE/r <10 KOE/r

AIPOBHbIX

MWKPOOQPrAHN3IMOB

{TAMC):

OBLLUEE KOAUYECTBO < 10? KOE/r <10 KOE/r

APOXMKEA/NNECHEBBIX

rPUEOB (TYMC):

ESCHERICHIA COL Otcytctemeslr He

onpeaenfeTca

NPUMEYAHUA He NPUMEHUMO
OUEHKA BbINYWEHO
OATA BbINYCKA 03.CeH.2019
noannchb MeHeaxep NO KOHTPOAIO KayecTea 03.Cen.2019
AaHHbIR cepTUdUKAT aHaAM3a BbINYLLEH aBTOMATUYECKM U gelicTeyeT 6e3 nognucy.
CepmdmuaT aHanuaa
NazonsaH Tabnerumn 30 mr, GUS PDF crenepuposaH 03.Cen.2019 16:04:38 (CET +1) Cipannua 4 ua 4



Certificate of Conformance

~\ Boehringer
|||h Ingelheim

Boehringer Ingelheim Ellas AE
5 km Paiania-Markopoulo
19400 Koropi, Greece

Releasing Company :

Boehringer Ingelheim GR Koropi

Product Name : LASOLVAN 30MG 20 TABLETS GUS
Batch No: 944510

BIX@Article No-version : 391016-000

Local Article No : 765301

Bulk Product Article No : 605301

Bulk Product Batch No : 944510

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

Type of primary package : Alu/PVC blister

Package size : 20 Tablets

Quantity of packaged units : 68850

Importing Country : Russian Federation

Packaging site : Boehringer Ingelheim Ellas AE
Manufacturing Authorization No : 0000000003/18/1

Manufacturing site : Boehringer Ingelheim Ellas AE
Marketing Authorization No : P N014992/01

Manufacturing Specification ;
Testing Specification :

Date of Manufacturing :

Date of Expiry :

Certification Statement:

78863-p330an0101
78863-p510an0101
07.05.2019
31.05.2024

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: 652974.

Oq 04 'wic\/Eleni Venardou, Dr./ﬁﬂ )

N L]
Date / Name / Signature Qualified Person, Quality Assuran&! %

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



Form Type KOR43 V2 "\ Bochringer
III Ingelheim

CERTIFICATE OF ANALYSIS LASOLVAN TABLETS 30MG, GUS

{BATCH 244510
MATERIAL 785301
NQ OF ANALYSIS 18.1180_
TESTING SPEC NO 78863-P510AND1D1
MANUFACTURING DATE 07.May.2019
TESTS SPECIFICATIONS RESULTS UNIT
Round, white tablels. both faces
MAat, with beveled edges; ong face
DESCRIPTION (VISUAL TEST) e CONFORMS
oiher face is impressed with (he
company symbol
DISINTEGRATION TIE Not more than 15 min. Carry out the
lest on 6 samples. If 1 or 2 samples.
fad to comply with the requiremant, CONFORMS
test a further 12. At least 16 of the
18 samples should comply,
MIN 00:11 min:sec
o Max 00.29 min sec
LOSS ON DRYING Not more than 5 0% 31 %
IDENTIFICATION f IDENTITY
‘The Rf value, size, intensity and
colour of the active ingredient
N-A 872 CL (TLC) comenmed with tha ;T:;’m:"y CONFORMS
and colour of that obtaned with the
standard
Thé uncorrectad relentian ime of
ihe actrve ingredient in the tast
N-ABT2 CL LG} Sowtion et b CONFORMS
aclive ingredient in the standard
solution
CERTIFICATE OF ANALYSIS
Page 10f 3

LASOLVAN TABLETS 30MG, GUS PDF generated: 03.5ep.2019 16.04:38 (CET+2)



Form Type KOR43_v2

MATERIAL 765301
BATCH 944510
MANUFACTURING DATE 07.May.2019
TESTS SPECIFICATIONS RESULTS UNIT
PEGRADATION PRODUCTS (LC)
N-AB73ICL <=0.2% <08 L
NATT3 XX <0 2% <LOD ]
Each indmidual unspacified degradation &
Product <= 2% <0 07 %
Sum of all degradabion products <= 06% <008 L]
ACTIVE INGREDIENT CONTENT
N-A 872 CL{LC} 28.5-31.5 mgAablat 295 mpab
DISSOLUTION 94 %
Q=80% at 15 minutes 94 %
{ Paddle mathod | spactrophotometric R =
g equiremeant A {n=8j o8 %
detarmination ) Mo individual value shauld be less.
than Q + 5% 95 %
95 %
™ %
na. *
na %
Requirement B (n=13):
The average should be equal 10 or ne %
greater than O, and no indwiduat na %
valua should be less than G - 15%
na %
na %
na %
na %
na %
na %
Requirement C [n=24): s %
The average value should be equal
to or graater than Q, na %
not more than 2 individual
valuesshould be less than C-15% na %
and no individual vatue should be T2 %
tess than O - 28%
na %
na. %
na %
na %
AVERAGE 95 %

CERTIFICATE OF ANALYSIS
LASOLVAN TABLETS 30MG, GUS

PDF generated: 03.5ep.2019 16:04:38 (CET+2)

)
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Boehringer
Ingetheim
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Form Type KOR43 V2

=\ Boehringer
iml Ingelheim
MATERIAL 765301
BATCH 844510
|MANUFACTURING DATE 07.May 2018
TESTS SPECIFICATIONS RESULTS UNIT
Requiremenl A (n=10)
The acceptance vatue (k=2.4) must
ot be greater than 15.0
UNIFORMITY OF DOSAGE UNITS (LC)
Requiremeni B {n=30}
The acceptance value (k=2 ¢) must
not ba greater than 15.0 and no
individual value |s lower than 0.75M
or greater than 1.25M.
ACCEPTANGE VALUE {AV} 25
WINIMUM 96.5 %
MAXIMUM 100.2 k)
MICROBIOLOGICAL QUALITY SPECIFICATIONS RESULTS
TOTAL AEROBI&:&&%?OBIAL COUNT Not more than 10 chuig <10ctug
AT e oetes Mot more than 16° chufg <10 cluig
ESCHERICHIA COLI Absencain 1g Absence
Remarks: na
RELEASE DATE 03.5ep.2019
RELEASE TEXT RELEASED
This ceruficate of analysis praduced automatically and is also valid without signalures
Proof 1 EUVfelouke!

03.8ep.2019 13:40:00 (CET+2)

Approval EUdavari 03.Sep.2019 16:00:45 (CET+2)

CERTIFICATE OF ANALYSIS

LASOLVAN TABLETS 30MG. GUS PDF generated: 03.Sep 2019 16:04:38 (CET+2) Page 3 of 3



