JIEKJIAPAITMSI O COOTBETCTBUU

JEKJIAPAHT, TIPHHUMAIOIINWA JEKJIAPAITAIO O COOTBETCTBHH

AO "Canogpu Poccun"
Ceedenun o pezucmpayuu opzanusayuu: Mescpationnan urcnexyus @edepanvroli Hanozoeou cayocovrt Ne 46 no

2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockea, yn. Teepckan, 8. 22. Tenegpon/paxc: 8 (493) 721-14-00/721-14-11
B nuye: I'enepanvnuiii dupexmop Monoe O.A.

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

3ASABJIAET, UTO
nexapcmeennoe cpedcmeo. Jlasonean, matnemwu 30 m2 10 wm., ynaxoexu aueiikogsie Koumypruie (2), navuxu

xapmonnvie, PY Ne IT N014992/01 om 16.05.2008 (0ama 3amenw: 01.08.2017) swrdaro AO "Canogpu Poccus”,
cepun 944967, napmus 33638 ynaxoeox, 20den do 31.07.2024, npouseoocmea Bepunzep Hnzenvxaiim Ianac
A.E., Tveyus, Boehringer Ingelheim Ellas A.E., 5 th km Paiania-Markopoulo, Koropi Attiki, 19400, Greece,
%00 OKTIJ2 21.20.10.255, koo TH B3/ 3004900002, xonmparm Ne 250/40056192/F-2 om 20.10.2010, unsoiic
Ne 9085347925 om 24.09.2019

COOTBETCTBYET TPEFOBAHHUSIM
T N014992/01-300615 usm. Ne 1-2

JAEKJAPALIMS ITIPUHATA HA OCHOBAHHUHA
npomoxon ucnsimanuii Ne 29270 om 02.10.2019 H/I1 000 HL] "bAPMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21 P40, Cepmugpuxam POCC GR.@M08.C50036 om 03.10.2019

JIATA TIPHHSATUS JEKJIAPALIMH 03.10.2019
JEKJIAPAIIAA JEHCETBHTEIBHA O 31.07.2024

noﬁﬁucs . d.H.0

Crenanon C.C.

cexrapaling

CBEJEHU O PETUCTPAIINHN

OPT'AH IO CEPTH®HKAIIMH, 3APETHCTPUPOBABIIHI JEKJTAPAIIHIO
RA.RU.11®M08 OPI'4H 110 CEPTHOHKALHHA TIPORYKIJHH OFL[ECTBO C OTPAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

aodpec opeanuzayuu. 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmucpurayuu: 115280, POCCHA, 20pod Mocksa, yr. Macmepkosa, 0. 4, 3m. 5., men..(495)788-02-88, ee6-
catim: oykx.pep.

J.[EKJIAPAI[HH O COOTBETCTBUHU 3APETUCTPHUPOBAHA M POCC RU JI-GR.®M08.A.38953/19
! 03.10.2019

£
Q \ Nuneuxo U.B.
nohJ:\a Pyxosomutens OC




Ceptuchukart cooTBeTCcTBUSA

~\ Boehringer
I" IV Ingelheim

BepuHrep WMHrensxaiim Snnac AE
5-blit km Maiianun-Mapkonayno
19400 Koponw, Mpeuun

KoMnaHus, ocyLLeCTBNRIOWAA BbINYCKAOLWWA
KOHTPONb Ka4ecTea;

HavmeHoBaHWe npoaykTa:

BepuHrep Unrensxaiim 3nnac AE

NA30NBAH Tabnetkw 30 mr 20 Tabnetok GUS

Cepusn Ne: 944967
BIX@ SKU Homep-sepcusn: 391016-000
JNlokanbHed apTukyn Ne: 765301
ApTuKyn HepacacoBaHHOIO APOAYKTa: 6056301
Homep cepuw HepacdacoeaHHOro npogykra: 944967

AKTUBHBIA WHrpEAKEHT (HaUMeHOBaHWe,
KONWYECTBO):
TNekapcTeeHHan opma:

Twvn nepBUYHONI YNaKOBKW;

Pazmep ynakoeku:

KonuyecTeo ynakoBaHHbIX eAUHWL;
WmnopTupyrowan crpana;
dacoBwmK:

MNpounssogcTeeHHan NULUEH3nA:
MpounssoguTens:
PerucTpaLvoHHoe yaocToBepeHme:
MpoussoacTeeHHan cneuvdukaLmus:
Tecrosan cneunturkauus;

Hata nponasogcTea:

MogeH po:

3aaBneHwne o ceprutbuKaLmn:

AmGpokcona rugpoxnopua, 30 Mr B TaGneTke
Tabnetku

AniomuHunesblW/NBX 6nuctep

20 TabneTok

68198

Poccuiickan denepaymnn
Bepurrep WHrenbxaiim 3nnac AE
0000000003/18/1

Bepurrep WHrenexaiim 3nnac AE
N N014992/01
78863-p330an0101
78863-p510an0101

06.07.2019

31.07.2024

HacTosmm noaTeepxaare, UTo BCE 3Tarkl NPON3BOACTEA AAHHONH NapTUM rOTOBOH NPOAYKLIUM
BbINONHEHLI B NONHOM COOTBETCTBNM ¢ TpeGoBaHuaMU GMP EC, a Take Tpe60oBaHNAMY paspelueHus

Ha cBbIT CTpaH HasHaveHws.

HanHan cepua BbinyleHa yNoRHOMOYEHHLIM JNTALIOM NO Ka4ecTsy.

Sanofi GMID: 652974

20.08.2019 / 3nexu Benapgoy/ Modnuce

ara / Uma / NMognuch ynoNHOMOYEHHOTO NWLA No KavecTBy, OTAEN KOHTPONA KAYecTea

079-QA-W-00005_RD01 (sepcun 6.0)

Crp.in31



Tun ¢popmbl KOR43_V2

Cepua
Homep maTtepuana
Homep aHanuaa

Homep TecToBoit cneuudurkaumm

Data npouseoactsa

”

Ceptudukar aHanusa
NA30NBAH TABJIETKU 30 MT, GUS

3aronoBoK

Boehringer
Ingelheim

944967
765301
19.1113

78863-p510AN0101

06.07.2019

Tectbl

Cneqndmuaﬁun

PesynbTar EanHMLB

ONUCAHME (Buayanbm;lﬁ '
TecT)

Kpyraoie, 6envie unu cherka
XenToro usera TabneTku; NNOCKUe ¢
ABYX CTOPOH, €O CHOWEHHbIMU
Kpaamu, Ha 0AHO CTOpOHe —
pasaenuTeNntHEA PUCKa U
rpasuposka «67C», eblaaBneHHan no
obe cTopoHbl pazaennTensHoOiM
PYCKU, Ha ApYroii cTopoHe TabaeTku
CAMBOAN GUPMBL.

CooTtBeTcreyeT

“PACNAJAEMOCTb

He 6onee 15 muHyt. OnpegenaioT
BPEMA pacnagaemocTi 6 TabneTok.
B Tom cayyae, ecau yepes 15 mMuH
0AHa UK gBe TabneTKU He
pacnagyrtca, NpousBOAAT UCNbITaHWUe
ewe Ha 12 tabnetkax. He menee 16
W3 18 mcnoiTaHHbix TabaeToK
AO/KHBI OTBEMATb NPeAbABAACMbBIM
TpebosaHuAM
Munumym
MaKcumym

CooTeercrBYeT

00:15 MuH:cer
01:59 MuH:cex

MOTEPA B MACCE NPH
BbICYWHMBAHUU

He Bonee 5,0%

29 %

NoANUHHOCTL

N-A 872 CL {TCX)

Benuuuna Rf, paamep, uset u
WHTEHCKWBHOCTb NOTACLLEHVA
OCHOBHOIO NATHA Ha
XpPOMaTorpaMme UCNbITYeMoro
pacTBopa A0MHHbLI COOTBETCTBOBATh
sennyuHe Rf, pasmepy, usety u
MHTEHCHBHOCTH NOTACLLEHWA
OCHOBHGIO NATHA Ha
Xpomatorpamme CTaHAapTHOIO
pacTBOpa aKTMBHOIO BELLECTBa

CooteeTcrayer

N-A 872 CL (BIMX)

CeptudHKar aHannsa
NazonsaH Tabaetkn 30 mr, GUS

Bpema yaepHnBaHUR OCHOBHOTO
NUKa Ha xpomaTtorpamme
UCMBITYEMOTO pacTeopa ACAKHO
COOTBETCTBOBATh BPEMEHH
YAEPHUBAHUA OCHOBHOO NUKa Ha
XpOMaTorpamme CTaHAAPTHOTO
PacTBOPa aKTMBHOTO BELWECTBa.

PDF crenepuposan 01.ABI.2019 13:02:45 (CET +1)
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Boehringer

Tun popmbl KOR43_V2 lml IngElhelm
Ceptudukar aHanusa
NA3ONBAH TABZIETKK 30 MI, GUS
3aronoBox
Cepuna 944967
Homep matepuana 765301
Homep aHanusa 19.1113
Homep TectoBo# cheyudukaumnm 78863-p510AN0101
Jata npoussoacTea 06.07.201%
Tectbl Cneynduraumn Pesynbrat EanHuum
NOCTOPOHHUE NPUMECH
(BMKX)
N-A 873 CL <=0,2% 0,1 %
N-AB 773 XX <=0,2% He obHapymeH %
KAXAOAA EQUHNYHAR <=0,2% <0,07 %
HEUMAEHTUPNUMPOBAHHAA
APUMECDH
CYMMA BCEX NPUMECEM <=0,6% 0,1 %
KOAWUYECTBEHHOE 28,5-31,5 mr B TabneTke 30,0 mr/Tabnetka
ONPEAENEHUE AKTUBHOMO
BEULECTBA N-A 872 CL
PACTBOPEHUE N-A 872 CL TpebosaHue A (n=6) 98 %
Bpema: 15 muH OTCYTCTBYIOT OTEE/bHBIE 3HAYSHMA, 95 %
Q: B0% meHbline Q+5% 96 %
(nonactHoin meToa, 57 %
cnekTpodoTOMETPUYECKDE 96 %
onpegeneHue) 95 %
Tpebosanue B (n=12) H.a. %
CpeaHee 3HavYeHWe A0MKHO BbITh H.a. %
6onble uau pasHo Q, M OTCYTCTBYIOT H.a. %
OTAe/bHbIE 3Ha4YeHKUA, MeHbluKe Q - H.a. %
15% H.a. %
H.a. %
Tpebosanue C (n=24) H.a. %
CpeaHee 3HaueHHWe AONKHO BbITh H.a. %
6onbwe uam pasHo Q, He 6onee 2 H.a. %
OTAGAbLHBIX 3HAYEHUIA A0NKHLI GbITh H.a. %
meHbwe Q - 15%, n otcyTcTBYIOT H.a. %
OTAENbHBIE 3HAYEHHUA, MEHbWKe Q - H.a. %
25% H.a. %
H.a. %
H.3. %
H.a %
H.a. %
H.a. %
CpepHee: 96 %
CepTudurar aHanmsa

ANazonean 1abnetkn 30 mr, GUS

PDF crenepuposan 01.ABI.2019 13:02:45 (CET +1)
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Tun dopmbl KOR43_V2 Ingelhelm

Ceptudukar aHanusa

NA3ONBAH TAB/IETKU 30 Mr, GUS

3aronosok
Cepma 944967
Homep matepuana 765301
Homep aHanu3a 19.1113
Homep Tecrosoid cneuudukauyum 78863-p510AN0101
Jata npoussoacTea 06.07.2019
Tectb! Cneundurayun Peaynbrar EgnHuLbI
OAHOPOAHOCTDL Tpe6osanue A (n=10)
[O3UPOBAHMA Kputepuid npuemnemoctu (k = 2,4)
He AONMHO NPeBbiwaTh 15,0
TpebosaHue B (n=30)
Kputepuit npuemnemoctu (k = 2,0)
He A0/WKHO NpeBbIWwaTth 15,0 u
OTCYTCTBYIOT OTAS/IbHbIE 3HAYEHMA,
meublimne 0,75 M unu 6oablume 1,25
M.
Npuemneman seanyrHa (AV) 2,4
MuHUMyMm 96,5 %
Makcumym 99,9 %
MUWKPOBUONOTAMECKAR Cneynduxauymn Peaynabratbl
YUCTOTA
CBLWEE KOMUYECTBO < 10% KOE/r <10 KOE/r
A3POBHbIX
MWKPOOPTAHIU3IMOB
(TAMC):
OBUIEE KONMMNECTBO < 102 KOE/r <10 KOE/r
APOXMEN/NNECHEBbIX
rPUBOB {TYMC):
ESCHERICHIA COLI Orcyrcteue B 1r He
onpenenneTca
NPUMEYAHUA He NPUMEHNMO
OUEHKA BbINYUEHO
AOATA BBINYCKA 01.ABl.2019
nognucob MeHegKep NO KOHTPOAID KavyecTBa 01.ABr.2019

AaHHbiii cepTuduKat aHanKu3a BbINYLLEH aBTOMaTMUECKH U AeicTByeT 6e3 NognucH.

Cepridurar aHannaa

Nasoneax Tabnetin 30 mr, GUS PDF crenepuposan 01.ABI.2019 13:02:45 (CET +1)




Certificate of Conformance

~\ Boehringer
I"Il Ingelheim

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

Releasing Company :
Product Name :

Boehringer Ingelheim GR Koropi
LASOLVAN 30MG 20 TABLETS GUS

Batch No : 944967

BIX@Article No-version : 391016-000

Lacal Article No : 765301

Bulk Product Article No : 605301

Buik Product Batch No : 944967

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 : 68198

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 Ingelheim Ellas AE
0000000003/18/1
Boehringer ingelheim Ellas AE
P N 014992/01
78863-p330an0101
78863-p510an0101
06.07.2019

31.07.2024

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 bya
Qualified Person, as signed below.

Notes:

Sanofi GMID: 652974.

Jo.0B.2cte,  / Eleni Venardou, Dr. / é)m

Date / Name / Signature Qualified Person, Quality Assuran

079-0A-W-00005-RDO1 (Version 6.0)




Form Type KOR43 V2

CERTIFICATE OF ANALYSIS LASOLVAN TABLETS 30MG, GUS

BATCH 944367
MATERIAL 765301
NO OF ANALYSIS 19.1113
TESTING SPEC NO 78863-P510ANO104
MANUFACTURING DATE 06.Jul.2019
TESTS SPECIFICATIONS RESULTS UNIT
Round, while tablsls, both faces
flat with bavelied edges; ona face
DESCRIPTION [VISUAL TEST) ":gg'"'f";‘?;“,;;“m::"sx: e CONFORMS
other face 1s imprassed with the
company symbol
DISINTEGRATION TIRE Not more thar 15 min. Carry out the
test on & samples. I 1 o 2 samples
fail to comply with the requirement, CONFORMS
test a further 12. At least 16 of the
18 samples should comply
MIN 0015 min.sec
MAX :50 min:sec
LOSS ON DRYING Not miore jhan 5 0% 28 H
JIDENTIFICATION [ IDENTITY
The RI value, size, inlensdy and
cofour of the active 'I'Qrodi_enl
N-AB72CL (TLC) w"r‘r’:;‘g:‘d‘:‘:g e L’;;mw CONFORMS
and colour of that oblained with tha
standard.
The uncorrected relention tme of
1he active ingredient m the 1est
N-A 872 CL (L.C) T“‘meg‘;‘%’!:n‘f;: 3 e CONFORMS
activa ingradient n the standard
sohtion
CERTIFICATE OF ANALYSIS

LASOLVAN TABLETS 30MG, GUS

POF generated: 01.Aug.2019 13:02:45 {CET+2)

Y\ Boehringer
iml Ingelheim

Page 1



Form Type KOR43_v2

MATERIAL 765301
BATCH 944867
MANUFACTURING DATE 06.Jut.2019
TESTS SPECIFICATIONS RESULTS UNIT
DEGRADATION PRODUCTS (LC)
N-A 873 CL <=0.2% 01 %
N-A773 XX <0 2% <L0D %
Each mdividual unspecified degradation =
product «<=02% <007 %
Sum of all degragation products <=06% &1 %
ACTIVE INGREDIENT CONTENT
M-A 872 CL{LEC) 28 5- 31.5 mghablet 300 mpisb
DISSOLUTION a8 %
Q=80% at 15 minutes 95 %
{ Paddie method ¢ Spacirophotometric Roquvement A {n=6): % %
determination ) Wo individust vakue shouid ba less
than Q) + 5%, 97 %
86 %
95 %
n %
ns. %
Requirsment B {n=12):
The average should be equal to or na %
greater than Q. and no individual na %
vatug should be tess than Q - 15% -
na LS
na L
na %
na. %
na %
na %
Requirement € (h=24): sl %
The average valug should be agqual
to or grester than Q, na %
nol more than 2 individual
valuesshould be Jess than Q-15%, na. %
eng no individual value should be %
lass than Q - 255, L
na. %
na %
na %
na %
AVERAGE 96 %
CERTIFICATE OF ANALYSIS

LASOLVAN TABLETS 30MG, GUS

PDF generateg: 01.Aug.2018 13.02:45 (CET+2)
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Form Type KOR43_v2

~

Boehringer
ll

Ingelheim
MATERIAL 765301
BATCH 944967
MANUFACTURING DATE 06.Jul.2019
TESTS SPECIFICATIONS RESULTS UNIT
Requirement A {n=10)
The acceptance valua (k=2 4} must
not be greater than 15.0
UNIFORMITY OF DOSAGE UNITS {LC)
Requirament 8 (n=30}
The acceptance vaiue (k=2 0} must
noi ba greater than 15 0 and no
individual value 15 lower than 0.75M
Of greater than 1.25M
ACCEPTANCE VALUE {AV) 24
_MINIMUM 86.5 %
MAXIMUM 999 %
MICROBIOLOGICAL QUALITY SPECIFICATIONS RESULTS
TOTAL AEROBI((%_&%I}OBIAL COUNT Not more than 10° cfulg < 10 ctuig
TOTAL COL&%ﬁS_Dr mg;&momns Not more than 102 cfulg < 10 chug
ESCHERICHIA COLI Absencain1g Abssnce
Remarks: na.
RELEASE DATE 01.Aug.2019
RELEASE TEXT RELEASED
This cartificate of analysis produced aufornalcally end is aise valy without signalures
Proof 1 EUtfeloukel

Approval EU\davari

CERTIFICATE OF ANALYSIS
LASOLVAN TABLETS 30MG, GUS

01.Aug.2019 08:35:56 (CET+2)
01.Aug.2019 11:25:16 (CET+2)

PDF generated: 01.Aug.2019 13:02:45 (CET+2)




