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CepTtudukat cooTrBeTCcTBMUA

Boehringer
Ingelheim

BepuHrep NHrenbxanm 3nnac AE
5-bIh kM [MaaHnsa-Mapkonayno
19400 Koponw, Npeuns

KomnaHus, ocyllecTendowan BbII'IyCKalOLLI,I/IIZ
KOHTPOJ1b Ka4ecTBa:

HanmeHoBaHue npoaykTa:

BepuHrep UHrenexavm NP Koponu

JTIABOJIBAH Ttatbnetku 30 mr 20 Tabnetok GUS

Cepus Ne: 945370
BIX@ SKU Homep-Bepcus: 391016-000
JTokanbHbIn apTukyn Ne: 765301
ApTUKyn HepacgacoBaHHOIo NpoayKTa: 605301
Homep cepun HepacacoBaHHOrO NpoayKTa: 945370

AKTVBHbIA MHTPEOVEHT (HAMMEHOBaHMe,
KONNYeCTBO):
JlekapcTtBeHHas opma:

Tun nepBnYHON ynakoBKu:

Pasmep ynakoBku:

KonuyecTBo ynakoBaHHbIX equHULL;
MmnopTupytoLasa ctpaHa:
dacoBLLMKK:

MpounsBoacTBEHHASA NULEH3US:
Mpounssogutens:
PernctpaumnoHHoe yaoctoBepeHue:
MponsBoacTBeHHas cneundukaumns:
TecTtoBas cneundukauus:

[aTa npounsBoacrtea:

[lopeH go:

3asiBneHue o cepTucpmnkaumm:

Ambpokcona rugpoxnopug, 30 mr B TabneTtke
TabneTkm

Antomununesbin/lNBX 6nncrep

20 Tabnetok

67975

Poccuiickaa ®enepauusa
BepuHrep MHrenbxamm 3nnac AE
0000000003/19/1

BepuHrep MHrenbxamm 3nnac AE
M N014992/01
78863-p330an0101
78863-p510an0101

10.10.2019

31.10.2024

HacTtoswum noareepxaato, YTo BCe 3Tanbl NPOU3BOACTBA AaHHOW NapTUM rOTOBOW NPOAYKL MU
BbINOMNHEHbI B MONMHOM COOTBETCTBMM ¢ TpebosaHnsmu GMP EC, a Takke TpeboBaHusamu
perncTpaLmoHHOro yaoCTOBEPEHNS CTPpaHbl Ha3Ha4YeHns. 3anMcu No NPOU3BOACTBY, YNAKOBKE U
KOHTPOIO cepum BbInn NPOCMOTPEHbI U NPU3HaHbLI COOTBETCTBYOLLMMY TpeboBaHuam GMP. Jlio6oe
OTKIMOHEeHWe ObINo OLeHeHo J0 Bbinycka cepun. Cepus Bbina BbiNyLeHa YNONTHOMOYEHHbIM JIMLIOM, Kak

HanucaHo Huxe.
MpumeyaHue:
Sanofi GMID: 652974

15.11.2019 / Onexun Benapgoy/ lNodnuck

079-QA-W-00005-RDO01 (Bepcus 6.0)
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Tun KOR43_V2

Ceptudukar aHanusa
NNA3O/IBAH TABJTIETKWU 30 MT, GUS

Cepusa 945370
Homep maTepuana 765301
Homep aHanmsa 19.1637
Homep TectoBoi cneundukaymm 78863-P510AN0101
[aTa nponsBoacTea 10.10.2019
Tectbl CneunduKkauusa Pesynbtar EanHULbI
OMNCAHUE Kpyrnble, 6enbie nAn cnerka Xentoro UseTa CooTtBeTtcTBYEeT
(Bu3yanbHblii TabneTKK; NAOCKKUE ¢ ABYX CTOPOH, CO
TecT) CKOLUEHHbIMM KPasaMK, Ha O4HOM CTOPOHE —

pasgenunTenbHan pUCKa U rpaBUpoBKa «67C»,
BblaB/IeHHan No obe CTOPOHbI
pasgenuTenbHOM PUCKK, Ha APYIOi CTOPOHE
TabneTkM cumaon GUpMbI.
PACNAOAEMOCTb He 6onee 15 muHyT. OnpeaensatoT Bpems CooTtBeTcTBYET
pacnagaemocTtu 6 TabnetoK. B Tom cnyyae,
ecnu yepes 15 MUH ogHa unn ape TabneTkm He
pacnagyTca, MPOM3BOAAT UCMbITaHWE eLle Ha 12
Tabnetkax. He meHee 16 13 18 ucnblTaHHbIX
TabneToK JOMKHbI OTBEYATH NPeabABAAEMbIM

TpeboBaHMAM
MuHUMyMm
Makcmmym
00:09 MwuH:cek
00:23 MwuH:cek
MOTEPA B MACCE He 6onee 5,0% 2,7 %
MNP
BbICYLUMBAHUN
NoaNMHHOCTL
N-A 872 CL (TCX) BennuunHa Rf, paamep, UBET N UHTEHCUBHOCTb CooTtBeTcTBYET

NornoLweHna OCHOBHOrO NATHA Ha
XpomaTorpamme UCMbITYeMOro pacTaopa
OOJ/IKHbI COOTBETCTBOBATbL BeNMUMNHe Rf,

pasmepy, LUBETY N NUHTEHCUBHOCTW MOMNOLLEHUA

OCHOBHOTO MATHA Ha XpomaTtorpamme
CTaHAAPTHOro PacTBOpa aKTUBHOIO BeLLeCcTBa

N-A 872 CL (¥X) Bpemsa yaepKnBaHMA OCHOBHOTIO MWKa Ha Coortsetcrayer,

XpomaTorpamme UCMbITYEeMOro pacTaopa
OO/IKHO COOTBETCTBOBATb BPEMEHMU
yAeprKMBAHMA OCHOBHOIO NMKA Ha

XpomaTtorpamme CTaHAAPTHOrO pacTeBopa

AKTUBHOrO BeLlecTBa.

CepTtuduKaT aHanmza
NasoneaH Tabnetkm 30 mr, GUS PDF creHepupoBaH 06.H0a6.2019 14:53:19 (CET +1) Crpannua 1 u3 3
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Tun popmbl KOR43 V2 l I IngEIhelm

Homep maTepuana 765301

Cepun 945370

[aTa nponssoacTea 10.10.2019

Tect Cneundukaums Pesynbtat EanHnupl
NMOCTOPOHHUE NPUMECK

(*X)

N-A 873 CL <=0,2% 0,1 %
N-AB 773 XX <=0,2% He obHapy»keH %
KAXKOAA EOMHNYHAA <=0,2% <0,07 %
HEMWAEHTUOUNUMPOBAHHAA

MPUMECH

CYMMA BCEX MPUMECEN <=0,6% 0,1 %
KO/TMYECTBEHHOE 28,5-31,5 mr B Tabnetke 30,2 mr/Tabnetka
ONPEAENEHNE AKTUBHOTIO

BELLLECTBA N-A 872 CL

PACTBOPEHUE N-A 872 CL
Bpema: 15 muH

Q: 80%

(nonactHo meToa,
cnekTpopoToMeTpryeckoe
onpeaeneHue)

TpeboBaHue A (n=6)
OTCyTCTBYIOT OTAE/bHbIE 3HAYEHMUS,
meHbwure Q+5%

TpeboBaHue B (n=12)
CpeaHee 3Ha4YeHWe AOMKHO BbITb
6onblue Unu paBHO Q, M OTCYTCTBYIOT
oTAeNbHble 3HaYeHUs, MeHblume Q -
15 %

TpebosaHue C (n=24)
CpegHee 3HauYeHWe JOMKHO ObITb
6osblie unm pasHo Q, He 6osnee 2

OTAENbHbIX 3HAYEHUI A0KHbI ObITb
meHbLe Q - 15%, n oTcyTCTBYIOT
OoTAeNbHble 3HAYEHUA, MeHblume Q -
25%

CpepHee:

CepTudmKaT aHanm3a
NasonsaH Tabnetkun 30 mr, GUS

PDF creHepunpoBaH06.H0:a6.2019 14:53:19 (CET+1)
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Tun popmbl KOR43_V2 IngEIhelm

Homep maTepuana 765301

Cepun 945370

[aTa nponssoacTea 10.10.2019

Tect Cneundukaums Pesynbtat EanHunubl
OAHOPOAOHOCTb

AO31UPOBAHUA TpebosaHue A (n=10)

Kputepuit npnemnemoctu (k = 2,4)
He A0MXKHO npeBblwaTb 15,0

TpebosaHue B (n=30)
Kputepuin npnemnemoctu (k = 2,0)
He A0/XKHO npeBbiwaTtb 15,0 n
OTCYTCTBYIOT OTA€/1bHblE 3HAYEHUS,
meHbLime 0,75 M nam 6onbwine 1,25

M.
Mpuemnemasn sennuunHa (AV) 2,1
MuHUMYM 97,0 %
Makcumym 99,8 %
MWKPOBUONOTMYECKAA Cneuudukaums Pe3synbTathl
YNCTOTA
OBLLEE KOJTMYECTBO < 103 KOE/r <1000 KOE/r
A3POBHbIX
MWKPOOPTAHM3MOB
(TAMC):
OBLLEE KOJTMYECTBO < 10% KOE/r <100 KOE/r
APOXMEN/MNECHEBbIX
rPUBOB (TYMC):
ESCHERICHIA COLI OtcytctBneslr OTcyTcByet
NMPUMEYAHNA He NMPUMEeHUMO

OATA BbINMYCKA 06.H0q6.2019
TEKCT BbIMYCKA BbINYWEHO

[aHHbIV cepTUdUKAT aHaNM3a BbiNyLEeH aBTOMATUYECKM U AencTByeT 6e3 noanucu.

MoatesepxaeHue 1 EU\feloukel 06.H056.2019 14:14:30 (CET+1)
OpobpeHue EU\davari 06.H0a6.2019 14:51:45 (CET+1)
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CepTtuduKaT aHanmza
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Certificate of Conformance || || Boehringer

Ingelheim

Boehringer Ingelheim Ellas AE

5t km Paiania-Markopoulo
19400 Koropi, Greece

Releasing Company :
Product Name :

Boehringer Ingelheim GR Koropi
LASOLVAN 30MG 20 TAB GUS

Batch No : 945370

BIX@Article No-version : 391016-000

Local Article No : 765301

Bulk Product Article No : 605301

Bulk Product Batch No : 945370

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 : 67975

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
0000000003/19/1
Boehringer Ingelheim Ellas AE
P N 014992/01
78863-p330an0101
78863-p510an0101
10.10.2019

31.10.2024

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.

1S1]. 1019 / Eleni Venardou, Dr. / &%7

Date / Name / Signature Qualified Person, Quality Assuranc

079-QA-W-00005-RDO01 (Version 6.0)
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CERTIFICATE OF ANALYSIS LASOLVAN TABLETS 30MG, GUS

BATCH 945370
MATERIAL 765301
NO OF ANALYSIS 19.1637
TESTING SPEC NO 78863-P510AN0101
MANUFACTURING DATE 10.0ct.2019
TESTS SPECIFICATIONS RESULTS UNIT
Round, white tablets, both faces
_ﬂat, with beve]led edges; one face
DESCRIPTION (VISUAL TEST) Inacaind andampreseeduiin 27 CONFORMS
other face is impressed with the
company symbol
DISINTEGRATION TIME Not more than :15 min. Carry out the
test on 6 samples. If 1 or 2 samples
fail to comply with the requirement, CONFORMS
test a further 12. At least 16 of the
18 samples should comply.
MIN 00:09 min:sec
MAX 00:23 min:sec
LOSS ON DRYING Not more than 5.0% 2.7 %
IDENTIFICATION / IDENTITY
The Rf value, size, intensity and
colour of the active ingredient
obtained with the test solution
N-A 872 CL (TLC) corresponds to the size, intensity CONFORMS
and colour of that obtained with the
standard.
The uncorrected retention time of
the active ingredient in the test
solution must be the same as the
N<.872.0LY(LC) uncorrected retention time of the CONFORMS
active ingredient in the standard
solution

CERTIFICATE OF ANALYSIS
LASOLVAN TABLETS 30MG, GUS PDF generated: 06.Nov.2019 14:53:19 (CET+1)

Page 1 of 3



Form Type KOR43_V2 lm Boehringer

IV Ingelheim
MATERIAL 765301
BATCH 945370
MANUFACTURING DATE 10.0ct.2019
TESTS SPECIFICATIONS RESULTS UNIT

DEGRADATION PRODUCTS (LC)

N-A 873 CL <=0.2% 0.1 %
N-A 773 XX <=0.2% <LOD %
Each individual unspecified degradation - o
product <=02% <0.07 %
Sum of all degradation products <=06% 0.1 %

ACTIVE INGREDIENT CONTENT

N-A 872 CL (LC) 28.5-31.5 mg/tablet 30.2 mg/tab
DISSOLUTION 97 %
Q=80% at 15 minutes ) 96 %
o termmaiony " | g pafedrement A re) %
than Q + 5%. 98 %
97 %
97 %
na. %
na. %

Requirement B (n=12):
The average should be equal to or
greater than Q, and no individual na %
value should be less than Q - 15%. ’

na. %

na. %
na. %
na. %
n.a %
na. %
na. %
Requirement C (n=24): n.a %

The average value should be equal e
to or greater than Q, na. %

not more than 2 individual

valuesshould be less than Q-15%, na. %
and no individual value should be A o
less than Q - 25%. & &
n.a. %
na. %
na %
na. %
AVERAGE 97 %

CERTIFICATE OF ANALYSIS
LASOLVAN TABLETS 30MG, GUS PDF generated: 06.Nov.2019 14:53:19 (CET+1) Page 2 of 3



Form Type KOR43_V2 |”I] Boehringer

Ingelheim
MATERIAL 765301
BATCH 945370
MANUFACTURING DATE 10.0ct.2019
TESTS SPECIFICATIONS RESULTS UNIT

Requirement A (n=10)
The acceptance value (k=2.4) must

not be greater than 15.0
UNIFORMITY OF DOSAGE UNITS (LC)

Requirement B (n=30)

The acceptance value (k=2.0) must
not be greater than 15.0 and no
individual value is lower than 0.75M
or greater than 1.25M.

ACCEPTANCE VALUE (AV) 2:1
MINIMUM 97.0 %
MAXIMUM 99.8 %
MICROBIOLOGICAL QUALITY SPECIFICATIONS RESULTS
TRTALARRERE i Not more than 10° cfulg <1000 cfu/g
TOTAL COMBINED YEASTS/MOULDS
COUNT (TYMC) Not more than 102 cfu/g <100 cfu/g
ESCHERICHIA COLI Absencein1g Absence
Remarks: na.
RELEASE DATE 06.Nov.2019
RELEASE TEXT RELEASED

This certificate of analysis produced automatically and is also valid without signatures
Proof 1 EU\feloukel 06.Nov.2019 14:14:30 (CET+1)
Approval EU\davari 06.Nov.2019 14:51:45 (CET+1)

CERTIFICATE OF ANALYSIS
LASOLVAN TABLETS 30MG, GUS PDF generated: 06.Nov.2019 14:53:19 (CET+1) Page 3 of 3
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