TEKJIAPAIIIASI O COOTBETCTBUM

NEKJIAPAHT, MIPHHAMAIOIIHI JEKJAPAIIHIO O COOTBETCTBHHA

A0 ”Céuoqbu Poccusn"

Ceedernun o pezucmpayuu opzanusayu: Mexcpavionnas uncnexyusn Pedepansroii nanozosoti ciysctui Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yn. Teepckan, 9. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanbuuiii Oupexmop Monsic O.A.

Hoeepennoe nuyo: Cmenaroe C.C., dosepernnocms 6/4 om 01.12.2017

3AABJIAET, UTO

nexapcmaernoe cpedcmeo. Jlasonear, matnemxu 30 mz 10 wm., ynaxosxu suetixogoie koRmypHbvie (3), nayku
xapmonnsie, PY Ne IT N014992/01 om 16.05.2008 (0ama samenv: 01.08.2017} gndano AO "Canogu Poccun”,
cepus 944153, napmus 26805 ynaxoeox, 200en 0o 29.02.2024, npouseodcmea bepunzep Huzenvxaiim Snnac
A.E., I'veyun, Boehringer Ingelheim Ellas A.E., 5 th km Paiania-Markopoulo, Koropi Attiki, 19400, Greece,
k00 OKITI2 21.20.10.255, kod TH B3I 3004900002, xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, unsosic |
Ne 9085337631 om 21.06.2019

COOTBETCTBYET TPEBOBAHHU M
II NO14992/01-300615 usm. Ne 1-2

JEKJTAPAITASA IIPHHSITA HA OCHOBAHHRH
npomo}coft ucnwimanui Ne 19240 om 28.06.2019 HJT 000 HI] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC GR.®M08.C43066 om 28.06.2019

mgmnﬂam JEKJAPAITAH 28.06.2019
n}:wﬁﬂ’ ST TEACTBUTEJLHA 0 29.02.2024
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CBEJEHMS O PETUCTPAIINA

OPTAH N0 CEPTHO®RKAIIAN, 3APETMCTPHPOBABIIHH AEKJIAPAITHIO

RA.RU.11®MO8 OPTAH ITO CEPTH®HKALIHH [TPOJVKIHH OBL[ECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)KHOH [JEHTP KOHTPOJLI KAYECTBA",

adpec ?pzauusayuu: 115280, 2. Mocxea, yn. Macmepxoga, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no

cepmughuxayuu: 115280, POCCHA, 2opod Mocksa, yn.rMacmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-

caiim: oykx, pd.

MEKJAPAITAS O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-GR.DM08.4.28634/19
AITAH 28.06.2019
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CepTucukar cooTBeTCTBUSA

™\ Boehringer
||||| Ingelheim

bepuHrep UHrensxaiim dnnac AE
5-uift kM Mahaxna-Mapkonayno
19400 Koponw, peuus

Komnakus, OCYLLECTBNALLaN BbINYCKAOWWA
KOHTPONb KavyecTBa.

HavmeHoBaHue npoaykTa:
Cepun Ne:
BIX@ SKU Homep-sepcusn:

NokanbHbii apTukyn Ne:

ApTYKYN HepacthacoBaHHOTO NPOAYKTa:

Homep cepuu HepacdacoBaHHOMo npoaykTa:

AKTUBHBI MHFPEAWEHT (HaUMEHOBaHWe,
KONUYECTBO):
NexkapcteeHHasn copma:

Twun NEPBUYHOMA YNAKOBKN:

Pasmep ynakosku:

KonnyectBo ynakoBaHHbLIX eAvHALL:
WmnopTupyioilan cTpaHa:
DacoBLYMK;

Mpou3BoACTEBEHHAN NULUEH3NR:
Mpounzsogutens:
PeructpailuonHoe yaoctosepeHne:;
MNpou3ssoacTeeHHan cneyudmkayuna;
Tecropas cneuvduKkauma:

Hata npoussoacTtea:

MNopeH po:

3anBneHne o cepTudUKaLUN:

605301

BepuHrep WHrenoxaim 3nnac AE

NA30NBAH TabneTku 30 Mr 50 Tabnetok GUS
9441563

342983-000

765302

944153

AwmbBpokcona rugpoxnopug, 30 Mr e Tabnetke
TabneTiun

AnomuHueselidTIBX 6nuctep

50 TabneTok

26805

Poccuiickan denepaumns
Bbepunrep UHrenbxaiim dnnac AE
0000000003/18/1

BepuHrep WHrenbxaiim 3nnac AE
M NO14892/01
78863-p330an0101
78863-p510an0101

20.02.2019

29.02.2024

HacTosawmm noaTeepxaaln, 4To BCe aTank! NPOU3BOACTBA AAHHOR NAPTUN roTOBOW NPOAYKUMM
BbINONHEHbI B NONHOM COOTBETCTBUM C TpeGosaHuamu GMP EC, a Takke TpeSoBaHUAMMN paspeLLieHna

Ha cBbIT CTpaH HasHauYeHus.

NaHHas cepuA BbiNyLLieHa YNONHOMOYEHHBIM NLOM MO Ka4eCTBY.

Sanofi GMID: 652976

27.05.2019 / Stella Zogkari- Nousi / Modnuce

Data / Uma / MNoanucek yRONHOMOYEHHOIO NUa NO KavecTBy, OTAEN KOHTPONA kavecTea

079-QA-W-00005_RDO01 (eepcua 6.0}
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Ingelheim
Tun ¢popmbl KOR43_V2
Ceptudukar aHanmsa
NNA3ONBAH TABNETKWU 30 MT, GUS
3aronosok
Cepun 944153
Homep maTepurana 765302
Homep aHanusa 19.726
Homep Tectosoli cneunpurkaymm 78863-p510AN0101
Harta npoussoacTBa 2(.%es.2019
TecTbl - Cneuunduraumna Pesaynbrar EamHMubI
ONMUCAHWE (Bu3yanbHbiiA Kpyraele, Beacle nau cnerka CooteeTcTBYeT
TecT) MENTOro uBetTa TabneTku; NNocKKe ¢

ABYX CTOPOH, €O CKOLWEHHBIMW
KpaAamK, Ha O4HOM CTOpOHE =
pa3aenuTenbHas pUCKa U
rpasupoBKa «67C», BbIAABAEHHARA NO
oBe CTOPOHb! pa3aennTenbHoN
PUCKK, HAa APYroi cTopoHe TabaeTkn
CYMBON PUPMBI.

PACNAOAEMOCTbL He Bonee 15 muHYT. OnpeaenatoT CoorBsercreyet
Bpemsa pacnagaemocti 6 TabneTok.
B Tom cnydae, ecnu 4epes 15 muH
oAHa unu age Tabnetku He
pachaayTcA, NPOU3BOAAT UCNbITaHKE
ewe Ha 12 Tabnetkax. He medee 16
13 18 ncnbiTaHHbIX TabneTok
DOMKHbI OTBEYATL NPEABABAAEMBIM

TpebosaHuAM
MuHumMmym 00:12 MuH:ceK
Makcnmym 00:30 MuH:ceK
NOTEPA B MACCE NMPW He Bonee 5,0% 33 %
BbBICYLWWMBAHWIA
MoaAuHHOCTS
N-A 872 CL (TCX) BeauuuHa Rf, pasamep, upet CooteetcreyeT

WHTEHCMBHOCTE NOTNOLWEHWA
OCHOBHOrO NATHA Ha
XPOMATOrpamMme UCNbITYEMOrQ
pacTeoRa A0NKHEI COOTBRTCTBOBATL
BenuuuHe Rf, paamepy, usety v
WHTEHCUBHOCTW NOAOLLEHNUA
OCHOBHOrO NATHA Ha
XpPOMATOrpamme CTaH4apTHOro
pacTeopa aKTUBHOTO BellecTea

N-A 872 CL (B2MX) Bpema yaepKUBaHMA OCHOBHOTO CootsetcTeyeT
NUKa Ha XPOMaTOrpamme
MCNBITYEMOrO PacTBOPa 40NMHO
COOTBETCTBOBATL BPEMEHU
YAEPHUBAHWA OCHOBHOIO NMKa Ha

CepTudmKaT aHanu3a
NazonsaH Tabnetku 30 mr, GUS PDF crenepuposaH 27.Maii.2019 15:45:40 {CET +1} Crpannua 2 u3 4
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Tun ¢popmel KOR43_V2
Ceptudukar aHanusa
NA30/IBAH TAB/NIETKU 30 MTI", GUS
3aronoBoK
Cepuna 944153
Homep martepuana 765302
Homep aHanusa 19.726
Homep TecToB0i cneyudunKkalmm 78863-p510AN0101
Jata npoussoacTea 20.9eB.2019
TecTo! Cneundmraumn PesyaeTar EauHMYbI
XpomMaTorpamme CTaHAapTHOro
pacTBOpa aKTUBHOrO BELLECTRA.
NOCTOPOHHWE NPUMECH
(BIMX)
N-A 873 CL <=0,2% 0,1 %
N-AB 773 XX
KAMOAA EOAUHWUYHARA <=0,2% Huxe nopora %
HEUMOAEHTUPULMPOBAHHAA obHapymeHus
NMPUMECH <=0,2% 0,0 %
CYMMA BCEX NPUMECEN <=0,6% 0,1 %
KOAWMECTBEHHOE 28,5-31,5 mr B TabneTike 29,4 mr/TabneTka
ONPEAENEHWNE AKTUBHOIO
BELLECTBA N-A 872 CL
PACTBOPEHME N-A 872 CL TpebosaHue A (n=6) 95 %
Bpemsa: 15 muH OTCyTCTBYIOT OTAENBHbIR 3HAYEHKUS, 98 %
Q: 80% meHbwne 0+5% 97 %
(nonacTHol meToa, 95 %
cnekTpodoToOMeTpUHEcKoe 96 %
onpeaesfieHne) 95 %
Tpebosanue B (n=12) H.a. %
CpeaHee 3Ha4YeHWe A0/KHO BbiTb H.a. %
6onbwe nan pasHo Q, 1 OTCYTCTAYIOT H.3. %
oTaenbHble 3HaYeHUA, MeHblne Q - H.a. %
15% H.a. %
H.a. %
Tpebosanue C (n=24) H.a. %
CpeaHee 3HaYeHUe AOAMKHO BkITh H.a. %
Gonblwe WAK pasHo Q, He Gonee 2 H.a. %
OTAEAbHBLIX 3HAYEHUIA JONKHbI BbITb H.a. %
meHblle Q - 15%, n otcyTcTByIOT H.a. %
OTAeNnbHblEe 3HaYeHWA, MeHbwue Q - H.a. %
25% H.a. %
H.a. %
H.2. %
H.a %
H.a. %
H.a. %
CpegHee: 96 %
CeprrduKaTt aHanuia

NasonsaH Tabaetkn 30 mr, GUS

PDF crenepupoBaH 27.Mai.2019 15:45:40 (CET +1)

Cipannua 3 w3 4



Tun ¢opmbl KOR43_V2

Ceprudpukar aHanusa
NA30/NBAH TABNETKHM 30 MT', GUS

o\ Boehringer
||||| Ingelheim

3aronoBok
Cepun 944153
Homep martepuana 765302
Homep aHanuza 19.726
Homep Tectoeoii cneundukaumm 78863-p5S10AN0101
JaTta npouseoacTea 20.9es.2019
Tectbl Cneundunkauua Pesynbrar EauHMybI
OAHOPOOHOCTb TpebosaHue A (n=10)
AO03UPOBAHIA Kputepuit npnemaemoctu (k = 2,4)
He aoMmKHO npesbiwaTe 15,0
TpebosaHune B {n=30)
KpuTepuii npuemaemocTu (k = 2,0)
He ACAMHO npeBeiwaTty 15,0 n
OTCYTCTBYHOT OTAENbHbIE 3HAMEHUA,
meHewue 0,75 M naum Gonblwme 1,25
M.
Npuemnaeman seanymHa (AV) 3,2
MuHUuMyMm 95,2 %
MaKcumym 98,8 %

MWKPOBHUONOTMYECKAA Cneundrkauun Pesynbrarnl
YACTOTA
OBWEE KOANYECTBO < 10° KOE/r <10 KOE/r
A3POBHbBIX
MWKPOOPFAHWU3IMOB
(TAMC):
OBLEE KONWUYECTBO < 10% KOE/r <10 KOE/r
OPOXKEN/NNECHEBbIX
rPUBCB (TYMC):
ESCHERICHIA COLI Orcytcteme s 1r He

onpeaenseTca

NMPUMEHAHUA He NPUMEHNMO
OUEHKA eblnyWeHo

OATA BbINMYCKA

27.Ma.2019 14:48:39 (CET +2)

27.Maif.2019 15:44:35 (CET +2)

NoANUCh

MeHe,a,mep NO KOHTPOAKD KaJvecTsa

OaHHbi cepTudMKaT aHanM3a BbINYLLEH aBTOMATUUECKU U AeicTeyeT 6e3 noanuci.

Ceprudukar aHanusa

NazonsaH TaBnetku 30 mr, GUS PDF creHepuposaH 27.Maii.2019 15:45:40 (CET +1) Crpannua 4 uz 4



Certificate of Conformance
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Boehringer Ingelheim Ellas AE
5" km Paiania-Markopoulo
19400 Koropi, Greece

Releasing Company :

Boehringer Ingelheim GR Koropi

Product Name : LASOLVAN 30MG 50 TAB GUS
Batch No : 944153

BIX@Article No-version : 342983-000

Local Articte No : 765302

Bulk Product Article No : 605301

Bulk Product Batch No : 944153

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 : 26805

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 NO14992/01
78863-p330an0101
78863-p510an0101
20.02.2019

29.02.2024

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: 652976,

24\35\)_@19/ Stella Zogkari-Nousi /

Date / Name / Signature Qualified Person, Quality Assuranc

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



Form Type KOR43_v2
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CERTIFICATE OF ANALYSIS LASOLVAN TABLETS 30MG, GUS

BATCH 944153
MATERIAL 765302
NO OF ANALYSIS 19.726
TESTING SPEC NO 78863-P510AND101
MANUFACTURING DATE 20.Feb.2019
TESTS SPECIFICATIONS RESULTS UNIT
Round, white tablets, both faces
fiat, with bevaltea edges, cne face
" 18 scored and impressed with "67C"
CESCRIPTION (WIS.IAL TEST above B Lelow the score, the CONFORMS
other face is impressed with the
comparly symbaol
OISNTEGRATION TIME Not more than 15 min Canmy out the
test on & samples If 1 or 2 samples
tait o compiy wath the requiremsant CONFORMS
test a further 12 Atleast 16 of the
18 samples shoutd comply
MIN 0012 un sec
MAX 00 30 miy sec
LOSS ON DRYING ol more than 5 D% 33 %
IDENTIFICATION ! IDENTITY
Tre Rl value size, intensiy and
colour of the achve ingradien
- obta ned wath ine 1est solution
H-ABT2CL (TLC) corresponds 1o the sze, ntensily CONEQRMS
and eolour of that obiamed wilh the
slandard
The uncorrecled rétéron tme of
In@ athve ingreaient in the test
, soluben must be the same as the
N-A 872 CL L5 uncosrected retenton Lime of the CONFORMS
active Ingredient 1n the standard
sclubon

CERTIFICATE OF ANALYSIS

LASOLVAN TABLETS 30MG. GUS PDF generated: 27 May 2019 15 45,40 (CET+2) Page 10of 3



Form Type KOR43_V2

MATERIAL

765302

BATCH

944153

MANUFACTURING DATE

20.Fgb.2019

TESTS SPECIFICATIONS RESULTS UNIT
DEGRADATION PRODUCTS (LC}
H-AB7ICL =0 2% 01 %
H-A FFA XX €= 2% 0D %
Each ndiicual unspecitieq degradation =02 % an e
DG % 0 L
Sum of all dagradater procucts “=06% L] %
ACTIVE INGREDIENT CONTENT
NA B72 CL(LC) 285-31 5 mghablet 294 mgat

DISSOLUTION 95 ¥
Q=80% at 15 minutes a9 %
{ Paddi method / specirophotometric Requi - q
quirement A (n=6) 97 %

determination ) Mo indraduzi vahia shoutd be less
than ) + 5% 95 %
96 %
95 %
na %
na Yo
Requrement B n=12} a
The average should be equal lo of 4lE] =
greater than Q. and no individual na o

valug should be less than Q - 15%
na %
na hd
na G
na %
na %%
na %
Requeement C (n=24) e m
The average va'ue sNouid be equa o
t2 of greater than O na %

not more than 2 mdnadual
valuesshould be less than Q 157 na L
and no indradual value should be " %
tess than 0 - 25% 2

rfa %
ma Y
& %
na k)
AVERAGE 95 %

CERTIFICATE OF ANALYSIS

LASOLVAN TABLETS 30MG, GUS

PDF generated: 27 May 2019 154540 (CET+2)

o~

l

Bochringer
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Page 2 of 3



Form Type KOR43_V2

MATERIAL 765302
BATCH 944153
MANUFACTURING DATE 20.Feb.2019

A~

ll

TESTS SPECIFICATIONS RESULTS uNIT
Requirement A {n=10)
The acceplance value (k=2 4) must
not be greater than 150
UNIFORMITY OF DXOSAGE UNITS [LE)
Reguirement B (1=30)
The acceptance value k=2 ) musi
not be greater than 150 and no
ndmidual valug is lower than O 756
or greater {han | 25M
ACCEPTANCE VALIE (AV) 32
MINIMUM 85 2 %
MAXIMUM g88 Y
MICROBIOLOGICAL QUALITY SPECIFICATIONS RESULTS
TOTAL Aenoslﬁm{goam COUNT Not more than 10 chuig €10 ctusy
TOTAL COMBINED YEASTS/MOULDS i
COUNT (TYMC) Not mere than, 107 efufg « 1@ cluig
ESCHERICH!A COLI Absencein1g Absence
Remarks:
RELEASE DATE 27.May.2019
RELEASE TEXY RELEASED
This certificate of analysis prodused auiomancal ¥ ancis also valid adhoul tignatures
Proof 1 Ellifeloukel 27.May 2019 14:48.39 (CET+2)
Approva EUidavari 27 May 2019 15.44:35 (CET+2)

CERTIFICATE OF ANALYS!IS
LASOLVAN TABLETS 30MG. GUS

PDF generated 27 May 2019 154540 (CET+2)
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