ok

NEKJAPAIIASI O COOTBETCTBUU

JEKJIAPAHT, IPHHUMAIOIIHIA JEKJAPALIMIO O COOTBETCTBHH

AQO "Canogpu Poccua”

Csedenus o pezucmpayuu opzanuzayuu: Mexcpationnan uncnexyus PedepanvHoii Hano20601 cayxcbvi Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, oama npuceoenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxkea, yn. Teepckan, 0. 22. Tenepon/gpaxc: 8 (495) 721-14-00/ 721-14-11

B auye: I'enepanvnviii Oupexmop Monxc O.A.
Joeepennoe auyo: Cmenanos C.C., 0ogepenrocmb 6/n om 01.12.2017

3ASIBJSIET, UTO

nexapcmeennoe cpedcmeo. Jlazonean, mabnemxu 30 mz 10 wm., ynaxoexu saueiikogote Konmypruie (3), nauxu
xapmonnsie, PY Ne IT N014992/01 om 16.05.2008 (0ama 3amener 01.08.2017) avidano AO "Canogu Poccun”,
cepus 944946, napmus 26866 ynakoeox, 200en do 31.07.2024, npouseodcmea Bepunzep Hnzenvxaim Innac
A.E., ITpeyus, Boehringer Ingelheim Ellas A.E., 5 th km Paiania-Markopoulo, Koropi Attiki, 19400, Greece,
ko0 OKITN2 21.20.10.255, koo TH BOJ] 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic
Ne 9085344884 om 26.08.2019

COOTBETCTBYET TPEBOBAHUAM
IT N014992/01-300615 uzm. Ne -2

JEKJIAPAITUSA IPHHSTA HA OCHOBAHHH
npomoxon ucnotmanuii Ne 27410 om 04.09.2019 HJT 000 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®DJ140, Cepmugpuxam POCC GR.OM08.C47447 om 04.09.2019

Crenanos C.C,
D.H.0

LA
AT
L e
e

Y denaa
I &

CBEJAEHMSI O PETUCTPALIIHA

OPTAH 110 CEPTUO®HUKALINH, 3APETHCTPHPOBABIIHI TEKJTAPAITHIO

RA.RU. 11 M08 OPTAH I10 CEPTH®HKAIIMH ITPOJYVKIHH OFLECTBO C OT PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA",

aopec opeanuzayuu. 115280, 2. Mockea, yr. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu. 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, 0. 4, sm. 5., men.:(495) 788-02-88, geb-
catim: oyrx.p.

NEKJAPAL(HS O COOTBETCTBHH 3APETHCTPHPOBAHA M2 POCC RU JI-GR.®M08.4.35236/19
JATA PETHCTPALIMH 04.09.2019

MIT.
; N l'[. Hupnenxo U.B.
op2un ho n@’?ﬁfb Pykosogurens OC

c'epmud)ukaz;mf




CepTtudukart cootBeTcTBUA

o) Boehringer
lml Ingelheim

Bepulrep WHrensxaiim Snnac AE
5-uiii km Nalianns-Mapkonayno
19400 Koponu, Tpeyus

Komnamus, OCYLeCTBNAIOLLAA BLINYCKAOWMN
KOHTPONb KauecTBa!

Haumerosanue npogykra:

Bepurrep WHrensxaitm Snnac AE

JIABONBAH TaBnetku 30 mr 50 TabneTok Gus

Cepua No: 944946
BIX@ SKU Homep-sepcus: 342983-000
NokaneHeiit apTukyn Ne: 765302
Tp‘ruxyn HepacthacoBaKHoro npoaykra: 605301
Homep cepvu HepacdacosarHoro npoaykTa: 844946

AKTUBHbIA MHrpeaMeHT (HanmeHoBaHwe,
KOnNWyecrBo);
NexapcreenHan dopma:

Ty NEPBUHON YNAKOBKY:

Paamep ynakosku:

Konnuectso ynakosaHHbIX eauHuy;
WMMnopTupyowan crpana:
dacoBLnK;

MpoussogcTeenHan nuyeHans:
MNpoussogutens:
PernctpaumonHoe yaocToepeHue:
MponasoacTReHHan cneyutukaums:
Tectosan cneumbnkayus:

Data npoussoacrea:

Fogex po:

3anBnenune o cepTrdmKkaumu;

AwmBpokcona ruapoxriopua, 30 Mr B TabrneTke
Tabnetku

AnomuHnessit/NBX Gnncrep

50 TabneTtok

26870

Poceuitckan deaepayun
BepuHrep Whrensxaiim 3nnac AE
0000000003/18/1

Bepurrep WHrensxaitm 3nnac AE
1 N014992/01

78863-p330an0101
78863-p510an0101

01.07.2019

31.07.2024

Hacrosuwmm noatsepwaaro, yro ece atans! NPOASBOACTBA JaHHOI NAPTUN rOTOBOI NPOAYKLMM
BbINONHEHb! B NONHOM COOTBETCTBUM C TPeGOBaHMAMY GMP EC, a tawke TpeGosaHusmn paspetuerms

Ha cbbIT CTpaH Ha3HaJeHus.

Hanran CepUn BLINYLUEHa YNONHOMOYEHREIM TIULIOM MO KavecTBy,

Sanofi GMID: 652976

23.07.2019/ Eleni Venardo ,Dr./ Modnucs

Aara / Nms / Nognnce ynonHoModeHHoro NMUa NO KAYECTBY, OTAEN KOHTPONA KAaYecTea

075-QA-W-00005_RDO1 (aepcus 6.0)

Cipanmiai



~\ Boehringer
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Tun dopmbl KOR43_V2

Ceptudukar aHanuza
NA30/IBAH TAB/IETKM 30 MTI, GUS

3aronoeok
Cepun 944946
Homep matepuana 765302
Homep aHanu3a 19.1057
Homep TecToBoii cneuudukaumm 78863-p510AN0101
[ata npouzsoactea 01.1w0n.2019
Tecvol Cneyndukauus Peayabrar EauHKUbI

ONKUCAHUE (Bm3yanbHbtit Kpyrabie, 6ensie unu cnerka Cooteetcrayer
TecT) HenToro useta TabneTki; nhockue ¢

ABYX CTOPOH, CO CKOLIEHHbBIMU
KpafAMM, Ha OAHOIt CTOPOHE —
pasaenutenbHan pucka u
TPaBUpPOBKa «67C», BuIgaBREHHAA NO
obe CcTopoHb! pazaenutenbHoil
PUCKHK, Ha ApYrol cTopoHe TabneTku
CUMBON PUpmbl.

PACNAAAEMOCTb He Bonee 15 munyt. Onpegensior | Cootsercrayer
BpemA pacnagaeMoctv b TabneTox,
B rom cayuae, ecnam yepes 15 muu
04Ha uam gee Tabnetku He
pacnaayTca, Npou3BoAAT UCNbITAHWE
ewte Ha 12 Tabnetkax. He meHee 16
M3 18 ucnbITaHHLIX TabneTok
AOAXKHbI OTBEYATE NPEABREAAEMBIM

TpeboBaHUAM
MurHUMYM 00:19 MuH:cex
Makcumym 00:23 MuH:cek
MOTEPA B MACCE MPK He bonee 5,0% 3,0 %
BbiCYLWMBAHUN
MNoanuHHOCTL
N-A 872 CL(TCX) Benwuuuna Rf, pasmep, user u Coorsercreyer

MHTEHCMBHOCTL NOFAOWEHNA
OCHOBHOIO NATHZ Ha
XPOMETOrpamMme UCNBLITYeMOro
pPacTBopa JONMKHLI CODTBETCTBOBATL
BennunHe Rf, pasmepy, usety u
MHTEHCUBHOCTW NOTAOLLEHMA
OCHOBHOrO NATHA Ha
XPOMATOrpamMme CTaHAAPTHOIO
PacTBOpa aKTUBHOTO BelLlecTBa

N-A 872 CL (BaMX) Bpema yaepsuBanna ocHosHOro CooteetcTByeT
MUKa Ha XxpomaTorpamme
WCMbITYeMOro pacteopa A0AKHO
COOTBETCTBOBATL BpEMeHHN
YAEPKUBAHUA OCHOBHOTO NKMKa Ha

4

Ceprudukat aHanv3a
fazoneax 136netkn 30 mr, GUS PDF crenepuposan 22, Mi0n.2019 16:40:37 (CET +2)




Tun dopmbl KOR43_V2

Ceptudukar aHanusa
NNA30/1BAH TABNETKU 30 MI, GUS

~\ Boehringer
||||| Ingelheim

3aronosok
Cepua 944946
Homep matepuana 765302
Homep aHanusa 19.1057
Homep TecToBoOl cneyudmkaumn 78863-p510AN0101
fata npoussoacrsa 01.Mwon.2019
. TecTbl Cneuunduraymn PesyabTar EgunKLbl
XpOMaTOrpaMme CraHgapTHoOro
. PacTBOpa aKTMBHOTO BelecTaa.
NOCTOPOHHWE NPUMECH
{B3XX)
N-A 873 CL <=0,2% <0,08 %
N-AB.773 XX ‘Huwe nopora
KAMAOAA EQWMHWUYHAR <=0,2% oBHapyKeHnna %
HEMAEHTUOULMPOBAHHAA <0,07
NPHMMECH <=0,2% %
CYMMA BCEX MPUMECEI <=0,6% <0,08 %
KOMMYECTBEHHOE 28,5-31,5 mr B Tabnetke 29,7 mr/Tabnetka
ONPEAENEHWE AKTMBHOIO
BELLECTBA N-A 872 CL
PACTBOPEHME N-A 872 CL TpebosaHue A (n=6) 102 %
Bpems: 15 MuH OrcyTcTeyioT ovaenbHbie sHaveHms, 97 %
Q: 80% MeHblwune Q+5% 98 %
{nonacTroit meTop, 106 %
cnekTpodoToMeTpUyecKoe 97 %
onpeaeneHue) 97 %
TpebosaHue B (n=12) H.a. %
CpeaHee 3HaueHue noawHo BbiTe H.a, %
bonbwe unn pasko Q, v otcyTcTBYIOT H.3.
OTAE/ibHbIe 3HaYeHKUA, MeHblKe Q - H.a.
15 % H.a.
H.a.
TpebosaHue C (n=24) H.a.
CpeaHee 3HaueHUe AOAKHO BbITh H.a.
bonbiwe unu pasHo Q, He Bonee 2 H.a.
OTAENBHBIX 3HA4YEHWIA A0AKH BbiTb H.2.
MeHbLe Q - 15%, 4 oTcyTcTBYIOT H.a.
OTAENEHbIe 3HAYEHNA, MeHbwKe Q - H.2.
25% H.a.
H.a.
H.a. i3
H.a ___"':':- ]
Ha.
CpepHee: 100 <Cong
CepTudmkar aHanuaa

NazonsaH rabnerkn 30 mr, GUS

PDF creHepuposan 22, Mion,2019 16:40:37 {CET +2)




~\ Boehringer
:llh Ingelheim
Tun ¢opmel KOR43_V2
Ceptudpukar aHanuza
NA30NBAH TABJIETKK 30 MI, GUS

3aronoBok
Cepuna 944946
Homep matepuana 765302
Homep adanusa 19.1057
Homep TecToBo# cneundukauumn 78863-p510AN0101
Aara npouzeoacTsa 01.Mon.2019
Tectbl Cneundurayun Pesynbrar EAnHMLB
OOHOPOAHOCTDL TpebosaHue A {n=10)
A03NPOBAHUA Kputepuit npuemnemoctu (k = 2,4)
He A0NKHO NpeBbiwath 15,0
Tpebosanue B (n=30)
Kputepuii npuemnemoctu (k = 2,0)
He AONKHO Npesblwark 15,0 1
OTCYTCTBYIOT OTAEAbHbIE 3HaYSHNS,
meHbLue 0,75 M uan 6oabwue 1,25
M.
Mpremneman senuyuna (AV) 2,2
MuHUmMym 98,0 %
Makcumym 100,6 %
MWKPOBUONOMUYECKASA Cneuudmnrayua PesyabTathb
YUCTOTA
OGLLEE KONMYECTBO < 10° KOE/r <10 KOE/r
A3POBHbIX
MWKPOOPTAHM3MOB
(TAMC):
OBLLEE KONNYECTBO < 10° KOE/r <10 KOE/r
DPOMMKEA/NNECHEBBIX
PUBOB (TYMC):
ESCHERICHIA COLI OtcyrcrBrue s 1r OrcyTcTyet
NPUMEYAHUA He NpUMeHMMO
OUEHKA BbiNyLLLEHO

DATA BbINYCKA

22.WM0n.2019 15:58:33 (CET +2)

22.U10n.2019 16:38:44 (CET +2)

noanuco

MeHegep nNo KOHTPOAIO KavecTsa

o

AaHHbIA CepTUdUKAT aHaNM3a BbINYWEH ABTOMATHYECKM U Aeitcrayet 6e3 nognutu.

o

Ceptudmxar aHanuza

Nazonsan Tabnetkn 30 mr, GUS PDF creHepuposaH 22, Wion.2019 16:40:37 (CET +2)




Certificate of Conformance
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Boetringer Ingelheim Ellas AE
5" krn Paiania-Markopoulo
19400 Koropi, Greece

Releasing Company :

Boehringer Ingelheim GR Koropi

Product Name : LASOLVAN 30MG 50 TAB GUS
Batch No : 944946

BiIX@Article No-version : 342983-000

Local Article No : 765302

Bulk Product Article No : 605301

Bulk Product Batch No : 944946

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 : 26870

Importing Country :

Packaging site :

Manufacturing Authorization No ;
Manufacturing site :

Marketing Authorization No :
Manufacturing Specification :
Testing Specification :

Date of Manufacturing :

Date of Expiry :

Certification Statemant:

Russian Federation
Boehringer Ingelheim Ellas AE
0000000003/18/1
Boehringer Ingetheim Ellas AE
P N014992/01
78863-p3302n0101
78863-p510an0101
01.07.2019

31.07.2024

! 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
tompliance with GMP. Any deviations have been assessed prior to batch release. The batch has been released by &

Qualified Person, as signed below.

Notes:

Sanofi GMID: 652976.

2385300164 / Eleni Venardo, Dr. /m

Date / Name / Signature Qualified Person, Quality Assi?

073-QA-W-D0005-RDO1 {Version 6.0)




Form Type KOR43_ V2 ’ﬂ Bochringer
Y Ingelheim

CERTIFICATE OF ANALYSIS LASOLVAN TABLETS 30MG, GUS

BATCH 844848
MATERIAL 765302
NO OF ANALYSIS 18.1057
TESTING SPEC NO T8B63-PE1DAND101
MANUFACTURING DATE 01.Jul.2019
TESTS SPECIFICATIONS RESULTS 3 UNIT
Round while tablats, both faces
flal, with bevelled edpes: one face
is seored and inypressed wilh 675" s
DESCRIPTION (VISUAL TEST) above Bna below tne score. the CONFORMS
ofher lace 15 impressed with ine
company symbol
DISINTEGRATION TE ot more than 15 min Carmy out Ine
tesl on & samples If 1 or 2 eamples
fail Lo comydy with the tequirement, CONFORM3
fest a funher 12 Atleast 16 of the
18 samples should comply
MIN 00 15 a7 SEC
MAX 0023 i €60
LOSS ON DRYING Mol more than 5.0% 30 L
IDENTIFICATION / IDENTITY
The Rf vafue. size, miensity and
colour of the actve ingredient
oblained with the 1as{ solution 3
N-AB72CL(TLCY camespongs Lo tha size, intensily CONFORUE
and colour of tha: oblainad with the
standard,
The uncorrectad relenlion ime o
the Echve ingredient i the tes)
' salution must be the same as the )
N-A 872 CLILCH uncorrecied retention time of the CONFORME
achve ingrediert m the standard
sohulion

CERTIFICATE OF ANALYSIS
LASOLVAN TABLETS 30MG. GUS PDF generated: 22.Jul.2019 16:40:37 (CET+2)




Form Type KOR43_V2

MATERIAL 765302
BATCH 944946
MANUFACTURING DATE £1.Jul.2018
TESTS SPECIFICATIONS RESULTS UN'T
DEGRADATION PRODUCTS (LC)
N-AS73CL <=0, 2% <003 %
N-A 773 XX <0 2% <Lo0 ]
Each individual unspecfied degradation "
product «=02% <0a7 L=
Sum of all degragation producis <=065% <008 &
ACTIVE INGREDIENT CONTENT
NAET2TLILC) 28.5-31 5 mglatiet 297 mghat:
DISSOLUTION 102 k)
Q=20% at 16 minuvtes a7 L
{ Paddle thod f spectroph ic Frequi " .
equirement A in=) Bl k)
determination } No individual valus shid be less
than Q + 5% 106 %
a7 3
a7 b
n.a. %
na %
Reguremsnl B (n=12) .
Tha average shoutd be equal 1o or na %
greaier than Q. and no indwvidusi na %
vatue should be (ess thas @ - 15% )
na. %
na %
na %
na. 4
nea %
na %
Requiramrent C (n=24;" na &
The average value shoult be equal R
to or grealer than Q. na %
not more ihan 2 indwidual
vairesshould be less than 0-15% na %
and na incimduai valua shouks be a «
less fan Q - 25% e k
na. %
nsa T
na %
na £
AVERAGE 100 %

CERTIFICATE OF ANALYSIS
LASOLVAN TABLETS 30MG, GUS

PDF generated: 22.Jul.2018 16:40:37 {CET+2)
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™~ Bochringer

Form Type KOR43 V2 m .
Hiv Ingelhenn
MATERIAL 765302
BATCH 844946
MANUFACTURING DATE 0t.Jul.2013
TESTS SPECIFICATIONS RESULTS umMIT
Requiremen: A {n=10)

The atceplance value (k=2 4) must
not be greater than 15,0

UNIFORMITY OF DOSAGE UNITS (L)

Ragqu¥ement B {n=30)

The acceplance valug (k=2 0} must
not be graster than 15.0 and ne
indhviduzl value t5 tower Inan 0. 75M
or greater than 1.25M.

ACCEPTANCE VALGE (AV) 22
—__ MINIMUM A =
MAXIMUM 1008 i
MICROBIOLOGICAL QUALITY SPECIFICATIONS RESULTS
TOTAL AEROBJ(:T: :‘I'.:'CCTOEIAL COLINT Nl mors than 10° clug <10 ey
TOTAL COMBINED YEASTS/MOULDS :
COUNT (TYMC} Mot mere then 10° duiy < 10 cluig
ESCHERICHIA COZI Absence rT1g AosEnes
Remaris: na
RELEASE DATE 22.Jul.2019
RELEASE TEXT RELEASED
This ceruficale of analysls produces atomaticaly and is also vatid withot sfnalres
Proof 1 Ei\feloukel 22 Jul. 2019 15:58:33 (CET+2)
Approvai Eldavart 22 Jui 2019 16:38:44 (CET+2)

CERTIFICATE OF ANALYSIS
LASOLVAN TABLETS 30MG, GUS PDF generated: 22.Jul. 2019 16:40:37 (CET+2)




