JAEKJAPATIAA O COOTBETCTBHHA

AEKJIAPAHT, IPMHAMAIOIIHMA JEKJIAPAITHIO O COOTBETCTBHA
AO "Canogu Poccur"

Ceedernun o pezucmpayuu opeanusayuy: Mexcpaiionnan uncnexyus edepanvnoii Hanozo6ot cayxcht No 46 no
2. Mocxee (1.01.2008, OI'PH 1027739079940, dama npuceocenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcxan, 9. 22, Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11
B nuye: enepanvuuiii dupexmop Monac O.A.

Hosepennoe muyo: Cmenanoe C.C., dosepenwocms 6/n om 01,12.2017

3AABJIAET, UTO

AexapcmeernHoe cpeocmeo: Jlazonsan, mabnemxu 30 mz 10 wm., ynaxosku suetixoasie xonmypnwie (2), navxu
xapmonnvie, PY Ne I1 N014992/01 om 16,05.2008 (0ama 3amens 01.08.2017) amdano AO "Canoghu Poccus”,
cepun 944947, napmun 68377 ynaroeox, 200en do 31.07.2024, npouzeodcmea Fepunzep Hnzenvxain Sanac
A.E., I'peyus, Boehringer Ingelheim Ellas A.E., 5 th km Paiania-Markopoulo, Koropi Attiki, 19400, Greece,

ko0 OKII[]2 21.20.10.255, xod TH B3 3004900002, xorumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic
Ne 9085347681 om 20.09.2019

COOTBETCTBYET TPEBOBAHMSIM
II NG14992/01-300615 usm. Ne I-2

JAEKJAPAIIAA ITPAHATA HA OCHOBAHHH
npomoxon ucneimariuit Np 29199 om 01.10.2019 HJT Q00 HI] "©APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuram POCC GR. ®MO8.C49763 om 01.10.2019

H W JEKJIAPAITAHA 01.10.2019

TS AEACTBATELHA JIO 31.07. 2024
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Ctenanos C.C.
d.H.0

CBEJEHMS O PETUCTPAIIAMA

OFPT'AH 110 CEPTHOHKAIHH, 3APErACTPAPOBABIIINIA TEK/IAPAITHIO

RA.RU.11®M08 OPIAH ITO CEPTHOHKAIIHH ITPOYKI[HH OBLECTBO C OT'PAHHYEHHON
OTBETCTBEHHOCTBIO "OKPY)XHOH LIEHTP KOHTPOJII KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, ge6-
caim: oyxK.pg.

JIEKJIAPAIIHH O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J[-GR. ®M08.A.38645/19

Hupenxo U.B.
Pyxosomurens OC




Ceptudukar coorsetTcTeus

~\ Boehringer
il mgelheim

BepwnHrep WHrenexaiim 3nnac AE
5-uiii km MaiaHua-Mapkonayno
19400 Koponw, Mpeuuns

KoMnanws, ocyLecTBRRIOWANA BbINYCKaIOLWWA
KOHTPONb KavecTsa:

HawmeHoBaHWe npoaykTa:

Bepunrep WHrenbxatin 3nnac AE

JNTAZONBAH TabneTkn 30 mMr 20 TaBnetok GUS

Cepusn Ne: 944947
BIX@ SKU Homep-eepcus: 391016-000
NokanbHeld apTrkyn Ne: 765301
Apmxyn' HepacdgacoBaHHOro NpoAyKTa: 605301
Homep cepuu HepacthacoBaHHOMC NpogykTa: 944947

AKTUBHBI UHIPEAKEHT (HaUMEHOBaHWE,
KONVYecTBo):
NekapcreeHHan dopma:

Tun nepsrYHOR ynakoBku:

PaaMep ynakoexu:

KonnuecTso ynakoBaHHbIX eguHuL:
MmnopTupylowan cTpaxa:
dacoBLUWK:

MNponasoAcTBEHHAS NUUEH3NS:
poussoguTens:
PeructpauuoxHoe ygocroeepeHue:
MpouseoacTBEHHaN cneunrKaLuA;
TecToeasa cneuucukayms:

Nara npoussogcrea:

fogeH po:

3anBnexune 0 cepTUPUKALIMK:

AmGpoxcona ruapoxnopud, 30 Mr e TabneTke
TabneTku

AnomuHueesii/MBX 6nucrep

20 Tabnerok

68377

Poccuiickas Gegepauns
BepwHrep Wkrenexaiim 3nnac AE
0000000003/18/1

Bepurrep Unrenexaiim 3nnac AE
M N014992/01
78863-p330anQ101
78863-p510an0101

03.07.2019

31.07.2024

HacToswmm noaTeepxaato, 4To Bce aTansl NPOU3BOACTBA AAHHOI NAPTUM rOTOBOM NPOZYKLNM
BLINONHEHDI B NONHOM COOTBETCTBUM € TpeGoraHuamu GMP EC, a Tawke TpeGosaHUAMK paspeLLeHus

Ha cBbIT CTpaH HasHaueHus.

flaHHas cepus BbinyLeHa yronHOMOYEHHBIM TULOM MO KauecTey.

Sanofi GMID; 652974

20.08.2019 / 3neHu Benapaoy/ MNodnuce

fara/Wms / Moanuck YNONHOMOYEHHOrO NKLA NO Ka4YecTBy, OTAEN KOHTPONS KayecTea

079-QA-W-00005_RDO01 {Bepcus 6.0)
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Tun ¢opmel KOR43_V2

”

Ceptudumkar aHanusa

NA30NBAH TABNETKU 30 Mr, GUS

Cepua
Homep maTtepuana
Homep anannsa

Homep TecToBOR cneurdurKalmm

Data nponssoacTea

3aronoBoK

Boehringer
Ingelheim

944947
765301
19.1112

78863-p510AN0101

03.07.2019

Tectol

Cneu,mpviuaqun

Pesyabrat

EQUHALLI

ONUCAHME (eu3yanbhblii
TecT)

Kpyravie, 6ensie nan cnerka
HeAnToro useta TabneTku; nnockue ¢
ABYX CTOPOH, CO CKOWEHHbIMM
Kpaamu, Ha 0AHO#R CTopoHe —
pa3fnenuTenbHan pUcKa U
FpasupoBKa «67C», BblgasfreHHas no
0be CTOPOHbI pa3gennTenbHoM
PUCKK, HA APYTOK CTOPOHE TabneTku
CUMBOAN dUpMBI.

CooTeeTcTBYeT

PACNALAEMOCTb

He 6onee 15 muuyT. OnpepenstoT
BpPeMA pacnagaemoctu 6 TabneTok.
B Tom cayvae, ecan yepes 15 muH
0AHa uaK ase TabneTku He
pacnagyTca, NPoM3BOAAT UCNbITaHWe
ewe Ha 12 rabneTtkax. He meHee 16
13 18 ucneiTaHHbIX TabneTok
AONHHbI OTBEYATL NpeAbABAACMbIM
TpeboBaHMAM
MuHUMYM
Marcumym

CooTeercreyer

00:11
00:31

MuH:cex
MuH:cek

NOTEPR B MACCE NPK
BbICYLUUBAHWA

He 6onee 5,0%

3,0

%

NopaAMHHOCTD

N-A 872 CL (TCX)

BenuuunHa Rf, pazmep, uset 1
WHTEHCUBHOCTL NOTNOLWEHWA
OCHOBHOrO NATHA Ha
XPOMATOrpPamMmmMe HCNbITYEMOrO
pacTBopa A0AXHbI COOTBETCTBOBATDL
BenuumHe Rf, pasmepy, usety u
MHTEHCMBHOCTH NOTAOLLEHNA
OCHOBHOFO NATHA Ha
XPOMaTOrpamMme CTaH4apTHOMo
PacTBOPa aKTMBHOTO BELLECTBA

Coorsercrayer

N-A 872 CL (BIX)

Ceprudukar aHannsa
NazoneaH Tabaetku 30 mr, GUS

Bpema yaep»uBaHuA 0CHOBHOIO
MUKa Ha XpomaTorpamme
MCTbITYEMOro pacTeopa A0MMNHO

COOTBETCTBOBATL BpemMeHK

PDF crenepuposan 01.ABI.2019 13:02:04 (CET +1}

Cootsetcrayer
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Boehringer

Twun popmbl KOR43_V2 IIIII Ingelhelm
Ceptudukar aHanusa
NA30ONBAH TABJZIETKU 30 Mr, GUS
3aronosok
Cepus 944947
Homep matepuana 765301
Homep aHanuza 19,1112
Homep TectoBoi cneuuduKaumum 78863-p510AN0101
DaTa npoussoacTea 03.07.2019
TecTol Cneunduragmuna Peaynbrar EaMHULDI
YAEPHMBAHUA OCHOBHOIO NKKA Ha
XPOMaTOrpamme CTaHAapTHOro
pacTeopa aKTMBHOro Bewlecrsa.
NOCTOPOHHWUE NPUMECK
(BIKX)
N-A 873 CL <=0,2% <0,08 %
N-AB 773 XX <=0,2% He obHapymeH %
KAMOAA EQAMHUYHARA <=0,2% <0,07 %
HEWQEHTUDULUMPOBAHHAA
NPUMECH
CYMMA BCEX NPUMECEN <=0,6% <0,08 %
KOAUYECTBEHHOE 28,5-31,5 mr B TabneTke 29,9 mr/TabneTra
ONPEAENEHUE AKTUBHOIO
BEWECTBA N-A 872 CL
PACTBOPEHWE N-A 872 CL TpebosaHue A (n=6) 98 %
Bpema: 15 MuH OTCyTCTBY 0T OTAENbHBIE 3HAYEHKWA, 102 %
Q: 80% MeHbwHe Q+5% 96 %
{nonacrHoii meTog, 102 %
CReKTPodOTOMETPUYECKOE 106 %
onpeaeneHue) 105 %
Tpebosauue B (n=12) H.a. %
CpeaHee 3HaYeHue gOMKHO BbiTh H.a. %
6osble nam pasHo Q, U OTCYTCTBYIOT H.a. %
OTOeNbHbIE 3Ha4YeHUA, meHblMe Q - H.a. %
15% H.a. %
H.a. %
TpebosaHue C (n=24) H.a. %
CpeaHee 3HaYyeHWe A0NKHO BbITh H.a. %
6onbwe uau paeHe Q, He Bonee 2 H.a. %
OTAEAbLHbIX 3HAYEHMIA A0AMHbI BbIT H.a. %
meHblie Q - 15%, n oTcyTeTBylOT H.a. %
OTAeNbHbIE 3HAaYeHWA, MeHbwre Q - H.a. %
25% H.3. %
H.a. %
H.a. %
H.a %
H.a. %
CeptvduKaT aHanm3a

HNasonean Tabnetkun 30 mr, GUS

PDF crenepuposan 01.ABI.2019 13:02:04 (CET +1)
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Tun popmel KOR43_V2

”~

CepTndukar aHanusa
NA30NBAH TABJIETKU 30 MI, GUS

Boehringer
Ingelheim

3aronosok
Cepua 944947
Homep matepuana 765301
Homep aHanuaa 19.1112
Homep Tectosoit cneunduraumm 78863-p510AN0101
Aata npousBopcrea 03.07.2019
Tectbl Cneundukauus Pesynbrar EauHMubI
H.a. %
CpegHee: 102 %
OOHOPOAHOCTL TpeGosaHue A (n=10)
AO3UPOBAHMA Kputepuii npuemnemoctu (k = 2,4)
He AONMHO NpeBbiwaTth 15,0
TpebosaHue B (n=30)
Kpurepuit npuemnemoctu [k = 2,0)
He A0AMHO npeBblwaTte 15,0 u
OTCYTCTBYIOT OTAENbHbIE 3Ha4YeHuA,
meHbwwue 0,75 M nau Bonswme 1,25
M.
Mpremnemasn senuduHa [AV) 1,8
MuHumym 97,7 %
Makcumym 100,0 %
MWKPOBHMONOIMYECKAA Cneundukauma Pesynbrarm
YACTOTA
OBLWEE KONHUYECTBO <10% KOE/r <10 KOE/r
A3POBHbIX
MWKPOOPTAHA3MOB
{TAMC):
OBLEE KONUYECTBO < 10? KOE/r <10 KOE/r
APOXMEN/NNECHEBBIX
rPUBOB (TYMC):
ESCHERICHIA COLI OrcyrctBues lr He
onpeaenneTca
NPUMEYAHUA He NpUMeHUMo
OUEHKA BbiNYLLEHO
OATA BbINYCKA 01.ABl.2019
noannuchb MeHea)kep No KOHTPOANIO KauecTsa 01.ABr.2019

DaHHblit cepTuduKaT aHaNU3a BLINYLLEH aBTOMATYECKK M AelicTBYeT 6e3 nognmci.

CepTnduKaT aHanK3a
Nazonean Tabnetkn 30 mr, GUS

PDF crenepuposan 01.ABI.2019 13:02:04 (CET +1)
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Certificate of Conformance

~\ Boehringer
I"Il 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 : 944947

BIX@Article No-version : 391016-000

Local Article No : 765301

Bulk Product Article No : 605301

Bulk Product Batch No : 944947

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 : 68377

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
03.07.2019

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 by a

Qualified Person, as signed below.
Notes:

Sanofi GMID: 652974.

% 08, 1PN / Eleni Venardou, Dr. /

e ————

/

Date / Name / Signature Quakified Person, Quality Assurance

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

I\D 7 —~



™Y Bochringer
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Form Type KOR43_v2 ,
ingelheim

CERTIFICATE OF ANALYSIS LASOL VAN TABLETS 30MG, GUS

BATCH 944947
MATERIAL 765301
NO OF ANALYSIS 19.1112
ITESTING SPEC NO 78863-P510AN0101
MANUFACTURING DATE 03.Jul.2019
TESTS SPECIFICATIONS REBULTS UNIT

Round, white tablets, both faces
flal, with bevelied edges, one face
DESCRIPTION (VISUAL TEST) L s“""‘:ﬂ‘;";:l’gff;:‘:c‘g‘r’z B CONFORMS
other faca is impressed with the
company symbob

DISINTEGRATION TIWE Nat mave than 15 min, Cerry out tha

teston B samplas. 1 ar 2 samples

fail o comply with the requirement, CONFORMS

test a further 12 Al loast 16 of the
18 samples should comply.

MIN 0011 min:sec
MAX 0031 minsec
LOSS ON DRYING Nol mare than 5 0% 30 %

IDENTIFICATION / IDENTITY

Tha Rl vafue, sze intensity and

colour of the active ingredient

obtained with the test solution

N-ABT2CL(TLE) comesponds 1o the Size_ intensity CONFORMS

and colour of that oblained wilh the
slandard

The unconiacled relention tme of
the acive ingredient in the test
N-AB72CL (LC) 5°'”‘":"ec':‘e‘:;'re"fm"'l‘::fi’;§ i CONFORMS
actve ingredient in the standard

soluton

CERTIFICATE OF ANALYSIS
LASOLVAN TABLETS 30MG, GUS PDF generated: 01.Aug.2019 13:02:04 (CET+2) Page 1 of 3



Form Type KOR43_v2

MATERIAL 765301
BATCH 944947
MANUFACTURING DATE 03.Jul. 2018
TESTS SPECIFICATIONS RESULTS UNIT
DEGRADATION PRODUCTS {LC)
N-AB73CL <=02% <008 %
N-A 773 XX <=0.2% <LOD %
Each indwiduat unspecifiad degradation _
product «<=02% <0.07 g,
Sum of all degradation products “=06% <0.08 %
ACTIVE INGREDIENT CONTENT
N-A 872 CL (LC) 2B5-31 5 mghablet 299 mghab
DISSOLUTION 98 %
Q=80% at 15 minutes 102 %
{ Paddie method ¢ pactrophotometric Requirement A (n=g)- 96 %
determination ) No rdividual value should be less
than Q + 5% 102 %
106 %
108 %
na %
mna %
Requiremant B {n=12).
The average should be equal to or na %
greater than Q, and no individual ne 3
vahua should be less than O - 15%
na %
na %
na %
na %
na %
na %
Requirement C {n=24); e o
Tre average value should ba equal i
10 or grealer than Q, na %
not mare than 2 individua)
valuesshould ba less than Q-15%, na %
and no indwidual value should be %
less than Q - 25% na
na %
na %
na %
na %
AVERAGE 102 %

CERTIFICATE OF ANALYSIS

LASOLVAN TABLETS 30MG, Gus

PDF generated: 01.Aug.2019 13:02:04 (CET+2)
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Boehringer
Ingelheim
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Form Type KOR43 v2

iy Boehringer
lm! Ingelheim
MATERIAL 765301
BATCH 944947
MANUFACTURING DATE 03.Ju.2019
TESTS SPECIFICATIONS RESULTS uNIT
Reguaament A (n=10}
The acceptanca value tk=2 4) musi
rol be greater than 15.0
UNIFORMITY OF DOSAGE UNITS {LC)
Requirement B (n=30)
The acceptance value (k=2 0] st
nal ba greater than 15.0 and no
individual value i lower than 0 75M
or greater than 1 25M
ACCEPTANGE VALUE {AV) 18
MINIMUM 97.7 %
MAXIMUM 100.0 )
MICROBIOLOGICAL QUALITY SPECIFICATIONS RESULTS
TOTAL AEROB!{(_Z'.‘:AJ'%I?OBIAL COUNT Not mare than 108 cfulg <10 cluig
TOTAL COMBINED YEASTS/MOULDS
COUNT (TYMC) Nal more than 107 efulg < {0 efug
ESCHERICHIA COLI Absencein1g Absance
Remarks: na
RELEASE DATE 01.Aug.201%
RELEASE TEXT RELEASED
This certficata of analysis producad aulomatically and is also vahg without mgnatures.
Proof 1 EU¥eloukel

01.Aug.2019 08:33.08 (CET+2)

Approval EUdavari 01.Aug.2019 11:23:41 (CET+2)

CERTIFICATE OF ANALYSIS

LASOLVAN TABLETS 30MG, GUS PDF generated: 01.Aug.2019 13:02:04 (CET+2) Page 3 of 3



