AEKJIAPAITAA O COOTBETCTBHUHA

JAEKJIAPAHT, MIPHHUMAIOIHAA NEKJAPAITAIO O COOTBETCTBHHA

AOQ "Canogu Poccun"

Ceedenun 0 pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyun Pedepanvroli Hano2060ii cryxncbvi Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxkea, ya. Teepcran, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnuviti dupexmop Monac O.A.

Alosepennoe nuyo: Cmenanos C.C., doeepennocme 6/n om 01,12.2017

3AABISAET, YTO
Aexapcmeenroe cpedcmso; Jlasonean, mabnemuu 30 Mz 10 wm., ynaxoexu aueiixossie konmypuuie (5), nauxu

xapmonnwie, PY Ne [T N014992/01 om 16.05.2008 (dama samenv: 01.08.2017) evidano AO "Canoghu Poccun",
cepun 944953, napmun 26538 ynaxosox, 200ex do 31.07.2024, npouzeodcmea Bepunzep Huzenvxaiiv Innac
A.E., I'peyusn, Boehringer Ingelheim Ellas A.E., 5 th km Paiania-Markopoulo, Koropi Attiki, 19400, Greece,
ko0 OKIT[2 21.20.10.255, koo TH B3] 3004900002, xonwmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic
Ne 9085343232 om 07.08.2019

COOTBETCTBYET TPEBOBAHHSIM

IT N014992/01-300615 wuzm, Ne 1-2

JAEKJIAPAITHA ITPHHATA HA OCHOBAHHHA

npomoxon ucnwimaruii Ne 25730 om 15.08.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC GR,PM08.C46261 om 15.08.2019
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T CBEJEHMS O PETHCTPALIAA

OPTAH IO CEPTH®HAKAITNH, 3APETHCTPHPOBABIIIH JEKJIAPAIIHIO
RA.RU. 1I®M08 OPTAH ITO CEPTHOHKAIIHH ITPONVKI[HH OFUIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOM LIEHTP KOHTPOJIH KAYECTBA",
adpec opeanuzayuu. 115280, 2. Mockea, yn. Macmepxoaa, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmucgpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am. 5., men..:(495)788-02-88, se6-
caiim: oyxx.pep.
AEKJIAPAITHS O COOTBETCTBHM 3APETHCTPAPOBAHA M POCC RU JJ-GR.®M08.A.33362/19
JATA PEFHCTPAI[HH 15.08.2019
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Ceptudukar coorsercTBusA

=~ Boehringer
||||| Ingelheim

bepunrep Mxrensxalim Annac AE
5-biil km Maiianua-Mapkonayno
19400 Koponw, Mpeyua

KomMnaHwa, ocylwecTeNAIoWan BEINYCKaIOLWUA
KOHTPONL KaJyecTea:

HauwmeHosaHue npogykra:

BepuHrep Unrenbxaim 3nnac AE

NA30ONBAH TabneTku 30 Mr 50 Tabnerok GUS

Cepun Ne: 944953
BIX@ SKU Homep-Bepcus: 342983-000
NokanbHbIit apTHkyn Ne: 765302
ApTukyn HepacdacoBaHHOTO NpoAYKTa: 605301
Homep cepun HepacdacosaHHOro npogykra: 944953

AKTUBHBIA UHIpeaueHT (HauMeHoBaHue,
Konu4ecTeo):
lNekapcTeedHas dopma:

Twn nepenuHON ynakoBku:

Pa3amep ynakosku:

Konu4ecTso ynakoBaHHbIX eAuHUL;
WmnopTupyrowan ctpana:
dacosluk:

MNpousBOACTBEHHAA NULIEH3UA:
MpouasoauTens:
PerucTpaunoHHoe ygocToseperue:
(pouseoacTBEHHAA crneyuduKalus:
TectoBas cneundukaums:

Oata npoussoacTea:

MogeH po:

3asBnenue o cepTuduKaLnm:

AmBpokcona ruapoxnopug, 30 Mr 8 Tanetke
TabneTku

AniomuHuesblid/NBX Gnuctep

50 Tabnetox

26538

Poccuitckan degepauus
BepuHrep UHrenbxaiim Jnnac AE
0000000003/18M1

BepuHrep UHrenexaiim 3nnac AE
M NO14992/01

78863-p330an0101
78863-p510and101

04.07.2019

31.07.2024

HacToslum noaTeepkAal0, YTo BCe 3Tanbl NPOM3BOACTEBA AaHHOM NAPTUX FOTOBON NPOAYKLHK
BLINONHEHBI B NONIHOM COOTBETCTBUMN C TpeGosaHnamw GMP EC, a Taike TpeGoBaHNAMMN paspeleHus

Ha cObIT CTpaH HasHa4YeHus.

HaHHan cepwAa ebinyweHa yNonHOMOYEHHbIM NULOM no KauecTBy.

Sanofi GMID: 652976

23.07.2019 / 3nenw BeHapaoy/ Modnuce

Aara/Wms / MNoanucs YNoNHOMOYEHHOTO NULIA NO KAYeCTBY, OTAGN KOHTPONA KayecTsa

079-QA-W-00005_RDO01 (sepcun 6.0}

Crpanmya 1 w3 4



™\ Boehringer
ll

Ingelheim
Tun dopmel KOR43_V2

Ceptudumkar aHanunsa
NA30NBAH TABNETKW 30 Mr, GUS

3aronoBok
Cepuna 944953
Homep marepuana 765302
Homep aHanu3a 19.1058
Homep TectoBoii cneyudmraumum 78863-p510AN0101
Hata npoussoacrea 04.10n.2019
Tecto Cneundmraymna PeayabTar EaVRMUDI

OMNWUCAHWE {Bu3yanbHbIi Kpyraoie, 6easie unn cnerka CooTeeTcTBYET
Tecr) WEeNToro ueeTta TabaeTkn; naockue ¢

[BYX CTOPOH, CO CKOLWEHHbIMK
KPaamu, Ha OAHOW CTOPOHE —
pasaenuTenbHan pucka n
rpaBUPOBKa «67C», BblAaBASHHAA NO
obe CTOpOHbI pasaenuTentHon
PHUCKK, Ha APYroi CTopoHe TaBaeTku
CUMBON PUPMBI.

PACNAAAEMOCTDb He 6onee 15 muHyT. OnpegennaioT CootsercTeyer
BpeMA pacnanaemocTy 6 Tabnetok.
B Tom cny4ae, echmn yepes 15 muH
OAHa UNK ABe TabneTKn He
pacnanyTca, NPOM3BOAAT UCAbITaHNE
eule Ha 12 Tabnetkax. He meHee 16
13 18 ucnbiTaHHbIX TabneTox
AOMHHBI OTBEYATb NPEALABAAEMbIM

TpebosaHuAm
MuHUMYM 00:13 MuH:ceK
MaKkcrumym 00:35 MuH:ceK
NOTEPA B MACCE NPK He 6onee 5,0% 34 %
BbICYLWWBAHWUM
NoanuHHoOCTL
N-A 872 CL (TCX) BenununHa Rf, pasmep, uset n Cooreercrayer

WMHTEHCUMBHOCTb NOTNCLLEHNA
OCHOBHOrO NATHA Ha
XPOMATOrpamme UCnbITYeMoro
pacTeopa AONKHbI COOTBETCTBOBATL
BenuduHe Rf, paamepy, usety u
WHTEHCUBHOCTU NOTAOLWEHWA
OCHOBHOrO NATHA Ha
XpomaTorpamme CTaHAapTHOro
pacTBoOpa aKTMBHOTO BEWecTBa

N-A 872 CL (BIMX) Bpema yaepmreaHWA OCHOBHOMO CooteeTcyeyeT
NUWKa Ha XpomaTorpamme
WCNLITYEMOrO pacTBopa AOMKHD
COOTBETCTBOBATL BPeMeHHU
YAEPHNBAHWA OCHOBHOIO NUKa HA

CepTuomkaT aHanm3a
Nazonsax Tabaetku 30 mr, GUS POF credepuposaH 22 Wion.2019 16:41:44 (CET +2) Ctpannua 2 u3 4



&\ Boehringer
I"II Ingelheim
Tun popmbl KOR43_V2
Ceptudukar aHanusa
NA3ONBAH TABNETKWU 30 MTI, GUS
3aronoBok
Cepua 944953
Homep matepunana 765302
Homep aHanusa 19.1058
Homep TecTosoi cneundukaumm 78863-p510AN0101
Jarta npon3sogcrea 04.W110n.2019
TecTbl Cneundpnrauma Peayabrar Eanunybl
XPOMaToOrpamme CTaHAapPTHOrO
PacTBOpPa aKTUBHOTO BeLLecTBa.
NOCTOPOHHUE MPUMECK
(BIHX)
N-A 873 CL <=0,2% <0,8 %
N-AB 773 XX Huxe nopora
KAMOAR EAUHUYHAA <=0,2% obHapyKeHuA %
HEMAEHTUDULLMPOBAHHAA
MPUMECDH <=0,2% <0,7 %
CYMMA BCEX NPUMECEHN <=0,6% <0,8 %
KOAWMYECTBEHHOE 28,5-31,5 mr B TabneTke 29,6 mr/Tabnetka
ONPEAENEHWNE AKTUBHOIMO
BELLIECTBA N-A 872 CL
PACTBOPEHWE N-A 872 CL TpebosaHne A (n=6) 95 %
Bpema: 15 muH OTCYTCTBYHOT OTAEAbHLIE 3HAYEHHKA, 95 %
Q: 80% meHbwue Q+5% 94 %
{nonactHoit meTon, 97 %
CnekTpodoTOMETPUYECKOE 96 %
onpeaeneHne) 98 %
TpeboBaHnue B (n=12) H.a. %
CpeaHee 3HaYeHne A0AKHO BbiTh H.a. %
6onbLue nan pasHo Q, U OTCYTCTBYIOT H.3. %
OTAE/bHbIE 3HAYEHWUA, MeHblwe Q - H.a3. %
15 % H.a. %
H.a. %
TpebosaHue C {n=24) H.a. %
CpegHee 3HayeHWe SONKHO GbITh H.a. %
6onbwe unu pasHo Q, He 6onee 2 H.a. %
OTASABHBIX 3HAYEHMIA AONKHBI BbITh H.a. %
meHbe G - 15%, u otcyTeTByIOT H.a. %
OTAeNbHbIE 3HaYeHWA, MeHbwWe Q, - H.a. %
25% H.a. %
H.a. %
H.a. %
H.a %
H.a. %
H.a. %
CpegHee: 96 %
CepTuduKat aHanusa
Nazonead rabnerkun 30 mr, GUS POF creHepuposan 22.Mi0n.2019 16:41:44 {CET +2) Crpanuua 3 w3 4



Tun popmbl KOR43_V2

Ceptudukar aHanmsa
NA30NBAH TABJIETKU 30 MT, GUS

=~ Boehringer
II"I Ingelheim

3aronoBsok

Cepua 944953

Homep martepuana 765302

Homep aHanusa 19.1058

Homep TecToBoii cneyuduraymm 78863-p510AN0101

Jata npon3soacTsa 04.10n.2019

Tectoy Cneundukauma Peaynbrar EguHuLbI
QOHOPOAHOCTDL TpebosaHue A (n=10)
AO3NPOBAHMA KpuTtepuit npuemnemoctu (k = 2,4)
He A0N¥HO npeeblwars 15,0
TpebosaHue B (n=30)
Kputepwii npuemaemoctu (k = 2,0)
He AoAXHO npeBbiwate 15,0 1
OTCYTCTBYIOT OTASNbHbIE 3HAYEHUA,
meHbwwue 0,75 M vaun 6onbluive 1,25
M.
Npuemneman seanyuHa (AV) 3,2
MuHUMyM 98,3 %
Makeumym 102,1 %

MWUKPOBWONOMMYECKARA Cneuyudmnkauma Pe3ynbTtarbl

YACTOTA

OBGUWIEE KOAMYECTBO < 10% KOE/r <10 KOE/r

AJPOBHbIX

MWUKPOOPTAHWU3IMOB

(TAMC):

OBbUWLEE KOAWUYECTBO < 102 KOE/r <10 KOE/r

OPOXMKEN/NNECHEBBIX

FPUBOB (TYMC):

ESCHERICHIA COLI Orcyrcteme s 1r He

QnpeaenseTca
nPUMEYAHUA HE NPUMEHUMO
OUEHKA BbINYLWEHO
DATA BbINYCKA 22.10n.2019 16:00:53 (CET +2)
22.M10n.2019 16:40:40 {CET +2

noannchb
MeHeaxep no KOHTPOAKD KauecTsa
DaHHblil cepTudUKaAT aHaNM3a BbINYLLEH aBTOMATUYECKMU M gelicTeyeT 6e3 nognucu.
CepruduKaT aHanusa
JNazonsaH TaGaetku 30 mr, GUS PDF crenepuposaH 22.M0n.2019 16:41:44 (CET +2) Crpannua 4 3 4



Certificate of Conformance

~\ Boehringer
I I W Ingelheim

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 : 944953

BIX@Article No-version : 342983-000

Local Article No : 765302

Bulk Product Article No : 605301

Bulk Product Batch No : 944953

Active Ingredient {(name, amount): Ambroxol Hydrochioride, 30mg/tab
Dosage form : Tablets

Type of primary package : Alu/PVC blister

Package size : 50 Tablets

Quantity of packaged units : 26538

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 N014992/01
78863-p330an0101
78863-p510an0101
04.07.2019

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: 652976.

13,0019 / Eleni Venardo, Dr. /

Tt e R

Date / Name / Signature Qualified Person, Quality Assurance

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



Form Type KOR43 V2

CERTIFICATE OF ANALYSIS LASOLVAN TABLETS 30MG, GUS

BATCH 944953
MATERIAL 765302
NO OF ANALYSIS 19,1058
TESTING SPEC NO 78863-PS10ANO101
MANUFACTURING DATE 04,Jul. 2018
TESTS SPECIFICATIONS RESULTS UNIT
Round, white tablets both faces
fai. with bevelted edges. one face
DESCRIPTION {VISUAL TEST) i :gg;?ﬂ“gggﬁf:‘: i R CONFORMS
other faca is impressed with the
company symbol
ISIN NH ot more than 15 min. Carry oul the
test on 6 sampies If 1 or 2 samplas
fait 16 comply with the requirement, CONFORMS
test a further 12 At least 16 of the
18 samples should comply
MIN 0013 min sec
MAX 0038 min sec
LOSS ON DRYING Not emore than 5.0% 34 %
IDENTIFICATION / IDENTITY
The Rf value, size ensity and
colour of the acwve ingredient
- cbianed with the 1est stlutian
H-A B72 CL{TLC) comesponds 1o the size, intensity CONFORMS
and colour of that oblained with the
standard
The uncorracled retention bme of
the active ingredient in the test
solution must be the same as the CONFORMS

H-AB72 CL{LD)

uncorrected retenyon time of the

active ingredient in the standard
sHulion

CERTIFICATE OF ANALYSIS
LASOLVAN TABLETS 30MG, GUS

PDF generated 22 Jul 2019 16:41:44 (CET+2}

Bochringer
[ngelheim
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Form Type KOR43_V2

MATERIAL 765302
|IBATCH 944953
MANUFACTURING DATE 04.Jul.2019
TESTS SPECIFICATIONS RESULTS UNIT
DEGRADATION PRODUCTS (LC)
N-A 873 CL w0 2% <G08 %
N-A7TIXX =0 2% <LOD %
Each individual unspecified degradation L . o
proguct = 02% Q.07 :
Sum of all degradation preducts «=06% =} 08 "
ACTIVE INGREDIENT CONTENT
N-A 872 CL (LC) 285.31 5 mghablet 298 mgat
DISSOLUTION 95 Y
Q=80% at 15 minutes 95 %
{ Paddie method { spectroph trie Re et o
& quirament A (n=6; a4 %
determination ) Mo individual value showrd be less
than Q + 5% 97 %
9% %o
o8 %
na o
na %
Requrrement B (n=12}
Tne average should be equal to of na %
greataf than Q. and no mdividual na [
value should be less than Q - 15%
na %
na %
na %
na %%
na %
na %
Requrement C [n=24] ra %
The average valua should be equal
1a or greater ihan Q na %
not mora than 2 individual
valuesshould be less than Q-15% na %
and no indivdual valug should be e o
less than Q - 25% ”
na k]
na %
na %
na. %
AVERAGE 95 %

CERTIFICATE OF ANALYSIS
LASOLVAN TABLETS 30MG, GUS

PDF generated; 22.Jul.2019 16:41:44 {CET+2)
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Form Type KOR43_Vv2

-~

Bochringer
Ingelheim

MATERIAL 765302
BATCH 544953
MANUFACTURING DATE 04.Jui.2019
TESTS SPECIFICATIONS RESULTS UNIT
Requrement A (n=10}
The acceptance vaiug (k=2 4) must
not be greater than 15,0
UNIFORMITY OF DOSAGE UNITS (LC)
Requirement B {n=30)
The acceptance valua (k=2 0) must
not be greater than 15 0 and na
ndwidual value 15 lower thary 0 75M
or greatar than 1 25M
ACCEPTANCE VALUE {AV) 32
MINIMUM 983 k.
MA XIMUM 102 1 [
MICROBIOLOGICAL QUALITY SPECIFICATIONS RESULTS
UEEE AEROBIS_AA;I%F;OSIAL EETL Not mare than 10* cluig <10 cfuig
TOTAL COMBINED YEASTSIMOULDS
COUNT (FYMC) Noi more than 107 cfu/g <10 cluig
ESCHERICHIA COLI Absencein 19 Absence
Remarks:
RELEASE DATE 22.Jul.2019
RELEASE TEXT RELEASED
This cenihicate of analysd produced gutomatical'y and is @ so valid without signatures
Proof 1 EUVfelouke! 22.Jul.2019 16:0053 (CET+2)

Approval EUdavari

CERTIFICATE OF ANALYSIS
LASOLVAN TABLETS 30MG. GUS

22.Jul.2019 16:40:40 (CET+2)

PDF generated: 22.Jul 2019 16'41:44 (CET+2)
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