I[EKJIAPAI.[[/IH O COOTBETCTBHA

JEKJIAPAHT, IPUHUMATIOI WM JEKJIAPAITHIO O COOTBETCTBHH
AO "Canogu Poccua"

Ceedenun o pezucmpayuu opeanusayuu: Mesicpaiionnan uncnexyun Pedepanvnoii Hanozoeoh cayxctor No 46 no
2. Mockee 01.01.2008, O'PH 1027739079940, dama npucecerun OFPH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcxas, d. 22. Tenechon/harc: 8 (495) 721-14-00/ 721-14-11
B nuye: I'enepansnotii Oupexmop Monyc O.A.

Hosepennoe nuyo: Knoxosa ¥0.C., dosepennocms 6/n om 01.12.2017

3AABJAAET, YTO

Aexapcmeennoe cpeocmeo: Jlasonean, matnemucu 30 mz 10 wm., ynaxoexu axetixosvie kosmypubie (2), nauxu
| kapmonnwte, PY No IT N0O14992/01 om 16.05.2008 (dama samernsr 01.08.2017) suidano AQ "Canodu Poccus”,
cepus 844955, napmus 69120 ynaxosox, z00en do 31.10.2023, npouzsodcmea Bepunzep Huzenoxaiim Imac
A.E., I'peyus, Boehringer Ingelheim Ellas A.E., 5 th km Paiania-Markopoulo, Koropi Attiki, 19400, Greece,

ko0 OKIIA2 21.20.10.255, xod TH B3] 3004900002, xormpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic
Ne 9085315872 om 04.12.2018

- COOTBETCTBYET TPEGOBAHUSIM
IT NO14992/01-300615 usm. Ne I-2

AEKJIAPAITHMS ITPHHATA HA OCHOBAHHH
npomoxon ucneimarui Ne 37120 om 14.12.2018 H/T 000 HL[ "®PAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC GR.OM08.C30023 om 14.12.2018

Knokora 10.C.
INHCE O.H.0

CBEJEHHUS O PETVICTPALINH

OPT'AH 110 CEPTHOHUKAITNH, SAPETUCTPAPOBABIIHI JEK/JAPALIAIO

| RA.RU.11OM08 OPI'AH 11O CEPTHOHKALIHH TPOJYKLHH OFLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IIEHTP KOHTPOJ/IS KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 9. 4, am. 5, nom. I xom. 1, adpec apezara no

cepmuduiayuu; 115280, POCCHA, 20pod Mocksa, yn. Macmepxoea, 0. 4, am. 5., mex.. (495)758-02-88, geb-
catim: oykx.pe.

AEKJIAP 0 COOTBETCTBUH 3APETHCTPHPOBAHA X POCC RU I-GR.®M08.4.10435/18
JATA 14.12.2018
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Ceptudmukar coorsercTaus

n\ Boehringer
lml Ingelheim

SepuHrep Wrensxailm Snnac AE
5-biik 1 Taitanua-Mapkonayno
19400 Koponw, MNpewua

“KoMnanus, OCyLIecTeNsIoWan BanyCKalowmi

KOHTPOJb XaJecTEa;
HaumenoBanue npoaykra:

bepunrep Unrenexaim Innac AE

NA3ONBAH Ta6netkn 30 mr 20 TaBnetok GUS

Cepun Ne: 844955

BIX@ SKU Homep-sepcus: 391016-000
Nokanbbii aprukyn Ne: 765301

ApTHKYN HepachacosaHHOrO NPOAYKTa. 605301 -
Homep cepun vepacdacoeanHoro ApPoAYyKTa; 844955

AKTVBHBIH MHIPEANEHT (HaWMEHOBaHMe,
KONW4eCcTBO):
JlexapcreeHHan dopma:

Tun nepsuYHON ynakoekw:

Pasmep ynakosku:

Konuuectao ynakosanHuix egqunmny;
UmnopTupyowasn crpana:
dacoBumk:

pon3BoACTBEHHAER NUUEHINS:
MpowseoaguTens:
Peructpauuontoe yaocrosepenne:
MpounsaopacTeeHHan cneyndukayua;
Tectosan cneundukaums:

Lara nponasoacrea:

fogen po:

3anBnenve o cepruduxayum:

AmbBpokcona ruapoxnopua, 30 Mr B TabneTke
TabneTiu

AnoMuHuesuiid/NBX Gnuctep

20 Tabnetok

69120

Poccwitckas Pepepayun
Bepwirep Wnrenexadm 3nnac AE
0000000003718/

Bepunrep UHrenbxaiim 3nnac AE
M N014992/04
78863-p330an0101
78863-p510an0101

27.10.2018

31.10.2023

HacToAwmMm noaTeepxaalo, 4To Bee aTansi NPOM3BOACTRA BKaHHOW NApTWK rOTOROH NPORYKLUK
BLINONHEHb! B NONHOM COOTRETCTBUM ¢ TpeGosanuamu GMP EC, a Takke TpeSoeaxuaAMK paspelLeHus

Ha cObIT CTPaH HasHaveHns.

DaHHan cepun BLINYLUEHA YNONHOMOYEHHLIM NIULIOM NO Kavecray.

Sanofi GMID: 652974

20.11.2018 / Onenn Benapaoy/ Modnucs

Aata / Ums / Nopnnce ynonHOMONERHOro Niuya no Ka4ecTry, OTAEN KOHTRONA KAYeCTBa

078-QA-W-00005_RD01 (sepcua 6.0)




Y\ Boehringer
l"l Ingelheim

Ceptudukar aHanusa
NA3ONBAH TABNETKH 30 MF, GUS

Jaronosok
Cepua 844955
Homep marepuana 765301
Homep aHanuza 18.1114
Homep TectoBoit cneundurayun 78863-p510AN0101
Aara npouseogcraa 27.0kT1.2018
Tecrol Cneumdurauma Pesynprar EanHULDbI
ONMUCAHUE {ensyaneHoii Kpyrabie, 6envie wan caerxa Cooreercreyer
TecT) KENTOro yeera TabneTiu; nnockue ¢
ABYX CTOPOH, €O CKOWEHHLIMK
Kparmu, H2 0AROIA cTOpOHe —
paspenuTencHan pucKa u
TpaBupoeKa «67C», BbIAIBNEHHAA NO
06e CTOPOHbI pasaenuTenbHON
PUCKW, Ha BPYroi CTopoHe TabneTku
CUMBOA GUPMBI.
PACRAJAEMOCTD He Bonee 15 munyr. Onpenennior Coorsevcrayer
BpeMA pacnagaemoctu 6 Tabnerox.
B Tom cnyuae, ecam yepes 15 muu
OAHa UAK aBe TabneTin He
pacnaayTca, NPOMIBOAAT UCNLITAHME
ewe Ha 12 rabaerrax. He mexee 16
13 18 ucnbiTaHHbIX TabneTok
AOKHBI OTBEYATL NPEABABAREMEIM
TpeboBaHrAM
MuHUmyMm 00:13 Mum:.cex
MaKkcumym 00:27 Mun:cex
NOTEPA 8 MACCE NPH He Bonee 5,0% 3,1 %
BbICYLUIABAHWA
AopAMHHOCTL
N-A 872 CL (TCX) Benuunna Rf, paamep, uset u CoorseTcTBYRY

HHTEHCHBHOCTL NOTACWEHNA
OCHOBHOI'O NATHA Ha
XPOMATOrpamme MCNLITYEMOTO
PacTeopa AONKHBI COOTBETCTBOBATS
senuuuHe Rf, pasmepy, userty u
MHTEHCUBHOCTH NOTADLUEHUA
OCHOBHOID NATHA Ha
XPOMATOrpamme CTaHAIPTHOTO
pacT8opa aKTUBHOID BelLeCcTsa

N-A 872 CL (BIX) Bpema yaepXinBaHua OCHOBHOTO Coorsercrayer
NUKa Ha xpomarorpamme
HCMBITYEMOTO pacTBopa AOAMHO

COOTBETCTBOBATL BPEMEHH

Ceprudurar ananusa
Nasonean Tabretun 30 mr, GUS PDF creHepuposan 20.Hor6.2018 12:47:07 (CET +1)




Ceprudukar avanmsa

NA3ONBAH TABJIETKW 30 MTI, GUS

~\ Boehringer
|||l| Ingetheim

3aronosox
Cepusn 844955
Homep marepuana 765301
Homep aHannsa 18.1114
Homep TecToroi cneundusraum 78863-p510AN0101
fava npouszsopncTea 27.0Kk71.2018
Tectml Cneuynduraymna Pesynbrar EaMHMLDI
YAEPHUBAHUA OCHOBHOTO NUKA Ha
XpomaTorpamMme CTaHAapTHOrO
PacTsOpa AKTUBHOIO BELLECTEa.
NOCTOPOHHUE NPUMECH
(BIMX)
N-A873CL <= 0,2% 0,1 %
N-AB 773 XX <=0,2% He oGHapymeH %
KAMOAA EQUHNYHAR <=0,2% 0,0 %
HEWAEHTUOULMPOBAHHAA
MPUMECH
CYMMA BCEX NPUMECEA <=0,6% 0,1 %
KONWYECTBEHHOE 28,5-31,5 mr B Tabnete 29,4 mr/rabnerka
ONPEAENEHUE AKTUBHOFO
BELH{ECTBA N-A 872 CL
PACTBOPEHME N-A 872 CL Tpebosanne A (n=6) 101 %
Bpems: 15 MuH OTcyreTayIoT OTASAbLHBE SHAYEHKA, 102 %
Q: 80% MeHswmue Q+5% 101 %
(nonacrHoii meroga, 10 %
CNerTpodoTOMETPUUECKOE 100 %
onpeaenerne) 100 %
Tpebosanue B {n=12) H.a, %
CpepHee 3HaYeHHe RONNHO GbiTe H.3. %
Gonbwe UM pasHo Q, M OTCYTCTBYIOT H.a. %
OTAENbHbIE 3HAYEHHA, MeHblUKe Q - H.a. %
15% H.a. %
H.a, %
Tpeboearue C {n=24) H.a. %
CpepHee aHauenune QOMKHO GbiTh H.3. %
6onbwe unu pasto Q, He 6onee 2 H.3. %
OTAENBHLIX 3HAYEHHH AOMKHBI GbITh H.a. %
meHstue Q - 15%, 1 otcyrerayior H.a. %
OTACABHBIE 3HAYEHWA, MeHbluMe () - H.a. %
25% H.3. %
H.a. %
H.2. %
H.2 %
H.a, %
Ceptudmrar avannsa

Nazonsan Tabnetu 30 mr, GUS

PDF creqepuposan 20.Hon6.2018 12:47:07 (CET +1)
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Ceptuduxar akannsa
NA3ONBAH TABNETKW 30 MT, GUS
3aronosok
Cepun 844955
Homep matepuana 765301
Homep aHannza 18.1114
Homep tecrosoii cneumdmraymn 78863-p510AN0101
Aata nponssogcrea 27.0x1.2018
Tectot Cneyudmnkauna Peaynbrar EaMHMLDI
H.a. %
CpepHee: 101 %
OAHOPOAHOCTD Tpebosanue A (n=10)
LO3NPOBAHUA KpwTepnii npuemnemoctu (k = 2,4)
He ACAKHO Npesblwats 15,0
Tpebosanue B (n=30)
Kpwurepuii npuemnemoct {k = 2,0)
He A0AXHO npesbiwaTL 15,0 1
OTCYTCTBYIOT OTAENbHBIE 3HAYEHUA,
meHbuwie 0,75 M uau Gonvwme 1,25
M.
Mpuemneman senmumnna (AV) 3,1
MuHuMym 96,1 %
Makcumym 98,1 %
MHWKPOBMONOMMYECKAA Cneundurayma PesyauTarsl
YUCTOTA
OBLUEE KONUMECTBO < 10° KOE/r <10 KOE/r
A3POBHbIX
MWKPOCPIAHU3MOB
{TAMC):
OBLUEE KOMUYECTBO € 10° KOE/r <10 KOE/r
APOXKEN/NAECHEBbIX
rPUBOB [TYMC):
ESCHERICHIA COLUI Orcyrctemnes 17 He
onpeagenaeTca
NPUMEYAHUA HE NPUMEHUMO
OUEHKA BbiNyLeHo
AATA BbINYCKA 20.Hon6.2018
noANUCH MeHegkep no koHTPORO KauecTsa 20.Hon6.2018

AaHHbIA cepTUdNKAT aHaNU3a BLINYLLEH ABTOMATMNECKM 1 Aewcreyer 6e3 nognucu.

Ceptudukart ananmaa
Na3onean Tabnetun 30 mr, GUS

PDF crerepuposan 20.Hor6.2018 12:47:07 (CET +1)




Certificate of Conformance

=\ Boehringer
|”|| Ingelheim

Boehringer Ingelheim Ellas AE
5" km Paiania-Markopoulo
19400 Koropt, Greece

Releasing Company :
Product Name :

Boehringer Ingelheim GR Koropi
LASOLVAN 30MG 20 TABLETS GUS

Batch No : B44955

BIX@Article No-version : 391016-000

Local Article No : 765301

Bulk Product Article No ; 605301

Bufk Product Batch No : 844955

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 : 69120

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 Ingetheim Ellas AE
P N 014992/01
78863-p330an0101
78863-p510an0101
27.10.2018

31.10.2023

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.

b (4 e g / Eleni Venardou, Dr. /

w—r to

Date / Name / Signature Qualified Person, Quality Assurznce

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




FormType  KOR43_V2 (’: Bachringer
Iml Ingelheim

CERTIFICATE OF ANALYSIS LASOLVAN TABLETS 30MG, GUS

BATCH B44955
MATERIAL 785301
[HD OF ANALYSIS 168.1114
ITESTING SPEC N 78863-P510ANO101
MANUFACTURING DATE 27.0¢ct.2018
TESTS SPECIFICATIONS RESULTS URIT
Rownd whis tabists broth faces
Tl with boveled  ogges, one ‘ace
N 1 SC0°8C BN IMpres8ea wrth "BIC”
ICECRIPTION [VISUAL TEST) 20ve and below oy Aore: thg CONFORME
SRS LASA 15 1Ty e ssed wir the
cuipany symup:.
OISTEGRATION TIRE . mase tian 15 man Cany oul the
sl o 6 samptes If 1 o0 2 ganyves
fad 49 COMpty wilh B0 tequnemEnt. CONFORMS
ierL A farmgr 12 Arbeasi 16 of he
14 sanyves shoukd Lonply
LN {0.13 Tivn 588
S MAX 027 L B
LOSS ON DRYING Noi nuwa than 5 (% 3 %
'DENTIFICATION | IDENTITY
Tue Rt vatue 5ze, misns 1y ana
celour of tha active ingredien
- . ahaned with e lest solut on =
H-A 872 CL LG “onespords o the s ze. sunsty CONFORMS
273 0T of thal pbtained wilh the
stadard
Tne uacotiecied retennon ma of
FHe ALbve ingredient o Ing 1as1
’ “ g= S0kLON LGN D8 198 3arie as Ibe P Ty
NARIECE G ANZOTTOCLEN “BIenkon o of the CONFORMS
Aclve igreduenl A the stundad
solien

CERTIFICATE OF ANALYSIS

LASOLVAN TABLETS 30MG. GUS PDF generated: 20.Nov 2018 12:47:07 (CET+1) Page 1 0of 3




Form Type KOQR43 V2

SN
Gl

MATERIAL 765301
BATCH 844055
MANUFACTURING DATE £7.0c1.2018
TESTS SPECIFICATIONS RESULTS UNIT
DEGRADATION PRODUCTS (LC)
N-AETICL wef) 2%, 0% "
HN-A 273 XX <ol 7o ! i e
Each ncasdugl wsgecd ¢d degtadat on cat - .
Broduyci ? *0:2% ex !
S of all Jegraganon produsis <a fl ke 01 b
ACTIVE INGREDIENT CONTENT
N-A B/ CLLCY 2R 5. 2315 ryglaie g ingfah
DiSSOLUTIDON th "
Q=80% at #5 minules 02 *
{ Pagdie method [ cpeciropholomelric Raqueement A (negy w01 5
determination ) Na sl valie shoukt ba tess
Han ()« % w1 b}
it b
Lr0 *
nE )
ta %
Requirement 8 (he1Zj
1%:@ avetdge shoud be ¢nqual i or "a =
stealvt han O and noondwidue? nu L%
vaks SEOAC e less thaa O - 15%
LY %
na "
ay *%
na L]
na "
fna %
Requirement C (nx24) va 3
19w average va ve should be equai '
1 0F greate than Q. na %
not more than 2 ndw dual -
vAUGSFNOUI ba lexs than Q-15% L] ]
and atunoendn’ valon sherid o L L
tess nar O - 254
LY "%
na a
na S
Y =
AVERAGE ] )

CERTIFICATE OF ANALYSIS

LASOLVAN TABLETS 30MG, GUS

POF generaled. 20.Nov 2018 12.47.07 [CET+1)

Page 2 of 3




Form Type  KOR43_v2 i) Bochringer
l”ll fupetheim

MATERIAL 765301
BATCH 844955
MANUFACTURING DATE 27.0¢1.2018

TESTS SPECIFICATIONS RESULYS umy

Regumament A gretl |
T4 acceptancy value [hr2 4)rust
01 b& yroater than 15
UNIFORMITY OF DOSAGE UNITS (LC}

Ruguremgnt B 1n:30;

Tre acceplanie vahse (k=2 G} mus:
0l bk grealer than 159 aid no
nd vausl va'ue s fower Lian O 1504
ur grealer than 1 25

ACTEPTANCE VALUE [AV] EX|
MIRIMUM 6 & %
A 81 LY
MICROBIOLOGICAL QUALITY SPECIFICATIONS REEULTS
ToTAL “Rm'g;::,‘é';m”‘l CounT hiot meee han 10 2fug < ol
TolAL Sl ;ﬂ:&g)sumos Not move than 10° clo’g S
ESCHERICHIACOL) Abtange ;T g Absence
Remarks: “a
I RELEASE DATE I 20.Nov.2018 ]
I RELEASE TEXT | RELEASED ]
Thes cervheate of analyss prodeced Adtoabeally 2nG 13 also vakE witho.t sgratres
Proof 1 EUteloukel 20 Nov.2018 10:05:58 (CET+1 )
Approval EWdavan 20.Nov 2018 12:46:09 (CET+1)

CERTIFICATE OF ANALYSIS
LASOLVAN TABLETS 30MG, GUS PDF generated: 20 Nov 2018 12:47.07 ICET+1) Page 3 of 3




