Delpharm Reims

10 rue Colonel Charbonncaux, '\
51100 Reims, France
Heandapm Peiivc

10 pro Kosnone:s [lapboxno,
51100 Pelimc, Ppanuis

Certificate of Quality
Cepruadikar Sxocti

Manufacturing Authorisation number/Homep Jinensii Ha eupofGHHUTBO: M15/292

LASOLVANG®), tablets 30 mg
JA30QJIBAH®, tabaerku no 30 mr

Importing country/KpaibBa-iMmnoprep: Ukraine/Ykpaina
Couniry of Manufacture/Kpaina-upofusk:  France/®pauiia
Active ingredient/ AKTHRHMIT IHI'PE/TIERT: ambroxol hydrochloride 30 mg/ab /

ambBpoxcoiry rigpoxaopuay 30 mMr/Tabnerui

Marketing Authorisation Number: UA/3430/03/01
Peecrpauiitsic MocBinuenss: UA/3430/03/01

Type, size and completeness of the package: 10 tablets in a blister; 5 blisters in a carton box labelled in the
Ukrainian language

By, po3Mip Ta KOMIUIEKTHICTh ynakopkp: no 10 Tabmerok y GnicTepi; mo 5 Buicrepis B KapTOHHIH Kopobui 3
MAPKYBaIHAM YKPATIICEKOK MOBORO.

Batch number/Homep cepii: 222431
Date of Manufacture//Jata supobunirra: 02/2022
Date of Expiry/LIppnarunii no: 01/2025

Batch size/Poamip cepil: 29.696  packs / ynmakoBox

Certification statement:

1 hereby certify that the stated information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above-mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications lo Marketing Authorisation of the
registration dossier of the importing country. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP

Ceigourso ceprupixamii:

TInM 3aTBEP/IKY 10, IO HABE(CHa (HhOpMALIA € A0CTOBIPHO Ta TOWHOIO. Lo Cepito npoyxulii Oy/1¢ BATOTORITEHO,
BKATOYHO 11aKYBAHHS/MAPKYBAHHSI TA KOHTPOJb SKOCTI, HA BHUIIE3a3HAUCHIH BUpOOHM4IH JMINARLI (-aX) y UOBHIH
ginnoeinpocri Buvoram GMP, Bumoram 3aTBCP/DKENNM JTOKAEHUM PCTYIITOPHWM  OpPraHOM, a Takoi y
BinosixHOCT 10 cietmdikauiii o PeecTpatiiinore MOcRiuesHs, MO MICTATRCS B peecTPAllifioMy A0CHE Kpailiu-
immoprepa. TIpoTokonn BHPOGHMITRE, AKYBAHIS Ta AOCLIIDKCIHA BynW neperisHyTi Ta BIAIIOBLIAIOT), BHMOIAM
GMP.

Cropinka 135 COQ-715616-V01



HEPXKIIIKCITY KBA
AEPKABHA CJHVYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIH OBJIACTI

npocnekT Banepis JlobanoBcskoro, 51, M. Kiis, 03110, Tem/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https.//www.dls.gov.ua, Koxg €IPTIOY 37078774

BHCHOBOK
Npo SAKICTH BBE3€HOI0 B YKpaiHy JTiKapchbKOro 3acody

28.10.2022 Ne 45659/22/10

JA3OJ/IBAH®

(HaliMeHyBaHHA TiKapchKOTO 3aco8y 3riJHO 3 peecTpaliliElIM NOCRITIEHHAM)
TadaeTku 1o 30 mr; mo 10 Tadaerok y daictepi; mo 5 daicrepip y kapToHHil Kopoodui

{thopMa BINYCKY, JOIYBAMHS, BILT NAKYBAMLA ILKAPCHKOTO 3ac0o0y)
HoMep peectpauiiinoro mocsimserns UA/3430/03/01 ctpox aii peectpaniiinoro nocsimuenns 01.01.2099
Cepis mikapceKoro zacoby Ne 222431 KinnKicTh BBe3eHOr0 NMikapchkoro 3acody 10240

Bupotuux Henbapm Peiimce, @paniiis

{HaiiMeHYBaHHS BIIPOOHIIKA IKAPCEKOTO 3ac00Y, KpalHa IOXOKeHHA)

BreseHo B YEpaiHy ToBapucTBO 3 OﬁME}KeHOIO sinnosinannuicTio "OIIEJLTA
XEJICKEA YKPAIHA", inenr. xox: 43726391

{HaiiMeHyBaHHS Ta Ko 3a €JIPIIOY ophamEel ocodll ado NpizRuImg, iM'a, o HaTEKOE] PizuHO]
©CODII - MiTOpIeMI, ii Miclle NPoKIBAHHA TA peccTpaliliHIIT HoMep 00:Tik0BCI KAPTKII NIATHIIKA
TIONATKIE 200 cepif Ta HoMep NacmopTa)

IIpoToxen BisyanbHoro korTpo.o Big 25.10.2022 N 2787/8.

3a  pe3ynpTAaTAMII JepAKABHOIC KOHTIPOMIO BCTaHOBIEHO, IO IKApChKIOI 3acid BBesgHe B YKpaiHy 3

AOTPHMAHHAM BIMOT 3aK0HOJABCTBA 00 3a0e3MeUeHHA AKOCT] TKapChKHX 3ac00iB.
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Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Jdensbapm Peiimc

10 pro Koanodens Llapbowio,
51100 Peitmc, ®paditis

Certificate of Quality
Ceprudikar Sxocri

LASOLVANG®), tablets 30 mg
JA30JIBAH®, TabaeTkn no 30 mr

Batch number/Homep cepii: 222431 Number of analysis/Homep anamisy: 413863
Test - i i Speci&cation i Test result —U:nit N
BunpoGysaHHA Crenmdikauis Pesynsrar OauHuui
Disintegration time Not more than 15 min

ey oo Ml —

requirement, test a further 12. At least 16
of the 18 samples shonld comply with
the requirement

(1-1-1-1-1-1)

Poznaa He Gutbine 15 XBHIHH.
Auaniz nposonate Ha 6 TabneTkax.
Slkmo 1 abo 2 3paska He BiANOBiAAOTD Binnosigae
BHMOTAM, B NOOANBIIOMY aHATi3
mpoeoasaTsh Ha 12 TalmeTkax. (1-1-1-1-1-1)

Tpunabivui, 16 3 18 3paskis NOBHEHI
BiANOBINATH BHMOraM.

Resistance to crushing Not less than 30 N 60 N
(determined on 10 tablets)
CriliKicTs 30 po3IaBNIOBAHHA He Menme, mix 30 H 60 H

(su3HavaroTH Ha 10 TabmeTkax)
Active ingredient degradation

(HPLC)
N-A 873 CL <0.2% <0.10 %
N-AB 773 XX <02% <0.10 %
Any unspecified <020 o
degradation product =020% <010 %
Total degradation <0.6% <0.10 %
products

Po3nan AKTHBHOTO iHTpeRieHTyY

(BEPX)
N-A 873 CL =02% <0.10 %
N-AB 773 XX =0.2% <010 %
KorieH okpemni <0.2% <010 %
HecHeuHdivenii NpoAYKT
Cyma Beix mpoayKTiB <0.6% <0.10 %
poinany

Active ingredient content
Ambroxol hydrochloride 28.5 — 31.5 mg/tablet 20.7 mg/tablet

(N-A 872 CL) (HPLC)
KinkKkicHeé BHIHAYEHHA AKTHBHOTO

iHrpegicHTy B ,
AMBpoIKcCony FipOXTOPHL 28.5 — 31.5 Mr/TabneTky 297 MriTabneTky
(N-A 872 CL) (BEFX)

Cropinka 33 5 COQ-715616-V01



Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Henwvpapm Peiime

10 pro Kononens Llapbotino,
51100 Peiime, Dpannis

<

DELPHARM

Certificate of Quality
Ceprudikar SxocTi

Batch number/Honmep cepil: 222431

LASOLVAN®, tablets 30 mg

JA3SOJBAH®, Tabaerku no 30 Mr

Reims

Number of analysis/Homep aHanisy: 413863

Test Specification Test result Unit
Bunpo6yBanas Crneupdikanisa PesynbTar OnuHuLi
OgHopianicTh 1030BaHMX oAHHHIL  Bumora A (n= 10) Bignosigae

N-A 872 CL (BEPX) Kpwrepiii ponycrumocti (k = 2.4) He Kpurepiit

Microbiological quality *
Total acrobic microbial
count (TAMC)
Total combined
yeasts/moulds count
(TYMC)
Escherichia coli
MikpoBionoritna uncrora*™
JaraubHe YHCNo AepoSHHX
mikpoopranizmie (TAMC)
3aranbHe wACI0
ApDKIKOBHX T4 NUHCHABHX
mikpoopranizmis (TYMC)
Escherichia coli

niosunen 6ytn GinsmmM 15.0.
Bumora B (n= 30)

Kpurepiti gomyctumocti (k= 2.0) He
nosHHeH 6yTa Ginkmim 15.0 i xonne
iHAMBiMyanbHe 3HAYSHAA He MOBHHHE
6yTa Menwe 0.75M i Ginewe 1.25M.

< 10* CFU/g
< 102 CFU/g
Absence in 1g

< 10° XVO/r

<10* KYO/T

Biacyruicts B 1T

JOMycTHMOCT] =2,7
(102,0-99,1-98,9-99,8-

100,2-100,8-100,1-
99,1-98,1-99,3)

Not analyzed

Not analyzed
Not analyzed

He ananizyBanochk

He ananizyBanock

He ananizyBamoce

CFU/g

CFU/g

KVOr

KYO/fr

Remarks/TIpuMiTiH:

*KOHTPOMIOIOTH TIEpilli 5 cepild, Aani — He MeHIe 2-X cepiif Ha pik.
In the event of any discrepancies or doubt between English and Ukrainian language
versions, the English langnage version shall prevail. /
Y pasi Gyme-axux posbixHocTeH a60 CymHiBiB MiK Bepcimvu AHTMACHKOIO Ta

YKPATHCHKOK MOBAMH TIEPEBAKHY CIUTY Mac Bepcia aHIMiHCEKOIO MOBOIO.

*Test is providing for the first 5 product batches then, not less than 2 batches per year.

Result/Pe3yneTar:

Released and certified /Banymeno Ta cepradirkosasno

(Date of RELEASE)/(Jata BHITYCKY): ZFC(2-
Métarie HILYNHL /"

Date of CoQ signature / lata miarnmcy CA:

Qualified Person / YnosHopaxeHa ocoba:

(Name, signature) / (IM’ 51, mignuc)

05 AVR, 2022

Cropinka 53 5

COQ-715616-V01



Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Henndapy Peiimc

10 pro Kosonens 11lapbonno,
51100 Pcrive, @panuis

Certificate of Quality
Ceprudikar Hkocri

LASOLVANG®, tablets 30 mg

JA3OQOJIBAH®, ratnerku mo 30 mr

Batch number/Hovep cepii: 222431

Number of analysis/Homep ananisy: 413863

Test Specification Test result Unit
Bunpofysauns Creuudikauisa Peaynutar Onuanul
Dissolution * Time: 15 min. Not analyzed

(Paddle method/
Spectrophotometric determination)
N-A 872 CL

Posunnenns *

{JlonaTesuii MeTOL/

CrexrpotoTOMETPHUHE BU3HAUCHH)
N-A 872 CL

Uniformity of dosage units
N-A 872 CL (1IPL.C)

Cropinxa 4 3 3

Q: 80%

Requirement A (n = &)

No individual value should be less than
Q+ 5%.

Requirement B (n =12)

The average should be equal 1o or greater
than Q, and no individual value should
be less than Q - 15%.

Requirement C (n = 24)

The average should be cqual to or preater
than Q, not more than 2 individual values
should be less than Q - 15% and no
individual value should be less than

Q - 25%.

Tac 15 x&.

Q: 80 %

Bamora A (n = 6)

Homne inauriayaisHe 3HA4CHHA HE
MOBKHHO §yTH MEHIIHM Q + 5%.
Bumoru B (n=12)

Cepenne 3suaueHHA NOBUHHO ByTH
piBEKM afio BLIbKUM Hix (), XoaHe
OKXpeME 3TIa9EHHA HC TIORMHHO ByTH
MeHmnM Hig Q - 15%.

Bumora C (n=24)

CepedHe 3Ha4YCHHA [IOBEHHO Gy TH
pisamM abo Ginbniam Hix Q, ne Ginsue
nix 2 OKpeMMX 3H24CHHA HE MOXKYTh
6yTH MeHiuuMH Q - 15% T2 woHe
OKpeMe 3HAYEHHs HO TOBHHHO OYTH
senme Q - 25%.

Requircment A (n— 10)

The acceptance value (k — 2.4) must not
be greater than 15.0.

Requirement B (n = 30)

The acceptance value (k — 2.0} must not
be greater than 15.0 and no individual
valuc is lower than 0.75M or greater than
1.25M.

He anamizyeanoch

Conforms
AV=27

(102,0-89,1-98,9-99 8-

100,2-100,8-100.1-
99,1-98,1-99.3)

COQ-715616-V01



Delpharm Retms

10 rue Colonel Charbonneaux,
51100 Reims, France
Jensdapm Peiimc

10 pro Konosene Llap6oino,
51100 Peitmc, Mpannis

Certificate of Quality
Ceprudikar Axocri

LASOLVANG®, tablets 30 mg
JA3OJBAH®, rataerku no 30 mr

Batch number/Homep cepii: 222431 Number of analysis/Homep ananizy: 413863
Test Specification Test result Unit
BunpoGysaHHa Cnemmdikantis Pesynbrat Oauuuii
Description Round, white tablets, both faces are flat,
with bevelled edges. One face is scored
Conforms

and impressed with “67C” above and
below the score.
Onue Kpyuii, 6ini TaGneTku, mwiocki 3 060x
CTOPpiH, 3i CKOLEHHME KPaAMH; Ha oaHil
¢TopoHi TaGneTk — HaciuKa Ta Biznopinae
MapKyBauHs “67C” no o0uasa Goku
Haci4KH.
Dimensions diameter; 9.0 — 9.2 mm 9.1 mm
thickness: 2.7 — 3.1 mm 9
(determined on 10 tablets) )
Po3mipn niameTp: 9.0 — 9.2 MM 9.1 MM
TopiOMHA: 2.7 — 3.1 MM 2.9
(y3HauaroTh Ha 10 Tabnerxax) ’

mm

MM

1dentification of

N-A 872 CL (TLCO) The Rf value of the active ingredient
obtained with the test solution
corresponds to that obtained with the
standard solution

N-A 872 CL {HPLC) The uncorrected retention time of the
active ingredient in the test solution must
be the same as the uncorrected retention Conforms
time of the active ingredient in the
standard solution

Conforms

InenTndixanin
N-A 872 CL (TLIX) 3naveHHa Rf axrneHoro inrpegicHTa,
OTPUMaHE ¥ AOCHIAXYBAHOMY PO3UHHI,
BiAmoBinac 3HaueHHO R, oTpMaHoMY B
CTAHIAPTHOMY PO3YHHI
N-A 872 CL (BEPX) HexopeKToBaHMI{ ac yTPUMaHHA
AKTHBHOTO iHTpeaicHTa ¥
AOCTAKYBAROMY PO3IHHI HOBHHEH
BINIOBIIATH HEKOPEKTOBAHOMY Hacy
YTpHMaHHA AKTHBHOTO iHTpelicHTa B
CTARTAPTHOMY PO3YHHI
Loss on drying not more than 5.0 % 3.5 %
Brpata B Maci npu BHCYLIYBAHHI He Gimsmte Hix 5.0 % 3.5 %

Bianosipgae

Binnorigae

CropiHka 23 5 COQ-715616-V01
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AEPIIIKCIIYKBA VKPATHA
AEPIKABHA CJIYIKBA 3 JIIKA PCHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMU Y KHIBCLKII OBJIACTI

fipocniext Banepia JloGanoscbioro, 51, m. tuie, 03110, ren/(paxe: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox CAPIIOY 37078774

BUCHOBOK

PO SAKICTH BBE3CHOIO B Ykpaiuy sikapenkoro 3acoby

13.04.2020 Ne 19824/20/10

JIASOJIBAH®

(uakivcHysaris nicapeskoro 30c08y UG 3 peecTpanifnmum HOCBIAUCHIINM )
Tabneriu no 30 mr, no 10 tabreror Y duticrepi; no 5 GuticTepis y kaprouniii Kopobui
{(hopuia sanycky, ao3ypanng, sy TIAKYDAUHI JIKAPCLIOrO sacoly)

Homep pecctpaniiinoro nocsinuenns UA/3430/03/01 CTPOK AT peecTpauiitioro nocsixuenns 01.01.2099

Cepin nikapenkoro sacofy Ne 945238 Kinsiicrs Besenioro nikapesioro sacoby 27021
Bupodink Bepinrep Inremxaiiv Ennac AE, T'penis

(nakimenysainsg BupoGimxa sikapeskore sacody, kpaliua noxaeRens)

Bzeseno 8 Yipainy Tosapuerpo 3 odmexenow pianosizansmicro "CAHO®I-ABEHTIC
YKPAIHA", inenr. vox: 35648623

(Halmenysanny 1a ko 3a CIPTIOV LOPHARYHOT 0co0H a0 NpissuLIc, iv', 10 Harskon] Pizunol
0coBH - nijupremus, T nicie NPOMKBAHIA T4 peecTpaniiiiuti nomep obnikonoi KapTRH JaTiHK:
nosatkin abo cepis a HOMED [1acnopm)

[tporoxon sisyansuoro konrponio sin 09.04.2020 e 1206/5.

3a  peszyncTatamu ACPIABHOTO  KOHTPOMIO  BCTAHOBAGHO, Lo nikapebinit  3acif  nsesehHo © Yxpainy 3

JOTPHMAHHAM sumor 3AKCHOAABCTER WOoAC 3a6e3neueHiy iKoCT] nikapeskux 3acobip.

f_,:y n ‘=.M i i )
Szlcfrylsziz AUAITEHIKA By
HepaucaBnol eifystn 3 JiiKapCHKUX 3ac06iB
a KOHTPOINE 32 HAPKOTHKAMH ¥ KHiBchkisi ; /
obnacti - | ) el %/

3ybapera H.B.

L ,
B ; e N g 3 i :
nocé AOBE-0c0fa oprany ne DIKABHOTO KONTPOIIO nmianuc)
"3:\ w2, “\k W}/’l 2

W TR npizsinne)

R




20

5th km Patania-Markopoulo, Koropi Attiki 19400,

‘ Buehrmger
Greece l lh
5-i xm llaftanna-Mapkonoyno, Koponun Atuka 19400, i Inge EIITI
Cpewns Boehringer Ingelheim Ellas A E.
Fel: +30 210 6684 000, Fax: +30 210 6623 905 bepunrep Unrenpxaiim Dnnac AE.

Certificate of Quality
Cepruduxar Kavecrsa

Manufacturing Authorisation number/Homep nuuensnu #a nponssoacreo:  §000000003/19/01

Product: LASOLVAN®, tablets 30 mg
IIpenapar: JIASOJIBAH®, Tabaerku no 30 mr

Importing country/MMnoprupytowas crpana: Ukraine/Ykpanna
Country of Manufacture/CrpaHa-npoussoanrens: Greece/l peuns

Active ingredient/ AxruBHbIl HArpeauenT: ambroxol hydrochloride 30 mg/tab /
amOpoxcona ruapoxsopua 30 mr/tTabneTky

Marketing Authorisation Number: UA/3430/03/0]
Peructpauuonnoe ceuperenscrso: UA/3430/03/01

Type of the package: 10 tablets in a blister; 5 blisters in a carton box labelled in Ukrainian language
Vnakoeka: no 10 Tabnerox B 6Gaucrepe; 110 S G1UCTEpOR B KAPTOHHOW KOPOOKE ¢ MaPKUPOBKOH Ha YKPAUHCKOM
3bIKE

Batch number/Homep cepun: 945238
Date of Manufacture//lara npoussoacrea: 20/09/2019
Date of Expiry/T'onen no: 09/2024

Batch size/Pa3amep cepun: 27021 packs / ynakoBok

Certification statement:

I hereby certify that the stated information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications to Marketing Authorisation of the
registration dossier of the importing country. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP

CBHIEeTENLCTBO 0 cepTUGHRANNT:

DTUM f TOATBEPIKIAND, YTO HpMBGAQHHdﬂ NHQOPMALHA ABIAETCH JOCTOBEPHOH U FO¢
OLUIO NPOH3BEACHO, BKIIOUAS YTIAKOBKY / MAPKHPOBKY M KOHTPOJIb Ka4ecTBa Ha ssz,h;mynowmﬁg
NOJIHOM COOTBETCTBUU ¢ TpeforaHusMU GMP, YCTA4HOBJIEHHBIMH MECTHBIM pe(vm{mpgmv:
COOTBETCTBUM CO ciienudukanusvn Kk PerncrpaunontoMy CBHIAETENLCTBY, CO,%%}}!\“@IHI eds
H0cke cTpaHbl-umrioprepa. [TpoToKosIbl NPOU3BOACTEA, YITAKOBKH W aHAIM30B Obl}i‘%“}f r{»’?ec;mmpeﬂm

oty

coorsercTBue GMP 3 s

Crpanuna 1 n3 6 7




5th km Paiania-Markopoulo, Koropi Attiki 19400,

Greece

5-11 km [Taitanna-Mapkonoyno, Koporiu Atika 19400,

['perns

Tel: +30 210 6684 000, Fax: +30 210 6623 905

Ea

Boehringer
Ingelheim

Boehringer Ingetheim Ellas A E.

Certificate of Quality
Cepruduxar Kauecrsa

Product: LASOLVAN®, tablets 30 mg
IMpenapar: JIASOJIBAH®, Tabaerku no 30 mr

Batch number/Homep cepun: 945238

Bepunrep Murensxaiiv Dnnac A.E.

Number of analysis/Homep ananuza: 19.1510

Test
Henorranue

Specification
Crieunduxauus

Test result
Pesynbrar

Unit

Eannnua

Appearance

Onucanne

Dimensions

Pasmepsl

Identification of

N-A 872 CL (TLC)

N-A 872 CL (HPLC)

HNaenTudnraunn

N-A 872 CL (TCX)

N-A 872 CL (BDXX)

Loss on drying
[Toreps B Macce NpH BLICYIINBAHHH

Crpanuua 2 13 6

Round, white tablets, both faces are flat,
with bevelled edges. One face is scored
and engraved with “67C” above and
below the score. The other face is
engraved with the company symbol
Kpyrnbie, 6enble TabneTky, TIOCKHE ¢
06enx CTOPOH, €O CKOLIEHHBIMH KPasiMHu,
Ha OHOH CTOpOHE TabNETKH — Hace4Ka W
mapkuposka “67C" 1o 06e CTOpOHbl OT
HACEUKM, Ha APYroi cTopoHe —
(dhupMeHHbIH 3HAK

diameter: 9.0 — 9.2 mm

thickness: about 2.7 - 3.1 mm

(performs on 10 tablets)

mameTp: okono 9.0 — 9.2 mm

TOJMHA: 0K0A10 2.7 — 3.1 MM
(onpenesssoT Ha 10 TabneTkax)

The Rf value of the active ingredient
obtained with the test solution
corresponds to that obtained with the
standard solution

The uncorrected retention time of the
active ingredient in the test solution must
be the same as the uncorrected retention
time of the active ingredient in the
standard solution

3nauenne Rf akTMBHOTO HHIPEAMEHTA,
[10JIly4€HHOE B HCIIBITYEMOM pacTBope,
COOTBETCTBYET 3HaueHHIO R,
fIONYYEHHOMY B CTAHIAPTHOM pacTBope
HexoppekTHpOBaHHOE BpEMsl
VIEP/KHBAHHA aKTHBHOIO WHIPEAMENTA B
HCIILITYEMOM PACcTBOPE AOJIKHO

COOTBETCTBOBATH HEKOPPCKTUPOBAHHOMY

BPEMEHM YACPKHRAHHA AKTHBHOTO
HHFpEANENTa B CTAHIAPTHOM PacTBope
not more than 5.0 %

ne Gonee 5.0 %

Conforms

CooTBETCTBYET

Min:9.0/Max:9.0
Min:2.8/Max:2.9
Min:9.0/Max:9.0
Min:2.8/Max:2.9

Conforms

Conforms

CooTrsercTBYeT

T

mm

mm

MM

MM

COQ-397552-V08




5th km Paiania-Markopoulo, Koropi Attiki 19400, o BOEhI’ifigﬁ‘f

Greece

5-# kM [MTafianna-Mapkonoyno, Kopormu Atuka 19400, il Ingelhezm
peuns Boehringer Ingelheim Ellas A.E.
Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepunrep Unreabxaiim Dmnac ALE.

Certificate of Quality
Cepruduxar Kauyecrra
Product: LASOLVAN®), tablets 30 mg
Ipenapar: IA3OJIBAH®, Tadjerku no 30 mr
Batch number/Homep cepun: 945238 Number of analysis/Homep ananuza: 19.1510
Test Specification Test result Unit
Henpitanie Creundukanus PesynbTaT Enunnia

Not mote than 15 min

Carry out the test on 6 tablets. If 1 or 2
samples fail to comply with the
requirement, test a further 12. At least 16
of the 18 samples should comply with
the requirement

He Gonee, yem 15 MUHyT

Avanus npoBoAnTL Ba 6 TabnerTkax.

conforms
individual values:
<1;<1:<1;<1;<]; <1 min

Desintegration time

Ecnn | unu 2 o0pasiia He OTBEUAIOT COOTBETCTBYET
Pacnanaemocrn TpeboBanulo, B AalibHEHLIEM aHaTi3 OTHE/bHbIE 3HAYCHUSA:
npoBOAHTb Ha |2 tabneTkax. [1o <Ji<l;<l; <1; <l; <l ™MuH

kpaiineit mepe, 16 u3 18 obpasuos
DOJDKHBI OTBEYATL TPeOOBaHUIO
" . Not less than 30 N e e
Resistance to crushing (p(;rfonns o: ;0 tablets) Min:50/Max:72 N
He meHee, yem 30 H

, - - ) Min:50/Max:72 H
(onpenenstor Ha 10 TabneTkax)

YeroHuuBocTh K pasaaBIHBaHWIO

Active ingredient degradation

(HPLC) :
N-A 873 CL <02 % not detectable %
N-AB 773 CL <02% not detectable %
Each unspecified

<0209 0.1 %

degradation product = 080 0
Sum of all degradation <06% 01 %
products

Mponykrer paznoxenus (BOXKX)
N-A 873 CL <02% He obnHapyxeHo %
N-AB 773 CL <02% ne obGHapyxeno %o
Kamnoit oraenbHbii <02 % 01 %

HecnennpHUecKH NPOAYKT
Cymma BCEX NPOXYKTOB
pPa3JIokKeHHs
Active ingredient content
N-A 872 CL (HPLC)
KoawueeTBennoe onpeaelieHie
N-A 872 CL (B2XX)

28.5 - 31.5 mg/tablet

28.5 - 31.5 mr/rabaerxy

Crpanuua 3 u3 6 COQ-397552-V08
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~\ Boehringer
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Boehringer Ingeltheim Ellas A E.
Bepunrep Murempxaiiv Dnac AE.

Certificate of Quality
Ceprudgmrar KavecrBa

Product: LASOLVAN®, tablets 30 mg
IMpenapar: JIABOJIBAH®, Tadaerku no 30 mr

Batch number/Homep cepun: 945238

Number of analysis/Homep anannza: 19.1510

Test
Hcnbitanue

Specification
Crneunduxaimsa

Dissolution *

(Paddle apparatus/

Spectrophotometric determination)
N-A 872 CL

PacTeopenuce *
(Jlonactuslil MmeTOR/
CrekrpodoToMeTpuieckoe
OIPEAEACHHE)

N-A 872 CL

Crpaudua 4 u3 6

Time: 15 min.
Q: 80%
Requirement A (n = 6)

No individual value should be less than

Q + 5%.
Requirement B (n = 12)

Test result Unit
PesynbTar Eavnuua

conforms

individual values:

The average should be equal to or greater 95/97/99/97/99/98 %

than Q, and no individual value should

be less than Q ~ 15%.
Requirement C (n =24)

The average should be equal to or greater average value:98 %
than Q, not more than 2 individual values

should be less than Q - 15% and no
individual value should be less than
Q -25%.

Bpems 15 mun.

Q: 80 %

TpeGosanie A. (n = 6)

Hu onxo WHAHBHAYAITbHOC 3HAYEHIHEC HE

JOJDKHO ObITh MeHee Q + 5%.
TpeGosauusa B. (n =12)

Cpeanee 3nauyeHHe 10IKHO ObITh
PABHLIM MK Oouibllie ueM Q, HY 0JHO
OTAENILHOE 3HAUYEHHE HC AOMKHO OblThb
MenbLue, yeM Q - 15%.

Tpe6osanue C. (n=24)

Cpeanee 3Ha4eHHE JOTKHO ObITh
paBHbIM Hau Oosbiue ueM Q, He Donee
4eM 2 OTHENIbHBIX 3HAUEHUH HEe MOTYT
OpiTh MeHee Yem Q - 15% u Bu oo
OTACABHOE 3HAYEHHUE HE JOJUKHO ObITh
MeHbIne, yeM Q - 25%.

COOTBETCTBYET

MHAHBHAY&IbHbBIE
3HAYEHUS:
95/97/99/97/99/98 %

COQ-397552-V08
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Ppeuua Boehringer Ingelheim Ellas A.E.
Tel: +30 210 6684 000, Fax: -+30 210 6623 905 Bepunrep Murensxaiim Dnnac A E.
Certificate of Quality
Cepruduxkart Kayecrpa
Product: LASOLVAN®, tablets 30 mg
IIpenapar: JIA3OJIBAH®, Ta6aerxu no 30 mr
Batch number/Homep cepun: 945238 Number of analysis/Homep ananuza: 19.1510
Test Specification Test result Unit
Hcernbitanne Cneundukaums Pesynbrar Envnnua
conforms
Requirement A (n = 10) individual values:
The acceptance value (k = 2.4) must not 97.3/100.3/98.2/
be greater than 15.0. 98.8/98.7/ 97.7/ 98.0/
Uniformity of dosage units Requirement B (n = 30) 100.5/100.5/101.0 %
N-A 8§72 CL (HPLO) The acceptance value (k = 2.0) must not

be greater than 15.0 and no individual
value is lower than 0.75M or greater than

1.25M.
acceptance value:3.3
COOTBETCTBYET
TpeGosanue A (n = 10) HHAMBHAYaNbHbIE
Kpurepuit npuemaemocty (k = 2.4) ye 3HAYEHHA!
OXHOPOAHOCTD IO3HPOBAHHBIX HoumkeH 6uiTb Gonee dem 13.0. 97.3/100.3/98.2/
eﬂ‘"mf’u‘ p Tpebosanve B (n = 30) 98.8/98.7/ 97.7/ 98.0/
. Kpurepuit npuemaemocty (k = 2.0) He 100.5/100.5/ 101.0 %
N-A 872 CL (B3XX) JlonaeH OblTh 6onee yem 15.0 u HM OHO
WHANBUAYATLHOC 3HAUCHUE HE JOJIKHO
ObITh Menee 0.75M u Gonee 1.25M.
KpUTEPHi

npuemiemocTi:3.3
Microbiological quality *
Total aerobic microbial

count (TAMC) < 10° CFU/g Not analysed CFU/g
Total combined

yeasts/moulds count < 102 CFU/g Not analysed CFU/g
(TYMC)

Escherichia coli Absence in 1g

MHukpobHonorHuecKas YHCTOTA
O6mee yneso aapobupix
MHKPOOPraHu3MoOB < 10° KOE/r
(TAMC)

Obuiee HHCI0 APOKIKEBLIX
H 1J1eCHeBbLIX

< 107 KOE/r
MHKPOOPraHH3MOB
(TYMC)
Escherichia coli OrcyTetsue B 11 He ananusuposaHo

Crpanunua 5 u3 6 C0OQ-397552-VO08
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Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepunrep Murensxaiim Danac AE.

Certificate of Quality
Ceprudurkar Kauecrsa

Product: LASOLVANG®, tablets 30 mg
Ilpenapar: TA3OJIBAH®, Tabaerkn no 30 mr

Batch number/Homep cepun: 945238 Number of analysis/Homep ananuza: 19.1510
Test Specification Test result Unit
Heneiranue Cneundukanus Pesynbrar Eannuua

Remarks/Tipumeuanue:  *Test is providing for the first 5 product batches then, not less than 2 batches per year.
*KOHTPOJIMPYIOT nepeble 5 cepui, Aanee — He MeHee 2-X CepHi B roll.

Result/Pesyavrat: released/sBbmymeno: 15/10/2019
(release date)/(1aTa BbIIyCcKa)

o Boehringer
st Ingetheim
Bochringer Ingelheim Ellas A E.

Date of signature (CoQ)/lara noanucu (CK): 16 10, L0V A A4
Qualified Person/YnoaHomouennoe nuuo: Venardou Eleni, Dr. C,&, A

————————————————————— ey - e

Crpanuna 6 u3 6 C0OQ-397552-V08




JEPKIIKCIVIXBA VKPATHU
HEPHABHA CIVKEBA 3 JIKAPCLKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KUIBCBKIT OBJACTI

npocnekt Banepis JloGanoscekoro, 51, um. Kuis, 03110, Ten/daxe: (044) 2753030
E-mail: dIs.ko@dls.gov.ua, Kox EPIIOY 37078774

B CHOBOK
NP0 AKICTh BBE3EHOr0 B Yxpainy pikapcekoro 3acoby

27.07.2020 Ne 36308/20/10

JJAZOJIBAH®

(naliMenyBais nikaperkoro aacoBy 2rinuo 3 pecerpauiiinmm NOCBIANCHHEAM)
rabaerin no 30 mr, o 10 Tagierox y Gaicrepi; 1o § Gaicrepin Y KapToHHIH Kopobui

{(thopma srrrycky, nosysansxs, by TNaKyBals JiKapeskoro sacofy)
Howmep peectpanitioro nocsinaenss UA/3430/03/01 CTPOK Aii peecTpaniiisoro noceiguenns 01.01.2009
Cepis nikapcrkoro sacoby Ne 945303 Kimxicts Bresenoro nikapcekoro sacody 26774

BHpoGHHK Bepinrep Inrensxaiiv Emrac A.E., I'penis

(HaHMeHyBanHs BupoBILKa 11 Kapcekora yacoby, xpaita noxomicits)

Brezeno v Vipainy Tosapucrgo 3 o6mesxenoro BimosinamLmicTIo "CAHO®I-ABEHTIC
YKPAIHA", inent. wom: 35648623

{Haitvenynanng ta xox 3a CIPTIOY :opuanuiiol ocobu a6o npisewue, iM's, 110 GaTLKOBI Gizuunof
ocalis - nignpuemus, i Micue npoxHsanss Ta peecrpanifimit nomep oSnixoro] KapTKH HnaTHHKd
nozarxis abo cepit ta HOMEp macrnopra)

Iporoxon sisyansuoro kourpono sin 24.07.2020 N 2325/6.

3a peayneTaTaMm JIEPXKABHOTO  KOHTPOMO  BCTaHOBNIEHO, IO Jixapcrkui  3aci6  Breseno g Vxpaiay 2
JOTPDHMAaHHAM sunor SaKQHONEBCTRA (00 3a0e3MeMe S SKOCT JAIKapCLKMX 3acobin.

Ormrexcit COJIQTPAN

TRy ,ac'ﬁi’;’camﬁivo KOHTROMH) \(ﬂi}muc) {inimiams a npispume)
o &

i)

Ec_ﬁﬁC;I}fﬁcﬁn
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REln Boehringer Ingelheim Ellas A E.
Tel: +30 210 6684 600, Fax: +30 210 6623 905 Bepnnrep Mureasxaiiv 2iac AL

Certificate of Quality
Cepruduxar Kavecrsa

Manufacturing Authorisation number/HoMep JHUeH3HI HA NPOIBOACTRO: BO0B000003/19/01

Product: LASOLVAN®, tablets 30 mg
[Mpenapat: IABOJIBAH®, a6tk o 30 mr

Lmporting country/Mmnoprupyiowas cTpaita: Ukraine/Vxpauna
Country of Manufactu re/Crpana-npomwssoaurens: Greece/ I'penms

Active ingredient/AKTHRHbI UHIpeieHT: ambroxol hydrochloride 30 mg/tab /
amBpoxcona ruapoxnopua 30 Mr/Tabnerky

Marketing Authorisation Number: UA/3430/03/0]
Perucrpaumonuoe cenperenserso: UA/3430/03/01

Type of the package: 10 tablets in a blister; 5 blisters in a carton box labelled in Ukrainian language

Ynakoska: o 10 rabnerok s Gnerepe; no 5 GancTepos B kKapTOHHO KOPOOKe ¢ MApKUPOBKOH 1Ha YKPAMHCKOM
EEINING

Batch number/Hovep ceprau: 945303
Date of Manufacture/Jlara npoussoicrsa: 09/10/2019
Date of Expiry/I'ogen no: 1072024

Batch size/Pasmep cepun: 26774 packs / vriakosok

Certification statement:

[hereby certify that the stated information is authentic and accurate. This batch of product has been manufactured.
including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications to Marketing Authorisation of the
registration dossier of the importing country. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP

CBHjereaserso o cepraduram;

HPOAYKILHH
HacTRe(ax) B
. @ TaKwke B
TPALHOHHOM

DTUM st MOATBEPAIALD, YTO NpUBCICHNAS HHPOPMALKa ABINETCA JIOCTOREPHOIT ¢
ObLI10 IIPOM3BEAEHO, BKIIOUYAS YOAKOBKY / MAPKHPOBKY H KOHTPOI1b KayecTsa Ha
HIOJTHOM COOTBETCTBUM ¢ Tpebosanusmu GMP. YCTAHOBIIEHHbIMU MECTHLIM pe.
COOTBETCTBHH CO CNEUUPHKALMIMH K Perucrpanonnomy CBUACTENBCTRY, €O,
AOCEE CTpanbl-uMnoprepa. [poToKossl npousroacTsa, YIIAKOBKH M aHa 1308 Oblsi
coorsercrane GMP

e

Crpamma 1 s 6
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Fpeuns Bochringer Ingelheim Ellas A E.
Tel: +30 210 6684 000, Fax: +30 210 6623 905 bepunrep Muresnbxaiim Dnaac A E.

Certificate of Quality
Cepruduxar Kauecrsa
Product: LASOLVAN®, tablets 30 mg
IMpenapat: TASOJIBAH®, Tadaerks no 30 mr

Batch number/Homep cepun: 945303 Number of analysis/Homep ananuza: 19.1630
Test Specification Test result Unit
Hceribrranue Cneunduxains Pesynsrar Eannnua

Round, white tablets, both faces are flat.
with bevelled edges. One face is scored
Appearance and engraved with “67C” above and Conforms
below the score. The other face is
engraved with the company symbol
Kpyriwie, Geavie TabneTsy, rockue ¢
0BEHX CTOPOH. €O CKOLUEHHBIMH KPasMIH;
H2 0QHOI CTopoHe TabaeTKN — Haceuka H
mapkuposka “67C” no 0be cTOpoHb OT
Hace4ku, Ha APYroii CTopoHe —
(DUPMEHHbII 3HAK
Dimensions diameter: 9.0 - 9.2 mm Min:9.0/Max:9.0 mm
thickness: about 2.7 - 3.1 mm
(performs on 10 tablets)
Pasmepns AHEMETP: 0K00 9.0 — 9.2 mm Min:9.0/Max:9.0 mx
TOMLHHA: 0K0J10 2.7 — 3.1 MM
(onpeaeasior na 10 radnerkax)

Onucanie CooTBetcrByet

Min:2.9/Max: 2.9 mm

Min:2.9/Max: 2. a

ldentification of
The Rf value of the active ingredient
obtained with the test solution
corresponds to that obtained with the
standard solution
The uncorrected retention time of the
active ingredient in the test solution must
N-A 872 CL (MPLO) be the same as the uncorrected retention Conforms
time of the active ingredient in the
standard solution

N-A 872 CL(TLCY Conforms

Haentnduranns

3nadenne R akTHBHOTO MHTPEaHEHT,
NOJY4EHHOE B HCILITYEMOM PacTBOPE,
COOTBETCTBYET 3HAUEHHIO R,
NONYHEHHOMY B CTaHAAPTHOM PacTBope
HexoppexTuposannoe spems
YACPWHBAHHA aKTUBHOIO HHIPEAHEHTA B
HCTILITYEMOM PacTBOPE ACIKHO
COOTBETCTBOBATL HEKOPPEKTHPOBAHHOMY
BPEMEHH YACPAHBAHUS AKTHBHOTO
WHIPEIIHEHTa B CTAHAAPTHOM paCTBOpPE
Loss on drying not more than 5.0 %

floreps B macce npu BeicYIBanun  He Gosee 5.0 %

N-A 872 CL(TCX)

N-A 872 CL (BYKX)

Crpanuna 2 13 6 COQ-397552-V08
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Certificate of Quality
Ceprupuxar Kauecrsa

Product: LASOLVAN®, tablets 30 mg
Iipenapar: TA3OQJIBAH®, tadierkn no 30 mr

BdlCh numbm/Hom‘p cepnn' 94\303 Number of analysis/Homep anannsa: 19,1630
Test Specification Test result Unit
Henbiramie Crneumnduxkauns Pesynurar Eannnna

Not more than 15 min

Carry out the test on 6 tablets. If | or 2
samples fail to comply with the
requirement, test a further 12. At least 16

conforms

Desintegration time mdlv:dua! values:

of the 18 samples should comply with slishi<hi<li<ti<t min

the requirement

He Gonee, yem 15 M HHYT

AHAITH3 NPOBOANTH Ha 6 TabneTkax.

Ecaut 1 wan 2 obpasua e oTsevaror COOTBETCTBYET
Pacnamesocrs TPeSOBANMIO, B AaibHENLIEM aHA 113 OTACNLHBIC 3HAYCHNS:

NpoBOAHTL Ha 12 TaGaeTkax. [To <1<l =<l <1 <] wun

Kpaifheli mepe, 16 u3 18 o6pasuos
AOTAHBL OTBEYATL TPESOBANHIO
Not less than 30 N

(performs on 10 tablets)

He menee. yem 30 H
(onpenensior na 10 tabiaerkax)

Resistance to crushing Min:55/Max:68 N

YCToiMHBOCTS K pasiaBIasaniio Min:53/Max:68 H

Active ingredient degradation

(HPLC)
N-A 873 CL <0.2% <0.08 %
N-AB 773 CL <0.2% not detectable %%
Each unspecified <02 % <0.07 %

degradation product
Sum of all degradation <0.6 % <008
products

Ipoavierst pasnowenns (BXX)

N-A 873 CL <0.2% < 0.08 %
N-AB 773 CL < 0.2 % ne odnapyikeno %
Kamaoii oraensunii <02 % 007 %

Heteunguieckuil npoaykr
CymMa Beex npoavkTos
PazioRe s
Active ingredient content
N-A 872 CL (HPLCO)
Kosanuecrsennoe onpeaeaenie
N-A 872 CL (BDXX)

28.5--31.5 mg/tablet

28.5 - 31.5 mr/rabaerky SarTadne Ty

Crpaniua 3 w3 6 COQ-397552-V(8




5th km Paiania-Markopoulo, Koropi Attiki 19400, o~ Bﬂehriﬂge r
Greece l h

5-i kM [Maktanna-Mapkonoysio, Koporn Artnka 19400, Inge hezm
Ipenns
el: +30 210 6684 000, Fax: +30

Boehringer Ingetheim Ellas A E.
210 6623 905

Certificate of Quality
Ceptudpukar Kavecrpa

Product: LASOLVAN®, tablets 30 mg
Ipenapar: JAZOJNBAH®, tadaerku no 30 mr

bepuurep Unresinxaiim Donac ALE.

Batch number/Homep cepun: 945303

Number of analysis/Homep ananisa: 19.1630

Test
Henbitanue

Dissolution *

(Paddle apparatus’

Spectrophotometric determination)
N-A 872 CL

Pacreoperue *
(JlonacTtuelii MeTos/
Crextpodoromerpuueckoe
onpeneneHe)

N-A 872 CL

Crpannna 4 uz 6

Specification Test result Unit
Crenmdnikauus Pesyaprar Eaunuua
Time: 15 min.
Q:80%
Requirement A (n = 6) conforms
No individual value should be less than

+ 59 o
Q4 5,’ & individual values:
Requirement B (n = 12) 979797
The average should be equal to or greater 99/98/98 0,

than Q. and no individual value should
be less than Q - 15%.

Requirement C (n = 24)

The average should be equal to or greater
than Q, not morc than 2 individual values
should be less than Q - 15% and no
individual value should be less than

Q - 25%.

Bpewms 15 miun.

Q: 80 %

TpeGosanie A, (n = 6)

Hu oano nhansniyaisHoe 3Hauente ne
D0AKHO ObITh Metiee Q + 5%,
TpeGonanus B, (n = 12)

Cpetee 3nauenne 100%KHO OLiTh
pastbiM iy Gostblue ueM Q, HH 01HO
OTAENILHOE 3HAYCHHE HE JOIIKHO ObITh
MeHblne, uem Q - 15%.

Tpedosanue C. (n=24)

CpenHee 3HaUCHHE JOIBKHO ObiTh
paBHbin WwiH doakie yem Q, e Gonee
YeM 2 OTAeNbHBIX 'maqumi& He MOryT
Obirb Menee yem Q - 15% 1 Hi 01HO
OTICABHOC 3HAYECHHE HE JOJHKHO ObITh
MeHblle, yem Q - 25%,

average value:98 %

COOTRETCTBYET

HHINBRYATbHBIC
3HAUCHUS:
97/97/97/
99/98/98 %o

cpeitiee 34asenne:98 %

COQ-397552-V08
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Certificate of Quality
Ceprugurar Kayecrsa

Product: LASOLVAN®, tablets 30 mg
Hpenapar: JIABOJIBAH®, ta6nerxcu no 30 mr

Bateh mxmhcr/Hmmp cepuu 945303

Number of analxsls/l{omtp aHaausa: 19.1630

Test
HMennrranme

Specification
Coeuudurating

Requirement A (n = 10)

The acceptance value (k =

be greater than 15.0.
Uniformity of dosage units Requirement B (n = 30)

N-A 872 CL (HPLC)

Unit
Faununa

Test result
Pesyawrar

conforms

individual values:
99.0/97.1/99.1/98.2/
98.4/98.3/97.7/98.8/
98.4/98.6

2.4) must not

=}

"The acceptance value (k = 2.0) must not

be greater than 15.0 and no individual
value is lower than 0.75M or greater than

1.23M.

TpeGosanue A (n = 10)

Kputepnit npuemnemocrn (k =
A05KER ObiTh Gonee uenm 15.0,

O4H0poHOCTE 1031POBAHIIBIX
€AHHIL
N-A 872 CL (BKX)

Tpebosauue B (n = 30)

Kputepuii npaemaemocty (k =
aosken ObiTh Bosiee uem

acceptance value: 1.5
COOTBETCTBYET

HHIHBHAVATIBHLIC

WHAHBHAYATHHOE 3HAYEHUE HE AOJIKHO
6bITh Menee 0.75M u Gonee 1.25M.

Microbiological quality *

Total acrobic microbial
‘ (03 CFU/

count ( FTAMC)
Total combined
veasts/moulds count < 10* CFU/g

(TYMC)

Escherichia coli
Murpofnonornyeckas yneroTa*®

Obwee yieao adpobuwrx

MHKPOOPFaHH3IMOB

(TAMO)

Obutee 4110 APOHIKEBBIX

H TUVICCHEBBIX

MHEPOOPTAHIZMOB

(TYMC)

Absence in g

< 10° KOF/r

< 10" KOF/r

Crpaniug 5 13 6

IHAUCHHS:
= 2.4 e
99.0/97.1/99.1/98.2/
98.4/98.3/97.7/98.8/
2.0) ne 98.4/98.6 Ya
15.0 vt uut ost0
Kpurepuii

npHessieMocTi: 1.5

KO/

He anaauszuposano

COQ-397552-V08
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Certificate of Quality
Cepruduxar Kauecrsa

Product: LASOLVAN®), tablets 30 mg
[penapar: IABOJIBAH®, ra6aerku no 30 mr

Batch number/Homep cepuu: 945303

Number of analysis/Homep ananusa: 19.1630
Test Specification Test result Unit
Henbitauue Creundukals Pesynprar Eansunia
Escherichia coli Oreytersie 8 1r

He AHAITH3HPOBAHO

Remarks/Tipunveuanue:  *

‘estis providing for the first S product batches then, not less than 2 batches per vear.
*Koirrpoaupyior nepseie S cepuii, aanee — e menee 2-x cepuit B 1o,

Result'Pesyaprar: released/suinyueno: 06/11/2019
(release date)/(nara Bourycka)

/’7{‘} Boelringe:
\J!| v Ingelheim
Boehringer Ingetheim Ellas A L.

Date of signature (CoQ)//Tata noanucu (CK): Jj {4 10 et
Qualified Person/Ynoanomouensoe nnio: Venardou Eleni, Dr/7 -
ot ’(’ L

Heaentt”

Crpanuua 6 #3 6
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