Ceprudukar Ka4ecTEa NeKapCTREHAONC CPEACTBa
Quality certificate of the medicinal product
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{lpenapar: BAZOHHT, 1a6actku PCTAP; 1. NOKPHTHIC 060104K0#, O 600 NT
Product: Vasonit. coated tablets retard 600 mg

Homep perncrpaunonnors exnperenncren: UA/S13801/0F or 26.04.2018 .
Number of registration certificate: UA/8138/01/01 from 26.04.2018.

Crna nefcrans [ aKTHBROCTY: UcHvokcHGHIARI 600 Mr
Strength / activity: pentoxifylline 600 mg

Jlexcapereennas dopma; rabicrka perap.1. nokpeThic oGonotkols
Pharmaceutical form: coated tablets retard
Yolume and type of packaging: 10 tablets in a blister, 2 blisters in a carton box.

Homep cepau 8 xonngecTro ynaxosex: 9J148A 24.750 YDAKOBOK
Batck number and batch size: 9J148A, 24.750 packs

JAara nposisoncres / Mauuflacturing date: 09.2019
JAATS OXOHTIUMN CPOKA FOAHOCTH / Expiry date: 09.2024

Name, address and Ne of Manufacturing License for (he batch releaser.
I"Ji. ®apua ' m6X, Hlnocennay 1, 8502 Jlanax, Ascrpus

G.L. Pharma GmbH, Schlossplatz 1. 8502 Lannach, Austria

Jluneuins ga npouisoacTso/Manulactoring License: 481327

CepradHkar cooTsercrans GMP wik ccaLika EurdaGMP

I'JI. ©apna I'ubX, InnacTpiunpacce 1. 8502 Jlanax, Ascrpis
G.L.Pharma Gmbl 1. Industriestrasse 1. 8502 Lannach, Austria

Jsnsming € nponIsoacTso/Menufacturing License: 481348

Cepraguxar coorsercraus GMP waH cemaxa EnrdaGMP

Kommenrapan/Comments

Pasmep u TRE yoakosxu: {Io 10 tabaerox n Gaucrepe. no 2 GancTepa B KapTouHol xopobke

llaanr.uonaaue. MECTOHAXOXRCHHE R HOMED MHUEHIMHH YIACTKA OTEEICTBCNROD 12 BHOYCK CCPHM.

{Certificate of GMP compliznce or the reference to EurdaGMp INS-481327-0047-001

Hawmenoraune, Mecronaxomaenue g HOMTD THIOCHINE YSACTKA APONIBOACTEL M KOHTPONS KANECTRY,
Name, address and Ne of Manufacturing License for the manufacturing site and quality control site

{Certificate of GMP compliance or the veference to EurdaGMP  INS-481348-0046-009

yaHx", m.Kuis l
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Quality certificate of the medicinai product
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TECTBL/TESTS

MonycTHMbBIE RPeACHME NS NEKAPCTBEREOIO npeaapara /

Specification

Pesyavtar / Result

1.Onncawne /
Description

lponoarosariie, IBOSXOBMUYK:IHE Tabnerk, noxpbne
nacHo4iod oboaouxolt Genoro upera. ¢ pazaeaHTensHOR
Tox0CKOH Ha obewx croponax. /

Obiong. biconvex. film-coated white. with a break line on both
sides,

Cootsercrayer

Corresponds

2. Pasmepra! / size

Length — About I8 mm / [Lnusa — okose 18 mm
Width — About 7.5 mm / Iliupuna — oxono 7.5 M
Thickness - 6.2 + 0.3 mm / Tonmmua — 6,2 + 0,3 Mm

18.1 mm
7.6 mm
62 mm

3.Mcurrduranus’
{neHTOKCHPHATHR)

{Turana guokcua)*/

Identification
(pentoxifylline)

(titanium dioxide)

A (CHORNOS NITHO Ha XPOMATOTPAMME HCITLITYEMONO PacTaopa
ACKAHO COOTBETCTBOBATE 110 PAIMEPY H IIOAKEHHIO OCHOBIIOMY
RATIY #2 XPOMATOrPAMME CTAHZAPTHOrO pacTRopa I,

B Bpems yACDKHBAUKS OCHOBHOI'OG [1HKA Ha XPOMaTorpauMe
HCIHITYEMOFD  pacTBOpR, HOAyHeIHoi B paiiene
“KOIMMCCTRENHOE  ONPCAGNEHME», AONKHO COGTBETCTHOBATS
BPCMCHH  YICPAUBAIHA OCHOBHOTO WIMKA HA XPOMATOrPAMMC
CTan1aprHore pacteopa I,

C O0pazoBallHe OKPAIRHBARK OT KEATOTO 10 OPRHACBO-XKENTOro
B PCIKIHH ¢ NCPOKCHACM B070DGIA /

A

The principal spot in the chromatogram of the test solution must
comply with the size and position of the principal spol in the
chromatogram of a standard solution of I.

B

The retention time of the principal peak in the chromatogram of the
testsolution oblained in the *Assay™. must match the retention time
of the principal peak in the chromatogram ofa standard solution of
1.

C

Formation color lrom yellowto arange-yellow in the reaction with
hydrogen peroxide

Cootseternyer

Concsponds

4. Cpeuss maccaf
Average weight

764 Mr & 5% (725.8 mr 110 802,2 Mr)/
764 mg + 5% (725.8 mp and 802.2 mg).

763 mg




GEROT @@ LANNACH

G.L. Phama GmbH - LANNACH

Schloasplatz 1
A-8502 Lannach, Austria

Telefon: +43/(0)3136/82577-0

Fax: +43/(0)3136/81563
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Ceprudukar Kauecrsa JIEKAPCTREHHOIO CPpECTBR
Quality certificate of the medicinal product

Cip.Jpage 3/4

TECTHI /TESTS JonycTRMBE Npeaenss Aa NeKapcTReRaore npenapata/ Pezyaerar / Resuit
Specification
5.0mu0poiyocTs Maceh % 3 % ot cpeanich Macch.
ofaeanues Tabaerox? / Toabko jtae Yabacrin K3 20 MOryT HMETE OTIIOHCHHE OT Cootrercreyer
Uniformity the mass of CpeANCi Macchl, KOTOPOS NpeaBlttact + 5 %, Ho M omua
individual tablets HHJHBHIY AL HAA MaCcCa He JI0KIA npeasimars & 10 %. / Corresponds
£ 5% ol the average weight.
Only two out of 20 tablets may deviate from the average weight
of which exceeds + 5%. but no individual weight does not exceed
+ 10%.
6. DaxoponocT, B COOTBETCTBRH ¢ TpeGoBaHKANH Espon. dapu. 2.9.40/ CoomBetCTBYRT
JOAPOBAHEIX CAREAN Y/ According to the requirements of E. Ph. 2.9.40
Uniformity of dosage unils Corresponds
1.C1olxocTs TabieToK K He meice 145 H. /
pazaasiaHeanmro' / Not less than 145 N. 184N
Resistance to crushing
tablets
8.1loctoponunne npumecH / Teobpomuna — He Goaee 0.2 %.
Impurities JhoBo#t nenaenTuduunpoRanHOA npiMecH ~ e Gonee 0.2 %
<0.06 %
Cymma HemenTHUUHpORARELIX HpRMEces — ne Gonce 1,0%. / <0.06 %
. - (]
Theobromine - not more than 0.2 %. <0.06 %
Any unidentified impuritics - not more than 0.2 %. .
Amount of unidentified impuritics - no more than
1.0 %.
9. Pacrsopeuse Missolution | He 6once vem 30 %- | vac, 22%
Ot 25 % 10 45 % - 2 yaca. 3%
Ot 30 % 10 55 % - 4 yaca, 50 %
He uenee yien 60 % - & wacos. 66 %
He menee yen 30 % - 12 qacos / 81 %
Not more than 30 % - | hour
From 25 % to 45 % -2 hours.
From 30 % 1o 55 %~ 4 hours,
Not lcss than 60 % - 8 hours,
Not less than 80 % - 12 hours.
10. Ioreps & macce npn He Goaee 5.0 %. /
BRICYIUWBLHHR / Not more than 5.0 % 0.6%
Loss on drying )
11. Konnyectseuioe 600 My + 5 % (07 95 % a0 105 % oT rasancHNorD KOaBYecTBa) /
onpesieacnue 600 mg x5 % (from 95 % 10 105 % of the stated amount) 586.8 mg
HEHTOKCHp LRI
Assay pentoxifylline




GEROT §8 LANNACH

G.L. Pharma GmbH - LANNACH

Schlossplatz 1

A-8502 Lannach, Austria
Telefon: +43/(0)3136/82577-0
Fax. +43/(0)3136/81563
e-mail: office@gl-phama.at

Cepraduxar xa4ecTsa JexapCTBERHOIO CpEACTRBA
Quality certificate of the medicinal product Crpfpage 44

TECTHI ITESTS JonycTumpic penenl Bia A¢KIPCTBCHROIG SPENAPATA [/ Peayasrar/ Resalt
Specification

12. Muxpobronoruueckas B | r npenapata sonyckaerca wansune ue Soace 0P Gaxrepull; ne

sHcToTa* / Bonee 10? rputos. He ucnnitano
Microbiclogical purity * Orcyrerauc E.colin 1 1./
In 1 g of the drug not more than 10? bacteria, not more than 16 Not tested
fungi.

The absence of E. coliof | g

Cepun cooTBeTCYBYeT TPpeGoBaHUAM

Jlata ewinycxa / date of release 25.03.2020

*- HCOUTANHE NIPOBOAKTCH ANA KBKA0H AccsTOH cepru
" TeCT NPOBOAKTCH DpH BhITYCKe

2 TeCT NPOBOAMTLCS TIPH XpaHElHK

* - The test is performed for each tenth series

" Test is carried out at relcase

* test carried out during storage

3agnnenne o ceprRdERANHY.

Hacroqus™ & yn0cTUBEPNSO, 4TO NpHBENCHHAN BLilie KHGOPMAURT IRAFETCH AOCTOBEPHOH W TOoMHOH. DTy cepuio
DpOAYKUNK ORI NPOMIBEACHO (BKANAA YNAKOEKY W MApKHPOBKY) W BpOBEAEH KOHTPOIE €6 Kauecrsa Ha
BRULCYTOMANYTOM y4acTke B TIOAHOM COOTBETCTEHH ¢ TpebosauuaMH GMP, yCTaHOBREINILIMH MECTHEIM DEryNATOPHBIM
OPTaHOM, B TUKKE COMIACHO CHCeHUGHKAASM, COAEPRALBMCR B PErHCTpalonnon focss, [Iporokonst npoIBoACTRE,
Y¥HaKOBKH U aHanK308 LM MEPLCMOTPEHE! B YCTAHOBCHO COOTRETCTRHE GMP,

Statement of Certification

“With this, I certify that the above information is true and accurate. This seties of products bave been produced (including
packaging / labeling) and conducted by the quality control in the above section, in full compliance with the requirements
of GMP. established by local regulatory authority and in accordance with the specifications contained in the registration
dassier or N marketing authorizalion of the country of the manufacturer or N importing country if the producis are-
imported N. or in the file specifications for the drug for the investigational product. Protocols production, packaging and
testing has been revised and the comespondence GMP».

Compiled by: Date:  02.04.2020
< kY )
C Qhublele >
C. Cryunmk. N Mar, 1.06epns,
Henontureas _ " Ynomomouennoe Ko ne kadecrsy/Quality Authorized person
GEROT §® LANNACH
G.1. Pharma GmbH,
Schiossplatz 1

8502 Lannach, Ausiric
Tel: 443 (043136 7 B2577-0

K", M. Kuig
i




JEPXJIIKCIIY)XBA YKPATHU
JTEPKABHA CJIYVIKEGA 3 JIIKAPCHKHX 3ACOFBIB TA KOHTPOJIIO 3A

HAPKOTUKAMM V KHIBCHKIN OBJACTI

npocnekt Banepis Jlobanorcrkoro, 51, M. Kui, 03110, ten/daxe: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOV 37078774

BUCHOBOK
Npo SIKiCTh BBE3eHOro B Y KpaiHy JikapchbKoro 3acody

07.07.2020 Ne 31199/20/10

BA3OHIT

(natiMeHyBaHHs JikapchKOro 3acofy 3rifHO 3 peecTpariiHIM ITOCE TYEHHAM)
Ta0JeTKH peTapi, BKPHUTi 00010HK010, 10 600 mr, mo 10 Tadxerox y Guicrepi, o 2 Giicrepu B
: KOpOoOIi 3 KAPTOHY

({opma BHITyCKY, N03yBaHHS, BUJ NaKyBaBHs JTiKapchkOro 3acoby)

Howmep peectpauiitnoro nocsizsenns UA/8138/01/01 erpox nii peecrpauiitoro moceigaenns 01.01.2099

Cepisa nikapcrkoro 3acoby Ne 9J148A Kinbkicts BBe3€HOrO Jikapcbkoro 3acofy 480
Bupo6uuk I'.JI. ®apma 'MOX, ABcTpis
(nmaliMeHyBaHHA BUPOOHMKA TikapChKOro 3aco0y, KpalHa MOXOIKEHHS)
BaeseHo B Vkpainy CrninbHe yKpaiHChKO-eCTOHChKE MiAMPHEMCTBO Y opMi TOBApHCTBA
3 00mexxenoro BignosizansnicTio "Onrima-®apm, JITH", inenr. xon:
21642228

(natimenyBauHd Ta kof 3a €EJIPTIOY ropunuuHol ocobu abo mpissuiie, imM's, 0 GarbKoBi QizuaHOT
ocobu - mianpuems, i Micue NMPOXKKMBAaHHA Ta peecTpaNiiumii HoMep 06NiKOBOT KApPTKH IUIATHHKA
nojaTkiB abo cepis Ta HOMep macmopra)

IIporoxon Bisyansnoro koutpoio sig 01.07.2020 Ne 2002/3.

3a pesynpTaTaMH [EPXKABHOIO KOHTPONIO BCTAHOBIGHO, IO JiKapchKuif 3aci6 BBe3eHo B Vkpainy 3

JAOTPUMAHHAM BUMOT 3aKOHOAABCTBA MION0 3a0€3TeYeH S AKOCT] JiKapChKHX 3ac00iB.

) QW? " Onexciit COJIOJIPA

TR
U/ (migmuc) (ininiany Ta npizsuIe)




GEROT @@ LANNACH
G.L. Phama GmbH - LANNACH
Schiossplatz 1

A-8502 Lannach; Austiia
Telefon: +43/(0)3136/82577-0

Fax +43/(0)3138/81563
e-mail: office@gl-pharma.at
Cepruduxar kawecrna JICKAPCTECHHOTO CPEACTBA ‘
Quality certificate of the medicinal product Crp./page 1/4

Npenapay: BA3ONMT. 1267¢1icn PETAP.L. HOKpBITEIE 0601040, 110 600 Mt
Product: Vasonit. coated tableis retard 600 mg

Homep permerpanmonnoro esunerenncraa: UA/B138/01/01 or 26.04.2018 1.
Number of registration certificate: UA/8138/01/01 from 26.04.2018,

Crna nelicrens / axrusnocrs; newrokcaduaann 600 mr
Strength / activity: pentoxifylline 600 mg

Jexapcirnennan Popma: nﬁ;;erxu PETapA, nokpursaie 0§onouxol
Pharmaceutical form: coated tablets retard

?umep H THI ynaxosxu: 11010 rabaetox 8 Gascrepe, no 2 Gincrepa s xapTouHoH xopoGike
Volame and type of packaging: 10 tablets in a blister, 2 blisters in a carton box.

Homep ¢epuu » KoaHYecTBO ymaxonos: IKO48A. 24,750 YraxoBox
Batch number and batch size: 9K048A. 24.750 packs

Hava npaussoncraa/ M anufactaring date: 10.2019
Aata oxouuangs cpoxa roanocra / Expiry date: 10.2024

Haumenosaume, mecronaxomuenne n POMEP AHNCHINN YIACTK OTBETCTBENHOTD 33 BhINYCK cepEm.
Name, address and M of Manafacturing License for the batch releaser.

PJL ®apma 1'm6X, [lrocenna 1, 8502 Manax, AscTpus

G.L. Pharma Gmbt, Schlossplatz 1. 8502 Lannach, Austria

JInnensns na nposisoncTeo/Manufacturing License: 481327

Cepraduxar coorsercrnin GMP wnn comaxa EurdaGMP
{Certificate of GMP compliance or the reference to EardaGMP INS-481327.0047-001

Hﬂﬂeﬂﬂ“l‘le, MECTORAXOXACHRE B Homep nnumpu Yuacixa NPORIBOACTYBE B mmpm KAYCCTRE,
Name, address and M of Manufacturing License for the manufacturing site and quality control site
U'J1. Dapua I'nu6X, hirecrpiurrpacce 1, 8502 Jlauax, Ascrpis

G.L.Pharma GmbH. Industriestrasse 1. §502 Lannach. Austria
Junemng ua nponisoacrao/Manufacturing License: 481348

Cepradaxar coorsercraax GMP win cosunxa EnrdaCMP ‘ )
{Certificate 6f GMP compliance or the reference to EardaGMP 'INS-481348-0046-009

KommenTapuw/Comments

- | .
Geoin, v Q96 o Q200




GEROT @@ LANNACH

G.L. Phama GmbH - LANNACH

Schiossplatz 1

A-8502 Lannach, Austria

Telefon: +43/(0)3136/82577-0

Fax: +43/(0)3136/81563

e-mail: office@gl-pharma:at

Ceprudmxar kavecTna sexapcrsennoro cpencTna
Quality certificate of the medicinal product

Crp./page 2/4

TECTH /TESTS

Jonycrameie npeaenss aas NEXAPCTREHHOrO npenapara /
Specification

Pesyantar / Result

1.0imcaune /
Description

poaonrosaruse, ABOAKOBLNYKAbIC  TAGACTKH, - NOKpHTHIC
naenounol  oGosouxolt Geroro isera, € pasaenHTensHON
nonockol Ha ofeux cropouay, /

Oglong. biconvex. film-coated white: with a break line 6n both
sides.

Cooteercreyer

Corresponds

2. Paameput' /size

Length — About 18 mm / fausa — oxono 18 MM
Width —About 7.5 mm / Ilupuna ~ oxozo 7.5 mM
Thickness - 6.2 + 0.3 mim / Tonumma— 6,2+0,3 Mu

18.1 mm
7.6 mm
6.2 mm

3. Hnerrndikanin’
(nentokcuduanusg)

(rwrana auoxcun)*/

Identification
{pcntoxifylline).

(titanium dioxide)

HCHBITYEMOrO
| «Komuiecraenioe onpencnemiien. nonwo COOTBCTCTROBATE
| BPCMCHH: YACPXHBAHKHA OCHOBHOTO IIMKA Ha xpoMarorpaMme

A Ocnossoe nario na XPOMATOTPaMME ACHWTYCMOIO pacTsopa
AONKHO. COOTBETCTBOBATL IO PAIMEPY K NOJOMEHMIO OCHOBHOMY
HATHY Ha XpOMETUIPAMMC CTRIIAPTHOrO pacrtaopa |.

B Bpems yaepxusanns ocnosmoro mixa H& XpOMAaTOrpame
pactsopa, nostyuentoi 8 pazaene

CTanpaprioro pactsopa 1.

C O6pazopanue OXpailiHBaRHA OT XENTOID A0 OPAHXCBO-KEXTOr0
B peaxtiny ¢ niepoxcuiion sozopona /

A

The principal spot in the chromalogram of the test solution must
comply with the size and position of the principal spot .in the
chromatogram of a standard solution of 1,

B

The retention time of the principal peak in the chromatogram of the
test solution obtained inthe “Assay®, must match the retention time
of the principal pesk in the chromatogram of a standard solution of
1.

C.
Formation color from ycllow to orange-yellow in the reaction with
hydrogen peroxide -

Coorsercrayer

Corresponds

4. Cpeauas macca /
[ Average weight

764 M + 5% (725.8 Mr 10 802.2 Mr). /
764 mg + 5% (725.8 mp and 802.2 mg).

770 mg




GEROT @8 LANNACH

G.L. Pharma GmbH - LANNACH

Schlossplatz 1

A-8502 Lannach, Austria

Telefon: +43/(0)3136/82577-0

Fax: +43/(0)3136/81563

e-mail: office@gl-pharma.at

Cepragnxar kawectaa ACKAPCTBEHHOI0. CpeACTBa

Quzlity certificate of the medicinal product CrpJpage 3/4
TECTbI /TESTS Jomycrummie npenenia mus NexapeTacanore npenapara/ Pesyavrar / Result
Specification
3.0a10poAROCTD MaCCwL +35 % ot cpeanell macess.
OTACABYRIX TabneToK / Toanko anc Tabnerxu us 20 MOCYT HMETh OTKIOHEHUE OT Coornercreyet
Uniformity the mass of cpexicit maccul, xoTopoe npeawiaer + § %. Ho pu oana
individual tablets HHIMBHIYANbHAN MACCA HE AOMNMA npeBRILaTs + 10 %, / Corresponds
+ 5% of the average weight.
Only two out 0f 20 tablets. may deviate from the average weight
of which exceeds + 5%, but no individual weight does not exceed
£ 10%.
6. Oanopoasocrs 1 B-coorseccraum ¢ TpeGosannamu Esporr. Oapm.2.9.40 / Cootaereteyer
AO3MpoBANIBI enpnMN. | According to the requirements of E. Ph. 2.9.:40
Uniformily of dosage units e ; Corresponds
7.CrolixocTi: TabACTOX K He meince 14511,/
paiasamsaimo’ ) Not lessthan 145 N, 202 N
Resistance {0 crushing: -
Aablets \ o
8.Ilocroponnme apumecu/ | TeoGposna ~ ne Gonec 0.2 %,
Impurities Jhoboi esenmuhnusposannol upusec — tie Gonee 0.2 %. <0.06 %
Cymma HERICHTHQHUKPORANHBIX. npHMeced ~ e Goaee 1.0 %. / & 0.06 %
Theobromine - not more than 0.2 %, <0.06 %
Any unidentified impuritics - not moré than 0.2 %. -
Amount of unidentificd impurities - no mare than
- 1.0%,
9. Pacteopennc /Missolution | He Gonee 4en 30% - | wag, 22%
O1 25 %10 45 %~ 2 vaca. 34%
0130 % 20 55 % -4 yaca. 50%
He mence dom 60 % - 8 acor, 64%
He Meuce vem 80% « 12 yacon / 83 %
Not more than 30 % - 1 hour
From 25 % to 45 % - 2 hours.
From 30 % to 55 % - 4 hours.
Not less than 60 % - 8 hours,
Not less than 80 % - 12 hours,
10. Tlotepsa » Macee 1ipn He 60:1ce 5,0 % /
BHICYItaBAlKM / Not more than 5.0 %. 0.5%
Loss on drying d
11. Kosmuectaennoc 600 mr+ 5 % (o1 95 % 210 105 % o1 JAABICHHOTD KonHuecTsa) / B
onpeacaeimng 600'mg %5 % ({from 95 % 1o 105 % of the stated amount) 595.6 mp
HEeHTOKCHG AN/
Assay pentoxifylling

ot 8- BATY

;o T
A
11997

s oipabapk’, . Kuin




GEROT €@ LANNACH

G.L. Pharma GmbH - LANNACH

. -Schiossplatz 1
A-8502 Lannach, Austria
Telefon: +43/(0)3136/82577-0
Fax: +43/(0)3136/81553
e-mail: office@gl-pharma.at

Ceprudnxar kavecrna sexapcraennoro cpencraa
Quality certificate of the medicinal product Crp./page 4/4

TECTSI [TESTS Honycrumuie npenenss ans JAEXAPCTBEHHOTO NpenaparTa / Pezyasrar / Result:
Specification

12, MukpoSuonorsyeckas B.1 r npenapara sonycraercs Hanwane e Gones 105 Baxreputt; e

qacrorat / 6onee 102 rpubosn, He nensirano
Microbiological purity * Orcyroreuc E. colia 1 1./
In1 g of the drug not more than 10? bacteria, ot more than 102 Not tested
fungi,

The absence of E.-coli of § g
Cepus cooTetcTayer TpeGonannnam

Aera eeinycka / date of release 25.03.2020
- HCnLITHHYE DPOBOANTCE NS Kaxzaok recatott cepuu
D reer nipopomTes TIPH BBITYCKE

3 TecT nposoANTLCH OPH XPAHCHHUK

* - The test is performed for each tenth series

¥ Test is carried out at release
test carried out during storage

3amancuue o cepradukanms,

Hacrosumm: 2 YAOCTORCPAIO, YTO NpPHACHEHHAL Bhirie unbopmalya  gBngeTCA AOCTORCPHO” M TourOA. Dty cepuio
npogyxusu. . 6rno ‘Dpou3BeacHo (sxmovan ynaxosxy u MApKHPOBXY) M mposenei KOHTDO/IL €€ XxavecTsa Ha
BLIUICYTIOMSHYTOM YHACTKC B TONHOM COOTBETCIRHH ¢ TpeGoranuaMn GMP, YCTaHOBNEHELIMH MecTHEM PEryNITOPHLIM
OpPraom, a TaKXe COrfiacHo CNEIHGHIAIAN, CofepAALAMES B PeTHCTpanHOntoM focke. TIpoToxonnt NPOH3ROACTRA,
YNAKOBKH 41 3HAHIOB GLi/IH MIEPECMOTPCHM 3 YcTanorneuo cooTBeTcTEMe GMP.

Statement of Certification

"With this, | certify that the above information is true and accurate. This series of products have been produced (incl uding
packaging / labeling) and conducted by the quality control in the above section, in full compliance with the requirements
of GMP, cstablished by local regulatory authority and in accordance with the specifications contained in the registration

Compiled by: Date:  02.04.2020
»
C. Cryunu, & S‘U Vé&' ‘C Mar. 1.96epnn, : (/ /D )
Henonaurens : ] YnomsoMoueanos imuoe o kauecrny/ ality Authorized on.
GEROT @ LANNACH my Aty pers
G.L. Pharma GmbH,
Schknsplatz 1
8502 Lannach, Ausiria

Tel.: 4-43 (0)3136 /8257704

]
8 BAT "¥rpoxke
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G:L. Pharma GmbH - LANNACH

Schiosspiatz 1

A-8502 Lannach, Austria
Telefon: +43/(0)3136/82577.0
Fax: +43/(0)3136/81663
e-mail: office@gl-pharma.at

Batch release certificate

Product name: VASONIT ret. 600 mg fic tablets

Batch N 9K048A

Manufacturing date:  10.204 ]

Expiry date; 10.2024

Quantity: 24,300 x 20

Country of destination: Ukraine

Package type: PVC-A]uminiunvblister, Packaged in a cardboard box

| hereby certify that the above Information is authentic and accurate,

This batch of production has been manufactured, including packaging and quality controf in full
compliance with the EU-GMP requirements and with the specifications in the Marketing
Autharisation of the importing country. (see attached Certificate of Analysis).

The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

The batch is released for supply.

Compiled by: Date of issue: 02.04.2020
C Qi
S Stuklek
S. Stuchlik Mag..J. Eberl
e Qualified person
GEROT §# LANNACH
G.L. Pharma GmBH,.
Schlossplatz 1
8502 Lannach, Ausiria
Tel.: 443 (0§3134 7 82577-0
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NEPKITIKCIIYXKBA YKPATHU
JIEPYKABHA CJIYKBA 3 JMIKAPCBKUNX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMUA Y KUIBCHKIN OBJIACTI

npocnekt Banepis JloGaHoecbKoro, 51, m. Kuis, 03110, Texn/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Koa €[IPTIOY 37078774

BHUCHOBOK
Ipo AIKicTH BBE3eHOr0 B Y Kpainy JAikapebKkoro 3acody

02.07.2020 Ne 30105/20/10

BA3OHIT

(MafiMeryBaHHs 1iKapehKoro 3acoby 3riliHo 3 peecTpaLiitiiM MOCBIAISHHAM)
TabJIeTKH peTap, BKpUTi 000/10HK0I0, 110 600 mr, o 10 TabseTok y Gmicrepi, mo 2 Guicrepu B
KopoOui 3 KApTOHY

dbopma BHIYCKY, J03YBaHIist, BUA NaKyBaHHs NiKapcLKOTo 3ac00
M

Homep peectpauiitoro nocsinuenns UA/81 38/01/01 crpok aii peectpauiiinoro noceinuerts 01.01 2099

Cepis nikapcskoro 3acoGy Ne 9IK048A KinbkicTs BBesenoro aikapeskoro sacody 300
BupoGHHK I".J1. dapma I'mM6X, ABCTpist
(raiimenyBanus BUpOOHMKa nixapcbkoro 3acofy, kpaiHa MOXOMKEHHS)
BeeseHo B Ypaity CrijibHe YKpPaTHChK0-eCTOHChKE NiANPHEMCTBO Y ¢opmi ToBapucTBa
3 oBMeskenolo BinnoBianbuictio 'Onriva-Papm, JITI", inent. xon:
21642228

(naitvenynans Ta koi 3a €APTIOY opHaKHOT 0co6H ab0 Tpi3BHILE, iM's1, 110 6aTbKOBI (Di3nIHOT
0COGH - riarpuemus, T MiCLie TPOXKKUBAHHS Ta peecTpailifiHuii Homep 00M1ikoBOT KapTKK NNATHHKA
nogaTkis abo cepis Ta HOMEp NacrnopTa)

TIpoTOKOJI Bi3yaabHOr0 KOHTPOIIO Bid 25.06.2020 Ne 1952/5.

3a pesyabTaTaMM [EPIKABHOrO KOHTPOJIO  BCTAHOBACHO, IO nikapchkuit  3aci6  BBeseHo B YKpaiHy 3

,[lOTpI/lMaHHHM BUMOT 3aKOHOAABCTBA LI0A0 3a0e3neyeHHs SKOCTI NiKapchKkHX 3aco0iB.
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