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Dipenapar: TPOMBO.ACC 100 s, Tal/IeTRH, NOKPHITHIE NICHOYHOIO 06oNOUKOH, KuieuHopacTeopumeie 1o 100 Mp

Product: Thrombo ASS 100 mg tablets, film-coated, gastro resistant at 100 mg

| Homep perncTpanuomioro counerenscrna; UA/5373/01/01 o1 25.10.2017 1.
Number of registration certificate: UA/5373/01/01 from 25.10.2017.

Coan felicTRYA / akTHRHOCTS: KHCnOTa ateTHncanurnosas 100 mr
Strength / activity: acetylsalicylic acid 100 mg

Jlexapcrennsn popma; TabJIeTKH, NOKPEITHIE NICHOMHOIO o6onoyxott, KHUICYHOPACTBOPUMbIE
Pharmaceutical form: tablets, film-coated, gastro resistant

Pa3mep % THn ymaxonku: Tlo 10 ra6nerok 3 6auctepe, no 3 Gnucrepa s KapTOHKOH KOpobke
Volume and type of packaging: 10 tablets in a blister; 3 blisters in a carton box

Homep cepit n ¥oangecTo ynaxonox: 9E085A, 83.333 ynaxosox
Batch number and batch size: 9E085A, 83.333 packs

| AaTa npoussogeTna / Manafacturing date: 05.2019
Jara oxonyaima cpoxa rogrocry / Expiry date: 05.2022

Hanmenosanue, mecronazomaenne u nomep Mmmemsny yuactica OTEETCTBERHOTO 3 BLIMYCK CeprN,
Name, address and M of Manufacturing License for the batch releaser.

TJL ®apma Tm6X, Uinocennay 1, 8502 Jlanax, Aecrpua

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

Jinueuzna na mponssoncrso/Manufacturing License: 481327

Ceprrnkar cooTnercrana GMP a1 cobinxa EurdaGMP
/Certificate of GMP compliance or the reference to EurdaGMP INS-481327-0047-001

Hanmenosamne, mecronaxoxsesite u HOMED JANEHIAN YIACTKR TPOHIBOACTEA H KOHTPORS KRYECTBA,
Name, address and Ne of Manufacturing License for the manufacturing site and quality control site
I.J1 - Dapma I'M6X, Iumactpimrpacce 1, 8502 Masiax, Asgctpia

G.L.Pharma GmbH, Industri¢strasse 1, 3502 Lannach, Austria

Jinnemun na npoussoacrao/Manufactaring License: 481348

Ceprudaxar coornercraan GMP suar cerunxe EardaGCMP
{Cerfificate of GMP compliance or the reference to EurdaGMP  INS-481348-0046-009

Kommenrapan/Comments

. Kl

_Snom v JUAN- 0 g3 06 Jglla




GEROT @@ LANNACH
G.L. Pharma GmbH - LANNACH

-Schlossplatz 1

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

CepTHbnKaT KaUECTBA JEKAPCTBEHHOIO CPEACTRA
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TECTBI /TESTS AONyCTAMBIE NPEALHH U1K IEXAPCTBEBHOTO HPENAPATS / Pezynntar/ Result
Specification
IIpu nponssoacTee / B nponecce xpanenun /
In the production During storage
1.. Brewnwii sun / Benie, xpyrasie, Besue, kpyravie;
Desceintion IBORXOBBITYKNNE TAbnETIN, ABOAKOBHITYKsIE TAGTETEH, _
P AOKpLITHIE HOKpHITHIE Coorsercrayer
KHILICMHOPACTBOPHMON KHIMETHOPACTBOPHMOH
tneHouHoR o6onouxoit Ges nneHounol obonouxkol Gez Corresponds’
pasneHTensHoit NONoCK! / pasaenuTensHOH nionocs /
Whité, round, biconvex, enteric- | White, round, biconvex,
‘coated film cover without enteric-coated film cover
. dividing line without dividing tine
2. Paameput / size Huanerp - 8,1 £0,2 mu -
Tonmuna — 3,5 = 4,1 Mm/ 8.2 mu
1 Diameter - 8,1+ 0,2 mm 4.0 Mm
" Thickness - 3.5 - 4.1 mm
3. 3anax / odor HNpaxtuuccku Ges 3anaxa / - Coorsercrayer
Practically odorless )
‘ ) ; Corresponds
4. Unewrudmcauma. HK-criexp Tabietok aomxen ——
auetuncaniunonolt -
KucroTs (crewnduueckuit | ©O0TPCTCTBORATE  MK-cniextpy Coorseictyer
meron)/ v crangapra /
Identification of’ : Corresponds
acetylsalicylic acid (specific | TR Spectrum of the tablets
method) should correspond the standard
IR specttum *
5. Mnetrmndukaums Cootsercrsne xo3ddunuenta a———
aueTHACAMUUMNOBOH yaepranus (Rf) ocHOBHHX
KHCROTH (ANbTEPHATUBHLIE | nsTen Ha XpOMaTorpamMmMax
XpoMatorpadiricciue HCTILITYEMOTO PacTBOpa ot Coorsercrayer
METOARD) CTAHNAPTHOrO pacTeopa I
A, Meron TCX \ ) Corresponds
B. Meron BKX / Cooteercrane spemen’
v YACDXAHHA OCHOBHHX NHKOB Ha Cooteercrayer
ldentification of XPOMATOTPaMMAX HCNUTYEMOrG
acetylsalicylic acid. H CTAHAAPTHOrQ PACTROPOB / Corresponds’
" ;| Compliarice retention factor
(altun/atwe chromatographic (Rf) main spots on the
methods) chromatogram of the test
solution and the standard
ATLC solution of 1
B. HPLC Compliance with retention times
of the main peaks in the
chromatograms of the test and
standard solutions
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CepTndHKaT Ka1ecTBA ICKAPCTBEHHOTO CPEACTBA
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TECTBI TESTS Jouycramie npenest 418 NEXAPCTBERHONO npenapara./ Peszyastar/ Resuit
Specification
IIpx nponr3sogcTee / B upouecce xpanenus /
In the production During storage

6. Komryecteennoe 100,0 Mr+: 5%/ 100,0 mr 5%/
onpeseneHue 100,0 mg + 5% 100,0 mg+ 5%
AUCTHACANMULIOROH
KHMCAOTRE MeTonoM BOXKX / 98.3mg
Assay of acetylsalicylic acid
by HPLC
7. Onpenenenue Bojin He Gonee 5,0%/ He Gonee 5,0%/
(Espon.®apM. Meton 2.5.12) | Not more than 5.0% Not more than 5.0% 2.8%

oy . . ®
/ Determination of water
(E.Ph. Method 2.5.12)
8. Conyrcreyromne
Bewectaa {(Merox BIXKX): 0.10%
- ceoGoaHan camynonas | He Gones 3,0% He 6onee 3,0% ’
Steds , <0.01%
* CAHHUMHAS HEH3BECTHAN He Gonee 0,2% He Gonee 0,2% :
npumech . <0.01%
» CYMMA HEMIBECTHRIX: He Gonee 0,5%/ He Sonee 0,5% /7 :
npusmecedi / .
Related substances (HPLC);
- free salicylic acid. ‘Not more than 3.0% Not more than 3.0%
- single unknown impurity | Not more than 0.2% Not more than 0.2%
- sum:of unknown impurities | Not more than 0.5% Not more than 0:5%
9. Cpéanss macca/ 2150 Mr+75%/ 2150 Mr = 7,5%/ 2180mg
Average mass 2150 mg+ 7,5% 2150 mg £ 7,5%
10. OntioponiocTts Cornacho tpeGosanuam Espon. | ~---
AOIUPOBAHHLIX CAMHHIL / apm: MeTO 2.9,40 / 42
Uniformity. of dosage units According to the requirements

. of E. Ph, Method 2.9.40
I1. Pacnagaemocrs (Esport.
Dapm, Metoa 2.9.1) Cooteercrayer
= 0,1M pacrrop xuenorst He pacnanarscs s Teuenve 2 He pacniagarsca s Tevenue 2
XJTOPHCTORONOPONHOR 4acos YacoB Corresponds
= Gocamsiii Gydepuniit Pacnaparsca 8 Tevenue 30 Pacnanarica s Téueime 30
pacreop pH 6,8 / MHHYT [ MHHyT / <5 min.
Disintegration (E. Ph,
Method 2.9.1) ,
< 0.1 M solution of Do not disintegrate for 2 hours. | Do not disintegrate for 2 hours
hydrochloric acid »
- phosphate buffer solution Disintegrate within 30 minutes Disintegrate within 30 minutes
H 6.8
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CeprndukaT KAYECTBA NEKAPCTBEHNHOIO CPEACTBA

E.coli inthe absence of 1 g/
Ac. to'E, Ph.

Fungi/ mold < 10° CFU / g
E.coli in the absence of 1 g/
Ac. to E. Ph,
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TECTBI /TESTS JonycTHMELE NPeRentt AliS IEKAPCTREHROMO Mpenapara / Pesymrar / Result
Specification
IIpn npoussoacrae / B nponecce xpaseHns /
in the production During storage
12. Pacraopenue (Espon. '
Papm, Meto12.9.3)
- 0,1M pacTeop kucnoTs He Gonee 10% uepes 2 vaca He Gonee 10% uepes 2 uaca 25%
XNOPHCTOROAOPORHOH
- docdarneni Sydepuniin He Meuce 80% uepes 30 munyr/ | He menee 80% epes 30 101 %
pacrsop pH 6,8 / MHEYT/
Dissolution
(E. Ph. Method 2.9.3) , o
~ 0.1 M solution of No more than 10% after 2 hours | No more than 10% after 2
hydrochtoric a¢id hours
| - phosphate buffer solution | Not less than 80% in 30 minutes | Not less than 80% in 30
pH 6.8 i minutes
13. Muxpotuonoruueckas | Aspobusie baxrepwn < 10° | AspoBusie Gaxtepun < 10°
uncrota* KOE/r KOE/r
(EBP‘?F‘_E";“?M' “;2"1“ 5‘: f T'pubus / iinecers < 10 KOE/r | Tpubu / nnecerns < 10° KOE/
‘("me‘. 6.121 2. '_‘3)) E.coli orcyrcraner i r/ E.coli orcyrcreues1r/ i
MIcProblolpgrcal purity * Aerobic bactniag‘; 10°CFU /g | Aerobic bacteria < 10° CFU / ¢ HeTbTano
(E. Ph. 5.1.4 method | Fungi /mold <10° CFU /g g
(method 2.6.12 and 2.6.13)) Fottestol

Cepun coorsercTayer TpeGopatnam

Hara Boinycxa /. date of refease

12.08.2018

.

* rect memonuseTcs Ans kaxaok 10 CCPHH UM 1O MeHBLIcH Mepe pas3 8 roa,
* Test performed for each 10 series, or at least once year, in that order.

Sasnnenine o ceprudurannn. g
Hacromuum a YAOCTOBEPAIO, HTO NPUBCACHHAs BHUIC MHQOPMALMR ARNNETCH ROCTOBEPHOR 1 TOuMOiL. DTy cepmo

B YXA38HHOM NOPAAKE:




CepTHHMKAT KauecTBa JeKapCTBEHHONO cpeacTBa
Quality certificate of the medicinal product

Statement of Certification

"With this, I certify that the above information is true and
packaging / labeling) and conducted by the quality con
of GMP, established by local regulatory authority and
dossier or N marketing authorization of the country o
imported N, or in the file specifications for the dmg

Compiled by:

C. Cryunux, fg‘giﬂxciiili

Horonsicrens

GEROT @® LANNACH

G.L. Pharma GmbH - LANNACH

Schlossplatz 1

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

Crp./page 5?5

accurate, This serics of products have been produced (incloding
trol in the above section, in full compliance with the requircments
in accordance Wwith the specifications contained in the tegistration

f the manufacturer or N importing country if the products are

for the investigational product. Protocols production, packaging and
testing has been revised and the correspondence GMP ».

Date:  20.082019

Mar. N.36epns,

YnosiioMoYenHoe LG Tio Kkauectsy/Quality Authorized person
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JIEPYKIIKCITYKBA YKPATHA
JTEPYKABHA CJIYKBA 3 JIKAPCHKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUIBCHKIN OBJACTI

npocrekt Banepis JloGanosebkoro, 51, m. Kuis, 03110, Ten/daxe: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Ipo SIKiCTHL BBE3eHOT0 B Y Kpaily JiKapcbKOro 3aco0y

02.07.2020 Ne 30118/20/10

TPOMBO ACC 100 MT"

(HafMeHyBanIs AIKapCLKOro 3acoly 3rifHo 3 peecTpalifiHiM NOCBiAYEHHsM)
Ta6JIeTKN, BKPUTI IJIIBKOBOIO 000/10HKO10, kumkosopozunani no 100 mr, no 10 TA0JIETOK Y
guricrepi; mo 3 Guticrepu B KopoOui

((popma BurIyCKy, J03YBAHHS, BU/L NAKYBaHHs 1ikapChkoro 3aco0y)

HoMep peecTpauiifiHoro NocsinteHHs UA/5373/01/01 crpox aii peectpauitinoro nocsizuenns 01.01.2099

Cepis nikapcskoro 3acoby Ne 9E085A KifbkicTs BBE3eHOro stikapcbkoro 3acody 90
BupobH1K I".J1. ®apma I'm6X, ABCTpis
(naiimenypanis BupoSHUKa IKapeLKOro 3ac00y, KpaiHa NOXOIKEHH)
Beesero B Ykpaity CrisibHe yKpaiHChbKO-eCTOHChKE MIANPHEMCTBO Y ¢opmi TOBApHCTBA
3 oGmeskenoro pianosizaabuicrio "Onriva-Dapm, JIT", inent. ron:
21642228

(naiimenypanns Ta ko4 3a CAPTIOY 1opuAKYHOT 0coGH ab0 Npi3BrLLe, iM'a, To GaTbkoBi (izuyHOT
ocobu - nijnpuemist. T Micue MpoKUBaHH Ta peectpaliiiiHuii Homep 06MiKoBOT KapTKy NiIATHNKA
nogarkis aGo cepis Ta HOMEp Macnopra)

TIpoTOKO Bi3yaNbHOr0 KOHTPOIO Bij 25.06.2020 Ne 1952/18.

3a  pesyibTaTaMH JEPIKABHOrO ~KOHTPOJIO  BCTAHOB/ICHO, UIO nikapcbkul  3aci6 BBE3eHO B YKpaiHy 3

JAOTPUMAHHSIM BUMOT 3aKOHOAABCTBA LIOAO 3aBe3neuenns sKOCTI JikapchKux 3ac00iB.
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