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path,
JTEPXKABHA CJIIVKEBEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCBKIN OBJIACTI

npoB. Ceitmmysol Hapii, 3, M. Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox CAPIIOY 37078774

BUCHOBOK

PO SAKICTH BBE3€HOr0 B YKpainy JTKAPCHLKOTO 32¢00y
30.10.2023

Ne 52735/23/10
KOP/IITIPA3

(HaiMEHYBAHHA IIKAPCHKOTO 3aco0y 3rifHo 3 peecTpariinum TOCBITICHHAM)

TA0JIeTKH, BKPHUTI

IIBKOBOIO 060JI0HK010, 110 5 MT, 110 10 TadaeTok Yy OJticrepi, mo 3 Gaicrepu
Y KapTOHHiH KOpooui
(popma BuIyCKy, HO3YBAHHS, BHI MaKyBaHHA JIKAapCHKOT'0 32C00Y)

Howmep peecrpaniiinoro nocsinuenns UA/19992/01/01 CTPOK Aii peectpaniiinoro noceiguenns 11.04.2028

Cepisn stikapeskoro saco6y Ne 9802063

KinekicTs BBe3eHOTO MiKapchkoro 3acoby 3400
Bupo6unk

IUUIIBA Xpsatcka 51.0.0., XopBaris

(HaliMeHyBaHHS BHPOOHHKA JTiKapcLKoro 3aco0y, Kpaina Moxo/pxeHns)
Bseseno B Ykpainy

ToBapucreo 3 06Meskeno10 BIINOBIAAILHICTIO
xox: 34770471

(RaliMeHyBaHHs Ta kox 3a €JIPTIOY IOPHAKHOT 0coOH abo mpiseuine, iM's, 110 6ATHKOB] ({pizmunOl
0cobH - miAnpHeMIs, 1l Micle PO

HBaHH: Ta peeCTpaliifHui HoMep 06iKOBOT KAPTKH MITaTHHKA
MoJaTKIB afo cepis Ta Homep rnacnopra)

IIpoToxoa Bisyansnoroe xonrpomo Bix 26.10.2023 N 3394/11.

"Tesa Ykpaina", inenr.

3a  pesyabTaTaMH  IepKaBHOTO KOHTPOIIO ~ BCTAHOBNCHO, INO JNKAPCHKHM  3aCi6

BBC3€HO B YKpaiHy 3
AOTPHMAaHHSNIM suMmor 3aKOHOAABCTBA 110/10 3a0e311EYeHH SKOCTi JIKaPCLKUX 3aC001B,

Biraniit BOHJAPEHKO

A ——

(iniwiamm Ta npissxue)
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za

PLIVA Hrvalska d.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreh, Croatia

LB A Xpsamera d.0.0.

{1piaz Sapyna Pininesuna 235, 16000 Iaeped, Xopsamin

CERTIFICATE OF QUALITY

DRUG PRODUUCT
JUKAPCHEKHY 34CIE

Active ingredient
Axmugnuil ivapedicim

Batch number
Hostep cepii

Batch size
Pusmip cepii

Release gnantity
Bunyugena xizsricmes

Late of manufacture
Hama eupobruuymea
Expiry date -
{Ipudarmsni do

Specification
Creyuhinayin

Baich Release Site

Aissnnys, eidnosidarena sa BUAIYCK
cepii

Certificate of GMP conipliance of a
manufacturer

Cepmudpivam sionoeidonoomi GMP
EUPCOIURG

Number of manufacturing license
Hovep supobuuuot 1iyensiy

Bulk manufacturing site, pri mary and
secondary packaging, quality conirol
Bupotnuymeo neposxhacosanoi
NPOOYRYEL, REPBUHNG Ma smopusna
FRAKOBKA, KOHIIPOIL AKOCH
Certificate of GMP compliance

Cepmudsixam idnosidnocmi GMP

Number of manufacturing license
Hoaep supobruuol 1iyensiy

Marketing Authorization License
FPecempayiiine noceicuenns

Imiporting Country
Kpaina-ismopmep

CEPTUHDIKAT AKOCT]
Ne 1

Cordipras, film-coated tablets 5 mg, No30 (3 blist. x 10 tabs.)
Kopoinpas, mabnemxuy, skpumi niieroson oboronxoio, no 5 vz, Ne30 (3

baicm. x 10 maé6.)

Prasugrel 5 mg as Prasugrel Hydrobromide 6,083 mg

Hpacyepeas 5 ve y sucnadi npacyzpenso zidpobpormioy 6,085 sz

9802063
802063

3 400 boxes
3 400 ropobox

3 400 boxes
3 400 xopobox

06.2023
06.2023

06.2025
06.2025

SDRA074092
SDRAQ74092

PLIVA Hrvatska d.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
[1/TIBA Xpsamcexa 9.0.0.

[Ipiraz bapyna @ininoguva 25, 10000 3azpeb, Xopaamis

Ne UP/1-5330-10/22-03/11; 381-13-08/243-22-07

N UP/H-530-10/22-03/11; 38]1-13-08/243-22-07

Ne UP/I-530-01/13-03/08
Ne UPA-530-01/13-03/08

PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

11JIIBA Xpsamera 0.0.0.
Hpinas bapyna Ciaincsuva 23, 10000 Yazped, Xopsami

Ne UP/1-530-10/22-03/11; 381-13-08/243-22-07
Ne UP/I-530-10/22-03/11; 381-13-08/243-22-07

Ne UP/1-530-01/13-03/08
Ne UP/I-530-01713-03/08

Ne UA/19992/01/01
Ne UA/19992/01/01

Ukraine
Yrpaina

/})mw N3Ld, 11/ 7

Crop. 134
Page_l of 4




TESTS REQUIREMENTS RESULTS
BUHTIPOEYBAHHA BHMOIH PE3}’JI% TATH
DESCRIPTION (visually)* Yellow, Oval film coated tablets, debossed with “P5” Conforms
on one side, plain on the other side of the tablet.

- QITHC (Gisvarera}* HKosmi oeaneui mabinemuu, Grpumi Niicreso0 Bionoeidae

;‘ 08010RKOI0, 3 MucHenRam “P5" 3 00noz0 Goky, ziadxi 3

| iMoo Boxy mabremct,

. APPEARANCE (visually)** Yellow, Oval filin coated tablets. No cracks or chips -

are observed.

3OBHIHHIA BHITST (sisyarvuo) ** AKoemi osaneni matizemeu, arpumi nriskosoi 2
obonowroio. Tplugunu abo ckoxu ne crocmepizaiompes.

IDENTIFICATION UV (PDA)* The UV spectra at the peak apex of sample and satistfactory
standard solutions as obtained in the assay method
exhibit the same shape.

VIEHTHDIKALS YO (@AM * Vd-cnexmpu na gepuiani nica 3 XPOMAMozpan GION08Ioe
GURPOOYBAHO20 MA CIMANOGDIMKO20 POTIUNIG,
CHIDUMAQHUY 8 XOO KITLKICHOZ0 BUIHCOUCHHS, MU Mb

. e QduaKosy hopry.

IDENTIFICATION (UPLC)y* The retention time of the major peak in the satisfactory ..

f chromatogram of the sample preparation corresponds to

that of the standard preparation as obtained in {he Assay.

| HEHTHOIKALIIA (VEPX)* HAC ympPUMyBARHA OCHOGHOZO NIKA NA XPOMamoespami sionogidae

BUAPOOYEAN020 POIHURY, OMPUMAHO20 8 X03H

KIFOKICHOZO BUIHAYEHIS, ¢iORoeIDaE MAKOMY RO

e e s AOMAROLAMT CHIAHOAI MHOS0 POSYUNY.

- DISSOLUTION (HPLO) NLT 80% (Q) of the labeled amount is dissolved in 15 94 %

' min.

Conforms to current Ph. Eur.(2.9.3)

POSYHHHEHHAS (BEPX) He menme 80 % (0 6id 3ansrenor xizvkocmi 24 %
postunsemocs yepes 15 xewnun,
Bidnoeidue sustozam Olrow0e0 sudani Cap. Dapa.

______ L (2.9.3) o m
UNIFORMITY OF DOSAGE UNITS BY Conforms to current Ph. Eur. (2.9.40) Conforms
CONTENT UNIFORMITY* Acceptance value and range ( as specified):

- (HPLC) L1=150and L2 =250
OUHOPIITHICTA JIOSOBAHUX bidnosioac suvoean Esp, gapy. (2.9.40) Bionoeidac

- QUAHAALR METOIOM TPAMOIO Hputivanere wucio ma suvosy (RK 3U3RGHEHD):

1 BH3HAYEHHA (BEPX)* LI=150mal2 =250

. ASSAY (UPLC) 95.0 - 105.0 % of the labeled amount 97.2 %
KITBKICHE BH3HAYGEHEST (VEPX) 95,0 — 105,0 % i zasicienor kirorocmi 972 %
IMPURITIES/DEGRADATION PRODUCT |
DETERMINATION (UPL(C)

| HOMILTKU/BH3HAGEHH S HNPORVKTIR
PO3TAIY (VEPX)

PRS-131 - NMT 0.2 % <0.1 %

: PRS- 137 He Gliswe 0,2 % <01%

| PRS-13/11 NMT 6.3 % <0.1 %

j PRS-13/H He Olroue 0,3 % <@.1%
IMPURITIES/DEGRADATION PRODUCT

' DETERMINATION (HPLC)

| AOMILITKH/BH3HAYEHHS HPOIYKTIB
PO3IATY (BEPX)

HYTP NMT 0.2 % <0.1%
Hyry He binvue 0,2 %, <0,1%
Diketone NMT 0.2 % - <0.1%
Crop.234
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- Huremon S He binvue 0.2 % <01%

Any unspecified NMT 0.2 % <0.1%

Bydb-axa nesidova He Birswe 0.2 % < 80,1 %

Total {(sum of both NMT 1.0 % <0.1%

methods):

Saaroni (cyva 3 060ox Memodig): He Ginvwee 1,0 % 3 <0,1%
WATER CONTENT (KTF) NMT 5.0 % 2.8 %
BMICT BOIH (K He Ginvie 5,0 % 2,8 %

IDENTIFICATION OF Positive for the correct color -
COLOR AGENT * ##4x
TIEHTHDIKALIIE BAPBHITKA* #%%% Hosumusna o 6idnoeidnozo bapsnuxa -
DETERMINATION OF LT 7.5% of Prasugrel base in Prasugre! hydrobromide <75%
PRASUGREL BASE IN PRASUGREL drug product (calculate on mass of drug substance).
HYDROBROMIDE TABLET (XRD)
BH3HAYEHHA TPACYIPETIO OCHOBH | Menue nixe 7,5 % Iipacyapenio ocrost ¢ aikapcokomy <75%
B TABAETKAX TP ACYTPEMIO 3acobi llpacyzpenio 2idpodpomid (e nepepaxynxy na
FPITPOBPOMITY tuemadon KIABKICHS IOl pevosusi),

| Penmaeniscorol dughparyiiy )
MICROBIOLOGICAL EXAMINATION OF
NON-STERILE PRODUCTS *# %%

L MIKPOBIOIOFTYHT BHITHPOBEYBAHHST
HECTEPHIDHMX JIIKAPCHEKHX

 JACOEBB#¥% %

Total aerobic microbial count NMT 10° CFU/g <10 CFU/g

3QeQIbHA KIALKICHEe aepobin He biavuie 10° KV Oz < 1O KYO/z

MIKDOODE QM 3A2iG

Total combined yeasts/moulds count | NMT 10? CFUrg <10 CFU/g

Sacatvia xirokicms dpinconcosux ma | He Bizswe 107 K YOz < IO KYO/2

naicenesux spubis

Absence of Escherichia coli per pram | Absent Absent

Biocymus

Biocymnicme Escherichia coli na epam | Biocymus

o RIS epa n LU NN CETANR TN T sma ity e T T R SR R e i e

— " B - T N

*- Not tested during stability study

*-Bunpotyeaitus e nposodame RPOMALOM COCHIONCEHNR crabitoroomi
**-Tested only during stability study

¥ Bunpobyeunis NPOBOOSME AU BPOMAZOM DOCRIONCCHIA CIABIToROCIH]

***For Stability: Ficst three production batches and one hatch per year at RT conditions at zero time, annually

andsor at the end of shelf life

YR TIpomscom docaioocenns cmabinsnocmi- Hepwi mpu npoxucnosi cepit | odna CEPIA HA PIK BPU KIMHAMHIR

MEMREPAMYDI 6 moyyl Hyab, opivko i/abo g Kinyt mepriny npudamuocmi.
*#¥%.First 3 production batches and occasional test upon request thereafter.
FER*_fepuii 3 npomuciosi Cepii 1 nOmiM nePiodUUHE BURPOBYGaHHR 3a SUMOSOI0.

#E¥Ex_Release: First 3 production batches and every fifth batch thereafter, or at least one batch per year if less

than 5 batches per year are manufactured.

Stabikity:

- Long term testing: at zero time, annually and/or at end of shelf life
- Intermediate testing: at zero time and annually

- Accelerated testing: at zero time and 6 months

¥R Ma eunves - Hepui 3 nposuciosi Cepil [ nomive kodicHa n'sina cepis, abo xouq 6 odna cepin 6 piK, Ao

SUPOBICIMBCR MeHwe 5 cepiii s pik,
[Ipomscos docnidoicenns cmabirenocmi:

-Hoseocmporogi sURpOOYVeanHa crmabiteocmi: g MOMYI HYT6, WOpIaHo abo & Kinyi MEPMIHY RIUGAMHOCHI,

-tipostivicni eunpobyeasa cmabitenocmi ¢ FOYYE HYas MG 80PN 0.
~lIpuckopeni aunpobyaauns cmabinenocmi: 6 MONYL HyAb ma 6 MICHHIG.

Crop. 334
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PRS-13/5;

(7a8)-5-(2-cydopropyl-1-(2-f] uorophenyl)-2-oxoethyl)-5,6,7, 7a-tetrahydrothicn a[3,2-cjpyridme-2(4H)-one

PRS-13/11):

(7aR)-5-(2-cyclopropyl-1-(2-f] uorophenyl}-2-oxoethyl)-5,6,7 7a-tetrahydrothien of 3,2-clpyridine-2(4H)-on¢

HYTP:

S-(2-cyciopropyl-1 -(2-fluorophenyl}-2-oxoethyl)-7a-h ydroxy-3,6,7,7a-tetrahydrothienof 3,2-cIpyridine-2(4H)-one (Prasugrel
Hydroxy Thiolactone)

Diketone:

‘E.»c:.rclopmpy]-z—{2—ﬂunmphenyi)ethane» 1.2-dione (Cyclopropyl 2-Fluorophenyl Diketone)

PRS-13/F:

(745)-5-(2-yudonponin-| ~(2~gmapchenin)-2-oxcoemur)-3.6,7 Za-mempaziopomicnof3,2-c] nipudun-2{4H}-on
PRS-13/11

(7aR}-5-(2-yuraionponin-1-(2-gm opgeriin)-2-oxcoemuaj-5,6,7,7 a-mempaziopomicnof 3, 2-¢] nipucun-2(4H)-ou
HYTP:

F(2-yurronponii-1-(2-¢um upipenin)-2-oxcoenun)- Ta-2idporcu-5,6,7, Ja-mempaziopomiciof3,2-c fripudun-2(4H)-on
(Bpacyepears 2i0poxcumiosaxmon 3

Auxemorn;

{-yurronpaniz-2-(. 2-thmophenizjeman-1,2-dion . yukronponrin 2-gmopdeniz-Suxemon)

Certification statement: [ herehy certify that the above information is authentic and accurate. This batch of product has been
tabricated / manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with the GMP
requiremenits of the logal Regulatory Authority and with the spectfications in the Marketing Authorisation of the itnporting
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP,
3ainn npo cepmugbivanio: Hitichus s 3AMBEPONCYI0, WO HABCIEHA Buge IHPOpMaYis € QoCmosiproio Ma moumow. Lin cepin
8BpOOYKRTY 6y3a supubiena, exarovaiouy RAKYBUHHA MAPKYBAHHA M KOHIPIORL AKOCME Ha eutye Skazawitl dinenuyi {Qinbruysx) @
N8R Gidnvsionoemi do euvos GMP, MO SCIGHOGRENHT MICHEGUM DezyisimopIius Opeanos, ma cneyughixayint Peccmpayiiinozo

HOCSINNEHIS Kpatnu-tanopmepa. [Tpomorony GUPOBNUYMEA, RaKyeannsn i HAUIY CCPIE BYR0 nepesipeno u eusnane marumu, o
sidnosidarome GMP.

Date:
J&H?{I: ST et o

" Protat
SeSaE el el L

Approved by:
Jameeponcenn:

iﬁa%}ﬁl’* '-*.ﬂ

T : A 140 :
PLIVA OROATIA L Wy, 0 70471
Unality Faorol Sl |
Qualified Purzon
Murts Velkanovs
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