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PLIVA Hrvatska doow.
Prilaz baruna Filipovica 23, 10000 Zagreb, Croatia

TR A Xpsancra do.6.
Hpiwers Bapyvg Sirmwsia 25, 10000 Jacped, Xopsamin

CERTIFICATE OF QUALITY

DRUG PRODUCT
HIKAPCERKHH 34CIE

Active ingredient
Axmusnutl inepedicnin

Batch mumber
Hoaep cepit

Batch size
Foszaip cepii

Release quantity
Bunyupena kitscicmn

Date of manufacrure
Aami supninuypiss

Expiry dac
Hpusanmud oo

Specifcation
Crreyuehibecion

Bawch Release Site

Mg, slonogidaona sa BHAYCK
i'@g')!l

Certiticate of GMP compliance of a
manufaciyrer

Cepmudinam aidnogicnocmi GMP
SUPOBHUKG

Number of manufaciuring license
Honten supoGiomol wigensi

Bulk manutacruring site, primary and
secondary packaging, guality contrel
Bupolfinmygingo veposdacosanay
APOIVKYIT AepsMuna ma sopunsa
FRERCERQ, KOWTIOE 9R0CH
Ceriificate of GMP compliance

Ceprnfrinean sionosionocmi GMP

Nurber of manufacturing license

Hewep eupotriuyol tigensii
Marketing Authorization License
Feeompayiine noesidueina

Importing Couatry
Kpuina-isaopmen

CEPTHOIKAT AKOCTI
Ne 2

Cordipras, film-coated tablets 10 mg, Ne30 (3 blist. x 10 tabs.)
Kopdinpas, maGaemiu, expumi niiero6oio ofoneuroe, ne 10 ue, Neig
(3 Gaicm. x 10 maé.)

Prasugrel 10 mg as Prasugrel Hydrobromide 12,170 mg
Mpacyapess [0 mz y suzandi npacyepenio zidpotpomidy 12,170 sz
3407024

3407024

5 300 boxes
5 300 xopotox

3 500 boxes
5 500 xopotor:

02.2024
02.2024

02.2026
02.2026

SDRAO74092
SDRAOT4092

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
IR A Xpeamera 0.0.0.

Hpinas Gapyna iainceuuc 135, 16000 Jazpeb, KXopsamin

Ne UPA-530-10/22-03/11; 38 1-13-08/243-22.07

Mo UPA-530-10/22-03/11; 381-13-08/243-22-07

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

Mo UP/E-530.01713-05/08

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 16000 Zagreb, Croatia
HHBA Xpeamera 9.0.0.

{Ipiraz bapyna Piainoguna 25, 10000 Fazped, X onaamis

Ne UP/L-530-10/22-03/11; 3§1-13-08/243-22-07

Ao UPA-530-10722-03/11; 384-13-08/243-22.07
Mo UP/E-330-01/13-03/08

Mo UP/1-530-01/13-03/08

Ne UA/19992/01/02

Mo UA/19992/01/02

Ukraine
Yepaiva
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| TESTS REQUIREMENTS | RESULTS
i BHIIPOBYBAHHS BHMOTH PEIVIBTATEH
| DESCRIPTION (visuallyy* Beige, Oval filin coated tablets, debossed with “P107” " Conforms
on one side and with score line on the other side of the ;
' tablet. :
COHIIC fniayaneno) Beoiceal oaaioni mabremey, sxpami niisxoeomn | Bidnosivae
ofononkow, 3 mucrennart "PI107 3 odnoso boxy, ma 3 !
HHIEI0 POZAOMY 3 020 Boxy matemiy. ’
CAPPEARANCE {Vi@u:{lly)** i BReige, Oval film coated tablets. No cracks or ci*ups Conforms
are observed. i
BOBLILLTHIE BHITIUL (stivareno) ¥* Gewces] 08aabHi METRSMKY, SKPUMT IAIGRO8GI) | Bignogidac
obonanxow. Tpiwunu abo cronu ne cnocmepizaoms e,
UNIFCRMITY OF MASS FOR Conforms to current Ph, Fur, Conforms
SUBDIVIDED PARTS*%% Mot more than one individual mass is ouiside the
range of 85.0 %-115.0 % of average mass and none of
the individual mags is outside the range of 75.0 %-
125.0 % of average mass,
OAHOPITRICTL MACKH PO3JITERHX Bionosidae euvopan divnozo audanns Cap. hapn. Bidnoaidas
HACTHE e He Ginvie cOniel induaidpamennt Mucs euxedume sa :
mesict 6i 85.0% Qo 113,0% aio cepednsol macu ma !
HCEONQ THOUBIDVRILIG MUCT He GUXOOUMb 3¢ Mt 6
e 75,02 da 123,0% sid cepeduvoi sacu. i
CIDENTIFICATION TV {(PIIAY* The UV spectra at the peak apex of samnple and satisfactory
' standard solutions as obtained in the assay method
exhibit the same shape. :
| LLBHTHDIKALIN YO (QMIT)* Yh-crermpu na sepuinni vica 3 xpovamospan ~ widnosidac
[ BULPOBYEANDZO MG CMANOAPIMANGRG POTUNIS, :
; OIMPUMARNY 8 XOOF KEIBKICHO0 SUTNAN L, MO
A e _oonaxony oy, ST : - e,
HIDENTIFICATION (UPLC)* The retention time of the major peak in the \ satisfuctory
; chromatogram of the sample preparation corresponds to 1
i that of the standard preparation as obtained in the Assay. |
| LIEHTHGUA LT (VEPX)* Hac ympuMmysanus o0uoan020 Hika wa xposamoepat! ! gidnocidue
BUADCEVEAHOZ0 POSHURY, OMPUManO2e 8 X001 i
KLIBKICHO20 BUIHAYCHRS, GIONGEI0aC MaKoMy Ha i
L R L LXDOMAROZNAMT CIMAROAPIHNOZ0 POSTUHY, o
; DISSOLUTION (HPLC) NLT 80% (Q) of the labeled amount is dissolved in 15 | 92 %
min.
Conforms to current Ph. Ear.(2.9.3) i
L POSYHHENII (BEPX) He aenuie 80 % (()) 8id 3aneaenol kirorocmi P92
| | DossuMsEniber uepes 13 xaum, i
i b Bionoeidae swnozam Ofiouozo eudanns Cep. Bapa. F
‘ 12.9.3)
]‘r UNIFORMITY OF DOSAGE UNITS BY Conforms to current Ph. Fur. (2.9. 40) ' Conforms
I CONTENT UNTFORMITY* Acceptance value and range { as specified): _
C{HPLS LI=150and L2 =250
L OTHOPIIHICTH JO30BAHHX Bidnosidac swvocav €ep. hapu. (2.9.40) | Bidnosidae
CUHHIHA METONOM OPSTMOTO VTpuniaierie wueno ma sUMOI (UK 2AHAYEHC). i
BHIFEAYEIINA (REPX)* Li=150mal? =250 !
ASSAY (UPLC) 95.0 - 105.0 % of the labeled amount L HOLG %
|V KIHEKICHE BHIHAYEHHA (VERX) 95,0 — 105,00 % aid 3asenenoi kiavkocmi 16199
HIMPURITIES/DEGRADATION PRODUCT
- DETERMINA LION (UGPLC) |
i ,qowwwfszjm YEHHH TPOINVRTIB !
C PO3ATY (VEPX) i
PRE-13/1 NMT 0.2 % IRIRR
_PRS-13 L HeGiwwe 0.2% ) <, ; %
CPRS-134T FNMT 0.3 % Pl
Crop, 2
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PRE-i3:H

He Giavwe 0,3 % < ,1 4%

| IMPURITIES DEGRADATION PRODUCT T T

DETERMINATION (HPLC)

§ ACMIITTTEW BHIHAYEHHA TPOIVKTIB

U POITATY (BEPX)

HYTP NMT 0.2 % <0.1 %
HYTP He bimvwe 0,2 % <1 %
Liketone NMT 0.2 %6 < 0.1 %
Auremon He binvwee 0,2 % < {1} Y
Auy unspecified NMT 0.2 % <0.1 %

! Bvis-stica uagldoma He 6inwiae 0.2 % <{,1%

‘ Votal (surm of both NMT 1.6 % <0.1%
nsthods):

: Jazansui (Cymd 3 060X Memodie) He Binoe 1,0 % < 1%

? WATER CONTENT (KF) NMT 5.0 % 2.8%

BMUCT BOIH Ky He biantea 5,0 % 2.8 %

CIDENTIFICATION OF Positive for the comeet color -

| COLOR AGENT # #is

IHEHTHPIK AL BAPBHHKA® #4%4 Hoswumusna Oan sidnogidnoszo Bapenura -

 DETERMINATION OF LT 7.5% of Prasugrel base in Prasugrel hydrobromide «75%

- PRASUGREL BASE INPRASUGREL drug product (calculate on mass of drug substance).

. HYDROBROMIDE TABLET (XRID)

| BHSHAYEHHA ITPACYTPEID OCHOBH | Mewue nioe 7,5 % Hpacyepeno ocuosu & iKapcoroaty < 7,5 %

VB TABAETIAX HPACYEPEIIRO 3acobt Hpacvepeno idpodposia {8 nepepaxywicy Ha

L TTHPOBPOMIAY {(vemodom

Penmaerigosrol dufipariiis

b . . - .
¢ kiapricme Qirovol pevosunu),

| MICROBIO! OGICAL EXAMINATION OF
NON-STERILE PRODUCTS #ox®x
MIKPOBHVIOTTHHT BHITITPOBYBAFIHA
HECTEPHILREY JIKAPChKHY
FACOEHFYE
Total acrobie microbial count
Jazaanng wlasxicmn gepobux
AKpoope Uiz

Total combined yeasts/moulds count

fazaierRa KinbKicms dpixedacosyx ma
mricenesiy cpuiia

Absence of Escherichia colf per gram
Bigeymnicmy Escherichia coli na epay

NMT 10° CF Ulg
He Ginvwe 1B KV

NMT 102 CFU/g
He Binbwe 1F KYQO/z

Absent
Bideymis

®. ot tested during stability study

P 10 CFU/g
D O RV O

< 10 CFU/g
< 10 KV (2

| Absent
" Bideymiun

F-Buipotyeanus e aposednis Apomacos 0ouaidocenns cmabiwiaomi

*.Tested only during stability stady

¥ BunpoGPeanta nposodams auie npomazom Gocridocenns cmabiyounocmi

PEE T

and/or gt the end of shelf life

xk

Mesnepanypi 8 Moyl iyan, wopitno Vabo & kinyi mepminy npudamncomi.

EET LY

LX)

-First 3 production batches and oceasional test upon request thereafter,
-Hapud 3 npomuciost cepii | nomia nepioguune eURPOTYEGHHR 30 BUMO2OID.

For Htability: First three production batches and one batch per year at RT conditions at zero time. anaually

-{{pomazay docaidoiceres omadinenocmi: Hepud mpu nporucace] cepit | odua cepis na pix Bpu KivHamni

#*ex%-Release: First 3 production batches and every fifth batch thersafter, or at least one batch per vear if less
than 5 batches per year are manufactured.

Stability:

- Long tenm testing: at zero time, armually and/or at end of shelf life
- Intermediate testing: at zero time and annually
- Accelerated testing: at zero lime and 6 months

PE T

EHPOGIRCMbCR Meme 5 ceplll @ pik

Iirgameezonm JocHidncetist emadiabHocmi

=Ll sunyex o Hepui 3 nposucnosi cepii { nomia xodcna »'sma cepis, abio xoua 6 oona cepia & ik, AKHIC
] £

Crop.334
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-Hoszcemporosi sunpodyeands cmabisonocmi: ¢ movyi Byae, wopivno Yabo 6 kinyl mepwiny npudAmHGCR,
-HIposisicHl GunpoGYeanis CMabiteROCIE: 8 MOuYT 1, mad 1 opiuHo,
-lipuckoperii sunpolysanns cmabliskcemi! & mouyi Me ma 6 slcryia.

PRE-131:

(7a8)-5-(2-cydopropyl-1-(2-Tluorophenyl)-2-ox oetiiy])-5,6.7, Ta-tetrahydrothieno[ 3, 2-c Ipyridme-2(4H ) -one

FRE- 1AL

{7aR}-5-(2~cyclopropyi-1-(2-fluorophenyl)-2-oxoetity])-5,6,7, 7a-tetrabydrothieno] 3,2 -cipyridine-2{4H}-one

HYTE:

3-{(Z-cyclopropyl-1-(2-flucrophenyl)-2-oxoethyl)-Ta-hydroxy-5,6,7. 7a-tetrahydrothienof 3, 2-clpyridine-2(4H)-one (Prasugrel
Hydroxy Thiolactone)

Diketone:

L-oyclopropyl-2-(2-fluorophenylethane-1,2-dione (Cyclopropy! 2-Fluorophenyl Diketone)

PRE-13/4:

{7as)-5-(2-yuconponis-1-(2-gumopdhenin)-2-axcoemun)-3,6,7, 7a-mempazidpomienof3, 2-c Inipudun-2(4H o

PRE-IIAL:

{7af)-5-(Z-rionponia-1-{2-Ghmoppein-2-oxcoemun)-5,6,7, Pa-mempazidpomics of 3, 2-cjnipudun-2(41{-ou

HYre:

S-2-yucronpunin-1-(2-@mopdenin}-2-oxcosmun)-Ta-gidpoxci-5,6,7, Fa-mempazidpomicao|3, 2-c [ripudun-2{4H)~ou

iy ape0 HOPOKCUMIonamon}

Huscemon:

L~z oniponia2-(2-gamopheninjeman- 1, 2-0ion (mocenponiz 2-gmopenia-duxencn)
Certification statement: | hereby certify that the above information is authentic and accurate. This batch of product has been
labricated / manutactured, including packaging and gualily control at the above mentioned site{s) in full compliance with the GM?P
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing
country. The baich processing, packaging and analysis records were reviewed and found to be in compliance with GMP,
Saaen upy cepmugiranin: Jiicauw g samesepdocio, wo rasederia suye inpopmayin ¢ docmosipHoe ma movncio, I cepin
Hpodyriy Bpaa spobiend, IO aIOWY NARYEANRAMAPKYBAHHE M KOHMPOI6 AKGCME NG 8HIge GRO3anifi Ol mnuyi (s 6
nosiiil eldnosidnocni o sumoz GMP, wo ecmarnosaeni micyesum PeSVARIMOpHUM OD2GHOM, mid creyuiayiil Peccmpayinnozo
ROCGICHENHST Kpain-Ivnopmepa. TIpomoreay GupoBHuRmMGa, RaKyeanta i ananisy ceplt Yo nepesiper0 i GuINANG FOKUAY, WO
sidnogicamonis GAP.

Dater
Aawia:

Approved by:
Bamncepdncern:

Crop. 4 24
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A

HEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KHIBCBHKIN OBJIACTI

npos. Ceitmuynol Hanail, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BN CHOBOK
PO AKICTH BBE3CHOI0 B YKpaiHy JiKapcEKoro 3acody

17.06.2024 Ne 29079/24/10

KOPJIITIPA3

{(HafiMenyBania Jikapchkoro 3aco0y 3riZHO 3 peecTpAMIHIM IocBifgenTIaM)
TadJIeTKH, BKPUTI ILIIBKOB0I0 060101K0Y0, 110 10 Mr, no 10 Taénerox y 6uicrepi, o 3
GaicTepr y KapTongii kopodui

{opma sunycKy, HO3YBANKS, BME NAKYBAHITA JKapCEKOro 3ac0fy)
Homep peectparniinoro noceiggenns UA/19992/01/02 crpox aii peectpaniiinoro noceizuenns 11.04.2028
Cepia mikapeskoro sacoby Ne 3407024 KinbkicTs BBe3senoro rikapeskoro 2acoby 3500

BupoGHitk ) IDIIBA Xprarcka j1.0.0., Xopsaris

(maftvenysains BUPoGHUKA NiKAPCHKOI0 3acody, KPaild HOX0HKCeHIx)

Bresero B Ykpainy Torapucteo 3 obmesxenoro Bigmopinanbuictio "Tesa Yxkpaina", inent.
wou: 34770471
(maitmemypans Ta xon 3a €JIPYIOY ropuarunoi ocobr abo HpissmIne, iM's, 0 04TeKkOB! hizanol
0cofx - nianpuenis, T MicTe TIPOKHBAHHA Ta peECTpaLlifiRHit HOMEP OONIIKOBOT KAPTKH [LTATHHKA
nozaTkie abo cepif Ta IoMep nacnopra)

IIporokon Bisyausnoro kowrpoaw eix 11,06.2024 n 1657/10.

3a  pesynnTaTAMH  IEPHABHOIO KOHTPOSIO BCTANOBNEHO, MO JKapcskuil  3acif  seeseno = Vxpainy 3

JOTPUMAHHAM uMOr 3aKOHOABCTRA [OL0 320C3ICUCHHS AKOCTI JixapceKuX 3acoBin.

NKPATD
Q\BYAKOH];:

u‘mnn

O

Bzm‘op C,TECDKIBCI:KI/II/I

(IHIIJ,I'UI}I T Ilp!jﬂﬂ!llt‘)

MANKe

WHTPOALO)

[t SHTU
onii"“ 7%
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