JAEPKABHA CNYXBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIKO 3A
HAPKOTUKAMHA ¥ KHIBCHKIHA OBJIACTI

npos. Ceitananoi Haxii, 3, m.Kuig, 02099, ten/daxc: (044) 576-40-41
E-mail: dis.ko{@dls.gov.ua, Koa €IPIIOY 37078774

BUCHOBOK
[Ipo SIKICTH BBE3€HOTO B ¥ KpaiHy JiKapcbKOro 3acody

29.04.2025 Ne 19324/25/10

MEJXOTI'PEJIb

(naiisenypaHns NiKAPCLKOTO 3acoBy riaNe 3 peecTpaliiiiis nocrinuea)
TalJIeTKH, BKPHTI MIIBKOB010 06010HKO0, M0 75 Mr: 10 10 TabaeTor y adiominieBoMy
6uricrepi, no 3 Haicrepu B Kaprouuiii kopobui

(thopma Bunycky, J03yBanns, Bill NAKYBaklL MKaPCEKOTe 3ac00y)

Honep peecrpaniitoro nocsinuenns UAS12149/01/01 crpox aii peectpauiiinore nocuinuenns 01.01.2099

Cepisa nixapcrkoro sacofy Ne LEF038 KifsKicTh BBe3CHOTO MiKapoLKOTO 3acoby 72
Bupofunx Megaoxemi JIT]] (IlenTpansruii 3aBon), Kinp
{naiiMenysamnus BipeOHNKA Aikapchkoro 3acoby, Kpailla SOXCIKEINL)
Beeseno B Yipainy ‘CrinbHe yKPaiHCHKO-€CTONCLKE MIANPHEMCTBO Y (hopati ToBapHcTBa
3 odMmezkeirono signorizansuierio "Onrisa-Oapm, JITA"Y, ineur. von;
21642228

(Hafiserysanus 12 ko 2a €JPTIOY wopuanyuoi ocobn abo rpizsuuie, in'a, no Gatukosi Ppisnigof
ocofu - mianpuesm, 1 Micue mposiiBaHHA Ta peecTpaniiini HoMep oONiKoBOT KAPTRY NAATHUKSA
nogaTkis 260 cepis T4 HOMED NacHOpTa)

IIporoxoi pizyansuore xentpomo six 23.04.2025 Ne 1246/20.

32 pe3vELTATAMM JCPKABHOTO KOHTPOMIO RBCTAHOBAEHO, 110 mikapceknfi 3aciG  mmeseno B Yipaimy 3
JOTPHMAHHAM erMor3aKoHOAIBCTBA HioJ0 3a0e3neuenHa AKOCTI MIKApPChbKIX 3acobis.

ﬁ/;a - Onrra EPBOMEHKO

(i) (inuian i npiasiue)

L0, KOHTPUAIO)
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MEDOCHEMIE

Ipenapar: MEJIOT'PEJIb, TabnieTku, BKpUTI TUIiBKOBOIO 06ONOHKOIO 110 75 MI
Ynaxoska: no 10 rabnetok y 6aictepi, no 3 Grictepu B kapTOHHiH kopobui

Cepis Ne: E8F038

[TepsurHe Td BTOPHHHE NAKyBaHis. BupoGHULTEO, KOHTPOMb AKOCT],AO3BL Ha BUIYCK CEpii:
Menoxemi JIT] (3aon AZ) Menoxemi JIT]L (Llewrpanbhnit 3aBon)

2 Mixaen Epakneoc Ctpit, Axuoc Aranacioc
Tumycrpiansha sona, Axuoc Aranacioc, Jlimaccon, 4101, Kinp
Jliueunsis Homcep: 032

1-10 nya. Koucraurunynonec

Jlimaccou, 3011, Kinp
Jlinensis nomep: 032

HBIT Ceptudikar Ne: MEDAZ/2022/001 HBIT Ceprudikar Ne: MED01/2021/001

CEPTU®IKAT SIKOCTI

[Tokyneus: «TOB «X®PK «Biokon» Yxpaina
Poamip cepii: 33333 ynakoBku

HoMiHanbHuii BmicT: | TabneTka MicTHTb: Knonizorpemo Gicyapdaty 97,86 Mr, WO eKBiBANEHTHO KAONILOTPEIO 75 MI
Peectpauitine nocsiauenns B Ypaini: UA/12149/01/01

Jlata supobuuursa: 06/2024
[Ipunathnii no: 06/2027

IMokasuuKH Bumorn cnenndixkauii PesyabTaTn
Onuc Kpyrai nBounykii TaGieTk, BKPUTI [UTIBKOBOK 0BOTOHKON Biunosinae
POXEBOTO KONLOPY, AiaMETPOM BiIM3bkO 9 MM, 3 MapKyBaHHIM «b» 3
oanHoro 6oxy.
Inenrudikauis A. Y®-criekTp BUIPo6YBaHOro po3UHHY B 061acTi ZOBKUH XBHIIb Binnosinae
KJIONiAOTPENIo 8ig 250 20 300 HM 1HOBMHEH BIUIOBIMATH CTAHAAPTHOMY CIIEKTPY.
B. Yac yTpumaHHa OCHOBHOIO Nika Ha XpoMaTorpami Binnosinae
BHNPOGYBaHOTO PO3UMHY MOBMHEH CIiBIANATH 3 4aCOM yTPHMAHHS
OCHOBHOIO MKy Ha XpOoMaTorpami CTaHAapTHOrO PO3YHHY.
lnenTudikais Tlpenapat MOBHHEH NAaBATH AKICHY PEAKUilo Ha TUTaHy JiOKCHA Binnosinae
THTaHY JioKCHLy! (YTBOPEHHS OPAHKEBO-YEePBOHOTO 3a0apBACHHA).
Inentudirauis 3aniza | IIpenapar noBHHeH AaBaTy AKiCHY peakwilo Ha 3alli3a okcua Binnosinae
okeny! (yTBOPEHHs CHHBOTO Ocaiy)
Cepenus Maca 283,25 Mr £5% (269,09 — 297,41 mr) 282,9 mr
TabJIETKH
CriltxicT TabneTok Ha punyck: Ha Tepmin npuuatHocTi: 85 H
J10 pO34aBJIOBaHHA 50-150H 20-150H
Po34uHEHHS He menie 80 % (Q+5%) KIIOMiZOrpeiio BiX HOMIHAILHOT KibKOCTI 100,6 %
3a 30 xB.
Kinskiche 95,0 % - 105,0 % KJoniforpesnto Bin HoMiHanbHoi KinbkocTi (71,25 96,7 %
BH3HAYEHHA — 78,75 mr/tabi.).
OuxuopianicTb V sianosinxocti no €sp.P. 2.9.40 2,7
[1030BaHNX ORLMHHLb
CynyTHi oMiluky Ha Bunyck: Ha TepMmin npuaatHoCT:
- Jomimku B - <0,5 %; - Jomimku B - < 1,0 %; 0,066 %
- R(-) isomepy —<0,2 %; - R(-) izomepy —<0,5 %; 0,020 % /
- KONCHOT iHLOT HoMitkd — < 0,2 %; - koxHOT iHmoT oMitrkn — < 0,2%; 0.073 %
- cyma gomikok - < 1,5 % - cyma JioMitukok - < 2,0 % 0,159 %
MikpoGiosioriuna 3aranbHa KinbKicTb JKHTTE3JaTHHX aepoGHUX MikpoopraHismis B I i | <10 KYO/r
yucroTa’® 1ie Ginwiue 10° Gakrepil Ta ve Ginbwe 10% rpubis. <10 KYO/r

Bincytnicts Escherichia coli B 1 T.

Bijnosinae

T~ He pYTHHHHIi TECT, BAKOHYETHCA TECT AN NEPIIMX TPLOX Cepiid.
3 . He PYTHHHMI TECT, BHKOMYETLCA JUIS 1IEPIIKX TPLOX Cepil, rioTiM ana koxHol 10-i cepii aGo onwici cepil ua pik.

T1vm 5 3aCBinuyI0, 10 HABEACHA BULIE iH(pOPMALLs € TOCTOBIPHOKO Ta TOUHO. Llto cepiio npoaykuii 6ya0 BupobneHo
(BKJIHOUAIOUM NAKyBAHHA/MAPKYBaHHS) T NPOBEACHO KOHTPOJb ii SKOCTI 114 BULLE3a3HAUEHIN NUTLHUL Y TOBHIH
BiAMOBiAHOCTI 3 BUMoramu GMP, BCTAHOBIEHUMH MiCUEBUM PETYIATOPHIM OPraHoM, @ TAKOX BIAMOBIAHO 10
criewnbikaliiii, 10 MICTATHCA y peecTpaLifHOMy H0Che aGo TOproBilt Nillensii kpaiHn-supoGHnka abo KpalHu-iMnopTepa,
AKULO NPOAYKLLIIO iMNOpTOBaNo, a60 y 10ckce crewdikatliii Ha mpenapaT JUis JOCiLKYBAHOTO NKAPCLKOro 3acofy.
TpoTokoni BUPOGHMLTEA, TAKYBaHHS T3 analizie 0yJ10 NeperyHyTO Ta BCTAHOBJICHO BIATIOBIAHICTb GMP.

K.Hikonay Hata: 24.07.2024
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Primary and secondary packing: Manufacturing. qualty control, bateh release;

A & ‘ Medochemic L r 2{Ce )
bR Me hemic LTD (Iauo\A/y' A l dochemic | LTD (Central Factory)
2 Michael Evakleous Street. Agios Athanassios 10 Constantinoupoleos Street,
Industrial Arca, Aglos Athanassios. Limassol 410 LCyprus l..i;’nz!%&.‘;(}l. 300 Cyprus

License number: 032 [icense number: 032
GMP Certificate No: MEDAZ/2022/00 ] GMP Certificare No: MEDOT202 17001

CERTIFICATE OF ANALYSIS

Product: MEDQGREL film coated tabiets 75mg
Pack: 10 tablets in blister, 3 blisters in carten Manul Date:06
Batch No: E&FD38 Expiry Date: 06
(’u%tomu“ LTDCPCY BIOCON UKRAINE

Bateh size: 33,333 packs

Labet claim: clopidogrel bisulphate 97.86mg equivalent to Clopidogrel 73mg
Registration certificate in Ukraine: UA/12149/01/01

ANALYSIS PERFORMED SPECIFICATIONS RESULTS
C » Pink, round , biconvex, film-coated tablets with 9.0mm Conforms
i Appearance i oy G e iy
i diameter with 1" engraved on one side
¢ The spectrum obtained in the range of 230 to 300nm is concordant
m with Hmt of the reference specrrum. Conforms
I Identification The retention time of the major peak in the chromatogram of the
€ assay preparation corresponds to the major peak in the Conforms
a chromatouram of the standard preparation,

l [dentification of Titanium | An orange to red colour appears after the addition of Hyvdrogen P
o e st v N o b i Contorms
dioxide Peroxide to the ash of an ignited tablet,
ldentification of brop red The Gltrate yields a blue precipiiate upon addition of potassivm -
o oxide! ferrocyanide. which does not dissolve in dilute hydrochloric acid. R
n Average weight 283.25mp £5% (269.09mg ~297.41mg) 282.9mg
T rdness Release limits: S0N-150N .
[ b oo Sy . . v - AN
Shelf life limits: 20N-150N i
. . Not less than 80% ((+3%) of the Jabelled amount of Clopidogrel is -
P} Dissolution h SIS LR P 100.6%
I dissolved in 30minutes
¥ Assay 95.0%-105.0% of the labelled amount of Cl opidogrel 96.7%
(25-8Tmg)
: Complics with EP 2.9.40 2.7
a Related substances R{-)isomer: NMT (.27, 0.020%
| Release Hmits: Impurity 3 NMT 0.5% 0.066%
Any other individual impurity: NMT 0.2%(each) 0.073%
Total impuritics :NMT 1.5% 0.139%
R{-)isomer; NMT 0.5%
Shelf life limits: Impurity B: NMT 1.0% !
Any other individual impurity: NMT 0.2% (each)
Total impurities :NMT 2.0%
Microbiological Control® | Total acrobic microbial count: Max 107 ¢.fu. g 10 e fudy
Total combined yeasts/mould count: Max 107 ¢.fdg, < 10 efudy
E.coli: Absent from g Conforms

Y Not a routing test; The test is parformed for the first three batches
Mot rottinely performed. Tested on the first three pmdm tion batehes and then every FO batch (at least annually)

Hereby I confirm the above mentioned information is complete and accurate. The batch was manufactured (including packing/marking)
and inspected for quality in the above mentioned site in strict correspondence to GMP requirements. established by regulatory
authorities and also in accordance with specifications included into the Master File or trade licenee of manufacturing or imparting
country. if the products are imported. or in the Drug Master File for drug for an investigation medicinal product. Reparts on production,
packing and analyses were reviewed and the correspondence with GMP established.

Qualitied Person: .. K.Nicolaou Date: 2470772024,
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