Yeascaemu Konecu,

Xunepnunk om ceooo0ono uzopanomo ume u ATC kooa wie Bu npeocmaeu paspeuwienume unouxayuu u
npunaoneldcHocmma Kom AHAMOMO-MEPANEEMUKO-XUMULHAMA KNACUDUKAUUSA HA CbOMEEMHUSL

JleKapcmeeH npooyKm.

A. Pazpemienu 3a ynorpeda jeKkapcTBeHHM NPOAYKTH, 10 eHTpaau3npana npoueaypa Ha EC

CcbIJ1acHO KOHcouaupana qupexrusa 2001/83/EC, 3a nepuoaa 01. 09.2009 - 30. 09.2009 r.

CBo0060aHO0 N30paHo Mexnynapoan | ATC kox Ipurexa | Hauun dara na

HMe U JeKapCcTBeHa 0 HEMATEHTHO TeJI HA HA pelieHueTo

(¢popma HaMMEHOBaHUe Py OTIyCKaHe Ne EBpomnelickara
HA KOMUCHUS
aKTHBHOTO/Te
BelllecTBO/a

Clopidogrel HCS 75| mg ¢unmupann | Kinonumorpen I@OIACOiII HCS bvba | mo nekapcko | EU/1/09/561/001-009

tabnetku — B oiuctep (OPA/AI/PVC - | Clopidogrel npennucanue |21.09.2009

Al)x 7, x 14; x 28; x 30; x 50; x 56, X

84; x 90; x 100 TabneTKkn

(Clopidogrel Acino Pharma 75 mg Knonugorpen I@OIACOiII Acino o nekapcko | EU/1/09/549/001- 007

(bummupanu TabICTKH — B OIHCTED Clopidogrel Pharma npeanucanne | 28.09.2009

(alu/alu) x 14; x 28; x 30; x 50; x 84; x GmbH

90; x 100 TabieTkn

(Clopidogrel Acino Pharma GmbH | Kiommzorpen BO]ACO§| Acino o jiekapcko | EU/1/09/548/001- 007

75 mg ¢punmupanu TabieTKu — B Clopidogrel Pharma npennucanue |21.09.2009

omuctep (alu/alu) x 14; x 28; x 30; x GmbH

50; x 84; x 90; x 100 TabneTkn

blopidogrel DURAI 75 mg Kirormuaorpen BOIACOQI Mylan 1o Jiekapcko | EU/1/09/560/001-009

¢unmupanu TabneTku — B OnucTep Clopidogrel dura npennucanue |21.09.2009

(OPA/AI/PVC - Al) x 7,x 14; x 28; x GmbH

30; x 50; x 56, x 84; x 90; x 100

TabJIeTKH

blopidogrel Mylad 75 mg Kironmmaorpen BOIACOQI Mylan 1o Jiekapcko | EU/1/09/559/001-009

¢umupanu TabieTku — B OnucTep Clopidogrel S.A.S npeamucanne | 21.09.2009

(OPA/AI/PVC - Al) x 7,x 14; x 28; x

30; x 50; x 56; x 84; x 90; x 100

TabJIeTKH

(Clopidogrel SandoZ 75 mg Knomunorpen  |BOIAC04 | Acino 1o nexkapcko | EU/1/09/547/001- 007

¢bumupanu TabieTku — B OnucTep Clopidogrel Pharma | mpeamucanne |21.09.2009

(alu/alu) x 14; x 28; x 30; x 50; x 84; x GmbH

90; x 100 TabieTkn

k aystoyl 75 mg mpax u pastBopuTen | A3TpeoHaM I!OIDFO 1| Gilead no nekapcko | EU/1/09/543/001

3a pa3TBOP 3 IyJIBEPU3UPAHE — BHB Aztreonam Sciences | mpeanucanue |21.09.2009

(hmakoH (pax) u aMITyIa Internatio

(pasTBOpHTEN) X 84 (akona + 88 nal

aMITyJIn Limited

I!avloﬂ 25 mg/ml KoHIIEHTpaT 3a Bundayaun |M OlCAOj Pierre o Jiekapcko | EU/1/09/550/001- 002

WH(pY3UOHEH Pa3TBOP — BbB (JIAaKOH | AUTapTapar Fabre npenmucanne | 21.09.2009

2 ml x 1; x 10 dakoHa che 3emeHa Vinflunine Medicame

3anymiagKka oT OyTHIOBa IyMa ditartrate nt

Javlor 25 mg/ml koH1IEHTpAT 3a
nH(Y3UOHEH pa3TBOp — BB (JIaKOH
4 ml x 1; x 10 hmakoHa cbe 3eneHa

EU/1/09/550/003- 004
21.09.2009




3aIyIanka oT OyTHiIoBa ryma
Javlor 25 mg/ml koH1IEHTpAT 32
nH(Y3UOHEH pa3TBOp — BB (JIaKOH
10 ml x 1; x 10 ¢akona cbe 3eeHa
3amyIaika oT OyTHiIoBa Tyma
Javlor 25 mg/ml xoHIIEHTpAT 32
WH(Y3HOHEH pa3TBOP — BbB (IIAKOH
2 ml x 1; x 10 ¢makona ¢ uepHa
3amyIIanka oT XJ0poOyTHIOBa rymMa
Javlor 25 mg/ml koH1IeHTpAT 32
nH(Y3UOHEH pa3TBOp — BB (JIaKOH
4 ml x 1; x 10 hmakoHa ¢ yepHa
3amyIIaiKka OT XJ0poOyTHIOBa ryMa
Javlor 25 mg/ml xoHIIEHTpAT 32
WH(}Y3HOHEH pa3TBOP — BbB (IAKOH
10 ml x 1; x 10 ¢pmakoHa ¢ gepHa
3aIymaiKka OT XJIOpOoOYTHIIOBA TyMa

EU/1/09/550/005- 006
21.09.2009

EU/1/09/550/007-008
21.09.2009

EU/1/09/550/009-010
21.09.2009

EU/1/09/550/011-012
21.09.2009

[Topotecan Tev4|l mg/1 ml Tomorexan |ﬂ 01XX1 Z| Teva o nekapcko | EU/1/09/552/001-002
KOHIIEHTpAT 32 HH(Y3UOHEH pa3TBOp — | Topotecan Pharma npeanucanue |21.09.2009

BBB urakon 1 ml x 1; x 5 dhmakona B.V.

Topotecan Teva 4 mg/4 ml

KOHIIEHTPAT 32 UH(Y3UOHEH Pa3TBOp — EU/1/09/552/003-004
BBB Qurakon 1 ml x 1; x 5 dhmakona 21.09.2009

@M 75 mg ¢punmupanu Tadiaetku — | Kionumorpen |@01ACO§| Norpharm | mo nexapcko | EU/1/09/562/001-009
B 6mucrep (OPA/AI/PVC - Al)x 7, x | Clopidogrel Regulator |mpenmucanune |21.09.2009

14; x 28; x 30; x 50; x 56, x 84; x 90; x y Services

100 TabyreTkn Ltd

Exlagrej 75 mg punmMupaHu Knomumorpen |@01ACO§| KRKA, d. | mo nekapcko | EU/1/09/558/001-009
tabnerku — B Giucrep (OPA/AI/PVC - | Clopidogrel d., Novo |mpeamnucanue |21.09.2009

Al x 7, x 14; x 28; x 30; x 50; X 56; x mesto

60; x 84; x 90; x 100 TabmeTkH

Zyl4|75 mg pumvmupanu Tabnerku — B | Knomumorpen  [BO1AC04 |KRKA, |no nexapcko | EU/1/09/553/001- 010
omucrep (opa/al/pvc -al) x 7, x 14; x | Clopidogrel d.d., Novo | npeanucanune |28.09.2009

28;x30; x 50; x 56, x 60, x 84; x 90; x mesto

100 TabneTkn




