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MMOKAHA

Ha ocuoBanue ur.20, an.l, T. 5 ot 330, H30K, upe3 aupektopa na P30OK Benuko
THpHOBO, CKJIKOYBA, HM3MEHsS M IIPEKpatTsiBa JIOrOBOPUTE 3a OTIYCKaHE M 3alljlallaHe Ha
JIeKapCTBEHH MPOJAYKTH Mo wi. 262, ax. 6, T. 1 or 3akoHa 3a JICKapCTBCHW NPOAYKTH B
XyMaHHaTa MeMIMHA, Ha MEIMIIUHCKH W3/IE/IUS M JIMETHYHHU XPaHH 3a CIICIHAIHN ME/IMIMHCKH
[eJIM, 3alulalllaHd HanbJHo Wik 4yacTuyHo ot H3OK. ¢ npurexarenu Ha paspelieHue 3a
TBProBUs Ha JpeOHO C JIEKApPCTBEHH IMPOJIYKTH (anTeKH) Ha TEPUTOpHsTA, 00JCYKBaHA OT
cpotBeTHara P3OK. JloroBopuTe ce CKJIIOYBAT IIPH CHa3BaHE Ha IPEIBHICHOTO B Y CJIOBUS U P/l
3a CKJIIOYBAHE Ha WHMBH/IyQJHH JIOTOBOPU 3a 3alljalllaHe Ha JIEKapCTBEHH MPOJYKTH MO 4.
262, an. 6, T.1 or 3aKoHa 3a JICKAPCTBEHHU MPOJAYKTH B XyMaHHATa ME/IMIIMHA. HAa MEIUIHUHCKH
U3JIe/Ms M JIMETHYHH XPaHW 3a CICUMATHH MEIMIUHCKHA LEIH, 3arulalllaHd HaIbJIHO WIIH
yactuuno ot H30K. / 06H. B JIB 6p. 1 o1 02.01.2024 r./

B Ta3su Bpb3ka gupektopbT Ha P30OK Benuko TbvpHOBO KaHW TNpuTeKaTeIuTe HA
paspelleHune 3a ThbProBus Ha JIPeOHO ¢ JIEKAPCTBEHM NMPOJIYKTH. YMHUTO ANTCKH ca PasKpUTH Ha
teputopusita Ha P30K Benuko TbpHOBO, Ja ce 3ano3HasT ¢ HEOOXOJMMHUTE JIOKYMEHTH H
OTKpHBA IpoLIe/1ypa 110 JOroBapsiHe.

[IpaBo ja KaHAMJATCTBAT MMAT BCHUKHM MPHUTEKATEIH HA Pa3spelieHHe 3a ThProBus Ha
JIpeOHO ¢ JIeKapcTBEHH MPOAYKTH, U31a1eHo 1o pejia Ha 3JITTXM, unnTo anTeku ca pasKpHTH Ha
teputopusTa, oociyxkpana ot P3OK Benuko TspHoBo.

3a cKJIIOYBAHE HA JOTOBOP BCEKH KaHIuaaT cjeasa ja nomaje 1o Jupekropa na P3OK
Benmko ThpHOBO clleIHUTE TOKYMEHTH:

1. 3asBnenue no obpasen cbriacHo npuiokeHre No 1. B koeto Brucsa Jannu 3a EMK
Ha Thprowela Wik Koornepamusata or TbproBekust perucTbp:

2. JIOKYMEHT 3a aKkTyajHa perucrpauus 1o HalMOHATHOTO 3aKOHOIATEICTBO, U3/IAJIEH OT
KOMIIETEHTEH OpraH Ha ChOTBETHATA Jpyra /JbpXkaBa Ha KaH/JMJaTa — camo 3a JIpyKecTBaTra,
perucTpupaHu B Jipyra JbpkaBa—ujieHKa Ha EBponeickus cbio3, MM B JIbpiKaBa — CTpaHa Io
Cnopa3zymenuero 3a EBporeickoTo HKOHOMHYECKO ITPOCTPAHCTBO:

3. Pa3penienne 3a Thpropusi Ha APeOHO € JICKAPCTBEHU NMPOAYKTH B alTeKa, W3/1aJeHo 110
pena Ha 3JITIXM — 3aBepeH OT KaHAUJATa MPEINC;

4. JluueH3ust 3a THProBusi Ha JPeOHO M CbXPAaHSIBAHE HA HAPKOTUYHM BELIECTBA - B
cilydadTe, KOraro arrekara Iie OTIYCKa JICKapCTBEHH IMPOJYKTH. ChAbPXKAIK HAPKOTHYHH U
yIOMBAIIIM BEIIeCTBAa — 3aBEPEH OT KaH/Iu/1aTa Ipenuc;

5. 3a pbKOBOAMTENS Ha anTekata — JOTOBOpP 3a yNpaBJICHHE, Ha BIHCAHUS B
TBPrOBCKHSI PETHCTBP MarucTbp-hapmaneBT, MpeacTaBisBall APYKECTBOTO 3asiBUTE], HIIH
TPYJOB JOTOBOP B CIAYyYaUTE, KOTATO CHIIUAT padOTH 10 TPYJA0BO MPABOOTHOIICHHUE — 3aBEPEH
OT KaHJauJaTa Mperuc;




6. Jlexnapauus 1o obpaser cbrilacHO npusokeHue Ne 2 W Komue OT MOTBBpIEHATa
peructpanus Ha TtpymoBure poroopu B HAIl na paboremnre B anrtekara MarucTbp-
(apmalleBTH - 3aBEPEH OT KaHM/1aTa IIPEINC;

7. YiocToBepeHHs 3a WICHCTBO B bbirapckusi gapmaieBTHUEH ChIO3 U 3a MPEMHHATH
dopmu 3a MPOIB/DKABANIO MEIMLUMHCKO OOydeHHME Ha PHKOBOAMTENs Ha anTekata v Ha
paborermuTe B Hesl MarucTbp-papMaleBTH, U3JaJeHU OT ChbOTBETHATA PETHOHAIIHA KOJICTHs Ha
B®C, ¢ nmocoyen aapec 1o mectopaboTa Ha JunaTa crnopel Haumonannus e€KTpOHEH PErucTbp
Ha wieHoBeTe Ha bOC - opurunar;

8. JlnunM naHHM Ha NepcoHasa, padborenl B antekara — 110 oopasen — [punoxenune Ne 4;

9. Jleknapanusi 3a CBbp3aHU JMIa 10 cMUChia Ha § 1 oT THProBckus 3aKOH C JApYrd
THPrOBIM Ha JIPeOHO C JEKAPCTBEHM TMPOIYKTH. THPrOBUM HA €IpO M JIeHeOHM 3aBEACHHUS IO
oOpaserl chriracHo npusioxenue Ne 5;

10. YaoctoBepeHue 3a akTyajiHa OaHKOBA CMETKA — 3aBEPEH OT KaH/Hu1arTa Iperuc.

Obpaserr OT KOMIUIEKTAa JTOKYMEHTH, HEOOXOJMMH 3a CKJIIOYBaHE Ha JOroBOp ¢
H30K/P30K 1o obsBeHara npoieaypa MoKe Jia ce OTKpue Ha WHTepHeT crpanuiiata Ha H30K
/www.nhif.bg —B nuHK ,.JIekapcTBa U anTeku™, Mo/UMHK ,,3a ThbProBLH Ha JAPedHO € JEKapcTBa
/T]1/ - anTexu™.

KOMIUIEKTHT JOKYMEHTH MOXE Jia ce [MOJaBa M0 €JIEKTPOHHA Tola. MOJNUCAHH C
KBUTH(HUIIUPAH €JIEKTPOHEH MOJIKUC, Ype3 JOCTAaBYMK HAa YHHUBEpCAIHa IOIIEHCKA yCiyra WiH
ype3 Cucrema 3a curypHo enektporHo BpbuBaHe (CCEB) wim B aenoBoactBoro Ha P30K
Benuko TwpHOBO, ¢ padotHo Bpeme 9.00 u. o 12.30 4. u ot 13.00 u. no 17.30 u. 10
15.01.2024r.

Komucusi, chopmupana cbc 3anoBen Ha Jlupektopa Ha P30OK Benuko TspHOBO,
pasriexjaa MmoJageHUuTe JOKYMEHTH U B 14 — JHEBEH CpOK OT I[10/IaBaHETO Ha 3asiBIIEHHETO Ce
CKJIFOYBA JIOTOBOpP 1O oOpaserl. [Ipu HenmbJIHOTA HW/WMIM HETOYHOCT B IMOJAJEHUTE JIOKYMEHTH,
JupextopsT Ha P3OK Besrko ThpHOBO MUCMEHO YBEIOMsIBA KaH/(H1aTa 3a TOBA OOCTOSITENICTBO
u onpeness 14 — IHEBEH CPOK 3a OTCTPAHSIBAHETO VM.

[Ipu ycrnoBue, 4e KaHIUIATHT € TNPEJCTaBUJI BCHUYKM JOKYMEHTH H OTroBaps Ha
usuckyemute yciaoBus, Jlupekropst Ha P30K Bennko TbpHOBO cKitouBa J10roBOp I10
IIPEeIBAPUTETHO M3TOTBEH rpauK myoIMKyBaH Ha HHTepHeT cTpaHunarta Ha H30K.

['padux 3a moanmucBaHe Ha WHJMBUJIYAJIHUTE JOTOBOPH 3a OTIYyCKaHE M 3alllalllaHe Ha
JIGKApCTBEHH TMPOAYKTH 1Mo Wwi. 262, an. 6, 1. 1 or 3akoHa 3a JIEKApPCTBEHU MPOLYKTHU B
XyMaHHaTa MEAMIIMHA, HA MEIMIIMHCKH W3/e/IUsl U JUETHYHHU XPaHU 3a CIICHHATHU MEIMLIHUHCKH
LEJTH, 3alllalllaHid HambJIHO MK yactnuHo oT H30K e u3noxken Ha uHGoOpMalHOHHOTO TadJI0 B
P30K Benuko TopHOBO.

Wudopmanusra, BbB Bpb3ka ¢ Mpolieca no ,JoropapsiHe, Moke jia Ob/ie rnojgy4yeHa Ha Tell.
062/611 237.

Jirb)kHocTHU JMna 3a koHTakTH B P30K Bemuko TwspHoBo — CunBusi MosuioBa u
JlecucmaBa AHresoBa.
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