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3a JOroBapsine Ha OTCTBIKH OT HEeHATa HA HMYHOJIOTHYHH

fekapcTBeHH MPOIYKTH — BAKCHHH Cpeuty YOBEHIKH NanuIoMen BHPYC,

sanamann ot H30K na ocnosanme un.45, an.l, 1.15 01 330

.. 1. B rp. Codusi, Ha OCHOBaHHE 4145, an.13 or 330, Mexay:

HALIMOHAJIHATA 3J{PABHOOCHUI'YPUTEJHA KACA (H30K)

¢ anpec: rp. Coust 1407, yi. L Kpuauv Nel, BYJICTAT

npengrapiseana oT 1-p Iliamen Ilekos — ympasuten u Mapus bemomoposa — TIiL.
BOIMTE, OT €/IHA CTPaHa,

CYETH

BIHO (PUPMEHO HAUMEHOBAHUE HA NPUMEIICAMENA HA paspeutenuemo 5a ynompe6a Ha UMyHONOZUYHIA
nexapemeen npoOYKM/yBIHOMOU|eHUA npedcmasumen )
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U AuuHU OaHHU Om ()al\y,weuma 3a CamonUYHOCHY/NIHO d)up.wena HaumeHosaHue,

cedamaye u adpec Ha ynpasnenue)

B Kay
HapH’

ectBoTo My Ha [TPUTEXXATEJI HA PA3PELIEHHE 3A TBPI'OBUS HA EJIPO,
an 3a kparkocT TE, ot Tpeta cTpana,

ce CKIIF0YM HACTOSAIIMs JOTOBOP 3a CJIEIHOTO:

JI0TOF
4IiB

B pasMep Ha

1. IPEJIMET HA JIOTOBOPA

Ya. 1. (1) C To3u norosop H30K u mpute)arensr Ha paspemieHHETo 3a ynorpeba
apAT OTCTBIIKA OT LIeHATa HA HMYHOJIOTHUHNS JISKApCTBEH NMPOYKT — BAKCHHA CPEILy

(HauMEHOBAHHE HA IeKAPCTBEHHA MPOAYKT)

(OTCTBIKA B MPOLIEHT)
2) Orcrpbikara 1o an.l ce onpezess oT neHara (cTOHHOCTTA) 32 OMAKOBKA, H3YHCIEHA
{3a pehepenTHa CTONHOCT 1 NI0COYeHA B npHIoKeHHe No3 Ha T10o3UTHBHAS JIEKAPCTBEH
bk 1o wi.262, an.5 oT 3aKoHa 3a JEKApCTBEHHTE MPOAYKTH B XyMaHHATa MCAHITHA
XM).
(3) CroiisocTTa, MOJlydeHa B PE3ylTaT Ha HAMAICHWE HA LEHAaTa C JOTOBOpEHATA

mka 1o ar.l, koaTo cToitHocT H30K e 3aUIamma, €: ....ovvrreenesinirnnnaeenneeeee
1B,

HOB
YIig
TpaH|
BaKc|
ompg

BBbB

(uudpom H CI0BOM)

II. CPOK HA JIOTOBOPA

Y1, 2. HaCTOSIIMAT JIOTOBOP BIIM3A B CHIIA OT ..oovnnrrrinnerrninenseeenns

1.3, HacToSIIMAT IOTOBOP CE CKITIOYBA 33 CPOK 210 31.12.2012 . Wil 210 CKITIOYBAHE Ha
forosop 3a 2013 T. 3a JOropapsiHe Ha OTCTBIKH OT CTOHHOCTTA HA BAKCHHATA CPELLY
- B ciTyuail, ue B 3akoHa 3a Gio/ukera Ha H30K 3a 2013r. ce mpeiBUIAT CPEACTBA KAaTo
chep OT MHHECTEPCTBOTO Ha 3/PaBEONA3BAHETO 3a (uHaHCHpaHe HA Pa3XOIHTE 3a
Hi TI0 HAIMOHATHH NPOrpavi 3a MPOoQUIAKTAKA HA PaKk HAa MATOWHATA MIMHKA 32
lenena onynauus mo wi. 82, ai. 2, T. 3 ot 3aKoHa 3a 37paBeTo.

111 TIPABA 1 3AIbJDKEHMSI HA H30K

Y1.4. HanmonanHaTa 3[paBHOOCHTYpHTEIIHA Kaca HMa [IPaBo 1 OCBIIECTBABA KOHTPOI
BCeku eTan Ha W3IIbJIHeHHe Ha oroopa ot crpana Ha [TPY u TE.




[image: image3.jpg]1.5. (1) Hanmonanxara 31paBHOOCHTYPHTE/IHA Kaca Ce 3alb/DkaBa 11 3ariatia na TE

10 [10COYEHa OT Hero B 10roBopa 6GaHKoBa CMeTKa CTOMHOCTTA 110 .1, an.3, TIpH yCIOBHATA

H 1o

HETro

pena Ha HACTOAIIAS JIOTOBOP.
2) Hauunonannara 3npaBHoocurypuTenHa Kaca 3armiaia Ha TE camo n0oCTaBeHHTE OT

npunoskenn ot OILJT akcuiu npotus YITB.

IV. IPABA ¥ 3AbJIKEHHST HA IPUTEKATEJISI HA PA3PEIIEHHUE 3A
VIIOTPEBA

Y16, TIpHTeKaTensT Ha paspellieHie 3a yNoTpeda 3a LA CPOK Ha neiicTBre HA

JIOrOBOpa Ce 3abIkaBa /1a OCHTYpsiBa BAKCHHHTE CPEILy YI1B, KaTo M3BBPIIBA PETYISAPEH

BHOC

na 1

Ha CBIIUTE U I'M IOCTaBs 10 TE.

V. TIPABA W 3A/ITbJIKEHUS HA IIPUTEKATEJISI HA PA3PELLEHME 3A
THPI'OBUSI HA EAPO

4.7, (1) ThproBembT Ha €apo Ce 3abIDKaBa 3a LETHA CPOK HA JIeCTBHE Ha JI0TOBOPA
(CTaBsi CBOEBPEMEHHO M 3a CBOS CMETKa BAKCHHH CpELly YIIB no amOyratopuute 3a

MbpBHYHA W3BHHOOIHUYHA MEIULMHCKA MOMOIl B KOJIMYECTBA, 3asgBECHH OT CBHOTBETHHUTE
06ONPAKTHKYBALIH JIEKapH.

2) THProBewsT Ha epo ce 3a/IbDKaBA 1 I0CTaBs CaMO BAKCHHH cpeury UIIB, konto ca

B CPOK Ha FOHOCT, KOHTO H3THYA HE M10-PAHO OT 31.12.2012r.

HEero

3) 3a Besika w3BbpIIeHa focTapka TE CHCTaBs IPHEMO-TIPE/IABATEICH [POTOKO MEXIY
¥ M3BBPLIMIIAS 3a9BKaTa 00LIONPAKTHKYBALL JIeKap (OT1JI), B KO#TO Ce OmHcBaT:

. 1aTa Ha JI0CTaBKaTa;

D. KO/l Ha THPrOBELd Ha e/Ipo, U3BBPIIAJI 10CTABKATA;

8. MSICTO Ha JIOCTABKATA — [I0COYBA C€ ChOTBETHOTO JIeYeOHO 3aBE/ICHNE - ambynatopus

3a MbpBHYHA W3BBHOOMHUYHA MEIMIIHHCKA IIOMOIIL ajpec Ha neueOHOTO  3aBE/ICHHE;

PerH¢TpallHOHEH HOMEP B PI3/P31;

#. HauMEHOBaHHE M KOJIMYECTBO Ha JIOCTABEHUTE HUMYHOJIOIHYHH JIEKapCTBEHH

MPOJYKTH;

B. napTHIHH HOMEpa Ha JIOCTAaBEHUTE UMYHOJIOTHYIHH JIEKapCTBEHH TNPOAYKTH;
6. CPOK Ha TOJTHOCT Ha JIOCTABEHUTE MMYHOJIOTHYHK JIeKapCTBEHH MTPOAYKTH.

4) TIpoTOKOITBT CE MIOHMCBA B 1BA EK3EMIIAPA — M0 CIHH 32 OIUTu3a TE.
5) THProBeusT Ha €po, M0 S-T0 UMCTO Ha Meceua, MpeicTasd B P30K komusi Ha

npHe O-IIpeaBaTeTHUTE TPOTOKOJH 32 JIOCTABEHUTE BAKCHHH, MTOTHCAHH pe3 NpeaxoaHus
KaneH/1apeH Mecell MEXITy HEro ¥ ChOTBETHHUTE 06u.(onpa|<meBamnTe JIeKapH.

Yn.8. Tx,proneu'h'r Ha eipo ce 3aabikaBa Jla TPaHCIOPTHPA, J0CTaBs ¥ CBXpaHsABa

pakcjute cpemy UIIB npu craspane Ha perjiaMEHTHPAHWTE H3MCKBAHUA, CBBp3aHA C
TeMIlepaTypHH ¥ IPYTH yC/IOBHS, ONMCAHH B Kparkara XapakTepACTHKa Ha IPOIYKTa (KXII).

0T

Y;1.9. THproewsT Ha €p0 HMa IIPABO HA 3AILIAAHE 0T H30K, no mocoueHa 0T Hero B
sopa GaHKoBa CMeTka, Ha CTO¥iHOCTTa 1O W1, an.3, mpu YCTOBHATA M O peia Ha

HaCTOAINs 10TOBOP.

VI. YCJIOBUS Y PEJ] 3A OTYMTAHE 1 3AIUTAIIAHE HA BAKCHHATA
CPELLY 4IIB




[image: image4.jpg]4n.10. (1) HaunoHanHata 3ApaBHOOCHTYpHTE/HA Kaca MnpeocTaBs o6obLieHa cnipaBka 3a

NpUIOKEHUTE BAKCHHM TIPe3 MPEAXOAHHA KaleHJapeH Mecell, I0CTaBeHH OT TE. CnpaBkata ce

Tpesos

étaBs B cpok /10 20-TO UMCNIO HA MECEla U ChAbpKA: APTHIHH HOMEpPA Ha NPUIOKEHHTE

BaKCHHH, neyeOHMTE 3aBeJICHH 3a ITbPBUYHA HU3BHHOOHIYHA MEIMLIMHCKA TOMOIIL, HA KOUTO

ca J10f
KOMTH

Hero
My crj

'TaBCHU OT TE, Jlata Ha TpuJlarade Ha BakcuHUTe U No Ha aM6ynaTopHme JIACTOBE, B

€ BIMCAHO TIPUJIAraHeTo.

2) ThproseusT Ha epo npeactass Ha H30K daxrypa n crieuMduKaLmns 3a J0CTABEHUTE OT
NPHACKEHH BAKCHHU TIPe3 NPEXOHHS KTEHIAPEH MECell, B CHOTBETCTBHE C NPE/IOCTaBeHaTa
aBKa 1o aj.l, B Cpok 10 25-TO YHCIIO Ha Meceua.

(3) B crienudukammsTa ciessa Jia ca OTpaseHn NApTHAHUTE HOMEPA HA NPHIIOKEHHTE

BaKCHHH, C’b06pa3H0 crpaBKaTa 1o am.l.

AMYH

4) H30K samnama #a TE 3a 0CTaBeHMTE OT HEro M MPHIOKCHH BAKCHHH 32
3amuu cpemry UITB; 3aruiamaHeto ce M3BbpLIBA B CPOK 10 30-T0 4MCIO HAa Meceua,

cleaBall OTYETHHS MECell, Mpe3 KOUTO ca TIPUTIOKEHH BaKCHHHTE, 110 ClleJHaTa GaxkoBa

CMETKa:

VIL YCJIOBHSI M PEJ 3A IIPEJOCTABSIHE HA HHOOPMALHA MEAKY
CTPAHUTE

Y. 3. (1) Besxa undopmanus, CBbp3aia ¢ H3IBIHEHHETO Ha TO3H J0TOBOP, CIPAHATE

cle/1ga 11a MpeloCTaBAT MHCMEHO eJlHa Ha Apyra.

Tipes

2) Undopmaumsita mo ai. 1, B 3aBUCHMOCT OT HelfHMs XapakTep, cieasa na Obie

CTABsIHA CBOEBPEMEHHO Ha HACPEIHATA CTPaHa.
3) Undopmammara no an. 1, ce NpejCTaBs HA MOCOYEHHTE B HACTOSNIMA AOTOBOP

aapedu 3a KOPeCTIOHICHIHS Ha CTPaHUTE.

(4) MBITBJIHUTEJLAT e jurbxen B 7 - IHEBEH CPOK, IHCMEHO Jid yBEAOMH H30K 3a

TIPOMRHH B CJICIHUTE obcTosTeNCTBA:

JIeKa]

1.) npomMAHa Ha npuTekaTesns Ha paspereHtero 3a yno1'pe6a Ha JOroBOpEeHHS

)CTBEH HIPOIYKT;
2.) mpoMsHA B TPABHMs CTATyC - TMPOMSHA HA TPEICTABHTENCTBOTO, coOCTBEHOCTTa

BKJIIOQYMTETHO M apeca 3a KOHTAKTH;

3.) [pH JTUKBHIAIHAS
4.) IpH Pa3KPATO POM3BOJICTBO 32 HECHCTOATENHOCT.

VIIL JIPYTH YCJIOBUS

Y. 4. HacTosmmsIT IOroBOp €€ IpeKparaBa:

1. c u3THYaHe HA HETOBUS CPOK;

2. TmpH MpoMsIHA Ha IIPHTEKATENS HA paspelieHue 3a ynorpeba;

3. npu TpekpaTsiBaHe Ha IOPHIMYECKOTO JIHIE WM [IPH CMBPT Ha (u3myeckoTo e —

TIPUTEIKATEN Ha paspemenue 3a yno’rpeﬁa;

4. TIpW M3KTIOYBAHE HA JIEKAPCTBEHUS IPOLYKT OT MPUJIOKEHHE Ne3 na ITJIC;
5. 10 B3aMMHO CBIJIACHE HA CTPAHMTE, H3PA3CHO MHCMEHO;

6. npyru.
Y. 5. Tlpu npoMsHa Ha TIHTEKATess Ha PaspelieHueTo 3a ymotpeGa, HOBHST

TIpUTEKATE] MOXKE 11a CKIII0YH HOB J0TOBOP.

J10T
CBIJI

Y. 6. CHOPOBC 0 TNPHJIOKEHUETO, TBJIKYBAaHETO H M3IBJIHEHUETO Ha HACTOALIHS
BOp MOJIEXKAT Ha ypeKaaHe 4pe3 TIPEroBOPH MEXKIYy CTPaHHUTE. Hpﬁ HEIIOCTUIaHE Ha
ACHE CTIOPOBETE IlI€ CE OTHACAT 33 pelaBaHe npeax KOMIIETEHTHHS CBI.




[image: image5.jpg]tﬂ. 7. Besiko M3ME@HEHHE Ha HACTOSIINMs JIOTOBOP CE€ CMATa 3a JEACTBUTENHO, aKo €
HU3IOT]

HO B McMeHa (popMa H € MO/IHCAHO OT ABETE CTPAaHH.
. 8. 3a Heype/leH# BBIPOCH 110 HACTOSIIMS JOrOBOP C€ NpHIarar pasmopenbute Ha

JIeHCTRAIOTO OTHOCHMO 3aKOHOJATeJICTBO.

e

HacTOSIIMAT JIOTOBOP Ce CHCTABH M TOAMMCA B TPH €AHOOOPAsHM eK3eMIUipa — 110
ta BCAKA OT CTPAHHTE.

: IIPUTEXKATE]  PA3PELIEHHUE 3A
UTEJL: VIIOTPEBA/YIIbJIHOMOIIEH
EH [IEKOB TIPEACTABUTEJT:

YETOBOJMTEJIL:
JIOMOPOBA





