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3A YYACTHUE B ITPOIEAYPA HA JOI'OBAPSHE BE3 OFSIBJIEHUE

MuHrCTEPCTBO Ha 31paBeonasBaneTo, rp. Codus, mi. “ Cs. Hengens” Ne5, Te.
/02/ 9301 452, dakc /02/ 9301 451, mmue 3a xomrakr Jomm Ilerposa
dpetrova@mbh.government.bg, Ha ocHOBaHwue wi. 92, BBB Bpb3Ka ¢ wi. 90, an.1, 1.2 or
3aKoHa 3a OOIUECTBEHUTE MOPHYKM, OOOCHOBAaH M YTBBpIEH HOKIan oT eprana
ITaBnoBa- 3aMeCTHUK MUHMCTBD M JIOKJIAJ OT KOMHMCHS , Ha3HAueHa che 3amoBen No
PIT-09-280/26.05.2010r. Ha MUHHCTBpa Ha 31paBeonasBaneto u Pemenne Ne PJ[ —
17-.48.. ot .. {l...0L......2010 T. Ha MUHHUCTHPA Ha 3][PaBEONa3BAHETO , OTIIPABS
IIOKaHa 3a yyactue B mponenypa 3a gocrabka Ha THYROTROPIN ALFA, ormyckan
no pena na Hapenba Ne 34 ot 25.11.2005 r. 3a pema 3a 3amiam@asHe oOT
pemyOnuKaHCKus OIOMKeT Ha JeYeHUEeTO Ha OBJIrapCKy IpakJaHu 3a 3a00sBaHMS,
M3BBH 00XBaTa Ha 3aJbIDKUTEHOTO 3IPABHO OCHUTYpsIBaHE CHIVIACHO YTBBpIEHA
cnenuduxanus, 1o ,,Mapummekc -7 EOO/I.

1.00exT Ha oOmecTBeHaTa nopbuka — gocraska Ha THYROTROPIN ALFA,
otmyckad 1o pexa Ha Hapenba Ne 34 or 25.11.2005 r. 3a pena 3a 3amuiaiage oT
peryOIMKaHCKUs OIOMKEeT Ha JICUSHHUEeTO Ha OBJIrapCKd IpakgaHu 3a 3a00JsBaHMs,
U3BBH 00XBaTa Ha 3aIbIDKUTENHOTO 3[paBHO OCHIYpsBaHE CHIJIACHO YTBBPIEHA
cnenuduxays, IIpunoxenue KbM HacTosIIaTa TIOKaHA.

2.Bua Ha mponeayparta — foroBapsiHe 6e3 o0sBIcHME.



3.Kox chraacno momenknarypara ma KJIacupuKaTopa Ha o0lIecTBeHHTe
nopb4ku — 33600000.

1. 4. A3sMcKBaHHS KbM y9acTHHIMTE - VYACTHUKET B npoueaypara Moxe na obuie
OBIrapcKO MM YyKAECTPAHHO (BHU3UIECKO MM IOPUJINYECKO JIUIIE, KOETO
OTroBaps Ha NPEABAPUTENHO OOSBEHUTE OT BB3JIOKHUTENS yCIOBHS. Mo ydacTue
CC NIOIyCKaT caMO YYaCTHWLM, OTrOBAPSINM HA M3MCKBAHMATA HA 3aKOHA 34
JICKapCTBEHUTE IMPOMYKTU B XyMaHHaTa MemuiuHa /3JIIIXM/ 3a kouTo He ca
Hanuie obcrosTencTBara mo win47,aml, an2 u an 5 or 30II. VYyacTauure B
o0IIeCTBERaTa MOPBYKA TPSOBA 1A MPHTEKABAT paspeleHye 3a IMPOM3BOJCTBO,
u3naneno no pena xa 3JIMXM (B cnywaute mo w196, an.1 or 3JIIXM) mnu 3a
TBPTOBHA Ha €IpO C JICKapCTBEHU IIPOIYKTH MM yIOCTOBEPEHHE 33 PETHCTPALIAs

3a THPrOBUS Ha €/IPO C JIEKAPCTBA, MIIM pa3pelleHre 3a BHOC - H3TANeHH [0 pena
Ha 3JITTXM.

5.006mu ycioBust 32 H30bJIHEHHE HA NopbYKAaTAa :

e CpoK 3a U3MBIHEHHE HA MOPHUKATA — BCSAKA OT/ENHA JIOCTaBKa, MpeaMeT Ha
JIoTOBOpa criesia fa ObJe ocTaBeHa B cpok 1o 10 (neceT) paGoTHU MHHU clen
TIoyqaBaHe Ha TIMCMEHa 3asBKa-pasnpesielieHne OoT MUHMCTEPCTBO Ha
3ApaBeONa3BaHETO 3a KOJIWYECTBATa, TOUHO OIpPEE/IEHH B 3asBKaTa. 3asBKaTa
— pasmpeliesienne ce BphYBA JIMYHO CPemly MOANMC WIM Ce H3Npal@ c
NPETIOPBYAHO TTUCMO ¢ 00paTHA pasmucKa, 1Mo (aKC MM MO eJIeKTPOHEH BT
IIpH  yCIOBUATA W IO pena Ha 3aKkoHa 3a ENeKTPOHHUS JOKYMEHT W
€JIEKTPOHHMS TTOATIHC.

e Hauyun ¥ MSACTO HAa M3NbJIHEHHEe HA JOCTABKHTE - KpalHUTE MOJTyYaTely,
onpeneneHu mo pena Ha Hapen6a Ne 34/2005 roguna 3a pelna 3a 3amialiade oT
peryOIUKaHCKUAT OIOMKeT Ha JIEYEHMETO HA OBIrapCKuTe TPaXIaHu 3a
3a00JsIBaHuUsI U3BBH 00XBATa Ha 3a/IbJDKUTENTHOTO 3/IPaBHO OCUTypSIBaHe.

e YcJ0OBHS H HAYHMH HA (lmHchnpaHe H IUIAIIaHe

3ariaimaHeTo Ha CTOKHUTE IO JOTOBOPa Ce M3BBPIIBA OTIOKEHO B CPOK 10 60
/iuectneceTrs/ e, ciel IPeACTaBsiHe Ha CIeHUTE JOKYMEHTH
1) HocraBua QakTypa, chcTaBeHa CBIVIACHO M3uckBaHmATa Ha 3JIJIC u

HIBAAC — opurusan u 2 /nBa/ Gposi 3aBepeHn KOMUS;

2)  IlpuemarenHo-npenaBaTeTHy IPOTOKONH, 1O 06pasell Ha MUHICTEpCTBO
Ha 3IpaBeoIa3BaHETo;

3)  OO6oOmeH onuc Ha MPOTOKOIHTE — 3 /TpH/ Gpos;



4)  IlucMeHH 3asBKHU-pasNpeieNieHHs, W3rOTBEHH OT Munuctepcrso Ha
3/paBeOIIa3BaHETO U 3aBEPEHH OT KpaliHUTE MOy IaTeNn;

5) CepTu¢ukar 3a ocBobOXIaBaHe HA BCAKA NapTHAA, WM3NameH OT
kBanu¢umpano ymue no 3JIIIXM — sasepero or UBITBJHUTEJS xomwe, B
TPEBOl Ha OBIArapcKM e3uK OT (GUpPMa, CKIIOUMIIA JOTOBOP C MunuucrepcTBo Ha
BBHIIHATE PabOTH 3a U3BBPIIBAHE HA OQHUIIAATHY IPEBOJI.

VI30poeHnTe TOKYMEHTH e IPECTaBAT B Ae0BOCTBOTO Ha MHHKCTEPCTBO Ha
3/(paBeoNa3BaHeTo, KIACUPAHH U NPUKaYeHH B Ianka. B mankara ce npunara nucmo ¢
OIIUC Ha CHABPXKAIIUTE CE B HE IOKYMEHTH, KaTo 3aIbIDKUTEIHO Ce I0COYBAT
HOMepaTa, TaTUTe U Oposl Ha MPUIIOKEHUTE JOKYMEHTH OT BCEKH BHUII.

6. V3ucKBaHUs KbM NpeAJIaraHATe JIEKaAPCTBEHH NPOIYKTH:
6.1.JlekapcTBeHHTE TNPOLYKTH TpsiOBa 1a OTroBapsAT Ha M3UCKBAHHUATA Ha

3aKoHa 3a JIEKapCTBEHUTe NMPOAYKTH B XyMaHHarta Memurmua (3JITIXM) —
TpsibBa Jia NpHUTEXaBaT BAaIMAHO paspellleHye 3a ynoTpeda B CTpaHaTa,
usnaneHo mo pena Ha 3JIIIXM mmm Permament (EO) Ne 726/ 2004 r. Ha
EBponeiickust mapnament u Cebera /ai. 23, an.1 xa 3JIIIXM/ u ceprudukar 3a
0CBOOOXK/IaBaHe Ha MapTU/a, U3/aIeH OT KBaaubuuupano jume 1o 3JITTXM u
yIOCTOBEpsIBalll, Y€ IapTUAaTa JIeKapCTBEH NPONYKT € IIPOM3BENEHA U
KOHTpPOJIMpPaHa B ChOTBETCTBUE C U3UCKBAHUSATA Ha pa3pelleHHeTo 3a yrorpeda
no peaa va 3JIIXM. B ciyyaii Ha U3TUYaHe Ha CpOKa Ha paspelleHHETO 3a
ynotpeba Ha JieKapcTBeH NpodykT mpe3 2010 r., y4acTHMKBT IeKiapupa B
CBOTBETCTBHE C 4WI. 55, ain. 6 ot 3JIIIXM, 4e konuyecTBara 3a JIEKApCTBEHUS
OPOAYKT Cca HAJIMYHU,

6.2.JIekapcTBeHHTE MPOAYKTHU CleBa Aa OBIAT C Abp)KaBHA peryjupana LeHa,
chryacHo wi. 258, an. 1 ot 3JIIXM,;

6.3.JIekapcTBeHUTE IPOMYKTH clefiBa Na OBAAT BKIIOUEHH B I103MTHBHUA
JEKapCTBEH CIUCBK, aKTyaleH KbM JlaTara Ha OTBapsHe Ha IUIMK Ne 1 or

npouenypara.

6.4.0cTaTbUHUAT CPOK Ha FOJHOCT Ha JIEKAPCTBEHWTE MPOIYKTH KBbM JATHTE Ha
JocTaBka TpsiOBa nAa Oble He mo-Majdbk oT 60% oT o0sBeHHs OT
NPOM3BOAMTE/NS] KbM JaTaTa Ha BCAKA AocTaBka. B ciydail Ha JocraBka Ha
JIEKapCTBEHUs IPOAYKT C II0 — KparTbK OT JONOBOPEHUS CPOK Ha TOIAHOCT
N3IBJIHUTEJISAT nbmxu HeycTolKa, KakTo Clle/iBa:

- 59,99% - 50% - 20 % BBpXy CTOHHOCTTa Ha AOCTaBKaTa,;
- 49,99% - 40% - 30 % BBpXy CTOMHOCTTA Ha AOCTABKaTa;



- 39,99% - 30% - 60 % BBPXy CTOMHOCTTA HA JOCTABKATA;

-29,99% - 20% - 75 % BBpXy CTOMHOCTTA Ha JOCTABKATA;

- mox 20%-90 % BBpXy CTOHHOCTTa Ha JOCTaBKATA.

JloctaBkaTa Ha JI€KapCTBEH NMPOJYKT C OCTATh4€H CPOK Ha TOIHOCT MO-
MaibK OT 30 Ha CTO OT OOSBEHHS OT MPOU3BOMUTENS IO T.4 Ce M3BBLPIIBA CAMO C
nucMeHo cpriaacue Ha Bb3JIOKUTEJIIS 3a KOHKPETHO KONHYECTBO, ONPEENEHO OT
Hero. bes uspuyno nucMmeHo cwriaacue Ha BB3JIOKUTEJIA crokurte HiMa na
Obmar 3amnamaHd. VICKaHeTO 3a MHMCMEHO CBIUIACHE CNEBAa Ja IIOCTBIM B
NENOBOJICTBOTO Ha BB3/I0XKHUTENS B CPOK 0 3 JHU OT TOJyYaBaHe HA 3asBKaTa-
pasnpeneneHue.

7.YciioBHsI 4 pasMep rapannus 3a y4acTHe B NPOUEIYPATAa H HA rApPAHIHATA 32
H3I'bJIHEHHE HA J0roBopa:

A.T'apaniusra 3a y4acTue B IIpolefypara € pasnpeciicHa Mo JIEKapCTBa KaKTo
cre/Ba:

Me:xaynapoaso | Jlekapcer Marcuma L apann
AGLyHapoa p JaHa Kosuye | MKB | 1% B JI8.
3aboasnBane | ATC koa| HemaTeHTHO BeHa | Msapka .
CTOHHOCT | CTBO JI0 | KOJ
HanMeHoBaHHe | (opma
no 4.7
310Kka4yecTBe MapeHTep
HH Vo04CJo1 THY}XI);%OPIN ajnHa mg 850,74444 99 C73 | 700,00
3200/ IIBAHHSA dbopma

["apannusiTa ce mpenacrass B eHa oT (opmure, coriacHo 4wi.60, an. 1 ot 3akoHa
3a OOLIeCTBEHUTE NOPBUKH

- opuraHaji Ha Oe3ycloBHA M HEOTMeHseMa OaHKOBa rapaHlys B JIeBa, U3AaZeHa OT
Obirapcka WM YyXJIecTpaHHa OaHka, B Toi3a Ha MMHUCTEPCTBO Ha
37]paBeora3BaHeTo, ChC CPOK Ha BamuaHocT 30 /TpuneceT/ KaneHAapHU AHH, CIUTAHO
OT KpalfHUS CpPOK 3a IMoiydaBaHe Ha odepTuTe. baHKOBUTE IrapaHIMM, M3/1aIeHU OT
qyKIECTpaHHM OaHKW, cliefBa Ja ca aBU3UpaHM dYpe3 Objrapcka 0OaHka,
MIOTBBPKIaBaIlla aBTEHTUYHOCTTA Ha CHOOIEHUETO.

- mapuyHa CcyMa, [peBefeHa IO OaHKOBAa CMeTKa Ha MMHHMCTEPCTBO Ha
snpaBeonas3Banero — IBAN: BG83 BNBG 9661 3000 1293 01, BIC xox na BHb —
BNBG BGSD — njatexHo HapeXXJaHe B OpUTMHAJ UIIH KOITHE.




b. I'apannus 3a u3nbiaHenne Ha Joroeopa - Ilpu ckirousane Ha JOTOBODA,
YYaCTHUKBT, OIPENCNEH 3a H3MBJHMTE] IPEJCTaBs TapaHIMs 3a W3ITbIHEHUEe Ha
CBIIHSA, KOATO C& 0CBOOOXK/[aBa Clle]l HETOBOTO M3MbJIHEHHE. [ apaHIusTa e B pazmep
Ha 5 % (IIeT poIenTa) OT CTOMHOCTTa Ha noroBopa 6e3 JIJIC.

l'apannusra ce mpeacTaBs B efHa or  (GopmuTe, CBrilacHO wi. 60, aml ot
3aKoHa 32 OOIIECTBEHUTE MOPBHUKH:

- OpHTHMHAJI Ha 0€3yClIOBHA M HEOTMEHseMa O0aHKOBA TapaHIWs, W3/IaJeHa OT
Obirapcka WM YyXIeCTpaHHa OaHKa, B TI0J3a Ha MuHucrepcTBo  Ha
3/paBEONasBaHeTO, CbC CPOK Ha BamuiaHocT 30 AHM ciel M3THYaHe HA CPOKA Ha
ZoroBopa. baHKOBHTE rapaHNMU, U3NaJeHN OT UyXkIECTPAHHU GAHKW, CJIeIBa 1a ca
aBU3UpaHW 4Ype3 Owirapcka OaHKa, MOTBBPXKAABAIA AaBTEHTHYHOCTTA HA
CBOOLIEHUETO.

- NapuvHa Cyma, IpeBefeHa 10 0aHKOBa CMeTKa Ha MHUHHCTEPCTBO Ha
3ppaBeonasBaneTo — IBAN: BG83 BNBG 9661 3000 1293 01, BIC xox na BHB —
BNBG BGSD- nnarexHo HapexiaHe B OpUIHHAIN WK KOIIHE.

8. Cpok Ha BanuaHOCT Ha oepraTa — 30 / TpHeceT / KaleHIapHU THU OT
KpalHMAT CPOK 32 IOJjaBaHe Ha OepTH.

9. Kpurepuii 3a ouenka Ha opepTure — “Haii-Hucka nena Ilpu obepupane
Ha paBHU LEHU OT JBaMa M IOBEYe YYACTHHLY B MpOIEAypaTa IOCIEeIHUTE ce
KIIaCHpaT uYpes XKpeOHi, U3TersieH B NPUCHCTBHE HA: YYACTHUIMTE B IIPOLELYpaTa,
YICHOBETE Ha KOMHCHATA M HOTApUYC, KOWTO CHCTaBs KOHCTATHBEH IPOTOKON. B
CITydaii, Y€ y4aCTHHK/YYaCTHHUIMTE B IpoLeLypara He ce ABSAT 3a W3TEr/IHETO Ha
KpeOusl B ONpeeNeHHs 4ac, TEINICHETO Ce M3BBpIIBA U3BLpINBa 1 /emwn/ vac mo-
KBCHO OT WIEH Ha KOMMCHATA B NPUCHECTBHETO Ha HOTapuUyca M YICHOBETE Ha
KOMHCHSITA, 38 KOETO C€ ChCTaBs KOHCTATHBEH MPOTOKOJL.

10. Msicro, 1eH ¥ Yac 3a pasrjexaane U oleHsiBane Ha odepTHTE - B crpagara Ha
MuHICTEPCTBO Ha 31paBeona3BaneTo, . “ Ceera Hemena” NoS, et.2 ot 10:30 yaca
Ha 8-Wsl KaleHIapeH [eH, CYMTaHO OT JEeHs CJelBall JaraTa Ha W3IpallaHe Ha
NOKaHaTa 3a y4acTWe B Ipolenypara A0 u30paHuTe JIMIA U 70 AreHnusara Io
obmmecTBenu nopbuku — 21.06.2010r.

11.ITosryyaBane Ha JOKyMeHTAIHsA 32 y4acTde B mpoueaypara- ChliaTa ce
I0JTy4YaBa B crpajara Ha MUHHCTEpCTBO Ha 3[paBeoita3Banero, mwi. “ Cs. Hemensa” Ne
5, er.2, ct.211, B cpok 1o 17.00 gaca Ha 7-Msl IeH, CUMTAHO OT JeHs, CJeABall 1aTaTa
Ha M3IpalllaHe Ha II0KaHaTa 0 M30paHuTe Jula W 0 ATreHIMATa N0 OOLIECTBEHU
nopbukd — 18.06.2010



12.1lena Ha mokymeHTaumsiTa 3a ydyacTue B mpomexyparta- ueHara e 20
/nBameceT/ JeBa ¢ BKIIOYEH HIC. Tlocouenara CyMa ce 3amjam@a B Kacara Ha
MHuHHCTEPCTBOTO Ha  3apaBeonasBaHeTo Cpelly pemoBHO WM3MaJeH IUIaTexeH
JOKYMEHT BCeKH paboTeH aeH or 14:00 mo 17:00 gaca B CpOKa 3a Ioly4aBaHe Ha
AOKYMCHTAIlUS MJIM CyMaTa ce IIpeBeXaa 110 OaHKOBA CMETKAa Ha MunucreperBo Ha

3ipaseonasaneTo — BHB Ilentpamso ynpasnenue, IBAN: BG83 BNBG 9661 3000
1293 01, BIC xox na BHb — BNBG BGSD.

13.0¢epraTa 3a yyactue B nponenypara, u3roTseHa ChbIilaCHO H3NCKBAHUTA
Ha JIOKyMEHTalMsATa Cce 3aBexAa B JEJOBOICTBOTO HAa MunucrepctBo  Ha
31paseonassaneTo, 1. “ Ceera Hemens” Ne 5 B cpok 10 17.00 uwaca na 7-us JeH,
CIUTAHO OT NIeHA, CIC/ABAll NaTaTa Ha M3NpallaHe Ha IIOKAHaTa 3a yyacTHe B
npouenypara 10 U30paHUTe JHUIA U 10 ATEHIUATA MO OBLIECTBEHH IIOPBYKH, CJIE]]
KOCTO €€ MPEJCTaBs OT y4acTHHKA B Jlupexums “ VIHBECTUIMOHHA MOIMTHKA”, I,
“Csera Henema” Ne 5, er.2, cras 211, 3a oTpa3sBaHe B Perucrepa ma M3 3a

TMOCTBITIIIN O(EPTH 32 yJacTHe B IIPOLELYPH 110 Bb3Jarane Ha OBIecTBeHY IOPBYKU
—18.06.2010r.
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