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32 OTCTHIKA OT CTOMHOCTTA HA JIEKAPCTBEHH MPOAYKTH,
kouto H3OK 3anuama

Iuec, ........ .. rp. Codusi, Ha ocHoBaHue 4. 22, an. 4 ot Hapen6a Ne 10
ot 24.03.2009 r. 3a ycnoBusTa M pejia 3a 3aIllallaHe Ha JIEKApCTBEHH MPOIYKTH
mo wi. 262, an. 5, T. 1 or 3akoHa 3a JieKapCTBEHUTE MPOAYKTH B XyMaHHaTa
Me[MIHHA, HAa MEJUUMHCKM H3[elus M Ha JUETHYHHM XPaHH 3a CIelHaTHd
MEULUHCKH LeJH, Ce CKII0YH HACTOAIIUAT JOTOBOP
MEeX]Ty:

HAITMOHAJIHATA 3/IPABHOOCHUI'YPUTEJIHA KACA (H30K)
npezcTasisiBaHa oT 1-p Hemn Hemesa — ynpasuten,

U OT Apyra CTpaHa.. siaie e e S R s S ST SRS SR S SISO IPRNNAR
(H‘bJ‘IHO q)l/lpMeHO HaMMCEHOBAHME Ha KaH/1M/1aTa B npoueﬂypaTa Ha aorosapm—le)
ChC CEHAIIUIIE U aJIpeC Ha yIIpaBJICHUE:

TEIMEDOH. . eveveeiieiieiee e DAKC...ovviviiii
MoOuIIeH

11 R T
€JIeKTPOHEH

(MMe ¥ JMYHM NAQHHH OT JOKYMEHTa 3a CaMOJMYHOCT Ha IPENCTABUTEINS
(usugecko JHue; MBIHO (HPMEHO HAHMEHOBAHHE, CENAHMIIE M aJpec Ha
yIpaBjieHHe Ha MPeJICTABUTEIsI IOPUINUECKO JIHIIE)

/ume, anpec, TenedoH, (akc M eNeKTPOHHA IOImA Ha IIPEJCTaBHTENA Ha
tepuTopusaTa Ha PeryGnuka buirapus/

HapuyaH mo-jomy 3a kpatkocT ,JIPUTEXXATEJ HA PA3PEIIEHUE 3A
VYIIOTPEBA”, 3a cineiHOTO:

L. IPEJMET HA 1IOT'OBOPA



[image: image2.jpg]Y. 1. (1) C To3u DOroBop ce ONpeleNsAT YCIOBHATA 3a JOrOBapsHE Ha
OTCTBIIKKA OT cToiHOCTTa, Kosito H30K 3amnmama 3a jeKapcTBEHHM NPOLYKTH,
BKJIIOYeHH B [TO3UTHBHUS JIEKAPCTBEH CIUCHK 110 Wi. 262, ai. 5, T. 1 or 3akoHa
3a JIleKapCTBEHHTEe MPOJYKTH B XyMmanHara MexuuuHa (3JIITXM), ¢ HEBO Ha
samamane 100 Ha ¢TO, KOUTO ca eAMHCTBEH JieKapcTBeH IpoaykT no INN u He
y4acTBaT B ONpEAENSIHEeTO Ha peepeHTHa CTOWHOCT C JAPYrH JIeKapCTBEHH
HPOAYKTH

(2) IPUTEXXATEJIAT HA PASPEIIEHUE 3A YIIOTPEBA npepnara, a
H30K nprema na 3amiama JIeKapCTBEHHs! MPOJYKT

C OTCTBIIKA B pa3Mep Ha OT CTOMHOCTTAa HA ChILMS, ONpejeeHa
coriacHo wi. 50 ot HapenGara 3a perynupane ¥ perncTpUpaHe Ha LEHUTE Ha
JIeKapCTBEHUTE TIPOJYKTH, YCIOBHSTA, IPABIJIATa M KPUTEPHHUTE 3a BKIIOYBaHe,
[POMEHH W/HIM M3KIIOYBAHE Ha JIEKapCTBEHH INPOAyKTH oT ITosuTuBHUS
JIEKapCTBEH CIMCHK M YCIOBHSTA M pelia 3a pabotata Ha KoMucHsaTa 110 IeHH U
peumbypcupare ( o6H., JIB, 6p.100 or 201lr.)., Hapu4aHa 3a KpaTKOCT
~Hapen6ara“.

Croitnocrra, kosro H3OK me s3ammama nHa ITPUTEXATEJISI HA
PA3PEIIEHUE 3A VITOTPEBA 3a cpoka Ha HacTOSIIUS OTOBOP 3a ONHMCAHHA
T10-TOpe JIEKAPCTBEH MPOIYKT € ...vvvvne. (CIOBOM ..o ) neBa.

(3) HALIMOHAJIHATA  3JIPABHOOCUI'YPUTEJIHA  KACA
3alUlaliaHamaieHaTa ¢ pa3Mepa Ha OTCTBIKAaTta IO al. 2 CTOMHOCT Ha
JIeKapCTBEHUTE IPOJYKTH, OTIYCKAHW [0 JOroBOpa, CKIIOYEH C JIMIara
MOJTYYruIH paspenrenne 1o €wi.229, an.2 or 3JIIIXM 3a TeproBus Ha JpeGHO ¢
JIeKapCTBEHHU IIPOJIyKTH.

(4) B cnyyaii Ha mnpoMsHa Ha LeHaTa Ha JIGKAPCTBEHHMSA MpPOAYKT,
obpasysana 1o wi. 258, an.l or 3JIIIXM, H30K 3a cpoka Ha nelictBue Ha
JI0roBopa 3aIuialia Mo-HUcKata oT croifHocrra mo wi. 50 or Hapenbara wu
JIOTOBOPEHATa 110 ajl.2 CTOHHOCT.

(5) TIPUTEXATEJSIT HA PA3PEIIEHUE 3A VIIOTPEBA ce
3aJb/DKaBa Jla He MPOMEHs eIHOCTPaHHO CTOMHOCTTA IO al.2 3a CpoKa Ha
JIeiCTBHE Ha TO3H JOrOBOP.

(6) HaumoHanHata 3/1paBHOOCHTYpHTENHAa Kaca Ce 3aJbiDKaBa Jia He
myOnMKyBa Ha WHTEPHET CTPAHHMIATA CH JOrOBOPEHHTE CTOWHOCTH IO an.2,
KaKTO M Jia He I'! [PeJI0CTaBs 3a LeUTe Ha MeXIyHapOIHO CPaBHEHHE Ha IIEHH.

II. CPOK HA 10I'OBOPA

Y. 2. (1) HacTosimusT JOroBOp ce CKIIOYBA 33 CPOK ......c..... M BIU3a B
CHIA OT ..ocoweee , HO He IO-KbCHO OT €JMH MecCell, CYMTaHO OT Jarara Ha
TOJATIUCBAHETO MY OT CTpaHUTE.

( CPOKBT 3a CKJIFOYBAHE Ha IOTOBOpA € Haii-MaJiko 6 Mecela)



[image: image3.jpg](2) HALIMOHAJIHATA 3JIPABHOOCHI'YPUTEJIHA KACA 3amnama
HamajieHata CToHOCT mo ain. 1, cumraHo ot 1-Bo wim 16-To 4mcno Ha
CHOTBETHHS KaJleHIapeH Mecell, Cle/iBall Jatara Ha JIoroBopa.

IIL. YCJIOBUS M PEJI 3A TIPEJOCTABSIHE HA UH®OPMALUSA
MEXIY CTPAHUTE

Ya. 3. (1) Beska uHpOpMAanus, CBbp3aHa C H3IBIHEHHETO HA TO3M
JIOTOBOp, CTPAHKTE CJIe/[Ba [a IPeIOCTaBAT MUCMEHO e/lHa Ha JIpyra.

(2) Uudopmanusra 1o an. 1, B 3aBUCUMOCT OT HEHHHUSA XapakKTep, cie/Ba 1a
ObJie IPefOCTaBsIHA CBOSBPEMEHHO Ha HAaCpeIHaTa CTpaHa.

(3) Uudopmanusra 1o an. 1, ce nmpeacTaBs Ha MOCOYEHHUTE B HACTOSIIHUS
JIOTOBOP aJIpeCH 3a KOPECTIOHISHIUA Ha CTPAHHTE.

(4) IIPUTEXATEJISIT HA PA3SPEIIEHUE 3A VIIOTPEBA e nnbxkeH B
7 - mHeBeH cpok, nucMeHo aa yeenomn H3OK 3a mpomenm B crieqHuTe
obcrosTencraa:

a) TpOMsAHA Ha MpHUTeXkarells Ha paspelleHHeTo 3a ymotpeba Ha
JIOTOBOPEHHS JIEKapPCTBEH MPOJIYKT;

6) mpomsHa B INpaBHUA CTAaTyC - HPOMAHA Ha INpPEJACTABUTENCTBOTO,
coOCTBEHOCTTa, ajipeca 3a KOHTAKTH H JIp;

B) IIPU JIUKBUJIALIUS;

T') IPH IPOU3BOZICTBO 32 HECHCTOATEHOCT;

1) TIpH TIPOMSTHA Ha 3asBEHUTE THPIOBIHU Ha 7Ipo.

(5) HAIMOHAJIHATA 3JIPABHOOCHUI'YPUTEJIHA KACA e nnbxHa
na npenocrass Ha [IPUTEXXATEJISI HA PA3PEIIEHME 3A VIIOTPEBA na
JIEKapCTBEHUSI TIPOAYKT HJIM Ha YIBIHOMOIICHHSA My IpEACTaBUTeN 10 15-To
YHCIO0 HA CleJBallys KaJeHJapeH Mecell MH(OpMAIMs 3a 3aIUlaTeHUTe Ipe3
NPeIXOAHHs Mecel] Opoil OINAaKOBKM OT TO3M JIEKapCTBEH IIPOJYKT IO
THPrOBLHTE Ha eIPO, II0COYEHH B mpuiioxkeHne Nel KbM Joroopa.

IV. APYT'H YCJIOBUS

Y. 4. HacTosiusT 10roBOp ce NpeKpaTsna:

1. ¢ u3THYaHe Ha CPOKA Ha JeHCTBHETO My, OIPEJIENIeH M0 pejia Ha Ul 2;

2. 110 B3aMMHO CBIJIACHE HA CTPAHUTE, H3PA3EHO HCMEHO;

3. eHOCTPAHHO OT BCSKA OT CTPAHHTE TIPH MPOMsIHA Ha 00CTOsTENCTBATA
YCIIOBHSATA 32 HETOBOTO CKITIOUBAHE;

4. B cimydyauTe, KOraTO CBHOTBETHMAT JIEKAPCTBEH NPOIYKT, NpeIMeT Ha
JIOrOBOpa, NpecTaHe fa oTroBapsi Ha yciosusra 1o €wi. 20, an. 1 or Hapen6a Ne
10 or 24.03.2009 r. 3a ycnoBusiTa M pejla 3a 3aruiallaHe Ha JIEKApCTBEHH
NPOAYKTH 1Mo wi. 262, an. 5, T. 1 or 3akoHa 3a JleKapCTBEHUTE NMPOIYKTH B
XyMaHHaTa MEIMI[MHA, Ha MEIUIMHCKM M3JeNIMs ¥ Ha JIMETHYHH XpaHu 3a
CIIeNHATHN MeIMIIHHCKH eJTH.



[image: image4.jpg]Ya. § Ilpu npomsHa Ha IpHTeXaTels HA paspelIeHHeTo 3a ynorpeba,
HOBHAT IPUTEKATE] MOKE Ja CKJIFOUYM CrIopasyMeHHe 3a MpOJbKaBaHe CPpoKa
Ha JIOroBOPA.

Yn. 6. CriopoBe MO NPHIOKEHHETO, THIKYBAHETO M H3IBIHEHHETO HA
HACTOSAIIHS JI0TOBOP MOUIEKAT HA YPEXNIaHe upe3 IPErOBOPH MeXK/ITy CTpaHHTe.
Ilpy HenocTurane Ha chriacke COpOBETe Ce PelIABAT 1O CheGeH pex

Yn.7 Besko M3MeHEHHE HA  HACTOSIIHS JIOTOBOp ce cMmsta 3a
NeHCTBUTENHO, aKo € M3rOTBEHO B MMCMeHa (GOpPMA M € MOAIMCAHO OT JBeTe
CTpaHu.

Yn. 8 3a HeypeneHu BBIPOCH O HACTOSIMS JIOTOBOP Ce npuiarat
pasnopenGute Ha 3akoHa 3a 3aIBIKEHMATA M JOTOBOPHTE M AeHCTBAIIHTE
HOPMaTHBHHU aKTOBE.

Hacrosmmsit JIOrOBOp C€ MOJIHCa B JiBa C}IHOOGPZBHPI €K3eMIlIsIpa — 10
€/IMH 32 BCAKA OT CTPAaHUTE.

Hepa:mem-;a 4acT OT TO3M JIOrOBOp IIpeJiCTaBisiBa npuioxenue Nel ¢
TpUTEXATEeIN Ha paspeleHus 3a ThpProBust Ha €IpO C JIEKAPCTBEHH NPOIYKTH,
KOMTO LIE pa3slpOCTPAHSBAT JIEKaPCTBEHHsI NPOJYKT — IIPEAAMET Ha I0OTOBOpa.

3A H30K 3A IIPUTEXATEJISI HA
YITPABUTEJL PASPEHIEHHUE 3A YIIOTPEBA
J-P HEJIU HEIIEBA
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