[JOrOBOP
3A JOCTABKA HA IEKAPCTBEHW MPOAYKTU

,D,HeC,l-I!b?....!” ............ 20:>V. 1., B rp. Cohus, mexay:

YMBAN"Uapuua WoanHa-UCYT"EA/L, cbC cejanviie W afpec Ha yrnpasneHue B rp.
Codusi, pavioH "O6opuiue”, yn. "bsano mope™ Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npegcTasnsaBaHo ot npod. A-p boiko Meoprues Kopykos, 4.M,- VI3Nb/HUTENEH AUPEKTOP, Hapu4aHo
no-gony 3a kpatkoct ,,JIJEUEBHO 3ABEAEHWE - Bb3/TOXKWNTEJ1” oT efiHa cTpaHa

n

,POLL BBJITAPNA” EOO/L cbC cepanvile M agpec Ha ynpasneHue rp. Codwma - 1618, XK.
MaHactupckn nueagu - 3anag, yn. “bsno none* Ne 16, Ten: 02 818 4444, dakc 02 859 1199 ENK
131279951 npepfcTaBnssaHo oT AHTOHMO AHfpe e Coyca e BackoHcenoc n EBreHmin Hukonaes
Hwkonos - ynpasuTenu, HapuyaHo no-gony 3a kpatkocT ,,M3MBbJ/IHNTEJT” oT gpyra cTpaHa,

Ha OCHOBaHMe un. 112 oT 3akoHa 3a o6buecTBeHuTe nopbukyu (30M1), BLB Bpb3Ka C MNpPOBEAEH
BbTpeLleH KOHKYpeHTeH M36op no PamMkKoBO crnopasymeHue No P[1-11-270 ce CKIOYM HaCTOALMA
[lOroBOp 3a CNeAHOTO:

I. NMPEAMET N CPOK HA JOIMOBOPA
Un. 1 (1) NTEYEBHO 3ABEAEHWVE - BDB3J/TOXXWNTEJ Bb3nara, a U3MBbHUTENAT ce
3aAb/KaBa [a M3BbPLUM [0CTAaBKa Ha CeAHWTE NIeKapcTBeHM NpoayKTy oT O60co6eHa no3uums Ne 1:

(2) OoroBopbT BAM3a B Cufia OT faTaTa Ha MOAMMCBAHETO My OT [BETe CTPaHuW U € CbC CPOK A0
31.12.2021 .

1. LEHW 1 OBLWA CTOMHOCT HA JOCTABKUTE MO JOMTOBOPA
Un. 2. (1) LeHata Ha cTOKUTE MO 41l e Cbr/acHO LeHOBO npefnoxeHne Ha N3MbJIHUTENA,
Hepa3sfenHa YacT oT Aorosopa.
(2) LleHaTa BK/tOYBaA CTOMHOCTTA Ha CTOKaTa, OMaKoOBKa, 3aCTpaxoBKa 1 TpaHcnopT Ao JIEHEEHOTO
SABEAEHWVE - BB3/TOXWNTEN npy MUHUManeH CpPOK Ha rofHOCT He no-KpaTtbK oT 40 % oT
065BeHNA OT NPOU3BOANTENSA 3a IEKAPCTBEHNUTE MPOAYKTU UK He No-KpaTbK OT 20 % OT 068BEeHMS OT
Npou3BOANTENSA 38 OBUONPOAYKTUTE NN BUOMNOA0OHMTE NPOAYKTUN. MUHUMANHUAT CPOK Ha rO4HOCT ce
onpeaenst KbM faTaTa Ha BCsiKa 0CTaBKa Ha /IEKapCTBEH MPOAYKT.
(3) O6buaTa CTOMHOCT Ha AoCTaBKMTe No goroeopa e Ao 1367 556.00 nesa 6e3 BkAoueH AAC n ao
1641 067.20 neBa c BkntoyeH A4C.
(4) LleHaTa no gorosopa e (huKcrpaHa, He MOAMEXM Ha NPOMsiHa 3a CPOKa Ha AelCTBMEe Ha [0roBopa,
0CBeH B cnyyauTe Ha 116 ot 30r1.
(5) B cnyuyait, ye npe3 BPEMETO Ha AENCTBME Ha CbOTBETHUSA [JOFOBOP CTOMHOCTTA, KOATO C/eAga [a ce
3annawa ¢ ny6/sMyHM CpefCcTBa Ha /IEKAPCTBEHU MPOAYKTU OT MNO3UTUBHUA NIEKAPCTBEH CMUCHK CTaHe
Nno-HMCKa OT [J0roBOpeHaTa, /evyebHOTO 3aBefleHWe -  Bb3NOXWUTEN 6e3ycnoBHO  3annalla
NeKapcTBEHWTE MPOAYKTU Ha MO-HMUCKaTa CTOMHOCT, CYMTaHO OT:

- fJaTaTa Ha BfM3aHe B CWla Ha pelleHNeTo Ha HaumoHanHus CbBET MO LUEHW WU
penmbypcupaHe Ha nekapcteeHute npogyktn ( HCLPM);

- [aTaTa Ha akTyanusauuata Ha [No3UTUBHNA NEKAPCTBEH CMUCHK NO pefa Ha yn. 57, an. 1oT
Hapen6ata 3a ycnoBusTa, npaBunata M pefa 3a peryavpaHe U peructpupaHe Ha LEHWUTe Ha
nekapcteeHnTe npoayktn (HYTMPPPLIM) 3a nekapcTBeHWTE MPOAYKTM C Hama/neHa CTOMHOCT 3a
OMaKoBKa, M34ncneHa Ha 6asa pedepeHTHa CTOMHOCT.



B cnyyauTe no npeaxogHOTO W3peuyeHue, CTOMHOCTTA Ce Onpedens KbM MOMEHTa Ha
[ocTaBKaTa (nofgnuceaHe Ha Npuemo-npeaaBaTeNieH NPOTOKON).

. ycnoma n HAYMH HA MIALWAHE

Un. 3 (1) MnawaHeTo Mo HaCTOALLMSA JOrOBOP Ce OCbHLUECTBABA 4pe3 6GaHKOB MPEeBOL OT CTpaHa Ha
NEYEBHO 3ABEAEHWE - BBHb3/TOXWTEJT no nocoyeHaTa B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3MBAHUTENA.
(2) 3annalaHeTo Ha CTOKWUTE MO 4OrOBOPa Ce M3BbPLLBA OT/IOKEHO B CPOK 0 60 /wectaecetuns/ feH,
cnep nNpeacraBaHe Ha CnefHUTe JOKYMEHTU:

1. JloctaBHa (haKTypa, CbCTaBeHa CbrnacHo msmcksaHuaTa Ha 344C v MN34A4C;

2. TlpviemaTenHo-npeaasartesiH NPOTOKONN;
(3) B cnyyait, 4e nocoveHuTe B Ui, 3, al. 2 JOKYMEHTU Ca HepefoBHW WM He ca KOMMJIEKTOBaHMU,
cblmTe ce Bpbvwat Ha M3MBJTHNTEJTA ¢ npuemartenHo - npefasartesieH NPOTOKO/ 3a M3npaBsHe
Ha HepefHocTMTe. CPOKbLT NO Y.3, an. 2. 3anoysa Aa Teye OT AaTaTa Ha NPeACcTaBAHETO Ha nocnefHus
N3UCKYeM Ce [JOKYMEHT.
(4) Mpn hakTyprpaHe Ha 3aABEHUTE KOMMYECTBA /IEKAPCTBEHN MPOAYKTU, MO BCAKA OTAEe/NHA 3a5BKa,
LleHaTa Ha OMakoBKa He cfefBa Aa HafBuvllasa onpefeneHarta B MO3UTUBHUA NEKapCTBEH CMUCHK-
MpunoxeHve Ne 2, pedepeHTHa CTOMHOCT Ha OMakoBKa 3a CbOTBETHUA NeKapCTBEH MNPOAyKT. B
C/lydail Ha M34MCnsBaHe Ha CTOMHOCT MO-BMCOKa OT pediepeHTHaTa CTOMHOCT Ha OrfakoBKa 3a
CbOTBETHUS /IEKAPCTBEH MPOAYKT, CTOMHOCTTa Ce HaMasisiBa M 3ansawa 4o CTOMHOCTTa Ha OnakoBKa
onpegeneHa B No3UTUBHNA NIeKapCTBEH CNNCHK- [MpunoxeHne Ne 2.

IV. CPOK HA AOCTABAHE
Yn. 4 (1) NEYEBEHOTO 3ABEAEHUE - BBb3/TOXXWTEJ 3asBsBa He06X04MMUTE MYy KO/IMYECTBa
c nucmeHa 3asBka Ao W3Mb/IHUATE/IA. 3asBkata ce BpbyBa /IMYHO Cpewy MOANUC Ha
N3MNBTHUTENA nan ynbaHOMOLLEHO OT HEro fvue uam ce msnpatlia ¢ npernopbyaHo MUCMO C
obpaTHa pa3numcka, no akc Uam rno eNeKTPOHeH MbT.
(2) Bcska oTtgenHa pocTaBka, crefBa fa ObAe [oCTaBeHa B CPOK A0 7 KaneH4apHW [HW cref
nosny4vaeaHe Ha 3asBkaTta oT JIEHEEHOTO 3ABEAEHVE —BBH3/TOXKWMTEJ n 3a Konn4yecTsaTa u
OMakoBkMTe (CbOOpPa3HO KOHKPETHWUTE JIeKapCTBEHW MPOAYKTW, TMOCOYEHN B  TEXHWYECKOTO
NpesoKeHe Ha M3NbAHWUTENs), TOYHO OnpefeneHV B 3asBKata. B cnydair, ye ce npasu nbpea
[0CTaBKa OT fajeHa napTuja Ha NiekapcTBeH NPOAYKT, ce npefcTaBs CepTUdMKaT 3a 0CBOO0XKAaBaHe
Ha naptugarta, m3gageH OT KsasmgpuumpaHo nvue no 3J/IMXM Ha eneKTpoHeH HOCUTeNn Wam no
eNIEeKTPOHEH MbT Ha efIeKTPOHHATA MOoLLa, NOCOoYeHa KaTo ajpec 3a KOPECMOHAEHUWA, NPUAPYXKEH C
npesog, Ha 6bArapckn esnk oT (upma, CKIrYMIa Aorosop ¢ MMHUCTEPCTBO Ha BBLHLUHWUTE paboTu 3a
N3BbpLUBaHE Ha ouumanHu npesogn. 36poeHnTe LOKYMEHTU Ce MPeACcTaBAT B CbOTBETHOTO 3BEHO,
onpefeneHo OT Ne4yebHOTO 3aBefieHWe - Bb3OXMTeN. lMpu credBawin [OCTaBKM Ha JleKapCTBEHU
MPOAYKTM OT ChLlaTa NapTnaa, CepTUPUKaTLT He ce NpeacTass.
(3 B cnyyain Ha HeobxogumocT OT cnewHa pfoctaska, JIEYEBHOTO 3ABEAEHVE -
BB3NNOXWTEJT nocoysa M3pUYHO B 3asBKaTa, Ye e HeobxoauMMo fa ObAe M3BbPLUEHA CreluHa
foctaBka. B To3u cnydai, focTaBKata crefBa fa 6bAe M3BbplleHa [0 6 yaca OT nosydvaBaHe Ha
3afBKaTa M 3a KO/MYecTBaTa M OMaKoBKWUTE (CbOOPA3HO KOHKPETHWUTE JIEKAPCTBEHW MPOAYKTH,
MOCOYEHWN B TEXHUYECKOTO MPeoXeHMe Ha U3MbHUTENSA), TOYHO OMpefesieHn B 3asBKarta.
(4 NBNBNHUTENAT ce 3agb/mkasa, B CPOK A0 1 paboTeH [eH, B Cly4vauTe No an. 2 U B CPoK 4o 1
yac, B Cllyyaute Ha an. 3, C/ef noslyvyaBaHeTO Ha BCAKA 3asBKa [a YBeLOMW MUCMEHO MUK Mo (pakc
NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWUTE/ B cnyyait e He MOXe [ja U3BbPLUM LOCTaBKa Un
B C/lyyail, Ye He MOXe fa Crasu CPOKbT 3a M3BbPLUBAHE Ha [0CTaBKaTta, MpeaMmeT Ha KOHKpeTHaTta
3asBKa.
(5) Kbm paTata Ha BCAKa [0OCTaBKa, OCTAaTbYHUAT CPOK HA FOAHOCT Ha /IEKApCTBEHUTE MPOAYKTY,
cnenBa fa 6vae He No-manbk oT 40 % /yeTupuaeceT Ha cTO/ OT 06SBEHNS OT NPOU3BOAUTENS.
(6) Kbm paTarta Ha BCSIKa 40OCTaBKa OCTaTbYHUAT CPOK Ha FOAHOCT Ha GMONpoAyKT wunv 6uonofobeH
NPOAYKT, cnefpa fa 6bae He no-mManbk oT 20 % /aBafeceT Ha CTo/ OT 064BEHNA OT NPOU3BOAUTENS.



(7) 3a konuyecTBa [A0OCTaBeHM W3BbLH 3adBKaTta nMo un. 4, anl, JIEUEBHOTO 3ABEAEHWE -
BBb3/TOXKWTEJT HAMa 3a4b/mKeHWe 3a nnaLlaHe.

(8) B cnyyante no un. 10, an. 7 OT A0Orosopa, CPOKbLT Mo an. 2 1 3 3anoysa fa Teye OT garara Ha
nucmeHoTo cwrnacne Ha JIEYUEBHOTO 3ABEAEHWME - Bb3/TOXKWUNTEN.

V. MACTO HA AJOCTABAHE
Yn. 5. (1) 3a mMACTO Ha AOCTaBsAHe Ha CTOKUTE MO TO3W AOroBOP Ce Onpefens CnefHUs agpec: rp.
Codtus, yn. ,.bsano mope” Ne 8, YMBA/ ,Llapuua WMoanHa-UCYN” EAL - oTaen ,,bonHUYHA
anteka”
(2) PUCKBT OT Ccny4yainHOTO norvBaHe WM NOBPeXJaHe Ha CTOKUTe npeMuHasa BbpXy JIEUEBHOTO
3ABEAEHWVE - BB3/IOXXWNTEJT 0T MOMEHTa Ha MPMEMaHETO MM Ha MACTOTO Ha [OCTaBsiHE C
npuemMartenHo-npesasaTenieH NpoTOKON.

VI. BATA HA JOCTABAHE HA CTOKUTE
Un. 6. 3a gara Ha focTaBsHe Ce cyMTa Jarara, Ha KOATO CTOKUTE ca [JOCTaBeHW [0 ajpeca NOCOYeH B
un. 5, an. 1, npu ycnosuata Ha un. 9, an. 2.

VIil.3AAB/IKEHUA HA N3MNBJTHUTENA
Un. 7. N3MNBJTHATENAT ce 3aabmkasa:
1 [la focTaBn CTOKMTE B [JOrOBOPEHMA CPOK M Aa rv npepafe Ha JIEHEBHOTO 3ABEAEHWUE -
BB3/TOXXUNTE.
2. [a npefage CTOKWTE, NaKeTMpaHW U MapKMpPaHW B CbOTBETHUSA BUA, KOMMYECTBO W KayeCTBO Ha
MSACTOTO Ha OCTaBAHE.
3. lNpv noannceaHeTo Ha Aorosopa fa npeacTasu:
a) JOKYMeHTM ro un. 112, an. 1ot 30r1.
0) rapaHumsa 3a U3MbHEHWUE, B eflHa OT hopmuTe, onpedeneHun B yn. 111, an. 5 ot 30I1, cbC CPOK Ha
BafMAHOCT 60 AHW cnef U3TUYaHe CPOKa Ha JoroBopa, KosTo ce 0cB0oboXKAaBa B CPOK A0 60 AHWM cnef
M3MbJIHEHME Ha Jorosopa. B ciyvaid, Ye BaMAHOCTTA Ha rapaHumMaTa U3Tuya npeay Aorosopa ja 6uae
n3nbvaHeH, U3MbAHUTENTAT ce 3agbikaBa fa YAL/MDKA CPOKa Ha BaIMAHOCT Ha rapaHumsaTa C
TO/IKOBA [JHU, Taka 4e rapaHuuaTa ia Nnokpmsa o4akBaHWUA CPOK 3a U3MbJIHEHME Ha AoroBopa nac 60
AHW. TapaHumaTa e B pasmep Ha 3% OT CTOMHOCTTa Ha fgorosopa 6e3 AAC u Bb3NM3a Ha
41 026.68 neB.a.
(4) [Oa poctaBA /fleKapCTBEHM TMPOAYKTM, KOUTO OTroBapAT Ha M3WUCKBaHMATA Ha 3akoHa 3a
NeKapCTBEHUTE MPOAYKTU B XyMaHHaTa meauumHa (3/1TMXM) - ga npuTexkasar BaMAHO paspeLuLeHue
3a ynotpeba B CTpaHaTa, u3gageHo no pega Ha 3/1MXM wnn PernameHTt (EO) Ne 726/ 2004 r. Ha
EBponelickua napnameHT n Coveerta /un. 23, an.l Ha 3/TMXM/.
(5) Oa poctaBsi NekapCTBEHW MPOAYKTU, KOUTO ca BKIOYeHU B lMpunoxkeHne Ne 2 Ha o3nTUBHUA
NEKapCTBEH CMUCHK.
(6) B cnyyait, ye ce npasu NbpBa AOCTaBKa No AafeHa napTuia Ha NeKapcTBeH NPOAYKT, Aa NPeLcTass
Ceptudmkar 3a ocBoboX/jaBaHe Ha naptugata, usgageH oT KeamguumpaHo nuue no 3/IMXM Ha
€NeKTPOHEeH HOCUTEN WU MO eNeKTPOHeH MbT Ha eNeKTPOoHHaTa Mowa, nocoyeHa Kato agpec 3a
KOPECNOHAEHUMSA, NPUAPYXEH C MpPeBof Ha ObArapckym esnk OoT (upMma, CKIHuYWIa [OroBop C
MMWHNCTEPCTBO Ha BLHLUHWTE PaboTK 3a N3BbPLUBAHE HA ODMLNATHIA NPEBOAM.

VIII. SAAB/DKEHNA HA NEYEBHOTO 3ABEAEHWE - Bb3/TOXKUNTEN
Un. 8. JTEHEBEHOTO 3ABEAEHWE - Bb3J/TOXKWTEJ ce 3agb/kasa:
1 [a npueme [OCTaBeEHUTE B CPOK N Ha MACTO CTOKM, CbOTBETCTBALLM MO BN, KOIMYECTBO U KayecTBO
Ha ONMCaHOTO B HACTOALLMA [OroBOP.
2. [la 3annatu foCTaBeHMTE CTOKM MO peda Ha Y. 3 OT HacTOoALLMA [0roBop.
3. Crief, NpukoYBaHe U3Mb/HEHNETO Ha A0roBopa Aa 0cBoGOAM rapaHuuMsaTa 3a M3nb/HeHVe, 6e3 ga
[Ob/DKN IMXBM 32 CPOKa, Npe3 KOMTO cpefcTBaTa 3aKOHHO €a NPEeCcTON/IN Y Hero.



IX. MPMEMAHE  NMPEAABAHE HA CTOKUTE
Un. 9. (1) NpremaHeTO Ha CTOKMTE Ce U3BbPLUBA Ha MACTOTO Ha [OCTaBAHE MOCOYEHO B Y. 5, an. 1
(2 W3NBJIHUTENAT wiM  ynb/HOMOLLEH OT Hero npeacrtaBuTen W MpeactaBuTen  Ha
NEYEBHOTO 3ABEAEHUWE - BDB3/TOXWTE/T noanucear npuvemartenHo-npefasarenieH
NPOTOKO/, Y0CTOBEPsABaLL, No/ly4YaBaHETO Ha CTOKUTE.

X. KAYECTBO, TrAPAHUNN N CPOK HATOAHOCT

Un. 10. (1) CtokuTe, NpeaMeT Ha HACTOALLMSA LOrOBOp, CNefBa Aa OTroBapAT Ha U3MCKBAHMATA Ha Y/l
7,an.4unb5.
(2) Kbm patata Ha focTaBKaTa, OCTaTbYHUAT CPOK HAa FOAHOCT Ha fIEKaPCTBEHUTE MPOAYKTW, CresBsa
fa 6bae He no-manbk oT 40 % /yeTMpUAECeT Ha CTO/ OT 06SBEHMS OT NPOU3BOAUTENS.
(3) B Cny4ail Ha JOCTaBKa Ha fIekapCTBEHMS MPOAYKT € MO - KPaTbK OT A0r0BOPEHNS CPOK Ha rOAHOCT,
Ob/DKMMaTa HeycTolka fja 6be NPoMeHeHa, KakTo CnefBa:

0T 39,99% a0 30% - 3 % BbLPXY CTOMHOCTTA Ha A0CTaBKaTa,

0T 29,99% a0 20% - 5 % BbPXY CTOMHOCTTA Ha AOCTaBKara,;

oT 19,99% no 10% - 7 % BbPXY CTOMHOCTTA Ha A0CTaBKara,;

nog 10% - 10 % BbPXY CTOMHOCTTA Ha AOCTaBKarta.
(4) OCTaTbYHMAT CPOK HA rOAHOCT Ha GronpoAyKT /6ronofobeH NPoAyKT, cnefsa fa 6bae He No-
MabK OT 20 % /aBajeceT Ha CTO/ OT 06SBEHMA OT NPOM3BOAMTENA KbM [aTaTa Ha BCAKa 40CTaBKa.
(5) B cnyyain Ha focTaBka Ha 6uonpofyKT/61onofo6eH NPOAYKT € MO - KPaTbK OT [Or0BOPEHNS CPOK
Ha rofHOCT, Ab/HKMMATA HEYCTOWMKA e KaKTo CriefBa:

0T 19,99% ao 10% - 2 % BbpPXY CTOMHOCTTA Ha [OCTaBKaTa;

0T 9,99% [0 5 % - 4 % BbpXY CTOMHOCTTa Ha A0CTaBKara,

nog 5% - 6 % BbpXY CTOMHOCTTA Ha AOCTaBKaTa.
(6) NEYEBHOTO 3ABEAEHWVE - BBb3/TOXKWUTEJT MOXe fa OTKaXe MpPUeMaHeTo Ha CTOKUTE,
aKo B [IeHSi Ha TAXHOTO MPUCTUraHe WM MpueMaHe OCTaTbYHUA CPOK Ha FOAHOCT € MO0 - MalbK OT
onpegeneHna B un. 10, an. 2. n an. 4 MUHUMANEH CPOK Ha rOAHOCT.
(7) OocTtaBkaTta Ha neKapcTBeH NPOAYKT C OCTaTbYyeH CPOK Ha rogHOCT no-MasbK OT 10 Ha CTo OT
065BeHMS OT MPOU3BOANUTENSA U Ha GMONPOAYKT/6MONOA06EH NPOAYKT C OCTaTbyeH CPOK Ha FOAHOCT
no-Maibk 0T 5 Ha CTO OT 0065BEHWS OT NMPOW3BOAUTENS Ce U3BbPLUBA CaMO C MUCMEHO Cbr/lacue Ha
NEYEBHOTO 3ABEAEHNE - Bb3/TOXWMTEJT 33 KOHKPETHO KONMYECTBO, OMpeseneHo OT Hero.
bes u3pnyHo nucmeHo cwvrnacne Ha JIEUEBHOTO 3ABEAEHWE - BBb3/TOXWTEN cTokuTe
HAMa fa 6baat 3annawaHu.
(8) NckaHeTO 3a NUCMEHO cbrfacue, B clyvanTte Ha an. 7, cnegga ga noctenv B JIEYEBHOTO
3SABEOEHWE - Bb3/TOXXWUTEN B cpok Ao 1 (eamH) paboTeH [eH OT nosyyaBaHe Ha 3asBKaTa.
(9) B cnyyanTe Ha crieLHN JoCTaBKM NOCOYeHUTE B a/l. 3 U a/l. 5 HeYCTOMKM He ce npwnarar.

XI. OTroBOPHOCT 3A HETOYHO M3MNBJIHEHWE. PEKJTAMALNN
Un. 11. (1) NTEYEBHOTO 3ABEAEHWVE - BB3JTOXXWTE/T moxXe fa npeasssBa peknamauun
npeg N3MbJIHUTENA 3a:
a) KO/IMYECTBO M HEKOMIMNEKTHOCT Ha CTOKUTE WM TeXHUYeCcKaTa JOKyMeHTaums (ABHWU HeocTaTbLm);
6) Ka4ecTBO (CKpUTW HeAOCTaTbLM):
- NPV OCTaBAHE Ha CTOKW He OT [Or0BOPeHWs BUA, NOCOYEH B un. 1,
- NPU KOHCTaTMpaHe Ha fedeKTn npu ynoTpeba Ha CTOKMUTE.,
(2) Peknamaummn 3a ABHM HefocTaTbUy Ha cTokuTe ce npasat ot JIEHEBHOTO 3ABELEHUE -
BB3/TOXXWMTEJI, B MOMEHTa Ha NpeAaBaHeTo MM, 3a KOETO Ce CbCTaBA MPOTOKO/, NMOAMUCAH U OT
[IBETE CTpaHW.
(3) Peknamaumm 3a CKpUTW HeAOCTaTbUM Ce MpPaBAT Mpe3 Lenns CPOK Ha rOAHOCT Ha [0CTaBeHUTe
CTOKM, KaTo peknamauusaTa ce npuapyxasa 3a4b/DKATENHO OT KOHCTaTMBEH MPOTOKON, M3fadeH OT
M3nbnHWUTENHATa areHums 3a nekapcTeara.
(4 NEYEBHOTO 3ABEAEHWE - BDbB3NTOXWUTE/T e ponbXHO fJa YyBeAOMM MUCMEHO
N3N BbTHNTENA 3a ycTtaHOBeHUTE AedekKT B 5 (MET) AHEBEH CPOK OT KOHCTATUPAHETO UM.



(5) B peknamauuunte ce nocoysa HOMEPHLT Ha LOroBopa, TOYHOTO KOMIMYECTBO Ha MOJlyYeHUTe CTOKM C
TEXHUA MapTMAEH HOMep, OCHOBAHMETO 3a peknamMauma N KOHKPeTHOTO uUckaHe Ha JIEUEBHOTO
3ABEOEHWE - Bb3/TOXUTEN.

(6) B 5 (net) gHeBeH CPOK OT nonyyaBaHe Ha peknamaumata, M3MBJIHUTENAT cnegsa fa
otrosopy Ha JIEHEBHOTO S3ABEAEHWE - BDB3/IOXKXWTEJT NUCMEHO M KOHKPETHO Aanu
npvemMa peknamaumaTa unm 9 0TXBbPAS.

(7) Npwn peknamaums 3a sBHM HepgocTaTbU N3MBJTHUTENAT e AnbXeH B CPOK OT 2 paboTHM AHU
OT MO/lyyaBaHe Ha peknamauusTta 3a CBOA CMETKa M PUCK Aa [OCTaBM Ha MACTOTO Ha AOCTaBsHe
KONMYEeCTBOTO NINMCBALLM B fOCTaBKaTa / HEKOMM/IEKTHWN LOTOBOPEHMN CTOKW.

(8) Mpu peknamauus 3a CKpUTW HegocTaTbun, B cnyvail ye WM BJIHUTENAT e npuen
peknamaumsTa, CbwuAT e anbkeH B 10 (geceT) AHEBEH CPOK OT MO/y4vyaBaHETO M [a 3aMeHu
[OCTaBeHWNTE HeAOrOBOPEHN MO BUA / fedheKTHN CTOKM 3a CBOA CMETKAa M PUCK WX MO MpeueHKa Ha
NEYEBHOTO 3ABEAEHWE - BBb3/TOXWTEJT fga BbpHe CbOTBETHATa 4acT OT 3arnjareHara
LieHa, BeAHO e AL/MDKUMAUTE NINXBU.

(9) MN360pBT Ha MOCOYEHNTE NO-rope Bb3MOXHOCTY [a Ce BbpHE CbOTBETHATa YacT OT M/aTeHOTO WK
[la ce JOCTaBAT HOBM CTOKM NpuHagnexu Ha IEHEBHOTO 3ABEAEHWE - BB3J/TOXXWTE/ u ce
yNpaXkHsBa OT Hero nog popmara Ha NUCMeHo yeegomneHve 4o U3Mb/THUTENA, kato pasxoaute
N PUCKOBETE MO HOBOTO A0CTaBsAHE ca 3a cMeTKa Ha N3MbJIHNTENA.

(10) CrtokuTe, npegMeT Ha peknamauus ce cbxpaHasar ot JIEUEBHOTO 3ABEAEHUVE -
BB3/TOXKWUTEJ o ypexaaHe Ha peknamauunTe.

XIl. OTTOBOPHOCT MNP HEN3MBbJIHEHWE
Un. 12. (1) 3a HeM3nb/IHEHME HA 384b/HKEHMATA CU MO HACTOALLMSA AOrOBOP C M3K/IHOYeHMEe Ha Te3un no
un. 10, an. 2 n an. 4, USMNBAHUTENAT gbmxku HeycToika B pasmep Ha 0.5 % Ha AeH BbpXy
CTOMHOCTTA Ha KOHKpeTHaTa 3adBka, HO He nosedve oT 10 % (geceT NpoOLEHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KakKTO M 06e3leTeHne 3a NPeTbpreHnTe [eiCTBUTENHW BPeau B ClyyauTe,
Korato Te HaAgXBbpAAT [OroBopeHaTa HeycTolka. B cnyyaute no un. 4, an. 3, nocodyeHara B
NpPeaXo4HOTO M3peyeHre HeycToika B pasmep Ha 0.5 % ce HaumcnsaBa 3a BCEKM Yac Npocpoyne, HO He
noseye oT 10 % (geceT MpOLEHTa) OT CTOMHOCTTA Ha KOHKpeTHaTa 3asBKa, KakTo U 06e3leTeHne 3a
npeTbpreHnTe LeiCTBUTENHN BPeay B CyYanTe, KOraTo Te HagXBbpaaT A0roBopeHaTa HeycTomKa.
(2) Korato npu Hannume Ha peknamauun, N3MBJIHUTENAT He M3NbIHU 334b/DKEHUATA CU MO
pasfen XI OT HacToAWwMS [OroBOp B CPOK, CbWMAT Abmkum Ha JIEHEBHOTO 3ABEAEHWE-
BB3/TOXKWUTEJT HeycToilka B pa3mep Ha 2 % OT LeHaTa Ha CTOKWTe, 3a KOMTO Ca HanpasBeHW
peknamauuunTe.
(3) IEYEBHOTO 3ABEAEHUE - BB3/NIOXWTEN ypoenetsopssa MpeTeHUMUTe CU OTHOCHO
HEM3Nb/IHEHMETO Ha [OroBopa, KakTo M 3a 3an/allaHe Ha HeycTOMKUTe OT CTpaHa Ha
N3MNBIHWUTENSA kaTo 3aAbpka rapaHumsaTa 3a U3nbaHeHne no yn. 7, an. 3, 6ykea “6” oT 4orosopa,
KaTo npefnpviema [eicTBUA 3a HeHOTO ycBosiBaHe. B cnyyaid, Ye CTOMHOCTTa Ha rapaHuusita 3a
M3NbIHEHWE He MOKpMBa BCUYKM Abkumu oT M3MBAHWTENA Heyctovikn, NEYEBHOTO
SABEOEHWNE - BB3TOXWTE/T npuxsBawa AbMKUMUTE CYMU OT HACPELHW MallaHna KbM
N3MbAHNTENA.
(4) Mpn Tpn NbTU BMHOBHa 3abaBa Ha N3MBb/THUTENA, npoabmkuna ¢ noBeve oT NonoBMHaTa oT
CpoKa 3a WM3Nb/IHEHWE Ha CbLOTBETHOTO 3a4b/DKEHME, B pamkuTe Ha Tpu Meceua JIEHEBHOTO
SABEAEHVE - BB3/TOXWTEJT nma npaBo Aa npekpaty [orosopa efHOCTpaHHO e 15-AHeBHO
npesn3BecTye.
(5) NEYEBHOTO 3ABELEHWVE - Bb3/TOXXWTEJT nma npaso fa npekpaTv egHOCTPaHHO v 6e3
Nnpegn3BeCcTe HaCTOALLMA AOroBOp B Cyyail Ha CUCTEMHO HETOYHO M3Mb/IHEHUE Ha 3afb/DKEHUATA OT
N3MNBNMHWTENA v npeasseHn noseye OT TPWU peknamauunm B pamMKuTe Ha Tpu Meceua oOT
NEYEBHOTO 3ABEAEHWE - BB3/TOXXWTEJ no pega Ha rnaesa Xl.
(6) B cnyyait, Ye no otHoweHne Ha M3MbTHUNTENA HacTbnaT obcTosTencTeara no un. 54, an. 1,
m un 55 an. 1 oT 3akoHa 3a ob6ulectBeHuTe nopbvukn, JIEYHEBHOTO 3ABEAEHUE-
BBH3NNOXKWMTE/T uma npaBo Aa Npekpat¥ eAHOCTPaHHO HacToAWMS Aorosop, 6e3 NUCMEeHO
npean3BecTme 1 6e3 fa Ab/MKU HeYCTONKM.



(7) Mpn HemsnbiHEHWe Ha 3a4b/KeHweTo cu no un.3, an.2, JIEUEBHOTO 3ABEAEHUE -
BBb3TOXNTEN gbmxn Ha M3MBIIHWUTENA HeycToiika B pasmep Ha 0.1% (Hyna usno v eauH Ha
CTO) OT LleHaTa Ha 13BbpLLUEHaTa [JOCTaBKa 3a BCEKM AeH 3abaBa, HO He noBeye oT 5 % (neT Ha CTo) OT
CTOMHOCTTa Ha JocTaBKaTa.

XIl. POPCMAXOPHW OBCTOATEJICTBA
Yn. 13 (1) CtpaHnTe No HaCTOAWMSA [OrOBOP He Ab/hKaT 06e3LUeTeHME 3a MOHECEHN Bpeaun 1 3aryoum,
aKo nocnefHUTe ca NPUYMHEHN B pPe3ynTaT Ha HenpeoLonvMMa cuna.
(2) AKo cTpaHarta, KoATO e CefiBasio fa U3MbJIHN CBOe 3afb/KeHne No gorosopa e buna B 3abasa, T4
He MOXe Aja Ce M030BaBa Ha HenpeooMmMa cuna.
(3) “Henpeogonuma cuia” rno CMUCHIA Ha TO3W [OroBOp € HerpeaBUAEHO W/WIN HenpeaoTBPaTUMO
CbOWTUE OT U3BBHPEAEH XapaKTep, Bb3HUKHANO0 Crief, CK/I0UBaHeTO Ha [OroBopa.
(4) CrpaHata, 3acerHata OT HenpeodonMMa Cwna, € ANbXHa [Ja NpearpuemMe BCUUKU AEWCTBUA C
rpmxara Ha f4o6bp CTOMaHWH, 3a Aa Hamav 40 MUHUMYM MOHECeHWUTe Bpean M 3arybu, Kakto u ga
yBeloMY MUCMEHO Apyrarta cTpaHa B 7-iHeBeH CPOK OT HACTbMNBAHETO Ha Henpeogonmmarta cuna. MNpw
HeyBefOMsiBaHE B MOCOYEHMs B MNPeAXOLHOTO W3peYeHWe CPOK Ce [Ab/MKM  0be3weTeHne 3a
HacTbnuAUTE OT TOBa BpeAwn. Henpeogonumara cuia ce [okKasBa OT 3acerHarara crpaHa CbC
cepTudumkar 3a opcMaxop, n3gageH No CbOTBETHUA pef, OT KOMMETEHTHWUA OpraH B Abp)kasaTta, B
KOSATO Ca HaCTbMuIM (POPCMaXKOPHNTE 0OCTOATE/NCTBA.
(5) [Ookato Tpae HenpeogonMmara cuna, W3NbAHEHWETO Ha 3a4b/DKEHUATa M CBbp3aHWUTe C TAX
HacpeLLHM 3ab/KEHNSA Ce crnmpa.
(6) He npeactaensiBa ‘“HenpeofonvMma cuna” CbOUTWE, MPUUMHEHO MO HEBGPEXHOCT WM upes
YMULUNEHO [eNCTBME Ha HAKOS OT CTpaHUTe WAW TEXHU NPeACTaBUTENIN U/UAU CNYXUTENN, KaKTO U
Hegoctura Ha napwuyHn cpeactea Ha M3MNbAHUTENA w JIEUEBHOTO S3ABEAEHUE -
BB3/TOXKXUTE.

XIV. CIOPOBE

Un.14. (1) Bb3HMKHaN1Te nNpe3 BpeMeTpaeHeTo Ha JOroBopa CnopoBe 1 pasHOriacus Mexay ctpaHuTe
Ce peluaBaT 4pe3 Mperosopu mexpy Tax. ocTurHatute LOrOBOPEHOCTU Ce O(OPMAT B NMUCMEHa
(hopma 1 ce NpeBpbLLUAT B HEpa3fe/iHa vyacT OT A0roBopa.

(2) B cnyyali Ha HenocTuraHe Ha [OroBOPEHOCT MO MPeAXO4HUSA YieH, BCUYKK CNOpoBe, MOPOAEHN OT
TO3M 4OrOBOP WM OTHACALLM Ce A0 HEro, BK/IOUMTENIHO CMOPOBETe, NMOPOAEHN OT UM OTHaCcALLM ce 10
HEroBOTO Tb/IKyBaHe, HeAeCTBUTENHOCT, HEU3Mb/IHEHME UK NpeKpaTaBaHe Lie 6baaT paspeLuaBaHm
crnopef 6barapckuTe MatepuanHy U NpoLecyasiHn 3aKOHU OT KOMMETEHTHUS CbA No peaa Ha MK,

XV. CbOBWEHWA

Un. 15. (1) Bcuukn Cbo6LLEHNSA MeXaY CTpaHWUTe, CBbP3aHU C M3Mb/IHEHMETO Ha TO3M [JOroBop ca
Ba/IMHK, aKO Ca HampasBeHW B NMCMeHa (hopmMa 1 ca MoAMMUCcaHy OT YMb/IHOMOLLEHUTe NpeacTaBuTenn
Ha U3MBNHUNTENA nim NEYEBEHOTO 3ABEOEHWE - Bb3/TOXWTE/.
(2) 3apata Ha CbOOLLEHMETO Ce CMATa:
L)) [araTa Ha npeaBaHeTo - MpW PbYHO NpefaBaHe Ha CbOOLLEHNETO;
o/ [arara Ha MOLLEHCKOTO KNelmo Ha obpaTHaTa pasnucka - npu u3npatiaHe no nowara;
Yy farara Ha NpMemMaHeTo - npu U3npatLaHe no gakc nam e-mail.
(3) 3a BanmgHM agpecy 3a NpuvemaHe Ha CbOOLLEHUS WU GAHKOBW CMETKWM, CBbP3aHW C HACTOSLLMS
[lOroBOp Ce CMATAT:

3SAN3MBAHUTENA:

agpec: rp. Cogwmsa, 6yn. "Mckbpeko woce” Ne 7, ThproBCku LieHTbp EBpona, crpaga 6, cknag 8
n 9 - TaHa Y3yHoBa, Ten: 02 8184428 akc: 02 8591199, e-mail: tanva.uzunova@roche.com

6aHKoBa cMeTKa, nocoyeHa ot M3Mb/IHUTENA: BIC kog: UNCRBGSF
IBAN: BG62UNCR9660100ROCHEBG

3AJIEHEBHOTO 3ABEAEHUE- Bb3/TOXWTEJT:

rp. Codusa, yn. ,.bano mope” Ne 8, otaen ,,bonHuuyHa anteka”, Ten 02 9432429, dakc 02
9432117, e-mail: apteka@isul.eu.
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(4) MMpwv npomsiHa Ha NMocoyYeHUs Mo an. 3 aapec UM GaHKOBa CMeTKA CbOTBETHATA CTpaHa € A/TbKHa
[a yBeloM1 apyraTa B TPMHEBEH CPOK OT MPOMsiHATA.

XVI. OPYTWN YC/TOBUNA
Un. 16. (1) MpaBaTa M 3a4b/DKEHWATA MO HACTOALLMA AOroBOP He Morat ga ce MPexBbpasaT
eJHOCTPaHHO Ha TPeTU nuua WU Mofo6HM aKkToBe He nopaXkhar NpaBHO AeicTBME 6e3 MUCMEHOTO
Cbrnacue Ha fpyrata CTpaHa, OCBeH B CnyyauTe Ha obesneyasaHe (rapaHTvpaHe) Ha 3af4b/DKEHUSA MO
6aHKOBMN KpeauTu.
(20 3a HeypefeHuTe BBMPOCUM B HACTOAWMA [OroBOp Ce npwunara [eicTBalloTo 6barapcko
3aKOHOaTe/CTBO.

XVII. NOANIMBbAHUNTENTN-Henpunoxmnmo
(Npuno>KMMO camo B CllyvyanTe, B KOMTO M36paHns 3a U3MbAHUTEN y4aCTHUK e MocoUnn, Ye Lie
non3ea NnoAU3NbAHUTENN, NPY CKN0YBAHE HA PAMKOBOTO CropasyMeHue)
Yn. 17. (1) NOAN3INBNAHUTENWTE Tpsa6sa Aa OTroBapsAT Ha CbOTBETHUTE KPUTEPUM 3a NOAO0P
Cb06pasHo BMAaA M fena OT NopbykaTa, KOWTO e M3Nb/HABAT, U 3a TAX Aa He ca Ha/inLe OCHOBaHMA 3a
OTCTpaHsBaHe OT npouenypara.
(20 NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJ un3uckea 3amaHa Ha MOAV3MNBIAHUNTEN,
KOMTO He 0Troeaps Ha ycnosusTa no an.l.
(3) Korato 4yacTTa OT nopbykarta, Kosto ce m3nwvaHasa ot MOAUN3MB/IHUTEN, moxe ga 6bae
npegageHa kato otgeneH obekt Ha N3MBAHUTENA nam Ha NEYEBEHOTO 3ABEOEHUE -
BBb3/TOXWNTEJ, nocnefHna 3annalla Bb3HarpaxaeHuve 3a 1asm yact Ha MO AN3Mb/IHUTENA.
(4) PasnnawaHmaTa no an. 3 Ce OCbLecTBABaT Bb3 OCHOBA Ha WCKaHe, OTNpaBeHO OT
NnOAN3MNBIIHUTENA po JIEYEBHOTO 3ABEAEHWE - BbB3/IOXKWUTE/T  upes
N3MBNHUNTENA, KOWTO € ANbXEeH [Ja ro npefocTaBM Ha Bb3NOXWUTeNs B 15-AHEBEH CPOK OT
Nnony4yaBaHeTo My.
(5) KbMm nckaHeTo no an. 3 U3MBJIHUTENTAT npefocTtass CTaHOBMLLE, OT KOETO fa € BUAHO Aanu
ocrnopsa nnallaHmuaTa UM YacT OT TAX KaTo HEAL/HKUMMU.
(6) NTEYEBHOTO 3ABEAEHWVE - BBb3/TOXKWNTE/ nma npaBo fa OTKaxe nnawjaHe no an. 3,
KOraTo MCKaHeTo 3a naLlaHe e OCMOpeHo, 0 MOMEHTA Ha OTCTPaHABaHE Ha NpuUynHaTa 3a oTKasa.
(7) HesaBucumo ot m3nonssaHeTo Ha MOOU3MBHUNTE/IA OTroBOpHOCTTA 3a U3Mb/IHEHWE Ha
porosopa e Ha M3MbJ/THNTEA.

XVII. 3AKNKOYNTENTHW PA3MOPEABN
Un. 18. (1) MNpmn cbCTaBAHETO Ha HACTOALLMS LOrOBOP Ce NPeAcTaBMXa CnefHuUTe LJOKYMEHTH:
A JokymeHTu no un. 112 ot 30IT,
A Jexknapaums no yun. 55, an. 6 ot 3/IMXM (Korarto e NpuIoXK1mo);
A ["apaHumMA 3a U3MbHEHWE,;
A TexHn4Yecko v LieHOBO Npef/ioxkeHWe, HepasaeiHa 4yacT OT 40roBopa;
A [Jeknapaumm no SMUIT.
(2) HactoawumaT foroBop ce CbCTaBM B TpU eHO00Opa3HM ek3emmnispa Ha 6brapcky esuk - eauH 3a
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