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AOIroBOP
3A JOCTABKA HA NEKAPCTBEHW NMPOAYKTN

OHec,.Y ..V ...-._.-._20$ﬁ4 r., 8 Ip. Codms, Mexay:

YMBAN"Uapuya WMoaHHa-UCYN"EA/, cbc cejamvlle M afpec Ha ynpasneHue B rp.
Cothua, paitioH "O6opuile"”, yn. "bsano mope" Ne 8, Ten. 9432215, akc 9432180, EMK 831605806,
npegcTasnsBaHo oT Npod. A-p boiko Meoprues Kopykos, 4.M - W3NbAHWUTENEH AUPEKTOP, HapuiaHo
no-gony 3a kparkoct ,,JIEHEEHO 3ABEAEHWE - Bb3J/TOXXWTEJI” oT egHa cTpaHa

n

“MELEKC” OO/ cbvc ceganuue 1 agpec Ha ynpasneHue obnact Cogms-1252, ¢. CBeToBpayeHe;
yn. "Yaspap Borisoga™ Ne 48, Ten: 02 4051924, takc 02 4051899, EMK 131268894 npepcTtasnsiBaHO
oT Emnn [laHeB - ynpasuten, HapuyaHo no-gony 3a kpatkoct ,,3MbJ/IHNTEJT” oT gpyra cTpaHa,

Ha OCHOoBaHMe un. 112 oT 3akoHa 3a o6ulecTBeHMTe nopbyku (30l1), BbB Bpb3ka C MPOBEAEH
BbTPELLEH KOHKYpPeHTeH M36op no PamkoBo crnopasymeHue Ne P[-11-277 ce CKAOUM HACTOSLLMS
[L0roBoOp 3a CnefHoTO:

I. NMIPEAMET M CPOK HA OITOBOPA
Un. 1 (1) NEYEBHO 3ABEOEHWE - BDB3/TOXXWTEN Bbv3nara, a U3MBbJIHUTENAT ce
3a[b/KaBa 4a U3BLPLLN JOCTaBKa Ha CNeAHNTE NEeKapcTBEHM NpodyKTi oT O60oco6eHa nosmuums Ne 2:

ATC INN H M Heobxopum
auyvH Ha NpUIoXeHue ApKa BpOVA MADKH

MO05BX04 Denosumab napeHTepaiHa mg 72000

NO2AEO1 Buprenorphine TpaHcaepmasHa mcg/h 63000

(2) Ha ocHoBaHwue un. 112, an. 6 ot 30l goroeopsT BAM3a B cuna ot 02.12.2020 r. 1 e CbC CPOK A0
31.12.2021 .

Il. UEHW W OBLA CTOMHOCT HA JOCTABKWTE MO JOrOBOPA

Yn. 2. (1) LeHata Ha CTOKMTe MO 4n.l e CbrnacHo LEeHoBO npegnoxeHve Ha V3MbJIHUTENA,
Hepas/e/iHa 4acT OT JoroBopa.
(2) LleHaTa BK/tOYBA CTOMHOCTTA Ha CTOKaTa, OMaKOBKa, 3aCTpaxoBKa v TpaHcnopT Ao JIEYEBHOTO
SABEAEHWE - BB3/TOXXWUTEJ/T npy MMUHUMaNEH CPOK Ha rogHOCT He no-kpatbk oT 40 % ot
065BeHMS OT NPOM3BOANTENS 3a IeKAPCTBEHMTE NPOAYKTU UM He NO-KpaTbK 0T 20 % OT 065BeHMs OT
npou3BoAMTeNs 3a 6UONPOAYKTUTE NN BUONOA0OHMTE NPOAYKTU. MUHUMATHUAT CPOK Ha FOAHOCT ce
onpesens KbM Aatarta Ha BCAKa 40CTaBKa Ha /1IeKapCTBeH MPOLYKT.
(3) Obuwiata CTOMHOCT Ha AoCcTaBKUTE MO Aorosopa e Ao 291 781.10 nea 6e3 BkntoueH AAC u oo
350 137.31 neBa e BknwoyeH A4C.
(4) LeHata no gorosopa e KcupaHa, He MoA/IeXM Ha NPOMsiHa 3a CPOKa Ha [eiiCTBME Ha [0roBopa,
0CBeH B cnyyauTe Ha 116 ot 30r1.
(5) B cnyuait, ye npe3 BpeMeTO Ha [eiCcTBMe Ha CbOTBETHMSA [OrOBOP CTOMHOCTTa, KOATO CejBa Aa ce
3annata ¢ ny6smMyHn cpeacTsa Ha IekapCTBeHW NPOAYKTU OT MO3UTUBHMA NEKapCTBEH CMUCHK CTaHe
Nno-HUCKa OT [J0roBopeHata, /le4ebHOTO 3aBefeHMe -  Bb3/IOXKUTEN 06e3yCcnoBHO  3annauia
NeKapCTBEHUTE NPOAYKTM Ha MO-HUCKaTa CTOMHOCT, CYMTaHO OT:

- [ataTa Ha B/M3aHe B CWNA Ha peleHMeTo Ha HauuoHa/HMA CbLBET MO LEHU U
pemmbypcupaHe Ha iekapcteeHuTe npogyktu ( HCLP/IM);

- [aTaTa Ha akTyanusaumata Ha Mo3nTUBHUSA IEKApPCTBEH CMUCHK MO peja Ha un.
Hapepnb6ata 3a ycnosudaTa, MpasBwnata M pefa 3a peryampaHe u peructpupaHe



nekapcTeeHuTe npoayktn (HYTIPPPLJIM) 3a nekapcTBeHWUTe MPOAYKTU C HamasieHa CTOMHOCT 3a
ONakoBKa, 134ymncneHa Ha 6asa pedepeHTHa CTOMHOCT.

B cnyyaute Mo npeLxoAHOTO W3peyeHWe, CTOMHOCTTa Ce Onpejens KbM MOMEHTa Ha
[loCcTaBKara (nognuceaHe Ha NpueMo-npegasaresieH NPOToOKON).

. Ycnomda n HAYMH HA NMIALWAHE

Yn. 3 (1) MnawaHeTo No HaCTOALMA [OrOBOP Ce OCbLUECTBABA 4Ype3 6aHKOB MpeBof OT CTpaHa Ha
NEYEBHO 3ABEAEHUWE - BBb3/TOXXWMNTE/ no nocoyeHata B yn. 15, an. 3 6aHKOBa CMeTKa Ha
N3MBHUTENA.
(2) 3annawaHeTo Ha CTOKWUTE MO AOroBopa Ce M3BbLPLLBA OT/IOXEHO B CPOK A0 60 /wectaecetns/ aeH,
cnef npeacraBsHe Ha CnefHNTE LOKYMEHTU:

1 [ocTtaBHa (haKTypa, CbCTaBeHa CbrnacHo nsnckeanmata Ha 344C v NMN344C;

2. [puematenHo-npefasaTenH1 NPOTOKO/MN,
(3) B cnyyart, Ye nocoveHNUTe B Ui, 3, an. 2 JOKYMEHTU Ca HepefoBHW W/IM He ca KOMMJEKTOBaHMU,
cbwmTe ce Bpblwart Ha N3MbJTHUTENA ¢ npuemaTtenHo - npegasaTesieH NPOTOKON 3a U3MpaBsHe
Ha HepefHocTMTe. CPOKbBT NO Y.3, an. 2. 3anoysa Aa Teye OT JarTarta Ha NpeAcTaBAHEeTO Ha NnocneaHus
N3UCKYeM Ce [JOKYMEHT.
(4) Mpu hakTyprpaHe Ha 3aA9BEHUTE KOMMYECTBA /IEKAPCTBEHM MPOAYKTUW, MO BCAKA OTAE/HA 3a5BKa,
LleHaTa Ha OMakoBKa He cnefBa [fa HafBuvllasa onpepeneHara B MO3UTUBHUA NEKapCTBEH CMMCHK-
MpunoxeHve Ne 2, pediepeHTHa CTOMHOCT Ha OMakKOBKA 3a CbLOTBETHUA /IEKApPCTBEH MPOAYKT. B
C/lydal Ha M34MCnsiBaHEe Ha CTOMHOCT MO-BMCOKa OT pediepeHTHaTa CTOMHOCT Ha OnakoBKa 3a
CbOTBETHMS /IEKAPCTBEH MPOAYKT, CTOMHOCTTa Ce HamansBa M 3anjawia 4o CTOMHOCTTa Ha OMnakoBKa
onpefeneHa B No3UTMBHNA NeKapCTBeH CNUCHK- MNpunoxeHne Ne 2.

IV. CPOK HA AOCTABAHE
Un. 4 (1) NEYEBEHOTO 3ABELEHWE - Bb3/TOXXWNTEJI 3a8848a HEO6X0AUMUTE MY KONMYECTBa
c nucmeHa 3asBka Ao W3Mb/IHUATEJIA. 3adBkata ce BpbyBa /IMYHO Cpelly noanmuc Ha
N3MB/THATENA nan ynbaHOMOLLEHO OT HEro fiuue uam ce m3npawlia c npenopbyaHo MMUCMO C
obpaTtHa pa3nucka, Nno akc UM no eNeKTPOHEH MbT.
(2) Bcska oTgenHa pocTtaBKa, crefBa fa 6bAe [OCTaBeHa B CPOK [0 7 KaleHAapHW [HW chep,
nonyyasaHe Ha 3asBkaTa oT JIEUEBHOTO 3ABEAEHWE - Bb3/TOXKWTEJ] 1 3a KonnyectsaTa v
OnakoBkWTe (CbOOBPa3HO KOHKPETHWUTE JIeKapCTBEHM MPOAYKTW, MOCOYEHW B  TEXHWUYECKOTO
NPeLoKeHe Ha U3NbHUTENS), TOYHO ONpefefieHV B 3asBKata. B cnydaid, ye ce npasBu MbpBa
[0CTaBKa OT fajeHa napTuja Ha fIekapCcTBeH NPOAyKT, ce npefctaBa CepTudmkaT 3a 0CBOO0XKAaBaHe
Ha naptugarta, m3gageH oOT KsanmuumpaHo nuue no 3J/ITMXM Ha enekTpoHeH HOocuTen Wan no
eNIEKTPOHEH MbT Ha eNIeKTPOHHATA MOLLa, MOCoYeHa KaTo adpec 3a KOPecrnoHAeHLMs, NPUAPYXeH c
NnpeBoA Ha Ob/IrapcKy e3nk oT (mpmMa, CKIYKnIa LOrosop ¢ MMHUCTEPCTBO Ha BbHLUHWTE paboTu 3a
13BbPLUBaHE Ha O(huLManHN NpeBoan. MN36poeHNTe AOKYMEHTM Ce NPeLCTaBAT B CbOTBETHOTO 3BEHO,
onpefeneHo OT NevyebHOTO 3aBefieHWe - Bb3NOXMTeN. lMpu crefBawm [LOCTaBKM Ha NeKapCTBEHU
NPOAYKTYM OT CbllaTa napTunaa, CepTUpUKaTLT He Cce NpeAcTaBs.
(3 B cnyuyair Ha HeobxoAMMOCT OT crewHa poctaBka, JIEUEBHOTO 3ABEAEHUE -
BB3/TOXWNTEJT nocoyBa M3PUYHO B 3asBKaTa, Ye € Heobxoaumo fda 6bfe M3BbpLUEHA CMeLlHa
focTaBka. B T03u cnyvail, focTaBKata cnefga fa 6be M3BbpLUeHA A0 6 4yaca OT Mo/syyaBaHe Ha
3afBKaTa M 3a KO/IMYecTBata WM OMaKoBKWUTE (CbOOPA3HO KOHKPETHWUTE JIeKApPCTBEHW MPOAYKTH,
MOCOYEHMN B TEXHNYECKOTO MPeIoXeHMe Ha U3NbIHUTENA), TOYHO OMpefesieHn B 3asBKara.
4 NM3ANBNHMUTENAT ce 3agb/mKaBa, B CPOK A0 1 paboTeH [ieH, B Cy4vanTe No an. 2 U B CPOK A0 1
yac, B c/lyqyaute Ha an. 3, cfief MnoslyvyaBaHeTO Ha BCAKA 3adBKa [a YBeLOMM MUCMEHO WX Mo (hakc
NNEYEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJ B cnyyail 4e He MOXe Aa U3BbPLUM [0CTaBKa U
B C/lyyald, Ye He MOXe [a Crasu CPOKbT 3a M3BbPLUBAHE Ha [JOCTaBKaTa, NpeAaMeT Ha KOHKpeTHaTta
3aBKa.
(5) Kbm paTata Ha BCAKa [0OCTaBKa, OCTATbYHUAT CPOK HA FOAHOCT Ha JIEKAPCTBEHUTE MPOAYKTH,
cneasa fa 6bvae He no-manbk oT 40 % /ueTupuieceT Ha CTO/ OT 005BEHWS OT NPOM3BOAUTENA. NANIA



(6) Kbm pgaTata Ha BCKa [OCTaBKa OCTaTbYHUAT CPOK HAa FOAHOCT Ha 6MONpPoAyKT nnn 6uonofobeH
NPOAYKT, cneaga Aa 6uae He no-manbk oT 20 % /gBafeceT Ha CTo/ OT 06SBEHUA OT MPON3BOANTENS.
(7) 3a konunyecTBa [AOCTaBeHM WM3BBLH 3asdBKaTta no un. 4, anl, TEYEBHOTO 3ABEAEHWE -
BBb3/TOXKWTEJT HAMa 3a4b/mKeHMe 3a naLlaHe.

(8 B cnyuvaute no un. 10, an. 7 OT 4Orosopa, CPOKbT Mo al. 2 U 3 3anoysa fa Teye OT fJaTaTta Ha
nncmeHoTo cwrnacue Ha JIEUEBHOTO 3ABEAEHWE - Bb3/TOXXKNTE.

V. MACTO HA AOCTABAHE
Yn. 5. (1) 3a mMAcTO Ha [JOCTaBfHE Ha CTOKWUTE MO TO3M [LOrOBOP Ce OMnpefens CnefHus agpec: rp.
Cotus, yn. ,.bano mope” Ne 8, YMBAN ,Llapuua MoanHa-UCYN” EAL - oTaen ,,bonHUYHA
anteka”
(2) PvCKbBT OT CyyaliHOTO MOrmBaHe WUnv NnoBpexaaHe Ha CTOKMTE npeMuHaBa Bbpxy JIEHEBHOTO
SABEAEHVE - BB3/TOXXWTEJ/T oT MOMeHTa Ha MpuvemMaHeTo MM Ha MACTOTO Ha AOCTaBsiHE C
npuemarenHo-npefasaTeneH NpPoToKonN.

VI. BATA HA JOCTABAHE HA CTOKUTE
Un. 6. 3a faTa Ha AoCTaBAHe ce cuMTa Aatara, Ha KOATO CTOKWUTEe ca AOCTaBeHM [0 afpeca NOCOYeH B
yn. 5, an. 1, npu ycnosmata Ha un. 9, an. 2.

VI11.3AAB/DKEHNA HA N3NBAHUNTENA
Un. 7. N3MNBJIHUTENAT ce 3aabnkasa:
1 [a poctaBu CTOKUTE B [OrOBOPEHMA CPOK M Aa rn npegagde Ha JIEYUEBHOTO 3ABELAEHWE -
BB3NOXKUNTE.
2. Ja npefage CTOKUTe, NakeTvpaHyW M MapKupaHu B CbOTBETHWUA BWA, KOJIMYECTBO M KayeCTBO Ha
MSACTOTO Ha JOCTaBsHe.
3. Mpu nognnceaHeTo Ha fOrosopa Aa NpeacTasu:
a) AOKYMeHTM no yn. 112, an. 1ot 30r1.
0) rapaHuMsa 3a M3Mb/HEHWE, B eHa OT hopmuTe, onpeaeneHn B un. 111, an. 5 ot 30I1, cbC CPOK Ha
Ba/IMAHOCT 60 AHW cref U3TUYaHe CpoKa Ha [oroBopa, KOATO ce 0CBOOOXKAaBa B CPOK A0 60 AHW cref
M3MbJIHEHME Ha Jorosopa. B cnyvaid, Ye BaMAHOCTTA Ha rapaHumaTa n3tmuya npeam Aorosopa fa 6bae
n3nwvnHeH, N3MBJIHUTENAT ce 3agbmkaBa fa YAb/HKM CPOKa Ha BaIMAHOCT Ha rapaHumata c
TO/IKOBA [JHN, TaKa 4e rapaHumATa Aa NokKpuBa 04YaKBaHUS CPOK 3a U3Mb/HeHWe Ha forosopa natoc 60
OHW. TapaHumMsTa e B paamep Ha 3% OT CTOMHOCTTa Ha gorosopa 6e3 AAC v Bb3nu3a Ha 8 753.43
nesa.
(4) [Qa poctaBA fieKapCTBEHM MPOAYKTW, KOUTO OTroBapAT Ha WM3UCKBaHMATA Ha 3akoHa 3a
NeKapcTBeHUTE NPOAYKTW B XyMaHHaTa mefuuuHa (3/TMXM) - aa nputexxasar Ba/IMAHO paspeLleHune
3a ynotpeba B cTpaHaTa, u3gageHo no pega Ha 3/1MXM wnm PernameHTt (EO) Ne 726/ 2004 r. Ha
EBponeiickns napnameHT n Cbeeta /un. 23, an.l Ha 3/IMXM/.
(5) Oa pocTaBs nekapCcTBEHU MPOAYKTU, KOUTO ca BK/IOYeHM B [MpunoxkeHne Ne 2 Ha [o3nTUBHUA
NeKapCTBEH CMUCHK.
(6) B cnyyait, Ye ce npaBu NMbpBa A0OCTaBKa Mo JafieHa NapTuia Ha NekapcTBeH NPOAYyKT, Aa NpeacTass
CepTudmkat 3a 0CBOOOXJaBaHe Ha napTupaTa, m3gageH oT KeanudumumpaHo nuue no 3/IMXM Ha
eIEKTPOHEH HOCWUTEN WU MO €NEeKTPOHEH MbT Ha eNeKTPOHHaTa MoLla, MocoyeHa KaTo agpec 3a
KOPECNOHAEHUMSA, NPUAPYXXEH C MPeBOf Ha ObArapcku esnk oT (upma, CK/IYuIa [LOrosop C
MUWHNCTEPCTBO Ha BLHLUHMTE paboTy 3a U3BbPLLBAHE Ha OPULIMaIHM NPEBOAN.

VIII. SAAB/IXEHNA HA TEYEBHOTO 3ABEAEHWE - Bb3/TOXKUTEN
Un. 8. TEMEBEHOTO 3ABEAEHWE - Bb3/TOXXWTEJ ce 3agbmkasa:
1 [a npueme foCTaBeHUTe B CPOK U HA MACTO CTOKM, CbOTBETCTBALLM MO BMA, KOMMYECTBO U Ka4ecTBO
Ha ONUCAHOTO B HACTOALLMA [OroBop.
2. [1a 3annatu fOoCTaBEHMTE CTOKM MO pefa Ha Y. 3 OT HaCTOALMA 40roBOp.
3. Cneg npuknoYBaHe M3Nb/IHEHWETO Ha [OroBopa Aa 0cBO6OAM rapaHuusiTa 3a
[Ob/DKN IMXBM 32 CPOKA, Npe3 KOMTO CpefcTBaTa 3aKOHHO ca NPEeCcTOsN Y Hero.



IX. MPMEMAHE N NMPEJABAHE HA CTOKUTE
Un. 9. (1) MpuremaHeTO Ha CTOKMTE Ce M3BbPLUBA HA MACTOTO Ha JOCTaBAHE MOCOYEHO B U/l. 5, an. 1
(2 MSNBJIHNTENAT wnm  ynbJHOMOLWEH OT Hero npeacTaButen W MNpeacTtaBuTeNl Ha
NEYEBHOTO 3ABEAEHUVE - BDB3/IOXKWTE/T nognuceat npuemartenHo-npeaasartesieH
NPOTOKO/, Y0CTOBEpsABaLL, NoyyaBaHeTO Ha CTOKUTE.

X. KAYECTBO, TrAPAHUN N CPOK HATOAHOCT

Yn. 10. (1) CTokuTe, NpefMeT Ha HACTOALLMA LOrOBOp, CNefBa fa OTroBapsAT Ha U3MCKBAHMATA Ha Y/l
7,an.4mnb.
(2) Kbm patarta Ha gocTaBkarta, OCTaTbYHUAT CPOK Ha FOAHOCT Ha fIeKapCTBEHUTE NPOAYKTW, CnefBa
fa 6bae He no-manbk oT 40 % /ueTUprAeceT Ha CTo/ OT 06SBEHUA OT NPOU3BOAUTENS.
(3) B cnyyait Ha focTaBKa Ha NeKapCTBEHWSA MPOAYKT C M0 - KpaTbK OT JOrOBOPEHUS CPOK Ha rogHOCT,
Ob/MKMMaTa HeYCToMKa fa Obe NPOMeHeHa, KakTo CrefBa:

0T 39,99% a0 30% - 3 % BbPXY CTOMHOCTTA Ha A0CTaBKara,

0T 29,99% a0 20% - 5 % BbPXY CTOMHOCTTA Ha A0CTaBKaTa,;

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

nog, 10% - 10 % Bbpxy CTOMHOCTTA Ha [OCTaBKaTa.
(4) OcTaTbyHMAT CPOK Ha rOAHOCT Ha GronpoayKT /6umonofobeH NPoAyKT, cnedsa Aa 6bvae He Mno-
mManbK oT 20 % /aBajeceTt Ha CTO/ OT 005iBEHWNA OT MPOU3BOAMTENA KbM [aTata Ha BCAKa AOCTaBKa.
(5) B cnyyain Ha gocTaBka Ha 61onpoayKT/6monogo6eH NPoAYKT € MO - KpaTbK OT A0rOBOPEHMS CPOK
Ha rofHOCT, Ab/HKMMATA HeYCTOWMKa e KaKTo Crefsa:

0T 19,99% no 10% - 2 % BbpXY CTOMHOCTTA Ha AOCTaBKaTa,;

0T 9,99% 10 5 % - 4 % BbpPXYy CTOMHOCTTA Ha [JOCTaBKaTa;

nos 5%-6% BbpXYy CTOMHOCTTA Ha AOCTaBKaTa.
(6) TEUEBHOTO 3ABELEHWE - BBb3JTOXXWTE/T Moxe fa OTKaXke MpuemMaHeTo Ha CTOKUTE,
aKO B [ieHA Ha TAXHOTO MpuUCTUraHe WUAM NpuemaHe OCTaTbYHUA CPOK Ha FOAHOCT € Mo - MalbK OT
onpegeneHua B un. 10, an. 2. n an. 4 MUHUMaIEH CPOK Ha rOAHOCT.
(7) OocTaBkaTta Ha NeKapcTBeH NPOAYKT C OCTaTbyYeH CPOK Ha roAHOCT Mo-ManbkK oT 10 Ha cTo OT
065iBEHMS OT MPOM3BOAUTENSA U Ha BMONpPoAyKT/61Monoao6eH NPOAYKT C OCTaTbYyeH CPOK Ha rogHOCT
no-MaibK OT 5 Ha CTO OT 065BeHMsi OT NPOM3BOAMTENA Ce M3BbPLUBA CaMO C MUCMEHO Cbriacue Ha

NEYEBHOTO 3ABEAEHWE - BB3/TOXKWUTEJT 3a KOHKPETHO KOMMYECTBO, ONpPeaesieHo OT Hero.
bes m3pmyHo nucmeHo cvrnacne Ha JIEHEBHOTO 3ABEAEHWE - BB3/TOXXWNTEJ cTokute
HAMa fa 6baat 3annalaHu.

(8) NckaHeTo 3a NUCMEHO cbrnacue, B cnyvamTe Ha an. 7, cnedsa ga noctonu B JIEUEBEHOTO
3ABEOEHWE - Bb3JTOXXWTE/ B cpok o 1 (eguH) paboTeH AeH OT MosiyvaBaHe Ha 3asBKara.

(9) B cnyyanTe Ha cnewwHn J0CTaBKM NOCOYEHNUTE B /1. 3 U a/l. 5 HEYCTOMKM He ce npuarar.

XI. OTroBOPHOCT 3A HETOYHO U3MNb/JHEHWE. PEKTAMALWN
Yn. 11. (1) NEYEBHOTO 3ABEAEHWE - BDB3/TIOXWTEJT MoXe Aa npefsBsBa peknamaumm
npeg N3MbJIHUTEA 3a:
a) KO/IMYECTBO M HEKOMIM/EKTHOCT Ha CTOKUTE U/IM TEXHNYECKaTa JOKYMeHTauua (ABHW HeJocTaTbLu);
0) Ka4yecTBO (CKPUTWN HEAOCTaTbLM):
- NPV OCTaBAHE Ha CTOKW He OT LJOrOBOPEHUS BUL, MOCOYEH B uf. 1;
- NPV KOHCTaTMpaHe Ha Je(eKTn npu ynoTpedba Ha CTOKUTE.
(2) Peknamaumm 3a fBHM HefocTaTbUM Ha CTOKuTe ce npassaT oT JIEUEBHOTO 3ABEAEHWE -
BB3/TOXXWNTEJI, B MOMEHTa Ha NpeAaBaHeTo MM, 33 KOETO Ce CbCTaBA MPOTOKO/, MoAnucaH u ot
[\BeTe CTpaHu.
(3) Peknamaumm 3a CKpUTW HeOOCTaTbLM Ce MPaBAT Mpe3 Lenms CPOK Ha rofHOCT Ha [LOCTaBeHWUTe
CTOKW, KaTto pekfamauusTa ce NpUApYy>kasa 3afb/KMTENHO OT KOHCTaTMBEH MPOTOKO/, M3fafeH OT
M3nbnHWTENHATA areHumns 3a iekapcreara.
(49 NEYEBHOTO 3ABEAEHUME - BDB3/IOXKWUTE/ e anbXHO f[a ysegomu
N3MBbNHNTENSA 3a yctaHoBeHUTE aedekTn B 5 (MET) AHEBEH CPOK OT KOHCTATUPAHETO



(5) B peknamavmmnTe ce NnocoyBa HOMEPHLT Ha LOroBopa, TOYHOTO KO/IMYECTBO Ha MOSyYeHUTe CTOKU C
TEXHWSA NapTUAeH HOMep, OCHOBaHMETO 3a peknamauus U KOHKPeTHOTO McKaHe Ha JIEYHEBHOTO
3ABEAEHWE - Bb3/TOXWTE.

(6) B 5 (netr) gHeBeH CpOK OT nonyyaBaHe Ha peknamaumata, N3MBJIHUTENAT cnegsa ga
otrosopy Ha JIEHEBHOTO 3ABEAEHWE - BDB3/TOXKWTEJT NUCMEHO W KOHKPETHO Aasiu
npremMa peknamaumaTa uam 9 0TXBbpAS.

(7) NMpw peknamaums 3a sBHU HepgocTaTbu 3MBJTHUTENAT e AnbXeH B CPOK OT 2 paboTHM AHU
OT Mo/flyyaBaHe Ha peknamauuaTa 3a CBOA CMEeTKa W pUCK Aa [oCTaBM Ha MACTOTO Ha AOCTaBAHE
KONMYeCTBOTO NINMCBALLM B fOCTaBKaTa / HEKOMM/IEKTHWN LOTOBOPEHWN CTOKM.

(8) Mpu peknamaums 3a CKpUTU HepocTatbun, B cnydair ve WU3MBJIHUTENAT e npuen
peknamaumsTa, CbWMAT e anbkeH B 10 (geceT) [AHeBeH CPOK OT MOJy4yaBaHETO M Aa 3aMeHu
[LOCTaBeHNTE HeAOrOBOPEHN MO BUA / [e(eKTHN CTOKM 3a CBOA CMETKA WU PUCK WX MO MpeueHKa Ha
NEYEBHOTO 3ABEAEHWVE - BBb3/TOXXWTEJ/T pa BbpHe CbOTBETHATA YacT OT 3arn/jareHara
LieHa, BeAHO C AL/MDKUMUTE NINXBU.

(9) N1360pbT Ha NOCOYEHUTE NO-rope Bb3MOXKHOCTY [ja Ce BbpPHE CbOTBETHATA YacT OT M/aTeHOTO Wn
[la ce AoCTaBAT HOBWU CTOKM npuHadnexun Ha IEYEBEHOTO 3ABEAEHWE - BB3/TOXKWUTE/ wn ce
ynpaXkKHsaBa OT Hero nof gopmara Ha nucMeHo ysegomneHune ao N3MbJIHUTENA, kaTo pas3xoguTe
1 PUCKOBETE MO HOBOTO J0CTaBsAHe ca 3a cMeTKa Ha 3MbJ/THUTENA.

(10) CrokuTe, npegMeT Ha peknamauus ce cbxpaHssat ot JIEHEBHOTO 3ABELEHUE -
BB3/TOXKWTEJ o ypexaaHe Ha peknamauunTe.

XIl. OTFOBOPHOCT MNP HEN3MBIHEHNE
Un. 12. (1) 3a HeM3Nb/IHEHWE Ha 33[b/DKEHMATA CU MO HACTOALMA LOTOBOP C U3KIHOYEHME Ha Te3n Mo
yn. 10, an. 2 n an. 4, NANBNHUTENTAT abmkn HeycTolika B pasmep Ha 0.5 % Ha [eH BbpXy
CTOMHOCTTA Ha KOHKpeTHaTa 3asBka, HO He nosedve oT 10 % (geceT npoueHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KaKTO M 06e3leTeHVe 3a NpeTbpreHuTe AeCTBUTESIHU Bpean B Cly4auTe,
Korato Te HafXBbpiAT [OroBopeHaTa HeycToilka. B cnyyaute no un. 4, an. 3, nocoyeHaTa B
NPeAX04HOTO M3peyeHne HeycTolka B pasmep Ha 0.5 % ce HaumcnsBa 3a BCEKM Yac Npocpoyne, HO He
noseye ot 10 % (geceT MpoLEHTa) OT CTOMHOCTTA Ha KOHKpeTHaTa 3asiBKa, KakTo M 06e3leTeHne 3a
npeTbprieHnTe LeiCTBUTENHM BPeay B C/lyyYauTe, KOraTto Te HaaxXBbpAT JOrOBOpeHaTa HeyCTonKa.
(2) Korato npu Hannuve Ha peknamaumu, U3SMBJTHUTENAT He u3nb/iHM 3a4b/DKEHUATA CU MO
pasgen Xl OT HacToAwMsA [OroBop B CPOK, CbWMAT Abmku Ha JIEHEBHOTO 3ABEAEHUE-
BBH3/NOXWTE HeycToika B pasmep Ha 2 % OT LeHaTa Ha CTOKUTE, 3a KOWUTO Ca HarnpaBeHu
peknaMmauunTe.
(3) IEYEBHOTO 3ABEAEHWE - BB3TOXWTEJ yaosneTBopsBa MpPeTeHUMNTE CU OTHOCHO
HEM3Mb/IHEHWETO Ha [0roBopa, KakTo W 3a 3annaulaHe Ha HeycToWKMTe OT CTpaHa Ha
N3MNBJTHUTENA KaTo 3aabpXKa rapaHumsTa 3a U3nb/HeHre no yn. 7, an. 3, bykea “6” oT 40rosopa,
KaTo npegnpvema [eicTBUA 3a HEMHOTO ycBosiBaHe. B cnyvaid, Ye CTOMHOCTTa Ha rapaHuusTa 3a
M3MbAHEHME He MNOKpUBa BCUYKM AbKuUMKU OT W3MBJIHWUTENA Heyctoikn, NTEUEBHOTO
3ABEAEHWVE - BDB3/TOXXWTEJT npuxsawla Ab/HKMMUTE CYMW OT HaCpellHW nnawaHus KbM
N3MbAHNTENSA.
(4) Mpn Tpn NbTK BMHOBHa 3a6aBa Ha N3MbJTHUTENA, npoab/mxunna ¢ noseve OT NoMoBMHATa OT
CPpOKa 3a W3MNb/IHEHME Ha CbLOTBETHOTO 3afb/DKEHMe, B pamMkute Ha Tpu meceua JIEHEBHOTO
SABEAEHVE - BB3/TOXWTEJT nvma npaBo fAa npekpaTty Aorosopa efHoOCTpaHHO C 15-AHeBHO
npeansBecTye.
(5) NEUEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJT uma npaBo Aa npekpaTn eHOCTPaHHO 1 6e3
npen3BecTe HaCTOALLMSA AOroBOP B CyYail Ha CUCTEMHO HETOYHO M3Mb/IHEHWE Ha 3afb/DKEHUATA OT
N3MNBNMHWTENA w» npeasseHn nosevye OT TpW peknamauun B paMKuTe Ha Tpu Meceua oOT
NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJI no pega Ha rnasa Xl.
(6) B cnyyai, ye no otHoweHne Ha M3MBJTIHNTENA HacTbnaT obcToATencTeara no un. 54, an. 1,
m un. 55, an. 1 oT 3akoHa 3a o6ulecTBeHMTe nopbukn, JIEYEBHOTO
BBb3/TOXKWTE/T mnma npaBo pfa npekpaty eaHOCTPaHHO HacToAwmMa [0rosop,
npegmn3BecTve 1 6e3 fa Ab/HKM HeYCTONKMN.



(7) Mpn Hemsnb/HEHWe Ha 3a4b/KeHweTo cu no un.3, an.2, IEUEBHOTO 3ABEAEHUE -
BBb3TOXKXUTEN gvmkn Ha N3N BIHUNTENA HeycToiKa B pasmep Ha 0.1% (Hyna usno v euH Ha
CTO) OT LleHaTa Ha 13BbpLUEHaTa 4OCTaBKa 3a BCEKM AeH 3abaBa, HO He noBeye OoT 5 % (NeT Ha CTo) OT
CTOMHOCTTa Ha [joCcTaBKarTa.

X1, ®OPCMAXOPHW OBCTOATENCTBA
Yn. 13 (1) CtpaHuTe NO HaCTOSLLMSA JOrOBOP He Ab/KaT 06e3LUEeTEHNE 3a NMOHECEHN BPean 1 3aryowm,
aKo rnocnefHUTe ca NPUYMHEHN B Pe3ynTaT Ha HemnpeogoMMa cuna.
(2) Ako cTpaHarta, KOATO e cefBaio fa U3Mb/IHW CBOe 3afb/DKEHMe No forosopa e 6una B 3abasa, T4
He MOXXe [la Ce N030BaBa Ha HeMmpeo4o/1MMa cuna.
(3 “Henpeogonuma cmna” no CMUCHA Ha TO3M [OroBOP € HenpeABMAEHO W/WIN HenpeLoTBPaTUMO
CbOUTKE OT U3BBLHPEAEH XapaKTep, Bb3HMKHAMO Clef CKIHYBAHETO Ha A0roBopa.
(4) CrpaHata, 3acerHata OT HenpeofonMMma cwna, € AbXHa Aa NnpearnpuemMe BCUYKM OEWCTBUS C
rpvata Ha 406bP CTOMaHWH, 3a Aa Hamaan A0 MUHMMYM MOHECEHUTE Bpeau M 3arybu, KakTo u aa
yBeloMM MUCMEHO JpyraTa CTpaHa B 7-lHEBEH CPOK OT HaCTLMNBAHETO Ha HenpeogonumaTta cuna. MNpu
HeyBelOMsIBaHE B MOCOYEHUS B MNPEAXOAHOTO W3PEYEHME CPOK Ce Ab/MKM  06e3WeTeHne 3a
HacTbnNUAWTE OT TOBa Bpeau. Henpeojonumarta cuna ce [OKasBa OT 3acerHarata CTpaHa CbC
cepTumKat 3a (hopcMaXkop, n3gadeH No CbOTBETHUA pef OT KOMMETEHTHUSA opraH B Abp)kasara, B
KOSITO Ca HaCTbMUAM (POPCMaXKOPHUTE OBCTOSATENCTBA.
(5) Ookato Tpae Henpeogonumata cwna, W3MbJAHEHWETO Ha 3aAb/DKEHMATA M CBbP3aHUTE C TAX
HacpeLLHW 3a4b/HKEHNs ce crnmpa.
(6) He npeactaBnsiBa “Henpeogonnma cuna” CbOUTUE, MNPUUMHEHO MO HEOPEeXHOCT WM upes3
YMULLSIEHO [ENCTBME Ha HAKOS OT CTPaHWUTE WUNWM TEXHW MPeACTaBUTENN W/UNW CAYXXUTENN, KaKTO U
Hegoctura Ha napuyHu cpeactea Ha W3MBJIHWTENA n NEYEBEHOTO 3ABEAEHUE -
BB3/TOXKUTE.

XIV. CIOPOBE

Un.14. (1) Bb3HMKHaNMUTE Npe3 BPEMETPAEHETO Ha A0roBopa CropoBe W pasHorfacus Mexay ctpaHuTe
Ce peluaBaT 4pe3 NpPerosopy Mexgay TaX. [MocTurHaTute AOrOBOPEHOCTU ce OPOPMAT B MUCMEHA
(hopma 1 ce NpeBpbLIAT B HEpa3fesiHa vacT OT A0roBopa.

(2) B cnyyain Ha HenocTUraHe Ha [OroBOPEHOCT MO NMPeAXOAHUS YieH, BCUYKM CMOPOBE, MOPOAEHN OT
TO3M AOr0BOP WM OTHACALLM Ce 10 HEro, BKIKOUNTETHO CMOPOBETE, MOPOAEHN OT UK OTHACcALWM Cce [0
HEroBOTO Tb/IKyBaHe, HeAeNCTBUTENHOCT, HEU3Mb/IHEHUE UM MNpeKpaTsABaHe Lie 6baaT paspellaBaHm
criopef, 6barapcknTe MaTepuaiHv 1 NPOLIECYaTHN 3aKOHW OT KOMMETEHTHUA CbJ No pesa Ha K.

XV. CbOBWEHWA

Yn. 15. (1) BcrUKKM CHOOBLLEHUS MEXMY CTPaHWUTE, CBbP3aHW C M3Mb/JHEHWETO Ha TO3M [OroBop ca
Ba/IMAHW, aKO Ca HampaseHW B NMCMeHa (hopma 1 ca NoANUcaHu OT YMb/IHOMOLLEHUTE NpeACTaBUTeNN
Ha W3MBbAHUNTENA nim NEYEBHOTO 3ABEOEHWE - Bb3/TOXWTE/.
(2) 3apata Ha CbOOLLEHMETO Ce CMATa:
S fiatarta Ha npejaBaHeTo - Mpy PbYHO NpejaBaHe Ha CbOOLLEHWETO;
V'  [aTarta Ha NoLLEeHCKOTO K/eMMo Ha obpaTHaTa pasnucka - npu nsnpawiaHe rno rnowiara;
S filatara Ha NpYemMaHeTo - Npu nsnpatlaHe no gakc nam e-mail.
(3) 3a Ba/MAHM afpecy 3a NpueMaHe Ha CbOOLLEHWS U GaHKOBWM CMETKM, CBbP3aHW C HACTOALLUS
[LOroBoOp ce cMATar:

3A N3MBNMHUTENA:

agpec: c. CeetoBpayeHe; yn. "Yasgap Boisoga™ Ne 48, Ten: 02 4051924, takc 02 4051899, e-
mail: office@medex.bg

6aHKoBa cMeTKa, nocodeHa ot MIBMb/IHUTENA: BIC koa: BUIBBGSF

IBAN: BG32BUIB98881033643900

3A TEUEBHOTO 3ABEAEHUE- Bb3/TOXXWUTEJT:

rp. Cogwma, yn. ,.bano mope” Ne 8, otgen ,,bonHuMyHa anTteka”, Ten 02 9432429,
9432117, e-mail: apteka@isul.eu.
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(4) TMpw npomsaHa Ha nocodeHns Mo an. 3 agpec UM 6aHKOBa CMeTKa CbOTBeTHAaTa CTpaHa € [/TbXHa
[la yBeloMu apyrara B TPUAHEeBEH CPOK OT NpomMsHaTa.

XVI. OPYTWN YC/OBUNA
Un. 16. (1) MNpaBata M 3adb/DKEHMATA MO HACTOALLMA [OroBOP He Morat fga ce MpexBbpsaT
eIHOCTPAHHO Ha TPeTU nunua M NojobHM aKkToBe He NopaXaaT MnpaBHO AelCTBME 6e3 MUCMEHOTO
Cbrnacue Ha gpyrata CTpaHa, OCBeH B ClyvamTe Ha obe3nevaBaHe (rapaHTuMpaHe) Ha 3afb/KeHus Mo
6aHKOBM KpeauTu.
(@ 3a HeypefeHuTe BBNPOCUM B HACTOALMA [OroBOp ce Mpwiara [edcTBalloTo 6bArapcko
3aKOHO/aTe/CTBO.

XVII. Mo 4N3Mb/IHUATENN-Henpnnoxxmumo
(Npuno>KrMMo camo B ClyqanTe, B KOUTO M36paHus 3a U3NbIHUTEN yYacTHUK € MOCoYns, Ye e
non3ea noAM3NbIHUTENN, NPY CKNOUYBAHE HA PAMKOBOTO CrnopasyMeHue)
Yn. 17. (1) NOAN3NBAHUTENNTE Tpsa6Ba Aa 0TroBapsAT Ha CbOTBETHUTE KPUTEPUK 3a Noa6op
Cbo6pasHo BMAA M fena OT Nnopbykata, KOWTO LLe U3Mb/HABAT, U 3a TAX Aa He ca Halmue OCHOBaHMS 3a
OTCTpaHsaBaHe OT npoLeaypara.
(20 NEYEBHOTO 3ABEAEHWE - Bb3/TOXWTE m3nckea 3amaHa Ha MOAN3MBJIHATE,
KOMTO He 0Troeaps Ha ycnosusTa no an.l.
(3) Korato yactta OT nopwbykara, KosaTo ce usnwvaHsasa ot NMOAM3MBIIHUTE, moxe fa 6bae
npegageHa Kato otgeneH o6ekT Ha M3MbAHWUTENA wnm Ha NTEYEBHOTO 3ABEAEHUE -
BBb3/TOXXWNTE/I, nocneaHua 3annalla Bb3HarpaxkaeHue 3a tasu yact Ha MO AUN3MbJ/IHUTENA.
(4) PasnnawaHmaTa no an. 3 ce OCblUecTBABaT Bb3 OCHOBA Ha WCKaHe, OTNpPaBeHO OT
noguV3NbAHNTENA po JNEYEBHOTO 3ABEAEHVE - BB3TOXWUTE/T  uypes
N3MNBNTHNTENA, KoiTo e AbXeH Aa ro npeaoctaBM Ha Bb3NOXUTENs B 15-AHEBEH CPOK OT
Nnony4yaBaHeTo My.
(5) Kbm uckaHeto no an. 3 U3MbJTHUTENTAT npefocTaBs CTaHOBYMLIE, OT KOETO Aa € BUAHO [anu
0CropBa nsaLlaHnaTa Uy YacT OT TAX KaTo HeAb/DKUMMU.
(6) NEYEBHOTO 3ABEAEHWVE - BB3/IOXKWUTEJ vma npaBo fa OTKaxe nawiaHe no an. 3,
KOrato MCKaHeTO 3a MnallaHe e 0CMopeHo, 10 MOMEHTa Ha OTCTPaHsABaHe Ha NpuYMHaTa 3a OTKasa.
(7) Hesasucumo ot msnonssaHeto Ha MOAM3MB/IHUTE/IM 0TroBopHOCTTa 3a U3Mb/IHEHME Ha
fgorosopa e Ha U3MBJTHUTENA.

XVIII. BAKTIOUYNTE/THW PA3IMOPEABU
Un. 18. (1) MNMpu cbCTaBAHETO Ha HACTOALLMSA LOroBOP Ce NpeAcTaBmxa CnefHUTE LOKYMEHTU:
Yy JokymeHTr no un. 112 ot 30r7;
Yy Jeknapaumsa no yun. 55, an. 6 ot 3/IMXM (Korato e npuIoXK1Umo);
Yy ["apaHuMs 3a U3Mb/IHEHME,
Yy TexHn4yecko 1 LIeHOBO npen/ioxeHWe, HepasaenHa yacT oT orosopa,;
Yy Jeknapaumm no 3MAIT.
(2) HacToAawmaT foroBop ce CbCTaBM B TPU eHO0Opa3HN eK3eMnispa Ha 6bArapckn esnk - efvH 3a
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MO5BX04 Denosumab
NO2AEO1 Buprenorphine

MNpegnaraHn LEHOBW napamMmeTpu

HauvH Ha 3abenexk

Msapka Craryc
npuIoXeHve 3
napeHTepasiHa 120mg mg BanmaeH
TpaHcAepManiHa mcg/h BanuaeH
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Amgen Europe B.V.,,
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