JJOrOBOP

3A JOCTABKA HA NEKAPCTBEHW MNMPOAYKTHU L- 21

[JHec, M)Iﬁ_ ........... 2021 r., B rp. Cogous, mexay:

YMBAN"Uapuua WMoanHa-UCYN"EA][, cbC cefjanvile W afpec Ha YnpaBneHue B rp.
Cogms, paitoH "Obopuie”, yn. "bsno mope" Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npegcTaenssaHo oT Jllobomup TeHeB.- M3NbiaHUTENEH AMPEKTOP, HapuyaHOo MOo-A40/y 3a KpaTKocT
~JIEHEBHO 3ABEAEHWE - Bb3/IOXKWNTEJ” oT egHa cTpaHa

n

.CODPAPMA TPEWAWMHI"AL cbc cefanvile M agpec Ha ynpasneHue rp.Codms-1756, yn.
“JTbuesap CtaHueB* Ne 5, Codapma BusHec Taywbpc, crpaga ,,A”, eT. 12; Ten: 02 8133660, dakc 02
8133666, EMK 103267194; npeacrtaBnasaHo oT AuMUTLP JMMUTPOB, Ype3 Mb/IHOMOLLHMKA - BeHeTa
Kocesa ¢ nbaHomoLwwHO Ne 2478/11.05.2021 r., HapuyaHO no-gony 3a kpatkocT ,,MI3MbHUTEN”
OT Apyra CTpaHa,

Ha OcHoBaHMe un. 112 oT 3akoHa 3a 06uiecTBeHUTe nopbykn (30M1), BbB Bpb3ka C MPOBEAEH
BbTPELLEH KOHKYpeHTeH n36op no PamkoBo cnopasymeHue Ne P[-11-62 ce CKAHOUM HaCTOALMSA
[l0roBop 3a CnefHoTo:

I. MPEOMET N CPOK HA JOIMOBOPA
Un. 1 (1) NEYEBHO 3ABEAEHWVE - BDB3/IOXWTE/ Bb3nara, a U3MBbJIHUTENAT ce
3a[b/KaBa Aa 3BbPLUM A0CTaBKa Ha CNeHUTe NEKapCTBEHN NPOAYKTW:

0|
HauH Ha Heobxoaum
ATC INN PUNOXEHYE 3abenexka Mapka  Craryc 6pOVi MK
. nepopanHa
BO1AC24 1 Ticagrelor TBbOIA ny BanmaeH 67200
Coagulation factor VI
BO2BDO2 (Mgroétocog alfa) napeHTepanHa U BanmpeH 73000
BO2BDO4 Coag:)lgggggf;(]:;c))r X napeHTepanHa U BanmoeH 50000
BO3BAOL Cyanocobalamin rapeHTepanHa ng BanmpoeH 3000
BOSCXOL Glucose napeHrepariHa 409610 mi BampaeH 10000

(2) AoroBopbT BM3a B CMMa OT fdaTaTa Ha NOAMMCBAHETO MY OT [BETe CTPaHW M € CbC CPOK A0
31.12.2021 .
(3) 3anpopyktute c ATC B02BD02 n ATC B02BDO04 gorosopsT B/n3a B cuna ot 24.07.2021 .

Il. UEHW W OBLA CTOMHOCT HA JOCTABKUTE MO JIOrOBOPA
Un. 2. (1) LeHata Ha cTokuTe no 4n.l e cbrnacHO LeHOBO npep/ioxeHve Ha M3MBJIHUTEA,
Hepa3genHa yacT OoT A0orosopa.
(2) LeHaTa BKNHOYBA CTOMHOCTTA Ha CTOKATa, OMaKoBKa, 3acTpaxoBka 1 TpaHcnopT Ao IEHEBEHOTO
3ABEAEHWVE - BBb3/TOXWTEJ/T npy MMHMMaNEH CPOK Ha rofHOCT He no-kpatbkK oT 40 % ot
065BeHMS OT NPOM3BOAMTENA 3a SIEKAPCTBEHUTE NPOAYKTU UK He NO-KpaTbK 0T 20 % 0T 0651BEHUS OT
npousBoauTeNs 3a 6uonpoayKTuTe unu 6muonofobH1Te NPOAYKTU. MUHUMAIHUAT CPOK Ha FOAHOCT Ce
onpefens KbM fararta Ha BCAKa [oCTaBKa Ha IeKapCTBEH MPOAYKT.
(3) Obuiata CTOMHOCT Ha A0CTaBKMUTE NO Aorosopa e Ao 128 958,58 nesa 6e3 BkntoueH OAC v go
154 750,29 nesa c BknoyeH A4C.
(4) LeHaTa no gorosopa e (prKcupaHa, He NOAJIEXMN Ha NPOMSHA 3a CPOKA Ha [eicTBMe Ha 40roBopa,
OCBeH B cnyyauTe Ha 116 ot 30r1.



(5 B cnyuyait, ye npe3 BPEMETO Ha [1eNCTBME Ha CbOTBETHUSA JOrOBOP CTOMHOCTTA, KOATO ClefBa Aa ce
3annawia ¢ ny6/nYHN CpeacTBa Ha NekapcTBeHu NPOAYKTU OT MO3UTUBHUA IEKAPCTBEH CMMUCHK CTaHe
Mo-HUCKa OT [OroBopeHaTa, Jie4eOHOTO 3aBefeHVe - Bb3/IOXKMTeN 6e3ycnoBHO  3arnaula
NeKapCTBEHWTE NPOAYKTU Ha NO-HUCKATa CTOMHOCT, CUATAHO OT:

- [Jarata Ha B/M3aHe B CWNa Ha pelleHneTo Ha HaumoHanHMA CBLBET MO LEHN U
penmmoypcupaHe Ha nekapcteeHuTe npoayktn ( HCLIPM);

- [artaTta Ha akTyanmsauusTa Ha Mo3nTUBHMA NeKapCTBEH CMMCHK MO pefa Ha yn. 57, an. 1ot
Hapepbata 3a ycnosusTta, npasuiata WU pefa 3a perynvmpaHe M peructpvpaHe Ha LEHUTE Ha
NnekapctBeHuTe npodyktn (HYTPPPLUIM) 3a nekapcTBeHMTe MPOAYKTW C HamaseHa CTOMHOCT 3a
ONakoBKa, 13vmncneHa Ha 6asa pepepeHTHa CTOMHOCT.

B cnyyante no npeaxoAHOTO M3peyeHue, CTOMHOCTTa Ce onpedens KbM MOMEHTa Ha
[locTaBkara (nofnuceaHe Ha NpueMo-npeaasartesieH NPoTOKON).

. YCnoBumda n HA4YMH HA NJTAWAHE

Un. 3 (1) MnawaHeTo no HacToAWMA AOrOBOP Ce OCbLUECTBSiBA Ype3 6aHKOB MPeBOA OT CTpaHa Ha
NEYEBHO 3ABEAEHWE - BBH3/TOXWTEJ/T no nocoyeHata B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3NBNAHUNTENA
(2) 3annawaHeTo Ha CTOKMTE MO [OroBopa Ce U3BBLPLUBA OT/IOXEHO B CPOK A0 60 /wectaecetns/ feH,
cnep npefcraBsHe Ha CnefHUTE JOKYMEHTU:

1. JlocTtaBHa (haKTypa, CbCTaBeHa CbrnacHo usnckesaHuaTa Ha 344C v NN344C;

2. [lpuemaTenHo-npefaBaTe/iHX NPOTOKONN;
(3) B cnyuait, Ye nocoyeHnTe B un. 3, an. 2 AOKYMEHTU ca HEpeAOBHM WM He Ca KOMMIEKTOBAHM,
cblmte ce Bpbuwat Ha U3MBJTHUTENA ¢ npuemaTtenHo - npejasatefieH NPOTOKO/ 3a MU3NpaBsHe
Ha HepefHocTMTe. CPOKbBT NO U3, al. 2. 3anoysa fa Teye OT JaTarta Ha NpeAcTaBAHETO Ha NocneaHuA
N3UCKYEM Ce [JOKYMEHT.
(4) Mpwn dakTypupaHe Ha 3adBeHUTE KOMMYECTBA /IEKAPCTBEHN MPOAYKTW, MO BCAKA OTAe/HA 3asBKa,
LleHaTa Ha OMakoBKa He cnejsa fa HafBullasa onpefeneHata B [M03UTUBHMA NeKapCTBEH CMUCHK
MpunoxxeHve Ne 2, ped)epeHTHa CTOMHOCT Ha OMaKoBKa 3a CbOTBETHMS /IeKAapCTBEH NPOAyKT. B
C/lyyail Ha M34MCnsiBaHe Ha CTOMHOCT MO-BMCOKA OT pediepeHTHaTa CTOMHOCT Ha OnakoBKa 3a
CbOTBETHMS /IeKapCTBEH NPOAYKT, CTOMHOCTTA Ce HamassBa 1 3anfawla 4o CTOMHOCTTa Ha OMnakoBKa
onpefeneHa B No3snUTUBHUA TEKAPCTBEH CNUCHK- [MpunoxkeHme Ne 2.

IV. CPOK HA IOCTABAHE
Yn. 4 (1) TEYEBHOTO 3ABEOEHVE - Bb3/TOXXWTEJ 3asB5Ba He0OX0AMMUTE MY KONMYECTBa
c nucmeHa 3asBka A0 W3MNBb/IHWTENA. 3asBkata ce Bpb4YBa JIMUHO CpeLly MOANUC Ha
N3MBJITHNTEJTA nnM ynbHOMOLLEHO OT HEro nuue Wan ce m3npawa ¢ npenopbyaHo MUCmo C
obpaTHa pa3nucka, No (akc 1nu No efleKTPOHeH MbT.
(2) Bcska oTpenHa focTtaBka, criefBa Aa ObAe AocTaBeHa B CPOK [0 7 KaNeHAapHW [HW Cheq
nonyyasaHe Ha 3aaBkaTta oT JIEUEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJI 1 3a KonnyecTsara U
OnakoBkuTe (CbOOGPA3HO KOHKPETHUTE JIeKAPCTBEHW MPOAYKTW, TMOCOYEHN B TEXHUYECKOTO
npeasiokeHne Ha W3NbAHUTENSA), TOYHO OMpeAeneHn B 3adBkata. B cnydyail, ye ce mpaBu Mbpsa
[0CTaBKa OT JajeHa napTuia Ha fIeKapCTBeH MPOAYKT, ce npeAcTassa CepTudumkar 3a 0CBOO0XKAaBaHe
Ha naptugarta, m3gageH OT KsamguumpaHo nvue no 3/IMXM Ha eneKTpOHEH HOCUTeNn Wau Mo
eIeKTPOHEH MbT Ha eNIeKTPOHHATA MoLa, MocoYeHa KaTto afpec 3a KOPeCnoHAEeHUWA, NMPUAPYXKEH C
NpeBof Ha Ob/Irapcku esvk oT rpMa, CKIUMNa 4orosop ¢ MMHUCTEPCTBO Ha BLHLLHUTE paboTu 3a
M3BbpPLUBaHE Ha O(hULMaTHL NpeBoan. MN36poeHnTe JOKYMEHTU Ce MPeAcTaBAT B CbOTBETHOTO 3BEHO,
onpefeneHo OT NevyebHOTO 3aBefleHWe - Bb3oXUTeN. pu cnefpaliy [OCTaBKU Ha /leKapCTBEHU
MPOAYKTK OT CbLiaTa NapTuaa, CepTUINKATLT He Ce MPeacTass.
(3 B cnyuyair Ha HeobxoAMMOCT OT cnewHa pfoctaska, JIEYEBHOTO 3ABEAEHWVE -
BB3NOXWTEJT nocoysa M3pUYHO B 3asBKaTa, Ye € Heobxoanmo Aa O6bAe M3BbpLLUEHA ChellHa
foctaBka. B 1031 cnydaid, goctaBkata cnefpa fa Obfe M3BbpLUeHa [0 6 4Yaca OT Mony4vaBaHe Ha
3adBKaTa M 3a KO/NMYecTBaTa M OMaKOBKWTE (CbOOPasHO KOHKPETHUTE /eKapCTBEHW MPOAYKTH,
MOCOYEHWN B TEXHUYECKOTO MPeL/IoOKEHNE Ha U3MbIHUTENA), TOYHO OMpese/ieHn B 3asBKara.
(4) NANBNHWUTENAT ce 3agb/mkasa, B CPOK A0 1 paboTeH AeH, B CnyyanTe ro an. 2 1 B CPOK Ao 1
yac, B C/lyyauTe Ha af. 3, Cnef nosiyyaBaHETO Ha BCAKa 3asBKa Ja YBeLOMMW MUCMEHO WU Mo (hakc
NEYEBHOTO 3ABEAEHWE - Bb3/TOXWTEJ B cnyyali Ye He MOXKe a U3BbPLUM A0CTaBKa Wn



B C/lyyald, Ye He MOXe fAa Crnasv CPOKbT 3a M3BbpPLUBaHE Ha [OCTaBKaTa, NpeAaMeT Ha KOHKpeTHarta
3asBKa.

(5) Kbm paTtaTta Ha BCAKa [0CTaBKa, OCTATbYHUAT CPOK Ha FOLHOCT Ha /1eKapCTBEHUTE MPOAYKTH,
cneaga fa 6bae He No-manbk oT 40 % /4eTMpuaeceT Ha cTo/ OT 06SBEHMA OT NPOU3BOAUTENS.

(6) Kbm pgaTata Ha BCiKa AOCTaBKa OCTATbYHMAT CPOK Ha roAHOCT Ha GMoNpoAyKT wunm 6ronofobeH
NPOAYKT, cneapa Aa 6bae He no-manbk oT 20 % /aBageceT Ha CTO/ OT 005SBEHWS OT NPOU3BOAUTENS.
(7) 3a konunuecTBa [oCTaBeHW M3BbH 3asBKaTta no 4n. 4, an.l, IEHEBHOTO 3ABEAEHWUE -
BBb3NOXWTEJT HAmMa 3a4b/mKeHMe 3a NniallaHe.

(8) B cnyyante no un. 10, an. 7 oT 4OroBopa, CPOKLT NO an. 2 KU 3 3arnoysa fAa Teye OT jaTtaTa Ha
nncmeHoTo cwrnacue Ha IEYEBHOTO SABEAEHWME - Bb3/TOXUTE.

V. MACTO HA JOCTABAHE
Yn. 5. (1) 3a MACTO Ha fOCTaBsAHe Ha CTOKMTe M0 TO3W [OroBop ce onpegens cnefHus agpec: Codus,
yn. ,bano mope” Ne 8, YMBA ,Llapuua MoanHa-ICYN” EAL - oTgen ,,5onHMuHa anTteka”
(2) PuckbT OT cnyyaliHOTO NormBaHe UK NOBPEXJaHe Ha CTOKWTe npemuHasa BbpXy JIEHEBHOTO
3ABEAEHWVE - BB3/TOXKWTEJ/1 0T MOMeHTa Ha MpuemMaHeTo MM Ha MACTOTO Ha [OCTaBsHe e
npuemarenHo-npesaBaTesieH NPOTOKO/.

VI. JATA HA JOCTABAHE HA CTOKNTE
Un. 6. 3a AaTa Ha JocTaBsHE Ce cuMTa faTaTa, Ha KOATO CTOKWTE ca [oCTaBeHW A0 afpeca MOCOYEH B
yn. 5, an. 1, npun ycnosuata Ha un. 9, an. 2.

VI1I.3AAB/DKEHNA HA N3MBIAHNTENA
Un. 7. NAMNbTHNTENAT ce 3aabkasa:
1 [la goctaBn CTOKWUTe B JOroBOPeHUs Cpok u da rv npegage Ha JIEYHEBEHOTO 3ABEAEHWUE -
BB3NOXKUNTE.
2. Oa npefage CTOKWTE, MakeTUpaHW WU MapKuMpaHu B CbOTBETHUA BWA, KOMMYECTBO W KayeCTBO Ha
MACTOTO Ha AOCTaBsAHE.
3. Mpu noanuceaHeTo Ha A0roBopa fa NpeAcTaBu:
a) JOKYMeHTM no yn. 112, an. 1ot 30Tr1.
0) rapaHumsa 3a U3Nb/IHEHWE, B eAHa OT (hopmmuTe, onpedeneHun B yn. 111, an. 5 ot 30I1, CbC CPOK Ha
Ba/MAHOCT 60 AHW cnef U3TUYaHe CPOKa Ha [0roBopa, KOATO ce 0CBO60XKAaBa B CPOK [0 60 AHM cref,
U3Nb/IHEHVE Ha [oroBopa. B cnyyald, e BaMAHOCTTa Ha rapaHUmaTa U3Tnya npesam forosopa fa ouae
n3nbvnHeH, N3MBJIHUTEJTAT ce 3agb/kaea Aa YAb/DKA CPOKa Ha Ba/IMAHOCT Ha rapaHumaTa C
TONKOBA [JHW, Taka Ye rapaHuuATa fa NoKpMBa 04akBaHUA CPOK 3a U3Nb/IHEHWE Ha Aorosopa natc 60
OHW. MapaHumaATa e B pasmep Ha 3% OT CTOMHOCTTa Ha forosopa 6e3 44C v Bb3nu3a Ha 3 868,76
nesa.
(4) [Oa poctaBA /fieKapCTBEHW MPOAYKTW, KOUTO OTrOBapAT Ha W3NCKBaHMATA Ha 3akoHa 3a
NeKapCTBEHNUTE MPOAYKTU B XyMaHHaTa MeauumHa (3/1MXM) - ga nputexasar Ba/IMAHO paspeLleHre
3a ynotpeba B cTpaHaTa, u3fgaaeHo no pega Ha 3JTMXM unm PernameHT (EO) Ne 726/ 2004 r. Ha
EBponelickua napnameHT 1 Cbeeta /un. 23, anl Ha 3/TTTXM/.
(5) Oa pocTaBs NekapCcTBEHU MPOAYKTU, KOMUTO ca BKAKOYeHU B punoxeHne Ne 2 Ha lMo3UTUBHUA
NeKapCcTBeH CrUCHK.
(6) B cnyyait, ye ce npasu Mbpsa LOCTaBKa No JafileHa NapTuia Ha eKapCcTBeH NPOAYKT, Aa npeicTass
CepTudmkat 3a 0cBOOOXKAaBaHe Ha napTupaTa, M3fdafeH OT KBanuguumpaHo nvue no 3/1MXM Ha
eIEKTPOHEH HOCWUTEN WAM MO eNEeKTPOHEH MbT Ha eNEeKTPOHHaTa MnoLla, MocoyeHa KaTo ajpec 3a
KOPECMNOHAEHUMS, NPUAPY>XEH e MNpeBog Ha Ob/rapcky esumk OT qumpMma, CKAKuYMna [orosop ¢
MWHMCTEPCTBO Ha BbHLUHMTE PaboTH 3a M3BbPLUBAHE HA O(IULMANTHW NPEBOAM.

VIII. SA0BJTXXEHNA HA NTEYEBHOTO 3ABEAEHWE - Bb3/TOXXUNTEN
Un. 8. TEHEBHOTO 3ABEAEHWE - Bb3/TOXWTEJI ce 3aabmkasa:
1 [a npneme foCTaBeHUTE B CPOK U HA MACTO CTOKW, CbOTBETCTBALLM MO BUA, KOMYECTBO U Ka4ecTBo
Ha OMMCaHOTO B HACTOALLMSA LOroBOP.
2. [a 3annaTun focTaBeHUTe CTOKM MO pefa Ha un. 3 OT HaCcTOoALLMA AOTr0BOp.
3. Crief, NpuKIOYBaHe M3MbJIHEHWETO Ha [OroBopa fa 0CBOOOAM rapaHumsTa 3a U3nbiHeHWe, 6e3 ga
Ob/DKW NINXBU 33 CPOKa, Npe3 KOWTO CpefcTBaTa 3aKOHHO Ca MPEeCTOs/IN Y Hero.



IX. MPMEMAHE N NMPEJABAHE HA CTOKUTE
Un. 9. (1) NpremaHeTO Ha CTOKUTE Ce U3BBbPLLIBA HA MACTOTO Ha AOCTaBAHE NOCOYEHO B Y. 5, an. L
(2 N3BMBNHWUTENAT wamM  ymb/HOMOLLEH OT HEero npeactaBuTen W MpeacTtaBuTeNl  Ha
NEYEBHOTO 3ABEAEHUVE - BDB3/TOXWTE/T noanucear npuemartenHo-npeaasartesieH
NPOTOKO/1, YA0CTOBepABaLL, NOMyYaBaHETO Ha CTOKUTE.

X. KAYECTBO, TAPAHUNWN N CPOK HATOAHOCT

Yn. 10. (1) CTokuTe, NpefMeT Ha HACTOALLMA AOrOBOP, CnefBa fa OTroBapAT Ha M3MCKBaHMATA Ha Y/l
7,an.4unb5.
(2) Kbm patata Ha gocTaBKarta, OCTATbYHWUAT CPOK Ha FOAHOCT Ha NeKapCTBeHWUTE NPOAYKTW, Cneasa
fa 6bae He no-mansbk oT 40 % /yeTupraeceT Ha CTO/ OT 065BEHNSA OT NPOU3BOAUTENS.
(3) B cnyyaii Ha focTaBKa Ha eKapCTBEHUS NPOAYKT € Mo - KpaTbK OT 40r0BOPEHUS CPOK Ha FOAHOCT,
[Ob/MKMMaTa HEYCTOMKa [a 6ble NPOMEHEHA, KaKTO CefBa:

oT 39,99% o 30% - 3 % BbPXY CTOMHOCTTA Ha AOCTaBKAaTa,;

0T 29,99% a0 20% - 5 % BbPXY CTOMHOCTTA Ha A0CTaBKara,;

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

nog, 10% - 10 % BbpXy CTOMHOCTTA Ha [OCTaBKaTa.
(4) OcTaTbYHMAT CPOK Ha rofHOCT Ha GMonpoAyKT /6nonofobeH NPOAyKT, cnefga fa 6bae He no-
mMabk 0T 20 % /nBafieceT Ha CTO/ OT 06sIBEHMSI OT NPOV3BOAUTENS KbM [aTaTa Ha BCAKa 40CTaBKa.
(5) B cnyvaii Ha gocTaBka Ha 61onpoayKT/6uonogo6eH NPOAYKT € Mo - KpaTbK OT A0r0BOPEHMSI CPOK
Ha rofHoCT, Ab/HKMMaTa HeYyCTOWKa e KaKTo Crefga:

oT 19,99% no 10% - 2 % BbpXY CTOMHOCTTA Ha OCTaBKaTa;

0T 9,99% [0 5 % - 4 % BbpPXY CTOMHOCTTA Ha [0CTaBKaTa;

nog 5% - 6 % BbpPXY CTOMHOCTTA Ha AOCTaBKaTa.
(6) NEYEBHOTO 3ABEAEHWE - BBH3/TOXWTEJT MoXe fa OTKaXKe NpUeMaHeTo Ha CTOKUTE,
aKo B [IeHS Ha TAXHOTO MPUCTUraHe WUAM MprviemMaHe OCTaTbYyHMA CPOK HA FOAHOCT € Mo - MabK OT
onpefeneHuns B un. 10, an. 2. n an. 4 MUHUMaNEH CPOK Ha rogHocCT.
(7) [JocTaBKaTa Ha fleKapCTBeH MPOAYKT C OCTaTbyeH CPOK Ha rofHOCT Mo-MabK OT 10 Ha CTO OT
065BeHNA OT MPOU3BOAUTENS U HA BMonpoayKT/6nonofobeH NPOAYKT € OCTaTbyeH CPOK Ha rofHoCT
Nno-Maibk OT 5 Ha CTO OT 06siBeHMsi OT NPOU3BOAMTENA CE M3BBLPLUBA CaMO C MUCMEHO Cbriacue Ha
NEYEBEHOTO 3ABEAEHWE - BB3/TOXKWUTEJT 3a KOHKPETHO KOMMYECTBO, OMNPeaesieHO OT Hero.
be3 M3pMYHO MUCMEHO Cbrnacue Ha NEYEBHOTO 3ABEAEHUE - BBb3/TOXXUTEJ/T CTOKUTE
HAMa Aa 6bAaT 3annallaHu.
(8) NckaHeTO 3a NUCMEHO cbrfacue, B cnyvauTe Ha an. 7, cnegsa ga noctenu B JIEYUEBHOTO
3SABEOEHWE - Bb3/TOXXWMTE/ B cpok Ao 1 (eanH) paboTeH [eH OT NoslyvaBaHe Ha 3asiBKaTa.
(9) B cnyyanTe Ha CrieLHn OCTaBKM NOCOYEHUTE B 1. 3 U al. 5 HeYCTOMKM He ce npuarar.

Xl. OTFOBOPHOCT 3AHETOUYHO M3MNb/IHEHNE. PEKTAMALNW
Yn. 11. (1) NEYEBHOTO 3ABEAEHWE - BB3/TOXWTEJT MoXe Aa npefsdBsBa pekramaumm
npeg N3MbJIHUTEJA 3a:
a) KO/IMYECTBO M HEKOMIM/IEKTHOCT Ha CTOKWUTE W/IN TEXHUYecKaTa JOKYMeHTauusa (SBHN HeJoCTaTbLm);
0) KauecTBO (CKpUTW HeaoCTaTbLUM):
- NPY JOCTaBAHE Ha CTOKM He OT JOr0BOPeHUs BUf, NMOCOYEH B un. 1,
- NPY KOHCTaTMpaHe Ha fedekTn npu ynotpeba Ha CTOKUTE.
(2) Peknamaummn 3a fBHW HepocTaTbUM Ha CTOKMTe ce npasat or JIEYHEBEHOTO 3ABEAEHUE -
BBb3/TOXXWTEJ], B MOMeEHTa Ha npefaBaHeTO MM, 3a KOETO Ce CbCTaBs MPOTOKO/, noanucaH u oT
[IBETE CTPaHMW.
(3) Peknamaumm 3a CKpUTW HepoCTaTbLM Ce NpaBAT Mpe3 Lenns CPOK Ha rofHOCT Ha [OCTaBeHuTe
CTOKW, KaTto pekfamauusaTa ce npuapykasa 3afb/HKMTENHO OT KOHCTaTMBEH MPOTOKOM, MU3L4afeH OT
M3nbnHWUTeNHaTa areHuma 3a fiekapcTeara.
(4 NEYEBHOTO 3ABEAEHWE - BDB3NOXWTE/T e pgnbkHO fAa yBeaoMu MUCMEHO
N3MBbIHNTENA 3a ycTtaHOBeHUTE AedekTn B 5 (MET) AHEBEH CPOK OT KOHCTATUPAHETO WM.
(5) B peknamauumTe ce nocoysa HOMEPHLT Ha LOroBopa, TOYHOTO KO/IMYECTBO Ha NOMYyYeHUTe CTOKM C
TEXHUA napTuaeH HOMep, OCHOBaHMETO 3a peknamauua M KOHKPeTHOTo mckaHe Ha JIEYEBHOTO
3ABEOEHWVE - Bb3/TOXWTEJI.



(6) B 5 (net) gHeBeH CPOK OT nonyyaBaHe Ha peknamauusata, N3MBJIHUTENAT cneasa fa
otrosopy Ha JIEHEBHOTO 3ABEAEHWE - BDB3/TOXKWTEJT NUCMEHO W KOHKPETHO [Janu
npvemMa peknamaumaTa UM 9 0TXBbPAS.

(7) Npw peknamaums 3a s8HU HepgocTatbuy 3MBJTHUTENAT e anbXKeH B CPOK OT 2 paboTHU AHU
OT Mo/lyYaBaHe Ha peknamauusaTa 3a CBOA CMETKa W PUCK Aa [OCTaBM Ha MACTOTO Ha [OCTaBsHe
KONMYECTBOTO NINMNCBALLY B fOCTaBKaTa / HEKOMMIEKTHU LOTOBOPEHN CTOKM.

(8 Mpu peknamauus 3a CKpUTW HepgocTaTbun, B cnydam vye W3MNBJIHUTENAT e npuen
peknamaumsTa, CbwmAT e AnbkeH B 10 (geceT) AHEeBeH CPOK OT MO/y4aBaHETO M fa 3aMeHu
[OCTaBeHNTE HeAOrOBOPEHN MO BUA / [e(eKTHN CTOKM 3a CBOA CMETKAa W PUCK WM NO MpeueHKa Ha
NEYEBHOTO 3ABEAEHWME - BBb3/IOXXWMTEJT ga BbpHe CLOTBETHaTa 4yacT OT 3an/jaTeHarta
LieHa, BEAHO C Ab/DKUMAUTE NINXBU.

(9) 1360pbT Ha MOCOYEHUTE NO-rope Bb3MOXKHOCTM [ja Ce BbPHe CbOTBETHATa YacT OT NAaTeHoTO Un
[la ce OCTaBAT HOBM CTOKM npuHaanexxu Ha IEHEBHOTO 3ABEAEHWME - Bb3/TOXKWNTES u ce
ynpaXkHsBa OT Hero nog opmara Ha nnucmeHo ysegomneHne o M3MbJIHUTEA, kato pasxoauTte
N PUCKOBETe Mo HOBOTO [oCTaBAHe ca 3a cmeTka Ha 3MbJ/THUTE/A.

(10) CrokuTe, npefMeT Ha peknamaumsa ce cbxpaHasat ot JIEYEBHOTO 3ABEAEHUE -
BB3/TOXKWTEJ o ypexaaHe Ha peknamauunTe.

XIl. OTTOBOPHOCT MNP HEN3MbJIHEHWE
Un. 12. (1) 3a HeM3nNb/IHEHME HA 384b/KEHUATA CU MO HACTOALMA AOr0BOP C U3K/HOYEHMe Ha Tesun no
un. 10, an. 2 u an. 4, N3MNBJTHATENAT gbmku Heyctolika B pasmep Ha 0.5 % Ha feH Bbpxy
CTOMHOCTTa Ha KOHKpeTHaTa 3asBKa, HO He noseye oT 10 % (deceT MpoueHTa) OT CTOMHOCTTAa Ha
KOHKpeTHaTa 3asBKa, KakTO W 06e3LleTeHVe 3a MPeTbpreHnuTe AeNCTBUTENHW Bpean B ClydauTe,
Korato Te HaAXBbpnAT [OroBopeHaTa HeycToika. B cnyvaute no un. 4, an. 3, nocoyeHaTa B
NPeaX04HOTO M3peyeHre HeyCToKa B pasmep Ha 0.5 % ce HauMcnsBa 3a BCEKM Yac MPocpoune, HO He
noseye oT 10 % (geceT MpoLEHTa) OT CTOMHOCTTA Ha KOHKpEeTHaTa 3asBKa, KakTo 1 06e3leTeHne 3a
npeTbprneHnTe AeCTBUTENIHW BPeAM B C/lydanTe, KOraTto Te HaaxXBbpsAT LOrOBOpeHaTa HeyCToKa.
(2) Korato npu Hannuve Ha peknamaumu, N3MBJIHUTEJTAT He u3nb/iHM 3a4b/DKEHMATA CU MO
pasgen Xl OT HacToALWMSA [LOroBOp B CPOK, CbWmAT Abmku Ha JIEYHEBHOTO 3ABEAEHUE-
BBb3/TOXKWTEJ HeycToilka B pa3mMep Ha 2 % OT LieHaTa Ha CTOKWTE, 3a KOMTO Ca HarnpaBeHU
peknaMauunTe.
(3 NEYEBHOTO 3ABEAEHWE - BBb3/TOXWTEJT ynosnetsopsBa NpeTeHUUUTE CU OTHOCHO
HEM3Nb/IHEHMETO Ha [J0roBopa, KakTo M 3a 3anjawaHe Ha HeyCcTOWKWTe OT CcTpaHa Ha
N3MNBbIHWUTENSA kato 3aabpyka rapaHumsaTa 3a U3nb/iHeHve no yn. 7, an. 3, bykea “6” oT 4Orosopa,
KaTo npegnpvema AenCTBMA 3a HEMHOTO YycBOsiBaHe. B cnyyald, 4ye CTOMHOCTTa Ha rapaHuusTa 3a
M3MbJIHEHWE He NOKpuBa BCUYKM AbmkMMU 0T U3MBAHUTENA HeycToiikun, TEYEBHOTO
SABEAEHVE - BDB3/TOXWTE/ npuxeawla Ab/HKUMUTE CYMW OT HacpewHW NMalaHnsa KbM
N3NBbTHUTENA.
(4) Mpwy Tpn NbTM BMHOBHA 3abaBa Ha N3MbJTHUTEA, npogbmkuna ¢ noBeye OT MOIOBUHATA OT
CPOKa 3a M3Nb/IHEHME Ha CbOTBETHOTO 3aAb/DKEHWE, B pamkuTe Ha Tpu Meceua JIEUEBEHOTO
3ABEAEHWVE - BB3/TOXKWTE/ vma npaBo fa npekpatu Aorosopa efHOCTpaHHO € 15-AHeBHO
npeaunsBecTue.
(5) NEYEBEHOTO 3ABEAEHWNE - Bb3/1IOXKWNTE/ vma npaso fa Npekpatn efHOCTPaHHO 1 6e3
Npen3BecTe HaCTOSALLMSA AOroBOP B Cyyail Ha CUCTEMHO HETOYHO U3Mb/IHEHWME Ha 38 b/DKEHUATA OT
N3MBNHWUTENA n npefsseHn noseye OT TPU peknamauuy B pamKuTe Ha TpU Meceua ot
NEYEBHOTO 3ABEAEHWE - BBb3/TOXKWUTEJ no peaa Ha rnasa Xl.
(6) B cnyyait, Ye no otHowweHne Ha M3MBJIHNTENA HacTbnaT obcToATencTeara no un. 54, an. 1,
m un. 55, an. 1 or 3akoHa 3a obulectBeHUTe nopwvykn, JIEYEBHOTO 3ABEAEHUE-
BBb3/TOXKMNTEJT nma npaBo fa npekpaT¥ eAHOCTPaHHO HacTosAWwmMs [orosop, 6e3 MMUCMEHO
npeaussecTme 1 6e3 ga 4b/MKN HEYCTONKN.

X1, ®OPCMAXOPHWN OBCTOATEJICTBA
YUn. 13 (1) CtpaHuTe No HaCTOALLMA [OroBOp He Ab/KAT 00e3LLeTEHNE 3a NOHECEHW Bpean 1 3aryon,
aKo nocnefHuTe ca NPUUYNHEHN B pesynTaT Ha HenpeogoMma cuna.
(2) Ako cTpaHaTa, KOATO e CnefBasio fa M3Nb/HW CBOe 3afb/KeHMe No Jorosopa e 6una B 3ab6aBa, T
He MOXXe Aja Cce No30BaBa Ha HenpeoAoMMa cuna.



(3 “Henpeogonuma cuia” no CMUCHA Ha TO3U [OroBOp € HernpeasuAeHO W/Man HenpesoTBpaTUMO
CbOUTME OT N3BLHPEEH XapaKTep, Bb3HUKHA/O CNef, CKIHOUBAHETO Ha 0roBopa.

(4) CrtpaHaTa, 3acerHata OT HenpeofonMMma cuna, € AJbXHa Aa NpeanpueMe BCUYKW [AENCTBUA €
rpmxara Ha fo6bp CTOMaHWH, 3a fa HaMaau [0 MUHUMYM MOHECEHUTEe Bpeau W 3arybu, Kakto u fa
yBeoMM MUCMEHO ApyraTa CTpaHa B 7-HeBeH CPOK OT HaCTbMBaHETO Ha Henpeogonumara cuna. MNpn
HeyBelOMsBaHe B MOCOYEHUS B MNPEeAXOAHOTO W3peyYeHMe CPOK Ce Ab/MKU  006e3leTeHne 3a
HacTbNuAMTE OT TOBa BpeAu. HenpeofonvMmarta cuna ce [oKa3Ba OT 3acerHarara CTpaHa CbC
cepTudumkar 3a opcMaxkop, n3fageH no CbOTBETHWUA pef OT KOMMETEHTHUA OpraH B [Abp)asara, B
KOSITO ca HaCTbNUIN (HOPCMaXKOPHUTE 06CTOSATENCTBA.

(5) [Aokato Tpae HernpeogosMMaTta CWMa, W3MbAHEHMETO HAa 3a8A4b/DKEHUATA U CBbP3aHUTE C TAX
HacpeLLHM 3ab/HKEHNs ce crnmpa.

(6) He npegcTaBnsBa “Henpeofonuma cuna” CbOWUTME, MPUUMHEHO MO HEOPEXHOCT WAM uypes3
YMULLSIEHO AEACTBME Ha HAKOS OT CTPaHUTE WM TEXHW MPeACTaBUTENN WM/UNW CNYXUTENN, KaKTO U
HegocTura Ha napuyHm cpeactea Ha W3MBJIHUWTENA n NEYEBHOTO 3ABEAEHWE -
BB3/TOXKUTE.

XIV. CIOPOBE

Un.14. (1) Bb3HMKHaUTE Npe3 BPEMETPAEeHETO Ha [I0roBopa CropoBe W PasHOTacKs MeXay CTpaHuTe
Ce peLlaBaT 4pe3 NperoBopy Mexmgy TaX. [oCcTUrHaTUTe [OrOBOPEHOCTM ce OopMSAT B MUCMeHa
thopma 1 ce NpeBpbLIAT B HEpa3e/Ha YacT OT [0roBopa.

(2) B cnyuaii Ha HenocTuraHe Ha 0rOBOPEHOCT MO MPEAXOAHUS UNeH, BCUYKM CTIOPOBE, MOPOAEHN OT
TO3W [JOrOBOP UM OTHACALLM CE [0 HEro, BK/OUMTENHO CMOPOBETE, MOPOAEHN OT UMM OTHACSLLM CE A0
HEroBOTO Tb/IKyBaHe, HefleCTBUTENHOCT, HEM3Mb/IHEHNE WM NPeKpaTsBaHe Lie 6baaT paspeLlaBaHu
cnopef 6bArapcKUTe MaTepuanHu U NPOLIECYaANTHI 3aKOHM OT KOMMETEHTHUSA Cb/ Mo pefa Ha MK,

XV. CbOBWEHNA

Un. 15. (1) BCMYKM CHOBLLEHNA MeXAY CTPaHWUTe, CBbP3aHW C M3Mb/IHEHWETO Ha TO3W A0roBOp ca
Ba/IMAHK, aKO Ca HarpaBeHM B NMCMeHa hopma 1 ca NognucaHn OT YMb/IHOMOLLEHUTE MPeLCTaBUTENN
Ha U3MBHUTENA namn NTEYEBHOTO 3ABEAEHUE - Bb3/TOXXUNTEJ.
(2) 3apara Ha CbOOLLEHMETO Ce CMATa:
S [araTa Ha npeAaBaHeTo - MpY PbYHO NpefaBaHe Ha CbOOLLEHUETO;
S [iataTa Ha MoLLeHCKOTO KieliMO Ha obpaTHaTa pasnucka - npy usnpataHe no nowara;
S [laTata Ha Np1eMaHeTo - Mpi 13npaLLaHe no gakc uam e-mail.
(3) 3a BanmgHM agpecy 3a NpuemMaHe Ha CbOOLLEHMS M 6aHKOBM CMETKW, CBbP3aHW C HaCTOALMSA
[LOroBOp ce cMATar:

3A N3MNBHUTENA:

agpec: rp.Cotoma-1756, yn. Jivyuesap CtaHueB™ Ne 5, Ten: 0800 12233, dhakc: 02 8133785, e-
mail: office@sopharmatrading.bg

6aHKoBa cMeTKa, nocodeHa ot N3MNbJIHATENA: BIC: RZBBBGSF,
IBAN: BG97RZBB91551064010532

SANNTEYEBHOTO 3ABEAEHWE- Bb3/TOXXUNTEN:

rp. Cogwma, yn. ,.bano mope” Ne 8, otgen ,,bonHuMyHa anteka”, Ten 02 9432429, gakc 02
9432117, e-mail: apteka@isul.eu.
(4) Mpwn NpomsiHa Ha Noco4veHus No an. 3 agpec WM 6aHKOBa CMeTKa CbOTBETHATa CTpaHa € [/TbXHa
[la yBejoMW fpyrarta B TPULHEBEH CPOK OT MpomsHaTa.

XVI. APYTWN YCNnoBUNA
Un. 16. (1) MpaBata M 3aAb/DKEHMATA MO HACTOALLMA [OroBOpP He Morat ga ce MpexBbp/saT
eIHOCTPaHHO Ha TPeTU NMua M MOAOOHM akTOBe He MopaxiaT MpaBHO [eicTBue 6e3 MUCMEHOTO
Cbrnacue Ha fpyrata CTpaHa, OCBEH B Ciy4vamTe Ha obe3nevaBaHe (rapaHTUpaHe) Ha 3afb/HKeHUs Mo
GaHKOBU KpeamnTy.
(20 3a HeypefeHuTe BBNPOCM B HACTOALLMA [OroBOpP Ce Mpuiara AencTBawoTo GbArapcko
3aKOHOAATe/CTBO.
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XYH. NOAN3MNBbMHUTENN - Henpunoxnmo
(NpUNo>K1Mo camo B CyyanTe, B KOMTO W36paHUs 3a U3MbAHUTEN y4aCTHUK € MOCoYnn, Ye Le
non3ssa noAM3NbIHUTENN, NPY CKNH0YBAHE HAPAMKOBOTO CropasyMeHue)
Un. 17. (1) NOAN3MBNHUTENNTE Tpsbsa fa 0TroBapAaT Ha CbOTBETHUTE KPUTEPUM 3a NoA60p
Cbo6pa3Ho BMAA U fjena OT NopbyKarta, KOWTO LLEe U3MbJIHABAT, 1 3a TAX [a He ca HaJiuLe OCHOBaHUA 3a
OTCTpaHsBaHe OT npoLieaypara.
(2 NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWNTEJ n3nckea 3amsaHa Ha MOAVN3MBIHUNTEN,
KOMTO He OTroBaps Ha ycnosusTa no an.l.
(3) Korato yacTTa OT nopbykaTta, KoATo ce m3nwbaHasa oT MOAN3MBb/IHUTEN, moxe ga 6bae
npegageHa Kato otgeneH o06ekt Ha M3MbIHUTENA wnm Ha JIEYEBHOTO 3ABEAEHWVE -
BBb3/TOXXWNTEJ, nocnefHus 3annatla Bb3HarpaxaeHue 3a 1asu yact Ha MO AUN3MNb/IHUTEA.
(4) PasnnawaHuatTa no an. 3 Cce OCbLECTBABAT Bb3 OCHOBA Ha WCKaHe, OTNPaBeHO OT
noAM3NBAHNTENA po JIEHEBHOTO 3ABEOEHUWE - BbB3/TIOXKWTE/T  upes
N3MB/THNTENA, KOWTO e A/TbXKeH Aa ro MpefocTtaBu Ha Bb3NOXWTENs B 15-AHEBEH CPOK OT
nosly4yaBaHeTo Mmy.
(5) Kbm nckaHeto no an. 3 M3MNbJIHUTENAT npepocTtaes CTaHOBULLE, OT KOETO Aa € BUAHO Aann
0CropBsa nnataHnaTa UM YacT OT TAX KaTo HeAb/DKUMU.
(6) NEYEBHOTO 3ABEAEHWME - BB3/TOXKWMTE/T nma npaBo Aa OTKaxe nawiaHe no an. 3,
KOraTto MCKaHeTo 3a MnaLlaHe e OCropeHo, 40 MOMeHTa Ha OTCTpaHABaHe Ha NPUYMHATA 3a OTKa3a.
(7) Hesasucumo ot usnonssaHeto Ha MOAVISITB/IHUATEJIA oTroBOopHOCTTA 3a W3Mb/IHEHWE Ha
forosopa e Ha U3MBJTHUTENA.

XVIII. SAKNTHOUYNTENHWN PA3IMOPEABU
Un. 18. (1) MNMpun cbCTaBAHETO Ha HACTOALLMSA LOrOBOP Ce NpeAcTaBmXa CrefHuUTe JOKYMEHTH:
S JokymeHTr no yn. 112 ot 3007,

S [Jeknapauusa no yn. 55, an. 6 ot 3/IMXM (korato e NpuIoXK1UMO);
S ["apaHUnsa 3a U3MbL/THEHME,;
Yy TexHuyecko 1 LieHOBO npefnoXeHne, HepasaenHa vyacT oT 40roBopa,;

(2) HacTosALWWMAT AOroBOp Ce CbCTaBW B TPW €HO06PA3HN eK3eMN/sApa Ha GbArapCKn e3vK - eAuH 3a
N3MNBMHWNTENA naea3a JIEUEEHOTO 3ABEAEHUVE - Bb3/TOXUNTE.
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MNpegnaraHn LLeHOBU napameTpu

ATC INN Hasa Ha
NPUWIOXeHVe
BO1AC24 Ticagrelor riepoparnkia
TBbpaA
BOZRDOD Coagulation factor Vil
(Moroctocog alfa) naperTepana
BOPRDOA4 Coagulation factor IX fapeHTepania

(nonacogalfa)
BO3BAOL  Cyanocobalamin napeHTeparHa
BOSCXO1 Glucose rapeHTepanHa

3abenexka Mapka Craryc

40%10m

3

BanmoeH

BanmpeH

BanmaeH

BanmneH

BanmaeH

Heobxoau
M 6poit
MSIPKM

67200

10000

En.ueHa 6e3
Aac

0021167

1022567

0,92949%

1,235833
0066133

EnLeHa c
Jine:

0,025400

1227080

1,11539%5

1,483000
0.0g9360

O6Lua LeHa ObLLa LieHa ¢

6e3 [C

142242

7669253

46474,80

370750
661,33

128958,58

Jilile

170691

9203103

55769,76

4449,00
793,60

154750,29



O6ocobeHa no3uuusa 1

Heobxoam Konnuect

. Mapka OkoHuare
M 6poi /mgtabl 3abenexx Craryc  W36paH Py THProBCKO BO HanueH

MAPKA HA Ka c Py HaVMeHOBaH/e  aKTVBHO MApka Ha e
(hopma 3 ,m/ Bo 5O OMNaKoBKa ]

JlekapcTs
ATC INN

i nepopaviH AstraZeneca HanmueH
BO1AC24 Ticagrelor aTBBpIA 67200 gy BanmaeH Ia 2B, LLBeLys BRILIQUE 0] mg % BIC

HannueH

BRILIQUE 60 ny 5 i

lprefilled
syringe +
1 plunger
rod +1
sterile
Pfizer Europe infusion
BampaeH na MA EEIG, ReFacto AF 500 U set +2
Benrvs alcohol
swabs +1
plaster +1
gauze +1
vented
sterile cap

HannueH

Coagulation factor  napeHtep 75000 U BIMIC

VIII (Moroctocog alfa)  anHa

ReFacto AF 00 U 1



BOZEDOA Coagulation factor IX napeHtep 50000

BO3BAO1

BOSCXO1

(nonacog alfa) anHa
Cyanocobalamin MAPEHTED 3000
anHa
Glucose MAPEHTER 10000
anHa

U

40%10

BanmpeH

BanmpeH

BanmaeH

fa

fa

Pfizer Europe

IIMA EEIG,
Benrus

Codpapma

AL,
Brirapusa

Codhapma

AL,
Buirap

BeneFIX 500
Vitamin B2 02 M/
-1ml
Vitamin g2 +mY/mM-
Iml
Glucose 40%-10
Sopharma m
Glucose 40%-10

Sopharma m

1vial

powder +
1pre-
filled
U syringe HanmueH
BIVIC
solvent 5
m +1
injection
set
HannueH
10 BIVIC
HannueH
10 BI1IC
HannueH
m 0 BI/IC
m 5





