@ UHOOPMALIMOHHO

OBCAYXBAHE

Bx. N2
30-00-278/03.10.2024
Codun

ceraacuo IIT:

3ASBKA no /loroBop Ne P/[-14-40 o1 29.05.2023 r. &
(Bx. Ne I10-16-2224/29.05.2023 r. na ,,MadopmanuoHHO
obocayxsBane“ AJl)
3ASIBKA (akTyaan3upaHa) wh

Io3nnms oT Ne no peo 15
OI-2024 r.: om IIT”
OnHcaHHe HA
JeHHOCT/IIPOeKT IIpomeru Ha cucmemu 6 H3OK - npoexm Ha uacmu

Yact 6

IIpomenu e npoyeca no npednuceane u OMNYCKaHe HA J1eKapCmeeHl cpedcmea HazHaveHu oe3
npomoxon u 3aniawarnu om orwoxcema va H3OK.

CPV kon

72200000-7

H3nckBaHe 3a
JOCTBI 10
KIacHHOHPAHA
HHpopManHs

JA/HE

HE

CroiiHocT: (crmoiiHocmma credea
da cvomeemcmmea Ha
3anodxcenama e Ilnan-spagpuxa)

oe3 JIJIC

Cmounocm Ha
yacm 6 3a 2024 2. no
npoexm 15

Cmounocm ¢ Hampynéane
3a 6v3710MCeHUmMe yacmu
no npoexm 15 3a 2024 2.

Ob6wa cmounocm Ha
npoexm 15 3a 20242.
(cven. IIT-2024 2.)

83 000,00 ne.

Yacm 1 — 82 000,00 ne.
Yacm 2 — 74 000,00 ne.
Yacm 3 — 77 000,00 ne.
Yacm 4 - 78 800,00 xs.
Yacm 5— 76 000,00 ne.
Yacm 6 — 83 000,00 ne.

1000 000,00 ns.

HavnaH 3a mIama=e:
(eoHoxpamHo, Ha yacmu,
NepuoOUYHO, A8aHcoeo Ul op.)

Eonoxkpamto, cied noonuceane Ha npuemo-npeoagameneH npomoxoa no ui. 6
om 002080pa, yOoCmoeepaeaily nNpuemMare Ha U38bPuleHUme NPpoMeHuU U u30adeHa

Gaxmypa.

Cpoxk Ha H3ObJIHeHHe: (om
oama — 0o oama uau e meceyu,
aKo He e 008bP3aH € KOHKPemHa
oama)

Cpox 3a usnwvixerue - cveracyo ui.l, anr9 om oozoeopa oo 10..10.2024 2
Cpox Ha caparyuoHHa nodopvicka — 0o 31.12.2024 2.

T'apaHOHOHEH CPOK:

CovanacHo mexsuyecxume napayiempu

OTuHTAaHE: (NEPUOOUYHO —
nocouea ce nepuood, eOHOKpPamHo,
CPOK 3a omyumare, omyem-u
OOKYMeH M)

EonoxpamHo, ¢ noonuceare Ha npuemo-npeoagamees Npomoxo.a no ui. 6 om
002080pa, yOocmoeepaeaily NpUeMaHe Ha U3EbPULeHUMEe NPOMEHU.

Hpunoxenns: (Hanp:
mexHu4ecKu napamempu,
0opazyu Ha omyemHu
OOKYMeHMU)

Texwuuecku napamempu

HacTosimaTa 3asiBKa Aa ce H3NbJIHH IOPH YCJIOBHATA HA HPHJIOKEeHHTEe TexHHIeCcKH oapaMeTpH.

3AABKATA e H3TOTBEHA H CBIJIACYBAHA OT:

Koopunnarop o 3asiBKaTa:

IToonuc:

! O16enasBa ce B caygaii de 3adBKaTa € aKTyalH3HpaHA

3anuyaBaHuaTa B JOKYMEHTUTE Ca Ha OCHOBaHMeE un. 4 oT OBLWnsA pernaMmeHT OTHOCHO 3awjMTaTta Ha
AaHHnTe — PernamenT (EC) 2016/679.




Hoonuc:
PnkoBoanTes Ha
MPOEKT/AeifHOCT Mo 3asiBKaTa
(Hamp: mpeAcTaBHTEN Ha
JUpeKuusaTa — 3asBUTEN):

3ASBKATA e OOBPEHA OT:

Tloonuc:

PbkoBoauTes Ha AoroBopa ot
crpana Ha Bb3JIOKUTEJIA:

3ASABKATA e IPUETA 3A U3ITBJIHEHUE OT U3ITbJIHUTEJIA:

Tloonuc:
Koopaunatop ot
»HAH(popMannonHo
oocayxkBaHe“ AJl mo 3asiBKaTa

Tloonuc:
PbkoBoauTes Ha
NPpOeKT/AeiiHOCT Mo 3asiBKATa

Tloonuc:

PbkoBoanTEN M0 H3NBJIHEHUETO
Ha Jlorosopa ot
»HAH(popMannonHo
obcaayxkBaHe“ AJl




LTEXHUYECKHU ITAPAMETPHU

3a MPOMEHH B MPoIeca Mo npeInucBaHe U OTIyCKAHe HA JIEKAPCTBEHN CPEICTBA HABHAYEHH
0e3 mMpoToKoJI M 3ariamanu ot 0wakera Ha H3OK.

1. IEJ

HeoOxomumute npomenu B napopmanuonaute cuctemu Ha H30K ca B choTBeTCTBHE ¢ Y CoBUS
U peJl 3a U3MEHEHHUE U JIONbJIHEHUE Ha Y CJIOBUS U PEJl 3a CKIIIOYBAHE Ha MH/IMBUTYyaJTHU JOTOBOPH 3a
3aluIallaHe Ha JIEKapCTBEHU IIPOAYKTH 110 4il. 262, at. 6, T. 1 oT 3akoHa 3a JIeKapCTBEHUTE NPOILYyKTU
B XyMaHHaTa MEIMIIMHA, HA MEIULIUHCKU U3/IeIHs U Ha JUETUYHU XpaHH 3a CHEIUAIHU MEIUIIMHCKI
LIeJIM, 3arjIalady HanbiaHo win yactuyHo ot H30K (O6w., /IB, 6p. 1 ot 2 snyapu 2024 r., u3m. u
not. Op. 4 ot 12 ssayapu 2024 r., u3Mm. u goi. 6p.61 ot 19.07.2024 r ), ¢ koeTo ce 1enn:

1.1. Peasin3upane Ha HOB HAayMH Ha 3alllalllaHE HA JIEWHOCTUTE MO OTIyCKaHE HAa OCHOBAaHHUE
4. 45, an. 17, 1. 4a ot 330 Ha JieKapCTBEHH NMPOAYKTH, HA3HAYEHU O€3 IMPOTOKOJI, 3arljIaliaHu
Ha 100% ot H30K.

1.2. Cp3naBane Ha BE3AMOXKHOCT 32 OTYMTAHE HA PEIENTH Mpenucanu 6e3 MpOTOKOI U ChOTBETHO
OTIyCHATH YacTUYHO OT JoroBopHute naptHbopu Ha H30K — antexurte. OxoHUYATEIHOTO
U3MBJIHEHUE MOJKE Jla C€ OCBHUIECTBU JO JBa paOOTHH JAHU OT I'bPBOHAYAIHOTO YACTUYHO
U3MBJIHEHWE, HO HE TO-KbCHO OT JaTara Ha HW3THYaHe Ha CpoKa Ha BAJIMTHOCT Ha
€JIeKTPOHHOTO mpeanucanre. ChIIO Taka, JIeKapuTe clie/lBa J1a UMaT BB3MOXKHOCT Ja
IIPEJITUCBAT TIoBeue OT 3 JIEKapCTBEHM MPOJIyKTa Ha €{Ha perenTypHa OJaHKa, 3a KOUTO HeE €
HeoOxoauM npoTtokoi. CrenBa aa Obje MpeABUAeHA Bb3MOKHOCT JIEKApUTE Jla peInnucBaT
Ha ejiHa penenTtypHa 61anka, peumOypcupana ot H30K, nexapcTBeHn mpoIyKTH, CBEP3aHu C
JICYCHUETO Ha Pa3INYHU 3200 ISIBAaHUSL.

CucrtemuTe, B KOUTO TpsiOBa 1a ObaT u3BbpIlieH: mpoMenu ca [lepconanm3upana nndpopmanmonHa
cuctema (ITHC), Uarerpupana wadopmarmonna cucrema (MMC), CnpaBoyna cucrema.

2. JEMHOCTH U U3UCKBAHUS KBbM U3ITbJIHEHUETO

2.1 AHAJIN3 U ITPOEKTHUPAHE

2.1.1 Apanu3 u NpOEKTHpaHE HA IPOMEHUTE. AHaIM3BT Clle[Ba Ja C€ M3BbpIIBA Ha 0Oaza
npoyuBaauss U oomeHeHa mHpopMmanus ¢ H30K. 3a menmure Ha aHanmm3a Bb3IoKuTelsAT OKa3Ba
cpaeiicTBue Ha V3mbiHuTens.

2.2 PABPABOTBAHE

2.2.1 3a nexapcTBeHHUTE MPOIYKTH, Ha3HAUeHU Oe3 MpoToKoJI, 3ariamanu oT Ha 100% ot H30K,
ce orpe/ies IieHa Ha JIGHHOCTUTE TI0 OTITyCKaHe Ha ocHoBaHue Wi. 45, an. 17, T. 4a ot 330, KosTO ce
W3YHCIISBA TI0 CIICTHUS AJITOPUTHM:

— llenara Ha IeifHOCTHTE TTO OTITyCKaHE € B pa3Mep Ha 15 Ha cTo OT KpaifHaTa I[eHa Ha OMaKoBKa
JIEKapCTBEH MPOIYKT, OTIIyCHATa OT anTeKara,

— AKxo u3unciienara ,,llena Ha oTiyckane* HajBUINABa 25 JB. 3a €JHA OIMAKOBKA, TO II€HATa Ha
OTITyCKaHe 3a OIMaKOBKa € paBHa Ha 25 JIB.

— ,Kpaitna nena“ mo cmuceia Ha uwi. 32, an. 2, 1.1 or YcioBusita U pega € cymara OT
peumOypcrara croitHocT Ha H30K u cToiiHOCTTa, 3amiaTeHa OT MalfieHTa 3a JIeKapCTBEHUS
npoaykT. KpaiinaTa 1eHa He MOXKe Ja € MO-BHCOKa OT MaKCHMaJlHaTa yTBbLpJeHa IIeHa 3a
THPTOBEIl Ha €]IpO;

— Koraro nekapcTBeH NpoayKT ce OTITyCKa B ONAKOBKA, pa3IM4Ha OT OKOHYATEIHATA, [leHaTa Ha
JeHOCTTA 10 OTIYCKaHe ce pa3Ipe/iess MPOMOPIUOHAIHO CIPSIMO OTIIYCHATOTO KOJIMYECTBO.
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[Ipumepu 3a n3uncisBane Ha OOHyca:
1. 3a geaumu JieKapcTBeHHM NPOIYKTH:
ITpu niena Ha nexapcTBeHUs NPOIYKT o1 166.67 nB. - HanpuMmep 1iena 17.55 ..
Opoli B omakoBKa 6
Oonyc Ha omakoBka 17.55 * 15% = 2.6325 3axpbIuisiBa ce 10 BTOpus 3HaK 2.63
PesynrarsT 3a O0HYycCa 3a eiHa ommakoBKa € 2.63
[Ipu oTnyckaHe Ha €IMHUIIU OT Ta3U OMAKOBKA, OOHYCHT C€ U3UUCIISIBA 10 CICAHUS HAYMH:
2.63 paznensime Ha 6 u nosmyuaBame 0.438333333 3a enuuuiia 3akpbrisiBame 110 S 3Hak 0.43833
3a 2 equHUIM yMHOkaBame 2 * 0.43833 = 0.87666 3akpbrisiBame 10 2 3HaK 0.88
Pesynrarst 3a 6onyca 3a 2 equnuim e 0.88 nB.

IIpu neHa Ha JlekapcTBeHUs NPOoAYKT Haja 166.67 nB. - 6oHycsT € 25.00 nB.

Opoii B OmTakoBKa 6

[Ipu oTnyckaHe Ha €IMHUIIM OT Ta3W ONAKOBKA, OOHYCHT C€ U3UUCIISIBA 110 CIEAHUS HAYMH:
25.00 paznename Ha 6 u mostyyaBame 4.166666666 3a equHuIa 3aKpbrisiBame 10 S5 3Hak 4.1666
3a 2 equHUIM yMHOKaBame 2 * 4.1666 = 8.33334 zakprwriasBame 10 2 3HaK 8.33

PesynrarsT 3a 6oHyca 3a 2 equauIm € 8.33 1B.

2. 3a HeaeIUMHU JIEKAPCTBEHHU NMPOAYKTH:
[Ipu niena Ha jgexapcTBeHUs MPOYKT 1o 166.67 nB. - nena 15.13 ns.
Opoii B OmakoBKa 6
6onyc Ha onakoBka 15.13 * 15% = 2.2695 3akpbIiisiBa ce 10 BTopusi 3HaK 2.27
PesynTarst 3a 6oHyca 3a efjHa onakoBKa e 2.27 JB.
[Ipu niena Ha nexapcTBeHUs MPOAYKT Hall 166.671B . 6oHychT € 25.00 nB.

2.2.2 OcurypsiBaHe Ha BB3MO>KHOCT 3a OTXBbJISIHE/BaIA/MpaHe Ha ONAKOBKA JIEKAPCTBEH MPOTYKT
B perenta B UMC na H30K, xaTo nienata Ha oTiyckasne ce ¢popMupa 3a 3arialjaHe 1 ce BKIIIOYBA BbB
(UHAHCOB OTYET HA AlTeKa, KaKTO 10 MOMEHTa - (popMupa ce 001l CyMapeH pejl ¢ ob1ara CTOHHOCT
Ha BCHYKH ,lleHn Ha JneffHoCTHTE IO OTIyCKaHe Ha JICKapCTBEHH MPOIYKTU 3a JOMAIIHO JIEYCHHUE,
Ha3HaueHU Oe3 IPOTOKOJI, 3a KOUTO HE Ce U3BBPIIBA EKCIepTU3a, 3amamany Ha 100%o0t 6roketa Ha
H30K*. B cnyuaii, ye BCUUKH JIEKApPCTBEHU MPOAYKTH B J1aJICHO OTIyCKaHe (1isjIa perenta Wid 4act
OT pelenTa) ca OTXBBPIJICHH 3a 3alljIallfane, [[eHaTa Ha OTIIyCKaHe HsMa J1a ce BKJIIOYBA BHB (PMHAHCOB

OTUCT Ha alITCKa 3a 3alljlalllaHe.

2.2.3 BeB BPpb3Ka C HOBUSA HAYUWMH Ha H3YUCIIIBAHC Ha IICHA Ha JECUHOCTUTE IIO0 OTITYCKAaHC, B

TOJIYMCCCUHOTO U3BCCTHUC € HGO6XOZ[I/IMO Ja 6T>I[aT HU3BBPIICHU CIICIHUTE IPOMCHU:

— To3umus ,,POR1* me 0bae BanuaHa camo 3a m3nbaneHute 10 30.06.2024 r. penentu. Hama
Jla ce BKJIIOYBA BBB (DMHAHCOBH JIOKYMEHTH 3a M3bJIHeHH Ha U ciie 01.07.2024 r. perienTw.

— Ilosumus ,,POR2“ ,CroitHOcT, 3arutammaHa Ha amnTeka, 3a oOpaboTka Ha €JIeKTPOHHO
MpeanucaHie ¢ MPOTOKOJIHHU JIeKapCcTBA™ 1€ Ce BKJIIOYBA B IMOJYMECEYHHUTE H3BECTUS U

HU3BCCTUATA CIIC] KOHTPOJI KbM allITCKUTE;

— Bwuexnaa ce HoBa no3unus ,,POR3* |IleHa Ha neifHOCTUTE MO OTIYCKAaHE Ha JIEKAPCTBEHU
MPOJIYKTH 3a JOMAIHO JieYeHWe, Ha3HayeHW Oe3 MPOTOKOJ, 3a KOUTO HE C€ H3BBHPIIBA
ekcrneprusa, 3amiamann Ha 100% ot Omomkera Ha H3OK®, kosito me ce BKIOuBa B
MOJIyMECEUHUTE M3BECTUSI M M3BECTHUSITA Clie]] KOHTPOJ KbM alTEeKUTe 3a W3MBIHCHUTE HA U

cnen 01.07.2024 r. eneKTpoHHM [IPEANINUCAHUS.



2.2.4 Heobxomumu mpomennte B UMC u ITMC na H30K:

— 1upomsHa BB ,,Dopmar Ha XML ¢aiin 3a oTunTaHe Ha HCKOBETE Ha allTEKUTE-I0TOBOPHH
naptibopu Ha H3OK®, karo ce ngomycka oTuMTaHe Ha TOBEYE OT TPHU JIEKApPCTBEHHU
MIPOJYKTA B €/IHO €JIEKTPOHHO MPEANUCcaHue

<xs:element ref="PrescriptionDrug" maxOccurs="3"/>
Jla CTaHe:
<xs:element ref="PrescriptionDrug" maxOccurs="unbounded"/>

— peamm3upane Ha Bp3MOxkHOCT B [IMC n MV C 3a npuemane u oOpaboTBaHe Ha €EKTPOHHI
MpeANUCcanusl, U3MbJIHEHN YaCTUYHO B €/1Ha alTeKa UId OT pa3inyHu anteku — 1.e. H3NC
e npeaoctaBuiia nopeve ot eqno HPH Ha oTmyckane;

— peanmM3upaHe Ha KOHTPOJ Ha OTIyCHATO KOJMYECTBO CIPSIMO MPEINUCAaHO KOJIMUECTBO Ha
YaCTHYHO OTITYCHATH JIEKAPCTBEHUTE MPOTYKTH;

— peanm3upaHe Ha J0 5 CIIPABKHU 33 YACTUYHO OTITYCHATH €JIEKTPOHHU TPEITHCAHMUS.

— peanM3upaHe Ha CIPaBKH 3a KOHTPOJ 3a OTIYCHATUTE JEKAPCTBEHH MPOAYKTH, KAKTO
cieJBa:

v TlpennucBane Ha mosede ot 3 nekapersa Ha 1 30J1, 3a IMKB

v Tlpeanucanu IeKapcTBa €IHOBPEMEHHO IO MPOTOKoI 1A u 6e3 mpoTokon 1A Ha 1 30J1

3a 1 MKDB, B croTrBercTBHE CBhe 3ammca B KojoHa AK "3abemexka" B CHOHCBK C
nexapcTBeHn mpoaykTH, kouto H30K 3amnarma mo pexa na Hapenda Ne 10/2009r.
He ce no3Boinsia npennucBane Ha JIII, kouto cwriacHo kojoHa ,,.Bua mpoTtokois mno
oOpazern, cpriacHo Hapenba Ne4/2009r. na M3“ ot Criucbka, € mocoyeHo ,,I 'pyna IA mo
npoTokoJi, yTBbpjaeH oT komucus B I[Y ma H30K wu 3aBepen B P3OK* m B komoHa
»3abenexka“ Ha CuChK C ekapcTBeHH mpoaykTH, konto H30K 3arurama mo pena Ha
Hapen6a Ne 10/2009r. e mombineno ,,CoraacHo wi. 60 or HPJ[ na 30J1, monygaBamm
JekapcTBa mo mnpotokon [A, He moraT na ObIaT NpeANUCBaHU JPYTU JIEKapCTBEHU
npoaykta oT Ilpunoxkenme 1 na IIJIC, mpennasHayeHm 3a JI€YEHHE HA CHINOTO
3a00J151BaHe, 3a CpOKa Ha JeCTBUE HA TPOTOKOIa®.

v IlpeanucBane Ha MOBEYE OT 2 JIEKAPCTBEHU MPOIYKTAa OT €IHO U CHIIO MEKIYHAPOIHO
HEMaTeHTHO HAaMMEHOBAHUE, 3a MOBEYE OT €/IHO 3a00JIsIBaHE;

v' Xocruramuzupanu 30J1 oryyaBainy iekapcTBEHH MPOJIYKTH 32 OCHOBHATA THArHO3a Ha
XOCIUTATH3AIMS OT H3BFHOOTHIYHA TIOMOIII,

v IlpennucBane Ha JEKapCTBEHU MPOAYKTH B HApyIIeHHE Ha BH3PACTOBH OrPaHHUECHUS
ykazaHu B ,,Orpanudenust B npennucBaHeTo Ha [lpunoxxenne Nel na IlozutuBen
JIEKapCTBEH CITUCHK;

v’ TlpennwcBane Ha IWETHYHU XpaHW B HapylIeHHe Ha KOJIOHH ,,3a00JIIBaHE CHIIIACHO
cnuchk 1o wi45, and or 330“ m ,Bp3pactoBa rpyma, 3a KosTO € MpeaHa3HAuYeHA
xpanata‘“ ot cnuchka Ha H30K 3a queTnynn xpaHu 3a crieruaidd MeIUITTHCKA TIeITH.

2. TECTBAHE U BHEJIPSIBAHE

[lenta Ha neffHOCTTa € yCTaHOBSIBAHE Ha CTENEHTa HAa ChOTBETCTBHE Ha MPOMEHEHUsI coPTyep C
n3nckBaHusATa Ha Bp3noxurens. CodryepsT ce TecTBa mpenBapUTEIHO NMpH M3mbiHUTENS, clen
KOETO ce TecTBa U OT Bwb3noxurens. llenta e KoHcTaTHpaHe W IOCIIEABAINO OTCTPAHsSBAHE HA
€BEHTYaJIHO JIOIIyCHATH B X0/a Ha peaIM3UPAHETO I'PEIIKU, HETOUHOCTH, HEChOTBETCTBHSL.



B pamkute Ha mpoekta copTyephT ce BhBEX/a B peallHa eKCIUIOATaINs ChC ChACHCTBHETO HA
€KHUIIa [0 MPOEKTa OT cTpaHa Ha M3mbiHUTENS 32 U3M0I3BaHe OT BCUUKH ITOTPEOUTEIH.

3. TAPAHIIMOHHA NMOJJPBKKA
Cren ycnemHoTO BHEJpSBaHE Ha IMPOMEHEHUs coTyep, cieqBa Ja ce OCHTYpPH TIapaHIIMOHHA
MOJJIPBIKKA 3a pealln3upaHuTe IPOMEHH, KOSITO ce npeaocTass 1o mpoekt 14 ot [1I" 2024.



