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PEIIYBJIMKA BbJTAPHSI
MHHUCTBDP Ha 3MPaBe0na3BaHeTo

Wi, V2 02-01- 20 /01.06. 25

YPE3
JOU. JI-P HATAJIMS KUCEJOBA
MPEJCEJATEN HA

51-TO HAPOJJHO ChBPAHUE
HA PENYBJIMKA BBJITAPHSI

A0

I'-)KA KPUCTHHA IIETKOBA

HAPOJEH NPEACTABHTEJ OT

nr ,,IPOAbIKABAME INIPOMSHATA ~ JEMOKPATHUYHA BBJIATIAPUA+

Ha Bam u3x. Ne 51-554-06-1949/22.05.2025r.
Ham Bx. Ne 02-01-262/23.05.20257.

OTHOCHO: OMAYCRURE Ha AEKAPCMBENTE NPOOVKIU RO MPUMECCYHU e1EKMPOIHU peyenmu

YBAXAEMA JOHEHT KUCEJIOBA,
YBAXKAEMA I'OCHOXO IIETKOBA,

BbB Bpb3ka ¢ nocThmio B MHHMCTEPCTBOTO HA 3ipaBeoliaiBaHe1o (M3), upes
npeaceaareas Ha Hapoanoto cubpanne Ha Penybsnka brarapus. Baule 3anMThane 0THOCHO
NMpeABHX1aHE HAa Bb3MOXHOCT 3a eIHOKPATHO OTIIyCKaHe Ha 1AI0TO KONHYECTBO jlIeKapcTBEHH
NPONYKTH, Npeanucano Ha Tpoiua peuentypsaa 6nanka (obpaseu M3 - H30K Ne 5A no
npuaoxenne No 7 wum ui. 24, an. 1 or Hapeoba Ned om 2009 2. 3a ycioguama u peda 3a
ApednuCeae W OMAVCRARE A 1EKAPCMEEH it npOOYKmit) 3a NETUs IepHoA OT TPH Mecela, Bu
NPEAOCTARSM ClesiHaTa MHPOPMALIHS:

CwnrnacHo fAeficTBaliara HOPMATUBHA vpeada. HA 3APaBHOOCUTYPEHOTO JHLE CE

OpeAnuMeBaT 1 OTNYCKAT NCKApCTBEHH MNPOJYKTH. 3allidllaHH Halb/aHoO HIH YacCTHIO OT
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Haumonannara 3apasnoocuryputenta kaca (H30K), npy crnaspane Ha cleqnHTe yCTOBUS U
pen:

e 1a ca Brmouenn B [punokende Nel na [Tosutusana nexaperisen crnuesk (IJIC);

e 13 A NOKA3aHK 33 NeyeHue Ha 3abonaBanus, BkaoueHn B Cluuchbia Ha 3a00/19BaHHATA,

33 YHETO AOMAUIHO JIeYEHME HA TEPHTOPHATA Ha CTpaHara H30K zanmnaiia Hamrs/aHo MK

YACTHYHO JIEKAPCTBEHH MPOJYKTH, MEAMIUHWHCKY W3ACIAA ¥ NUETHYHH XpaHH 3a CrelHaHd
MEAMUMHCKH LeiH, yTBbpaen ¢ Pewenue Ha Hansopums cpser Ha H3OK. Jleuenuero Ha
2260]9BaHHsA, KOWTO HE ¢a BKIIIOYEHH B TO3M CITMCEHK, He Ce TIOKpHBA che cpeacTna Ha H30K.

B pamKuTe HA JOMALIHO JleqeHHe Ha TEPUTOPHSTA HA CTPAHATA CBINIACHO Wi. 24 OT
Hapeoba Ned om 4 mapm 2009 2. 30 ycroguama u peda 3a npeonuceéane u omnyckare Ha
nexapemsenu npodykmu (Hapedbu Ne4), nexapCTBEHHTE NMPOAYKTH, KOWTO HANIBIHO HIN
yacTHUHO ce 3angamar or H30K 3a pomawso neucHye, ce TPEeANUCcBAT Ha ENCKTPOHHO
Mpeanucasue, KakTo cieasa:

° CAMHMYHO eNeKTPOHHO TIpeAnMcaHWe — 3a NpEeANMCBAHE Ha JIEKApCTBEHH
NPOAYKTH 32 NedeHue Ha 3a00IBaHKA, B KONMYECTBA 33 He NoBeye oT 30 K, OCBEH KOTATO
JMTICBA TOXOAAILA ONTAKOBKA CHIIIAaCHO Criucyka no wr. 262, an. 3JITIXM;

. TPOMHO eNEKTPOMHO NPEINACAHKAE 32 TPEANTUCBAHE HA IEKApCTBEHH NPOAYKTH
34 JIEYCHHE HA XPOHHUKK 3a00TABAHHS. B KOTHYECTBA 3a He ToBeve oT 100 aHu.

Ha ocHoBanue 4. 49, an. | or HauuoHanHust pamMkoB AOroBOp 3a MEAMUHHCKM
neinoctu 2023-2025r., nexapcTBEHHTE JIPOAYKTH, MEAMUMHCKATE H3ACITHA U JHETHYHUTE
XPaHH 3a CNENMAIHA MEAUIHHCKH el Ce NPEeANACBAT CJIe/l H3BbPIIEH TIperse /KOHCY A Talus
OT JeKapst, KOWTO ce IOKYMEHTHpa B aMOy/NaTOpHHA JIKCT M C€ YNOCTOBEepsABa ¢ NOANHCa Ha
naudedra. Crnell MONy4aBaHe Ha IPEANUCAHUTC JCKApCTBEHH IPOAYKTH 110 NOCIEAHATa HacT
OT TpPOHHOLO IpEMMUCcAHHe, NALMEHTHT Clelld OTHOBO [1a [OCETH H3IIBIHMTEIL Ha
MENMIIMHCKA NOMOLL 33 H3/IaBaHe HA HOBO TAKOBA 3a CNENBAIIATE 3 Meceua.

B T03M CMHCBA, NpH aMOYJIaTOPHKS TIPEriie L, NEKYBaILHAT AeKap H3BbpLIBa Oll€HKa Ha
AKTYANHOTO 3/PABOCIOBHO ChCTOMHHE HA NALMEHTA, HAQ AKTYAJIHH KIHHUYHH W IpYrA
OTHOCHMMU 34 ChOTBETHOTO 3a00NSBaHE H3CIC/BAIIHA W (IPEANHUCBA C CIICKTPOHHO NpEANHCaHe
Ha malLKeHTa HeobxoauMarta Tepalua. Jlexapst ¢hulo Taka HHGOPMHPA 31PaBHOOCHTIYPEHOTO
JTHIE OTHOCHO TOBA ) JIEKAPCTBEHUAT IPOAYKT ¢ BiuttoucH B [Ipunoxenne Nel na 1UIC 1
NASTH Ce annam@ HambaHo Hau wactuudo ov H30K. Tipu npeannceane wa Tepanuira ce
nocousa AO3HpOBKaAI a, HalHHa Ha llpr]O)KSHHC., 'lcpaues'rwma'ra cXxemMa H 06u1a’ra
HPOABLIKHTENHOCT Ha TepanHaTa, KaTo Ce B3eMa MpeBHA e)eKTHBHOCTTA Ha IpHJjlaraHara
JekapcTBeHa Tepallus. BHIMOKHH IEKapCTBEHH BI3AUMOAEHCTBUA, MMOABA HA HEXC/NARH
MEKApCTBEHW PCAKLHK OT IPOBEXKIAHOTO NEHCHHE.
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ChriacHo pasropeibara Ha 9. 26 an. 3 u 5 o1 Hapedba Ned, mipu HEOOXOAUMOCT OT
POMEHM Ha INpPEeIIMCAHHTC JIEKAPCTBEHH TIPOAYKTH IO H3/ANEHO TPOMHO EJNEKTPOHHO
npennucanre (peuentypna Gnanka obpasen M3 - H30K Ne 5A no npunoxenune Ne7) uiu
makmouypaHe Ha cpumre ot IUIC, e permaMeHTHpaHa BB3MOXKHOCTTA [IE€KapAT, H3Jal
OpEeANUCaHMeTo, [a aHyavpa HEeU3NbIHCHMTE OTpA3BUK/YACTTA OT TAX C HEOTNYCHATHTE
NIEKApCTBEHH MPOLYKTH ¥ Na W3a/E HOBO.

B To3u cryyai, eAHOKPATHOTO OTHYCKaHe Ha USIOTO KOAMYECTBO OT NPEANHCAHATE C
TPOHHOTO ENEKTPOHHO MPEANHCAaHHE NEKAPCTBEHH TPOAYKTH, Oy I0BENO 70 MonyyaBaHe OT
NAlMeHTa HA JeKAPCTBEHH ITPOAYKTH, KOMTO MOXE [a He C€a IIOKasaH B CHOTBETCTBHE C
AKTYAIHOTO 34PABOCIIOBHO ChCTOMHUE HA NALMEHTA, MOXE Jla € Bb3HUKHANA HEOOXOIMMOCT OT
JIPOMAHA Ha TepanusTa Kato BUi (apMaKOTepaneBTHYIHA TIpyla WA J03UPOBKA, KaKTO H
IOpaji BhH3HUKHAIH HEXENAHH IeKapCTBEHH peakuuy. I1o To3y Ha4uH MIe ce BL3NpendircTsa
BB3MOKEOCTTA, JIEKYBAlUMAT JieKap 1a aHyJIMpa HEH3IBIHCHMTE HaCTH Ha €NCKTPOHHOTO
NpeaNMcaHue, Thil KaTo IPH XUIOTe3a HAa EIHOKPATHO OTHycKkaHe, Te Iue 6poar Bede
M3MBJIHEHH M 110 TO3M HAYMH ILE Cce OTPaHHYH Bb3MOXHOCTTA TOH Aa NPEeITHILE Ha NauKeHTa
[0AX0/AA11a Tepanus.

OTaenHaTe 9acTy Ha TPOWHOTO €IEKTPOHHO MpeANMCAHKE Ce M3MBAHABAT CHITIACHO
npeapuaennTe B Wi. 30, an. 2 ot Hapedba Ned cpokoBe, CYMTAHO OT 1aTaTa Ha U3/[aBAHETO UM,
CHOTBETHO — JATATA HA OTHYCKAHE Ha MPeAXOJHOTO KONHYECTRO OT NPEAMHCAHUTE NPOAYKTH,
KAKTO CNeaBa: 10 15 KanetAaphu K - 38 OTPA3BK A; 10 45 KaieHAapHy OHU - 33 0TPasbK B,
o1 50 110 75 KaneHnapHu QHW - 3a oTpsa3bK C.

ToBa naBa BBIMOXHOCT HA OTNYCKAUIMS MAarucTep GapMaleBT. KOHTO M3NbIHsiBa
Clle[BAlIATA YACT Ha TPOHHOTO EAEKTPOHHO TIpeanMcaive (OTPSA3bK OT TpUMeceuHaTa
peuerTa), 1a cbobpasi M3ITbIHEHHETO HA OTACIAHATA 4acT Ha €NIEKTPOHHOTO MPEANUCAHNE C
KOJHYECTBOTO JIEKAPCTBEHH NPOAYKTH, HEOOXOAMMM Ha 3/paBHOOCUTYPCHOTO JIMLE 33
IepHoJia Ha jleficTBHE Ha pelienTara.

Cornacho Wi 13 oT geicTBAaIUTE YCi106us U ped 3d CKUO0YEUHe NA UHOUBUOYANHU
D0POBOPY 3 3UNICYAHE HA TeKUPCMBEHU npodyxkmu no wi. 262, ar. 6, m. om 3axona 3a
Aexapcmeenume npoOyYKMU 6 XYMAHHAMA MeOUYUNA, HU MEOUYUNCRU W30€TUA U HU OUeMUYHU
Xpunu 30 CREYUAIL MEOUYUHCKU e, 3anIAWail Hamelno uiu yacmuudo om H3O0K,
fleKapeTBENHTE TIPOAYKTH MOraT 4a 61AaT IoNyYeHH H OT IPHHOCHTE, CIIC)L IIPENOCTABAHE Ha
JIOKYMCHT 3a CAaMONTHUYIHOCT.

Ha ocHOBayUe TOPEH3T0KEHHTE IPABHH H MEHLIMHCKH ChOOPAKEHHS, PEATTHCBAHETO
M OTHYCKANETO HA JIEKapCTBEHH MPOYKTH, 3aTialllany HalbIAHO MK HaCTHYHO OT Brojvkera
ya H30OK rapanTupa HelpeKbCHATOCT HA NpPOBEXJaHaTa OT NAlMEHTa TEpaiii. HO IpH
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criasBaHe Ha MeOWIHHCKATa LEejechbobpasHoCT, CBbp3aya ¢ epHOJUYHOTO NPOCNE/ABaHE Ha
e)eKTa OT MpUIAraHaTa TepalHs H NPeleHka 3a HeoOX0AMMOCTTa OT HEHHATA IPOMSHA.

B saxmouenne, M3 we o6cbau cremectHo ¢ H30K Bb3MoxHOCTHTE 32 €IHOKPATHO
T0/ly4aBaHe Ha USIOTO KOTMHYECTBO JIEKApCTBEHH TMPOAYKTH, NPEANHCAHH 34 [IEPHOA OT TpH
Meceua, Karo BLIPOCHET Objie N0CTaBeH 3a PasIIMpeHo 06CHXIaKe ¢ YHaCTHETO Ha BOACIUIHM
METHIMHCKH CIIEUMATHCTH [0 ChOTBETHHTE 3ab0NsgBaHMA K CBOTBETHHTE ChCIQBHH
OpraHH3aIMY, Thil KATO 3a TAKMBA CHINECTBEHH MPOMEHH B OTHOCUMATA HOpMATHERA ypenba,
e HeoBXONMMO 1A ObAAT AQHANMM3MDAHH ¥ H3ICNEABaHK OOIIMTE M cnenuHHHMTE

XapaKTepHUCTHKH HA NPOTHUAHETO N IIpOCJIENIBAHETO Ha CHOTBETHATE 3300JI1BAHHA.

C yBaxeHHe,

30.5.2025r

X Cwnnen Kupwnes

Sianed by: Silvi Kirilov Petroy
JIOIL. J-P CHJIBU KHPWJIOB, AM
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