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YITPABATEJEH ChBET

PO®. JI-P KOCTAJAH AHI'EJIOB
[IPEJICEJATEJ HA KOMMCUA TIO 31[P'ABEOHA3BAHETO KBM 49-0 HC

KOIUE J0:

I'-H ACEH BACWIEB
MHWHHCTHP HA ®UHAHCHUTE

PO®. I-P XPUCTO XUHKOB
MUHUCTHP HA BIIPABEOHAEIBAHETO

NPO®. WJIKO 'ETOB
3AMECTHUK-MHAHHCTDBP HA 3IIPABEOHA3BAHETO

NOIL. JI-P MUXAWI OKOJIMMCKHA
[TPEJICEJIATEJT HA HAJI30PHMSI CBBET HA H30K

I'-H CTAHUMMUP MUXAWIOB
YTIPABUTEJ HA H30K

MEJAUTE

OATA: 27.09.2023 r.

OTHOCHO: [Iucmeno  CTaHOBHMIIE — HA Boarapcky  JIeKapcku - ChiO3, Aconmanuara  Ha
HAYYHOU3CTIEIOBATENICKUTE dpapMaLeBTUHU MPOM3BOUTEIH g Bparapus (ARPharM),
Boirapckara acoupanus Ha THProBLUMTE Ha €pO C JNleKapCTBEHH TIPOAYKTH (BATEJD),
Beirapckara reHepuIHa dapmarieBTHYHa acoLualus (BI'®apMA) 1 WICHYBAUATE B TIX
KOMTMaHu| OTHOCHO [IpoekT Ha Meroauka 3a yCcJIoBHsATa M pelia 3a sanamane ot H30K
Ha JIeKapCTBEHHUTE MPOIYKTH, TpHiarati B GoNHMYHATA MEMIMHCKA MOMOLL, M3BBH
[ileHaTa HAa CHOTBETHWTE KIMHUYHU rpTekr/aMOyIaTOpHH TIPOLEAY PH, nyOJiMKyBaH Ha
MHTEpHET CTpaHulaTa Ha H30K Ha 26.09.2023

VpaxaeMu rocmnoaa,
Cpe 3akoHa 3a Oropkera Ha H30K 3a 2023 r. Hapoanoto cpOpaHue BBBEE HOBO NPaBuio,

criopea KOETO IIeKapCTBeHHTe MPOAYKTH 32 OHKOJIOTMYHH 3a00JIIBaHud 1€ CE 3aruiamar Ha 1eHa, paBHa
Ha HaW-HUCKaTa IleHa 3a ChIIUA JIeKapCTBCH NpoOayKT, OT JOCTABEHHTE HA BCHYKH OoHMIM TIPE3



TIPEIXOIHMs MECeLL. HogoTo mpaswio TpadBa 1a 6bl1e IPUIOKEHO OT 1 OKTOMBPH. Haji3opHUAT CHBET HA
H30K npue METOMKa 33 HEeroBOTO npriaratie v s ny61uKyBa 3a OOIIECTBEHO o0CHKIAHE.

HoBoTo mpaBwiio 3ab/DKaBa H30K na 3amiaina JajieH JeKapeTBeH NPOYKT Ha BCUYKH neueOHU
3aBe/[eHNs, OTUENH IO Tpe3 TeKYIHs MECell, Ha LieHa, paBHa Ha Hali-HHUCKaTa I0CTaBHA [[eHa, OTYeTeHa OT
eHO JieueOHO 3aBEICHHUE 32 TIPE/IXOIHMS MECCLL. Taka (opMupaHaTa IO HM3KIIOHUCHUE e/IHOKpaTHa
JI0CTaBHa II€Ha 32 €IHO neuebHO 3aBesieHne Ou cTaHaia peumOypcHa LieHa 38 BCHHKH ocTaHaM JieueOHu
3aBe/ICHNS, 3Ky TAIM U TIPUTIOKHIIA CBHOTBETHHUS JIEKAPCTBEH MPOAYKT.

buxmMe HCKaJaH Aa 3aBUM cepnozmlTe cu omaceHmsi, € TaKa npuHeraTra pasnopenﬁa MOXKe
aa yBe.rm'm 32/LTHKHAJIOCTTA Ha JeyeOHUTE jaBejeHus W 1A 0oCTaBH XHJISAH OHKO000THH 0e3
JKMBOTOCHACSABAIIH JiekapcTBa.

JleueGHuTe 3aBeneHUs 3a OonHUIHA MOMOLL 3aKyIyBaT JIeKapCTBEHH TPOLYKTH 32 JICUEHHE Ha
a70KaUeCTBEHN 3a00nsBaHus, npunarat I B ycroBusiTa Ha GONHMYHA MeIMLIMHCKA TOMOLL M OTHUTAT
CTOMHOCTTA HA MPHIIOKEHUTE 33 ONpPE/C/ICH nepyvosl MEIMKAMEHTH 32 sarpramane ot H30OK. Lienute, Ha
KOMTO CE 3aKyIlyBaT JIEKapCTBCHHTE NpOAYKTH, HE MOratr 1a GBIAT TMO-BUCOKM OT OMPEAC/ICHUTE B
[To3WTHBHMS JIEKAPCTBEH CIMCHK LECHM Ha THProBell Ha €apo ChC CIEAHUTE eJIeMEHTH: IleHa Ha
TIPOM3BOIMTEN, HE MO-BUCOKA OT Haii-uuckara B 10 xbpxkaBu oT EC, Ha/ueHKa Ha ThProsell Ha €/1po, HE
o-Bucoka or 3% | He noseue OT 10 nB., u JYIC. JleueOnute 3aBeCHUA C JBPKABHO U OOIIMHCKO
y4acTue IpOBEXAAT oGLIECTBEHH TIOPBUKH, TIPH KOMTO MOXE Ja ce MOCTHTHE W MO-HMCKa LieHa OT
omnpejeeHara B [UJIC. MUHHCTEPCTBOTO Ha 3/paBeOna3BateTo TpOBEX/a LEHTpaIM3upata npoueaypa 3a
oblIecTBeHa TOpBUKa 3a CKIOYBAHETO Ha PaMKOBO CIIOpasyMEHHE, [OCTUTHATUTE B KOETO LIEHH C€a
3abJDKATEJIHY 32 H30K u 3a JjedeOHuTe 3aBEIICHHA. [lo cunara Ha [AEHCTBAlOTO Jocera
sakonoparenctso H30K He 3amnmaima JleKapcTBEHH MPOIYKTH Ha LICHa, [O-BHCOKAa OT Ha#-HHCKara,
[IOCTHIHATA YPe3 BCEKH OT H30pOeHNTe [10-rOpe MEXaHU3MH 3a KOHTPOJL.

B KOHKPETHH Ciydad, IO H3KIIOUCHHE, e BB3MOKHO JOCTaBHaTa LEHa 33 CIHO ne4eOHO
3apeieHHe 3a JajieH TNepuoa Ja Obie 3HAYMTENHO MO-HUCKA OT ompejieneHara lLeHa B JIC u
[HOCTHIHATWUTE B Tpoueaypure 32 obIecTBEHUTE TIOPBUKH  LICHH. CaMO OT TIOCHEIHUS MeCeLl
CHIIECTBYBAT MHOXECTBO MPUMEpH 32 daxTypy Ha MEJIMKAMEHTH Ha CTOMHOCT 3HAYMTEJIHO TMO-HUCKaA OT
penmOypcHaTa CTOMHOCT Ha npoykrute (Ham TP MBTH [O-HHCKA), @ 3a HAKOM JIOpH ChHLICCTBYBAT
daxTypy Ha HyJIeBa CTOMHOCTH WM OJIM3KH [0 HyJIaTa KaTto IpUYMHUTE MOraT /1a 6BbaaT pa3udHu, KaTo:

e JILIDKAMH HEYCTOWKH 32 J0CTaBKa Ha MPOMYKTH C HaMajeH CPoK Ha TONHOCT IO JOrOBOp 32
ob61iecTBEHA TIOPhYKA;

e  p3MbIHEHHE HA KOHKpETHA JIOCTaBKa, KOATO € obBBp3aHa ¢ APYrH JIOrOBOPHHU OTHOLIEHHUSI Ha
eueOGHOTO 3aBeJICHHe M JI0CTaBYMKa, KaTo Hamp. eHOKpaTHa J0CTaBka Ha rpymna OT MPOJYKTH €
oTCTHIKA Ha 6aza 00eM;

e CIIOpa3yMEHMC 3a JOCTAaBKHU B onpeaeacH CpOK IIpH crielMaIHy yCJIOBHs HA TUIalaHe;

e JapeHus, KOWTO B MOBEYETO Clydau ca Ha ,,CHMBONMYHA LIeHA" H 0OBBP3aHH ChC CUCTOBOAHH
JIOKYMEHTH;

e B myOnuuHMs OTYET HA H30K e nocoyeHa camo LieHaTa, HO HE C€ MosICHsIBA NIpUYHHATA, KOATO
yecTo € €JIHOKpaTHa U crienrduyHa (KOMNeHCalus, HeyCTOWKa U p.), B CHIIHA MOMEHT TEKCTHT
B HOBaTa pasnopenda He jasa sAcHa neuHULMA HA ,,I0CTABHA 1eHa®, KbIeTO 1 Ce MPEeABUIAT
BCHUKHM TOPENOCOYEHH JIEBUALIMA 1 7a c€ MHHUMH3UPAT rPEIKUTe PHMCKOBETE 33 BCHUIKH CTpaHu
BKJIFOUEHHU B IPOLIECA;



e ia B3eMeM 3a mpumep (akTypa ¢ TPU IBTH MO-HHUCKA OT onobpeHara lLieHa, TOBa € CepHO3HA
MPe/NoCcTaBka 38 HEBB3MOXKHOCT Ha KOMITAHUATA MPOU3BOLTEI /1a 07106py 1oo6Ha CTOMHOCT U
PUCKBT OT GJI0KMpaHe Ha JIOCTABKHMTE Ha MPOAYKTa € abCOJIIOTHO peasieH;

PHCKOBETE OT BHBESIJIAHETO HA HOBOTO MPaBWJIO B JEHCTBHE Ca CEPHO3HH WM Bapupar oT
reHepupase Ha 3arybu 3a 100pOCHBECTHH feyeOHy 3aBeICHHUS, 3aKYIHIM U NPHIOKUIH JICKAPCTBEHH
NpOyKTH TMpH ChOTONaBaHe HA JEHCTBALOTO 3aKOHOMATENCTBO, 1o OnoKMpaHe Ha JOCTaBKMTE Ha
ompejesieHH  JIEKapCTBEHM MPONYKTH W JIMINaBaHEe Ha  XHMILH OHKOOOJIHM  TMAlMEHTH OT
JKMBOTOCIIACSBALIM JIEKAPCTBA.

HacrosBame fa mpeanpueMere He3abaBHM JedCTBHA, 3a Ja HE ce JIOMycHe OBIrapcKUTe
NALMEHTH ¢ OHKOJIOTMYHY 3a00/IABaHKs 1a HE MOTaT Ja NojTyar HEOOXOJMMOTO MM HKHBOTOCIIACABALIO
JICYCHHE.

C yBakenmue,
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