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ACOLIVIALIVS: HA HAYYUHOW3CAEAOBATEACKUTE
(DAPMALIEBTVMHY MPOU3BCANTEAV B BBATAPYS

ARPharM CoBpemeHHu peweHus 3a Obazapckus nauueHm

A0: P AAHUENA [AAPUTKOBA
NPEACEAATEN HA KOMUCUA MO 34PABEOMA3BAHE KbM 44 HC

r-H KUPUN AHAHUEB
MUHUCTBP HA 34PABEOINA3BAHETO

KOTIME: i-iA KEHIA HAHEBA
3AMECTHUK-MUHUCTBP HA 34PABEONA3BAHETO

A-P BOMKO MEHKOB
3AMECTHUK-MWUHUCTBP HA 34PABEOMA3BAHETO

r-*KA CBET/IAHA MNOPAAHOBA
3AMECTHUK-MUHUCTBP HA 34PABEOINA3BAHETO

NPO®. HUKO/IAX AAHYEB
MPEACEAATE/ HA HCLP

AOL. A-P AHTE/ KYHYEB
[IABEH /IbP*KABEH 34PABEH MHCMEKTOP

AATA: 09.03.2020T.

OTHOCHO: MpoeKT Ha 3aKOH 3a M3MeHeHWe U AOMb/HEeHWe Ha 3aKOH 3a /IeKapCTBEHUTE
NpOAYKTU B XyMaHHaTa MeAULUHa.

YBaxkaema r-xo lMpegcegares,
YBaxkaeMu r-H MUHUCTBP,

Obpbliame ce KbM Bac B KayecTBOTO CWM  Ha MNPeACTaBATeNHa  OpraHusauua  Ha
Hay4HOM3CNeaoBaTeNCKaTa GapMaLeBTUYHA MHAYCTPUA B Bbarapus, KoATo 0beanHABa 24 MexayHapoaHH
MHOBAaTMBHM NPOM3BOANTENM W NPUTENKATENN Ha pa3pelleHna 3a ynoTpeba Ha nekapcTsa. B ToBa c1 Ka4ecTso
AcoumaumaTa M3passBa OBLWOTO MHEHWe Ha CBOMTE YNeHOBe Mpej, AbPMKaBHUTE WHCTUTYLMM U
opraHu3sauumuTe B chepaTa Ha 34pPaBEOna3BaHETO MO BbNPOCK, Kacaelly 34paBeona3BaHeTo, 1IeKapCTBEHOTO
cHabasABaHe M 3annallaHeTo Ha JIeKapCTBEHW NPoAyKTM c nybanyHm cpeactBa. OCHOBHa LUes Ha
opraHusaumaTa e Aa 6bae NapTHbOP Ha 34paBHUTE BNACTU B OCUTYPABAHETO Ha AOCTbN Ha Bbarapckute



NauMeHT [0 CbBPEMEHHO, Ka4eCTBEHO W e(pUKAaCHO /NeKapCTBEHO /IeYeHWe npu YCTON4MBOCT W
npeABMaMMOCT Ha NyBANYHUTE Pa3xoam 3a ieKapcTsa.

MOBOABT 3@ HACTOALLOTO MUCMO € NPABUOTO ,Hall-HUCKa LieHa”, NPUaraHo y Hac B NPOAb/IKeHVe
Ha rOAMHM — LieHaTa Ha NPOM3BOAMTEN Ha Onpe/esieH IEKApCTBEH NPOAYKT He MOXe [ia € NO-BMUCOKa OT Hait-
HUCKaTa LeHa Ha Cbliva NPOAYKT B Apyrv Abpwasu oT EC. ToBa NpaBuno rapaHtpa HUCKM LEHW Ha
NPOW3BOAMUTEN Ha /NIEKapCTBEHWUTE MNPOAYKTM Yy HAac, HO CblieBpemeHHO BOAM A0 3agbnboyaBaHe Ha
PasNUKMUTE B LIEHWUTE Ha JIEKAPCTBaTa C ApYrv Abpikasu B EC 1 HeJOCTUT Ha peauLa 1eKapcTBEHU NPOAYKTU B
pe3ynTaT Ha MpekbCBaHe Ha AOCTaBKMTE NOPaaW NPOWU3BOACTBEHW NPobnemu, usternaHe ot 6bArapckua
nasap wav ot Mpunoxenns 1, 2 n 3 Ha MJIC, KakTO U HEAOCTUr B PE3yNTaT Ha M3HOC, BBbMNPEKW 4e
NpOW3BOANTETE AOCTABAT KONMYECTBA, HaABulaBaiy noTpebneHneTo B CTpaHaTa. PesynTarsT OT
NONUTUKATA ,,Hali-HUCKa LieHa" ce ycella Hal-0CTPOo B CUTYaL MK Ha NAaHAEMUM NN eNUAEMUN C TONAM obxBarT,
3aCAraLiy MHOTO AbPXaBK, KaTo HacToAwaTta Takasa ¢ COV-19, KoraTo pUckbT OT npobnaemu ¢ AOCTaBKUTE Ha
NeKapcTBa e Hal-roNsiM 1 3acsra B Hali-ronama cTeneH AbpykaBuTe C TBbpAe PECTPUKTABHA LEHOBA NOAUTHKA.

ARPharM v KOMNaHMMTE, YNeHyBally B OpraHM3aLmMaATa, M3pasaBaT CBOATa FOTOBHOCT Aa paboTaT B
TACHO CbTPYAHUYECTBO C HBArapCKMUTE BNACTH, 33 Aa NAEHTUPULIMPAT NOTEHLMAN@H PUCK OT HEAOCTU Nopaau
NPOW3BOACTBEHM Npeau3BMKaTencTBa MAM usHoc, cebp3aH c COV-19. KomnaHuute HenpekbeHaTo
Habnlo4aBaT CBOMTE BEpWUrM 3a AOCTaBKM W pasnonaraT C NJaHOBE 3@ HEMPEKbCHATOCT Ha BusHeca
W3BbHPEAHM CUTYaLIMK, 33 13 3aLMTAT AOCTAaBKUTE HA leKapCTBa B bb/rapua v e EBpona.

CblueBPEMEHHO HacToAllaTa cuTyauua e nosoj Aa Bu 06bpHEM BHUMaHUeE, Ye e HeobxoaMmo
BbBeX4aHe Ha U3KAOYeHune OT MNpPaBuNoTo ,,Haﬁ-HMCKa u,eHa”, KOETO fAa rapaHtvpa AO0CTaBKUTE Ha

NeKapCTBEHM NPOAYKTH B NAHAEMUYHU W ENUAEMMUONOTNYHYU CUTYALIMA W Aa Hamau c/lydauTe Ha HepoCTUr
nopagu oTTernaxHe oT nasapa uam ot nnc.

B Tasu Bpb3Ka Npejsiarame BbLBEXKAAHETO Ha MNpasuio, Ye UeHata Ha npov3BoauTeN Ha
NIEKapCTBEHWUTE MPOAYKTH, BKAIOYEHW B [punoxerne 3 Ha M/IC, a UMEHHO fNIeKapCTBEHU MNPOAYKTH,
npeaHasHa4yeHun 3a neveHne Ha CMWH, Ha nHbeKLMOo3HK 3abonaBaHNnA, Ha 3ab0nABaHMUA M3BBH 0bXBaTa Ha
3aKoHa 3a 34paBHOTO OCUTYpABaHE, 3anaallaru No peaa Ha v 82, an. 1, 7. 8 0T 3aKOHa 3a 34paBETO, KaKTO
N BaKCUHU 33 3a0bJ/IKUTENTHAU MMyHU3aLUUN U pevMmyHU3aLnu, BaKCUHU MO cneumanHu nokasaHua U npu
W3BbHPEAHN 06CTOATENCTBA, CneunduyHn cepymu, MUMYHOTI0BY/IMHM, Aa HE MOXe Aa € Mo-BUCOKA OT
CpeaHOoapUTMETUUHATA OT TpUTe Hali-HMCKM LIEHN Ha CbLUKUA NPOAYKT B pedepeHTHUTe AbpPKaBU.

OcTaBame Ha pa3no/ioXeHwe 3a cpela ¢ Bac 1 ¢ Balima exun 3a o6chKaaHe Ha npeasnokerunero!

C yBaxkeHue:

Jenan [eHeB
M3nbaHuTeneH ampekTop Ha ARPharM



