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I'-H KHPHUJI AHAHUEB
MHUHUCTHP HA 3/IPABEOIIA3BBAHETO

I'-7’KA "KEHU HAYEBA
SAMECTHHUK-MHUHHUCTBP HA 3/IPABEOIIAZBAHETO

OTHOCHO: nonbanenue KbM Hamre muemo u3x. Ne 90-00-90/25.03.2020 r.

YBAXKAEMH I'OCIHO/IMH AHAHHUEB,
YBAKAEMA I'OCIHOXKO HAYEBA,

B jo1rbiiHenne KbM Bede OTIIpaBeHUTe npe/uioxkenns Ha Kondenepaumnsra na paboroaareaure
¥ HHIyCTpHaiuuTe B Bbiarapus u o npepioxenue Ha Komurer ,,3apaseonassane” koM KPHb
33 W3BBHPCHHM MEPKM B CEKTOp 3/paBeona3paHe BLB BpPb3Kd CBbC CHpaBAHE C
paznpocrpanenuero Ha COVID19, Guxme uckany s1a u3pa3um MoJAKpena 3a ome eaHa Mspka,
a MMCHHO Bb3MOXKHOCTTA JIaJICH JICKAPCTBEH TPO/IYKT, KOHTO HE € HAJIMYEH B alITeKa B MOMEHTA
Ha THPCEHE OT CTPaHa Ha MalMeHTa 1a Ob/Ie reHepHYHO 3aMeCTeH OT MarucThp (apMaleBT npu
M3PUYHO CHIJIACHE HA LIALMEHTA.

Y6enenu cMe, 4e Ta3u 3aKOHOJIaTeHa MPoMsHa Ha 3aKOHA 32 MEPKHTE H JICHCTBUATA 110 BpEME
Ha W3BBHPE/IHO M0JIOXKEHUE, 00sBeHO ¢ peurenye Ha Hapoanoro cxOpaunue ot 13 maprt 2020 r.
me ¢ e(eKTHBCH WHCTPYMEHT 3a [peo/ojsBaHE HAa BpPEMEHHA JIMIICA HA OlPEIEICHH
JIEKApCTBCHYU MPOJIYKTH B AlITEKHTE, MOA0OPABAHE HA J0CThIIA HA OBIrapCKHUTE IPaIaHH 10
JOCTBITHA ¥ KAUYeCTBEHA JIEKAPCTBEHA TEPAIUs, KAKTO H HAMA/ISBAHE HA HEIATHBHUTE NPONECH
cpe/l MallMeHTHTEe OTHOCHO NOCTAaThYHOTO CHAOASBAHE C TbPCEHMTE OT TAX /IEKAPCTBEHH



MPOJIyKTH Ha Objirapckus nasap. ToBa 3HAUMTEIHO 1e 001eKYH HAaTOBapeHOCTTa Ha BepUrara
3a cHab/19BaKe ¢ neKapcTBa B bbjirapus 1pe/1Bu/l npein3BUKaTeICTBATA HA 00LI0-€BPOTIEHCKHS
1asap 3a HopMajiia pUTMHYHOCT Ha JOCTaBKHTE HA JIEKAPCTBEHHUTE MPOIYKTH, KAKTO H BCE OIIE
He BJIE3IHTE B cHNa MepKH Ha EBponeiickata KOMUCHS 32 3a1MTa ¥ TPHOPUTETHO NTPEMHHABAHE
Ha NPEBO3UTE HA JIEKAPCTBEHH M MEIAMLMHCKH NMPOAYKTH MNPe3 TCPUTOPUHTE Ha CTPAHHTE-
ynenku Ha EC.

BB3MOXHOCTTa 32 FEHEPHYHO 3aMECTBaHE OT CTPaHa Ha MarucThp — (papMalleBTHTE, KOUTO ca
Ha/UICKHO KBaIH(PMUMpAHH 3a TOBA 3APABHH CIEUMATHCT, ¢ OOJEKYM 3HAYMTE/IHO
00C/Ty)KBaHETO Ha IALMEHTH B YCJIOBUS HA M3BLHPEOHH MEpPKH 3a OrpaHHueHHe Ha
pasnpocrpanerndeTo ha COVID-19 1 npu He0CTAaTHYHN KONHYECTBA HA OIPEESICH IPOYKT
B MOMEHTA, B KOHTO IalHEHT MMa HYX/a OoT Hero 0e3 Aa ce Hasara MoBTOPHO NOCELIEHHE B
anTekaTa. 3aMEeHSHETO Ha NpPeAIMCaH MPOAYKT C APYr AeKapCTBEH MPOAYKT ChC CHILOTO
MEXK/yHapO/IHO HEMATEHTHO HAWMEHOBAHKE, ITPeNUcaHaTa JekapcTBeHa hopMa H KOITHYeCTBO
B JI030Ba €IMHHIA € IPH M3PUYHO ChIflacHe Ha mnanueHTa. ToBa nomara jia ce OrpaHu4aT
MAaKCHMAallHO KOHTAKTHTE Ha I[TallUEHTHTE C IIOBTOPHH IIOCEUICHHE T[IPH MEIHIMHCKH
CNELMANUCTH WM anTeka.

[IpeioxkenaTa 3aKkOHO/IaTE HA MTPOMSHA HE C€ OTHACH [0 JIeKAPCTBEHH MPOAYKTH, 3aIlalany
HambJIHO MAM YacTHyHO 0T Owopxera Ha H3OK, npensuia BbBemeHHs MeXaHH3LM 3a
npeaBuanMocT Ha Oromxera Ha H30K u cBbp3aHnTe ¢ TOBa CKIKOYEHH CHIOpa3yMeHMs C
MPUTENKATECINTE HA paspelieHus 3a ynorpeda, kakto 1 HaunoHanHusAT paMKoOB 10TOBOP.

B 3akmrouenue npeiaramMe CICAHHUTE 3dKOHOJATEHH TTPOMEHH B 3akoHa 3a U3BLHPCIHO
MOJIOMWECHHUCEC!

1. Tlpwm nunca Ha KOHKPETEH JIEKapCTBEH NPOAYKT B alTeKaTa MarucTsp — (papMaleBTsbT
CBC CHIVIACHETO HA MAlMEHTAa MOXKE /1a OCBLUECTBH 3aMsHA HA NPEANTMCAH OT JieKap
NIGKAPCTBEH MPOJYKT C JAPYr JIEKAPCTBEH IPOAYKT CBC ChUIOTO MEXKIYHAPOIHO
HEMaTeHTHO HaWMEHOBaHHe, 0e3 NMpoMsAHa Ha NpeAnucaHara jekapcrseHa opma u
KOJIMYECTBO J030Ba C/IMHULA.

2 HpaBOTD Ha 3aMsiHa € €IMHCTBCHO 3a JICKApCTBCHU TNPOAYKTH, KOMTO HC CC 3amjamar

ot 6ro;pkera Ha H30K.

Ha Pa3nojloKeHHE CME 3a JUCKYCHA Ha IIPEeT0OWEHHUATa C Lel H3pa60'rl<a Ha KOHKPETHH
PErynaTopHi A ApYrd MEXaHH3MH 34 BLBE)KIAHE.
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