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OTkpuxa KaHLEPOreH U BbB BAJICAPTaH, IPOU3BeAeH 0T BTOPA KOMIIAHUSA
Konuuecmeomo my e no-manko om omkpumomo 6 aKmueHomo euiecmeo npe3 1au

Karo yacT ot npoabipkaBanus periie]] Ha JIeKapcTBaTa ¢ BajcapTas, EBponelickata areHuus
o nekapcrBata (EMA) e ycranoBuia, ue Hucku HuBa Ha N-uutposoanmMerriamua (NDMA)
ca pPErucCTpHpaHd B aKTHBHOTO BEIIECTBO BaJiCApTaH, IPOU3BEICHO OT Jpyra KUTahcKa
kommanus - Zhejiang Tianyu. Tosa cro0miaBar or EMA.

N-HUTPO30JUMETHIAMUHBT € KJIaCU(PHUIMPAH KaTo BEPOSITEH KAHIIEPOT'eH 3a YOBeKa Ha 0a3aTa
Ha pe3yJTaTh OT JIA0OPATOPHU M3CIICABAHUS, TIPUTIOMHST OT ATCHIIUSATA.

Husara na NDMA, otkputu B maptuau Bajcaptan ot Zhejiang Tianyu, ca MHOTO TIO-HUCKH OT
Te3u, HAOJII0AaBaHu B Ipou3BeaeHoTo oT Zhejiang Huahai akTHBHO BeIIECTBO, KOETO IOBEIE
JI0 M3TETJITHETO Ha HAKOJIKO BUJIA JISKAPCTBA C BaJCapTaH Mpe3 FOJIH.

EBpomneiickara areHIus 1o jJeKapcTBara pabOTH B TACHO ChTPYTHHYECTBO C MEXKITYHAPOTHUTE
CH TApTHROPH MpPH Tperjiena Ha BIUAHUETO HAa N-HUTPO30JUMETHIAMHUHA, OTKPUT BbHB
Bajicaprana Ha Zhejiang Tianyu, u me u3ie3e ChC ChOOIIEHHE BEIHAra, IOM C€ IOSBU
JOMBJIHUTENTHA HH(POpPMALKS 10 BBIpoca, yBepsBatr or EMA.

3a MalMeHTHTE HsAMa HEMOCPEICTBCH PHCK, MOCOYBAT OIIe OT ATEHIMATAa W JIOMBJIBAT, 4Ye
NalMeHTUTEe HEe TpsAOBa Ja CIUpaT MpHeMa Ha JIeKapcTBa C BaJicapTaH 0e3 KOHCYJITAaIMs C
nexkaps win apMareBTa CH.

[MpunomHsiMe, B HAYaJOTO HA 1OJM M3MBJIHUTENHATa arcHIMs 1O JieKapcTBara OOSBH, ue
Onmokupa 62 MeaMKaMEHTa ¢ aKTHBHO BEIIECTBO BaJicapTaH, 3a KOETO € M3BECTHO, Y€ ©
NPOM3BEJICHO OT KHTaiickata kommanus Zhejiang Huahai. BeB Bpb3ka ¢ ToBa choOlICHHE
mupektopbT Ha MAJI mpod. Acena CtoumeHoBa O¢ M3BHMKaHA Ha M3CIYIIBAaHE B MapjaMeHTa,
HO MBPBOHAYAIHO OTKa3a Ja ce or3oBe. [lo-kbcHO Bce mak mpod. CTOMMEHOBa OTHIEC B
HaponHoTo chOpaHue U 00SICHH CUTYyallUsATa Ha JCIyTaTUTE.

AreHiusaTa nyOJiMKyBa Ha O(HUIlMATHATA CH CTPAHHUIA CHHMCBHIM KAKTO C OJOKMpaHHUTE H
W3TETJICHH MEIMKaMEHTH, TaKa M C Te3H, KOUTO ChIbPXKAT BAJICAPTaH HA PYT MPOU3BOIUTEI U
He ca cripenu. Kakto MAJI, Taka 1 EMA HEeKOJIKOKpaTHO yBepuxa, ue MsipKkata ¢ OJIOKUpaHETO
Y M3TETJISIHETO HAa MEJIMKAMEHTHUTE € TIPEBaHTHBHA.
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Ilposepxku na HAJI 3a 2017 2. omuumam:
Xopa 0e3 papManeBTHUHO 00pa3oBaHMe NMPOAABAT JIEKAPCTBA

br3o 400 mpoBepku ca M3BBPIIMIN KOHTpOJIHHUTE opraHu Ha MAJI mpe3 MuHanara romuHa.
ToBa moka3BaT JaHHUTE OT TOJUIIHUSA JOKJIa] Ha M3mbiaHUTENHATA areHLus 110 JIeKapcTBaTa
3a 2017 1.

Haii-mMHor0 ca mpoBepkuTe Ha 00EKTHU 32 THPrOBUS Ha €O C JISKApCTBA U allTeK! — CbOTBETHO
107 u 266. OcBeH Tax AreHIusTa € HanpaBwia 12 mpoBepku Ha 00EKTH 3a THPTOBUS Ha €pO
C MEJMIMHCKU U3AEIHs, eT UHCIEKIMH Ha ,,IPYTU OOEKTH U JIB€ — Ha IPOTePHH.
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Cpen Haii-MacoBHTE HapyILIEHUs, YCTAHOBSBAHU NPH MPOBEPKUTE Ha alTEKHUTE, ca Mpoaaxoda
Ha JIEKapCTBa C pelenTa OT MOMOIIHHMK-(papMaleBT, Mpoaaxoda Ha JIEKapcTBa IO JIEKAPCKO
npeanrcanue, 6e3 1a € mpeocTaBeHa perenTa, HENPaBUIHO ChbXPaHEHUE Ha JIEKapCTBA, KAKTO
Y PbKOBOAMTENH HA alTeKH, HAeTH Ha paboTa B JPYry anTeKu.

Ot HapyIIeHusATA C IO-TOJIIMA CTETIeH Ha o0IecTBeHa onacHocT bk oT MAJI ca koHcTaTHpanu
npoaak6a Ha JiekapcTBa OT Jinia 6e3 (hapManeBTHYHO 00pa3oBaHUE, KAKTO W IMpojaakOda Ha
JeKapcTBa B OOEKTH, KOWTO HSAMAT pa3pelieHHe 3a TOBa WM paboTAT B HapylIeHHE Ha
Pa3pemruTeTHOTO CH.

C HakazaTelHU TOCTAHOBJICHUS Ca NPUKIIOYMIN 48 Npou3BOACTBAa 32 KOHCTATHPAHHUTE
HapylIeHUs Ha 3aKOHA 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa METUIIMHA, KATO HAJIOKEHUTE
r7100M ¥ UMYIIECTBEHH CAaHKLMHU OT M3MBJIHUTENHUS nupekrop Ha MAJI ca B pasmep Ha 225
000 nB., coun o1e JOKJIAbT.

B nombnnenue, crnopen nanHute B Hero, mpe3 2017 r. MAJI e u3gana 60 3amoBenu 3a
YHHILIO)KaBaHEe Ha HETOJIHU 3a yrnoTpeda JiekapcTBa, 16 — 3a yHuUIO)KaBaHE HAa HETOJHU 3a
yrnoTpeda MEAUIUHCKY U3AETH, KAKTO U JBE — 3 OJIOKMpPaHEe M U3TETJISTHE Ha JIGKapCTBA.
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IIpoxyparypara B CilMBeH ThPCH JIeKAPCKA I'PELKA MO CJIy4Yasi ¢ MOYUHAJIA POAUIKA
Emuunama komucusa na bJIC ce camoceszupa no cayuas

OxkpmpxHaTa npokyparypa B CIIMBEH pa3cie/iBa 3a JieKapcKa Ipelika Mo ciiydasi ¢ ourHaiaTa
33-roaumHa poauiika B OosHMIIaTa B rpaga. Penera TomoBa e mounHana Ha 17 aBrycr - JeH
cliell pak/1aHEeTO Ha IIBPBOTO CH JIETE.

Etnynata xomucus Ha bearapckus nekapcku cbio3 (BJIC) cemio Beue ce camoce3upa 1o
ciydasi. brauskuTe Ha TOYMHAJIaTa JK€HAa IIbK HACTOSBAT 3a HE3aBUCHMa MEIMIIMHCKA
eKCIIepTH3a, 3all0TO C€ MPUTECHSBAT, 4e "MCcTHHaTa e Obae ckpurta"'. Crmopea TaX 10
(daramHus Kpail ce € CTUTHAJO 3apajayd TpaBMHU, MPUYMHEHH OT MEIUIIMHCKHUS €KWIT TpU
pak/IaHETO.

Penera moctenuna B OoyiHMIIATA ClIe]] HOPMaIHA OPEMEHHOCT, pa3ka3BaT OT CEMEHCTBOTO i
npen 6TB. Yacose cien pakaaHero, mpu KoeTo Oui mpuiioxkeH Meroaa "Kpwucrenmep, T.e.
JIeKapuTe HATUCKAT KOpPEMa Ha POJIUIIKATA, ChCTOSTHUETO M CE BIIOIIHIIO.

Cnopen nupektopa Ha ciuBeHckarta OonHuna a-p Cons MuxaitioBa jkeHaTa € IpHeTa B
peanuManus, KbJIeTo mounHana, cbobmasa NOVA. Jlekapkara, Bojauia paxaaHeTo, HE € Ha
paboTa, a B pOJUITHOTO TBHPST, Y€ B TOYMBHUTE JTHH IMPOBEPKU HIMA.

CeMeicTBOTO Ha MTOYMHAJIATA POJUIKA TBBP/IU, Y€ OT OOJHHUIIATA HE ca TH MOTHPCHIN, HE ca
MM Ka3aJli KaKBO TOYHO € CTaHAJIO, a JieKapkaTa, BOJWJIA paKJaHETO, HE OTroBaps Ha
teneonHuTe UM no3pbHsABaHuUsA. [Ipen Bulgaria ON AIR pomutenute Ha Penera 3asBuxa, ue
1€ CHOAT OOTHMIIATA.

[Ipencrou na Ob/e HampaBeHa ayTOIICHS HA KE€HATA, KOSTO I MOKaKe MPUINHUTE 32 CMBPTTA
H.

JAYMA
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Yy:xau kacu uMaT 754 xuJ1. JB. npocpouyenn abjarose kbM H30K
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bvacapckama kaca 0vadcu MHOZOKpamHo nogeue, npe3 HOEMEpuU 3ano4yeam npezosopu ¢
esponeiicku honooee 3a nozacumesen nian

Anga Ilannkan

[IpocpouenuTe B3eMaHus OT YyKIU Jbp>KaBU U GOHIOBE ca 754 xuJ. 1B. KbM I0HH. ToBa cTaBa
SICHO OT cTeHorpama oT 3acemanve Ha Hanzopuus ceBer Ha H3OK. B cbmoro Bpeme
npocpouenute 3aabiokennss Ha H30K kbMm uyxau ¢pongose kM Kpas Ha 2017 1. ca 115 mun.
JIB. ¥ ca IpeanuMHO KbM ABctpus, ['epmanus, BenukoOputanus, @panmnus, bearus u 'spiusi.
[Tpunomusime, ve B Tazroauuraus 0ropxket Ha H30K ca 3amosxenu 73 MITH. JIB., OT KOUTO 4 MJIH.
JB. ca IUIaljaHe Ha JiedeHueTo Ha rpaxnaanu ot EC y Hac, a ocraHanuTe ca Je4eHHUE Ha
3IpaBHOOCUTYpEHHU Obirapu B uyxOmHa. Criopen npeacenarens va Hamzopa u 3apaBeH 3am.-
muHucThp JKenn HaueBa Te3u mapu ca "pealiMCTUYHM, U3MBIHMMU U HAMA Ja Cb3Aalar
HaIpeXeHUe WM UCKOBE JI0 Kpasl Ha ToOAMHAaTa C AbpPKABUTE, KbM KOUTO UMaMe HAl-rOJIeMH
3aJIbJKEHUS, KAKTO U C OCTaHaiIuTe AbpkaBu". OT IymuTe i cTaBa sICHO, Y€ KbM CpejiaTa Ha
ronuHara bwiarapust Bce oile Hsima moracurtelieH IiaH, Ho HaueBa mpejyiara KbM HOEMBpH,
KoraTo uma sicioTa 1o Oropkera Ha H30K 3a 2019 r., na 3amoyHaT CpemmTe U pa3srOBOPHUTE C
MPEJICTABUTEIM Ha EBpOICHCKHTEe (OHIOBETE 3a pa3CpoyBaHE Ha 3aTb/DKCHHATA.
[IpencraButensat Ha KHCB n-p Ban KokasioB o6aye nmuTa Kot JaBa rapaHIys, 4e Te3H /3 MITH.
JIB. II€ ca IOCTaThUHU U HAMA JIa UMa UCKOBE?

Ha nocnennoro npeau nsatHaTta BakaHius 3aceganue Ha HC na H30K craBa sicHo, 4ye unesrta
Ha ymnpaBuTens Ha kacara A-p Jledo [leueB 3a obenunsiBane Ha Komucusita 3a jneueHue B
yyx6una u ®onja 3a reueHue Ha Jiena e pp3npuera u B M3. "Toit u r-u AHaHueB ot0ensi3a 3a
0o0eMHIBAHETO HAa KOMHCHUHUTE, KOWTO JOPH M QJMHUHHUCTPATHBHO OMXa ONTHUMH3UPAIU
JeiHocTTa cu, a u I-p JleuyeB B CBOM M3SIBICHHS CHIIO Kasa, 4e TaM MMa HOBa BU3UA', Ka3Ba
Hauesa. Ilo nymute i ¢ "eBpomeWCKUTe IUTAllaHUs YHCTO OIOJKETHO HE CE€ OuepTaBaT
npobyeMu", HO MpoIMYaBa U OE3MOKOMCTBOTO ¥ "3a pa3Mepa Ha MPOCPOUYHUsATa U HaOUpaIus
cKopocT npobiieM ¢ eBponeiickute miamanus". CraBa sicHo, ue HaueBa e pasroBapsia cbC
3aM.-MHUHUCTBP A-p boiiko [IeHkoB 1o OTHOIIEHWE Ha TpaHCIIaHTauuuTe. "TaM nMa KakBo Ja
ce HampaBH ¢ OI0JKETa 3a clie/[BallaTa ToAMHA. 3a ChKaJleHue, TpsAOBa Jja ce 3aJ10KH JJ0CTa 110~
TOJIsIM pa3Mep CpeACTBa, KOUTO Ha TO3M eTamn cMe IutaHupanu na ovaat 160 mua. nB. Ho u
TEeKyIuTe, U OBJEIIN TUTAlllaHusl Ja HE ca B T€3W Maialu, 3alloTo pa3MepbT Ha TEKYIIH U
ObJemM IJallaHus JOCTUTa HUBOTO Ha EIHOTOJMIIHM TapaMeTpy Ha MhpPBUYHATA U
crienuagu3upaHara IMOMOII, KaTo € Mo-7o0pe Ja HaMepuM alTepHAaTHBa TE3W CPEICTBA
HaWCTHHA J1a ce ycBosiBaT B bearapus", e muHenuero Ha Hauesa.
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Pfizer Tbpcu BakcuHa 3a rpun
Komnanusma wie punancupa ycunuama ¢ masu oonacm na cepmanckama BioNTech AG

Pfizer Tbpcu Bakcuna cpery rpun. dapmaneBTHYHATA KOMIAHUS 1Ie GUHAHCHPA OMIUTUTE HA
repMaHckara OuotexosjormuHa komnanus BioNTech AG na ce3mage TakbB MPOIYKT,
choOITMXa OPHUIIMAITHO OTTAM.

JlBaTa mpoM3BOAUTENIS ca MOJMKCAIN ClIopa3yMeHue 3a pazpadorBaHero Ha MRNA-Oazupana
BakcHHa cpeiy rpurn. KoMmnanuure 1ie ppKOBOAAT Mpoiieca 3aeaHo, karo Pfizer me moeme
MapKeTHpaHeTo Ha npoaykTa. 3a nenta BioNTech me nomyun $120 mitH. mbpBOHAYAITHO U 110~
KbcHO omie $305 miTH.
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BakcunauTe ca gact ot mpoaykroBoTo moprdoino Ha Pfizer u B momenrta. Enun or Haii-
yCIIEUIHUTE BAaKCUHU Ha KOMIIaHUATa B MOMeHTa e Prevnar. I[Ipuxomute oT Hesl 3a BTOPOTO
TpHUMeECeune Ha FoJJMHAaTa ca ce MOBUIIMIH ¢ 8% B cpaBHEHHUE ChC CHIIUS NIEPUO HA MUHAJIATA
roauHa. ToBa ce IbJIKU U Ha HaBIM3aHETO Ha BakcuHata B Kurail, or6ens3BaT OT KOMIaHUsATA.
ITokputuero Ha XopaTa ¢ BAKCHHU CpELLy TPUIl 00aye He € Cpell Hali-rojeMuTe, 3alloTo Te He
ca 3aab/okuTenHu. [IoOKpUTHETO 3a OYTH BCUYKH JBPXKABU € Jajede OT IPENOPbUYUTEIIHUTE
75%. Y Hac BiacTHTE MMAaT HAMEPEHHE BAKCMHUTE 32 TPHUII J1a 3a1I0YHAaTa J1a ce peuMOypcupar
OT Kacara I10 JKeJIJaHHEe Ha Xxoparta IIpe3 cie/BalliaTa roJuHa. 3acera odaue ToBa He € (PaKT.



