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Cornacao wi. 90, an. 1 or Koucruryumsara Ha Pemybnmka Benrapus u wi. 95, an. 1 ot

I[MpaBuiHMKa 3a OpraHu3anysaTa U AetiHoctra Ha HapogHoTo ce0panue BHACSAM BBIIPOC

OTHOCHO: npunarane Ha Jupektua 2011/62/EC ot 8 ronu 2011 r. 3a usMeHeHue Ha
JHupexrusa 2001/83/EO 3a yTBbpikIaBaHe Ha KoAekc Ha OGIIHOCTTa OTHOCHO JIEKAPCTBEHU MPOLYKTH
3a XyMaHHa ynoTpe6a IO OTHOLIEHHE Ha MPeJOTBPATABAHETO HA HABIM3AHETO HAa (QammMpUIUpaHH

JICKapCTBEHH NPOAYKTH B 3aKOHHATa BEpHra Ha NoCTaBka

YBaxkaemu r-H MHHHCTBP,

Mexny 1 u 4% ot nekapcreata B EBpona ca danmusy. B bearapus HiaMa CTaTHCTHKA, HO CHC
CHTYPHOCT TO3U MPOLEHT € MHOro Mo-BUCOK. Mi3MamMu ce MpaBAT Hali-4ecTO ChC CHIBPHKAHUETO HA
meaukamenture. Yecto ce moanpass ¥ uHGOpMaLUATa, KOATO AaBaT OMaKOBKATa U JIMCTOBKATa. SIcHO
€, 4e MEPKHM Cpelly ThproBusTa ¢ (aiuBy JeKkapcTBa ca HeoOxonumu. FIMeHHO 3aToBa Oe nmpHeTa u
BJIE3€ B CHJIa JHUPEKTHBA, KOATO Ille TapaHTHPa, Y€ BCEKH MEeJUKaMEHT, KOMTO CTHra 0 MAlHEHTHTE, ©
uctuncku. Crasa orpoc 3a JQupexrura 2011/62/EC ot 8 ronu 2011 r. Ha EBponelickys mapiaMeHT 1
Ha ChBeTa, ¢ kosTo 6e usmenena Jupexrusa 2001/83/EO 3a yrebpiKkaaBaHe Ha kKogekc Ha O6mHoCTTa
OTHOCHO JIEKapCTBEHH IPOAYKTH 32 XyMaHHa yrnorpeda IO OTHOIIEHHE Ha NPEJIOTBPATABAHETO HA
HABJIM3aHETO Ha QATHPHUIMPAHH JIEKAPCTBEHH INPOJAYKTH B 3aKOHHATa BEpUra Ha JOCTaBKa. 3a
Boarapus aupekTuBara Biede B cuna of 9 despyapu 2019 r. m Taka BCAKO JIEKApCTBO, KOETO

KyIyBaMe ¢ peuenta, TpsabBa Ja uMa yHUKalIeH HOMep, KOHTO 1a Moka3Ba Janu € (GammmuBo M KOHTO
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TpsaGea Aa 6bae mpoBeped mpeau npopaxodara. ITo TO3M HAYMH, ChC CHCTEMATA 3a BepudHUKauus, U
6BArapckuTe IpaKJaHd e ca rapaHTHUpaHH, Y€ MOJy4aBaT WUCTUHCKH JIeKapcTBa, MPU3HATH Ha
teputopusita Ha EC.

Crep BIM3aHE B CHJIA HA QWpeKTHBaTa, Bue r-H MHUHUCTBD 3asBuxTe: ,Hue wie HanpaBum
IIABEH CTAPT HAa BBHBEXKAAHETO HA CHCTeMaTa 3a BepH(HKAUMsA, KOHTO Ile ObJe Hal-Manko IIeCT
Mecella, Npe3 KOUTO HsiMa [a ObJIaT CAaHKIMOHUPAHU aNTeKUTE 32 TOBA, Y€ HE ca 1 BbBesu owe. ToecT
He TpAOBa Jla UMa HUKAKBO INPHUTECHEHHME OT TAXHA CTPaHa, HAMA Ja Ce 3aTBaps HUTO €[HA amnTeka,
HAMA Ja Ce JIMIIABa HUTO €AMH MalHeHT oT jJedeHue. OOpaTHO — ueaTa € Ja ce rapaHTHpa JICYUCHHETO
HA TPaXIAHUTE C BepHULIMpPAHU JIeKapCeTBa, MPU3HATU Ha Tepuropusta Ha EC”. Hpesra 6e u mpes
TOBA BpEMe /1a Ce TECTBA CHCTEMara H [ Ce aHATM3UPAaT BCUYKH KazyCH U MpobiemMH, CBBP3aHH C
HEHHOTO TpUIaraHe.

IllectMecedHusT cpok u3Thya Ha 9 asryct 2019 .

B Tasu Bpw3ka MoAT BBOpoc KbM Bac e: KakBo mokasear TecToBeTe M Ha KaKkbB eTall e
BBHBEXXIAHETO HA CHCTEMaTa 3a Bepu(HUKaius Ha JiekapctBa B Owirapckure anteku? Kak wnie

OCUTYPHTC TOYHOTO H B IBJIHOTA IIpHUarale Ha H3HCKBAHHATA Ha IIHpeKTHBaTa?
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