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IMPECKJIMIITUHI

19 1osm 2018, 4eTBBPTHK
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HapJaMeHT - 3JpaBeola3BaHe - ChCIOBHU OPraHU3aLUH - IPOMEHU

Ja 0baaT cb31aieHd ChCJIOBHU OPTraHM3alMU HA 3b00TEeXHUIIUTE
U MOMOIIHUK-(papManeBTUTE pPelld NapJIaMeHThT
HAa MbPBO YeTeHe

[TapiaMeHTHT IIpHE Ha IIBPBO YETEHE NMPOMEHH B 3aKOHA 3a ChCIOBHATA OpTaHH3AIUs
Ha MEIHWIMHCKHUTE CECTPU, aKYIICPKUTE U ACOIUUPAHUTE MEAWIMHCKH crenuamuctu. Ot
rracyBanute 96 Hapomnum mnpencraButenu 94 Osxa "3a", a aBama - "mpormB". Llenta Ha
MPOMEHUTE € Jla C€ Ch3/aJaT ChCIOBHH OpPraHHW3alMy Ha 3BOOTEXHUIUTE W ITOMOITHUK-
(hapmarieBTHTE.

B noknmaga ma Komucusara mo 3apaBeonasBaHe C€ MOCOYBA, Y€ TE3H MEIULIMHCKH
npodecur uMaT Beue Ch3/1aJIcHH CBOM opraHu3aiuu - Chro3 Ha 3600TeXHUIUTE B bhirapus,
KOWTO € HENpPaBHTEICTBCHA OpraHW3allvs, W CIPYXKCHUE M acolHalus Ha OakalaBbp
¢dapmarieBTute B buarapusi.

Cropen mpezncenatens Ha 3apaBHata komucusi Jlanuena JlapuTkoBa € BaKHO
npodecunTe, KOUTO ca PErylMpaHu, J]a UMaT CBOSI ChCIOBHA OpraHM3alus, KOATO Ja JiaBa
BB3MOXHOCT 33 CaMOperyJaimus, 32 KOHTPOJI Ha Ka4eCTBOTO M 32 KOHTPOJ HaJ JIEHHOCTHUTE,
KOUTO T€ M3IBJIHABAT. BaXKHO € Ch3/1aBaHETO HA PETUCTPHU 332 CHOTBETHUTE ChCIIOBHUSA, KOCTO
e 00JeKYM KOMYHUKAIHMSITA C PA3IMYHUTE CTPYKTYpH B CHCTEMAaTa Ha 3JIpaBEOIIa3BaHETO,
cmsta JlaputkoBa. Ts momuepra, 4e ¢ MPOMEHUTE HE CE HapyllaBa (YHKIIMOHUPAHETO Ha
OCTaHAINTE CHCIOBHHU OPTaHH3AINH, HE CE MPOMEHST OCTAHAINTE B3aMMOOTHOIICHHUS, KOUTO
KacadaT 0Opa3oBaTENIHUTE W KBAIM(UKAIIMOHHUTE €Tal, Mpe3 KOUTO TpsAOBa Ja MpeMUHAT
CHOTBETHUTE CIICIIUAIMCTU. PelIeHneTo J1a ce Ch3aaT OTICIHA ChCIIOBHU OpPTaHU3allMA Ha
3b00TEXHUIINTE U MOMOIIHUK-(DapMaIleBTUTE € Bb3 OCHOBA Ha MPOABIKUTEITHH Pa3rOBOPH U
Hal-Bede B pe3yJITaT Ha KOHCEHCYC, TIOCOYH TH.

Ot BCII 3asBuxa, ye mpueMar Mo MPUHIUI MPOMEHUTE, HO MEXIY MbPBO U BTOPO
YeTeHe Ie MpeasiokarT peaakuuss Ha TekctoBere. Cnopen Banentuna Haiinenoa c
MPOMEHUTE HE Ce pelllaBa BBIPOCHT 3a 3allUTaTa Ha JWYHUTE JaHHU IMPH BIHCBaHE Ha
CTCTIMATUCTUTE B PETUCTPHTE.
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I[lapnamMeHTHT mnpHe HAa NbHPBO YeTeHe 3aKOHOBUTE IPOMEHHM, CBBP3aHM CbC
3b00TEeXHMIMTE U MOMOIIHUK-(apManeBTUTe

C 94 rnaca ,,3a“ u ABa ,,IPOTUB" MapIaMEHTHT JAHEC MpHE Ha IbPBO YETEHE MPOMEHUTE B
3aKoHa 3a ChCIOBHUTE OPraHU3alMK Ha MEAUIIMHCKUTE CECTPHU, aKyILIEPKUTE U aCOLUUPAHUTE
MEIUIMHCKH CIIELIUATUCTH.

C Tax ce pernaMeHTHpaT B 3aKOHA J[B€ HOBU CHCJIOBHHM OpraHU3alMi — Ha 3bOOTEXHULIUTE U
Ha MOMOUTHUK-(apMaleBTUTe.

IIpomenute B 3akoHa Osixa NMpPEUIOKEHU OT MIpeicelaress Ha NapjaMeHTapHaTa 3/paBHA
komucus n-p [Janumena [laputkoBa u rpyna aenyratu or I'EPB. C HoBute Texcrose
YJIEHCTBOTO B OpraHM3allUUTe Ha 3bOOTEXHUIUTE M Ha MOMOIIHUK-(papMaleBTUTE CTaBa
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3aIBJDKUTEIHO 32 BCUYKH YIPaKHSABAIIK NpodecusiTa 1 JOOPOBOIHO 32 BCUYKH, KOUTO UMAT
Ta3M CHEIUATHOCT, HO HE Pa0OTAIT MO Hesl.

Cpen 3aabDKEHHSITa HAa HOBUTE 3aKOHOBO MPU3HATH CHCJIOBHM OpPTraHU3allMH IBK IIC € Ja
NpECTABIABAT M 3allMTaBaT NpPO(ECHOHATHUTE MPaBa W WHTEPECH Ha WICHOBETE CH, Ja
BOJAT HAIIMOHAJIHHU U PETHOHAIHU €NEKTPOHHM MpOodEeCHOHATHU perucTpy, na umar Koxeke
3a mpoecHoOHaTHA eTHKa, MPaBWiIa 3a Jo0pa MEIUIIMHCKA MPAKTUKA M Ja HajlaraT CaHKIIMU
IIpHU HECIIa3BAHCTO M.

Te cbuio Taka e TpsOBa a OpPraHU3UPAT, KOOPIAUHUPAT U PETUCTPHPAT MPOIBIIKABAIIOTO
oOydeHHWe Ha YJICHOBETE CH, Ja NpHeMarT KBalu(UKANHOHHA paMKa 3a MpodecHOHATHO
pa3BHTHE, [1a Y4acTBaT ChC CBOW MPEACTaBHTEN ChC ChBELIATENICH IJ1ac BbB Buciims
MCIUIIMHCKU CBBET KBM 3JpaBHHUA MHUHUCTHP, Oda HAdaBaT CTAHOBHUINA II0 IPOCKTH Ha
HOPMAaTHBHHU aKTOBE B 00JIACTTa Ha 3IPABHUTE IPHIKU, KOMTO Ca OT TEXHUTE KOMITETCHIIUH.

N bwarapckarta acoruanus Ha 3p00TEXHUIUTE, U beiarapckara acoruanus Ha MOMOIIHUK-
dapmaneBTHTE OT TOIWHM HACTOSBAT Ja KMMa CBOM 3aKOHOBO TPH3HATH CHCIOBHU
opraHu3anuvu. C MMPUEMAHCTO HAa TC3H IMIPOMCHH TE3W MCKAaHUS CC YAOBJIICTBOPABAT.
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J-p Mupociaas HenkoB: /I-p [deueB e ctpaxoreH u3dop 3a med na Kacara

,H3OK npe3 ronunute ce npeBbpHa B €JHa aIMUHUCTPAaTUBHA CTPyKTypa. Mma enHo siipo ot
TaKMBa X0pa, KOUTO ca pabOTWIIM Ha Pa3IMYHU MeCTa B IAbp)KaBHATa aJIMUHUCTPAILUS, KOETO
SJIpO € HEMOKJIATUMO U KOeTo siipo Ae (akrto ympasisBa Kacara®. ToBa koMeHTupa mpen
BHT OuBIMAT 3aM.-3[paBeH MUHUCTBD I-p MupociaB HeHKOB BB Bpb3Ka C IPEICTOSIIUS
n300p Ha HOB ympaBHTEN HA (GOHTA.

,/IMa elHa TakaBa MPOCIOIKa OT aJIMMHUCTPATOPH, KOUTO ca HerpoOuBaeMu. He ro xazBam
ToBa ciyuaiiHo. JI-p Jleues, xoiito maii 6oxe na crane med Ha Kacara, e crpaxoTen uz0op.
Toit e paboTun Tam, TOi MO3HABA T€3M MEXaHU3MM U Ha/BaM ce IIe ycliee Jja pa3puHe ToBa
SIAPO*, Ka3a TOM.

J-p HeHkoB koMeHTHpa KOMyHUKaiusTa ¥ pasoOuparenctBoro mexay M3 m H30K kato
KJIFOYOBa B cdepaTa Ha 37[paBeona3BaHeTo. ,, IMa ToruKka MUHUCTHPHT, MPABEUKHU MTOJIUTUKATA
B CHCTEMaTa Ha 3]paBeola3BaHeTo, 1a padOTH B pa30MpaTENCTBO U B €KUII C TO3U, KOWTO JaBa
IapuTe B CUCTEMaTa Ha 3/ipaBeorna3BaHeTo. He 1a ca elHO U ChIl0, HO HAKAK CH Jla UMaT €Ha
IIOCOKA Ha TliedaHe’, Ka3a TOM.

JI-p HenkoB mopuepra, 4e yacT OT IpOMsiHAaTa B CHUCTEMaTa Ha 3/IpaBEONa3BaHETO IbK €,
KOraTo XopaTa 3all04Har J1a Cby4acTBaT B CBOETO JIEUYEHUE. ,,BUII0 ChC 3paBHA 3aCTPaxOBKa,
OWJIO ¢ OCUTYPOBKa, OWJIO C JOIUIANIaHe HAa MEIUIIMHCKUTE KOHCYMaTUBH. B ToBa HsiMa HUIIIO
JI01I10, MPOCTO TPAOBa /1a Obe N3BAJCHO HA CBETJIO U J1a € JIETAIHO , Ka3a Ollle TOi.

VINF 16:42:31 18-07-2018 1S1640V1.032 3nppaBeoma3Bane - kangumaat - H30K -
W3CIyIIBaHE

TpsadBa peasHo OCTOMHOCTSIBAHE HA MEAMIMHCKHUTE JCHHOCTH M aJ¢eKBATEH OCHOBEH
naxket, punancupan or H3OK, cnopen kanauaara 3a ynpasurea Ha Kacara

TpsabBa peanHo OCTOWHOCTSIBAaHE HA MEIUIIMHCKUTE JEMHOCTH U a/IeKBaTE€H OCHOBEH
nakeT, punancupan ot H30K, 3a na Hsima Hanpexenue. ToBa ka3a KaHIUAATHT 3a YIPaBUTEN
Ha H30K Jleuo Jleues, koifTo Oelie u3cayniaH OT WIEHOBETE Ha MapiaMeHTapHaTa KOMUCHS
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o 3apaBeona3Bane. Kangumarypara Ha JleueB O6¢ eqMHCTBEHATa, BHECEHA B JEIOBOJICTBOTO
Ha HapoaHnoto chOpanue, B paMKUTE Ha 3aKOHOYCTAHOBEHUS CPOK.

AKO Te3u MpeUIoKEHUs ce MPHEMAT, IIe C€ OCUTYpH JOCTaTh4eH (PMHAHCOB PECypC U
1€ MOKEM JIa ce CIIpaBuM, nojauepta [ledes.

[To mymuTe My npu Hail-roJeMuTe JIoOUTa ca Hall-TOJIEMHUTE MPOOJIEMH - JIeKapCTBaTa U
OCTOIHOCTSIBAHETO HA HAKOU KJIMHUYHU IIBTEKH.

JledeB mpeanara ja ce IpeanpueMar CIEHIHM MEpPKU B JIEKapCTBEHaTa IOJIMTHKA,
cria3Bailkil MpeABapUTEIHO 3aJI0KEHUTE mapaMmerpu B Oromkera. [lo nymure My TpsioBa u
CTPUKTHO Clla3BaHe Ha MpuHIMIA edeKkTuBHOCT-epukacHocT. Cropen Hero TpsiOBa na ce
OCTOMHOCTSIBa JIEYEHHETO C Hal-BUCOKa e(HUKAacCHOCT, KOATO Ja cTaHe pedepeHTHa 3a
naneHara auarHosa. JKemaemuTe Aa MmojydaT MO-CKBIIO JIGYEHHE e TpsiOBa Ja JOIIaTsT
pasnukara, ako uma Takama, noauepra JleueB. LleHooOpa3zyBaHETO HAa KIMHUYHUTE MMBTEKU
CBHIIO TPsAOBA J1a c€ IPOMEHH, JOIBIHH TOM.

B pena Ha m3nucBaHe Ha CKBIIOCTPYBAIIM JIEKapCTBa CHILNO TPSOBA J1a ce HAIPABSIT
IIPOMEHH, KaTo LIeJTa € Jla C€ HaMmalu CYOEKTHUBU3MBT IPU M3IHCBAHETO, Ja C€ HaMalu
CPOKBT 3a MOJy4yaBaHe Ha MPOTOKOJUTE 3a OTIYCKAaHE Ha JIEYCHHE, KAKTO U Ja C€ OCUTYPH
PaBHOIOCTAaBEHOCT MpHU JICYEHUETO Ha MALMEHTU C €IHAKBHU IOKa3zaHusa. ToBa 1ie ngazae, 1o
nymuTe Ha JleueB, Bb3MOXKHOCT J1a C€ YBEJIMYM MPOLEHTHT HA peuMOypcHpaHe Ha JIeKapcTBa
3a APYTH COIMATHO3HAYMMU 3a00JISIBAHHUS.

KanmunatsT 3a ynpasuren Ha H30K crionenu uaesta cu MHCTUTYLIMUTE, KOUTO cera ca
aQHTQKHUPAHU C JICUCHHETO Ha ObJrapure B 4yKOWHA, Ja c€ OOCAMHAT B €IHA, a IpH
BB3MOXKHOCT YYXJECTpaHHHUTE ClelUanucTu Jna ObnaT kaneHu B boarapus. Tosa, cropen
JleueB, Ou 10BENIO A0 MPUIOOMBAaHE HA OMHT Y OBJITAPCKUTE JIGKAPH, KAKTO M J0 CIECTSIBAaHE
Ha pecypc.

KoHTponbT BbpXy pa3xoauTe Moxe Ja ObJe OCHLIECTBSIBAH U OT MALUEHTUTE, HO HE
KaKTO Jlocera upe3 KOJ 3a JIOCTHII JIO0 €JIeKTPOHHOTO CH JIOCHe, M3MIaZieH OT 3[paBHATa Kaca.
Toll mocouym, 4e OT Ta3u ycCiIyra ca C€ BB3MOJ3BAIM I10-MAJKO OT €IWH IPOLEHT OT
Obarapure.

Hedo JledeB kaza, ye 10 TpU Mecela I1e MPpeyioKHd KOHKPETHU U MOAPOOHN MEPKHU 3a
MIPOMSIHA.

HNmame penkus v yHUKaJleH IIaHC Ja pabOTUM KaTo €KCIIEPTEH €KHUIl, Ka3a 3aMECTHHUK-
MUHUCTBPBT Ha 3/ipaBeomna3BaHeTo JKenu Hauesa.

KbMm momenTa [ledyeB e aupexTop Ha ctonuuyHaTta 6omuuna "Cs.MUBan Puncku'.
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Mapaamentapuara komucus oa1006pu leuvo Jdeues 3a med na H30K

Tou ka3za, ue wie npeonpueme peghopma ¢ nekapcmeenama NOAUMUKA

[TapnamenTapHarta 3paBHa KOMUCHS 0JI00pH €TMHOAYIIHO KaHAuAaTypaTa Ha Jledo Jleues 3a
ynpaBuTen Ha 3apaBHaTa kaca. [lo BpeMe Ha M3CIYyIIBAHETO TOM 3asBH, Y€ €/IHa OT Haul-
BOKHUTE MPOMEHU, KOUTO IIe TIpearnpruemMe, € peopMa B IeKapCTBEHATA IMOJTUTHKA.

"B pe3ynaTar Ha €xeroHO MOBHILIABAIINS CE PbCT HA Pa3XOJAUTE, TJIABHO 33 TaKa HApPEUCHUTE
"I/IHOBaTI/IBHI/I J'IeKapCTBa", CC AOCTUTHA 0 MPOUCHTHO OTHOCHUE MEXKY TAX U PA3XOAUTE 3a
OOJHMYHA MOMOII, HEMO3HATH 3a HUKOS IMBHIIM30BaHAa IbpxkaBa. [Ipennaram Ha Gazara Ha
MEXIyHApOJAHU TPU3HATH KPUTEPUHU M PHKOBOACTBA 3a JIEUYECHUE J1a CE OCTOMHOCTSBA
JICYCHUETO ¢ Hal-BHUCOKAa e€(UKACHOCT, KOSATO Jla CTaHe pedepeHTHa 3a JajieHara AuarHosa’,
kaza Jleues.
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Toii mpennara u obenuusBane Ha Komucusita 3a nedenue B uy:xOnHa n @oHpa 3a eueHne Ha
nera ¢ H30K 3apanu HenmpekbcHAaTUTE MPOOJIEMHU 3a MAllMEHTUTE, CBbP3aHU C JICYEHUETO B
qyXOnHa.

"B mMomenTta 61m30 80% OT pazxoauTe HE OTHUBAT INPHU C€KHUIIA, U3BHPIIMI JICUCHUETO. Te3n
CYMH C€ M3Pa3X0/IBaT IJIaBHO 3a JIOTUCTUKA, IPUAPYKUTEIH, IIedanda 3a OOJTHUIUTE, B KOUTO
ce M3BBPILBA JICYEHUETO, U Pa3IUYHU MocpeaHunH oductu. ToraBa, KoraTo UMa HEJOCTUT
Ha KamamuTeT 3a pellaBaHe Ha JaJieH Ka3yc, CBHIIMAT Ja CEe Pell Ha TepUTOpHUATa Ha
boarapus, kato 6b1aT NOKaHEHU CHOTBETHU MPOGECHOHATUCTH OT uykOnHa", kaza omie [ledo
Jeues.

Jlo Tpu Mecena TO# ce aHrakupa Ja MpeIIoKu MEPKH 10 Te3U TOUKU

www.nova.bg, 18.07.2018 r. TC ""www.nova.bg™ \f C \l ""1*"
https://nova.bg/news/view/2018/07/18/222072/

EnHo 3BeHO 11e 0OTroBaps 3a NpamaHeTo Ha MANMEeHTH 31 TPaHuIA?

Toea obewa 0a nanpasu eounHcmeeHusm KAHOUOAm 3a HOG ynpasumen Ha 30pagHama
Kaca

Camo equH BMECTO TPHU AbPXKABHMU OpPraHa Jia ce€ 3aHMMaBa C M3MPAIaHEeTO Ha MAIlMEHTH 3a
JIeYeHUe B Uy KOUHa.

ToBa oOemma na HampaBU €IMHCTBEHHAT KaHIWUIAT 3a HOB YNPaBUTEN HA 3apaBHATa Kaca.
I'macyBanero Ha kanaugatypara Ha oktop [edo Jleues mie Oble B IETHK.

,He BIKIaM TpuYuHaA eAHWTE Ja mpeMuHaBaT npe3 Komucusra 3a jedeHHe B 4dyKOWHa,
npyrute npe3 @onza 3a neua, a tperute npe3 Kacara. BcuukoTo ToBa mbpBO Tpyna U3IULIEH
aIMUHUCTpaTUBEH ekurl. BTopo, ako TO3W eKHIl € Ha €HO MACTO, CIIOPE MEH IIe Mpejiara
MHOT'0 [TO-KOMIIETEHTHA OMOIIl U Tpuka”, 3adBu Jleuo Jleues.
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J & JC 10% PBCT HA IPOJAKBUTE

Johnson & Johnson otderoxa pwser oT 10.6% Ha mpomaxOuTe cu 3a BTOPOTO TpUMECEUYHe Ha
2018 r. B cpaBHEHHE ChC CHITUS TIEPUOJI HA TIPEIXOAHATA TOUHA.

Ha $20.8 mupa. BB3nu3ar mpogakOuTe Ha KOMIIAHHATA 32 BTOPOTO TPUMECEUHE HA Ta3u
roquHa. Hernute mnewanbu ca 4 wipa. gonapa. PweThT BBB  (hapMalleBTUUHOTO
MOJpa3/ielieHe Ha KOMIIaHUSATa € JBa IbTU MO-rojisiM oT obuwmss u e moutu 20%.
[Mponaxx6ute BB3MM3aT Ha 10.4 Mupy. monapa. Te ce AbKAT Hal-Bede Ha HAKOJIKO MPOIYKTa,
IIOBEUETO OT KOMTO Ca 3a OHKOJOrMYHM 3abomsaBauus ustekinumab, abiraterone acetate,
daratumumab, ibrutinib, guselkumab u ap.

"HamuTe CUITHU pe3ysITaTH ce OTpa3siBaT Ha JBOWHUS PBCT B HaIIMs (apMalleBTUYeH Ou3HecC
W yBeNWYaBaT NMpoaaxOnUTe Ha METUIIMHCKATE HU M3Aenus. Te ce IpinkaT Ha pa3BUTHETO Ha
BOJICIIINTE HU TPOIYKTH W CTpaTermyeckuTe HOBU JIaHUYOBe. OcTaBaMe (OKYCHpaHH BHPXY
uHoBaluy," ka3za Anekc ['opcKu, U3MBIHUTENIEH AUPEKTOP HA KOMITAHHSTA.

3apanu pbcTa B mpojaxonTe (GpapManeBTUIHHUAT MPOU3BOIUTEN aKTyadu3upa U OYaKBaHHUITA
cH OT (PMHAHCOBHTE MOCTHILICHUs 3a 1siiata roauna ot $80.5 mupa. Ha $81.3 mutp.
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OILIE HE 3HAAT E®EKTA OT OITACHUS BAJICAPTAH

PerynatopHuTte BiacTH BCE OILIE HE 3HASAT KaKbB € €PEeKTHT OT ABITOCPOYHATA yrmoTpeda Ha
Xaryerara ¢ BaJcapTaH, KOMTO ChAbpKaxa onacHus npumec. ToBa craBa siCHO OT MOCJIEIHOTO
cbobmenne Ha EBpomeiickata arenmus no JjekapcrBara (EMA), kosTo KoopauHHpa
JeWCTBUATA HA BCUUKU ABPAXKBU 110 CIIydasl.

B HauanoTo Ha Mecelnia O¢ yCTaHOBEHO, ue B MeaukameHTHTe Ha (upmara Zhejiang Huahali
Pharmaceuticals e mamuuna omacua cwcraBka — N-nitrosodimethylamine (NDMA). Cnopen
EKCIEepPTHUTE TS € Bb3MOXKEH KaHIEpOTreH. Bblpekn 4e BCUUKH MEAUKAMEHTH Ca M3TETJIEHH OT
na3apa Ha Ctapusi KOHTUHEHT, BCE OLIE HE € SICHO KaKBU ca MOCIEICTBUATA 3a XOpaTa, KOUTO
ca pueMalld JbJIF0 BPEME JIEKapCTBOTO.

VYcTaHOBSIBAaHETO HA TOBA € NMPHOPUTETHA 3aJaya 3a areHuusATa, choOIIaBaT OT TaM. 3apaau
TOBA areHIUATA 111€ CE KOHCYJITHPA C TOKCUKOJIO3H.

YcnopeaHo ¢ TOBa areHuusATa NpoabJKaBa Jla pas3cie/lBa U KakBO € JOBENO J0 IosBaTa Ha
OllacHaTa ChCTaBKa B MEAMKAMEHTUTE Ha KomnaHusaTa. ChIIO Taka JAaju € Bb3MOXKHO Ja uMa
noJ00HM TPOMECH B OCTAHAJINUTE JIEKapcTBa ¢ BajcapTaH. 3acera obaue or EMA ca
KaTerOpU4HHU, Y€ MalUEHTUTE He TpAOBa Ja CMEHSAT TepalusiTa CH U TpsiOBa Jja ca CIOKOMHH.
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EMA 1mie ce KOHCYJTHpPa ¢ TOKCHKOJIO3H 32 JAbJITOCPOYHHs eeKT 0T ynmorpedara Ha
BaJicapTaH

Bce ome Hsama uH(opManus 3a IBIATOCPOYHMS €PeKT OT ymoTpebaTa Ha BajicapTaHa C
OIaCHUs MpUMeC, OPU3BEICH OT KUTaickara kommanus Zhejiang Huahai Pharmaceuticals,
cpobmuxa ot EBporneiickara arennus no ynekapctsa (EMA). M3non3BaHusT OT KOMIAHUATA
npumec N-nitrosodimethylamine (NDMA) e xinacuduiupan Karo KaHIEPOTEHEH OT
areHuusATa Ha 6aza 1a00paTOpHU TECTOBE.

AreHuustTa € oOsBWJIa TO3M AaCMEKT OT M3CJIEIBAHETO 3a MPUOPUTET W 1Ie HHpopmHpa
o0IIIeCTBEHOCTTa BeAHara moM uma HoBM JaHHM. [Ipencrom EMA na ce koHcyntupa c
€KCIIepTH M0 TOKCUKOJIOTHSA, 3a Ja pazdepe mo-n1o0pe BB3AEHCTBUETO, KOETO yrnoTpedara Ha
nexapcTBa, cpabpkam NDMA, nma Bbpxy nauuenture. M3acneasanero e ce cTpeMu ChII0
TaKa Jla yCTaHOBU KOJIKO ABJTO U B KaKBH /103U MAallUEHTUTE OKxa MOTJIHM J1a ObJIaT U3JI0KEHU
Ha NDMA.

Cnopen EMA ot MenukaMeHTa HsIMa HEMOCPEACTBEH PUCK M Ha MallMeHTUTE, MpHEeMallu
BajicapTaH, c€ MPENOopbUBa J1a HE CIIMPAT JIEUEHUETO CH, OCBEH aKO HE ca IIOCHBETBAHM 1A T'O
HampaBsT OT ¢apmaleBTa WM Jiekaps cu. [Ipe3 mociegHuTe /BE CEAMHIM HALMOHAIHUTE
areHUUNu I0 JEKapcTBaTa ca M3TETJIMINA ONACHUS BajcapTaH Ha KUTalcKaTa KOMIIAHWS U Te
BeUe He ce mpeaarar B antekure B nenus EC.

EnnoBpemenno ¢ toa EMA pa3ciieziBa U ocTaHAJIMTE JIEKapCTBa C BaJicapTaH 3a MOAOOHU
MIPUMECH.

[Tpunomusme, M3mbiaHUTENHATa areHIMs IO JIEKapcTBaTa y Hac chOOIIM 3a mpoldiema ¢
aKTUBHOTO BEIIECTBO M OOSIBM CHUCHLIM C MEIMKAMEHTH, KOUTO ce€ OJIOKHMpaT, C TEXHU
3aMECTUTENHN, KaKTO U C JIEKapCTBa, KOUTO ChABPIKAT BaJcaTpaH, HO HE Ca CIIPEHH.
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