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HapognoMy AerlyrarY YrPaiH u
Pn6a.nui C.B.

Ilfodo nixyeanun dumuuu K.A.A.

Illaxosnnf, CePrirc BirroPonn'rY!

MiuicrepcrBo oxopoHr.r 3AopoB'x Yrpatrnr po3rnf,Iryno Banr Aerytarcbtsil; 3artrfl'

oroJrolgeHulr aa 3aciAalfii Bepxoenoi Palu Yrpauua 25 rpaaun 2018 poK,Y, IqoAo

;rixyraunx uvrrryrvr ra nosi,{oMflfl e.- 
BlArosiAgo Ao HaruBy MO3 Yxpair*r stAZ7.l2.2ffi Ns 898 ..IIpo 3arBep.uxeHH-f,

IIopflV gAificHemrs QaprrlaroHaurfl,qD>, 3apeecrpoB€IHoro B MiHictepcrri rocrnuii

YxpainH zg.Ol.zctr.7 sa Ns 73t13340, y cracteui oxopoHH 3lopoB'' crBopeHo cl4crelu,v

sapuaxoHafJrflAy. Au saiftcHeuHfl Qaprr,raxouarnflAy MinicrepcrBo oxopoHH 3AopoB'fl

yr6paiHra 3aryqae Me4ll.trrro( uparrinrunrcir, 3a.f,Blil{Kis, nallieHTin ralaio ix :aroHsro<

np.4.rur"rrir; BcraHoBJrIoe ropfl,[oK 4ifi xepirnruciB crpylcypnro< nigpo:ai;ris 3 lrlaraHb

oxopoH6 s4Opon'x Amouomroi Pecrry6nirur Kputr,t, o6lacmor, Knincrxoi ra

Cenacrononrcgoi naicrloD( AepxaBHID( aalaiuicrpaqift (Aani - crpyrcq'pni nieposAlrlH :
luTaHb oxopoHll s4opon'r), *api"rr*.iB ycix saxnads oxopoHll 3.UopoB's He3a'IexHo nil

$op, nlaffrocri (Aani - 3EIKJIaAI,I oxopoHl{ sAopoe'r), lixapin, uponisopin, $elr4urepia'

aryruepir, $up*rrtentin, MeArrttHID( cecrep (Aani - MeAruHi npaqinHuKu), a raKox

IrpaBuJIa, BLIMonI AO saf,sIilIKiB drapcrrrx raco6ia, BaKIIHH, ry6epxyniuy Ta ix

,"6o"'raurrHf; peryilloe BaeN,IosiAHocI'IHII uix crpyrrypaMu, ulo MaloTb niAuoruenruI /Io

rpoqecy peryJrroBaHrur o6rry rircapcrxn< saco6is, BaKqHH, ry6epryniHy'

@aprraaxoHarnsg s.{ificmoe lE uAepxasgrfi eKcreprHIafi qentp MinicrepcrBa oxopoHn

sgopon'x Yrcpainra> (Aani - Uenry) siAnosiAHo Ao BIIMST 3aKoHoAaBcrBa'^ 
Iusopvrauir s 6esneKu ra e$errunHocri lircapcrxux :aco6is. BaKuHH,

rySepryniHy HaD(oAlIrb Ao IIeHrpy sil MeAI/rIIHID( upaqinHraxir; ropnlruHtax ra

$iar.lrrrx oci6, xrci sAificmorom rocrroAapcbKy ArynrHicm s In{e.{}r'{Hoi npaKrLIKI4;

gaicnaxin oxopoHu :4opoa'x; ga.rsHrardsi naqieuris rala6o ix saKoHHI,D( npeAcrasHuKie sa

{ropuoro Kaprr{-rroBiAoruleHHr grrr5, HaAarrHfl nallieHrou rala6o froro 3aKoHHrIM

rrpeAcraBHr4KoM iHQoprvraqii rpo no6i.try pearqirc drapcrxoro zaco6y, BaKUHHI4'

ry6epxy;riny ralalo nigcymicru eQercnnHocri drcapctroro aaco61', ra/a6o

Hecrpu-flrni{By uo.qiro uicns iuynisauiVry6epryninoAiarsocruxu; .{epNasnol crryx6n

)'rpaiHn s :rixapcrrcrur saco6is ra KoHTpoJ[o 3a HapKoruKaMH ra if repnropialbHl'D(

opraHia; npegcrannuuia Ilerrpy 3 rrrfl'aHb QaprraarouaulcAy B ag\aiHicrparuBHo-

repr.nopianbHlrx oAI,IHLIIID(; BOO3, EMA, FDA, MHRA, Health Canada, TGA,
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Swissmedic, PMDA ra iruulo< uixHapo4Hnx opraHieaqifi i arenrcrs; o$iqifiHlax
in$opnaqifiHrry.Axepen ra uepio4larlHllo< BLIIaHr.

In$opvraqix npo no6iuny pearuliro drapcrroro saco6y, BaKrII,IHI4, ry6epryniny,
'tala6o ni4cynricrr eQerrusnocri drcapcrxoro saco6y, ralaio Hecnpplrlrnlaey no4iro

nicrs iq,nisaqiVry6eprcynino4iaurocruxu 3aHocr{rbcr nirapeur Ao nepBuuHoi o6niKoeoi

ueAuqsor AorcyMeHTarlii. Kapry-uosiAoN,fireHHrr rroA€rrorb 4o I{enrpy ra perionanrnoi
ilpynE o[eparvBHofo pearyBaHHf, y [arepoBorvry ra/a6o eneKrpoHHoMy elarn Ii.

tsiAuosiAHo Ao floloxenng rpo rleHTpanbrry i perionanrui rpyuu oreparl4BHoro

pearyBaHrlf, Ha Hecnpuauuni noaii uicrs irvrynisaqir/ry6eprcyninoAiarnocruxra,

3arBepAxeHoro HaKa3oM MO3 Yrqparnz sit 26.09.2016 .l\lb 996, 3apeecrpoBaHuM B

Irzli'riclepcrsi rccruqii Yrcpainu 19.12.2016 sa Ns 1650/29780, aHaris xapt-uoaiAoMneHb

rrpo Hecnpr4rrrnlrBy uoAiro nicnq irvrynisaqiVry6epryniHogiarnocruxu 3a BcraHoBileHolo

Soprraoro ra s'lc5rnarrH.fl [pruuHHo-nacniAxoBoto 3s'r:ry rvrix HeclpHrITnI{BoIo noAiero

nicriq ivryni:aqiilry6epryninoAiarsocrrrz ra 3acrocyBaHHflM BaKIII{HI{, ry6epxyniny
sAifrcHroomcs ryyloro o[eparuBHoro pearyBaHlrf, Ha Hecflpu.xrnl{By noAiro nicns

ir,ryri:aqiilry6eprytiHo.qianrocrlrKr{ (aani-Hllltr). .{o cxnaly ryy-I oneparrlBHoro

pearyBaHHrr ira HIIIII BxoArrb Qaxisqi sa cneqiarbHocrf,Mtl <<HeBpoJlori-a> (<4urx'ra

uenpolori-r>), <iHQercqifiHi xnopo6u> (<4nrxui iH$erqifiHi xnopo6ur), .,aleprorori-fl>
(<grarrua aneprolori-r>), <irvrynolorix> (<<4Iarxua irvryronorix>>), <<anecresiorori-f,>

(<4Errua anecregio.norix>>), <<eui,ueuiorori-x>>, <ue4iarpix>>/<repani-a>>, <<cy.{oBo-MeAI,rtIHa

eKcleprl{3a>>, <<rlaronori.rna aHaroui-g>>.

firrr orliHxu srocd :aa1ariHs, ue4ruuoi AorroMorld ra MeAlrqHoro o6crryronyBaHrul

y 3aKJraAzx oxopoHlr s4opon'r He3arrexHo BIA Sopuu sracHocri ra niguop{AKyBaHHq,

6arrru Evrrvnu M€uorb rpaBo 3Beprarr{cr Ao xriuiro-ercneprurx rouicift (4aui - KEK)
crpyKTypHrx niaposainin 3 ru{TaHb oxopoHr{ a4opon'r o6lacnrx, Kuincrxoi ra

Cesacrouolrcrroi uicsrru< AepxaBHlix a4IraiHicrpallifi .

IIoloxeHH, rpo KEK MO3 3arBepAxeHo HaKtBoIra MO3 YrcpaiHu eia 05.02.2016

i\e 69 ,.flpo opraHisaqiro ruiHixo-eKcneprHoi oqinxn stcocti HaAaHH.t NteAn'IHoi

AonoMori4 Ta MeArrHoro o6cnyroByBaHHrr)>, 3apeecrpoBaHl,IM s MiHicrepcrni rocrullii
YrpaiHu 24.02.2016 sa J\b 285128415.

BiauosiAno Ao [yHrffy 2 zazrta,aeHoro floroxeHnq, Kniuixo-eKcreprua oqinxa
qrocri HaAaHHrr ue4u.nroi AorroMorrr Ta MeAI{tIHoro o6crryronyBaHHrl KEK MO3
npoBoAuTbc, y pa3i HearoArl 3uurBHlIKa 3 BI,IcHoBKoM 3a pe3ynbraraMl{ xliHiro-
eKcrreprHoi oqiuxu KEK MinicrepcrBa oxopoHla sgopon'x AeroHoN,Iuoi Pecrry6nirz

Kpru, crp-vKTypnnr uigposAinin 3 flrlnaHb oxopoHLl :,qopor'x o6tacHIa<, Kuincrroi ra
Cesacrouo:mcrxoi rr,ricrr n AepxaBHlrx a"qNdiHicrpallifi .

3a AaHLIMII ,{epxaeuoro peecTpy lirapcrxlo< saco6is Yrpaiun
(hup://www.drlz.cjm.ua), n YxpaiHi craHoM rta 74.06.2018 :apeecrpoBaHo ra Ao3BoneHo

Ao MeAlr.rHoto 3acrocyB€rHHf, nirapcsrufi saci6 <<fercaxcnra / Hexaxim>>, BaKurHa .rilfl

upo$ixarruxu 4z$repii, upaulf,, Karruuory (allemonxpHnfi KoMnoHeH:r); rerialerry R

pexoru6iHaHTHa; uoniorraieniry inaxrunoraua, Ta 3axBoploBaHb, clpruuHeHl'rx

Haemophilus rnrry b ron'roroBaHa, a4cop6onana, pigra, nupo6Hrar 1: Cauo$i flacrep

C.A. (uoenufi r1nrcir nupo6nuqrna, Br{rrycK cepii), @pranqi-a, nnpo6nux 2:3AT <CaHo$i-

AseHric>> (eropraHue rraKyBaHnr), YroprrlkrHa, 3zuIBHI{K: CanoQi flacrep C.A., @paHqir,

peecrpaqifine uocsi.(.reHHn UA/13080/01/01 (aani - BaKIILIHa <<fercaxctlM>>).



CraHora na 14.06.2018 4o I{enrpy Kapra-rosiAoMneHrul rpo no6iuny peaxqiro

.nirapcmoro saco6y, BaxrluHu, ry6epryriny rala6o nigcyrnicrr eSerrHnnocri
rixapcrxoro saco6y, rala6o Hecrrpr4rlTnI,IBy uoliro nicr-f,

iuynisaqiVry6eprcyniHoAiarsocrnrra (HIIfII) ((Dopua lllb 137lo) (aali - Kapra-

uoniAoureHna) Ha Aurutry K.A.A. uicns 3acrocyBaHHrl BaKIII4Hu <<IercaKcI4M)>, qo
3a3HarreHa y Baurorvry sanuri, He HaAxoAIlrIa.

Y pa:i orpr{MaHHr Kaprr4-noBiAorunenHs ,[I <[epxavsuir eKcrleprHufr qerrp

Miuicrepcrsa oxopoHr.r s4opon'r Yxpainu> 6ya. rpoBeAeHo aHaris BLInaAKy ra
BcraHoBJreHo [p[iil4HHo-Hacni4xonufi 3B'q3oK rraix rcliHi.lHLIMu rIposBaMI{ no6i'IHoi
pearqii Ta 3acrocyBaHHrru BaKIrrIHu.

Y Baurouy AenyrarcbKorvry sarurui Ha,uaHo in$opuaqiro ulo,4o BcraHoBJIeHluI

ocraror{Horo 4iarnosy <<rocrpufi enqe0anir nipycuoi eriolorii, cl4MrlroMarutqua

enineuci-f, : Se6prurrHr.nra Ae6roroM)), B f,KoMy nigospa upo sn'r:oK 3 BaKuI{Horo ei4cyrux.

OAuo.{acHo insoprvryeMo, Iqo ni.quosi,{Ho Ao ni4rrysrry 5 rryHKry 1 po:airy III
Iloprarcy sAificueHHf, Qaprvraxouautsly,3arBepAxeHoro HaKa3oM MiuicrepcrBa oxopoHll

:4opon'a Yrpainn s$ T7.L2.2006 J\b 898, 3apeecrpoBaHoro a MiHicrepcrni rocrzr{ii

Yrpainu 19.12.2016 sa Ns l&9129779, 6arrru Atrrr4:ar4 M€lrorb rlpaBo 3arIoBHI,Iru ra
uaAiclaru Kapry-roBiAoNmerurs ao l[I <.{epNanurfi excneptrnfi rleurp MiHicrepcrna

oxopoHr{ s.4opon'r Yxpainra> 6y.qr-xxnvr cnoco6ou (nounoro, Hd aApecy: ru
<lepxannufi ercneptrnfi rIeHTp Minicrepcrna oxopoHl.4 3AopoB'fl Y4paitru>,

,,{enaprauenr QaprraaxonarflrAy, Byn. Bacu.rrrriBcbKa, 14, tvr. Krais, 03M0; e-mail:

vigilance@dec.gov.ua; 3aIIoBHI{ru Kapry-rloBi,{oMneuus Ha cafiri

http://aisf.dec.gov.ua/Account/I-ogOn y pos4ini <floniAoIvrrleHH;t niA narlienrD).
3saxarcqv Ha BlIKJIaAeHe, AJrf BI{BrIeHH, qrocri Ha,uaH}uI MeAU'{Hoi AoIIoMorI4

Baur saur4r HanpaBJreHo Ao crpyrTypHoro nigpo3Atny 3 rIHraHb oxopoHl{ s4opon'x

Tepnoninrcsroi o6tauroi 4epxaruoi auMinicrpaqii.
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MIHICTEPCTBO OXOPOHI',I 3AOPOB', tl YKPAiHI4

da 06, dn/t

HAKA3

KHis

flpo niapflAxeHHfl
Cynpyu Y.

3 Merorc yuacri B rycrpi'rax BucoKoro

ypxgoroi Aeleraqii nia qac oSiuifinoro aiaury

fpofiuuraua B.E. 4o Koponiscrra .(anir

r! /Q*4!=

pinnr y cxnaAi YxPaiHcsxoi
flpev' ep-r'aiHicrPa VxPaiuu

l. Bia6yearo y siApgAxeHHs Ao u. KonesrareH (Koponincrao AaHir)

crpoKoM na}'xa1e*raap*,i iHi a 26 uepnn s2Ol8 poxy rc 27 qepBH' 2018 poKy'

2. Btlp,gixQHH.s siuaucyerucr 3a paxyHoK xourris opraHiaarlii Lrio

nigpna,xae.

3. Ha qac Moro aiaprgNelrHfl BHKoI"raHHs o6on's:xie MiHicrpa rloKnaAaro Ha

3acryn HHxa Mir'ricrpa KoaroHloKa fl'A'

Konrponb 3a Br,rKoHaHHqM qbofo HaKa3y 3aJlHlxaro :a co6oro.

fliAcrasa: AopyqeHH, flper',r'ep-r,aiHicrpa vrcpaiHu fgolwaua B'E' nia

18.06.2018 N9 24730toit-18 (ax. MO3 sia 20.06.2018 J\'r 10/1533-18).

B. o. MiHicrPa v. cy[PvH
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