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Hapo4HoMy Aerlyrary Yrcpaiun
Baxreenifi T.A.

IIIoao ai4cyrHocri narqraH 4rr
upoSinaxrnxn noniouieniry
y 3aKJraAax oxopoHr,r sgopon'r
Yrpaihu ra cr,rpoBarKr,r nporr,r
6orynisuy y 3aKrraAax oxopoHr{
s.qopor'a y u. Kueni

IIIanosHa TersHo .{nrurpinno !

MiHicrepcrBo oxopoHr{ s4opon'x Yrpainn Ha BHKoHaHHs AopfreHH.E
llpeu'ep-rrainicrpa YxpaiHN lpoftcuaHa B.E. sia 23.11.2017 }lb 45530llll-17
po3rJlflHyro Baru Ae[yrarcrrufi 3arrur, oroJrorrreHufiruasaci.{aHHi Bepxonuoi PaAu
Yrcpainu l0 macronaaa 2017 pory, uloAo ni4cyrnocri narquH Anr upoSinarrr.rKr
uoniorraieniry y 3arJraAax oxopoHu s4opon'r Yrcpainu ra cr,rpoBarKu rrporu 6orynisrvry
y 3aKJraAax oxopoHr,r sgopon'r rra. K[esa ra noniAoMJlre.

flpo6lervra 3 BaKlluuaqierc rporn noniorraieniry uon's3ana s ni4cyuricto
AocrarHboi rcilrrocri iHaxrnsosaHoi BaKTIHHT{. Pasirue Anfl rrepmllx ABox rqerneHb
BI,IKopIacroByB€IIIIa roM6iHosaHy BaKrIr{Hy, Ao cKJraAy sxoi sxoAr,rla inaru{BoBaHa
uorionrieritna BaKrIraHa (aani - BaKrIr{Ha IIIB). y 2015 poui qepe3 IPOOH 6yno
3aKyrIJIeHo nIaIIre 50Yo sil uorpe6u qiei sarcrlusu. KaleHAapeM upoQinaxrrrqHr{x
qenneHb pernaMeHroBaHo An{ repurrrx ABox BaKrlr4Harlifi uporz uolioruieliry
o6os'sgroso BI4KopI,IcroByBarE Jrr4rue BaKrIr,rHy IIIB i s rroAzrnbruorr,ry rinmra
opaJlbHy noliouienirHy BaKuI4Hy. Biacyrnicrr BaKrIr{Hr{ IIIB ni4repl,riHoBye
[oA€IJIbrIIy BaKII[IHarIirc opulrrbHoro nonionaielirnoro BaKrI[Horo) flKa e s AocrarHifi
rinrxocri.

3axynneniy 2016 poqi BaKIIEHTa Anfl rrpoBeAeHH, rJraHoBrx rqerneHb 6ytru
uoctanleHi Ao perionin Vrpainn sriAHo 3 HaKa3aMr.r MO3 Yrpainu rpo
posno4ir, siAnoriAHo Ao roAaHux 3arBoK B Mexax 100 % norpe6n ra uyHrry 5

flopa4rcy BIaKopI{craHH.fl rourria, nepe46a.reHr,rx y AepxaBHoMy 6roAxeri Ans
BI,IKoHaHHI [porpaM Ta s4iftcnenna qenrpani3oBaH[x saxoAis 3 oxopoH[
s4opon'x, 3arBepAxeHoro rocraHoBoro Ka6inery MiHicrpin Yxpailru sia
17.03.2011 Ns 298, B roMy .rrcri i irrayno6ionoriqnnfi npeuapar <IMOBAKC,
TIOJIIOBAKIII4HA ATIfl
IHAKTTIBOBAHA PIAKA).
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sia 16.06.2017 J\lb 668 ullpo poruo4ir
3aKynneHoro 3a Korrrrlr ,{epxanHoro 6ro4xery

Harcasord MO3 YrpaiHra
iuyHo6iorori.rHoro rpenapary,
Yrpainn Ha 2016 pir> posuogineHo irvryno6ionori.rrrnfi npenapar (IMOBAKC,
loJrroBAKrIr4HA trJrA fIPO(DIJIAKTI4KI4 IOJIIOMICJIITY
IHAKTHBOBAHA PIAKA)) y rimxocri 89 000 Aos, ra HaKa3ovr MO3 YrpaiHu
sia 10.07.2017 Ns 775 <IIpo posnogin irvryHo6iorori.rHux upeuaparie,
3aKyrneHr{x 3a Korurr.r,,{epxanuoro 6roAxery Yxpainuua20l6 pix> y rilrrcocri
54 800 aos.

lurttuv. @onAou OOH (FOHICE<D) y 2017 poui Ha 3eKoHoMJreHi xounu
AepxaBHoro 6rcAxery 2016 porcy 3aKyrJreHo 450 000 ao: BaKIII,IHU IIIB. flepura
uaprix qiei sarqunu uatiftrura n Yxpainy HanpuKiHui nucrorlaAa 2017 poKy y
rirrxocri 200 000 uos i ua croroani uilroroBJreHo HaKa3 MO3 YxpaiHu <flpo
poru o4 in iuyno6ioro ri.rH o ro np erap ary < IMOB AKC, fIO JIIOB AKI-II,IH A [IIfl
IIPO@IJIAKTI4KI4 IOJIIOMICJIITy IHAKTI4BOBAHA PIAKA).
Hafi6nnxqr,rM r{acorr,r 6yae sAificHeHa ii uocraBKa y perioHr,I. PosuoAiJI BaKuI4H}I

sAificHeHo rrporopuifiuo Ao rinrrocri, saluaqenoi y 3ulf,BKax perionin. HacryuHa
uaprir BaKrIr{Hr.r IIIB y rilrxocri 250 000 Ao3 rrnaHyerbcfl. y repruorvry rnaprani
2018 poKy.

CrcnaAuicrb rrocraBoK BaKTIHHu IfIB uon's3aHa r npo6reMaMr,r Haf,BHocri Iliei
BaKTIHHT{ na uo6arbHoMy puHKy ra crocyemc.f, 6ararrox rpaiu.

Orpirra rlboro, iHQoprrayeMo, ulo Ha Br,rKoHaHHfl 6roAxerHoi uporpaMr 3a

KIIKBK 2301400 <3a6egneqeHH, MeAr4rrHrx saxoAin oKpeMr{x AepxaBHux
rporpaM Ta KoMrrJreKcHr,rx saxoAin [porpaMHoro xapaKrepy) y 6rogxerHoMy
sanuri Ao rrpoeKry flepxaBHoro 6ro4xery Yrpainn rta 2018 pir npaxonani
KoIurLI y cyrrai 5 949 019,0 ruc. rpH., y roMy.rlacri i na aarynisrlo MeALIKaMeurin

AJu xBopr{x Ha in$erqiilHi saxnoproBaHHf,, rr1o cyilpoBoAxyrorbcf, BLrcoK[M
pinuerr,r reramnocri (4nQrepix, cKa3, rrpaBerlb, 6oryriarvr, ua-nxpix), y cyrrai

40 200,0 rr4c. rpr4BeHb.

BiluoaiaHo Ao crami 9 3aroHy Yrpainu nflpo nixapcrri saco6u>>, rirapcrrci
saco6u AorrycKarorbc, Ao 3acrocyBaHH, uicrs ix AepxaBHoi peecrpaqii.
Jlirapcrxuit saci6 Moxe 3acrocoByBarrdcb n Yxpaini uporxroM u'qrr,r porcin 3 AHfl
r{oro AepxaBHol peecrpaqll. Illcn, 3aKHrreHHfl TepMlHy, [porflroM sKoro
3apeecrposanuir rirapcrrnfi saci6 6yro Ao3BoJreHo Ao 3acrocyBaHH.f, a Yrpaini,

flicns saxiH.IeHHg reprvriny,uoro 4epxannoi peecrpaqu.

rirapcrrnfi gaci6 Moxe 3acrocoByBarr,rcb 3a yMoBu fioro repepeecrpaqii.
lis cepruSixara rpo AepxaBHy peecrpaqiro Anfl cr,rpoBarKu

uporn6oryn in iqHoi saxiHqr,ur acfl, y 20 1 4 poqi. flnraHH.s,qepxaBH oi u epep eecrp au ii
uporr,r6oryniHi.rHoi cr{poBarKr4 po3rn.f,A€rJrocs y 2014 poqi, oAHaK, cri4 :aynaxtvtrvr,
tr1o 3€uIBHuKoM ((De4epanrHe AepxaBHe yHirapne ni4upneucrBo <Hayxono-
nupo6nu.re o6'e4nanH, 3 MeAuLrHux irrayuo6iorori.rHux [penaparin <MixporeH))
MinicrepcrBa oxopoHu 3Aopon'r Pocificrrcoi (De4epaqii) ne 6ytu naAaHi rraarepianu
pe€crparlift Horo Aocbe.

Biluoniruro Ao rrr,rHHoro 3aKoHoAaBcrBa YrpaiHn rpaBo iHirlircnaHHs
peecrparlii nirapcrKoro saco6y H€Lrrexr{rb 3a.f,BHLrKy - roprAurrHifi a6o Si:uvHifi
oco6i, srca niAuoniAae:a e$exrunHicrr, qricru ra 6esnexy nircapcbKoro :aco6y n



rroprrKy, Br,r3HaqeHoMy rrr.rHHlrM 3aKoHOAaBCTBOM, Ta Mae pecypcv An1 sAificHeHHs
QaprvraroH arurflAy n Yxpaini.

Cnil 3a3Harrr4Tlr, uo Mo3 YxpaiHu HeoAHopa3oBo 3Bepranocb Ao
uoreuqifiHux 3arBHnrcin ra nupo6Hzrcia 3raAaHEx rrperaparis rqolo Nroxmasocri
iniqiallii' AepxaBHoi peecrpaqii upeuaparin na repuropii YrcpaiHra. Cranoiu Ha
cboroAHl, 3aflBa 3 Merolo AepxaBHoi peecrpaqii cnponaroK rrporlE6oryniniuHlrx Ao
MO3 Yrpainra He HaAxo Auila.

Orpeuo nosiAor,IrteMo, rqo Miciero MixHapoAHoro Kouirery gepnoHoro
Xpecra (MKTIX) 6yno BBe3eHo ryuauirapHrafi naur€DK, rrlo ruicrnn NaeAu.rHnfi
irr'ryno6ionoriqHllfi rpelapar: <EotyriHi.{Huft aHTr,rroKcrn uorisalenrnrafi ABE>,
B aMrynax ilo 10 MJI (Botulinum antitoxin ABE, ampl. 10ml), rnpo6Hrar
Bupo6Hra'rnfi sasoA cr.rpoBaroK ra BaKTILIH EIOMEA BIOMED co.Ltd, [or"ruu
(Production Plant of Sera and Vaccines BIOMED Co. Ltd.; 30134 Chelmska Sr.,
00-725 Warsaw, POLAND), cepir J\lb 1051512 y xinrxocri 150 (cro u'rr4ecxr)
aMrIyJI, sxuit na4iftnoa f,K 6laro.qifina AonoMora Ha uiAcrani ceprzsirara
AapyBaHHr ri4 Micii MixnapoAHoro Kouirery rlepnonoro Xpecra (MKqX) ra
upo@oprvru-inaoficy sia 12.09.2017 J\tb 2ol7o9l2 niauoeiaHo Ao HaKa3y
Miuicrepcrna coqialHroi nolirurn Yrpainu eia 2g.Og.2}l7 J\lb 1564 unpl
Bla3HaHH.f, saHraxis ryuauirapHoro AonoMororo)) .

Crauou Ha cboroAHi Ha repntopii Yrpainn 3apeecrpoBaHo ra BHeceHo Ao
lepxanuoro peecrpy lircapcrrux saco6in Yxpai'nz HacrynHi BaKrILrHu AJ1A
l{epxanuoro peecrpy lirca1
upoQinaxrr.rKlr noniouieniry :

HacrynHi BaKrILrHu ArrA

N9 PN
Tepmix giT s/no

Hasaa/nirapcsra
Qopua

Cxnag 4irorrx
pe9oBr,tH Brpo6xrx 3acexrx

uA/15130/01i01 26.04.2016
31.03.2019

lnonto cAEtHrM

loEl4H tTPl4
l(oPAnbHA)
IABOBAJIEHTHA
IBAIqIHAAIIF
lnpoornRmrrr
lnonrourenrry rrnrB
1 TA 3 (AOnB),
cycnexein opanbHa no
10 4os (1 mn) a6o no
20.qos (2 rn) y
Qnaroxax l& 100 a
xaproxxitr xopo6rti

1 4osa (0,1 un)
uicruru: nonioaipycy
runy'l: xe MeHuJe 10
6,0 CClD50 (urrau
LSc, 2ab);
nonioaipycy runy 3:
xe uexue 10 5,8
CClD50 (urau Leon
12a,1b)

l-naxcoCuirKnrix
Eionogxixans c.a.,
6enurin

l-narcoCuirKnnlx
Ercnopr IIiuireA,
Benura Epuraxie

l 
unlr sogerovor 106.04.2016

loa.o+.zozt
BArqt4HAAnF
NPOOIIIAKTI4K'I
nonroMtentTy,
NEPOPA.[IbHA,
6IBA']EHTFIA, T]4NIB

TA 3,
cycneH3if, Anf,
nepopanbHoro
oacrocyaatxn no 20
qoa (2 un) y Qnaroxax
l,le 10 s raproxxitr
ropo6qi e
5araro4oooaoo
(panenbH]/lqerc y
<ounnerri

l1 iuyxisyrova 4osa
lBaKquHUt (2 Kpanni,

la6o 0,1 nn) uicruru:
Inonioaipycy runy 1*

l(urau LS-c2ab)

J(xuaufr,
lareHyfoBaHt F) He

luexu.re 6,0 logf
lTLlfl50f; nonioeipycy

lruny 3" (urau Leon
l12a1b) (xueuI,

larexyloaannfr) xe
lMeHUJe 5,8 logf
rHAsOt;
* xynsrnaoeaxi xa
xniruxxil nixi'i Vero;
f nonepe4xuo 6yno
no3HaqeHo tK (He
uexue 10x Tl_9150>;
f rurp quronarurrxoT
Aii 50 % (eipycxi
ix$err1ifi xi o4r,rnraqi)

CaxoQi
<Dpaxqis

flacrep, CaxoSi flacrep C.A.,
@paxqin



uA/1 6435/01/01 21 .11.2017
21 .11.2022

NOflIO CAEIH,TM

ABOBAJ]EHTHA
BAIqilHAAnF
NPOOIJIAKT]4Kl4
nontoMtefltTy TnntB
1 TA 3 0KI4BA,
ATEHYl4OBAHA)
cycneH3ir opanbHa no
10 4oa (1 un) a6o no
20 4os (2 un) y
Qnaxoxax l,le 100

1 eosa (0,'1 un)
Ba(qxHu llictrru:
Eipyc nonioMieniry
rrny 1, ulrau LSc,
2ab >106,0 CClD50;
Bipyc nonioMi€niry
rrny 3, urau Leon
12a, '1b >105,8
ccrD50

l-narcoCuirlGalx
Eiono4xirans C.A.,
Eenurin

FnarcoCuirlGalx
Ercnopr Iliuirea,
Benura Bpnraxie

uA/1 3079/01 101 29.07.2014
29.07.2019

lnonroBArqhHA sst,
Baxquxa 4nn
npoQinarruxn
noniouieniry
TpIBaneHTHa
ixatoueoeaHa
Pogqux gnn in'erqifi y
nonepeAHbo
HanoBHeHOMy
crnrHoMy r.unpuqi no
0,5 un (1 Ao3a) Ns 1,

Ne 5, Ns 10, i.le 20

| 
1 4osa BaKquHu

10,5 un uicruru:

lEirovi pevosr,rxr:

lllonioaipyc runy 1 ,

I iHarrueoeaxui

lOopuanuaerinom 4o
I D-oAunuqu.
flonioaipyc runy 2,
ixatoueosaxufi
Qopmanu4eri4ou 8
D-o4lrnraqu.
flonioaipyc runy 3,
ixarrreosaxni
$opuanu4eri4ou 32
D-o4rannqu

Crarenc Cepyu
lxcruryr, flaxin

Crarexc Cepym
lxcrnryr, flaxin

Ha croroAni MinicrepcrBoM oxopoHr4 3AopoB'{ yr<painn po3po6neHo
rlpoeKr po3noprAxeHH.f, Ka6inery MiHicrpin Yxpainu uflpo repepo3noAin
AerKr,rx Br,rAarKiB AepxaBHoro 6roAxery, repeA6aqeHnx MO3 Ha 2017 pio, 4e
BpaxoBaHa HeraftHa rorpe6a Ha2017 pircy cyMi 20 100,0 ruc. rpH. Ha 3aKyrrinmo
MeAIIKaMeHTiB Antr xBopI'Ix Ha 3axBoploBaHHf,, rrlo cy[poBoAxyrorbcf, Br.rcoKr,rM
pinnervr JrerarrbHocri (4n$repir, cKa3, rpaBerlb, 6oiyrisr, vatxpix), fl;1;uit
3HAXOAI{TbC' HA PO3IJI'Ai Y IIEHTPAJIbH}IX OPTAHAX BI,IKOHABIIOI UAAU.

3 nonaroro

B.o. Minicrpa yJrnHa CytIPyH
"J //ir-'

Ilraron 2538305
Anapyuro
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