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3A5IBA
Ha HPOBJtHH2 !wp)«aBHOI OUiHICH MeLWMHHX TeXHojloriň

1. IHlJopMaI!isl npo 3a%lBrnIIca:

1) HaňMCHyBaHH5I (ripi3Brnue, ÍM‘M. HO 6aTbKoBi) 3aMBHMICa — TOB IHceH

IOKpeňH CepBici3, MiKap‘lyK 5lpocnaBa IropiBHa (reHepasibHui atlpeKTop),

JIeneKa Mapii BaCHSI1BHa (MeuewKep 3 po3po6KH Ta pO3Bl‘ITKý IcoMepuiňHnX

nporpaM).

2) MICUC3HaXOmKeHHSI (MicIe Hpo?KHBaHWO— rvi. Kuď syn. ]]eruIpiBcbKa. 27Ľ
3) oep TesIed2oHy (TeReaKcy) — 044-5026529
4) aapeca esIeIcrpoHHo HOWTM - rnariya.1e1eka(äipsen.com.

2. LIaHi woito 3anBJleHoro JliIcapcbKoro iaco6y.

-

1) TOproBesibHa Ha3Ba JHKDCbKOFO 3ac06y: i-tcnopť.

2) MbIcHaoLŘHa 1-IerIaTeHToBaHa i-ia3a aöo CMHOHiMi‘-IHC HafíMeHVBaHH5I:

EonniHiqHi-ifl TOKCHH iiny A 500 OJ (abobotulinumtoXinA).
3) CKnaj KCbKOFO 3acoóy (ziiloqi Ta 4IOHOMi)KH1 peqoBHrn-1):

zuny-la peMoBuHa: Closuiidinrn botulinurn type A toxin-haemagglutinin cornplex

(1 knaKDH MlenlTb KOMFU1KC 6oryzuiHiMHnň TOKCI4H niny A-reMarnloniHiH 500 O)),

JOHOMi)KHt pe‘-IOBIIHH: Q3LlH as!b6yMtHy JIIOaHHH, JIaKTO3a rv1oHonzpaT.

4) WopMa Blrnyclcy:

H0j301UOK 4LJ1X O3MHH $j15{ iHEK[tiň.

5) BiJoMocTi iipo LŘCPACBH peccTpawlo!cepTwlnKatwo 51KOCTi J13 aóo
1H[I1OÍ MeJJ$MHďI TeXHOSIOriÍ nOpiBH$IHHH B YKpaHi:

BLaoMocTi npo zep)lcaBi-Iy peccvrpawo

TepMiH RiY H33Ba/MIcapcb- Cicjiat 4U10‘1HX
.Nb PH Bupo6HnIc 3aaBuHw

3/Ho ica 4wpMa PeoBuH

UA113719/ 24.06.2019 -

WšICFIOPTX 1 4rnaioi-i M1CTHTb IHCEH IHCEH
01/OJ 24.06.2024 HOOHiOK Jfl KOMflJIKC bIOAPM FAPMA,

pO3qHHy JUlii OOTyniHi‘IHHň JIIMITEJI,, Qpanwsi

1H‘€KUiii [JO 500 TOKCHH TFIH A- BenHKa

O; I drnaKoH 3 FeMaFrnQTMHIH 500 BpHTaHis

l1OOWKOM y OJ
lcapToI-1I-nň

Kopoow

UA/13719ĺ 24.06.209 JLI4CFIOPT® 1 csiaicoii MICTHTb IHCEH IHCEH
01/02 24.06.2024 HOOUJOK W2 KOM[UICKC BIOAPM APMA,

pO3MHH JUlii OOTyJI1HiMHHVI JIIM1TEL1, DpaH[Uii

iH‘CKLLI, no 300 TOKCIIH THfl A- Besuitca
O,L; I jrlaKou 3 reMarJlwTlIHiH 300 bpnTaHii
UOO1JJ KOM y 0,24 I

KapToHHiň

xopoöui

6) WapMaKonoriqHa M niKapcbKoro 3acoóy:
KoMnsieke 6OTyJI1Hi‘4HHVI TOKCHH Tt-IHy A-reMarsiIoTIlHiI-i (Clostridium

botu/mam type A toxin-haernaggtutinin cornplex) 6noKyc HepHepw-tHy XornF!epnrn-ly

nepejay B HCpBOBO-M‘5{3OBOMy CHHaHCi HIJIIXOM HCCFIHFlTHIHO LUt B Lwuul-rni,
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rIpoKcuMasIbHiň BiJI M1C[Ř51 BHB1JIbHeHH5I aeniixorny T0KCHH JI1 Ha HBOB

3aKiHMeHHM, npoTuJIlIo‘-Iu Ca2-3wieIcHuM 5IBwmaM, AKi HH3BOJI5ITb JIO BHB1JILHeHH5I

MejuaTopa. BiH HC JI1C Ha rIOcTraHrsIiOHapHy XOJI1HePFF-IHy nepeJIa1-iy aóo Ha

HocTraHrsiioHapHy CHMUTW4H rJepejlaMy. JIi5I TOKCHH nepeJI6aac no‘-laTKoBnfl

eTan 3B‘5I3yBaHH5I, KOJIlI TOKCHH LHBHJIKO i M1UHO npFIKpinnIocTbca LO npecHHaHTH‘{HO

MeM6paHu. Hajtani BIJI6YBaCTbC5I iHTepHarn3aLIliI, B XOJIJ AKOi TOKCHH [ICCTHH€

HCCHH[ITHMH MeM6paHy, IW BHK1KIOMH naparn‘-iy. 3pemToio TOKCF1H 6noKyc

BHB1nBHeHH)i aI1eTHJlXoniHy, nopymyiou Ca2-3wie«HHň MeXaHi3M Ňoro BHJIIIICHH5I,

i, TaKHM ‘JHHOM, 3HH)Ky C noTeHuiasI K1HI4eBOi nJ1acTiIHH Ta HPH3BQLIHTb JIO naparn‘-iy.

BiJIJBOpeHWI nepezw‘-li HBDBOO IMHyHBCy BW6yBaCTLCYI FIOCTyHOBO, 3 yTBOpCHHIM

HOBI‘IX HBOBHX 3aKiHqeHb Ta BiJI$oBJIeHHMM K0HTaICr1B 3 nOCTCHHaHTHqH0IO

MOTOHOiO KWUBOlO nnaeTl1HoIo: y niJwOciwwnX TBapFn-l iwň npowc THBC BIJI 6
JIO S TH)KHIB.

7) eapMaKoTepafleBTH‘lHa ryya JiiicapcKoro 3aco6y Ta KOLt 3 aHaTOMO

TeflaneBTwlHo-XiMiqHow KsiacHdMKawcEo:
MiopenaKcaHTH 3 nepi«epHu MeXaHi3MoM aiih Koa AIX MO3A XO 1.

8) OJIHe HOKa3aHH5I JIO MCJIHMHOFO 3acTOcyBaHHa, 3a AKUM fIOJICTbC5l 3asBa:

J14eHOpT‘ HpH3FIaeHHň LIJU‘ cnMnToMaTwIHoro sIiKyBaHI-I5I (f)oKaJIbHOY

cnacTI4qHocTi:

BepXHiX KiI-IW BOK 3 LtOOCMHX

9) Holca3aHnM 110 MJIWIHOFO 3aCTOCyBaHH51 BiJI[IOB1JIHO 110 iHCTKI4i1 111151

MJIWIHOF0 3aCTOCyB2I-IHM1 3aTBepwKeHoi M03, a Ha5IBHOCT1 JIep)IcaBHoi yeccTpauh

JliKapcbKoro 3aco6v B YKpaÍHI:

LiHcHopTR npH3naMeHnň JIJBI cFIMnToMaTHHoro JI1KyBaHH3{ ŤOKaflLHOÍ

cnacTHqHocri:

- BepXHiX I(IHIU BOK y aopocrnix;

- HH)KHIX KIHWBOK y JWOCflHX 3 )tCHH5{M rOMiSIKOBOCTOHHOFO cyrio6a

HICJIS1 nepeeceoro iHCyfIbTy aöo TpaBMaTH‘-IHoro VLHKOLVKHH5I FOJIOBHOFO MO3Ky

- JIHHaM1MH0Y eKBIHycHOÍ ae(fopMaw CTOHH Y JIiTeň B1KOM BiJI 2 pOKIB 3

Ltepe6paJILHHM napaniMeM, Tepanhlo flOBDJIATb B enernamoanx J]IKBJIbHHX

3aKnaz‘aX.

- BepXHiX KIHI4IBOK y JuTeň 3 uepeöpanbHHM napasIieM BHCOM Bill 2 poici.

J1Hcnopť npFi3Ha‘-IeHHň JIJUI ew4[IToMaTwIHOro JIIKyBaHWI y JIopocimX:

- cnacTFiqHot KpHBo1rnů;

- 5ne4apocna3My

- rerviicfa[uanbF1oro crla3My;

- HCpBFH-IHOFO rinepriapo3y [IXBOBHX 3[iJIHH T51)KKOFO cTynewl, 5IKHň FW

BiJwoBiztac Ha 3CTOCBHH5I TOUiMHHX auriepcnipaHnx ia HTHf1JIOTWIHHX

3aco6iB.

J1HCnopť FIpH3ua‘1eHFiií JILM THM‘IaCOBOrO flOKpaHIeHH5I noMipHcú a6o
BF1pa)KeHi opMH:
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nlXHiuJwdiaiaXnouoduNOMEluvrnuNOl-lUhvgnrnnvwHUcuoldOqXgE

nvdHqO)ILOPJ-OHIiilliÁoaLUWMFIl-lHtTXO-OqatIdOOSxndouxKHHUqXMJIX

iH3hULO9UEvrnÍKqodoliEirnodoxogÚiuIfMufKtfll‘HgOdtiq!UhHtiaiNUlH9O3U

iMadUMiJJ-WONKdLIUHUEaigodnXHHhHIÍ3NUli9O3UEXHMOdUMUfUdKLUISMH3WOH

KHIA3HdUqUaqrnA)IUEXFrnirnc11Hatl!dA1UUM-lONOHÁNgUdlXwjocow
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XHMqoclUMitrwirti(OlOdÁliatIOdHOIOHOLQCIOMOUEUNOdNOE)HIJOirOHXOJĹXHHhHITOW

4iiuitiaMlgUwdalíwLaaaocrndjjKHhlOictíotn‘OHOLUHEUEXPJQMK‘7INHXIJtTIH

1)1HÁHJJU5ffÁWNKHHUHOMHqUH!iP0OHX01XHLIhHtíaLiJHNHitIO

ionrnwdatígi-lHallagodunrtíaqaotíouUowojtíuuOI3IFIUHIMON1(odotTEi-ii-iodoxo

013FUE!H13Jd0oioíiiiaaa3qXMHUHQtíHONOMOd‘rn903UEXHNqOdUNIirXl1HOH3O

XMnradau.úaaEUgXrnHlXylngHig‘wutí0(1WIoHhuciacpndanIHUOMUirOCIOJIN

-KI-IHUgXOCIOm.KlihKHHUEUNOH)igoou.XHrIOdUMIIXxui-igauoo/öu[iadaH
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!HahUHEcm‘xuuioI4CILIHJOIAJOLICtí!OHhHliaWKHHUtíUHOULt1!IKHHUIOHdONWIwitti

AgoouCJaNqocteMiLrKHHUUAOOIOUĹCJCHLHIIOWCtíqHUEUMOHqioinqišuu(II

l!tIM3H!KORI3OIHOIIIIíE!MKÁ‘qisgww®ÁwdouoHtlnECtíl-IHIWEnnÁgadiouwÁwo1N

!!flN3H!joudaiqoul[IOPJONUHLLOOHLIIIOUUOIOqOEKNEHHIdUMIHiHXL3gii-DicHi

Ul-l51(1wrn‘amiJ3Uhai-iOttU‘ÁniaIaimiiupjndwtíuiiKlítiwgodiauUEO9U‘au-DRhl

9L21UHEUdQHEI{IfgHdLIniaoidoiaoiiUHM(QNIitIM3HI!HWHl01Ott}llUaHdI

UlM31ijKIfO!HHatíwwLEadahKOHIUaÁJIL0OWCNImuamUdNauOHLIHJISM

Á)lÁgEUdlqls,(ogU

IrnKIÍÁPJI-lloadlMaLra‘J4rndjoiNodlMaua‘rrUu)HlduUH‘1rnMaHiKnLrnaÁdaMaKil!HflíolapJ

KHHUYÁOQIOUElDqlJXlhFlaWOMadHtDl3H!qŮOjINKHHOIfUKHUwirti‘hlflUHqLfllUOIOiOINoHOtl

UEaHaheHEHaHl:(O0WC)NIiflM3H!aríOINai-ilhad300iiEaootti‘aiUHFlhOlU)VE0

IaWUgXMI[fÁoi-waoOJOPJOdNOfliQxatlo0001nlUaArnnaadauíuiiuiaaiial-iUOtí

UHqImJcXooaaJoMqodUNiLrníamqirioai-iHwntíoaaturaiirniauiOrLOINavadNo

OHWOM(INOttUJUEKHHU8ÁM1fÁOHUOOOJONOdMO!tíOXaHWUElNFlKHurndgowiwon

!Hau!UQHEOdHLtÁ9tlooooi!tlo00s‘mawtí!I130tíXHHh!H!I1)1OULtlu

KHHUU\OOIOUE9!00H0(oi

UIH31ŮUUUHHlfHlIHHLLIOIíOXMOIJl1I‘lHq[ÍHO

qluiHMh)lomdoNExntiwornawUduU)lEidIWON‘H!MOdc9otpougxnvaodatíÁ

!flm!1OQUMjH‘1IrUWH3)lUV‘

udii(«nMHuis1hKOÁJ»)MomdovJEXFIHthISUligdOiCIOHXHHlrcdaIer-

O9UĺUIIHHOIfIJÁOUHÁWoH‘HfUVJHOMUIN

udu(HLiíUaodg»(uN)iOmdOWEXHHríw{wLdaa))lomdowEXFIUdKIXO9UIXJ-

E
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OKaJIbHO crIacTHMFIoeTi y JOOCJIHX [J1CJBI nepei-iecei-ioro lHeysIbTy MH ‘-ieperrno

MO3KOBHX TBM y HoMeHlaIafljy LICFITflJibHFIX 3aIcyniBeslI, 3a Ha[Ip5IMOM “SIiKapcbKi

3aco6H Ta MewqHi Bllpo6H ZUBI 33K5lWB OXOOHH 3JOpOBM zaa 3a6e3neqel-1aH

5IlKBHFI5I XBOHX 13 cepl1eBo-cywrnHHMFI Ta cyJl$HHO-MO3K0BHMH

3aXB0pIOBaHFLXMH‘

3. ICopwnca npouo3Hiia woao aikapcblcoro 3aC06y 3 OIIHCOM

3XBOIOBHHl (cTaHy), WJIbOBOI KOFOTH HWCHT Ta pOJIi .rliwapcblcoro 3acoöy

B npOI4eci .S1lICBHW1 Ii 3a3HaMeHrnJM ICJI1HiMHOFO apmpyy HaIIicHTa 3‘
ICOHTCKCTI BHKOpIICTaIIHH 3HOHOHOBHOLO JziIcapchIcoro 3acoGy. 3a3Ha‘iHTH

ncpeiiw (HOMeHICJIaTypY) aGo LŘ0KVMeHT, O HKOFO 3flOHOH0BH0 BKJIIOMHT[I

3a%lBJleHnií JliIcapchKuň iaciG. 3aiHa‘nlTu p031LiJI, aO JKOF0 3I10[IOHOBH0

BICJIIO‘IHTH 3aHBJICHHň JliIcapchIcuň 3aciG. MKmO IIHKTH 4—13 JWCbC MICT5ITb

iw)opMaLu1o 3 o6MeiceHHM aocTyHOM, 3a3HaMHT[I, 51K1 tIaCTHHII iH4)opMaLu B L1$X

nyHKTaX C KoI-ufiiaeHwňHIiMH Ta HLŘTli oórpyHnBaHHsI mono KOHj3iJWHLtiňHoFO

XapaKTepy TaKoĺ iHopMawL

CnacTHqHieTb BXHIX Ta HI‘DKHIX KiHUiBOK C Ba)KKoIo iHBaJ1uw3y10‘-Iolo

naTo]ortcfo, IIŘO HoTpe6yc BHK0HCTHH5I BoTysiiHi‘rnoro TOKCHH THH3‘ A y
K0MflhIKCHOM .rIIKyBaHHI.

Y 6isILwocTi XBOpHX. >IKI MaIoTb LWHTfNIJILHi nape KiHUIBOI( nicaa

riepeeceoro uepeópasibHoro 1HCyJIbTy a6o ‘ICpCHHOMO3KOBLIX TpaBM, BLISIBJI5ICTbC5J

cnacTuqrneTb. Y 6aranox BIlnaaKaX enacTuqHicTb onpmyc pyXoBi (f)yHKttií, ToMy

ujo ponaz pvXy BIIKJItIKaHO H TÍJILKFI CJIa6K1CTIO M‘5131B, asie ü IX HiaBHIIWHHM

TOHyCOM. KpIM TOrO, CHaCTHMHiCTB CHH5lC O3BHTK) KOHTKTH i JWopMaItů

KiHL]JBKH, YCKJ1JtHIOC L10FM51J1 3a 3Hep3‘XOMJICHHMH XBOHMH I 1HOJJJ

eynpoBowKycTbcs XBopoönĺIBHMH M ‘I3OBHMH CFIa3MaMH.

Y BIina4KaX, KOrni C sloKaslbHa cnacTH1-IHiCTL. iliC) BHKJrnKaC floflpWeHl-L2

XOBIiX j3yHK[tlň, peKoMeHaoBaHo BBIWHH51 boTysiiHiMHoro TOKCHHý THI1 A.
EOTyrnHIMHHŇ TOKCHH THH A peKoMeHoBaHuň HaKa3oM MiHicTepcTBa OXO0HH

3opoBs ia 03.08.20 12 N2 602 «Hpo 3TBPWICCHH5I Ta B[1OB32)KCHHM MeauKo

TeXHo.loriMHHX ZWK\MeHT1B 31 eTaaaapTn3auú MC2ŘHMHO ZWHOMOfH flIi ILHeMIMH0MV

iHCyJIbT1» 51K CJHHHfl MezuKaMeHTo3HHň 3aci6 JUliI JI1ICBaHHM nocTiHeybTHo

cnacTwrnoeTi. Haňicpawl pe3ynbTaTn BijiMi‘IaIcTLcsl flIi 3acTocyBaHHi

6o-rynlHoTepanlĺ B paHHI TepMiHn (ns 1 pOKV) 3 MOMCHTy BHHHKHCHH5I

3aXBoptoBaHwí. 3acTOcyBaHHM BOTySIiH1MHOFO TOKCI-1H3! THH A oco6sl1IBo

ecfeKTHBHe, KOJILI C apyca JW4)opMaWH CTOHFI, WC) BHKJIHICaH3 cnacTH‘-IHICTIO

33LHbO FFlH rvl‘a31g EOMUIKH aöo BLICOKFIÍ1 TOHC M‘5I3iB 3r1-u-IaqiB 3aIťsCTsI 1

FI1UIhUiB, 11W nortpuiyc XOB aKTHBHÍCTB HTHMHO pyKH. Knuiii‘rne HOK[)[LtHH5I

(aHTHcnacTwl1-iI‘lň e4)eKT) Mo)Ke oMtKyBaTncs ‘-Iepe3 T14)K4ŘeHb HiCJL5I tHCKWt Ta

THBTH j 20 TLDKHÍB. BBeaeHa 6oTyslo-roKcilily Tul)‘ A BHKOHCTbCM suicape 31

cueuianbuolo HÍLWOTOBKOIO. be3cyMHiBi-ia nepeara 6oTysIiHoTepani nosiarac B

ceneKTHBHocTi 3HLDKeFIWI M‘5130B0F0 TOHycy, a TaKo)1c BW.CyTHOCTI H01J$flb[LIHX

CHCOHHX FIO)‘[HCHb I rapHiň nepeHocllMoeTi.
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HponoHyclbcsi: BoTyniHi‘-II-H4ů TOKCHFI niny A 500 OJ] BKJIIOMHTH JO

nporpaM LHTflbHHX 3aicyniBenb JliKapcbKHX 3aco6iB 3a HanpsIMoM ‘JIiIcapcbIu

3aco6H Ta MeJJ$‘-IHi B14po6H mi 3aKJ1auB OXOOHH 3Jwp0B‘51 wui 3a6e3neqenl-La

KBI1H5I XBOFIX i3 CepLŘeBD-CyJtHHIJHMFI Ta CYLWHHO-MO3KOBHMH

3aXBopIoBaHHĹaMu‘ Ta Hauioi-ianbi-ioro nepesny OCHOBHLIX rnicapcicux 3acoóiB, a

TaIco)K EoTysiiHitIHuň TOKCI4H Tldflý A 500 O Ta 300 OJ arniurnT y HauiouanbnoMy

ncpesuicy DCHOBHHX ni1capebIulX 3aco6iB (aĎo H03HTHBHOMy nepeniKy nHcapcbIcHX

3aco5iB).

Fei-iepajibl-iuň znpeicrop 51.1.
(HaüNleuvBarnuJ HOC3%I yHOBHOBa)KCHOĺ OCOČII 3IMBl{IIKZl)

Q3L o6. J-o2


