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YACTHHA VI. PE3IOME IIVIAHY YIIPABJIIHHA PU3UKAMMU

Pe3ome miiany ynpasJiiHHs pu3nkamu 1Js npenapary Kceabsin3 (togpanutunio)

Lle pestome many ynpasininas puzukamu (I1IYP) na npenapary KCEJIBSAH3. V ITYP
JETATBHO OMMCaH1 BaKIUBI pu3nKy 3actocyBanHs npenapaty KCEJIBAH3, musxu
MiHIMi3aIlil X PU3UKIB Ta OTPUMAHHS TOKIAIHIIINX JAHUX PO PU3HKHU Ta HEBU3HAUCHI
nuTaHHs (BiACcyTHBOI iH(Mopmarrii) crocoBHo nipenapary KCEJIbAH3.

Kopotka xapakrepuctuka jikapcbkoro 3aco0y (KXJI3) ans npenapary KCEJIBAH3 i #foro
JIMCTOK-BKJIQ/IUII HAJAIOTh OCHOBHY 1H(GOPMAIIiI0 METUIHUM TTIPAI[iBHUKAM 1 TAI[i€HTaM TIPO
Te, AK ciia 3actocoByBaTH npenapar KCEJIbSH3.

e pestome [TYP mist mpenapaty KCEJIBAH3 ciig po3riisimat B KOHTEKCTI BCOTO 00CTY
i€l iHopMartii BKIFOYHO 31 3BITOM MPO OILIHKY Ta OTJIAIOM, HAIMMUCAHUM JOCTYITHOIO
MOBOIO, SIK1 BXOJIATH 10 €BPONEHCHKOTO IMyOIIYHOTO 3BITY 3 OIIHKH JIIKApChKOTO 3aC00y
(EPAR).

BaxxnuBi HOB1 ipoGsiemu a00 3MiHM CTOCOBHO HasiBHHUX Mpo0JieM Oy/1e BHECEHO 0
oHosieHsb [IYP mns npenapaty KCEJIBAH3.

I. JlikapcbKkuii 3aci0 i MOKa3aHHS 10 HOr0 3aCTOCYBAHHS

[Tpenapat KCEJIbAH3 cxBanenuii as JiKyBaHHS JOPOCIUX MAIIEHTIB 3 aKTUBHUM
PEBMATOIMHUM apTPUTOM BiJl MIOMIpPHOTO A0 TSDKKOTO CTYIICHS, aKTUBHUM TICOPIaTHIHUM
apTPUTOM, aKTUBHUM BUPA3KOBUM KOJIITOM BiJl IIOMIpPHOTO JI0 TSDKKOT'O CTYTICHS, aKTHBHUM
MOTIAPTUKYJIIPHUAM IOBEHIJILHUM 1/1I0MAaTHYHUM apTPUTOM, aKTUBHUM TICOPIaTUYHUM
apTPUTOM 1 aHKIIIO3YIOUHUM CIIOHAMIITOM (ITOBHUH MEpetik MOKa3aHb 10 3aCTOCYBAHHS JHB.
y KXJI3*). Bin micTuTh Aitouy pedoBUHY TODAUTHHIOY UTPAT 1 MpU3HAYCHUHN IS
NEPOPATBHOTO 3aCTOCYBAHHS.

JHonarkoBa iHGopmariist ipo orinky kopucti npenapaty KCEJIbSH3 naBenena y 3BiTi
EPAR npo npenapat KCEJIbAH3 Bki1t0YHO 3 OII40M, BUKIAAEHUM JOCTYITHOIO MOBOIO,
10 PO3MIIIEHUI Ha BeO-caiTi €BpOIEHCHKOTO areHTCTBa 3 JTikapchkux 3aco0iB (EMA) Ha
Be0-CTOPIHIII IIOTO JIKAPCHKOTO 3aC00Y:

https://www.ema.europa.eu/en/medicines/human/EPAR/xeljanz

II. Pusuxwu, noB’si3aHi 3 JiKapcbKUM NIpenaparom, i Aii 3 minimMizanii a0o nomaabuoi
XapakTepu3auii pu3nKiB

Hwxue onrcano BaxiuBi pusuku 3actocyBanss npenapaty KCEJIBSAH3 pazowm 13
3ax07aMu 3 MiHIMIi3aIlil TAaKUX PU3UKIB, a TAKOXK MEPETIYCHO 3aPONOHOBAHI JOCIIHKCHHS
IUIsL TOKJIaIHIIIIOTO BUBUEHHSI PU3HKiB 3acTocyBaHHs npenapaty KCEJIBSHS.

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHs Ta I03W» BiANOBIAAE po30iny « Cnocib 3acmocysants ma 003uy iHCmpyKyii 0iss MeOuuHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «I[Ipomunoxasanusy incmpykyii 0as
Meouuno20 3acmocyeants, 3ameepooicenoi ¢ Yipaini; KXJI3, posain 4.4 «OcobauBi 3acTepekeHHs Ta 3a00DKHI 3aX0H IPH 3aCTOCYBAHHI»
BiNOBia€ po3diny « Ocobrusocmi 3acmocy8antsy iIHCmpyKyii 0 MeouuHo2o 3acmocysanns, sameepooicenol 6 Yrpaini; KXJI3, po3ain 4.8
«I1o6iuni peaxuii» BianoBinae posdiny «Ilobiuni peaxyiiy incmpykyii 0 meduunozo 3acmocysanis, 3ameepodcenoi 6 Ykpaini; KXJI3,
posnuin 5.1 «@apmakoauHaMiKa» BIINOBIga€e niopo30iny « PapmakoOUHAMIKA» IHCMPYKYIT Ol MEOUYHO20 3ACMOCYBAHHS, 3AMBEPONHCEHOI 6
Vpaini; KXJI3, po3nin 5.2 «PapmMakoKiHETHKa» BIANOBIIAE nidpo3oiny « PapmaxkoKkinemuxay iHcmpyKyii 011 MeouuHo2o 3acmocy6anHsi,
3ameepodicenoi 8 Yrpaini
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Jlo 3ax0/1iB 3 MiHIMi3allii pU3MKIB, BUSBICHUX JUIS JTIKAPCHKUX 3aC001B, MOXKYTh HaJIC)KaTH
TaKi:

e cnerudivHa iHGOpMaIis, HATPUKIIA]] TIOTIEPEHKEHHS, 3aIT001KH1 3aX0/I1 Ta TOPaIn
1010 TPABMJIBHOTO 3aCTOCYBaHHS B JTUCTKY-BKiaaumii Ta KXJI3, mo npusHavyena mms
MAII€HTIB 1 MEIUYHUX MPAIliBHUKIB;

e BAXIIMBI MOPAIU HA YNAKOBIII JIIKAPCHKOTO 3aC00Y;

®  3apeecTPOBAHUN PO3MIpP YIAKOBKH — KIJIBKICTh JIKAapCHKOTO 3aC00y B YIAKOBIII
MiI0OUPAETHCS B TAKUM CIIOCI0, 100 3a0€3MeUNTH HAJICKHE 3aCTOCYBAHHS JIIKAPCHKOTO
3aco0y;

e nepeabaveHa 3aKOHOM KaTeropis BiIyCKy JIiKapchbKoro 3aco0y, TOOTO crocid foro
BHJIaul CIIO’KMBavYaM (HAIPUKIIAI, JIMIIE 32 PELENTOM JIiKaps 4 0e3 pelenTa), o MoXe
JOTIOMOTTH MiHIMI3yBaTH PU3UKH.

Pazom 111 3ax01u CTAaHOBIATE PYyMUHHI 3aX00U 3 MIHIMI3ayii pu3uKis.

i 3ax0/11 AOTIOBHEHO 000AMKOBUMU 3AX00AMU 3 MIHIMI3ayii puU3UKIE 3aCTOCYBAHHSI
npenapary KCEJIbSH3, sxi 3a3Ha4eHO HMKY€ HABIPOTH BIATIOBITHUX BaXIMBUX PU3UKIB.

JloAaTKOBO JI0 ITUX 3aXO1B MOCTIHHO 30MPAETHCS TA PETYIIIPHO aHATI3y€eThCs iH(pOpMAaITis
Mpo MOOIYH1 peaKirii, BKIFOYHO 3 OLIHKOIO MEPIOIMYHO OHOBIIOBAHOTO 3BITY 3 O€3MEeKH
(ITO3B), m06 MoxxHA OyJI0 HETATHO BXKUTH 3aXOAiB Y pa3i HeoOximHocTi. Li 3axomu
CTAHOBJIATh PYMUHHI 3AX00U 3 (PApMaAKOHATIAOY .

SIkmmio BaxkiMBa iH(pOpMallis, ika MOXe BIUTMHYTH Ha Oe3MeKy 3aCTOCYBaHHSI Iperapary
KCEJIbAH3, me ve goctymnHa, ii 3a3Ha4eHO HIDKYE B po3aui «BigcyTHs iHGopmalisy.

I1.A. IlepeJik BaJIMBUX PU3UKIB i BiACyTHBOI iHpopmamii

Baxxnuumu pusukamu 3actocyBanss npenapary KCEJIbSAH3 € Taki, mo notpedyoTh
0COOJIMBHUX JIiii 3 YIPABIIHHS PU3UKAMU JJIs TOIANBIIIOTO X BUBUEHHS a00 MiHIMIi3allii, 100
JKapChKUi 3aci0 MOXHa OYJ10 3aCTOCOBYBAaTH 0€3MeYHO. BaXKIMBI pU3HKH MOKHA
PO3TIISIATH K BUSBJICHI a00 MOTEHIIIHI. BUsBICHI pu3uku — 11e MpoOIeMu, MO0 SIKUX
OTPUMaHI JIOCTaTHI JOKa3:U MPUIMHHO-HACIIIKOBOTO 3B’ 53Ky 13 3aCTOCYBaHHSM IperapaTy
KCEJIbAH3. [ToTeHIitHUMHU pU3UKaMU € IPOOJIEMH, JJIS SIKUX 3B 30K 13 3aCTOCYBAHHSAM
JIKapChKOTO 3ac00y MOXIIMBHUH 3 OTJISYy Ha JOCTYIHI AaHi, MPOTE BiH II¢ HE BCTAHOBJICHHUH 1
notpelye J0AATKOBOTO OLIIHIOBaHHS. BiacyTHs iHpopMalis o3Hauae Taky iH(popMariiio 3
0e3IeKH JTIKapChKOro 3aco0y, IKOT HeMae Ha IIei Jac 1 Ky 1ie Tpeba 310patu (Hanmpukiami,
PO TOBrOCTPOKOBE 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Y).

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
Meduuno20 3acmocyeants, 3ameepodcenoi ¢ Vipaini; KXJI3, po3nin 4.4 «OcobiuBi 3acTepekeHHs Ta 3a001KHI 3aX0/1H IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepoicenoi 8 Yrpaini
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Taoauusa 151. [epeJtik BaxJIuBUX PU3UKIB i BiICYyTHBOI iHpopMmanii

Baxnusi BusBieHi pusuku | SBuina BeHo3Hoi Tpomboem6oii (TT'B/TEJIA)

Cepiio3Hi Ta iHII BaXJIMBI iH(EKiT

Peakrusania OI'

Pak nerens

Jlimpoma

IHdapkT Miokapaa

3MeHIIEeHHS PiBHSA T'eMOTJIO0iHy Ta aHeMis

HMPII

[ligBuieHHs piBHS TpaHCAMiHA3 1 MOKIIUBICTh MEIMKAMEHTO3HO-1HTyKOBAaHOTO
ypaxenHs neuinku (MIVYIT)

[TimBumeHa yacTora Ta cTymiHb TsDKKOCTI [1P y marieHTiB JITHROTO BiKy
BaxnuBi noTeHUiiHI 310s1KiCHE HOBOYTBOPCHHS

PU3HKH Pusuk 3 60Ky cepleBo-cy IMHHOI cHCcTeMH (32 BUHATKOM IM)

Iepdopauis IHKT

IXJT

TTMJT

CMepTh 3 OyIb-SIKUX MPUYUH

ITepenomu

[inBumenuii pusuk [1P y pasi 3acrocyBanHs ToQanuTHHIOy B KOMOiHaMLii 3
MTX y nanienTi 3 PA a6o IIcA

[epBunHa BipycHa iH}eKLis Micyis BAKIMHALIT )KUBOIO BAKLIMHOIO

Biacyras indopmaris BruiuB Ha BariTHICTE 1 TUTiA

3acTocyBaHHS B IEPioJ TOAYBAHHS TPYIIIO

BB Ha eeKTHBHICTh BaKIMHALIT Ta 3aCTOCYBaHHS )KUBHX/aTeHYy HOBaHUX
BaKIMH

3acTocyBaHHS y MAl€HTIB i3 HOPYIEHHIM (QYHKIIT I€4iHKH JIETKOTr0,
HOMIPHOTO 200 TSHKKOT'O CTYNEHs

3acTocyBaHHS y MAI€HTIB i3 HOPYIEHHIM (YHKIIT HUPOK MOMipHOTO ab0
TSDKKOTO CTYTICHSI

3acTocyBaHHS y TMAIIEHTIB 3 03HaKaMu iH(eKIii Bipycom rematuty B a6o C
3acTocyBaHHS y MALi€HTIB 31 3JI05IKICHUMH HOBOYTBOPEHHSIMH
JoBrocrpokoBa 6e3neka y nmarieHTiB 3 nFOIA Ta ManounitHiX namieHTiB 3 [IcA
(HanpuKIIaj, 3aTpUMKa POCTY a00 PO3BHUTKY)

ITP — mo6iunHa peakis,; MIVII — MenukaMeHTO3HO-1HIyKOBaHe ypaxkeHHs redinku; TI'B — tpom603
rnbokux Ben; LIIKT — nurynkoBo-kumikoBuid Tpakt; Hgb — remorno6in; OI' — onepizyrouwnii reprec;
33K — 3anasnbHi 3axBoproBaHHs kuiieyHuka; [XJI — inrepcruniansaa xBopoba sierens; FOIA —
I0BEHUILHUH iionatnanuid apTput; IM — indapkr miokapaa; MTX — merorpexcar; HMPII —
HeMeNnaHOMHHMH pak mKipu; mtOIA — nomapTuKyIsspHUN F0BeHUIbHUN inionaTnyHuit aptput; TEJIA —
TpomboemOoiis ereneBoi aprepii; [IMJI — nporpecyroua mynsTH(OKaNBHA NelikoeHUedanonaris; [IcA —
nicopiatnyauii aptput; PA — peBmaroiguuii aprput; [IYP — mian ynpasniHHas pusukamu

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini
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I1.B. Orusia Ba:kIMBHX PU3HKIB i BiICyTHBOI iHpopManii

Taoauus 152. Orasa BaxJAMBUX PU3MKIB i BiICyTHHOI iH(popMairii

Ba:xiuBuii BusiBjiennii pusuk: SIBuma BeHo3Hoi Tpomooemooii (TTB/TEJIA)

Jloxasu 3B’ 3Ky Jani KIiHIYHUX AOCIIIPKEHb 1 MICIIpeeCTpaliiiii JaHi

PH3UKY 3

JKapChKUM

3ac000M

®daxktopu pusuky Ta| Y mocuimkenni A3921133 (mamientu 3 PA BikoM Bix 50 pokiB i3 MoHANMEHIIIE OTHUM
TPYIH PU3HKY (hakTOpOM PH3HKY CEPIICBO-CYAMHHUX 3aXBOPIOBAHB) YACTOTA BUIMAIKIB BEHO3HOL

TpoMOoemMOoIIii y mamieHTiB, SKi OTPAMYBaIIN TOGAIUTHHIO, OyIia i IBUIIEHOIO i
3aJekaia Bifl TO3H MOPIBHSIHO 3 BIATIOBIAHUM IIOKA3HUKOM Y TAIiEHTIB, SKi
orpumyBany iHTi6iTOpr ®HII. [[1s Takoro TiABHUIIIEHOTO PU3UKY HE 0yJI0 BUSBICHO
JIOJTaTKOBUX (PAKTOPiB PU3UKY, sIKi O BiIPi3HAIUCS Bi GaKTOPiB pU3UKY IS iHTIOITOPIB
OHIT.

V 3arayibpHii MOMYJIAIIT TAi€HTIB BioMi YucieHH] GakTopu pu3nKy po3Butky BTE.
i Binomi dakropu puszuky BTE oxomumorors nonepeni sisuma BTE; 1o rpymn pusuky
HaJle)KaTh TaIlieHTH, SIKI IepeHecIn cepHo3Hy orepariiro, iMMooOimizalito, iHpapKT
Miokap/a (IPOTSroM MornepeaHix 3 MICSIiB), MalOTh CEPLEBY HEJAOCTATHICTD;
Nali€HTH, SKi 32CTOCOBYIOTh KOMOIHOBaHI TOPMOHAIBbHI KOHTPALENTUBY 200 3aMiCHY
TOPMOHAIIBHY TEpaIiio; Nai€HTy 31 CIaJKOBUMH NOPYIIECHHSIMH 3rOPTaHHS KPOBI;
MaLi€HTH 31 37I05KICHUMH HOBOYTBOpEHHAMH. CIliJ] TAKOXK ypaxoByBaTH J10JaTKOBI
(axropu pm3uky BTE, Taxi sk Bik, oxupinas (iHnexc macu tina (IMT) > 30),
IyKPOBHI1 HiabeT, apTepiaibHa TimepTeH3is, craTyc Kypinas. Y mitei 3 FOIA moxe
BiJJ3HAYATHCA BEJIMKA KUTBKICTh (PAKTOPIB PH3HKY, XapaKTEPHUX IS TOpOCTX. B
OTJIAZIOBIH CTATTI 3a3HaYa€ThCA, 1m0 y niTeid 3 FOIA BikoM Bix 2 mo 18 pokiB dakTopu
PH3HKY CepIEBO-CYIMHHUX 3aXBOPIOBAHB, BKIIOUHO 3 apTEpPiaIbHOIO TilepTeH3Ie0,
JHCITIIIAEMIEI0 Ta HU3bKOIO (PI3MYHOI0 aKTHBHICTIO, (PIKCYIOThCS YacTillle, HK Y IXHIX
3I0POBUX OAHOMITKIB. Y mauieHTiB 3 FOIA Takox MoxyTb OyTH iHIII (haKTOPU PU3UKY
CepILeBO-CYJIMHHHX YCKJIaTHEeHB, SIKi CIIOCTEPIraloThesl B JOpociux i3 PA, 30kpema
OXKHMPIHHS, IyKPOBUii iabeT 1 KypiHHs. IcHye neBHa IMOBIPHICTh HAsIBHOCTI B
nauieHTiB 3 IOIA iHmmx pakTopiB pu3UKy (HAIPHUKIA, BUKOPUCTAHHS MiTITKAMU
TOPMOHAJIBHUX KOHTPALENTHBIB, CEpiio3Hi onepariii, iMMoO0inizaris, BpoukeHi i
HaOyTI TpoMOOdiTii), sIKi MOKYTH MIABUITUTH PU3HUK TaKuX sBUMI. OmyOIikoBaHi qaHi
CBiIUaTh PO Te, 10 y marfieHTiB 3 FOIA mommpeHicTs HAsIBHOCTI aHTHUTIN 110
KapAioimiHiB a00 MiIBUIIECHOTO PiBHA (PaKTOPIB 3rOPTaHHSA KPOBI € BUIIMMH 32
BiJIMOBIiTHI MOKa3HUKY B marieHTiB 6e3 FOIA. IIpoTe mi qaHi He KOPETIOBAIH 3 TAKIMH
KIIIHIYHAMH O3HAKaMH, SIK BIIXWJICHHS BiJl HOPMH ITOKAa3HUKIB Koaryjaorpamu abo
aaTrdocomimTHIA cHHApoM. [laHi TaKOXK CBiYaTh PO MiABHIICHHS PU3HKY
PO3BHUTKY 3JIOSIKICHIX HOBOYTBOPEHB y marieHTiB 3 FOIA nopiBHIHO 3 manieHTaMu 0e3
IOIA. Y perpocnieKTHBHOMY KOTOPTHOMY JIOCIi/KEHHI, IPOBEICHOMY Ha ITiJICTaBi
nmaanx 3i [lIBencekoro kanmnep-peectpy, BP (95%-it 1) Bcix 3m0sKiCHIX
HOBOYTBOpeHb Yy niTeit 3 FOIA mopiBHSAHO i3 3araqbHOIO MOITYJIAI€0 CTaHOBUB 1,43
(0,71—2,88).

Kopotkwuii ormnsig pesynbratiB mociimkenas A3921205 Ha migcrasi ganux i3 Peectpy
narieHTiB i3 pesmaroigauM aptputom CIIA Corrona: 3araipHa KiUTbKicTh siBull BTE B
TPYIIi NAIEHTIB 13 3aXBOPIOBAHHSAM MTOMIPHOTO Ta TSKKOTO CTYIEHS, SIKi OTPUMYBAJIH

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini
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Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

TodanuTHHiO, Oyiia HEBEIHKOIO, a ixHs yactoTa (0,18 (0,04; 0,51)) Oyna moniGHOO 10
MOKA3HUKIB Y TPYTIi MAIE€HTIB, AKi OTPUMYyBaIH 0i0J0TiYHI Oa3UCHI MPOTUPEBMATHYIHI
npemnapatu (6BITPIT) (0,32 (0,20; 0,47)). ®akTopu pus3uky, nmoB’s3ani 3 BTE, y rpymi,
sKa OTpUMYyBasia To¢anuTuHiO, i B rpymi, sika orpuMyBania OBIIPII, Oymu 3aranom
AQHAJIOTIYHUMHU Ta Y3TO/DKYBAIINCS 3 BIIOMHMH (aKkTOpaMu pu3nuKy po3BUTKy BTE
(Hampukaz, TTHIM BikoM). Y mamieHTiB BikoM Bix 50 poKiB i3 3aXBOPIOBaHHSAM
MOMIpPHOTO Ta TSHKKOTO CTYIEHS 3 IOHaWMEHIIIe OTHUM (DAKTOPOM PH3HKY CEPIIEBO-
CYJMHHHX 3aXBOPIOBaHb 3arajlbHUH MOKa3HHUK 3axBoproBaHocTi (95%-ii [II) y namieHTiB,
SKi PO3I0YaNIN 3aCTOCYBaHHA TodaunTHHiOy, craHoBuB 0,22 (0,03; 0,78) nopiBHsHO 3
0,51 (0,31; 0,80) y mauienris, siki po3novanu 3acrocyBanss 0BITPII.

3axoau 3
MiHIMIi3aIli1 pU3UKIB

PyTHHHE nONEpEKEHHS IPO PU3UKU:
KXJ13*, po3ainu 4.4, 4.8 1 5.1

JonatkoBi 3aX0/1y 3 MiHiIMi3aIlii PU3HKIB:

Po3poOka HaBUAJILHOT IPOTrpaMu, 30KpemMa J101aTKOBUX iHQOopManiiHUX MaTepialiB K
JUTS TIAII€HTIB (1aM’ATKY JJIs MAIliEHTIB), TaK 1 I JIIKapiB, AKi NPU3HAYAIOThH
JKapChKUM 3aci0 (BKJIFOYHO 3 KOHTPOJIBHUMU CIIUCKAMHU VIS JIKYBaHHS, OpOIIYPOIO
JiKapst).

IHdopMaIlifHUH TUCT 711 METMYHUX MTPAIiBHUKIB

JlogaTkoBi 3ax014
3 (hapmMakoHarIsA Ly

*A3921329 (BK): nocnimkenns PASS na mincrasi nanunx i3 Peectpy nauientis Corrona

* [Iporpama akTMBHOT'O MiCIIPEECTPALIIITHOTO HATTISLY 32 OE3MEUHICTIO JIIKapChKOTO
3aco0y B Mali€HTIB, Ki OTPUMYBaIX TOGAUUTHHIO JUIS JTIKyBaHHS [IOJI1apTUKYJISIPHOTO
IOBEHUJILHOTO 171I0MIaTHYHOTO apTPUTY Ta roBeHUIbHOTO [ICA, Ha mijcTaBi NaHMX i3
Himenpkoro peectpy 6i0JIoriuHHX ITpenaparis, MpU3HAUYCHHX TMAli€EHTAM JUTSYOTO
BiKy JUIs1 JIIKyBaHHSI peBMaroJioriynux 3axsoproBab (BIKER), i Peectpy
JIOBTOCTPOKOBOTO CIIOCTEPEKEHHS 32 3aCTOCYBAHHSAM METOTPEKCaTy/0i0IOTIIHIX
npernapaTiB y Hali€HTIB I JTiKyBaHHS IOBEHUTEHOTO apTpuTy (Juvenile Arthritis
Methotrexate/Biologics long-term Observation, JuMBO);

* MporpamMa akKTUBHOTO MiCISIPEECTPAIIfHOTO HATILLY 3a Oe3MEeUHICTIO JIKapChKOTO
3aco0y B Malli€HTIB, Ki OTPUMYBaIX TOGAUUTHUHIO JUIs JIIKyBaHHS [OJ1apTUKYJISIPHOTO
IOBEHIJILHOTO 1/1i01IaTHYHOTO apTPUTY Ta IoBeHUIbHOTO [ICA, Ha mijacTaBi 1aHuX i3
[IBencrKoro KIiHIYHOTO peectpy namieHTis 3 FOIA;

* porpama akTHBHOTI'O MIC/IIPEECTPALifHOTO HarIsLy 3a OE3MEeUHICTIO JIIKAPChKOTO
3aco0y B Mali€HTIB, Ki OTPUMYBaIX TOGAUTHHIO JUIS JTIKyBaHHS [OJI1apTUKYJISIPHOTO
FOBEHIJIBHOTO 1J1I0MATHYHOI0 apTPUTY Ta FOBEHUIBHOTO [ICA, Ha micTaBi faHUX 13
Bpurancekoro peecTpy marfi€HTiB, SKi OTpUMYyBaIH 010JIOTiYHI MpemapaTu st
nikyBanHus FOIA.

* CIIOCTEPEXKHE TiCIsIpeecTpaliiae pocmmkeHHs o0e3mexku (Post-Authorisation Safety
Study, PASS) 3 MeT010 aKTHBHOTO HaTJISAAY 3a SBUIIAMH O€3IEKH, SIKi MalOTh OCOOJIIBE
3Ha4yeHHs, B namienTiB y CLIA, sxi otpumyBanu ToauTiHIO U TIKyBaHHS
FOBEHIJIBPHOTO 1/1I0TTATHYHOTO apTPUTY, Ha MiACTaBi AaHUX i3 PeecTpy AnbsHCy
JOCIKeHb uTsadoro aptputy Ta pesmarodiorii (Childhood Arthritis and
Rheumatology Research Alliance, CARRA);

HOPOTSTOM 5 POKIB;

* MPOCIIEKTHBHE HEIHTEPBEHIIIITHE HOCTIHPKEHHS 3 METOI0 aKTUBHOTO HATIIALY JJIS
BHUBUYEHHS O0€3TEKH 3 BUKOPUCTAHHAM 4 €Bpomeiichbkux peectpis narienTis 3 PA (ARTIS
(A3921314), BIOBADASER (A3921316), BSRBR (A3921312) i RABBIT
(A3921317)) npoTsArom IoHalMEHIIE 5 POKIB;

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,

3ameepodcenol 6 Yrpaini

PFIZER
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* A3921334 (PA, IIcA, BK): onuryBanHs JiKapiB, sSiKi IPU3HAYAIOTH JTiKapChKUH 3aci0,
y €C (ouinka edexrusrocti 13MP);

* A3921321: nociipkeHHsT BAKOPUCTAaHHS JIiKapchKoro 3acoby y €C 3a 10rnoMororo
€JIEKTPOHHHUX MEINYHUX KapT (ouiHka epexruBHocTi 13MP);

* MPOCTIEKTUBHE HEIHTEPBEHITIHE TOCITIHKEHHS 3 METOI0 aKTUBHOTO HATJISITY 3
BUKOPHUCTAHHSM 2 €Bponeiicbkux peectpis naiieHTiB i3 BK (SWIBREG (A3921344) ta
UR-CARE (A3921352)) npoTsirom 5 pokis.

* A3921347: micnspeecTpamiifHe JOCTiDKEHHS BUKOPHUCTAaHHS JIIKapChKOTO 3ac00y 3
MeToro akTuBHOTO Harysiny B CIIA Ha mijgcTaBi JaHUX 3 afMiHICTpaTUBHOI 0a3u JaHUX
Ut ortaty MeauaHux nociryr (BK)

Baxniusuii BusiBjeHnii pusuk: Cepiio3Hi Ta inmi Baxiusi iHdexuii

Jloxasu 3B’s13Ky JlaHi KIIHIYHAX TOCIIHKESHD 1 MiCIApeecTpaliiHi JaHi

pU3UKY 3

JIKapChbKUM

3ac000M

®dakropu pusuky 14| Jlo GakTopiB i TpyN pU3HKY PO3BUTKY CEPHO3HMX 1HPEKIIIH HAIEKATh MAIliEHTH
TPYIIH PU3HKY JITHBOTO BiKy a00 XBOpi Ha I[YKPOBHUH Nia0OeT; MAIi€HTH, SIKi Pa3oM i3 ToharuTHHIOOM

3aCTOCOBYIOTH TIpENapaTH, 10 MIPUTHIYYIOTh IMyHHY CHCTEMY (BKIIFOUHO 3
KOPTHKOCTEPOiJaMH ); MALi€HTH 3 HU3bKOIO a0CONMIOTHOIO KUTBKICTIO JIIM(OIHTIB Y
KpOBI Ta MalLiEHTH 3 IEBHUX KpaiH A3ii.

Koportxkwuit orssig pesyinbrariB nocmimpkerns A3921205 na nincrasi qanux i3 Peectpy
nanieHTiB i3 peBMatoinnum aptpurom CIIA Corrona: ¢akropu pu3uKy, OB’ s3aHi 3
cepilo3HUMU 1HQEKI[IHHUMY SIBUIIIAMH, B TIAI[IEHTIB 13 3aXBOPIOBAHHSM ITOMIPHOTO Ta
TSDKKOTO CTYIEHS B TPYIIi, sIKa OTpUMYyBaja To(auTHHIO, i B TPYIIi, sIKa OTpUMYyBaa
OBITPII, 6ynu ananoriyHUMH (TaKi K apTepiajibHa TiepTeH3is B aHAMHe31, ITyKPOBUH
niabet B anamHe31, Bik Bix 70 pokis, Bik Big 60 pokiB). YacTora cepiio3HmX
iH(EKIIIHNX SBUI y MAIi€HTIB BIKOM Bix 65 pokiB Oyna Buioro (6e3 criBnamiHHsg
95%-ro [11), HiX y marieHTiB BIKOM 10 65 POKIB, 1 B ANI€HTIB, AKi PO3NOYaIN
3acrocyBaHHA TodarmuTuHIOY (BiK < 65 pokis: 2,03 (1,35; 2,94); Bikom > 65 pokis: 5,1
(3,57;7,06)), i B namieHTiB, siki po3nouanu 3acrocyBanus OBIIPIT (Bik < 65 pokiB:
2,15 (1,8; 2,54); Bikom > 65 pokis: 4,54 (3,85; 5,33)). [Nokazuuk 95%-ro JI B rpymi
NAali€HTIB BIKOM > 65 pOKiB, sika OTpuMyBaJia TO(ALMTHHIO, i B IPyIIi MAI[IEHTIB BIKOM
> 65 pokiB, sika otpumyBaia 6bIIPII, ciiBnanas.

3axonu 3 PyTuHHI 3aX0/11 3 MiHIMI3allii PU3HKIB:
MmiHimizanii pusukis| KXJI3*, po3ninmm 4.2, 4.3,4.4,4.815.1

JonaTkoBi 3aX01H1 3 MiHIMI3aIlil pU3UKIB:

Po3pobka HaBYaNBHOT IPOTpaMu, 30KpeMa JOJaTKOBUX iH(QOpMaIiitHIX MaTepiaiB sSK
JUTS TIAII€HTIB (1aM’ATKY JJIs MAIiEHTIB), TaK 1 I JIIKapiB, AKi NPU3HAYAIOThH
JiKapChKUM 3aci0 (BKJIFOYHO 3 KOHTPOJIBHUMU CIIUCKAMHU UIS JTIKYBaHHS, OpOIIYPOIO
JiKapst).

IHhopMaIliiHUHT JTUCT AJ1s1 MEIMYHUX MPalliBHUKIB

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini

PFIZER
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JlogaTkoBi 3ax011
3 apMakoHaTIAAY

* [Iporpama akTHBHOT'O MiCIIIPEECTPALIIITHOTO HATJISLY 32 OE3MEUHICTIO JIIKapChKOTO
3aco0y B MaIli€HTIB, sIKI OTPUMYBIN TODAUTHHIO IJIS JIIKYBAHHS MOJIIAPTHKYISIPHOTO
IOBEHIIBHOTO iIONTATHYHOTO apTPUTY Ta I0BEHIIbHOTO [IcA, Ha mincTaBi qaHuX i3
Peectpy BIKER, i Peectpy JuMBO;

* Mporpama aKTUBHOTO MICIAPEECTPAIMHOTO HATTSAY 3a O€3METHICTIO JIIKAPChKOTO
3aco0y B MAIli€HTIB, SKi OTPUMYBaJH TOGAIUTHHIO IS JTIKYyBaHHS MOMiapTUKYIAPHOTO
IOBEHIIBHOTO iiOTIATHYHOTO apTPUTY Ta I0BEHITbHOTO [IcA, Ha mincTaBi qaHUX i3
[IIBeacbKOTO KINIHIYHOTO peecTpy mamieHTiB 3 FOIA;

* MporpamMa akKTUBHOTO MiCIISIPEECTPAIIfHOTO HATILILY 3a OE3MEeUHICTIO JTIKapChKOTO
3aco0y B Mali€HTIB, Ki OTPUMYBaIX TOPAUUTHHIO JUIs JTIKyBaHHS [OJI1apTUKYIISIPHOTO
IOBEHIJIBHOTO 11i0TIaTHYHOTO apTPUTY Ta IoBeHUIbHOTO [ICA, Ha mijacTaBi faHMX i3
BpuraHchkoro peectpy IamieHTiB, SKi OTpUMYyBaM 0i0JIOTIYHI penapaTH A
nikyBaHHs TOIA.

* nociikenHs PASS 3 MeTOr0 akTUBHOTO HAMJISTY 32 SBUIIAMHU O€3MeKH, 10
CTaHOBJIATH 0COONMBHUH iHTEpec, y nanieHTiB y CLIA, sxi oTpuMyBanu TodaunTHHiO
JUTS JTIKyBaHHS FOBEHUTBHOTO 1110TIATHIHOTO apTPHUTY, HA MiACTaBi JaHUX i3 Peectpy
CARRA;

* A3921329 (BK): mocnmimkenns PASS Ha miacraBi nanux i3 Peectpy nmamienriB Corrona
MIPOTATOM 5 POKiB;

* IPOCIICKTHBHE HEIHTEPBEHIIHHE TOCIIDKEHHS 3 METOIO0 aKTUBHOT'O HAIJIAIy JUIs
BUBUCHHS O€3MeKH 3 BUKOPUCTaHHIM 4 eBporieiicbkux peectpiB nauieHTis 3 PA (ARTIS
(A3921314), BIOBADASER (A3921316), BSRBR (A3921312) i RABBIT
(A3921317)) npoTsArom moHaiMeHIIE 5 POKIB;

* A3921334 (PA, IIcA, BK): onuryBanHs JiKapiB, sSiKi IPU3HAYAIOTH JiKapChKUH 3aci0,
y €C (ominka epextuBHOCTI I3MP);

* MPOCTIEKTUBHE HEIHTEPBEHITIHE TOCITIHKEHHS 3 METOI0 aKTUBHOTO HATJISITY 3
BUKOPHUCTAHHSAM 2 €Bponeiicbkux peectpis naiieHTiB i3 BK (SWIBREG (A3921344) ta
UR-CARE (A3921352)) npoTsirom 5 pokis.

* A3921347: micnspeecTpaiiifHe JOCTiDKEHHS BUKOPHUCTaHHS JIIKapChKOTO 3ac00y 3
MeToro akTuBHOTO Harysiny B CIIA Ha mijgcTaBi JaHUX 3 aMiHICTpaTUBHOI 0a3u JaHUX
Juist ortatu MeandHux nocayr (BK)

Baxkauuii BusiBiaenuii pusuk: PeakruBanis OT

Jlokasu 3B’s13Ky

Jani KIiHIYHUX AOCIIPKEHb 1 MICIIpeecTpaliiiii qaHi

pH3HKY 3
JIKapChKUM

3ac000M

dakropu pusuky Ta| YacToTa Onepizyrodoro reprecy BUINA Y Hali€HTIB SIMOHCHKOTO i KOPEUCHKOro
IPYyIH PUBKKY MOXOJDKEHHs. TakoX MiJBUIICHUI PU3UK MAIOTh MAII€HTH, SKi XBOPIFOTh HAa

PEeBMATOINHUI apTPHUT yKe 0araTo pokiB, € JITHIMHU TIOABMH a00 paHime
3aCTOCOBYBAJIM JBa UM KiJlbKa IpenapaTiB, 10 NPUTHIIYIOTh IMyHHY CHCTEMY,
BKITFOUHO 3 TaK 3BAHUMU O10JIOTIYHUMH IperapaTaMy TapreTHOI Teparii
(aHTHTIIAME), HATIPUKIIAZ i3 3ac00aMMU, SKi IPUTHIYYIOTh aKTHBHICT (QaKTopa
HEKpOo3y IyXJIHMH, 1 KOpTUKOCcTepoinaMu. [1arieHTn 3 HU3bKOO KUTBKICTIO JICHKOIUTIB
(JTiMQOIUTIB) MOXKYTh MaTH MiABUIICHUN PU3UK PO3BUTKY OMEPi3yIOUOTO Teprecy.

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,

3ameepodcenol 6 Yrpaini

PFIZER
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3axonu 3 PyTuHHI 3aX0/11 3 MiHIMI3aIlii PU3HKIB:
MiHiMizaril pusukiB| KXJI3*, po3ainu 4.4 1 4.8.

JlonaTkoBi 3aX0/1 3 MiHIMI3aIlii PU3HKIB:

Po3pobka HaBUaNBHOT IPOTpaMu, 30KpeMa JOJaTKOBUX iH(QOpMaIiitHIX MaTepiaiB sSK
JUTSI TTAIi€HTIB (TIaM’ITKY JUTS TTAIi€HTIB), TaK 1 IS JIiKapiB, AKi MPU3HAYAIOTH
JKapChKUH 3aci0 (BKJIFOYHO 3 OPOIITYPOIO JTiKapsi)

Jonarkosi 3axoau | * [Iporpama akTUBHOTO HIiCIIAPEECTPAIIITHOTO HATIISAY 32 OS3MEUHICTIO JIIKAPCHKOTO

3 (papMakoHaryIAmy | 3aco0y B MALi€HTIB, sKi OTPUMYBai TOQALUTHHIO 1)1 NiKyBaHHS MONIaPTUKYISPHOTO
FOBEHIJIBHOTO 1J1IOMATHYHOI0 apTPUTY Ta FOBEHUIBHOTO [ICA, Ha miicTaBi faHuX 13
Peectpy BIKER, i Peectpy JuMBO;

* porpama akTHBHOTI'O MICIIIPEECTPALifHOT0 HarJIsiLy 3a OE3MEeUHICTIO JIIKApChKOTO
3aco0y B Mali€HTIB, Ki OTPUMYBaIX TOGAUUTHHIO JUIS JTIKyBaHHS [IOJI1apTUKYJISIPHOTO
IOBEHUJILHOTO 171I0MIaTHYHOTO apTPUTY Ta roBeHUIbHOTO [ICA, Ha mijcTaBi 1aHMX i3
[IIBencpKOro KIiHIYHOTO peecTpy narieHTis 3 FOIA;

* porpamMa akTHBHOT'O MICIIIPEECTPaLifHOT0 HarJIsLy 3a OE3MEeUHICTIO JIIKApChKOT0
3aco0y B Mali€HTIB, Ki OTPUMYBaIX TOPAUTHHIO JUIS JTIKyBaHHS [OJI1apTUKYJISIPHOTO
FOBEHIJIBHOTO 1J1I0MATHYHOI0 apTPUTY Ta FOBEHUIBHOTO [ICA, Ha micTaBi faHuX 13
Bpuranchkoro peectpy Iaui€eHTiB, sKi OTpUMyBau 0i0JI0TIYHI IpenapaTH s
nikyBanHus FOIA.

* A3921329 (BK): mochimxernns PASS nHa miacrasi nanux i3 Peectpy mamienTis
Corrona npoTsroM 5 pokis;

* IPOCIIEKTHBHE HEIHTEPBEHIIHHE JOCIIKEHHS 3 METOI0 aKTHBHOTO HATJISILY IS
BUBUCHHS 0€3MeYHOCTI 3 BAKOPUCTAHHAM 4 €BPONEHCHKHIX PEECTPIB MaiieHTiB 3 PA
(ARTIS (A3921314), BIOBADASER (A3921316), BSRBR (A3921312) i RABBIT
(A3921317)) mpoTsrom moHaifMeHIIe 5 pOKiB;

* A3921334 (PA, IIcA, BK): onutyBaHHA JiKapiB, sSKi MPU3HAYAIOTH JIIKapCHKUA 3aci0,
y €C (ominka epextuBHOCTI 13MP);

* MPOCTIEKTUBHE HEIHTEPBEHITIHE TOCITIHKEHHS 3 METOI0 aKTUBHOTO HATJISITY 3
BUKOPHUCTAHHSAM 2 eBponeiicbkux peectpis naiedTiB i3 BK (SWIBREG (A3921344) ta
UR-CARE (A3921352)) npoTsirom 5 pokis.

* A3921347: micnspeecTpaiiifHe JOCTiDKEHHS BUKOPHUCTaHHS JIIKapChKOTO 3ac00y 3
MeToro akTuBHOTO Harisiny B CIIIA Ha mincTaBi 1aHUMX 3 aAMiHICTpaTHBHOI 0a3M TaHUX
JUTst otutat MeandHux mocayr (BK)

Ba:xxnuBuii BusiBiienuii pusuk: Pak jerenn

Jlokasu 3B’ 13Ky Jani xniHigHEEX nociimkens (A3921133)

PH3HKY 3
JIKapChbKUM
3ac000M

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini

PFIZER



[Inan ynpaBiaiHHS pHU3HKaMH ToauuTHi6
Yactuna VI. Pe3rome mnaHy ynpasiiiHHS pU3MKaMu Kostens 2022 p.

Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

®dakropu pu3uKy Ta| Y nauieHTis i3 PA pu3HK po3BUTKY paKy JIereHb MOXe OyTH BHIIUM, HIXK Yy
TPYIIH PU3HKY 3arajbHI MOMyJIALii MaieHTiB. Y paHIoMi30BaHOMY MiCIIpeecTpaliiHoMy
nmociimpkenHi 6e3neaHocTi A3921133 y namieHTiB i3 peBMaTOITHAM apTPUTOM
BikoM 50 pOKiB i cTapIe 3 ImoHaMEeHIIe OAHAM TO0JATKOBUM (DPaKTOPOM PHU3HKY
CEepLEBO-CYMHHUX 3aXBOPIOBAHb CIIOCTEPIrajocs IiABUIIEHHS YaCTOTH
BUHUKHEHHS 3J7105KiCHUX HOBOYTBOpeHb (3a BuHsTKOM HMPIII), ocobmmiBo paky
JiereHsp i JiMQomu, a i 9ac 3acToCyBaHH TOPanuTHHIOY crocTepiraiocs
ninBuieHHs pusuky po3sutky HMPII nopisusiHO 3 iHriditropamu GHII.

Pestome pesynbrariB nocmimpkenns A3921133: y nanieHTis, siki 0OTpUMyBan
To(aMTHHIO, CrIocTepiranocs MiBUILEHHS YaCTOTH BUIIAJIKiB BAHUKHEHHS
3JI05IKICHUX HOBOYTBOpEHb, 32 BUHsATKOM HMPILI, oco0:mBo paky nerens i giMpomu,
MOPIBHSTHO 3 MarieHTamHu, siki oTpuMyBaiu iHridoitopu ®HII. KinbkicTs BUNaaKiB paxky
nerens Ha 100 manieHTo-pokiB (95%-1i /1) (mpoTsiroM ychoro yacy) B rpymi, sika
oTpuMyBasa TopanuTuHiIO y 1031 5 Mr 2 pas3u Ha 100y, B TPy, SKa OTpUMyBaja
todannTiHIO ¥ 1031 10 Mr 2 pa3u Ha 100y, B TpyTIi, sIka OTpUMyBaja TOQanuTHHIO Y
OyIp-SKHUX 1103aX, 1 B TPYIIi, sika oTpuMyBaa inriditopu @HIIL, BiamoBigHO cTaHOBMITA
0,23 (0,12, 0,40), 0,32 (0,18, 0,51), 0,28 (0,19, 0,39), 0,13 (0,05; 0,26)

3axomu 3 PyTunHI 3aX011 3 MiHIMI3allii PU3UKIB:

MiHiMizariil pusukiB| KXJI3*, po3main 4.4 «OcobmuBi 3acTepeskeHHs Ta 31001k HI

3aX0J! IIPH 3aCTOCYBAHHI»

KXJI3*, po3nin 4.8 «IlobiuHi peakuii»

KXJI3*, poznain 5.1 «®apmakoquHAMIKay

JonatkoBi 3ax0/1y 3 MiHiIMi3aIlii PU3HKIB:

Po3poOka HaBUAJILHOT IPOTrpaMu, 30KpemMa J101aTKOBUX iHQOopManiiHUX MaTepialiB K
JUTS TIAII€HTIB (1aM’ATKY JJIs MAIliEHTIB), TaK 1 I JIIKapiB, AKi NPU3HAYAIOThH
JKapChKUM 3aci0 (BKJIFOYHO 3 KOHTPOJIBHUMU CIIUCKAMHU VTS JTIKYBaHHS, OpOIIYPOIO
JiKapst).

IHdopMaIlifHUH TMCT 711 METMYHUX MTPAIiBHUKIB

Jonarkosi 3axonu |  [Iporpama akTHBHOTO IicCIsIpeecTpaLliiiHOro HArJIs Ay 3a OE3MEeUHICTIO JIIKapChbKOTo

3 (hapmakoHarusity | 3aco0y B MALEHTIB, SIKI OTPUMYBaIH TOGAUUTHHIO AJIs JTIKYBaHHS IT0JIIapTHKYJISIPHOTO
IOBEHUJILHOTO 171I0MIaTHYHOTO apTPUTY Ta roBeHUIbHOTO [ICA, Ha mijcTaBi faHMX i3
Peectpy BIKER, i Peectpy JuMBO;

* MporpamMa aKTUBHOTO MICIAPEECTPAIMHOTO HATTSAY 3a O€3METHICTIO JIIKAPChKOTO
3aco0y B MAIli€HTIB, SIKi OTPUMYBaJHM TOGAIUTHHIO IS JTIKYyBaHHS MOMiapTUKYIAPHOTO
FOBEHIJIBHOTO 1/1I0TTATHYHOTO apTPUTY Ta IOBeHIIbHOTO [IcA, Ha mincTaBi qaHuX i3
[IIBeacbKOTO KINIHIYHOTO peecTpy mamieHTiB 3 FOIA;

* MporpamMa aKTUBHOTO MICIAPEECTPAIMHOTO HATTSAY 3a O€3METHICTIO JIIKAPChKOTO
3aco0y B MAIli€HTIB, SIKi OTPUMYBaJH TOGAINUTHHIO IS JTIKyBaHHS MOMIapTUKYIAPHOTO
FOBEHIJIBHOTO 1J1IOMATHYHOI0 apTPUTY Ta FOBEHUIBHOTO [ICA, Ha micTaBi faHuX 13
Bpuranchkoro peectpy Iaui€eHTiB, sKi OTpUMyBau 0i0J0TIYHI IpenapaTH s
aikyBanHs FOJA.

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini

PFIZER



[Inan ynpaBiaiHHS pHU3HKaMH ToauuTHi6
Yactuna VI. Pe3rome mnaHy ynpasiiiHHS pU3MKaMu Kostens 2022 p.

Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

* mociimxernHss PASS 3 MeTOr0 akTUBHOTO HAISTy 32 SBUIIAMHU OE3MEKH, 10
CTaHOBIIATH 0COONMBHUH iHTEpec, y namieHTiB y CIIIA, sxi oTpuMyBaiu ToharuTHHIO
JUTS JTIKyBaHHS FOBEHUIBHOTO 1/110TIATHYIHOTO apTPHUTY, HA MiACTaBi JaHUX i3 Peectpy
CARRA;

* A3921329 (BK): nocmimkennst PASS nHa nincrasi nqanux i3 Peectpy nanienris Corronal
MIPOTATOM 5 POKiB;

* MPOCIICKTHBHE HEIHTEPBEHIIIHE JOCIIPKEHHS 3 METOK aKTUBHOT'O HATJISALY JJIS
BUBUCHHS O€3MeKH 3 BUKOPUCTaHHIM 4 eBporieiicbkux peectpiB nauieHTis 3 PA (ARTIS
(A3921314), BIOBADASER (A3921316), BSRBR (A3921312) i RABBIT
(A3921317)) npoTsArom moHaiMeHIIE 5 POKIB;

* MPOCTIEKTUBHE HEIHTEPBEHITIHE TOCITIHKEHHS 3 METOI0 aKTUBHOTO HATJISITY 3
BUKOPHUCTAHHSAM 2 €Bponeiicbkux peectpis naiieHTiB i3 BK (SWIBREG (A3921344) ta
UR-CARE (A3921352)) npoTsirom 5 pokis.

* A3921347: nicnspeectpaliifHe JOCHIIKeHHS! BAKOPUCTAHHS JIIKAPCHKOT0 3ac00y 3
MeToro akTuBHOTO Harnsay B CIIIA Ha mincTaBi [aHUX 3 aIMiHICTPaTUBHOI 0a3u JqaHUX
JUIst ortatu MeandHux nocayr (BK)

Baxausuii BusiBiaenuii pusuk: Jlimpoma

Jlokasu 3B’s13Ky Jani kniHiyHUX gociimkeHs (A3921133)

pH3HKY 3

JIKapChKUM

3ac000M

®daxTopu pusuKy Ta| Y maiieHTiB i3 PA, 30kpeMa 3 BUCOKOAKTHBHUM 3aXBOPIOBAHHSM, PH3UK PO3BUTKY
TPYIIH PU3HKY niMmpomu Moxe OyTH BHIUM (Y ACKUTbKA pa3iB), HIX Y 3araJIbHINA MOIYJISIiT

MAIi€HTIB. Y paHAOMi30BaHOMY MiCIIIPEECTPAiHHOMY TOCIIKSHHI

6e3meunocti A3921133 y marfieHTiB i3 peBMaTOITHUM apTPUTOM BikoM 50 poKiB 1
cTapiue 3 IoHalMEeHIe OJHUM JOJaTKOBUM (haKTOPOM PH3HKY CepLEeBO-CYANHHUX
3aXBOPIOBaHb CIOCTEPIrajocs MiABUIIECHHS YaCTOTH BUHUKHEHHS 3M0SKICHIX
HOBOYTBOpeHb (3a BuHaTkoM HMPIII), ocobamBo paky jeress i aiMpomu, a mij yac
3acTOCyBaHHs TOQanuTHHIOY criocTepiranocs MiIBUIEHHS pU3UKy po3BuTKy HMPIII
nopiBHSHO 3 iHTiOiTopamu OHIT.

Pestome pesynbrariB nocmimpkenns A3921133: y nanieHTiB, siKi OTpUMyBaIn
To(arMTHHIO, CrIocTepiranocs MiBUILEHHS YaCTOTH BUIIA/IKiB BAHUKHEHHS
3JI05IKICHUX HOBOYTBOpEHb, 32 BUHATKOM HMPIII, oco0:mBo paky nerens i giMpomu,
MOPiBHSHO 3 TMAIli€HTaMU, AKi oTpuMyBanH iHri6iTopr OHII. Yactora Bunaakis
aiMpomu Ha 100 mamierTo-pokis (95 % 1) (mpoTsirom ycporo 4acy) B Ipyli, sSika
oTpuMyBana TohanuTuHiO y 1031 5 Mr 2 pasu Ha 100y, B TPy, SKa OTpUMyBaja
TodannTiHIO ¥ 103i 10 Mr 2 pa3u Ha 100y, B TpyTIi, sIKa OTpUMyBaja TOQanuTHHIO ¥y
Oymp-SKHUX 1103aX, 1 B TPYIIi, sika oTpuMyBaa inriditopu @HIIL, BiamoBigHO cTaHOBMIA
0,07 (0,02, 0,18), 0,11 (0,04, 0,24), 0,09 (0,04; 0,17), 0,02 (0,005 0,10).

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini

PFIZER



[Inan ynpaBiaiHHS pHU3HKaMH ToauuTHi6
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Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

3axonu 3 PyTuHHI 3aX0/14 3 MiHIMI3aIlii PU3HKIB:
MiHiMizaril pusukiB| KXJI3*, po3ain 4.4 «OcobmuBi 3acTepeskeHHs Ta 3aM001KHI 3aX0H P 3aCTOCYBaHHI»

KXJI3*, posnin 4.8 «I1obiuHi peakiii»
KXJI3*, posnin 5.1 «@apMakoiuHaMiKay

JonaTkoBi 3ax0/11 3 MiHIMi3aIli pU3HKIB:

Po3poOka HaBUAJILHOT IPOTrpaMu, 30KpemMa J101aTKOBUX iH(QopManiiHuX MaTepianiB

SIK JUTS AIi€HTIB (1aM’STKY JJIs MAIiEHTIB), TaK 1 JJIs JiKapiB, AKi IPU3HAYAIOTH
JKapChKUM 3aciO (BKJIFOYHO 3 KOHTPOJIBHUMU CIIUCKAMHU [UTS JTIKYBaHHS, OpOIIYPOIO
JiKapst).

IHdopMaIlifHUH TMCT AJ1s1 METMYHUX MTPAIiBHUKIB

Jonarkosi 3axonu | * [Iporpama akTHBHOTO micIsIpeecTpaLliiHOro HArJIs Ay 3a OE3MEeUHICTIO JIIKapChbKOTo

3 (hapmakoHarJsiy | 3aco0y B TMAIEHTIB, SIKI OTPUMYBaIH TOGAUUTHHIO AJIs JTIKYBaHHS IT0JIIapTHKYJISIPHOTO
FOBEHIJIBHOTO 1JIIOMATHYHOI0 apTPUTY Ta FOBEHUIBHOTO [ICA, Ha micTaBi faHuX i3
Peectpy BIKER, i Peectpy JuMBO;

* porpamMa akTHBHOTI'O MIC/IIPEECTPaLifHOTO HarJIsLy 3a OE3MEeUHICTIO JIIKApChKOT0
3aco0y B Mali€HTIB, Ki OTPUMYBaIX TOGAUUTHHIO JUIs JTIKyBaHHS [OJI1apTUKYJISIPHOTO
FOBEHIJIBHOTO 1J1IOMATHYHOI0 apTPUTY Ta FOBEHUIBHOTO [ICA, Ha micTaBi faHuX 13
[IIBencpKOro KIIHIYHOTO peecTpy marieHTis 3 FOIA;

* MporpamMa akKTUBHOTO MiCISPEECTPAIIIfHOTO HATILLY 3a OE3MEeUHICTIO JTIKapChKOTO
3aco0y B MAIli€HTIB, SIKi OTPUMYBaJH TOQAIUTHHIO IS JTIKyBaHHS MOMiapTUKYIAPHOTO
FOBEHIJIBHOTO 1/1I0TTATHYHOTO apTPUTY Ta FOBEHUIbHOTO [ICA, Ha mincTaBi qaHuX i3
BpuTaHCBKOTO peecTpy MaIli€HTiB, SIKi OTPUMYBAIN 0i0JIOTIYHI IpemapaTy s
nikyBanHus FOIA.

* mociimkeHHst PASS 3 MeTor0 akTHBHOTO HATIISAy 32 SBUIIaMHU O€3MeKH, 0
CTaHOBJIATH 0COONMBHUH iHTEpec, y nanieHTiB y CLIA, sxi oTpuMyBanu TodaunTHHiO
JUISL JIIKYBaHHS I0BEHIJIBHOTO 1110MaTHYHOTO apTPUTY, HA MiJCTaBi JaHuX i3 Peectpy
CARRA;

* A3921329 (BK): nocmimkennst PASS nHa nincrasi nqanux i3 Peectpy nanienris Corronal
HPOTSTOM 5 POKiB;

* IPOCIICKTHBHE HEIHTEPBEHIIHHE TOCIIDKEHHS 3 METOIO aKTUBHOI'O HAIJISIy JUIs
BUBUCHHS 0€3MEYHOCTI 3 BAKOPUCTAHHAM 4 €BPONECHCHKHIX PEECTpIB MaiieHTiB 3 PA
(ARTIS (A3921314), BIOBADASER (A3921316), BSRBR (A3921312) i RABBIT
(A3921317)) npoTsTroM IoHaMEHIIe 5 POKiB;

* MPOCTIEKTUBHE HEIHTEPBEHITIHE TOCITIHKEHHS 3 METOI0 aKTUBHOTO HATJISITY 3
BUKOPHUCTAHHSM 2 €Bponeiicbkux peectpis naiieHTiB i3 BK (SWIBREG (A3921344) ta
UR-CARE (A3921352)) npoTsirom 5 pokis.

* A3921347: nicispeecTpaliiiHe 10CTIPKEHHST BAKOPUCTAHHS JIIKAPCHKOTO 3ac00y 3
MeToro akTuBHOrO Harisiny B CIIIA Ha mincTaBi 1aHUX 3 aAMiHICTpaTHBHOI 0a3M TaHUX
JUTst otutat MeandHux mocayr (BK)

Baxkauuii BusiBiaenuii pusuk: Indpapkr miokapaa

Jlokasu 3B’s13Ky Jani kiniHivHUX gociimkeHs (A3921133)

PH3HKY 3
JIKapChbKUM
3acoboM

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini

PFIZER
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Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

®daxropu pusuky Ta| Y pocnikeHHi A3921133, BennkoMy paHZOMI30BaHOMY MiCJISIPEECTPALIHHOMY
TPYIIH PU3HKY JTOCITI/KeHHI O€3MEYHOCTI 3 KOHTPOJIEM aKTUBHHUM ITPETIapaToM 32 YJacTIO MaIli€HTIB
3 PA BikoMm Bix 50 pokiB, sIKi Manu IOHaWMEHIIE OWH JO0JaTKOBHH (PaKTOp PU3UKY
CEepLEeBO-CYNHHUX YCKIIaIHEHb, 3a IONOMOTrolo OararonapamerpuaHoi Mozaeni Kokca
3 IOKPOKOBUM BUKJIFOUEHHIM OyJIF BCTAHOBJICHI TaKi MPOTHOCTHYHI (pakropn
po3ButKy IM (JIeTanpHOTO Ta HEJIETATBHOTO): BiK > 65 pOKiB, 4OJOBIYa CTATh,
KypiHHS B el 9ac 91 B MUHYJIOMY, HasBHICTh B aHaMHe31 I[yKpOBOTO JiabeTy Ta
HasBHICTh B aHaMHeE31 3aXBOPIOBAHb KOPOHAPHUX apTepid (10 SKUX HaJIEKaTh
iH(apKT Miokap/a, imeMidHa XBopoba cepis, crabiibHa CTeHOKapIist abo
CTEHTYBaHHS KOPOHAPHUX apTepii).

Pestome pesynbrariB nocmimpkenas A3921133: npu 3acrocyBanHi TOaUTHHIOY
criocTepirajacs BHIIA 4acTOTa BHIQ/IKiB HedaTaapHOro IM, HiXK IIpH 3aCTOCYBaHHI
iuri6iTopie ®HII. KinbKicTh BHIIAAKIB IMiITBEPIKEHOTO HeleTanbHOro IM Ha

100 marmienTo-pokiB (95%-it [II) (mpotsrom 60 nHiB mepiogy puU3NKY) B TPYII, SKa
oTpuMyBana TohanuTuHiIO y 1031 5 Mr 2 pasu Ha 100y, B TPy, SKa OTpUMyBaja
todannTiHiO ¥ 103i 10 Mr 2 pa3u Ha 100y, B IpyTIi, sIka OTpUMyBaja TOQanuTHHIO y
OyIp-SKHX 1103aX, 1 B TPYIIi, sika oTpuMyBaa inriditopu @HIIL, BiamoBigHO cTaHOBMIA
0,37 (0,22; 0,57), 0,33 (0,19; 0,53), 0,35 (0,24; 0,48), 0,16 (0,07; 0,31). KinbkicTs
niaTBepkeHoro geraiapHoro IM Ha 100 namienTo-pokiB (95%-it [I1) (mpotsirom

60 1HIB epiogy pU3MKY) B TPy, sika OTpUMYyBasa ToQauuTruHiO y 1031 5 Mr 2 pazu
Ha 1100y, B rpymi, sika orpuMyBasia TodanutuHi6 y no3i 10 Mr 2 pa3u Ha 100y, B
rpyti, siKka OTpUMYBajia TOGAIUTHHIO y OyAb-sIKHX J103aX, 1 B TPy, sSiKa OTpUMYyBaja
inriditropu ®HII, Biamosinxo cranosuia 0,00 (0,00; 0,07), 0,06 (0,01; 0,18), 0,03
(0,01; 0,09), 0,06 (0,01; 0,17)

3axonu 3 PyTunHi 3ax0/111 3 MiHIMi3aIli PU3HKIB:

MminiMizanii pusukis| KXJI3*, posnin 4.4 «OcobiuBi 3acTepexeHHs Ta 3a1001XHI 3aX0/U IIPU 3aCTOCYBaHHI»

KXJI3*, posnin 4.8 «I1obiuHi peakiii»
KXJI3*, posnin 5.1 «@apmakoiHaMiKay

JonaTkoBi 3ax0u 3 MiHiMi3alii pU3HKIiB:

Po3pobka HaBUaIBHOT IPOTpaMu, 30KpeMa JOJaTKOBUX iHQOpMAIIHIX MaTepiaiiB
SIK JIJIS1 TIAII€HTIB (11aM’ ITKU JIJ1s TIAIEHTIB), TaK i AJIs JIiKapiB, SIKi MPU3HAYAIOTh
JiKapchKAi 3aci0 (BKIIOYHO 3 KOHTPOJIBHUMH CIIUCKAMH [UIS JIKYBaHHS, OpOIIypOIO
JiKaps).

IHhopMaIliiHUHT JTUCT AJ1s1 MEIMYHUX MPalliBHUKIB

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini

PFIZER

12
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Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

Jonarkosi 3axonu |  [Iporpama akTHBHOTO micIsIpeecTpaLiiiHOro HArJIs Ay 3a OE3MEeUHICTIO JIIKapChKOTo

3 apMakoHarsaAy | 3aco0y B MAIIEHTIB, SKi OTPUMYBAIH TOQAITUTHHIO IS JTIKYBaHHS IMOTIapTUKYJIIPHOTO
FOBEHIJIBHOTO 1/1I0TTATHYHOTO apTPHUTY Ta IOBeHIIbHOTO [IcA, Ha mifcTaBi maHuX i3
Peectpy BIKER, i Peectpy JuMBO;

* Mporpama aKTUBHOTO MICIAPEECTPAIMHOTO HATTSAY 3a O€3METHICTIO JIIKAPChKOTO
3aco0y B MAIli€HTIB, SKi OTPUMYBaJH TOGAIUTHHIO IS JTIKYyBaHHS MOMiapTUKYIAPHOTO
FOBEHIJIBHOTO 1/1I0TTATHYHOT0 apTPUTY Ta IOBeHIIbHOTO [IcA, Ha mincTaBi maHuX i3
[IIBencpKOro KIHIYHOTO peecTpy marieHTis 3 FOIA;

* IporpamMa aKTHBHOT'O MICIIIPEECTPALiTHOTO HAarJIsLy 3a O€3MEeUHICTIO JIIKAPChKOTO
3aco0y B Mali€HTIB, Ki OTPUMYBaIX TOPAUUTHHIO JUIs JTIKyBaHHS [OJI1apTUKYIISIPHOTO
IOBEHIJIBHOTO 11i0TIaTHYHOTO apTPUTY Ta IoBeHUIbHOTO [ICA, Ha mijacTaBi faHMX i3
BpuraHchkoro peectpy IamieHTiB, SKi OTpUMYyBaM 0i0JIOTIYHI penapaTH A
nikyBaHHs TOIA.

* mociimkeHHst PASS 3 MeTor0 akTHBHOTO HATIISIy 3a SIBUIIaMHU Oe3MeKH, 0
CTaHOBIIATH 0COONMMBHUH iHTEpec, y nanieHTiB y CIIIA, ski orpuMyBanu TopanuTHHIO
JUTS JTIKyBaHHS FOBEHUTBHOTO 1/110TTATHYIHOTO apTPHUTY, HA MiACTaBi JaHUX i3 Peectpy
CARRA;

* A3921329 (BK): mocmimkenns PASS Ha migcrasi qanux i3 Peectpy narmienriB Corronal
MIPOTSATOM 5 POKiB;

* IPOCIICKTHBHE HEIHTEPBEHIIIHHE TOCIIDKEHHS 3 METOIO aKTUBHOI'O HaIJISAIy JUIs
BUBUCHHS 0€3MeYHOCTI 3 BAKOPUCTAHHAM 4 €BPONEHCHKUX PEECTPIB MarieHTis 3 PA
(ARTIS (A3921314), BIOBADASER (A3921316), BSRBR (A3921312) i RABBIT
(A3921317)) mpoTsToM IoHAMEHIIe 5 POKiB;

* MPOCTIEKTUBHE HEIHTEPBEHITIHE TOCITIHKEHHS 3 METOI0 aKTUBHOTO HATJISITY 3
BUKOPHUCTAHHSAM 2 €Bponeiicbkux peectpiB naiieHTiB i3 BK (SWIBREG (A3921344) ta
UR-CARE (A3921352)) npoTsirom 5 pokis.

* A3921347: micnspeecTpaiiifHe JOCTiDKEHHS BUKOPHUCTaHHS JIIKapChKOTO 3ac00y 3
MeToro akTuBHOTO Harysiny B CIIA Ha mijgcTaBi JaHUX 3 aMiHICTpaTUBHOI 0a3u JaHUX
JUtst orutat MeanuHux nociayr (BK)

* A3921321: nociipkeHHsT BAKOPUCTaHHS JIiKapchKoro 3acoby y €C 3a 10rnoMororo
CJICKTPOHHHMX MEIMYHUX KapT (ouiHka eexkruBHocTi A3MP);

BakauBuii BusiBjaeHuii pusuk: 3MeHIeHHsI piBHA reMor100iHy Ta aHeMist

Jloxasu 3B’s13Ky Jani KIiHIYHUX DOCIIIPKEHb 1 MICIIpeecTpaliiiii JaHi
pU3HKY 3

JIKapChKUM

3ac000M

®axTopu pu3HKy Ta| JKOAHUX IPyN PU3HKY HE BHSBICHO.

IPYIH PUBKKY

3axomu 3 PyTunHI 3aXx011 3 MiHIMI3allii PU3UKIB:

MiHiMi3zanil pusukis| KXJI3*, po3ginm 4.2, 4.4 1 4.8.

JonaTkoBi 3ax0u 3 MiHiIMi3aMii pU3HKIiB:

Po3pobka HaBYaNBHOT IPOTpaMu, 30KpeMa 0IaTKOBUX iH(QOpMaIiHIX MaTepiaiB s
JKapiB, SKi MPU3HAYAIOTH JIKAPCHKUH 3aci0 (BKIFOYHO 3 KOHTPOJIGHUMHU CITUCKAMU JIJISt
JIKYBaHHs, OpOLIYpOIO JKapsi).

Jonatkosi 3axoau | BincyTHi.

3 (hapmMakoHarIs Iy

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini
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Yactuna VI. Pe3rome mnaHy ynpasiiiHHS pU3MKaMu Kostens 2022 p.

Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

Baxnusuii Busijaennii pusux: HMPII

Jloxasu 3B’s13Ky JlaHi KIIHIYHAX TOCIIHKESHD 1 MiCIApeecTpaliiHi JaHi

pU3HKY 3

JIKapChbKUM

3ac000M

®dakropu pusuky 1a| Y nporpami nociimkerb PA HMPIII BuankaB 31e0116110T0 HA AUTTHKAX TiNa, SKi
TPYIIH PU3HKY T Taf0ThCsI MTiT COHIIS, 30KpeMa Ha 00JIu94i/TosIoBi Ta pykax. Jlo (hakTopiB pu3HKyY

possutky HMPIII, mpo siki 9acTo MOBiZOMIISIIOCS, HAaJIEKATh BIUIMB COHIIA (TOOTO
yIbTpadioeTOBUX MMPOMEHIB), 3aCTOCYBaHHS NPENapaTiB, sSKi IPUTHIYYIOTh IMyHHY
cucreMy, oroTepartisi, BipycHi iH}eKLii (Hanpukia, Bipyc MamijJoMH JIIOJUHN), BIK 1
NIEBHI THITM BUIIPOMiIHIOBAaHHSL.

V panmomizoBaHOMY TiCIIIpeeCTpaIiiiHoMy AociiKeHHi 6e3neunocti A3921133 y
TIAI[IEHTIB 13 PEBMATOITHUM apTPUTOM BikoM 50 pOKiB i cTapIie 3 IMOHANMEHIIE OJHUM
JOIaTKOBHUM (haKTOPOM PU3MKY CEPLIEBO-CYIMHHUX 3aXBOPIOBAHb CIIOCTEPIranocs
Ii/IBUILIEHHS YaCTOTH BUHUKHEHHS 3JI0SIKICHUX HOBOYTBOpEHb (3a BuHsATkOM HMPIII),
0co0JIMBO paxy JIereHs i JiM(pOMHU, a Mij 4ac 3aCTOCYBaHHS TOPAUUTHHIOY
crioctepiraiocs miaBuIiLeHHs pu3uky po3sutky HMPII nopiBHsiHO 3 iHribiTOpamu
OHII.

3axonu 3 PyTunHI 3aX011 3 MiHIMI3allii PU3UKIB:
Minimizanii pusukis| KXJI3*, po3nimm 4.4 1 4.8.

JonatkoBi 3aX0/1y 3 MiHiIMi3aIlii PH3HKIB:

Po3poOka HaBUAJILHOT IPOTrpaMu, 30KpemMa J101aTKOBUX iHQOpManiiHUX MaTepialiB K
JUTSI TTAIli€HTIB (TIaM’ITKY JUTS TTAIli€HTIB), TaK 1 IS JIiKapiB, AKi MPU3HAYAIOTH
JiKapchKAi 3aci0 (BKIIOYHO 3 KOHTPOJIBHUMH CIIUCKAMH [UIS JIKYBaHHS, OpOIIypOro
JKaps).

JlomatkoBi 3axoan | ¢ IIporpama akTUBHOTO IMiCISPEECTPAIIITHOTO HATIISAAY 32 OS3MEYHICTIO JIIKapChKOTO

3 apMakoHarnsaay | 3aco0y B MAIIEHTIB, SKi OTPUMYBAIH TOQAITUTHHIO IS JTIKYBaHHS IMOIapTUKYIISIPHOTO
FOBEHIJIBHOTO 1/1I0TTATHYHOT0 apTPUTY Ta IOBEHIIbHOTO [IcA, Ha mifcTaBi qaHuX i3
Peectpy BIKER, i Peectpy JuMBO;

* IpOrpaMa aKTUBHOTO MiCIAPEECTPAIITHOTO HATIISATY 32 OS3MEeUHICTIO JIIKApChKOTO
3aco0y B MAIli€HTIB, SIKi OTPUMYBaJIH TOQAIUTHHIO IS JTIKYyBaHHS MOMIapTUKYIAPHOTO
IOBEHIIBHOTO iiOTTATHYHOTO apTPUTY Ta I0BEHITbHOTO [IcA, Ha mincTaBi qaHUX i3
IIBencpkoro KIiHIYHOTO peecTpy nariedTis 3 FOIA;

* porpamMa aKTHBHOTI'O MICIIIPEECTPALifHOTO HarJIsLy 3a OE3MEUHICTIO JIIKApChKOTO
3aco0y B Mali€HTIB, Ki OTPUMYBaIN TOGAUUTHHIO JUIs JTIKyBaHHS [IOJI1apTUKYJISIPHOTO
FOBEHIJIBHOTO 1J1IOMATHYHOI0 apTPUTY Ta FOBEHUIBHOTO [ICA, Ha mijfcTaBi faHuX i3
Bpurancekoro peectpy INaui€eHTiB, sKi OTpUMyBau 0i0J0TIYHI IpenapaTH s
nikyBanHus FOIA.

* mociimkeHas PASS 3 MeTOr0 aKTHBHOTO HaTJISAIy 3a SBUIAMU OE3MEKH, 1110
CTaHOBIIATH OCOONMMBHUi iHTEpec, y manieHTiB y CIIIA, ski orpuMyBanu TopanuTHHIO
JUTS JTIKyBaHHS FOBEHUIBHOTO 1/110TIATHYIHOTO apTPHUTY, HA MiACTaBi JaHUX i3 Peectpy
CARRA;

* A3921329 (BK): mochimxenns PASS nva miacrasi nanux i3 Peectpy mamienTis
Corrona npoTsroM 5 pokis;

* IPOCIEKTUBHE HEIHTEPBEHIIITHE TOCIIPKCHHS 3 METOI0 aKTUBHOT'O HAIJISY JUIs
BHUBUYEHHS O0€3TEKH 3 BUKOPUCTAHHAM 4 €BpoTeichbkuXx peectpis narientis 3 PA (ARTIS
(A3921314), BIOBADASER (A3921316), BSRBR (A3921312) i RABBIT

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini
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Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

(A3921317)) npoTsArom moHaiMeHIIE 5 POKIB;

* A3921334 (PA, TlcA, BK): onmutyBaHHs JlikapiB, SKi MPU3HAYAOTH JIIKAPCHKUMN 3aci0,
y €C (ouinka edexrusrocti 13MP);

* IPOCIICKTHBHE HEIHTEPBEHILIHHE JTOCIIKEHHS 3 METOI0 aKTHBHOTO HATJISIIY 3
BUKOPHCTAHHSIM 2 eBporechbkux peectpis namienTis i3 BK (SWIBREG (A3921344) Ta
UR-CARE (A3921352)) npotsirom 5 pokis.

Baxnusuii BusiBjennii pusuk: IlinBuinenns piBHg TpaHcaMiHa3 i MOXKIIMBICTE MeTUKAMEHTO3HO-
iHIYKOBaHOro ypaskenHs nedinku (MIVII)

Jloxasu 3B’ 43Ky

JlaHi KIIHIYHAX TOCIIHKESHD 1 MiCIApeecTpaliiHi JaHi

MiHiMi3aIlil pu3KKiB

PHU3HKY 3

JIKapChbKUM

3aco000M

®dakropu pu3nKy Ta| 3aCTOCYBaHHS 1HIIMX JIKAPCHKUX 3ac00iB (SIKi HA3UBAIOTHCS Oa3UCHUMHU

IPYITU PU3UKY NPOTHPEBMATUYHUMU TpernaparaMu) s JikyBaHHs PA a6o [IcA ogHovacHO 3
TOhAIUTHHIOOM

3axoau 3 PyTunHI 3aXx011 3 MiHIMI3allii PU3UKIB:

KXJI3*, pozninu 4.4 1 4.8.

JonatkoBi 3ax0/14 3 MiHiIMi3aIlii PU3HKIB:

Po3pobka HaBUaNBHOT IPOTpaMu, 30KpeMa JOJaTKOBUX iH(QOpMaIiitHIX MaTepiaiB sSK
JUTSI TTAi€HTIB (TIaM’ITKY JUTS TTAIli€HTIB), TaK 1 JUIs JIiKapiB, AKi MPU3HAYAIOTH
JiKapchKAi 3aci0 (BKIIOYHO 3 KOHTPOJIBHUMH CIIUCKAMH [UIS JIKYBaHHS, OpOIIypOrO
JKaps).

JlonaTkoBi 3aX001
3 apMakoHaTIAAY

* A3921334 (PA, TlcA, BK): ontutyBaHHs JIiKapiB, SKi MPU3HAYAIOTH JIIKAPCHKUN 3aci0,
y €C (ominka epextuBHocTi 13MP);

BiKYy

Baxkauuii BusiBiaenuii pusuk: IigBumena yacrora Ta cryninb TsekkocTi ITP y mamienTiB JiTHBOTO

Jloxasu 3B’ 43Ky
PH3HKY 3
JIKapChbKUM
3acoboM

JlaHi KIIHIYHAX TOCIIHKESHD 1 MiCIApeecTpaliiHi JaHi

DakTopy PU3UKY T
TPyTH PUHKY

VY panpomizoBaHOMY HicIsIpeecTpamiiHoMy JociimkenHi oe3meku A3921133 3a
Y4acTIO MAL€HTIB 13 PeBMaTOITHUM apTPUTOM BiKOM BiJ 50 poKiB i3 IoHaiiMeHIIe
OJTHUM JIOJJATKOBHM (haKTOPOM PHU3HMKY CEPLIEBO-CYIMHHUX YCKIIAIHEHD, MAI[IEHTH
BIKOM BiJ 65 pOKiB, AKi OTpUMYBaiy TOGAUTHHIO, MK MiIBUIIEHUH PH3UK PO3BUTKY
cepito3Hux iHQekIin, IM, 370sKiCHUX HOBOYTBOPEHB i CMepTi 3 OY/Ib-5KOT MPUIMHH.

3axoau 3
MiHIMIi3aIli1 pU3UKIB

PyTunne nmonepekeHHs PO PUSUKH:
KXJI13*, posninu 4.2, 4.4,4.815.1.

JlonaTkoBi 3ax01u 3 MiHiMi3aMii pU3HKIB:

Po3pobka HaBUaNBHOT IPOTpaMu, 30KpeMa JOJaTKOBUX iH(QOpMaIiitHIX MaTepiaiB sSK
JUTSI TTAIi€HTIB (TIaM’ATKY JUTS TTAIli€HTIB), TaK 1 JUIs JIiKapiB, AKi MPU3HAYAIOTH
JKapChKUM 3aciO (BKJIFOYHO 3 KOHTPOJIBHUMU CIIUCKAMHU UIS JTIKYBaHHS, OpOIIYPOIO
JiKapsi).

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,

3ameepodcenol 6 Yrpaini
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Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

Honatkosi 3axomau | * A3921329 (BK): mocnimxenns PASS nva migcrasi manux i3 Peectpy marienTis

3 (papmakonarsiy | Corrona mpoTsroM 5 pokKiB.;

* MPOCIEKTHBHE HEIHTEPBEHIIIITHE JOCTIHKEHHS 3 METOI0 aKTUBHOTO HATIISTY IS
BHUBUYEHHS O€3TEKH 3 BUKOPUCTAHHAM 4 €Bpomeiichbkux peectpis narientis 3 PA (ARTIS
(A3921314), BIOBADASER (A3921316), BSRBR (A3921312) i RABBIT
(A3921317)) npoTsArom moHaiMeHIIE 5 POKIB;

* A3921334 (PA, TlcA, BK): onmutyBanHs JlikapiB, SKi MPU3HAYAIOTH JIIKAPCHKUM 3aci0,
y €C (ominka epextuBHOCTI I3MP);

* MPOCTIEKTUBHE HEIHTEPBEHITIHE TOCITIHKEHHS 3 METOI0 aKTUBHOTO HATJISITY 3
BUKOPHCTAHHSIM 2 eBporechbkux peectpis namienTis i3 BK (SWIBREG (A3921344) Ta
UR-CARE (A3921352)) npotsiroM 5 pokiB.

BaxauBuii noreHuiiinnii pusuk: 3j0sKicHe HOBOYTBOPEHHS

Jlokasu 3B’s13Ky Jani KIiHIYHUX AOCIIIPKEHb 1 MICIIpeecTpaliiiii JaHi

pH3HKY 3

JIKapChKUM

3ac000M

®daxTopu pu3HKy Ta| PH3HK pO3BUTKY 37I0KICHUX HOBOYTBOPEHbB (PaKy) 3arajioM MiABUIICHUN Y MAI[I€EHTIB
TPYIIH PU3HKY JITHBOTO BiKYy. Y paHIOMi30BaHOMY IiCIISIPEECTPAITHOMY TOCIIHKeHHI Oe3eKH 3a

ydacTro marfienTiB i3 PA Bikom Big 50 pokiB i3 IoHaWMEHIIIE OJJHUM J0AaTKOBUM
(hakTOPOM PHU3HKY CEPIIEBO-CYANHHIX 3aXBOPIOBAHD YaCTOTA BHUITAIKIB 3JIOSKICHIX
HOBOYTBOpeHb, 30kpema HMPIII, paky nerens i miMmdomu, y pasi 3acTOCyBaHHA
TodannTHHIOY Oyia BUIIOO, HIX y pa3i 3acTocyBanHs iHribiTopiB ®HII. Ha
OaratonmapametpuuHiit Momeni Kokca 3 MOKpOKOBIM BHUKITIOUEHHSIM OyJTH BH3HAYCHI
TaKi MPOTHOCTHYHI ()aKTOPH PO3BUTKY 3JIOSAKICHMX HOBOYTBOPEHB, 32 BUHATKOM
HMPIL: Bik Big 65 pokiB i KypiHHS B Lieil 4ac YU B MHHYJIOMY.

Koportxkwuii orssig pesynbrariB nocmimpkerns A3921205 na nincrasi qanux i3 Peectpy
nainieHTiB i3 peematoinaum aptputoMm CIIA Corrona: 4acToTa BUNAAKIB 3JIOSKICHIX
HOBOYTBOpEHb, 3a BuHsATKOM HMPIII, y nauienTiB BikoM 65 pokiB i cTapuie Oysa
BuIIO0 (0e3 crmiBnaginas 95%-ro J11), Hik y MaIieHTiB BIKOM 10 65 POKiB, i B
TIAIIE€HTIB, AKi PO3IIOYaIH 3aCTOCYBaHHS TOMaUTHHIOY, 1 B MALI€HTIB, SKi PO3MOYAIN
3acrocyBanHsa OBIIPII. YacToTa BUMaaKiB 3JI0SIKICHHX HOBOYTBOPEHB (32 BUHATKOM
HMPIII) y marienTiB BikoM 65 pOKIB i cTapiie y , IKi po3Iodaiy 3aCTOCYBaHHSI
todanuTHHiOy, cranosmna 1,77 (95%-it A1 =1,17; 2,57), a B mami€HTiB, SKi po3movyann
3acrocyBanHsa OBITPIL, — 1,22 (95%-it A1 = 0,95; 1,55). IToxazuuku 95%-ro 1
CHiBIaaH.

Pestome pesynbrariB nocmimpkenns A3921133: y nanieHTis, siki OTpUMyBain
TO(ANUTHHIO, CIIOCTEPIranoCs MiIBUIIICHHS YaCTOTH BHUIIAJIKIB 3JIOSKICHUX
HOBOYTBOpeHb (3a BuHATkoM HMPIII), ocobnuBo iiMdomu Ta paxy JiereHb, IOPiBHIHO
3 MauieHTamH, ki orpuMyBany iHriditopu OHII. Ile migBuIEeHHS pU3UKY
CIIOCTEPIrajocs nepeBa)KHo B MAIi€HTIB JIITHHOTO BiKy Ta MAIi€HTIB, AKi KypsTb y el
4ac a00 KypHiHd B MHHYJIOMY.

KinbkicTh BUNIANKIB MiATBEPHKEHHUX 3JI0KICHIX HOBOYTBOPEHb (32 BUHATKOM
HMPIII) y nopocnux ocib BikoM > 65 pokiB a0o B 0ci0, siKi KypsTh B Il 4ac abo
KypwiH B MUHYJIOMY, Ha 100 namieHTOo-poKiB (95%-i1 [II) (mpoTsarom ychoro gacy) B
TPy, sIka OTpUMYyBaJia TOGanuTHHIO v 1031 5 MT 2 pasu Ha 100y, B IpyII, sSKa

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini
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Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

orpumyBasa Todanutuni6 y 1031 10 mMr 2 pa3u Ha 100y, B IpyIi, sika OTpUMyBaja
TodaruTHHIO y OyIb-SKHX 033X, 1 B TpyIIi, ika oTpuMyBaiia inridiropu @HII,
BiznoBinHo cranosmia 1,38 (1,01; 1,82), 1,59 (1,19; 2,07), 1,48 (1,21; 1,80) 1 0,96
(0,66; 1,34).

Cepen HEKyPIIiB BiKOM 70 65 poKiB KUIBKICTh BUMAJIKIB 370SIKICHIX HOBOYTBOPEHb (32
BuHsATKOM HMPIII) Ha 100 mamiento-pokis (95%-i [II) (mpotsirom ycroro gacy) B
Tpymi, SIKa OTprMyBajia ToGanuTHHIO y 1031 5 MT 2 pa3u Ha 100y, B TPy, sKa
orpumyBasa Todanutuni6 y 1031 10 Mr 2 pa3u Ha 100y, B IpyIi, sika OTpUMYyBaja
ToarmTHHIO y OyAb-sIKUX J103aX, i B Py, AKa oTpuMyBaia inrioiropu ®HII,
BignosigHo cranosmwia 0,70 (0,38; 1,17), 0,31 (0,12; 0,68), 0,51 (0,31; 0,79) 1 0,44
(0,205 0,84)

3axomu 3
MiHiMi3aIlil pu3HKiB

PyTunHI 3aX011 3 MiHIMI3allii PU3UKIB:
KXJI3*, posnin 4.4.

KXJI3*, po3min 5.1.

JlonaTkoBi 3ax0u 3 MiHiMi3aMii pU3HKIiB:

Po3pobka HaBYaNBHOT IPOTpaMu, 30KpeMa JOJaTKOBUX iH(QOpMaIitHIX MaTepiaiB sSK
JUTSI TTAIi€HTIB (TIaM’ITKY JUTS TTAIli€HTIB), TaK 1 IS JIiKapiB, AKi MPU3HAYAIOTH
JKapChKUM 3aciO (BKJIFOYHO 3 KOHTPOJIBHUMU CIIUCKAMHU VIS JTIKYBaHHS, OpOIIYPOIO
JiKapst).

IHhopMaIliiHUHT JTUCT AJ1s1 MEIMYHUX MPalliBHUKIB

JlogaTkoBi 3ax011
3 (hapmMakoHarIsA Ly

* [Iporpama akTHBHOT'O MiCIIIPEECTPALIIITHOTO HATJISLY 32 OE3MEUHICTIO JIIKapChKOTO
3aco0y B Mali€HTIB, Ki OTPUMYBaIU TOGAUUTHUHIO JUIs JTIKyBaHHS [OJI1apTUKYIISIPHOTO
FOBEHIJIBHOTO 1/1I0TTATHYHOT0 apTPUTY Ta IOBeHIIbHOTO [IcA, Ha mifcTaBi qaHuX i3
Peectpy BIKER, i Peectpy JuMBO;

* MporpamMa aKTUBHOTO MICIAPEECTPAIMHOTO HATTSAY 3a O€3METHICTIO JIIKAPChKOTO
3aco0y B MAIli€HTIB, SIKi OTPUMYBaJH TOGAIUTHHIO TSI JTIKYyBaHHS MOMIapTUKYIAPHOTO
FOBEHIJIBHOTO 1/1i0TTATHYHOTO apTPUTY Ta IOBeHIIbHOTO [IcA, Ha mincTaBi qaHuX i3
[IIBeacbKOTO KINIHIYHOTO peecTpy mamieHTiB 3 FOIA;

* porpama akTHBHOTI'O MIC/IIPEECTPALifHOTO HarJIsLy 3a OE3MEUHICTIO JIIKApChKOT0
3aco0y B Mali€HTIB, Ki OTPUMYBaIX TOGAUUTHHIO JUIs JTIKyBaHHS [IOJI1apTUKYJISIPHOTO
FOBEHIJIBHOTO 1J1IOMATHYHOI0 apTPUTY Ta FOBEHUIBHOTO [ICA, Ha micTaBi faHuX 13
Bpuranchkoro peectpy Iaui€eHTiB, sKi OTpUMyBasu 0i0J0TIYHI IpenapaTH s
aikyBanHs FOJA.

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o

3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8

«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,

po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,

3ameepodcenol 6 Yrpaini
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Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

* nociimxkenHss PASS 3 MeTOr0 akTUBHOTO HAISTy 32 SBUIIAMU OE3MCKH, 10
CTaHOBIIATH 0COONMBHUH iHTEpec, y namieHTiB y CIIIA, sxi oTpuMyBaau ToGaruTHHIO
JUTS JTIKyBaHHS FOBEHUIBHOTO 1/110TIATHYIHOTO apTPHUTY, HA MiACTaBi JaHUX i3 Peectpy
CARRA;

*A3921329 (BK): nocnimkenns PASS na mincrasi nanunx i3 Peectpy nauientis Corrona
MIPOTATOM 5 POKiB;
* IPOCIICKTUBHE HEIHTCPBEHINIITHE JOCIIPKCHHS 3 METOK aKTUBHOTO HATIISY IS
BUBUECHHS 0€3MeYHOCTI 3 BAKOPUCTAHHAM 4 €BPONEHCHKHIX PEECTpIB MaimieHTiB 3 PA
(ARTIS (A3921314), BIOBADASER (A3921316), BSRBR (A3921312) i RABBIT
(A3921317)) npoTsrom moHaiMeHIIE 5 POKIB;
* A3921334 (PA, IIcA, BK): onutyBaHHA JiKapiB, sIKi MPU3HAYAIOTH JIIKapCHKUIA 3aci0,
y €C (ominka epextuBHOCTI 13MP);
* MPOCTIEKTUBHE HEIHTEPBEHITIHE TOCITIHKEHHS 3 METOI0 aKTUBHOTO HATJISITY 3
BUKOPHUCTAHHSAM 2 €Bponeiicbkux peectpis naiieHTiB i3 BK (SWIBREG (A3921344) ta
UR-CARE (A3921352)) npoTsirom 5 pokis.
* A3921347: micnspeecTpaiiifHe JOCTiDKEHHS BUKOPHUCTAHHS JIIKapChKOTO 3ac00y 3
MeToro akTuBHOTO Harisiny B CIIIA Ha mincTaBi 1aHUX 3 aAMiHICTpaTHBHOI 0a31 TaHUX
Juist ortatu MeandHux nocayr (BK)

BaxkauBuii noreHuiiinnii pusuk: Pusuk 3 60Ky cepueBo-cCyIMHHOI cHCTeMH (32 BUHATKOM 1M)

Jlokasu 3B’s13Ky Jani KIiHIYHUX AOCIIIPKEHb 1 MICIIpeecTpaliiiii JaHi

PH3HKY 3

JIKapChKUM

3aco00M

®daxTopu pusuky Ta| [lanieHTH 3 ayTOIMyHHUMH 3aXBOPIOBAHHSIMH HAJIEKATH J0 TPYITH MiJBUIICHOTO PU3HKY]
IPYIH PUBHKY PO3BHUTKY CEPIIEBO-CYANHHHIX 3aXBOPIOBAHb. PH3HK PO3BUTKY SIBHII 3 OOKY CEPIIEBO-

CYIUMHHOI CHCTEMH 3arajioM IIiIBUIIEHUH Y Malli€HTiB JITHHOTO BIKY.

3actocyBaHHs TOGaUTHHIOY OYIJI0 TIOB’sI3aHE 3 IMiIBUIIICHHSAM PiBHS XOJECTEPUHY,
BHCOKHM apTepiaIbHUM TUCKOM (TiMepTeH31€10) 1 30iIbIICHHIM MacH Tijla. Yce Iie €
BiTOMUMH (haKTOpaMH PH3UKY PO3BHUTKY SBHII 3 OOKY CEpPIICBO-CYAMHHOI CHCTEMH.

VY nocnimxenni A3921133, panoMmizoBaHOMY HicIsIpeeCTpaliiHOMY JTOCIIKEHHI
0e3meyHoCTi B malfieHTiB i3 PA BikoM Big 50 poKiB i3 IMIOHAWMEHIIIE OTHUM
JIOZIATKOBUM (DaKTOPOM PH3HKY CEpLEBO-CYTMHHHIX 3aXBOPIOBaHb ITi/1 4ac
3acToCyBaHHA TO(AUTHHIOY CIIOCTEpiranocs migBUIICHHS YaCTOTH BUHIUKHEHHS
MACE mnopiBHSHO 3 TOKa3HUKOM TIiJT 9ac 3acTocyBaHH iHTi0iTOpiB @HII.

Koportxkwuit orssig pesynbrariB nocmimpkerns A3921205 na nincrasi qanux i3 Peectpy
nanieHTiB i3 peBMatoinnumM aptpuroMm CLIA Corrona: yacrora Bunankis MACE y
HanieHTiB BIKOM 65 pokiB i crapuie Oyna Buioro (31 criBnaginusam 95%-ro [II), Hixk y
MAIIEHTIB BIKOM JI0 65 POKIB, i B NAII€HTIB, SIKi PO3IIOYAIN 3aCTOCYBAHHS
ToarmTHHIOY, 1 B MAI€HTIB, sIKi po3novanu 3acrocyBanHs OBITPII. YacToTa Bunaakis
MACE y marieHTiB BiKOM 65 POKiB i CTapIIe, sIKi po3M0YajIi 3aCTOCYBaHHS
todannTHHiOy, cranoBmia 1,23 (95%-it 11 = 0,56; 2,34), a B mami€HTiB, SKi po3Movyain
3acrocyBanHsa OBITPIL, — 1,43 (95%-it Al = 1,06; 1,89); nokazauku 95%-ro A1
CIIiBIIa/IaJIH.

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini
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Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

3axonu 3 PyTunHI 3aX011 3 MiHIMI3allii PU3UKIB:
MiHiMiZanil pusukis| KXJI3*, po3min 4.4.
KXJI3*, po3min 5.1.

JonaTkoBi 3ax0/111 3 MiHIMi3aIli pU3HKIB:
Po3pobka HaBUaNBHOT IPOTpaMH, 30KpeMa JI0IaTKOBUX iH(QOpMaIiHIX MaTepiaiB s
JKapiB, SKi MPU3HAYAIOTH JIKAPCHKUH 3aci0 (BKJIFOYHO 3 KOHTPOJILHUMHU CITUCKAMU JIJISt
JKyBaHHS, OPOIIypOIO JIKAPS).
IHdopMaIlifHUH TMCT 711 METMYHUX MTPAIiBHUKIB
Jonarkosi 3axonu |  [Iporpama akTHBHOTO micIsIpeecTpaLliiiHOro HArJIs Ay 3a OE3MEeUHICTIO JIIKapChbKOTo
3 (hapmakoHarusity | 3aco0y B MALEHTIB, SIKI OTPUMYBaIH TOGAUUTHHIO AJIs JTIKYBaHHS IT0JIIapTHKYJISIPHOTO
FOBEHIJIBHOTO 1J1IOMATHYHOI0 apTPUTY Ta FOBEHUIBHOTO [ICA, Ha micTaBi faHuX i3
Peectpy BIKER, i Peectpy JuMBO;
* porpamMa akTHBHOT'O MICIIIPEECTPaLifHOT0 HarJIsLy 3a OE3MEeUHICTIO JIIKApChKOT0
3aco0y B Mali€HTIB, Ki OTPUMYBaIX TOGAUUTHHIO JUIs JTIKyBaHHS MOJI1apTUKYJISIPHOTO
IOBEHUJILHOTO 171I0MIaTHYHOTO apTPUTY Ta roBeHUIbHOTO [ICA, Ha mijcTaBi 1aHMX i3
[IIBeacbKOTO KINIHIYHOTO peecTpy mamieHTiB 3 FOIA;
* MporpamMa akKTUBHOTO MiCISPEECTPAIIIHOTO HATILLY 3a Oe3MEeUHICTIO JTIKapChKOTO
3aco0y B MAIli€HTIB, SIKi OTPUMYBaJH TOQAIUTHHIO IS JTIKYyBaHHS MOMiapTUKYIAPHOTO
FOBEHIJIBHOTO 1/1I0TTATHYHOTO apTPUTY Ta FOBEHUIbHOTO [IcA, Ha mincTaBi maHuX i3
BpuTaHCBKOTO peecTpy MaIli€HTiB, SKi OTPUMYBAIN 0i0JIOTIYHI IpemapaTu s
nikyBaHHs TOIA.
* nmociimkernHs: PASS 3 MeTOr0 akTUBHOTO HAMISTy 32 SBUIIAMHU OE3MEKH, 10
CTaHOBJIATH 0COONMMBHUH iHTEpec, y nanieHTiB y CILIA, sxi oTpuMyBanu TodpaunTuHio
JUISL JIIKYBaHHS I0BEHIJIBHOTO 1110MaTHYHOTO apTPUTY, HA MiJCTaBi JaHuX i3 Peectpy
CARRA;
* A3921329 (BK): nocnimkenus PASS Ha nincrasi nanux i3 Peectpy nauienTiB
Corrona npoTsrom 5 pokis;
* [IPOCTICKTHBHE HEIHTEPBEHLIHHE AOCIIKEHHS 3 METOI0 aKTHUBHOTO HATJISY JUIs
BHBUCHHS O€3MIEYHOCTI 3 BUKOPHUCTAHHAM 4 €BPOIEUCHKIX PEECTPIB MaIieHTiB 3 PA
(ARTIS (A3921314), BIOBADASER (A3921316), BSRBR (A3921312) i RABBIT
(A3921317)) npoTsroM IIoHalMEHIIe 5 POKiB;
* IPOCHIEKTHBHE HEIHTEPBEHIIIHE JOCIIIKEHHS 3 METOI0 aKTUBHOTO HATJIITY 3
BHUKOPHUCTAHHAM 2 eBporeichkux peecTpiB namieHTiB i3 BK (SWIBREG (A3921344)
ta UR-CARE (A3921352)) npotsirom 5 pokiB.
* A3921347: nicasipeecTpauiiiie 10CTiJVKEHHS BUKOPUCTAHHSI JTIKAPCHKOT'0 3ac00y 3
MeToro aktuBHOrO Harsiy B CLIA Ha mifcTaBi JaHUX 3 aAMIHICTPaTHBHOT 0a3M TaHUX
Juist ortat Meauyaux nocayr (BK)
Baxkauuii norenuiiinuii pusux: Iepdopaunis KT
Jlokasu 3B’s13Ky Jani KIiHIYHUX JOCHTIPKEHb 1 MICIIpeecTpaliiii faHi
PU3HKY 3
JIKapChbKUM 3ac000M
®dakropu pusuky Ta | [TamieaTn 3 60JII0YNM 3aNaIeHHSIM MaJeHHKAX KUIICHb B 000JIOHII KHIIIOK
TPYIIH PU3HKY (TMBEpPTHUKYIIITOM) 200 MAIiEHTH, SIKi TAKOK MPUUMaIOTh HECTEPOIIHI MPOTH3AMAILHI
TIpeTapaTy Y KOPTUKOCTEPOiau (HATPHUKIIA, TIPEAHI30H), MOKYTh MATH BUIITHI
PH3HK.

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini
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Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

3axonu 3 PyTHHHI 3aX0/11 3 MiHiIMi3allii PU3HKIB:
MiHiMiZaniil pusukiB | KXJI3*, posmin 4.4.

JonaTkoBi 3ax0au 3 MiHiMi3aIli{ pH3HUKIiB:

Po3poOka HaBYaIBHOT IPOTpaMU, 30KpeMa JOJATKOBUX iHQOPMAIIHHUX MaTepiaiB sK
JUTS TTAIIE€HTIB (TIaM’SITKH 7Sl TIAIIEHTIB), TaK 1 IS JIiKapiB, SKi MPU3HAYAIOTh
JiKapchKui 3aci0 (BKIFOYHO 3 KOHTPOJIHHUMH CIIUCKAMH [UTS JIIKYBaHHS, OpOIIyporo
JiKaps).

JlomatkoBi 3axonu 3 | ¢ [IporpaMa akTHBHOTO ITCISAPEECTPAIIIHOTO HATIISMY 32 O€3MEUHICTIO JIIKAPCHKOTO
(hapmakoHars Iy 3aco0y B MAIiEHTIB, SKi OTPUMYBaIN TOMGAUTHHIO IS JIIKYBaHHS MOJIapTHKYJISIPHOTO
FOBEHUIBHOTO 110MaTUIHOTO apTPUTY Ta FoBeHIbHOTO [ICA, Ha miacTaBi JaHUX 13
Peectpy BIKER, i Peectpy JuMBO;

* IIporpamMa aKTUBHOTO MiCIAPEECTPAMIMHOTO HATIAAY 3a O€3MEUHICTIO JTIKapChKOTO
3aco0y B MAIiEHTIB, SKi OTPUMYBaIN TOMGAUTHHIO ST JIIKYBaHHS MOJIapTHKYJIISIPHOTO
I0BEHUJILHOTO 1710ITaTHYHOTO apTPUTY Ta FoBeHuUIbHOTO [ICA, Ha mincTaBi naHUX i3
[IIBenchKOro KIHIYHOTO peecTpy manieHTiB 3 FOIA;

* [Iporpama akTHBHOTO MiCIIPEECTPanifHOT0 HarIsIAy 3a OEe3MEeUHICTIO JIIKapChKOTO
3aco0y B IALi€HTIB, AKi OTpUMYBaNU TOGaUTHHIO JUIsl JIIKyBaHHS MOJTiapTUKYIISIPHOTO
FOBEHIJIBHOTO 1[IOTIATHYHOIO apTPUTY Ta FOBEHUIbHOTO [ICA, Ha mijcTaBi TaHUX i3
Bpurancekoro peectpy nami€HTiB, SKi OTpUMYBaJIM O10JIOTi4HI IperapaTH s
nikyBaaHA FOIA.

* A3921329 (BK): mocmimkenns PASS na migcTasi ganux i3 PeecTpy mamieHTiB
Corrona mpoTarom 5 pokis;

* [IPOCTICKTHBHE HEIHTEPBEHIIIHHE AOCIIHKEHHS 3 METOI0 aKTUBHOTO HATJISILY JIJIst
BHBUCHHS O€3MIEUHOCTI 3 BUKOPHUCTAHHAM 4 €BpPOIEHCHKUX PEECTPIB MaIieHTiB 3 PA
(ARTIS (A3921314), BIOBADASER (A3921316), BSRBR (A3921312) i RABBIT
(A3921317)) npoTArom moHaiiMeHIIe 5 POKiB;

* A3921334 (PA, TIcA, BK): onutyBaHHs JikapiB, siKi IpU3HAYAIOTh JIIKApChbKHH 3aci0,
y €C (ouinka edexruHocti 13MP);

* [IPOCTICKTUBHE HEIHTEPBEHLIHHE AOCIIKEHHS 3 METOI0 aKTMBHOTO HATJILY 3
BUKOPHCTaHH:M 2 eBporeiicbkux peectpi namieHTiB i3 BK (SWIBREG (A3921344)
ta UR-CARE (A3921352)) npotsirom 5 pokis.

* A3921347: micnspeecTpatiiftHe JOCTiKEHHS BUKOPUCTAHHS JTIIKapChKOTO 3ac00y 3
MeToro aktuBHOro Harysny B CIIIA Ha migcTaBi JaHUX 3 aaMiHICTpaTHBHOT 0a3u JaHUX
Juist ortat Meauyaux nocayr (BK)

BaxauBuii norenuiiinnii pusuk: IXJI

Jloxasu 3B’s13Ky JlaHi KITIHIYHAX TOCIKEHB 1 MiCIApeecTpamiiai JaHi

PH3HKY 3
JIIKapCHKUM 3aC000M
®daxropu pu3uky Ta | [lamienTy, siki ®KUBYTh y KpaiHax As3ii.
IPYITH PU3UKY

3axoau 3 PyTrHHI 3aX0/11 3 MiHiIMi3allii PU3HKIB:
MiHiMizanii pusukis | KXJI3*, po3nin 4.4.

JlonaTKOBI 3aX01 3 MiHIMI3aIlil PU3UKIB:

Po3poOka HaBYaIbHOT POTpaMU, 30KpeMa JOJaTKOBUX iH()OPMAIIHHUX MaTepiatiB
IS TTAIi€HTIB (TIaM’SITKH JI71S TIAIEHTIB) 1 JTiKapiB, SKi MPU3HAYAIOTH JTIKApPCHKUH 3acio
(BKITFOYHO 3 KOHTPOJBHUMHM CIIMCKAMH JUIS JIIKyBaHHs, OPOITYpOIO JIiKapsi)

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini
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JonatkoBi 3axoau 3
(hapmakoHars Iy

* [Iporpama akTHMBHOI'O MiCIAPEECTPALIIHOTO HAMIISLY 38 OE3MEUHICTIO JIIKAPCHKOTO
3aco0y B MAIiEHTIB, SKi OTPUMYBaIU TOMGAUTHHIO ST JTIKYBaHHS MOJIapTHKYJISIPHOTO
FOBEHUIBHOTO 110MaTUIHOTO apTPUTY Ta FoBeHIbHOTO [ICA, Ha miacTaBi JaHUX 13
Peectpy BIKER, i Peectpy JuMBO;

* IIporpamMa aKTUBHOTO MiCIAPEECTPAMIMHOTO HATISAAY 3a O€3MEUHICTIO JTIKapChKOTO
3aco0y B MAIiEHTIB, SKi OTPUMYBaJIU TOMGAIUTHHIO ST JIIKYBaHHS TOJIapTHKYJISIPHOTO
FOBEHUIBHOTO 110MaTUIHOTO apTPUTY Ta FoBeHIbHOTO [ICA, Ha miacTaBi JaHUX 13
[IIBenchKOro KIIHIYHOTO peecTpy manieHTiB 3 FOIA;

* [Iporpama akTHBHOTO MiCIIPEECTPanifHOTO HArIsIAYy 3a OE3MEUHICTIO JIIKapChKOTO
3aco0y B IaLi€HTIB, AKi OTpUMYBaNU TOQaUTHHIO JUIsl JIIKyBaHHS MOJTiapTUKYIISIPHOTO
I0BEHUJILHOTO 1710IIaTHYHOTO apTPUTY Ta FoBeHuIbHOTO [ICA, Ha mincTaBi 1aHUX i3
Bpurancekoro peectpy nami€HTiB, SIKi OTpUMYBaJIM O10JIOTI4HI IperapaTH s
aixyBaHHs FOJA.

BaskanBuii moreHmi

Winni pusuk: [MJI

Jloxasu 3B’ 43Ky
PH3HKY 3
JIKapChbKUM
3acoboM

[MoBinomisutocs npo Bunaaku [IMJ] y fesikux mamieHTiB, sSKi 3aCTOCOBYBaJIM 1HII
JIKapChbKi 3ac00H, 10 NPUTHIYYIOTh IMyHHY CHCTEMY.

dakTopy pU3UKY Ta
TPYIIH PUBHKY

[TamienTH, sKi pa3oM i3 ToGaMTHHIOOM 3aCTOCOBYIOTH 1HIII JTIKApChKi 3aco0H, 1110
TaKOX MPUTHIYYIOTh IMyHHY CUCTEMY.

3axonu 3
MiHiMi3aIlil pu3uKiB

PyTuHHE nonepe KeHHS PO PU3UKU:
He 3actocoBHO

Jlo1aTKOBI 3aX0aH 3 MiHIMIi3allil pU3HKIB:
He npomnonyBanucst

JlogaTkoBi 3aX01u 3
(dapMakoHarIA LY

* [Iporpama akTHMBHOI'O MiCIAPEECTPALIIHOTO HAMIISLY 33 OE3MEUHICTIO JIIKAPChKOTO
3aco0y B ITaLli€HTIB, AKi OTpUMYBaU TOGaUTHHIO JUIs JIIKyBaHHS MOTiapTUKYIISIPHOTO
FOBEHIJIBHOTO 1[IOTIATHYHOIO apTPUTY Ta FOBEHUIbHOTO [ICA, Ha mijcTaBi TaHUX i3
Peectpy BIKER, i Peectpy JuMBO;

* [Iporpama akTHBHOTO MiCIIPEECTPanifHOT0 HarIsIAy 3a Oe3MeUHICTIO JIIKapChKOTO
3aco0y B MAIiEHTIB, SKi OTPUMYBaIN TOMGAUTHHIO ST JTIKYBaHHS MOJIapTHKYJIISIPHOTO
FOBEHUIBHOTO 110MaTUIHOTO apTPUTY Ta FoBeHIbHOTO [ICA, Ha miacTaBi JaHUX 13
[IBencpKOrO KINiHIYHOTO peecTpy mamieHTiB 3 FOIA;

* IIporpamMa aKTUBHOTO IiCIAPEECTPAMIMHOTO HATISAY 3a O€3MEUHICTIO JTIKapChKOTO
3aco0y B MAIiEHTIB, SKi OTPUMYBaIU TOMAUTHHIO IS JIIKYBaHHS MOJIapTHKYJISIPHOTO
FOBEHUIBHOTO 110MaTHIHOTO apTPUTY Ta FoBeHIbHOTO [ICA, Ha miacTaBi JaHUX 13
Bpurancekoro peectpy nami€HTiB, SIKi OTpUMYBaJIM O10JIOTI4HI IperapaTH s
nixyBaHHs [OIA.

* A3921329 (BK): nocnimkenus PASS Ha nincrasi nanux i3 Peectpy nauienTiB
Corrona npoTsroM 5 pokis;

* [IPOCTICKTHBHE HEIHTEPBEHIIHHE JOCIIKEHHS 3 METOIO0 aKTHBHOTO HATJISIY JUIs
BUBUYEHHS 0€3MEYHOCTI 3 BAKOPUCTAHHSIM 4 €BPONEHCHKUX PEECTPiB MarieHTiB 3 PA
(ARTIS (A3921314), BIOBADASER (A3921316), BSRBR (A3921312) i RABBIT
(A3921317)) mpoTsroM moHaiiMeHIIIe 5 PoOKiB;

* IIPOCTICKTUBHE HEIHTEPBEHITIHHE TOCITIKSHHS 3 METOI0 aKTHUBHOTO HArJIsy 3
BHKOPHUCTAHHSIM 2 €Bponeichbkux peectpis marieHTiB i3 BK (SWIBREG (A3921344)
ta UR-CARE (A3921352)) npoTsrom 5 pokiB.

BaxkauBuii norenuiiinnii pusuk: CMepTh 3 0yAb-IKHX NPUYHH

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns

MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini
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Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

Jlokasu 3B’s13Ky Jani KIiHIYHUX JOCHTIPKEHb 1 MICIIpeecTpaliiii faHi
PH3HKY 3
JIKapChbKUM 3ac000M
®dakropu pu3uky Ta | [I[ppanHaAMU CMEPTHOCTI Cepel MAIliEHTIB, IKi OTPUMYBAIN TO(AIUTHHIO, TOJOBHIM
TPYIIH PU3HKY YUHOM OYJIH SIBUIIA 3 OOKY CEPIICBO-CYyIMHHOI CHCTEMH, 1H(EKIIiT Ta 3IT0AKICHI
HOBOYTBOpeHH. Jl0 hakTOPiB i TPy PU3HUKY PO3BUTKY CEPHO3HMUX iH(DEKIiN
HaJIeXKaTh Mali€HTH JITHROTO BiKy a00 XBOpi Ha I[yKPOBHH Mia0eT; mamieHTH, SKi
pa3oM i3 ToharuTHHIOOM 3aCTOCOBYIOTH IIpENapaTH, 10 MPUTHIIYIOTh IMyHHY
cucteMy (BKIIFOYHO 3 KOPTHKOCTEPOiaMM); MAIIEHTH 3 HU3HKOIO0 a0COIFOTHOIO
KUTBKICTIO JIIM(OLHUTIB 1 MAI[IEHTH 3 TIEBHUX KpalH A3ii. PU3MK pO3BUTKY SBHII 3 OOKY
CEepLEBO-CYJUHHOI CHCTEMH 3arajioM ITiIBUIIEHUH Y TAIi€HTIB JITHBOTO BIKY.
3acTocyBaHHs ToQanuTHHIOY OyJI0 OB’ sI3aHe 3 IMiABUIIECHHSM PiBHS XOJIECTEPUHY,
BUCOKHMM apTepiajibHUM TUCKOM (TiNepTeH3i€ro) i 301IbpLUIeHHIM Macu Tina. Yce e €
BiZIOMMMH (DaKTOpaMU PU3MKY PO3BUTKY SIBHIIL 3 OOKY CEpLEBO-CYANHHOT CUCTEMH.
Pusnk po3BHTKY 3II0SKICHIX HOBOYTBOPEHB (paKy) 3arajioM IiIBUIICHUH Y MMaIli€HTiB
JTHBOTO BiKYy. BifoMux (akTopiB pu3HKy 3II0SIKICHIX HOBOYTBOPEHB (paKy),

OB’ s13aHUX 13 TO(AIUTHHIOOM, HEMAE.

Y parmomizoBaHOMY TicIsIpeecTparitHoMy gociikeHHi 0e3meunocti A3921133 y
narieHTiB i3 PA BikoM Bix 50 pokiB i3 IOHAWMEHIIIE OJTHUM JIOAATKOBHM (DaKTOpPOM
PHBHKY CepIIeBO-CYIHHHNX 3aXBOPIOBAHb y MAIIEHTIB, SKi OTPUMYBaJIH TOQAIUTHHIO,
CIIOCTePirajocs MiIBUIICHHS 9aCcTOTH BHIAAKIB HeJeTanbHOro IM, paKy JereHs,
nimpomu, BTE ta HMPII nopiBHsiHO 3 nanieHTamMH, SKi OTpUMYBaiy iHri0iTOpH
OHII.

KopoTkwuii orsin pe3ynbTati gociimkenns A3921205 na nincrai qanux i3 Peectpy
nani€eHTiB i3 peBmartoigaum aprputoMm CIIA Corrona: ¢akTopu pu3HKy, OB’ s3aHi 3
ITi/IBUILIEHHSIM PU3HKY CMEPTI, y Nalli€HTIB 13 3aXBOPIOBAHHSM IIOMIPHOTO Ta TSKKOT'O
CTyIEHs B IPYyIIi, sSIKa po3royaia 3acTocyBaHHs TodauTuHiO, i B rpymi, sika
posnouana 3actocyBanns OBIIPIL, 3aragom Oymu aHanorivHIMH (30KpeMa, 11e
HasBHICTH B aHAMHE31 apTepianbHOI rinepTensii, imeMidaoi xBopoou cepiist un BTE,
BiKk Bix 70 pokiB, Bik Big 60 pokiB). Y mamieHTiB BikoM Bif 50 pokiB i3
3aXBOPIOBAHHAIM IIOMIPHOTO Ta TSDKKOTO CTYIICHS 3 IIOHAMMEHIIE OTHUM (HaKTOPOM
PH3HKY CEpLEBO-CyIMHHUX 3aXBOPIOBaHb MIOKa3HHUK 3aXBOpIoBaHOCTI (95%-i [II) y
TMIAIE€HTIB, SIKi PO3IIOYaIH 3aCTOCYBaHHS TOQAUTHHIOY, 1 B ALI€HTIB, AKi PO3MOYAIN
3actocyBanHs OBITPII, OyB nOpiBHIOBaHHM.

3axonu 3 PyTunHe nonepeayKeHHs PO PU3UKH

MiHiMizanii puzukis | KXJI3*, po3nin 4.4.

KXJI3*, pozmin 5.1.

JonaTkoBi 3ax0au 3 MiHiMi3aIli{ pH3HUKIiB:

Po3poOka HaBYaIbHOT POTpaMU, 30KpeMa JOJaTKOBUX iH()OPMAIIHHUX MaTepianiB
JUTS JTIKApiB, SKi MPU3HAYAIOTH JIIKAPCHKHA 3aci0 (BKIIOYHO 3 KOHTPOJIbHAMH
CIIFICKaMH IS JIIKyBaHHSA, OPOIIYpOIO JIiKapsi).

THbopManiiHUN JTUCT A1 MEAWYHUX MPAI[iBHUKIB

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini
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Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

JlonaTkoBi 3aX01u 3
(dapMakoHarIA LY

* [Iporpama akTHMBHOI'O MiCIAPEECTPALIIHOTO HAMIISLY 38 OE3MEUHICTIO JIIKAPCHKOTO
3aco0y B IALli€HTIB, AKi OTpUMYBaNU TOGAUTHHIO JUIsl JIIKyBaHHS MOJTiapTUKYIISIPHOTO
FOBEHIJIBHOTO 1[IOTIATHYHOIO apTPUTY Ta FOBEHUIbHOTO [ICA, Ha mijcTaBi TaHUX i3
Peectpy BIKER, i Peectpy JuMBO;

* [Iporpama akTHBHOTO MiCIIIPEECTPanifHOTO HArIsIAy 3a OE3MEUHICTIO JIIKapChKOTO
3aco0y B IALi€HTIB, AKi OTpUMYBaNU TOQaUTHHIO JUIs JIIKyBaHHS MOJTiapTUKYIISIPHOTO
FOBEHUIBHOTO 110MaTUIHOTO apTPUTY Ta FoBeHIbHOTO [ICA, Ha miacTaBi JaHUX 13
[IBenchkoro KIIiHIYHOTO peecTpy marieHTiB 3 FOIA;

* IIporpama aKTUBHOTO MiCIAPEECTPAMIMHOTO HATIISAAY 3a O€3MEUHICTIO JTIKapChKOTO
3aco0y B MAIiEHTIB, SKi OTPUMYBaIN TOMAUTHHIO IS JTIKYBaHHS MOJIapTHKYJISIPHOTO
FOBEHUIBHOTO 110MaTUIHOTO apTPUTY Ta FoBeHIbHOTO [ICA, Ha miacTaBi JaHUX 13
BputaHchKOTO peecTpy MaIli€HTiB, sIKi OTpUMYBajH 0i0J0TiUHI pemapaTn st
nixyBaHHs IOIA.

* A3921329 (BK): nocnimkenus PASS Ha nincrasi nanux i3 Peectpy nauieHnTiB
Corrona npoTsroM 5 pokis;

* [IPOCTICKTHBHE HEIHTEPBEHIIHHE JOCIIKEHHS 3 METOIO0 aKTHUBHOTO HATJISIY JUIs
BUBYEHHS 0€3MEYHOCTI 3 BUKOPUCTAHHSIM 4 €BPONEHCHKUX PEECTPiB MarieHTiB 3 PA
(ARTIS (A3921314), BIOBADASER (A3921316), BSRBR (A3921312) i RABBIT
(A3921317)) mpoTsroM moHaiiMeHIIIe 5 POKiB;

* IPOCIIEKTHBHE HEIHTEPBEHIIIHE JOCIIHKEHHS 3 METOI0 aKTUBHOTO HATJISTY 3
BHKOPHCTAHHAM 2 eBporeichkux peectpiB nanieHTiB i3 BK (SWIBREG (A3921344)
ta UR-CARE (A3921352)) npotsiroM 5 pokiB;

* A3921347: micnspeecTpaliiftae JOCTiKEHHS BUKOPUCTAHHS JIIKapChKOTO 3ac00y 3
MeToro akTiBHOTO Harysiay B CIIA Ha migcTaBi TaHUX 3 aIMIHICTPAaTHBHOT 0a3u TaHUX
Juist ortat Meauyaux nocayr (BK)

Ba:xkauBuii moTeHui

iiHui pusuk: [epenomu

Jlokasu 3B’s13Ky
pH3HKY 3
JIKapChKUM
3acobom

Jocnimxenns A3921205 Ha nizxcTasi gaHux i3 PeecTpy nami€eHTiB i3 peBMaToOIIHUM
aprputom CIIA Corrona i nocmimkenns A3921133

dakTopu pu3uKy Ta
TPYIIN PU3UKY

[MauieHTH NITHBOTO BIKY, XKIHKH Ta MALIEHTH, SIKI OTPUMYIOTh KOPTUKOCTEPOiAN

3axomu 3
MiHiMi3aIlil pu3HKiB

PyTuHHe nonepepkeH s PO PUHKH
KXJI3*, po3nin 4.4.

JlomaTkoBi 3axX0u 3 MiHIMi3allil pU3HKIB:
BincyTHi.

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns

MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini
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JlonaTkoBi 3aX0/H 3 | * IPOCIICKTHBHE HEIHTEPBEHIIHE JOCIIKEHHS 3 METOI0 aKTHBHOTO HATJISY JUIs
(hapmakoHars Iy BHBUCHHS O€3MIEYHOCTI 3 BUKOPHUCTAHHAM 4 €BPOIEHCHKUX PEECTPIB MaIieHTiB 3 PA
(ARTIS (A3921314), BIOBADASER (A3921316), BSRBR (A3921312) i RABBIT
(A3921317)) npoTsroM IIoHalMEHIIe 5 POKiB;

* A3921329 (BK): mocmimkenns PASS na mincTasi ganux i3 PeecTpy mamieHTiB
Corrona mpoTarom 5 poKis;

* [IPOCTICKTHBHE HEIHTEPBEHLIHHE JOCIIKEHHS 3 METOI0 aKTMBHOTO HATJILY 3
BUKOPHCTaHH:M 2 eBporneiickkux peectpi nauienTis i3 BK (I1IBencbkoro
HAI[IOHAJIFHOTO PEECTPY SAKICHUX MOKA3HHKIB 3aMajbHAX 3aXBOPIOBAHb KHUIIIEYHUKA
(Swedish National Quality Registry for Inflammatory Bowel Disease, SWIBREG) —
A3921344, 1 O6’eqHaHUX pPeeCcTpiB A KIIHIYHOT OIiHKY ¥ gocmimkeHs (United
Registries for Clinical Assessment and Research, UR-CARE) — A3921352) npotsirom
5 pokiB;

* A3921347: micnspeecTpaiiiftHe JOCTiKEHHS BUKOPUCTAHHS JIIKapChKOTO 3ac00y 3
MeToro akTHBHOTO Harysiny B CIIA Ha migcTaBi maHUX 3 aAMiHICTPaTHBHOI 0a3u TaHUX
U1 orutate MeauaHuX mocnyT (BK);

* [Iporpama akTHBHOI'O MiCIAPEECTPALIITHOTO HAMIISLY 33 OE3MEUHICTIO JIIKAPCHKOTO
3aco0y B IALli€HTIB, AKi OTPUMYBaNU TOGAUTHUHIO JUIsl JIIKyBaHHS MOJTiapTUKYIISIPHOTO
IOBEHUJILHOTO 110ITaTHYHOTO apTPUTY Ta FoBeHuUIbHOTO [ICA, Ha mijncTaBi 1aHUX i3
Peectpy BIKER, i Peectpy JuMBO;

* [Iporpama akTHBHOTO MiCIIIPEECTPanifHOTo HarIsIAy 3a Oe3MeUHICTIO JIIKapChKOTO
3aco0y B IALi€HTIB, AKi OTpUMYBaNU TOGAUTHUHIO JUIsl JIIKyBaHHS MOJTiapTUKYIISIPHOTO
FOBEHUIBHOTO 110MaTUIHOTO apTPUTY Ta FoBeHIbHOTO [ICA, Ha miacTaBi JaHUX 13
[[IBencpKOrO KINHIYHOTO peecTpy mamieHTiB 3 FOIA;

* IIporpamMa aKTUBHOTO MiCIAPEECTPAMIMHOTO HATISAY 3a O€3MEUHICTIO JTIKapChKOTO
3aco0y B MAIiEHTIB, SKi OTPUMYBaJIU TOMGAUTHHIO ST JTIKYBaHHS MOJIapTHKYJISIPHOTO
FOBEHUIBHOTO 110MaTHIHOTO apTPUTY Ta FoBeHIbHOTO [ICA, Ha miacTaBi JaHUX 13
BputaHchKOTO peecTpy MaIli€HTiB, sIKi OTpUMYBajH 0i0J0TiUHI MpemapaTn st
nikyBaHHs [OIA.

* mocmimxenHs PASS 3 MeTOrO aKTUBHOTO HATJISITY 32 SIBUIIAMU OC3IIEKH, MO0
CTaHOBJIATH 0COONMMBHH iHTEepec, y nanienTiB y CIA, siki orpuMyBanu TodauuTHHIO
JUIsl JIIKyBaHHsI FOBEHIJILHOTO 1110ITaTHYHOTO apTPUTY, Ha MiCTaBi gaHuX 13 Peectpy
CARRA;

BaxkauBuii norenuiiinnii pusuk: Iixsumenuii pusuk IP y pa3i 3acrocyBanns topanutunioy B
koMmOinamii 3 MTX y nauienri 3 PA a6o IIcA

Jlokasu 3B’s13Ky Jani KIiHIYHUX JOCHTIPKEHb 1 MICIIpeecTpaliiii faHi

PH3HKY 3
JIKapChbKUM 3ac000M
®daxropu pusuky Ta | [lamienTH, ski OTpUMYIOTh OTHOYACHO TO(AUTHHIO Ta METOTPEKCAT, MOXKYTh MaTh
IpyNHU PUBUKY ITiIBUILICHUH PU3MK PO3BUTKY MOOIYHUX peaxuin

3axomu 3 PyTrHHE monepe/KeHHS TPO PH3HUKH:

MiHiMiZanil pusukiB | KXJI3*, po3min 4.4.

JonaTkoBi 3ax0au 3 MiHiMi3aIli{ pH3HUKIB:

Po3poOka HaBYaIBHOT POTPaMU, 30KpeMa JOJATKOBUX iHQOPMAIIHHUX MaTepiaiB sK
JUTS TTAIIE€HTIB (TIaM’SITKH ISl TIAMIEHTIB), TaK 1 I JIiKapiB, SKi MPU3HAYAIOTh
JIKapchKHi 3aci0 (BKIIOYHO 3 OpouIyporo Jikaps)

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini
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Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

JonatkoBi 3axoau 3
(hapmakoHars Iy

* IPOCTIEKTUBHE HEIHTEPBEHLIMHE TOCIIIPKEHHS 3 METOI0 aKTUBHOTO HATJISIAY JUIs
BUBYCHHS O€3MEKH 3 BUKOPUCTaHHIM 4 €BPOICHCHKUX peecTpiB MaieHTis 3 PA
(ARTIS (A3921314), BIOBADASER (A3921316), BSRBR (A3921312) i RABBIT
(A3921317)) npoTsArom moHaiMeHIIIe 5 POKiB;

* A3921334 (PA, TIcA, BK): onutyBaHHs JikapiB, siKi IpU3HAYAIOTh JIIKApChbKHH 3aci0,
y €C (ominka egexruBHoCTI 13MP);

Ba:xkauBuii moTeHui

iiHuii pusuk: IlepBunna BipycHa iHdekuis micas BakuuHaIii ’KHBO BAKIIMHOIO

Jlokasu 3B’ 13Ky

3BiT nipo mocmimxeHas A3921237

MiHiMi3aIlil pu3HKiB

PH3HKY 3

JIKapChbKUM

3ac000M

dakTopu pU3MKy Ta | 3aranoM MarieHTH, IKi OTPUMYIOTH JIIKapchKi 3aco0u, 10 MPUTHIYYIOTh IMyHHY

TPy PU3UKY CHCTEMY, MAIOTh ITiABUIICHUNA PU3UK PO3BUTKY BipyCHOI iH(EKIii MiCIIs meruieHHs
KHMBOKO BakIHOM0. []e MOXKJIMBO y BUNIaIKaX, KOJU MIX BaKI[HAI[I€I0 )KUBOIO
BaKI[MHOIO Ta MOYATKOM 3aCTOCYBaHHSI PENapaTy, SIKMH PUTHIYY€e IMyHHY CHCTEMY,
IIPOXOJIUTH HEJIOCTAaTHBO Yacy, ado y BHIaJIKaxX BaKIMHALIi BiJl ONepi3ytodoro
repriecy, sIKIIO MaIlieHTH He XBOPLIM Ha BITPSIHY BIiCIly B MUHYJIOMY.

3axomau 3 PyTuHHe nonepeKeHH s PO PUIUKH:

KXJI3*, po3nin 4.4.

JonaTkoBi 3axoau 3 MiHiMi3aIi{ pH3HUKIiB:

Po3poOka HaBYaIBHOT POTpaMU, 30KpeMa JOJaTKOBUX iH()OPMAIIHHUX MaTepiatiB
JUTS JTIKApiB, SIKi MPU3HAYAIOTH JIIKAPCHKHIA 3aci0 (BKIIOYHO 3 KOHTPOJIbHAMH
CITMCKAMH JJIS JTIIKyBaHHs, OpOITYpOTO JIiKaps).

JlomaTkoBi 3aX01u 3
(dapMakoHarIA LY

* A3921334 (PA, TIcA, BK): onutyBaHHs JikapiB, siKi IpU3HAYaIOTh JIIKApChKUH 3aci0,
y €C (ouinka edexruHocti 13MP);

* nociijpkeHHs BakuuHU «LIuHrpuke» (pekoMOiHaHTHA BaKIMHA IPOTH OIIEPi3y040ro
repriecy, Ky BBOJSTH NAlliEHTaM i3 peBMaTOIIHIM apTpUTOM ab0 BUPa3KOBUM
KOJIITOM, SIKi OTpUMYTIOTh ToanuTiHi6 un 61okaTtop @HII (VIDA): baratoneHTpoBe
MOJIBiifHE CcTinie paHAOMi30BaHe MIane00-KOHTPOIHOBAHE NOCIiHKEHHS B TTapaJIeIbHAX|
rpymnax)

BincyTns indpopmanis Bruius Ha BariTHicTb i moig

3axonu 3
MiHiMi3aIlil pu3HKiB

PyTrHHI 3aX0/11 3 MiHIMi3allii PU3HKIB:
KXJI3*, po3minu 4.3 i 4.6.

JonaTtkoBi 3aX0u 3 MiHiMi3aIli{ PH3HUKIB:

Po3poOka HaBuaJIbHOT IPOTPaMu, 30KpeMa J0IATKOBHX iH(GOpMaLiiHUX MaTepialiB sIK
JUTSI TTAIIE€HTIB (TIaM’SITKH 711 TIAMIEHTIB), TaK 1 IS JIIKapiB, SKi MPU3HAYAIOTH
JIKapChKHii 3aci0 (BKIFOYHO 3 KOHTPOJIbHUMH CIIUCKAMU JUTSI JIIKYBaHHS, OpOIIypOIO
JKapsi).

JlonaTkoBi 3aX0/1u 3
(hapmakoHars Iy

* MOHITOPHHT 32 IOTIOMOTOI0 HAsSBHOTO PEECTPY BariTHUX mamieHToK (peectpy OTIS y
CIIA);

* A3921334 (PA, TicA, BK): onutyBanHsI JikapiB, sSKi MPU3HAYAIOTH JIKapChKUH 3aci0,
y €C (ominka egexruBHOCTI 13MP);

Bigcyrns indopmanisa 3acTocyBaHHS B Iepioi FOAYBAHHS TPYAIIO

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns

MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini
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Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

3axonu 3 PyTHHHI 3aX0/11 3 MiHiIMi3allii PU3HKIB:
MiHiMizaril pusukiB | KXJI3*, po3ainm 4.3 1 4.6.

JonaTkoBi 3ax0au 3 MiHiMi3aIli{ PH3HUKIiB:

Po3poOka HaBYaIBHOT IPOTpaMU, 30KpeMa JOJATKOBUX iHQOPMAIIHHUX MaTepiaiB sK
JUTS TTAIIE€HTIB (TIaM’SITKH 7Sl TIAIIEHTIB), TaK 1 IS JIiKapiB, SKi MPU3HAYAIOTh
JiKapchKui 3aci0 (BKIFOYHO 3 KOHTPOJIHHUMH CIIUCKAMH [UTS JIIKYBaHHS, OpOIIyporo
JiKaps).

HonatkoBi 3axoam 3 | * A3921334 (PA, TIcA, BK): onuTyBaHHsI JiKapiB, sSIKi IPHU3HAYAIOTH JIIKAPCHKHIA 3aci0,
(dapMakoHarIA LY y €C (ominka epextuBHOCTI 13MP);

Bincyrns indopmania Bniue Ha edekTuBHICTE BaKIIMHANIT Ta 32CTOCYBAHHS KMBHX/aTeHYHOBAaHUX
BAKIHH

3axoau 3 PyTrHHI 3aX0/11 3 MiHiIMi3allii PU3HKIB:
MiHiMizanii puzukis | KXJI3*, po3nin 4.4.

JonaTtkoBi 3aX0u 3 MiHIMi3aIli{ PH3UKIB:

Po3poOka HaBYaIBHOT POTpaMu, 30KpeMa JOJaTKOBUX iH()OPMAIIHHUX MaTepiatiB
JUIsl TTAieHTiB (11aM’SITKYM JUTS TALEHTIB) 1 JIiKapiB, SKi NPU3HAYAIOTh JIIKapChbKHii 3aci0
(BKJIIOYHO 3 KOHTPOJBHUMHM CIIMCKaMH JUIsl JIIKYBaHHs1, OpOLIypOIO JliKapsi)

HonatkoBi 3axoam 3 | * A3921334 (PA, TIcA, BK): onuTyBaHHsI JiKapiB, sSIKi IPU3HAYAIOTH JIIKAPCHKHI 3aci0,
(dapMakoHarIA LY y €C (ominka epextuBHOCTI 13MP);

Bincyrns indopmania 3acTocyBaHHs y NANICHTIB i3 nopymeHHaM (QyHKIii Me4iHKHA J1erkoro,
NMOMIpPHOT0 200 TSIZKKOI0 CTYNeHsI

3axoau 3 PyTrHHI 3aX0/11 3 MiHiIMi3allii PU3HKIB:
MiHiMizawii pusukis | KXJI3*, po3ninmu 4.2, 4.3 15.2.

JonaTkoBi 3aX01M 3 MiHiIMi3aIli{ PH3UKIB:

Po3poOka HaBuaJIbHOT IPOTPaMy, 30KpeMa JOATKOBHX iH(OopMaLiliHUX MaTepiaiB
JUIsl JIIKapiB, sIKi IPU3HAYAIOTh JIIKApChKH 3aci0 (BKIFOYHO 3 KOHTPOJILHUMHU
CIMCKaMH JUJIsl JTIKYBaHHs1, OpOLIYpPOIO JiKapsi).

JlomarkoBi 3axonu 3 | « A3921334 (PA, IlcA, BK): onutyBaHHS JIiKapiB, SKi MPU3HAYAIOTH JIIKAPCHKHA 3aci0,
(hapmakoHars Iy y €C (ominka epexruBHOCTI 3MP);

* A3921321: mocimKkeHHs BUKOPUCTAHHS JIiKapchKoTo 3aco0y y €C 3a 101OMOT010
€JICKTPOHHUX MEIMYHUX KapT (omiHka edpexTuBHOCTI A3MP);

Bincyrns indopmania 3acTocyBaHHs y Nali€HTIB i3 mopymeHHsaM QyHKIil HUPOK MoMipHOro aéo
TSKKOI'O CTYIIEeHS

3axoau 3 PyTHHHI 3aX0/11 3 MiHiIMi3allii PU3HKIB:
MminiMizawii pusukis | KXJI3*, pozainmm 4.2 1 5.2.

JloaaTKoBI 3aX014 3 MiHIMIi3allil pU3UKIB:
He npomnonyBanucst

JonatkoBi 3axoaum 3 | BigcyTHi

(hapmakoHars Ty

Bincyrns indopmania 3acTrocyBaHHs y NalieHTIB 3 03HakaMu iHekuii Bipycom renatuty B ado C

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini
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Tabanuns 152. Orasig BaJIMBUX PU3HKIB i BiACYyTHBOI iHGopmanii

3axonu 3 PyTHHHI 3aX0/11 3 MiHiIMi3allii PU3HKIB:
MiHiMiZaniil pusukiB | KXJI3*, posmin 4.4.

JlomaTkoBi 3aX0/1M 3 MiHIMi3aIlil pU3HKIB:
He npononyBanucs

HonatkoBi 3axoau 3 | BigcyTsi

(dapMakoHarIA LY

Bigcyrns indopmania 3acTocyBaHHS y NANIECHTIB 3i 3JI0AKiCHUMH HOBOYTBOPEHHSIMH

3axomu 3 PyTunHI 3ax011 3 MiHIMIi3allii pU3UKIB:
MiniMizawii pusukis | KXJI3, po3nin 4.4.

JonaTtkoBi 3aX01u 3 MiHiMi3aIli{ PH3UKIB:

He npomnonyBanucst

HonatkoBsi 3axoam 3 | * A3921321: gocitimKeHHS BUKOPUCTAHHSI JTiKapChKoTo 3aco0y y €C 3a 101OoMOror0
(dapMakoHarIA LY €JICKTPOHHUX MEJUYHUX KapT (omiHka edpexTuBHOCTI A3MP);

Bincyrns indopmanis /loBrocrpokoBa 6e3neka y manieHris 3 mlOIA ta manoaiTHix manienTis 3 IIcA
(HanpuKJaa, 3aTPUMKA pocTy a00 PO3BHTKY)

3axomu 3 PyTunHI 3ax011 3 MiHIMIi3allii pU3UKIB:
MiHiMi3a1ii pu3ukiB | BimcyTHi

JlonaTkoBi 3aX0/11 3 MiHIMI3aIll PU3HKIB:

He npononyBanucs

Jonarkosi 3axonu 3 | * [Iporpama akTHBHOI'O MiCIApEECTPaLiiHOTO HAMIISLY 338 OE3MEUHICTIO JIIKAPChKOTO
(apmakoHarss Ly 3aco0y B IALli€HTIB, AKi OTpUMYBaNU TOGAUTHHIO JUIsl JIIKyBaHHS MOJTiapTUKYIISIPHOTO
FOBEHUIBHOTO 110MaTUIHOTO apTPUTY Ta FoBeHIbHOTO [ICA, Ha miacTaBi JaHUX 13
Peectpy BIKER, i Peectpy JuMBO;

* IIporpamMa aKTUBHOTO MiCIAPEECTPAMIMHOTO HATISAAY 3a O€3MEUHICTIO JTIKapChKOTO
3aco0y B MAIiEHTIB, SKi OTPUMYBaIU TOMGAUTHHIO ST JIIKYBaHHS MOJIaPTHKYJISIPHOTO
FOBEHUIBHOTO 110MaTUIHOTO apTPUTY Ta FoBeHIbHOTO [ICA, Ha miacTaBi JaHUX 13
[IBencpKOrO KINiHIYHOTO peecTpy mamieHTiB 3 FOIA;

* IIporpamMa aKTUBHOTO MiCIAPEECTPAMIMHOTO HATISAY 3a O€3MEUHICTIO JTIKapChKOTO
3aco0y B MAIiEHTIB, SKi OTPUMYBaJIU TOMGAUTHHIO ST JIIKYBaHHS MOJIapTHKYJIISIPHOTO
I0BEHUJILHOTO 1710IIaTHYHOTO apTPUTY Ta FoBeHuIbHOTO [ICA, Ha mincTaBi 1aHUX i3
Bpurancekoro peectpy nami€HTiB, SIKi OTpUMYBaJIM O10JIOTI4HI MperapaTH s
nixyBaHHs IOIA.

* mocimxenHs PASS 3 MeTOrO aKTHBHOTO HATJISITY 32 SIBUIIAMH OC3IIEKH, MO0
CTaHOBJIATH 0COONMMBHH 1HTEpec, y manienTiB y CIA, siki oTpumyBanu TodauuTHHIO
JUIsl JIIKyBaHHsI FOBEHIJIBHOTO 110ITaTHYHOTO apTPUTY, Ha MiACTaBi AaHuX 13 Peectpy
CARRA;

* nocmimxeHast A3921145: TOBrocTpoKOBE BiIKPHUTE JOCIIKEHHS BiTaleHUX
PE3YJIbTATIB 3aCTOCYBaHHA ToQanuTUHIOY Ut JikyBaHHs FOIA

ARTIS — Peectp 3acTocyBaHHs poTUpeBMaTHIHUX npenapartiB y IlIBerii (Antirtheumatic Therapies in Sweden);
BIKER — Himenpskwuii peecTp 0i0JIOTIYHAX MTpenapatiB, IPU3HAUYEHIUX MAli€HTaM JAUTSAYOTO BIKY JJIS JIIKyBaHHS
peBMaToJoridyaux 3axBoproBaib; BIOBADASER — Icnanchkuit peectp modiyHUX sBHII O10JI0TIYHOT Teparrii B
pasi peBMaTH4YHUX 3axBopioBaHb (Registro Espafiol De Acontecimientos Adversos De Terapias Biologicas En
Enfermedades Reumaticas); BSRBR — Peectp Gionoriunux npenapatis bpurancskoro ToBapucTBa peBMaToIOri1

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
MeduuHo2o 3acmocysannsl, 3ameepodicenoi 6 Ykpaini; KXJI3, posnin 4.4 «OcobnuBi 3acTeperxeHHs Ta 3aro0iXHI 3aX0AU IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepodcenol 6 Yrpaini
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(British Society For Rheumatology Biologics Register); CARRA — AnbsiHC JOCTIKEHb AUTSIYOTO apTPUTY Ta
pesmarororii (Childhood Arthritis and Rheumatology Research Alliance); 11 — moBipuwmii inTepsair; CC —
cepueBo-cynuaHni; BITPTI — 6a3ucHuit npotupeBmaTnyHmii npenapat; €C — €pporneiicskuii Coroz; FOIA —
I0BEeHTbHUH imiomatuanuii apTput; JuMBO — Peectp 1OBrocTpOKOBOTO CIIOCTEPEKEHHS 33 3aCTOCYBAHHIM
MeTOTpeKcaTy/0i0I0TIYHIX TpenapaTiB y MaIli€HTiB IS JTIKyBaHHS IOBEHIIBHOTO apTpuTy; IM — iH(papkT
miokapna; HMPI — nemenanomuuii pak mkipu; Ol — onopryHictiuHa indekuis; OTIS — Opranizanis
CIICIIaNiCTiB 13 TepaTosoriunoi inpopmarii; PASS — micisipeectpaniiine mociimkenHs 6e3meku (post-
authorisation safety study); TEJIA — tpomboem0Ooist nereneBoi aptepii; nfOIA — moniapTHKYISIpHUA
I0BEHUIbHUH inionatnunui apTput; [IMJI — nporpecyroua mynsTr(OKaIbHa NelikoeHnedanonaris; PRAC —
Komirer 3 oninku pusukiB y Gpapmakonarisini; [IcA — ncopiaruunuii aptput; PA — peBMaToinHuii apTpuT;
RABBIT — Peectp crioctepexeHHs 3a 610JIOTIYHOIO Teparriero B pa3i peBMaroinHoro aptpury (Rheumatoide
Arthritis—Beobachtung Der Biologika-Therapie); 3MP — 3axiz i3 miHimi3arii pusukis; [IYP — muman ynpasniHaS
pusukamu; KXJI3 — xopoTka xapakrepuctuka Jikapcbkoro 3aco0y; SWIBREG — IlIBencekuii HamioHaTbHIHA
peecTp AKiCHUX MOKAa3HUKIB 3alMajJbHAX 3aXBoproBaHb KumedHnka (Swedish National Quality Registry for
Inflammatory Bowel Disease); ®HIT — ¢axrop Hexpo3y myxnnH; BK — Bupaskoswuii komit; UR-CARE —
O0’exHaHI peecTpu A KITiHIYHOT OMiHKK ¥ nocmimkers; CIHA — Cromyueni llltatn Amepukn

II.C. Ilnan micasipeecTpaniiiHol po3pooKu
II.C.1. Jlocaig:keHHs, IKi € YMOBOIO OTPUMAHHSA PEECTPALIMHOIO MOCBiTYeHHS

Hemae >x01HUX TOCHIIKEHb, SIKI € YMOBOIO OTPUMAaHHSI PEECTPaLlifHOrO TIOCBiAUYEHHS, 400
0CO0IMBUX 3000B’s13aHb 11010 TO(PAITUTHHIOY.

II.C.2. Inmi gociigzkeHHs B IJIaHI MicJasipeecTpaniiiHOl po3podku

e Kareropis 3 (HeoOXxiaH1 101aTKOBI 1ii 3 hapmakoHarsiay): 17

o Jlocmmxenns A3921334 (PA, TIcA, BK) € onuryBaHHsSM JiKapiB, sIKI NMPU3HAYAIOThH
mikapebkuid 3aci6, y €C i3 MeTol0 OIIHKM 3HaHHA Ta PO3YMIHHS JIKapsMH OCHOBHHUX
pHU3HKIB, TOB’s3aHUX 13 TodamuTuHIOOM. [lo mpobiiem Oe3mekw, MO0 PO3TIATAIOTHCS,
HaJIe)KaTh BEHO3HA TpoMOoeMOois (TpoMO03 TIMOOKMX BeH 1 TpoMOoeMOoIIis JereHeBol
aprtepii), cepiio3Hi Ta iHII BakauBi iH(eKIii, peaktuBailis OI', 3104KiICHI HOBOYTBOPEHHS
(Bxmouno 3 HMPII), 3miHM mNOKa3HMKIB J1aboparopHux ananiziB, nepdoparis KT,
ypaKeHHS MeU1HKH, MiaBuIineHnid pu3uk [1P y marieHTiB y pa3i 3actrocyBanHs TOQauTHHIOY
B KoMmOiHanii 3 MTX, mepBuHHI BipycHi 1H(EKIIT micas BakIMHALII )KHBOI BaKIUHOIO,
IT1JIBUIIICHA YaCTOTA 1 CTYITIHb TSKKOCTI MOOTYHUX PeaKIliil y Mali€HTIB JITHLOTO BiKY, BILJIUB
Ha BariTHICTH 1 IUTiJ], 3aCTOCYBAaHHS B MEPiOJ TOAYyBaHHS T'PYI0, BIUIUB Ha €PEKTHBHICTh
BaKI[MHAIIl Ta 3aCTOCYBaHHs B TOMYJIAIIAX MAII€HTIB 13 MOPYHICHHSAM (YHKIN MEYiHKA
TSKKOTO CTYICHS.

o Jlocnimkenus A3921321 e nocnimxkeHHsIM BUKOpUCTaHHA npenapary B €C 3a J0OIOMOToro
€JIEKTPOHHUX MEINYHUX KapT. 3alUTaHHS AJs JOCTiKeHHs: UM ICHYIOTh JOKa3H TOTro, 110
mikapi 'y €C, ski npu3HAyalOTh JIKAPCHKUM 3aci0, JOTPUMYIOTbCS PEKOMEHMAIii Ta
0OMEXEHb IIMOJ0 3aCTOCYBAaHHS JIKApChKOTO 3aco0y, omucaHux y wmatepianax a3MP
crocoBHO To(anuTuHiOy? IlepBruHHI il AOCHIIKEHHS € TakuMu: 1. Onuc XapakTepucTHK

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
Meduuno20 3acmocyeants, 3ameepodcenoi ¢ Vipaini; KXJI3, po3nin 4.4 «OcobiuBi 3acTepekeHHs Ta 3a001KHI 3aX0/1H IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepoicenoi 8 Yrpaini
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NAI€HTIB, AKI OTPUMYIOTh JIKyBaHHS TO(QanUTHUHIOOM, i3 cTparudikaiiero 3a KpaiHOIO
nociikenHs (tooro IlIseris, Yropmuaa, Himepnanaun ta HiMeudwHa) 1 moka3aHHSIMH
(rodéro PA, TIcA ta BK; 3acrocyBaHHsS He 3a NpH3HAYCHHSM), 3a JeMOrpadpiuHUMHU
MOKa3HUKaMH (HANpUKJIaJ] BIKOM, CTATTIO), CYNMyTHIMH 3aXBOPIOBAaHHSMH, a TaKOX 3a
JIKapChbKUMHU TIperapaTtaMH, sIKi MaIlieHTH 3aCTOCOBYIOTh 3apa3 YHM 3acCTOCOBYBAIU B
MuHyjJIoMy. 2. OIiHIOBaHHS BUKOHAHHS JIKapsSMH, sIKI MPU3HAYAIOTh JIKAPCHKHUKA 3acio,
n3MP mono TodanutuHiOy, 30KkpeMa AJOTPUMAHHS BUMOT IIOAO PEKOMEHIOBAHUX 103 3a
MOKa3aHHSIMH (CepeHs T1000Ba J103a) 1 TPUBAJIOCTI 3aCTOCYBAHHS; TOTPUMAHHS MAIlIEHTOM
BUMOT CKPHHIHTY Ta JaOOpaTOPHOTO KOHTPOJIIO JI0 Ta IIiJI Yac JIIKyBaHHS TO(aIUTHHIOOM;
JOTPUMaHHS PEKOMEHJAI 00 OOMEXEHb 3aCTOCYBaHHS, 30KpeMa 3acTOCYBaHHS
naiieHtTamu 3 hakropamu pu3uky po3Butky BTE, 3acTocyBanHs naiieHTaMu BikoM 65 pokiB
1 cTapiie, 3aCTOCYBaHHS MaIlieHTaMHu 3 (aKTOpaMH PU3HKY PO3BHUTKY CEPIIEBO-CYIWHHUX
3aXBOPIOBaHb, 3aCTOCYBAaHHS TMali€eHTaMHU 3 (AKTOpPaMU PHU3UKY PO3BHUTKY 3JIOSKICHHX
HOBOYTBOPEHB, IPOTHIIOKAa3aHb JIO 3aCTOCYBaHHS Ta 3acTOCYBaHHsS 13 CYIyTHIMH
npernaparamu, HeCyMiCHUMH 3 ToauuTHHIOOM. BTOpHHHI il JOCHiIKEHHS € TakuMH: 1.
Onrc 3aKOHOMIPHOCTEW TPU3HAYCHHSI JIIKAPChKOTO 3aco0y B amHamini. 2. Omuc 3MiH y
BUKOPHUCTaHHI TOMAUTUHIOY 3TiTHO 3 OHOBICHHMMH PEKOMEHIAIlISIMU Ta OOMEKCHHSIMH
II0JI0 3aCTOCYBaHHs, 3aMpOBaPKEHUMHU IMichsa 3actocyBaHHs B 2019 pomi mpouenypu,
nepenbavenoi crarrero 20, 1 mporenypu ouiHioBaHHs curHaiiB y 2021 poui, a came:
3aCTOCYBaHHsI B TAII€HTIB 3 GakTopamu pu3uky po3BuTky BTE; 3acTocyBaHHs B maIfi€HTiB
JITHBOTO BiKY (IIAIiEHTIB BIKOM 65 POKIB i CTapIiie), 3aCTOCYBaHHS B MAII€HTIB 3 (hakTOpamMu
PH3HKY CEpIIeBO-CYIMHHUX YCKJIAJAHEHb 1 3aCTOCYBAaHHS B MAIlEHTIB 3 (DAKTOpaMU PU3UKY
PO3BHUTKY 3J105KICHUX HOBOYTBOPEHbD.

Hocnimpkenus A3921314 € npocreKTUBHUM HEIHTEPBEHIIHHUM JTOCTIKEHHSIM 3 METOI0
aKTUBHOTO HArjsay Ha mifactaBi gaHux peectpy mnarmieHTiB ARTIS. Ile mocmimkeHHs
MIPOBOJIUTHCS 3 METOIO ONMHUCAHHS Pe3yJbTaTiB OLIHKKA Oe3meuHOoCTi B maiieHTiB 3 PA, ski
OTpUMYIOTH TOGAIMTHHIO Ta 1HII HOBITHI 3acOOM TapreTHOI Teparii, B yMOBax peajibHOTO
KIIIHIYHOTO 3acTOCyBaHHs Ha mijacraBi manux peectpy ARTIS (IIserist). Y mocnimkeHHi
Oyze po3rIISIHYTO Taki MpoOJieMu, sIK BEHO3HA TpomMOoeMOouist (TpoMO003 TITHOOKUX BEH 1
TpoMboemMOoITisi IereHeBoi apTepii), cepitosni iHndekuii, peaktusauis OI', HMPIL, 3noskicHi
HOBOYTBOPEHHS (BKJIIOYHO 3 JIM(GOMOIO Ta PaKOM JIETE€Hb), PU3HMK CEPIIEBO-CYIUHHHUX
3axBoproBaHb (3a BuHATKOM IM) (30kpema MACE), IM, mepdopauis KT, ITMJI,
CMEPTHICTh 13 OyAb-SKUX MPUYUH, MEPEIOMHU, MiJABUIICHUN PU3UK MOOIYHUX PEAKIINA Y
MaIieHTIB y pa3i 3acTocyBaHHs ToanuTuHiOy B koMOiHatii 3 MTX, migBuiiena yactora ta
CTYMIHBb TSDKKOCTI MOOIYHUX Peakiliii BKIIOYHO 3 1H(MEKIIIMH B TAI[I€HTIB JITHHOTO BIKY
(> 65 pokiB).

HocnimpkenHs A3921312 € npocneKTUBHUM HEIHTEPBEHLIMHUM JJOCIIJKEHHSAM 3 aKTHBHOTO
Harsiny Ha mifactaBi ganmx peectpy BSRBR. Ile mochimkeHHS MPOBOAMTHCS 3 METOIO
OIMHMCAHHS PE3yJbTATIB M010 OE3MeYHOCTI B MAIi€HTiB 13 PA, siki oTpuMyIOTh TO(hauTHHIO,
MOPIBHAHO 3 I1HIIMMH HOBITHIMH 3aco0aMU TapreTHOi Teparii, B yMOBaxX peajbHOTO

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns

Meduuno20 3acmocyeants, 3ameepodcenoi ¢ Vipaini; KXJI3, po3nin 4.4 «OcobiuBi 3acTepekeHHs Ta 3a001KHI 3aX0/1H IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8

«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,

po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8

Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepoicenoi 8 Yrpaini
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KIIIHIYHOTO 3acTocyBaHHS Ha miacrtaBi naHux peectpy BSRBR (Bemuka bpuranis). ¥V
JOCIIDKEHHI OyAe pO3MIsSHYTO Taki MpoOjieMu, sSK BEHO3HA TpomMOoemOoumisi (TpoM003
ruOOKUX BEH 1 TpoMOoeMOoIIis JiereneBoi apTepii), cepio3Hi iHdekmii, peaktusauis O,
HMPII, 3mosikicHi HOBOYTBOpPEHHS (BKJIIOYHO 3 JIIM(OMOIO Ta PaKOM JIET€Hb), PU3HK
CepLIeBO-CYMHHUX 3aXBOpIOBaHb (3a BHHATKOM IM) (3okpema MACE), IM, nepdopartis
IKT, IIMJI, cMepTHICTH 13 OyIb-SKUX TPUYHUH, TIEPEIIOMH, MIABUIIICHUN PU3UK MTOOTYHHUX
peakIliil y mamieHTiB y pasi 3acTrocyBaHHs TopauTuHiOy B koMmOiHauii 3 MTX, minBumieHa
4acTOTa Ta CTYHiHb TSDKKOCTI MOOIYHUX peakIlii BKIIOYHO 3 1H(EKISIMA B TMAIlIEHTIB
JITHBOTO BIKY (> 65 pOKiB).

HocnimpkenHs A3921317 € npocneKTUBHUM HEIHTEPBEHLIMHUM JOCIIKEHHSAM 3 aKTHBHOTO
Harsiny Ha mifactaBi gaHux peectpy RABBIT. e mocmimkeHHsST MPOBOAWTHCS 3 METOIO
ONMCAHHS pe3yNbTaTiB OI[IHKM Oe3MeyHOoCTi B mauieHTiB 13 PA, sKi OTpUMYIOTH
To(hanuTHHIO, TOPIBHSHO 3 IHITMMH HOBITHIMH 3ac00aMH TapreTHOi Teparii, B yMOBax
peanbHOro KIIHIYHOTO 3aCTOCYBaHHS Ha mifacTasi qanux peectpy RABBIT (Himeuuuna). ¥
JOCIIDKEHHI OyAe pO3MISHYTO Taki MpoOjieMHu, sSK BEHO3Ha TpomMOoemOoumisi (TpoM003
rmuOOKUX BEeH 1 TpoMOoeMOoIIis JiereneBoi aprepii), cepio3Hi iHdekmii, peaktusauis O,
HMPII, 3mosikicHi HOBOYTBOpPEHHS (BKJIIOYHO 3 JIIM(OMOIO Ta PaKOM JIET€Hb), PU3HK
CepLIeBO-CYMHHUX 3aXBOpIOBaHb (3a BHHATKOM IM) (3okpema MACE), IM, nepdopartis
[IKT, IIMJI, cMepTHICTH 13 OyIb-SKUX TPUYHUH, TIEPEIIOMH, MIABUIIICHUN PU3UK MTOOITYHHUX
peakIliif y marieHTiB y pasi 3acTrocyBaHHs TopauTuHiOy B koMOiHauii 3 MTX, minBumieHa
4acTOTa Ta CTYHiHb TSDKKOCTI MOOIYHUX peakIlii BKIIOYHO 3 1H(QEKISIMU B TMAIlIEHTIB
JITHBOTO BIKY (> 65 pOKiB).

HocnimpkenHs A3921316 € npocrieKTHBHUM HEIHTEPBEHLIHHUM JOCIIIHKEHHSIM 3 aKTHBHOTO
Harsny Ha miacraBi ganux peectpy BIOBADASER. lle mocmimkeHHS MPOBOIUTHCS 3
METOIO OINHMCAHHS PE3yJbTaTiB OILIHKK OE3MEYHOCTI B MallieHTiB 13 PA, sKi oTpUMyIOTh
To(hanuTHHIO, TOPIBHSHO 3 IHITMMH HOBITHIMH 3ac00aMH TapreTHOi Teparii, B yMOBax
peanbHOro KIiHIYHOro 3acrtocyBaHHs Ha mifactaBi peectpy BIOBADASER (Icmanis). ¥V
JOCIIDKEHHI OyAe pO3MISHYTO Taki MpoOjieMHu, sSK BEHO3Ha TpomMOoemOomis (TpoM003
rIuOOKUX BEeH 1 TpoMOoeMOoIIis JiereneBoi aptepii), cepio3Hi iHdeknii, peaktusauis O,
HMPII, 3mosikicHi HOBOYTBOpPEHHS (BKJIIOYHO 3 JIIM(OMOIO Ta PAKOM JIET€Hb), PU3HK
CEepLIeBO-CYMHHUX 3aXBOPIOBaHb (3a BHHATKOM IM) (3okpema MACE), IM, nepdopartis
IKT, IIMJI, cMepTHICTH 13 OyIb-SIKUX TPUYHUH, TIEPEIIOMH, MIABUIICHUN PU3UK MTOOTYHHUX
peakIliif y marieHTiB y pasi 3acTrocyBaHHs TopauTuHiOy B koMmOiHauii 3 MTX, minBumieHa
4acTOTa Ta CTYHiHb TSDKKOCTI MOOIYHUX peakIlii BKIIOYHO 3 1H(EKISIMU B TMAIllEHTIB
JITHBOTO BIKY (> 65 pOKiB).

Hocnimkenus A3921203 € npocrneKTHBHUM HEIHTEPBEHLIMHUM JOCIIJKEHHSAM 3 aKTHBHOTO
HarJsIIy 3a BariTHiCTIO Ha mifcTtaBi gaHux peectpy OTIS y CIIA. Ilig gac mporo
JOCITIDKEHHS TPOTATOM IIOHAWMEHIIE 5 POKiB Oy/1e OIIHIOBATHCS MOTEHIIIHHE TT1IBUILICHHS
PU3HKY BpOJDKEHUX BaJl PO3BUTKY, 30KpeMa CTPYKTypa aHOMaliid, cepell BHUIIAJKiB

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns

Meduuno20 3acmocyeants, 3ameepodcenoi ¢ Vipaini; KXJI3, po3nin 4.4 «OcobiuBi 3acTepekeHHs Ta 3a001KHI 3aX0/1H IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8

«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,

po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8

Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepoicenoi 8 Yrpaini
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BariTHOCTI 31 BIUIMBOM TO(MalUTUHIOY TMOPIBHSIHO 3 2 MOMYJIAIISIMU TIOPIBHSIHHA. Y IIbOMY
JOCHiKeH1 Oy/ie po3TIIsIHYTO Taki mpo0jaeMH, sk BPOPKEH1 Baau PO3BUTKY Ta pe3yJbTaTh
BariTHOCTI.

o Jlocmimxenns A3921329 (BK) € mpocCneKTHBHHM HEIHTEPBEHIIHHAM JOCIHIKEHHSAM 3
METOI0 aKTUBHOT'O Haryigay Ha mifctasi naHux peectpy Corrona B CLHA. Lle mocnimkeHHs
JacTh 3MOTY OTPUMATH JOJATKOBI TMO3JOBXKHI JaHi 3 OE3MeYHOCTI 3aCTOCYBAaHHS
todanutnHiOy B nanieHTiB 3 BK y CIIIA. V nocnimkenHi Oyie po3TissHyTO Taki mpooIeMH,
SK BEHO3Ha TpoMOoemOoitist (TpoM0O03 MIMOOKUX BEH 1 TpoMOoeMOoIIist JereHeBoi apTepii),
cepiio3Hi iHdekii, peaktuBaiis OI', 3105KiCHI HOBOYTBOPEHHS (BKJIIOYHO 3 JIIM(POMOIO Ta
pakom Jereds), HMPII, pusuk ceprieBo-CyIMHHUX 3aXBOpIOBaHb (3a BHHATKOM IM)
(3okpema MACE), IM, IIMJI, nepdopauisa IIKT, cmeptHicTh i3 OyAb-SKHX HPUYMH,
MePENIOMH, ITiIBHIIIEHA YacTOTa Ta CTYIIHb TsDKKOCTI [P BKITIOUHO 3 iH(EKITiSIMU B MAIII€EHTIB
JITHBOTO BIKY (> 65 pokiB). Pesymbratu pocmimkenHs BK 3 mormsgy Oe3medHocTi
3actocyBaHHd B 11031 10wmMr 2pa3su Ha noOy mig yac MiATPUMYBAJIbHOI Teparii
OLIIHIOBATUMYTh B OKpEMOMY CyOaHai3i.

o Jlocmmkenus A3921344 Ta TOCIIIIDKEHHSI A3921352 € MPOCTICKTUBHUMH
HEIHTEPBEHIIIMHUMH JOCIIDKEHHSIMHU 3 aKTUBHOTO HAIJISly Ha IMiJICTaBl 2 €BPOMEHCHKUX
peectpiB narierTiB 3 BK (SWIBREG ta UR-CARE BiinoBigHO) MpOTSIroM MOHAWMEHIIIE
5 POKIB 3 METOIO KPaIIoro po3yMiHHS i onucaHHs mpodisito 6e3medHocTi TohanuTuHiOy B
yMOBax KIJIIHIYHOT MPAKTUKU. Y JOCHIKEHH] OyJI0 pO3TIsTHYTO Taki mpobiaeMu Oe3meKH, K
BEHO3Ha TpoMboemOoiiss (TpoMO03 rMOOKMX BeH 1 TpoMOoeMOoImist JereHeBoi aprepii),
cepito3Hi iHbekmii, peaktuBaiis OI', HMPII, 3mosxicHi HOBOYTBOpPEHHs (BKJIIOYHO 3
JTiM(POMOIO Ta paKkoOM JIETE€Hb), PU3HK CEPLIEBO-CYIMHHUX 3aXBOPIOBAHb (32 BUHATKOM IM)
(3okpema MACE), IM, nepdopauis IIKT, IIMJI, cMmepTHicTh i3 Oyab-SKUX MPUYHH,
MepeIoMH, IABMIIEHA YacTOTa Ta CTYMiHb TSKKOCTI TMOOIYHUX PEAKIid BKIIOYHO 3
iH(EeKIisIMI B MAlli€HTIB JITHHOTO BIKY (> 65 pokiB). Pe3ynbTaTi ITOCIIKEHHS 3 MOTIISTY
6e3meyHocTi 3acTocyBaHHs B 1031 10 Mr 2 pa3u Ha 100y mija Yac miATPpUMYBaIbHOI Tepamil
OIIHIOBAaTUMYTh B OKpeMOMY CyOaHalti3i.

o Jlocmimkenus A3921347 €  michaspeecTpauliiHUM — JOCHIUKEHHSM  BUKOPUCTAHHS
nikapcebkoro 3aco0y B CIIIA 3 MeTOr0 akTHBHOT'O HarJIsiAy Ta OLIIHKH MOJIeNell 3aCTOCYyBaHHS
todanutuHiOy B CIIIA, a Takok BU3HAYCHHS XapaKTEPUCTUK OE3MEYHOCTI 3aCTOCYBaHHS
TodaunuTuHiOy B nanieHTIiB 3 akTuBHUM BK BiJl mOMipHOTO 10 TSXKKOTO CTYNEHS B peaIbHUX
yMOBax Ha MiJCTaBl JaHUX 3 aAMIHICTPATUBHOI 0a3u TaHUX JUISI OTUIATH MEIUYHHX MOCITYT Y
CHIA. VY gacTuH1 JOCTIKEHHS 3 aKTUBHUM HarJisiIoM Oyjie pO3TJISTHYTO Taki MpoOIeMu:
BEHO3Ha TpoMbOoemOoiisi (TpoMO03 rMOOKMX BeH 1 TpoMOoeMOoImist JereHeBoi aprepii),
CMEPTHICTh y JIKapHi, MEepPeOMHU, 3J05AKICHI HOBOYTBOPEHHs (BKIIOYHO 3 JIIM(YOMOIO Ta
PaKOM JIETEHb ), OTIOPTYHICTHYHI Ta CEPHO3HI 1H(EKIII1, Onepi3ylounii repriec, KiHIeBl TOUKH
CepHO3HMX HECHPUATIMBUX CEpLEBO-CyIMHHUX sBull, IM Ta mepdoparii MITyHKOBO-
KHIIKOBOTO TPaKTy. Pe3ynpraTu JOCTIKEHHS 3 OISy Oe3MeYHOCTI 3aCTOCYBaHHS B 1031

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
Meduuno20 3acmocyeants, 3ameepodcenoi ¢ Vipaini; KXJI3, po3nin 4.4 «OcobiuBi 3acTepekeHHs Ta 3a001KHI 3aX0/1H IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepoicenoi 8 Yrpaini
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10 Mr 2 pa3u Ha 100y MiJ 4Yac MIATPUMYBAJIBHOI Teparii OIIHIOBATUMYTh B OKPEMOMY
cyOaHami3i.

Hocmimxenus BakuuHu «llIuHTpUKCY» (pekOoMOIHAaHTHA BaKIMHA TPOTH OIEPi3YHUYOro
reprecy, Ky BBOJATH MAI[iEHTaM 13 peBMaTOIAHUM apTpUTOM ab0 BUPA3KOBHM KOJIITOM, SIKi
orpuMytoTh TodaruTuHio uyn Omokarop @HIT (VIDA): 6araroneHTpoBe monBiitHe ciimne
paHIOMi30BaHE  IUIANE00-KOHTPOJIBOBAHE  JIOCHIUKEHHS B  MapajelbHUX TIpyIax)
MPOBOIUTUMYTH JUIsl BA3HAUEHHS IMYHHOI BiJIITOBI/II HA HOBY 1HAKTUBOBAHY BaKIIMHY MTPOTH
omepizytouoro numaio («IuHrpukc»; pekoMOiHaHTHA BaKIMHA MPOTH ONEPI3yI0YOro
repriecy 3 aj’ FOBaHTOM) TOPIBHSHO 3 Tutane6o y nairieHTiB 3 BK ta PA Ha 1711 3acTocyBaHHs
todauntuHiOy un 6mokaropis @HIL. ¥V 11poMy TOCTIIKEHHI PO3TISIATUMYTh Pe3yJIbTaTH
OIIHKA O€3MEeYHOCTI BaKIMHAIII PEKOMOIHAHTHOIO aJ FOBAHTHOIO BAaKIIMHOIO TIPOTH
OTIEePi3yI0YOT0 TepIiecy.

[Tporpama akTUBHOTO MiCISPEECTPALIHOTO HArsAAy 3a OE3MEUHICTIO JIIKAPChKOTO 3aco0y
cepen TAaIli€HTIB, SKI OTPUMYyBadu TOMAIMTHHIO 17 JIKYyBaHHS IMOJIapTUKYJISIPHOTO
IOBEHUIBHOTO 1JIOMATHYHOTO apTpUTy Ta IoBeHUTpbHOro IICA, Ha mifcTaBi JaHUX i3
Himenpkoro peectpy 0i070T1YHUX MpemnapaTiB, IPU3HAYCHUX MAIIEHTAM JUTSYOTO BIKY IS
JmiKyBaHHS peBmaronioriunux 3axBopioBaHb (BIKER), i Peectpy m0BroctpokoBoro
CIIOCTEPEIKEHHS 32 3aCTOCYBAHHIM METOTPEKCATY/010JIOTTYHUX TTPEenapaTiB MaieHTaMu JJIst
JiKyBaHHA oBeHUIbHOro aptputy (Juvenile Arthritis Methotrexate/Biologics long-term
Observation, JuMBO). Ile nocnimkenns 3amranoBano y €C. BoHO 1011OMOXKe TOCTIINTH B
MIEBHOMY KOHTEKCTI 4acTOTY ABMII] Oe31eKH (BEHO3HY TPoMO0eMOO0IIii0, ONOPTYHICTUYHI Ta
cepio3Hi 1H(EeKIi, 370sIKICHI HOBOYTBOPEHHS (BKJIIOYHO 3 JIIM(POMOIO Ta PaKOM JIETEHB),
nepdoparito HIKT, pusuk cepueBo-cyIMHHUX 3aXBOPIOBaHb (3a BUHATKOM IM) (30kpema,
MACE), IM, noBroctpokoBy Oe3neky B mamieHTiB 3 THOIA ta nmiteit 3 [IcA (manpuxnan,
3aTpUMKH pocTy abo po3BuTKY), [IMJI, cMepTHICTh 13 OyAb-SKUX HPUYHH, TEPEIOMH,
peaktuBaiis O, HMPII Ta IXJI) y mamientiB 3 mlOIA, siki oTpuMyBanu JIiKyBaHHS
todaruTHHIOOM, 1 B MalieHTIB 3 OBeHUIbHUM [ICA. [l OLiHIOBAaHHS JOBTOCTPOKOBOI
0€3IeYHOCTI 3aIlJIaHOBAHO MIOHAWMEHIIIE 5 POKIB IMOJAIBIIOTO CIIOCTEPESIKECHHS.

[Tporpama akTUBHOTO MiCIAPEECTPAIINHOTO HATIISAAY 32 OE3MEUHICTIO JIIKAPCHKOTO 3ac00y B
MAII€HTIB, SIKi OTPUMYBAJIN TOPALUTUHIO AJIS TIKyBaHHS MOJIAPTUKYJISPHOTO IOBEHIJIBHOTO
11iomaTHYHOTO apTpUTy Ta IoBeHUTbHOro IICA, Ha miacraBi manmx i3 IlIBemcbkoro
KJIiHIYHOTO peecTpy mauieHTIB 3 FOIA. Ile nocmimxeHHs JOOMOXE TOCTIIUTH B TIEBHOMY
KOHTEKCTI YaCTOTY sIBHII Oe3MeKH (BEHO3HY TpOoMOOeMOOIi0, OMOPTYHICTUYHI Ta Cepio3HI
iH(eKIIi1, 370KICHI HOBOYTBOPEHHS (BKJIFOYHO 3 TIM(OMOIO Ta paKOM JIET€Hb ), Tepoparito
IKT, pusuk ceprieBo-CyIMHHUX 3aXBOpIoBaHb (3a BUHATKOM IM) (3okpema, MACE), IM,
JOBroCTpoKOBY Oe3reky B marfieHTiB 3 mEOIA Ta miteit 3 [IcA (Hampukiaa, o0 3aTPUMKH
pocty abo po3BuUTKY), [IMJI, cMepTHICTS 13 OyAb-SIKUX IPUYNH, TIepenioMu, peakTuBaitis O,
HMPUI Ta IXJI) y namientiB 3 nlOIA, siki oTpuMyBayid JIiKyBaHHS TO(AIUTHHIOOM, 1 B
TMamieHTiB 3 1oBeHUTHHUM [IcA. JI71s1 OLliHIOBaHHS JOBIOCTPOKOBOI OE3MEUHOCTI 3aIIAHOBAHO

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns

Meduuno20 3acmocyeants, 3ameepodcenoi ¢ Vipaini; KXJI3, po3nin 4.4 «OcobiuBi 3acTepekeHHs Ta 3a001KHI 3aX0/1H IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8

«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,

po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8

Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepoicenoi 8 Yrpaini
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[IOHAWMEHIIIE 5 POKiB MOJATBIIOT0 CIIOCTEPEIKEHHS.

e [Iporpama akTHBHOTO MiCISPEECTPALIIHHOTO HATJISLY 32 O€3MEYHICTIO JIIKApChKOTO 3aC00y B
MAIE€HTIB, SIKi OTPUMYBAJIM TOPALUTUHIO AJIS TIKyBaHHS MOJIAPTUKYJISIPHOTO IOBEHIJIBHOTO
171I0MaTHYHOTO apTPUTY Ta roBeHUTbHOTO [ICA, Ha mifcTaBl JaHUX 13 BpuTaHChKOTO peecTpy
MAIl€HTIB, sIKI OTpUMyBajH Oloyoriuni npenapaTtu i jdikyBaHHs FOIA. Ile mocnimkeHHs
JOTIOMOXE JIOCTIANTH B TIEBHOMY KOHTEKCTI 4YacTOTy sBHUI Oe3neku (BEHO3HY
TpoMO0EeMOOITit0, OMOPTYHICTHYHI Ta Ccepio3Hi iH(eKLii, 3I0SKICHI HOBOYTBOPEHHS
(BKITIOUHO 3 JiMGOMOIO Ta pakoM Jierens), nepdopanito KT, pusuk cepreBo-CyIMHHUX
3axBopioBaHb (3a BuHATKOM IM) (3okpema, MACE), IM, noBroctpokoBy Oe3mneky B
narientiB 3 nlOIA Tta miteit 3 IIcA (Hanpukiaza, MO0 3aTPUMKU pOCTy ab0 PO3BUTKY),
I[IMJI, cmepTHICTB 13 Oyab-IKuUX mpuuuH, nepenomu, peaktusaiis O, HMPIII Ta IXJI) y
narientiB 3 nHOIA, ski oTpumyBanu JiKyBaHHA TO(aUMTHHIOOM, 1 B TAlLi€HTIB 3
oBeHITbHUM [ICA. Jlyis  OIiHIOBaHHS JOBTOCTPOKOBOI OE3MEYHOCTI 3aIlIaHOBAHO
[IOHAWMEHIIIE 5 POKiB MOJATBIIOT0 CIIOCTEPEIKEHHS.

e CrocrepexHe micispeecTpauniiine gocnimpkeHHs oesnexu (Post-Authorisation Safety Study,
PASS) 3 MeTOI0 aKTHBHOTO HATJISITY 3a SBHUIAMU O€3MEKH, SKi MalOTh 0OCOOTMBE 3HAYCHHS,
cepen mamieHtiB 'y CHIA, ski oTpumyBanu TOGanmMTHHIO IS JIIKyBaHHS FOBEHIJILHOTO
11l0NaTUYHOTO apTPUTy, Ha MIACTaBl JaHMX 13 PeecTpy AJNBSHCY HOCHITKEHb AUTAYOTO
aprputy Ta peBmatoisiorii (Childhood Arthritis and Rheumatology Research Alliance,
CARRA): 1e 3ariaHoBaHe JOCHIKEHHS € JJOBTOCTPOKOBUM CITIOCTEPEKHHUM JOCI1KEHHIM
oesneunocti B CIIIA, sike 1oOmOMOXe OIIHUTH PU3UKHA PO3BUTKY 3JI0IKICHUX HOBOYTBOPEHB
(BximrouHO 3 niMpomoro, pakoM jerenb i1 HMPILD), IM, cepiio3Hux iH¢pekuiil (BKIIOYHO 3
OTIOPTYHICTUYHMMH), BEHO3HOI TpomOoeMOoii, TepesoMiB, a TaKOX OI[IHUTH
JOBrOCTPOKOBY Oesrneky B marieHTiB 3 mIOIA (Hampuknaa, moa0 MOpPYyIIeHb PocTy abo
PO3BHTKY).

o Jlocmimxennas A3921145 (10BrocTpokoBe BIIKpHUTE AOCTIHKEHHS BIJIAIICHUX PE3yJIbTaTiB
3actocyBaHHA ToauuTHHIOy /s nikyBaHHS FOIA) € moTouyHUM nociiKeHHsIM ¢a3u 2/3,
SIK€ TIPOBOAMTHCS JJII BU3HAYCHHSI JOBIOCTPOKOBOI OE3MEYHOCTI Ta TMEPEHOCHMOCTI Y
narieHTiB 3 NHOIA Ta roBeninbHuM [IcA (HampuKmIam, MO0 MOPYIIEHH POCTY abo
PO3BHUTKY). Y IIbOMY JAOCTIIPKEHHI TaKOX OI[IHIOBATUMYTh CTaOlIbHICTh €(PEKTHBHOCTI
To(aunuTUHIOy MiJ yac JiKyBaHHA 03HaK i cumnromis FOIA.

* KXJI3, po3nin 4.2 «Criocid 3acTocyBaHHS Ta JO3W» BIANOBLAAE po30iny « Cnocib 3acmocysanns ma 003uy iHcmpykyii 01 MeoudHo2o
3acmocysanns, 3ameepooicenoi ¢ Yxpaini; KXJI3, posnin 4.3 «IIpotunokasanus» BignoBinae po3diny «IIpomunoxasanusy incmpykyii 0ns
Meduuno20 3acmocyeants, 3ameepodcenoi ¢ Vipaini; KXJI3, po3nin 4.4 «OcobiuBi 3acTepekeHHs Ta 3a001KHI 3aX0/1H IPH 3aCTOCYBaHHI»
BifmoBinae po3diny « Ocobnusocmi 3acmocy8antsay iHcmpyKyii 01 MeouuHo2o 3acmocysanns, sameepodicenoi 6 Yxpaini; KXJI3, po3nin 4.8
«I1o6iuni peaxuii» BianoBinae po3diny «Ilobiuni peaxyiiy incmpykyii 01 meduuno2o 3acmocyeanns, 3ameepodxcenoi 6 Ykpaini; KXJI3,
po3zin 5.1 «dapmakoguHaMiKay BiNOBiA€E nidpo30iny « PapmakoOuHamikay iHcmpykyii 015 MeOUYHO20 3aCMOCY8ANHSL, 3AMBEPOICEHOT 8
Vrpaini; KXJI3, posain 5.2 «DapmMakoKiHETHKay BIANOBIAAE nidpo30iny « DapmMakoKiHemuxay iHcmpyKyii 0 MeOuuyHo20 3aCmocy8anHsi,
3ameepoicenoi 8 Yrpaini
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