IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

OJIEKCBYMIH

CKn1ao0:
Oitoua peuosuHa: ansbymin moautu (human albumin);

1 1 po3uuny mMicTuTh ansoyMminy moguau 200 r (BMicT anp0yMiHy TOBUHEH CTAHOBUTHU He MeHIe 95
% BMicTy OinKiB);

donoMidcHI peuoguHU: HaTpito KanpunaT, N-aneTuntpuntodaH, HaTpio XJIOPUA, BoAa A1 iH eKILin.

3aranbHa KinbKiCTb i0HIB HaTpito mopiBHIOE 130-160 MmMmons/n (3,33 1).

JlikapcbKka popMa. Po3uuH amns indyaii.

OcHo8HI (pi3uko-ximMiuHi 81acmuBocmi: MPO30PUH, 37IeTKa B'I3KUl PO3YKH, Maiixke 6e30apBHUM, Bif
JKOBTOTO 10 KOPUYHEBOTO ab0 3eJIEHOTO KOJILOPY.

®dapMaKoTepaneBTHYHA Ipya
KpoB Ta cnopigHeHi npemnapatu. KpoBo3aMiHHUKY Ta 6iKOBi (pakilil nina3mu KpoBi. AnsOyMiH.

Kon ATX BO5A AO01.

ImyHo102iuHi i Oion02iuHi 8 1acmusocmi
®apmakoOduHamika

AnvOyMiH TIOOUHU KiTbKiCHO CTaHOBUTH Oifbllle TIOJIOBUHYU YChOTO IIPOTEIHY MJIa3MHu i
67IM3bKO 10 % 3arampHOI KiTbKOCTI IPOTEIHY, CAHTE30BAHOT 0 IIEYiHKOIO.

AnvOymin mopuau 200 r/n BUusBL€E rinepoHkoTuyHuM eekT. HaliBaxmnuBiia ¢izionoriyna
byHKLig anmpOyMiHy - 1€ y4acThb B MiATPUMaHHI OHKOTUYHOT'0 TUCKY KPOBI Ta B ii
TPaAHCIOPTHUX QYHKLisIX. ATbOyMiH cTalini3dye MUPKyIol0Ynil 00’€M KPOBI i € TepeHOCHUKOM
TOPMOHIB, eH3UMIiB, JTiKapChKUX 3aC00iB Ta TOKCHUHIB.

IHimu

CrnenudivHi gasi mopo papMakoguHaMiYHUX BJIaCTUBOCTEN IpenaparTy y IefiaTpuyHil



IOy BigCyTHi.
dapmakoKkiHemuka

3a HOpMaJIbHUX YMOB 3arajibHuit 00’eM 00MiHy anb0yMiHy CTAaHOBUTD 4-5 r/Kr Macu Tifna, 3
sskux 40-45 % - B inTpaBacKynsspHOMYy i 55-60 % - B eKcTpaBacKynspHoMy mpoctopi. [IigBuIlleHa
IIPOHUKHICTH KaliNsapiB 3MiHIOe KiHeTUKY anbOyMiHy. [Ipy Takux cTaHax, SIK TAXKKi Omiku abo
CENTUYHUMU 110K, MOXKe BUHUKHYTU UOT0 aHOMaJIbHUU PO3IOMiN.

3a HOpMa/lbHUX YMOB CEpe[iHill epiod HaliBBUBENEHHS allbOyMiHy CTAHOBUTDL OU3bKO0 19
OHiB. BanmaHC MiX CHHTE30M i pO3MaioM 3a3BUYal HOCATAETHCS 3@ JOMOMOI00 PETYIIALil 3i
3BOPOTHUM 3B's13K0M. EjTiMiHallis BinOyBaeThCs IepeBakHO BHYTPIIIHbOKIITUHHO 3@ Y4aCTIO
IIpOTeas3u JIi30COM.

Y 3pmopoBux mo6poBonbiliB MeHIle 10 % BBeeHOTO anbOyMiHy 3ajUIIae
BHYTPIMIHbOCYQUHHUY IIPOCTIP IPOTATOM IIepPIINUX 2 FOOUH Iicid BBefeHHs. CllocTepiraeTecs
3HayHa iHAMWBifyanbHa Bapiallid y BIJIMBi Ha 00'€M I1a3Mu. V gesKuX IalieHTiB 06'eM mIa3Mu
Moxke OyTH MigBUINEHUM IPOTATOM OeKinbKoX roguH. OfHaK y MallieHTiB y KpUTUUHOMY CTaHi
anbOyMiH MOKe BUBOLUTHUCS i3 CYIUHHOTO IIPOCTOPY B 3HAUHIN KiTbKOCTi 3 HEIIPOTHO30BAHOI0
IIBUJIKICTIO.

Iimu

CrnenudivHi gasi moao GpapMaKOKiHETUYHUX BJIaCTUBOCTEN IIpenaparTy y IefiaTpUyHil
TIOTY TSIl BigCyTHi.

KriniyHi xapakTepucTHKH
Iloka3annsa

Jlikapchkuii 3acid ®nekcOyMiH 3aCTOCOBYIOTE AJISI BiTHOBIIEHHS i MigTpHMaHHS 00’eMy
ITMPKYJTI0I040i KPOBi IIpU IPOosiBax HEJOCTATHOCTI 00’eMy Ta y pa3i HeoOXimHOCTi
3aCTOCYBaHHS KOJIOIMiB.

Bubip anpOyMiHy, a He IITYYHUX KOJIOIMiB, 3a/IeXKUTh Bifl iHIUBiAyanbHOL KITiHIYHOI CUTYaIlil
[J1s1 KOXKHOTO TIallieHTa Ha OCHOBI OQIIiITHUX peKOMeHallii.

IIpomunoka3aHHus

[TigBullleHa YYTIUBICTH J0 anbOyMiHy abo m0 OyOb-gKOl 3 MONOMIXKHUX PEUOBHH IIpernapary.

Oco01uei 3axo0u 6e3nexku

Po34uH MOXXHa BBOOUTU 0e310CEPEeNHbO BHYTPILIHbOBEHHO, BUKOPUCTOBYIOUM OJHOPA30BUM
CTepUIbHUM amiporeHHuY indy3itiHui Habip. [Tepur HiXK BCTaBNATH iHQY3iHUN HabIp v



KOBIIAYOK HaKOHEeYHHWKa IaKeTa, K0ro CIifl Mpoae3iH(iKyBaTH BiflIOBiHUM aHTUCETITUKOM.
[Ticns Toro, K iHGY3iHUY HaOip MPUEOHAHO M0 aKeTa, BMICT ITaKeTa CJIifi BBOOUTHU
HerauHo.

Po3uuH ansOyMiHy HEe MOXKHA PO3BOAUTH BOMOIO s iH €KIIiN, OCKINTbKY 1€ MOXKE
CIIPUYMHUTHU Te€MOJIi3 y Malli€HTa.

[Tpu BBemeHHi BeTUKUX 00'€MIB CIIifl HarpiTu mpemnapar 0o KiMHaTHOI TeMIepaTypu abo 1o
TeMIlepaTypH Tijla nepeq 3aCTOCYBaHHSIM.

He BUKOpPUCTOBYBATH, IKIIIO PO3YUH MyTHUM ab0 MiCTUTH ocaf. Lle Moxke BKa3yBaTH Ha
HecTabinbHICTh MPOTeiHiB a60 3a6pyaHEHHS PO3UUHY.

He BUKOPUCTOBYBATHU MMAKET, SAKIIO MPOTEKTOP HaKOHEYHUKA MOIIKOIXKEHUY, Bill'eIHaHUN
abo BifCyTHiH.

He BUKOPHUCTOBYBATH IIPHU MOIIKOMXKEeHHI ITaKyBaHHA. 3HI/IH.II/ITI/I Inpu BUSIBIIEHHI BUTIKaHHSI.

[Ticns BiOKpUTTA IaKeTa Mpenapar CiIif BUKOPUCTATHA HeraHo. BCi HEBUKOPUCTaHI 3alUIIKN
PO34YKHY HeOOXigHO 3HUIIUTH BiTIOBIIHO OO MiCIIeBUX ITPABHUIL.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditu

CnenudiuHi B3aeMogil anb0yMiHy MTIOOUHY 3 iHITUMU JIiIKapChKUMU 3aco0aMu HeBiIoMi.
AnvOyMiH MIOOUHY He CIIif 3MilllyBaTH 3 iHIIMMHU JTiKAPCHKUMHU 3aco0aMu (KpiM
PEKOMEHI0BaHUX PO3YMHHUKIB), iIIbHOIO KPOB'I0 Ta €PUTPOLUTAPHOI0 Macow0. Ans0yMin
JIIOAVHY TAKOXK He CIIif 3MimyBaTu 3 0iIKOBUMY TifgposizaTaMu (HampUKiIam, A7 IapeHTeparbHOro
XapuyBaHHs) ab0 3 po3YnMHaMH, 1110 MIiCTAThH CIIUPT, OCKiIbKY I1i KOMOiHaIlll MOXKYTh IPU3BECTH 10
BUIIQ[ly IIPOTEIHIB ¥ ocaf.

Oco6.1ueocmi 3acmocyeaHHs

[Timo3pa Ha anepriuni abo aHadinakTHYHI peakilii BUMarae HerauHOTO MPUITUHEHHS
BBE[IEHHS ITPenapaTy. Y pa3i po3BUTKY LIOKY CJIif IPOBOAUTH CTaHOAapTHE JIIKyBaHHS.

AnvOyMiH il BUKOPUCTOBYBATH 3 00€PEXKHICTIO Y BUIIQMIKY TillepBojieMii Ta i HacinkiB abo
reMOAUIIOLIL, & TAaKOXK y iHIIKX BUNaAKaX, 10 MOXKYTh CTAHOBUTHU 0COONIMBUM PU3UK OIS
IalieHTa, TAaKUX fAK:

- OEeKOMIIeHCOBaHa CeplieBa HeJOCTaTHICTh;
- apTepianbHa TinepTeHsis;

- BapUKO3HE PO3IINPEHHS BEH CTPABOXOAY;
- HaOpSIK JIeTeHb;

- remMopariyHuii giates;



- TSI2KKa aHeMis;
- peHabHa Ta [IOCTPeHalbHa a’ypif.

KomnoigHo-ocMoTuuHuit edekT anbOyminy mogunu 200 r/m mpubau3HO OOPiBHIOE
YOTHPUPA30BOMY e(deKTy IIa3Mu KPOBi. ToMy mpu BBeeHHI KOHIIEHTPOBAHOTO allbOyMiHy
HeoOXiIHO JOTPUMyBaTHCh 00ePeKHOCTI ITpy 3abe3meyeHH] HaleXKHOI rigpaTariil naIji€eHTa.
Heo0xifmHO peTenbHO KOHTPOJIIOBATH CTaH MallieHTa, 1100 3aXUCTUTHU HOT0 Bifl HUPKYISTOPHOTO
IepeBaHTaXXKEeHHS Ta TimeprigpaTatil.

Po3uun ansbyminy mopuau 200 r/1 Ma€ BiTHOCHO HU3bKHY BMIiCT €JIEKTPOJIITiB TOPiBHSHO 3
po3uuHOM anbOyminy moguau 40-50 /. IIpu BBegeHH anb0yMiHY CITifi peryispHo mepeBipsaTu
eJIEKTPOJIITHUY CTaH MallicHTa i BXXUBATH HEOOXiMHUX 3aXO/iB [JIS BiTHOBJIEHHS Ta IMigTPHMaHHS
eJIeKTPOJIiTHOTO OanmaHcy.

®nekcoymin, 200 r/1, MiICTUTE HATPii.

[TakeT 00’emoM 50 m: nikapcekui 3aci6 ®nexcOymin MicTuTh 149,5-184 Mr HaTpio Ha MakeT, 1o
eKBiBasieHTHO 7,5-9,2 % pekoMmeHnoBaHol BOO3 mMakcrManbHOI 40OOBOI HOPMU CIIOKMBaHHS HATPil0
- 2 T - g5 DOPOCTIOl JIIOOVHM.

[TakeT 06’emoM 100 My: nikapchbkui 3aci6 ®nekcOyMin micTuTh 299-368 Mr HATpilO Ha MAKeT, 10
ekBiBanmeHTHO 15-18,4 % pekomennoBanoi BOO3 MakcuManbHOI 1OOOBOI HOPMHU CIIOKHUBAHHS HATPi0
- 2 T - Oy1s TOPOCTIOi JTIOOUHH.

Y pasi HeoOXimHOCTI 3aMiHM ITOPIBHSIHO BETMKUX 00’ €MiB KPOBI CIIiT KOHTPOJIIOBATH
KOaryJisLito i reMaTOKPUT. [ToTpi6HO moTpuMyBaTUCsS 06€pEKHOCTI Mmif Yac 3abe3nedyeHHs
BiAITIOBigHOI 3aMiHU iHIITNX KOMIIOHEHTIB KPOBi ((paKTOpiB Koarysilii, eIeKTPOJIiTiB, TPOMOOLUTIB Ta
E€PUTPOLIUTIB).

fAKII0 Jo3yBaHHSA Ta IIBUAKICTD iHGY3il He BiANOBiai0Th CTaHy KPOBOOOITY MallieHTa, MOXKe
PO3BUHYTUCA TillepBOJieMis. [Ipu nmepmmx KIiHIYHEX MPOSIBaX CEPIEBO-CYAUHHOTO
TIepeBaHTaXXeHH (rONIOBHUM Oiflb, 3aAMINKA, 3aKyIIOPKa IPEMHUX BeH) ab0 Ipu MigBUIIIEHH]
apTepianbHOTO TUCKY, IMiABUINEHH] IIeHTPaIbHOT0 BEHO3HOT'0 TUCKY i HAOPSKY JIeTeHiB CJIif HerauHo
IPUIMHUTY BBEIEHHS IIperapary.

CraHOapTHi 3aX0Ou LIOAO MONEepeAKeHHs nepenaydi iHeKIiil Ipyu 3aCTOCYBaHHI JTiKapChKUX
IIperapariB JIIOACHKOI KPOBi a00 Iy1a3Mu BKIIIOYalOTh Bii0ip OHOPIB, TePEBiPKYy OKPEMUX
TIOPIIi JOHOPCHKOI MJIa3MM Ta IYJIiB MJIa3MH 3a ClieludiyHUMU MapKepaMu iHQeKIIid Ta
3aCTOCyBaHHS e()eKTUBHUX 3aXOMiB A1 iHaKTHBallil/BUOaleHHs BipyCiB mif 9ac
BUPOOHUIITBA. He3Baxkaouy Ha Iie, TPY BBEJEHHI JIIKAPChKUX 3aC00iB, BUTOTOBIIEHHUX i3 KPOBi aGo
IJIa3MHM JIIOOUHK, He MOXHa I[iJIKOM BHK/IIOUHTH MOXKJIUBICTh Iepenadi indekninHux arenris. Lle
TAKOX CTOCYEThCS HEBiOMUX a00 HOBUX BipyCiB Ta iHIIKMX ITAaTOTEHIB.

HeMae manux, II0 MiATBEPOXKYIOTh DaKT Iepenadi BipyciB 3 anbOyMiHOM, BUPOOIEHUM
HaJIe?KHUM YMHOM BifIIIOBIOHO M0 crnenudikailiii €BporneicbKol papMakoIel.

HaranpHO peKoMeHOy€eThCs (HikKCcyBaTH Ha3BY i HOMeD cepii mpemnapary Iopa3y pu BBeeHHi
nauieHTy npemnapaty ®nekcOyMiH 3 METOI0 BCTaHOBJIEHHS 3B’SI3Ky MiX IalliEHTOM i cepi€eio
Ipemnapary.



Himu

Iawui momo 3acTocyBanus ®nekcOyminy, 200 r/m1, miTsim oOMexkeHi. 3aranbHi 0COOMUBOCTI
3aCTOCYBAHHS TAaKOX CTOCYIOTHLCS L€l TPYIMH Malli€HTiB.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00r0
BaeimHicmb

be3neka 3acToCyBaHHA IIpelapaTy BariTHUM XIiHKaM Y KOHTPOJIbOBAHUX KIIIHIYHUX
OOCIIIXKEeHHSX He BCTAHOBJIeHA. AJle KITiHiYHWY HOCBiJ 3aCTOCYBaHHS anbOyMiHy He BUSBUB
IIKiITUBOTO BIJIUBY Ha Mepebir BariTHOCTI, IJIif Ta HOBOHAPOMXKeHoro. [IpoTe MeguyHi mpalliBHUKH
TIOBUHHI 3BaXKyBaTH MOTEHIIMH] pu3uku i mpu3Hadatu ®nekcOyMiH nuile 3a HaraabHOI IOTPEOU.

I'odysaHHs 2py00io

Heo6ximHo mpuiiMaTy pillleHHs PO MIPUNUHEHHS TOOyBaHHS rPyaaio abo yTpuMaHHS Bif
Teparii ®nexcOyMiHOM 3 OTJIIAY Ha KOPUCTH Biff TPYOHOTO BUTONOBYBAHHS IJIsT IUTHHU Ta
KOPUCTh TepaIllil aJ1s XKiHKHU.

depmuibHiCMb
BrnuB ans0yminy Ha GepTUNIbHICTL He [OCTioXKyBaBCs.

IocnipKeHHs BIJIMBY IIpelapaTy Ha PENPOAYyKTHUBHY (PYHKIII0 y TBAPKH HE MPOBOAUINCH.
EKcriepuMeHTaIbHi JOCTiIXKEeHHS Ha TBapMHaX HEJOCTATHi IS OLiHKK Oe3MeKu [Jis
PETnpOoOyKTUBHOI (QYHKIIiI, pO3BUTKY eMOpioHa abo miopa, mepediry BariTHOCTI, lepen- Ta
iCIISITI0ONIOTOBOTO PO3BUTKY. BTiM, anbOyMiH NTIOIUHM - 1le 3BUYaliHa CKJIafloBa KPOBi JIIOOUHU.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu

He cmocTepiraBcs BIJIUB Ha MOXKJIUBICTh KEPYBaTH aBTOTPAHCIOPTOM ab0 iHIIUMHU
MeXaHI3MaMu.

Cnoci6 3acmocyeaHHs1 ma 0o3u

KoHueHTpalio ans0yMiHy, JO3yBaHHS Ta MIBUAKICTE iHGY3ii HeoOXigHO migbupaTy 3amexkHO
Bif iHOMBigyanbHUX MOTPeO MallieHTa.

[Taket 06’emoM 100 mn micTuts 20 r ansO6yMiHy TIOOUHMU.
[TakeT 06’emoM 50 My MicTuTh 10 T anbOyMiHy TIOOUHY.

Ho3ysaHHA



HeoOximHa go3a 3ajekuTh Bi MacH Tifla Nalli€HTa, CTYIEeHs TSIXKKOCTi TpaBMH abo XBOpoOH,
Bif TpuBanoCTi BTpaT pifunHu Ta Oinka. [o3y noTpiOHO BU3HAYATH 3@ 00'€MOM LUPKYIIIO0YO0]
KPOBi, a He 3a piBHEM ajb0yMiHy B IJIa3Mi.

[Ipu BBeOeHHI anb0yMiHy TIONUHY HEOOXiOTHO PETYNSIPHO IEePEeBipsTH reMOguHaMIuHi
XapaKTepPUCTUKY, 110 BKIOYAIOTh:

- apTepiaJbHUY TUCK KPOBI i 4aCTOTY IyJIbCY;

- [IeHTPaJbHUY BEHO3HUU THUCK;

- THCK 3aKJIMHIOBaHHS JIeTeHeBol apTepii;

- niypes;

- KOHIIEHTPAIIiI0 eJIeKTPOJIITiB;

- reMaTOKPUT/TeMOTI00iH;

- KJTIHiYHI IPOSBY KapAioIoTivyHOol/pecnipaTOpHOl HeAOCTAaTHOCTI (HaIpuKiIaf JUCITHOE);

- KJTiHIYHi IPOsiBY MigBUIIEHHS BHYTPIUTHEOUYEPEITHOTO TUCKY (HAIIPUKIIa[ IOJIOBHUMN
0inp).

Cnocib ssedeHHA

®nekcOyMiH MOKHA BBOJUTH BHYTPIIIHHOBEHHO 06e3MocepeqHbo abo Iicisi po3BefeHHS
i30TOHIYHUM PO3YKMHOM (Hampuknam 5 % po3unHoM ImoKo3u abo 0,9 % po3unHOM HATPi0
XJI0puAy). IHCTPyKIIii 111010 BBeIEHHS JTiIKapChKOr'0 3ac00y Iepes 3aCTOCYBaHHSIM [IUB. Y
po3mini «OcobnuBi 3axony Oe3meKu».

[IBupKicTh iHGY3il HeoOXimHO migOupaTH 3rifHO 3 iHOUBiTyanTbHUMHU 00CTaBUHAMM i
IoKa3aHHAMHU. [Ipu nna3madepesi mBuakicts iHdy3il HeobxigHO mMigOupaTH BigMOBIIHO IO
IIIBUOKOCT] BUBEIEHHS.

Himu

Kniniuni mocmigkenHs 60e3mneky Ta e(peKTUBHOCTI 3aCTOCYyBaHHS mpemnapaTy ®rnekcOyMiH 3a y4acTio
Malll€HTIB AUTAYOr0 BiKy He IPOBOAUIIKCE.

Iani momo 3actocyBanHst @nmekcOyminy, 200 r/m, miTam oOMexXeHi, TOMy peKoOMeHaalil oo
[O3yBaHHS He MOXKYTb OyTH HaflaHi. 3arasoM mpemapar CIif IpU3HavyaTH Iill Tpymi malieHTiB, Iuie
SIKII[O TIepeBaru 3aCTOCyBaHHS SIBHO IlepeBakaloTh IIOTEHLIMHI pPU3UKH.

Ilepedo3yeanus

K110 mO03yBaHHS Ta IIBUAKICTb BBEJEHHS HaATO BUCOKi, MOXKe BUHUKHYTHU TillepBOJIEMis.
[Tpu mepmux KIiHIYHUX TPOSIBAX CEPLIEBO-CYIUHHOTO ITepeBaHTaxKeHHs (rOJI0OBHUY Oinb, 3aUIIKa,
3aKyIlOpKa SpeMHUX BeH), IPY MiABUIIEeHHI apTepialbHOr0 TUCKY, MiABUILEHHI [IEHTPaIbHOI 0



BEHO3HOTO THCKY Ta HAOPSKY JIET€Hb CIIiJl HeraHo MPUIUHUTY BBEOEHHS i pETeIbHO KOHTPOJIIOBATH
reMOOVHAaMIuHI ITOKa3HUKHY IIallicHTa.

ITo6iuni peakuii
Peswome npoginto 6e3nexu

Peakxi1il 1erkoro CTymeHs TSKKOCTI Ha PO3YUH JTIOICHKOTr0 abOyMiHYy, Taki SIK IPUTIINBH,
KPOIUB'THKA, INXOMaHKa Ta Hy[I0Ta, BUHUKAIOTh PifKo. Li peakiiil 3a3BrU4ail MIBUAKO
3HMKAIOTh, KOJIM IIBUKICTh BBEJIEHHS CIIOBiIbHIOIOTH a00 BBEIEHHS IPUIUHSIIOTE. [[yKe
PiOKO MOXKYTb BUHUKATH TAXKKi peakilil, Taki IK IIOK. Y IMX BUAMIagKaX BBEJEeHHS CIIif
IIPUIIMHUTHY Ta PO3I0OYATH BifIOBIgHE JIIKYBaHHS.

KpuTepii OlLIiHKK 4aCTOTH PO3BUTKY IOOIYHUX peaklIliili mpemnapary: oyxe dacto (= 1/10); yacto
(= 1/100 mo < 1/10); mewacTto (= 1/1000 mo < 1/100); pigko (= 1/10000 mo < 1/1000); ogy=xe pimko
(< 1/10000); yacToTa HeBimoMa (4acToTa He MOXkKe OyTH BCTAHOBJIEHA 3 HASBHUX JaHUX).

Kiac cucremu Hyxe YacTo Heuacto Pigko Hyxe pigko
OpraHiB 4acTo
3 00Ky iMyHHOI aHadinakKTUYHUN
CHUCTEMH 10K
3 OOKY LIIYHKOBO- HyfoTa
KUIITKOBOT'O TPAKTy
3 OOKy LIKipu Ta rimepemis,
MiOMKIPHUX TKAaHUH IKipHi
BUCHUIIaHHS
3aranbHi po3nagy Ta rapsuka

CTaH Miclli BBEJEHHS

[Tig yac micnsipeecTpallifHOro Haraaay Oyau OTpuMaHi MTOBIHOMIIEHHS PO HUXK4Ye3a3HavyeHi
no6iuHi sBUIA, gKi 3rimHo 3 Knacudikaniero MedDRA nopaHi 3a GyHKITIOHaTbHUMHU
CHCTeMaMH OpraHi3aMy, i3 BUKOPHUCTAaHHSM IIEPEeBaXKalouoro TepMiHa y MOPSAKY TAKKOCTI 1X
IIPOSIBY:

- 3 6oky imyHHOi cucmemu: aHa(imaKTUYHI peakilil, mMigBUIleHa YyTINBICTh/anepriuni
peaxiiii;

3 60Ky Hepsosoi cucmemu: TONOBHUM Oilb, IUCTEB3is;

3 60Ky cepus: iHpapKT Miokapaa, GibpumsIlis nepencepab, TaXikapmis;

3 60Ky cyOuH: apTepianbHa TilTOTEH3is;

3 60Ky OuxanvHOi cucmemu, opaaHie 2pyoHOoI KaimKu ma cepedocmiHHA: HaOPSIK JIeTeHb,
3a[IUIIKA;

- 3 60Ky W/YHKOBO-KUWKOB020 Mpakmy: OII0BAHHS;



- 3 00Ky wKipu ma niOwkKipHux mKkaHuH: KPOIIUB THKA, CBEPOixK;
- 3a2anvHi po3/1adu ma cmaH Micys e8edeHHs: 03HO0.

Hani mopo moOiyHUX peakxlii Mpu MPOBeeHH] KITiHIYHUX OOCITigXXeHb IIpernapaTy
®nekcOyMiH (TIOOWHYU) BiACYTHI.

[ndopmariiito 3 6e3neku momo 3amnobiraHus nepegayi 30yqHUKIB iHGEKIIiN TPy 3aCTOCYBaHHi
niKapchKOro 3acofy BKazaHo y po3mimi «OCoOIMBOCTI 3aCTOCYBAHHS».

Himu

CrnenudiyHi gaHi momo nefiaTpU4HOL MOMY ALl BiACYTHi.

ITogidomaeHHs npo Ni003pr8aHi NobiuHI peakuii

[ToBimoMmeHHs mpo noOiYHiI peakilii mics peecTpaliil TiKapcbKoro 3aco0y Ma€ BaK/IUBe
3HauyeHHA. Lle mae 3MOry IpOBOAUTYA MOHITOPUHT CIIiBBIOHOIIEHHS KOPUCTh/PU3UK IIPU
3aCTOCYBaHHI LIbOTO JIIKapChKOTO 3ac00y. MequyHUM Ta hapMalleBTUUHUM IpalliBHUKAM, a
TAKOX TallieHTaM a0o iXHiM 3aKOHHUM IIPeICTaBHUKAM CJIifl TOBiJOMIISATH IIPO YCi BUTIAIKU
nimo3poBaHuX M00IYHUX peakKlliit Ta BiiCyTHOCTI e()eKTUBHOCTI JTiKapChKOTO 3aco0y yepes
aBTOMaTH30BaHy iHpopMalinHy cucteMy 3 ¢papMakoHarnsany (https://aisf.dec.gov.ua).

Tepmin npudamuocmi

3 POKH.

YMmoBH 30epiraHusi
30epiratu npu TemnepaTtypi He Butie 25 °C.

30epiraTy y HEJOCTYITHOMY I AiTen Micii!

Hecymichicmb

JlionchKuii anbOyMiH He MOXKHa 3MilllyBaTH 3 iHIIMMU JIiIKapCbKUMU 3aco0aMu (3a BUHSATKOM
3a3HaveHux y po3aini «Crmocid 3acTocyBaHHS Ta H0O3U»), LiJTbHOIO KPOB'I0 Ta €PUTPOIUTAPHOIO
Mmacoo. Kpim Toro, mrogcekuit ans0yMiH He CJIif 3MilyBaTH 3 rigpoiisaTaMu 6ifka (Hampukiag, gis
TIapeHTepaNbHOr0 XapuyBaHHs) a00 PO3YMHAMH, IO MICTSTh CIIUPT, OCKiNIbKY TaKi KoMOiHa1ii
MOXKYTh CIIPUUMHATH IpeluIiTaniio 0inka.


https://aisf.dec.gov.ua

VnaxoBka

I[To 50 mn y nomnieTuneHoBoMy nakeTi; mo 1 ab6o mo 24 makeTu pa3oM 3 iHCTPYKII€EO A
MeUYHOTO 3aCTOCYBaHHS MpenapaTy B KAPTOHHIM KOPOOLIi.

[To 100 mn y nosieTuneHoBoMy makeTi; Mo 1 abo mo 12 nakeTiB pa3oM 3 iHCTPYKIi€0 s
MeIUYHOTO 3aCTOCYBaHHS MpenapaTy B KAPTOHHIM KOPOOLIi.

Kareropis Bignycky

3a pelemnToM.

Bupoo6HuK

Takema Manydexkuypinr Asctpist AT', ABctpis / Takeda Manufacturing Austria AG, Austria.

Micue3HaxoaKeHHsI BHPOOHHKA Ta agpeca MiClsi MpoBaJXeHHs MOro TisIbHOCTI

IapycTpimrpacce 67, 1221 Bigens, ABctpis / Industriestrasse 67, 1221 Vienna, Austria.



