3ATBEP/’)KEHO
Haxka3 MinicTepcTBa
OXOpOHM 310pOB’sn YKpaiHu
01.06.2020 Ne 1285
PeecTpauiiiHe nocBigueHHs

Ne UA/18128/01/01
IHCTPYKIIA
AJIS1 MEAMYHOTO 32CTOCYBAHHS JIKAPCLKOTo 32¢00y
OJIEKCBYMIH

Cknao:

diroya peyosuna: human albumin;

1 1 po3unHy MicTuTh ansbyMiny moanHu 200 r (BMICT anbOyMiHy MOBMHEH CTAHOBUTH HE MEHILE
95 % BMicty 6inkiB);

O00NoMidiCHi pe4oguHuU: HATPIIO Karnpuiar, N-auetuntpuntodaH, HaTpito XJOpUI, BoAA IS iH’ €KL,
3arajibHa KiJIbKiCTb iOHIB HaTpito gopiBHioe 130-160 mmonb/a (3,33 r).

Jlikapebka dopma. Po3uuH ais iHdy3iid.
OcHogHi ghizuxo-ximiuni enacmueocmi: Npo30puH, 3nerka B’A3kuii po3umnH; mMaiixe Ge3bapBHMiA, Bif
YKOBTOrO 10 KOPUUHEBOTO ab0 3€JIEHOTO KOJIbOpY.

dapmMakoTepaneBTHYHA rpyna.

Kpog Ta cnopigHeHi npenapati. KpoBozamiHHMKH Ta 6inkoBi ¢pakuii niazmMu kpoBi. AibOyMiH.
Kon ATX BOSA AO1.

ImyHonoziuni i 6ionoziuni enacmueocmi.

DapmarxoduHamixa.

AnbOyMiH MIOAMHU KiJIbKICHO CTaHOBUTH Oijblu€ MOJIOBUHH YCHOTO NMPOTEIHY Ma3MH i GJIM3bKO
10 % 3aranbHOT KiIbKOCTI NPOTETHY, CHHTE30BAHOTO MEYiHKOIO.

Anbbymin moaunu 200 r/n BusBnsfe rinepoHKOTHYHWI edekt. HailiBaxknusiwa ¢isionoriuna
¢byHKUi anbOyMiHy — L€ y4acTb B MiATPUMaHHI OHKOTHYHOIO THUCKY KpOBi Ta B i1 TpaHCMOPTHUX
¢byHkUiax. AnsOyMiH cTabinizye LUpKyOUKii 06’€M KPOBI i € NEPEHOCHHKOM FrOPMOHIB, €H3UMIB,
JikapcbKux 3aco0iB Ta TOKCHHIB.

Himu

Cneundiyni nani woao ¢papMakoMHaMiyHUX BJIACTHBOCTEH Npenapaty y neaiaTpuuHiit monmynsauii
BiICYTHi.

dapmakoxinemuxa.

3a HopMaJIbHUX YMOB 3arajbHui 06°eM 0OMiHy anb6yMiHy cTaHOBHUTB 4-5 I/Kr MacH Tina, 3 akux 40-
45 % — B iHTpaBackynsapHoMmy i 55-60 % — B ekcrpaBackynsipHomy mnpocrtopi. IlinsuiueHa
NPOHUKHICTb KamijspiB 3MiHIOE KiHETUKY anbbyminy. [lpu Takux craHax, fiK TsXKKi onikun abo
CENTUUHUIA LWOK, MOXE BUHUKHYTH HOr0 aHOMalbHUI pO3MOAit.

3a HOpMajlbHUX YMOB CepelHiil nepioj HaniBBUBEAECHHs albOYMiHYy CTaHOBUTH O/iM3bko 19 aHiB.
BanaHc Mix CHHTE30M i po3MafoM 3a3BHYail JOCATAETHCS 3a AOMOMOrOK peryisauil 3i 3BOPOTHUM
3B’a3Kk0oM. EniMiHauig BinOyBaeThCA nepeBaXHO BHYTPILLHBOKIIITUHHO 32 YYacTIO MPOTeasu J1i30CoM.
V 3popoBux nobpoBonbuiB meHue 10 % BBeaeHoro anbOyMiHy 3anuiuiae BHYTPilIHbOCYAMHHHIA
NpOCTip MPOTAroM NepItMX 2 roadH nicns BeeAeHHA. CHocTepiraeTbcs 3Ha4yHa iHAMBIAYyanbHa
Bapiallif y BIUIMBI Ha 06°eM muasMu. Y JeAKMX nauieHTiB 06’°eM niasMu Moxe OyTH migBULILEHUH
NPOTAroM AeKiNbKOX roauH. OlHaK y NauieHTiB Y KPUTUUHOMY CTaHi anbOyMiH MOXKE BUBOAUTHCS i3
CYMHHOIrO MPOCTOpY B 3HAUHi KiIbKOCTI 3 HEMPOrHO30BAHOIO LIBHKICTIO.

Himu // » ///l



CneuundiuHi aani o0 papMakoKiHETHYHMX BNACTHBOCTEl Mnpenapary y neaiatpuuHii nonynsauii
Bi/ICYTHi.

Kainiuni xapakrepucTuku.

Ilokazanna.

BigHoBneHHs | miaTpuMaHHA 06’eMy LMpKyasAuil KpoBi MpH NposiBaX HENOCTAaTHOCTI 06’eMy i
HeoOXiAHOCTI 3aCTOCYBaHHA KONOTAiB.

Bubip anbbyMiHy, a He IITY4YHUX KOJOINIB, 3aN€XWUTh BiJ iHAWBiAYyanbHOI KNiHIYHOI cUTyaLil AN
KOXCHOTO MaLi€HTa Ha OCHOBI OQiLliHHUX pekoMeHaaLiii.

Ilpomunokazanus.
[TinBuinexa yyTiuBicTh 40 anbOyMiHy a0 10 Oyab-AKOT 3 JONOMIXKHHUX PEYOBUH Npenapary.

Ocobnusi 3axo0u 6e3nexu.

Po3unH MoxxHa BBOAMTH 6€3MOCEepeAHBO BHYTPilIHHOBEHHO, BHKOPMCTOBYIOUM OJHOPa3OBHid
CTepUIbHUIA aniporeHHuit iHy3iiHui Habip. [lepuw Hix BcTaBnaTh iHQYy3iliHuMi Habip y KoBNayok
HaKOHEYHWKa MakeTa, ioro cnia npoaesindikyBaTy BiAnoBiAHUM aHTHcenTHKoM. [licnsa Toro, sk
iHy3iiiHuit Habip npreaHaHO 10 NMakKeTa, BMICT MakeTa CiliJi BBOAUTH HEraiHo.

Po3unH anb6ymiHy He MOXXHA PO3BOJAMTH BOJAOK AJA iH’€KLUiH, OCKIJIbKM Lie MOXE CMPUYMHHUTH
reMoJii3 y rnauieHra.

[Ipn BBeneHHi Benukux 06’€MiB chniji HarpiTH npenapatr 10 KiMHAaTHOI TeMmepaTypd abo [0
TEMMEPaTypH Tijla Nepes 3aCTOCYBAHHSIM.

He BuxopucTOByBaTH, fKIIO pO3YMH MYTHHI abo Mictuth ocan. lle Moxke BkasyBaTu Ha
HecTabiNbHICTh NPOTETHIB ab0 3a6pyAHEHHSA PO3UYUHY.

He BHMKOpHCTOBYBaTM MakeT, SKLO MNPOTEKTOP HAKOHEYHHWKA MOLUKOJOKEHWH, Bia’e€aAHaHuil abo
BiZICYTHiiA.

He BukopHCTOBYBaTH NpH NOLIKOMKEHHI NaKyBaHHS. SHULIUTHA NP BUABJICHHI BUTIKAHHS.

[Ticna BiAKpUTTA Milika npenapar ciili BUKOPUCTaTH HeraiHo. Bci HeBHKOpHMCTaHi 3aiMILIKH
po34MHYy HeoOXiHO 3HULIMUTH BiAMOBIAHO A0 MICUEBUX MpPaBUIL.

B3aemooia 3 inmuumu nikapcokumu 3acobamu ma inwi 6uou 83aEmMooii.

CneuudiuHi B3aemoail anb6ymiHy JIOAUHM 3 iHLIMMH JliKapcbKUMHK 3aco0aMH HeBioMi. AnbOyMiH
JMIOJMHM HE CHiA 3MillyBaTH 3 IHUWIMMH JiKapcbKUMM 3acobamMu  (KpiM pEKOMEHIOBAHMX
PO3YMHHUKIB), LINBHOIO KPOB’IO0 Ta €PUTPOLMUTAPHOI0 Macol0. AJNBOYMIH JIOAMHU TAKOX HeE CIIij
3MilllyBaTH 3 MPOTETHOBMMHU TifpoizaTaMu (HampuKiall, i3 napeHTepaibHUM XapuyBaHHsM) abo 3
pO3UMHaMHU, WO MICTATb CMUPT, OCKIIbKHM Ui KOMOiHaLii MOXYTb NPU3BECTH 10 BUNALY NPOTEIHIB y
ocaj.

Ocobnueocmi 3acmocy8anua.

[Tinospa na anepriudi abo aHadinakTHUHiI peakilil BUMara€ HEraiHOro MPUNHUHEHHS BBEACHHS
npenapary. Y pasi po3BUTKY LIOKY CJliJi MIPOBOAUTH CTaHJAPTHE JiKyBaHHS.

AnpOyMiH cllii BUKOPUCTOBYBATH 3 O0OEpEXXHICTIO Y BMMaAKy rinepsoiemii Ta il HachiakiB abo
reMOAMMOLIl, Ta Y IHIUMX BUMAAKax, L0 MOXYTb CTaHOBMTH OCOOJIMBMI PHU3MK A Malli€eHTa,
Harnpukian:

- JIEKOMIIEHCOBaHa cepLeBa HEAOCTATHICTD;

- apTepiajibHa rinepreHsis;

- BapUKO3HE PO3LUMPEHHS BEH CTPABOXOLY;

- Ha0psK JereHb;

- remMopariuHuii piares;

= TAXKKA aHeMis;

- peHanbHa Ta NocTpeHalbHa aHypis.

KonoigHo-ocMoTHuHui edekT anbbyminy moanuu 200 r/n npubnu3HO JOPiBHIOE YOTHPHUPA30BOMY
edekTy nnasmMu Kposi. ToMy npu BBEAEHHI KOHLIEHTPOBAHOTO anb0yMiHy HEOOXiqHO AOTPHUMYBATHCH
obepexHOCTI Mpu 3abe3neyeHHi HaleXxHOT rigpaTauii nauieHta. Heo6xiaHo petesibHO KOHTPOIIOBATH
CTaH naui€eHTa, 1Wob 3aXUCTUTH HOro BiJ LIMPKYJATOPHOro NepeBaHTaXKeHHs Ta rinepriaparauii.




Po3uun anbbyminy moauHu 200 r/n Mae BiJHOCHO HW3bKHUH BMICT €JIEKTpOJITIB MOPIBHAHO 3
po3unHoM ansOymiHy moanuu 40-50 r/n. Tlpu BBeseHHI anbOyMiHy ciii peryyispHO NepeBipATH
ENEKTPOJITHUHA CTaH MauieHTa i BXHUBAaTH HEOOXiHUX 3aXOAiB [UIsl BiZAHOBNEHHS Ta MiATPUMaHHS
€NIEKTPONITHOrO 6anaHcy.

®nekcbymin, 200 r/n, MiCTUTb HaTpik.

[Naker 06’emom 50 mia: nikapcbkuii 3aci6 @nexcOymin Mictuth 149,5-184 Mr HaTpito Ha nakeT, WO
ekBiBaneHTHO 7,5-9,2 % Bix pekomeHnaoBaHoi BOO3 makcuManbHOi 1060BOT HOPMU CNOXKHMBAHHS
HaTpito — 2 r — /14 AOPOCIIOT JIIOAUHMU.

[Maxet 06’emom 100 ma: nikapcbkuii 3aci6 @nekcOyMmiH MicTUTh 299-368 Mr HaTpito Ha maker, IO
ekBiBaneHTHO 15-18,4 % Bin pexomengoBanoi BOO3 makcuManbHoi 1060BOT HOPMH CMOXKWUBAHHS
HaTpilo — 2 © — AJ1s IOPOCIIOT JIIOAUHMU.

[Ipn HeoOXiaHOCTI 3aMiHM MOPIBHAHO BEJMKUX 00’€MiB KPOBi CJii KOHTPOJIOBATH KOAryJsLito i
rematokpuT. Cni noTpuMyBaThcs obepexxHOCTi npu 3abe3neuyeHHi BiAMOBIAHOT 3aMiHM iHLIMX
KOMIIOHEHTIB KpoBi ((akTopiB Koarynsuii, e1eKTpoiTiB, TPOMOOLMTIB Ta EPUTPOLMTIB).

Skuwo no3yBaHHS Ta WIBMAKICTH iHQY3ii HEe BiAMOBiJalOTH CTaHy KpOBOOOIry nauieHTa, MOXe
po3BUHYTHCA rineposiemis. [Ipy nepiumx KaiHIYHUX NPOABaX CEPLEBO-CYANHHOTO MepeBaHTAXEHHS
(ronoBHUit Oinb, 3aaMllika, 3aKyNOpKa SpEMHUX BeH) abo MpH MiJBUILEHHI apTepiajlbHOrO THCKY,
MiABULIEHH] LEHTPaNbHOrO BEHO3HOTO THCKY 1 HAOpsKY JIereHiB ciiji HerailHO NPUIIMHHUTH BBEACHHS
npenapary.

CranpapTHi 3axoiu LIOAO MOMNepe[XeHHs nepenadi iHdekUidi npu 3acTocyBaHHI JlIKAPChbKUX
npenapariB MOJACbKOI KpoBi ab0 Mia3Mu BKJIOYAIOTh BiAOIp AOHOPIB, MEPEBIPKY OKPEMHUX MOPLIiH
JOHOPCHKOI Mila3MK Ta MyJiB Mia3MHu 3a cneuudiyuHuMu Mapkepamu iHdekuiil Ta 3acTOCYBaHHS
ed)eKTUBHUX 3aXO0/iB JUIs iHAKTUBALLil/BUAANEHHS BipyCiB nija yac BUpoOHUUTBA. He3Baxaiouu Ha ue,
NpH BBEAEHHI JlikapcbkHX 3ac06iB, BUTOTOBIIEHUX i3 KPOBi ab0 njia3Mu JIIOAMHH, HE MOXKHA LIIJIKOM
BUKJIFOYHTH MOXIIMBICTH Mepeaadi iHdekuidHux areHTiB. Lle Takox crocyerbcs HeBigjomux abo
HOBHMX BIipYCIiB Ta iHILIMUX MAaTOrEHIB.

Hemae panux, wo niareepaxytoTh ¢akT nepepadi BipyciB 3 anb0ymMiHOM, BUpOOGIEHUM HaJIEKHUM
YHMHOM BiJNOBiAHO o crneuudikauiii €sponeiicbkol Gapmakoner.

PekomMeHayeTbCs HaranbHO 3amMCcyBaTH Ha3By i HOMep cepii mpenapary LoOpa3y NpW BBEAEHHI
nauieHTy npenapaty ®nexcOyMiH 3 MeETONH BCTAHOBJIEHHS 3B’A3Ky MiX NaLi€HTOM i cepieto
npenapary.

Himu

Hani wopo 3acrocyBanHs ®nexcObyminy, 200 r/n, aitTaM obmexeHi. 3aranbHi oco6yMBOCTI
3aCTOCYBaHHS TAKOX CTOCYIOThCA L€l IPYNH MaLlieHTiB.

3acmocysanns y nepioo eazimmocmi abo 200yeanus zpyooio.

Bazimuicme

Be3neka 3acTocyBaHHS MpernapaTy Yy BariTHHX XiHOK y KOHTPOJNbOBAHUX KMiHIYHUX JOCiIKEHHAX
He BCTaHOBJIeHa. AJle KIiHIYHHIA 10CBiJ 3aCTOCYBaHHs albOYMiHY He BUSBUB LLIKiJIMBOTO BILIMBY Ha
nepebir BariTHOCTI, NJij Ta HOBOHapopkeHoro. [Ipore, MeanUHI NMpauiBHUKKY MOBHUHHI 3BaXKyBaTH
noTeHUiiHi pu3KkH i npusHayatn OnekcOyMiH e 3a HaranabHOT NOTPeOH.

T'ooysanus 2pyooio

HeobxiaHo npuiiMaTu pilleHHS Mpo NMPUNUHEHHS rOAYBaHHA rpyjuio abo yTpUMaHHA Bij Tepamnil
®nexcOyMiHOM 3 OrNsAAY HA KOPUCTD Bifl PYAHOrO BUTOAOBYBaHHS i AUTHHU Ta KOPUCTb Tepanii
JUIS1 KIHKH.

DepmunvHicms

Edektu ansb6ymiHy Ha GpepTHABHICTD HE AOCHIIKYBaNUCA.

JlocnipkeHHsT BNNIMBY Mpenapaty Ha penpoAyKTMBHY (YHKLUiO Yy TBapuH He TMPOBOAMIIKCE.
ExcniepiMeHTaNbHI J0OCAiIXKEHHS Ha TBapMHaX HENOCTaTHI AJs OUiHKW Oe3neku penpoayKTHBHOT
¢yHKuUii, po3BUTKY eMOpioHa abo nnoja, nepediry BariTHOCTI, Nepea- Ta MicAsanonaoroBoro po3BUTKY.
Tum He MeHLL, anbOYMiH JIIOAMHU — L€ 3BMUYaiiHa CK/1aJOBa KPOBi JIIOAUHH.

30amuicmv ennueamu na weUOKicmb peakyii npu xKepyeawHi aemompancnopmom abo iHwumu
MexaHizmamu.
He cnocrepiraBcs BrIMB Ha MOMUIMBICTb KEPYBaTH aBTOTPAHCNOPTOM ab0 MeXaHi3MaMH.




Cnocib 3acmocyeanna ma 0o3u.

KoHueHTtpauito ansbyMiHy, 103yBaHHs Ta LWIBMAKICTH iHQY3iT HEoOXiAHO MinbHUpaTH 3aiexHO Bil
iHAMBiAyanbHUX NOTped nauieHTa.

[Maker 06’emoM 100 mn MicTUTh 20 r anbOyMiHy NIOAUHMU.

[Maker 06’eMoM 50 Ma MicTuthb 10 r ansOyMiHy MHOAUHHU.

Hosyeannsn

Heo6xigHa n03a 3anexuTh Bifl Macu Tijla Maui€HTa, CTYNEHs THKKOCTI TpaBMU abo XxBopoOu, Bin
TpUBANOCTI BTpaT piAvHM Ta npoteiHy. 11{o6 BU3HauWTH HeoOXimHy mo3y, Tpeba BCTaAHOBHUTH
BiAMOBIAHICTb 06’ €My LIMPKYJIIOKOYOI KPOBI i piBEHb HEMJIa3MOBOTO ab0yMiHYy.

[lpu BBegeHHi anbOymiHy JNIOAMHM HeoOXiAHO peryjasipHO MepeBipATH reMOAHHAMIiuHI
XapaKTePUCTHKH, 110 BKJIIOYAIOTh!

- apTepiajJbHKI THCK KPOBI 1 4YacTOTY MyJibCY;

- LEHTPAIbHUHA BEHO3HUHN TUCK;

- THUCK 3aKJIMHIOBaHHS JIEr€HEBOT apTepif;

- niypes;

- KOHLIEHTpALlito eNeKTPOITIB;

- reMaToKpHT/reMorno6iH;

- KJiHIUHi NPOABU KapAioJoriyHO1/pecnipaTopHOT HEAOCTATHOCTI (HaNpPUKIaj, AUCITHOE);

- KJIIHIYHI NPOSIBY MiBUILEHHS BHYTPiLIHbOYEPENHOro TUCKY (HanpuKnaj, roloBHU 6iJib).
Cnoci6 egedenns

DnexcOyMiH MOXKHa BBOAUTH BHYTPilIHBOBEHHO Ge3nocepeHbo abo micss po3BeleHHs i30TOHIYHUM
po3uKMHOM (Hanpuknan, S % po3unHoM rioko3u abo 0,9 % po3unHOM HaTpito xynopuay). IHCTpyKuii
LIOAO PO3BEACHHS JIIKapchbKoro 3acoby mepen 3acTOCYBaHHSAM AMB. Y po3aii «OcobnuBi 3axoau
6e3nexkuy.

IIBuakicts iHdy3iT HeoOXiaHO MiabUpaTH 3rigHo 3 iIHAMBIAYaNbHUMH 0OCTaBUHAMM | NOKa3aHHAMMU.
[Tpu nnasmadepesi wBUAKicTb iHPY3ii HeoOxiaHO Nia6UpaTH BiANOBIAHO 0 WIBUAKOCTI BUBEJECHHSI.

Himu.

KniniuHi nocnimkenns 6e3nexu ta eeKTHBHOCTI 3acTOCYBaHHs npenapaty ®nekcOymiH y nauieHTiB
JUTAYOro BiKY HE NMPOBOJUIIUCE.

HaHi wono 3acrocyBanHs ®nekcOyminy, 200 r/n, pitam obMexeHi, TOMYy pexoMeHAaauil Woa0
JI03yBaHHS He MOXyTh OyTH HaJlaHi. 3aranom npenapar ciiJi IpU3HAYaTH Uil rpyni nauieHTiB, e
SAKLIO NMEepeBark 3acCTOCyBaHHs BHO NEPEBAXalOTh MOTEHLiHHI PU3UKH.

Ilepeodosysanna.

SIkwo RO3yBaHHA Ta LIBWAKICTb BBEAECHHA HAATO BMCOKi, MOXXE€ BUHMKHYTH rinepsonemis. [Ipu
nepuMx KiiHIYHUMX NposiBaXx CEPLEBO-CYJMHHOrO MNepeBaHTaxeHHs (rosoBHUI Oinb, 3aAMLLKa,
3aKynopka SIpEMHUX BEH), MpW MiABUILEHHI apTepianbHOrO THUCKY, MiABMIUEHHI LEHTPaJIbHOrO
BEHO3HOr0 THCKY Ta HabpsKy JiereHb CJliJ HeraHO NPUNMHUTH BBEIEHHS | PETEJIbHO KOHTPOJIIOBAaTH
reMoAMHaMiuHi MOKa3HUKH MaLi€HTa.

Ilob6iuni peaxuyii.

Pestome npogpinio 6es3nexu

Peakuii sierkoro cTyneHs TSXKOCTI Ha pPO3YMH JIOACBKOro anbOymiHy, Taki K MPUILIMBH,
KPOMNUB’AHKA, IMXOMaHKa Ta HyJ0Ta, BUHUKAOTh piAko. Lli peakuii 3a3BMuaii WIBUAKO 3HHKAIOTH,
KOJIM WIBUAKICTH BBEJEHHS CHOBUILHIOTbL ab0 BBEAECHHS MNPUMUHAIOTh. Jly)e piAKO MOXYTb
BMHMKATH TSOKKI peakiii, Taki AK WoK. Y UMX BUNaaKax BBEAEHHS CJliJ NPUIIMHUTH Ta PO3MOYaTH
BiZINOBiIHE JIiIKYBaHHS.

Kputepii ouiHKM 4acTOTH pO3BUTKY MoOiYHMX peakuili npenapary: ayxe uvacto (>1/10); vacro
(=21/100 po <1/10); newacro (>1/1000 go <1/100); piako (=1/10000 mo <1/1000); ayxe piako
(<1/10000); yactoTa HeBizoma (4acToTa He MOXe OyTH BCTAHOBJIEHA 3 HaABHUX JIAHUX).

Knac cucremu | lyxe Yacto Heuacto |Pinko Hyxe piako

opraHiB 4acTo




3 6oky iMyHHOI aHadinakTHUHUiA
CUCTEMU 10K

3 60Ky WWIYHKOBO- HyJoTa

KHLUKOBOTO TPAKTY

3 6Goky wWKipd Ta rinepemis,

MiAWKIPHUX WKipHi

TKaHUH BUCHUIAHHS

3aranbHi  po3naiu rapsuka

Ta CTaH Micus

BBEJICHHS

[Tig yac nicnspeectpauifiHoro Harnaay Oynu OoTpUMaHi MOBiIXOMJIEHHS MPO Taki MoOiuHI ABUILA, AKi

srigHo knacudikauii MedDRA posnogineHi 3a ¢yHKUiOHaNbHUMH CHCTEMaMU OpraHiaMy, micis

4Oro — 3a fepeBaXKaloyMM TEPMIHOM Y NOPAAKY TAKKOCTI:

3 60Ky imyHHOi cucmemu. aHadinakTUUHI peakuii, NiiBULIEHA Yy TJIMBICTb/aJIepriuHi peakuir;

3 60Ky Hepe0oBOi cucmemu. roJlOBHUH Oinb, AUCTEB3is;

3 6oky cepys. iHdapkT Miokapaa, GibpunaLisa nepeacepab, Taxikapais;

3 60Ky cyOuH: apTepiaibHa rinoTeH3is;

3 60Ky OuxanvHoi cucmemu, opzawie 2pyoHOi KNimKU ma cepedocminHs: HAOpAK JiereHb,
3a7M1LlIKa;

3 6OKY WIYHKOBO-KUUK0B8020 mpakmy: OJIIOBaHHS;

3 60Ky wKipu ma niOWKIpHUX MKaHuH. KpOMHUB’ IHKa, CBepOiX;

3azanvHi po3nadu ma cmau micys 66edeHHs. 03HOD.

Hani wono no6iuHux peakuiil npu npoBeAeHHI KJiHIUHMX AochilkeHb npenapaty ®nekcGyMiH

(JIIOIMHK) BICYTHi.

Indopmauito 3 6e3nexkn wono 3anobiraHHsa nepenaui 30yAHMKIB iH(EKUIH NpU 3acTOCyBaHHI
nikapcbKkoro 3acofy BkazaHo Y po3aifii «OcobaMBOCTI 3aCTOCYBaHHMY.

Himu

CneuudiyHi aaHi woa0 rneAiaTpu4HOl NOMYNALIT BIACYTHI.

3BiTHiCTb WOA0 NOGIYHKMX peakLliii

3BiTHICTB L1010 Niao3pHOBaHUX noGiuHux peakuiii nicns 3aTBepKEHHS
nikapcbkoro 3aco0y BaxuiMBa. lle jnae 3Mory npojoBXHMTH MOHITOPMHI CHiBBiJHOILEHHS
KOPUCTL/PU3UK 3aCTOCYBaHHSA Nikapchkoro 3acofy. MeauyHux npauiBHUKIB MPOCATH MOBiIOMIATH
npo 6yab-Ki Mi1o3pioBaHi Mo6iuHiI peakuii yepe3 HalioOHalbHY CUCTEMY 3BiTHOCTI.

Tepmin npuoamuocmi.
3 pokH.

YmoBu 36epiranns.
36epiratu npu Temneparypi He Bulue 25 °C. 36epiraTi y HepocTynHoMy ans Aitei micui!

Hecymicnicme.

Jlioncbkuii anbOyMiH He MOXXHa 3MillyBaTH 3 IHIIMMM NiKapcbkuMMM 3aco0aMu (3a BHHATKOM
3a3HayeHux y pos3aini «Cnoci6 3acTocyBaHHA Ta N03M»), UiIbHOK KPOB’I0 Ta €PUTPOLUTAPHOIO
macoro. KpiM Toro, nmoacekuid ansOyMiH He cnij 3milnyBaTH 3 riaponizatamu Oinka (Hanpukian,
napeHTepanbHUM XapuyBaHHAM) ab0 po3uMHaAMH, LLO MICTATb CIUPT, OCKiJbKM Taki koMOiHauii
MOXYTb CIPUUYUHATH npeuuniradito Oinka.

YnakoBka.
o 50 Mn y nonieruneHoBoMy nakeTi; no 1 abo no 24 naketu pa3oM 3 iIHCTPYKLI€EIO AN MEAUUHOTO

3aCTOCYBAHHS rpernapary B KapTOHHil kopo6uli.
y / /
/ﬁz&%%///q ﬂ/
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ITo 100 mn y nonieruneHoBoMy naketi; no 1 abo no 12 nakeTiB pa3om 3 iIHCTPYKLI€IO AN MEAUUHOTO
3aCTOCYBaHHs Npenapary B KapTOHHi# kopobui.

KaTteropis Bianycky.
3a peuenTtom.

BupoOHuk.
Takena Manydekuypinr Aectpis Al', Asctpis / Takeda Manufacturing Austria AG, Austria.

Micue3naxoa:keHHst BApOOHMKA Ta agpeca Micusi NPOBAIKeHHS HOro AistJibHOCTI.
Inpyctpiwrpacce 67, 1221 Bigens, Asctpist / Industriestrasse 67, 1221 Vienna, Austria.

JaTa octanHboro neperasigy. 11.02.2025




