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IHCTPVKIIISA
AJS MEAHYHOIO 32CTOCY BAHHS JIKAPCHKOT0 3aco0y

KAJIIIO HOOWI-125-JAPHUALIS
(KALII IODIDUM-125-DARNITSA)

Cknao: Potassium iodide;

1 Tabnerka MicTUTE Kauiio Homumy 125 mr (0,125 r);

O0nOMIJICHI peyosunu: TeN0n03a MIKPOKPHCTAIIYHA, KabIIi0 rigpodocdar jurigpar, Margiro
CTeapat, CTeapuHOBa KHCJIOTA, KPEMHIIO [TIOKCH/T K001 THH Oe3Bo1HMIA, HATpiIO TiocyIbdar.

Jlikapceka dopma. TaGerky.
Ocnosni  isuxo-ximiuni enacmueocmi: Tabaeriu Ginoro abo wmaiike 6inoro KOIbOpy, 3
BKPAIUICHHAMH, IIOCKOLMIIIHAPHIHOI (hOpMH 3 (hackoro i PHCKOIO.

®apmakoTepaneBTHIHA rpyna. AHTHIOTH. Kog ATX VO3AB21.

Dapmaxronoziuni enracmusocmi,
Dapmarxodunamixa. .

Ilpu HapxomkeHHi Homumie y xiritumE emiteriro (onikyna IMMTOBHMIHOI 3a/M03M TN BITHBOM
depMeHTy Homua-nepoKcHaasH BiAGYBaCThCs OKHCHEHHS HOJTy 3 yTBOPEHHSM €JIEMEHTAPHOIO Hoxy,
AKHH BKJIIOYAETBCA Y MOIEKYITy THPO3uHY. IIpn nbOMy omHa yacTuHa pamukanie THPO3HHY Yy
THpeornoGynini Honyerses. Moxosani pamuxanm THUPO3UHY KOHACHCYIOTBCS Y THPOHIHH, OCHOBHHMH
3 JKMX BHSABIIAIOTHCS THPOKCHH (T4) Ta TpmitogaTHpoHiH (T3). YTBOpenuii koMmiekc THPOHIHY Ta
THPEOrNIO0YIIiHYy BHALIAETECS SK JEMOHOBAHA dbopma ropMoHy ImmTOBHIHOT 3an03M y Kooin
omixyna Ta 3Gepiractses y TaKOMYy CTaHi IPOTATOM KilTbKOX JHIB a00 TIIKHIB. Ipu nedinuri fioxy
IeH mpouec mopyuryethes. Kaiio HOmUJ KOMIIEHCye Horo NeQilMT, COpuse BiTHOBIECHHIO
TIOPYIICHOTO CHHTE3Y THPEOIJHHX FTOPMOHIB.

BaxxmuBuME  BracTHBOCTSIMH  Katiro HOMMIDy BHABIAEThCA HOrO 37aTHICTD TIOIIEPEKYBaTH
HAKOIMYEHHS PajlioaKTHBHOIO Oy y INMTOBMHIA 3a103] Ta 3abesnedyBaTu 1i 3axucr Big nii
pamiarii.

Dapmaroxinemuxa.

Ilpn npuitomi BHYTPIiMIHBO MmBHIKO BCMOKTY€TBCS 31 IITYHKOBO-KHIIIKOBOI'O TpakTy. Illupoxko
PO3IIO/IIAETLCS 110 BCiX TKAHHHAX Ta pinuHax opramismy. Buninserses NEPEeBAKHO HUPKAMH.

Kainiuni xapakrepucrnxn.

Ilokazauna.

IIpodinaxtika 3axsoproBalk mmTONOMIGHOT 3am03H il Yac sAePHO-TEeXHIYHHX amapiif 3 Merorw
3an00iraHHs OIPOMiHEHHIO.

Ilpomunoxazanna.
— IHAMBiAyanbHA MiABHINEHA 9y TJIHBICTh 0 KOMIOHEHTIB JIKapchKOro 3acoby;
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— TINOKOMILIEMEHTAPHUHI ypTHKapHHH BacKyIiT (cuHApoM Mak/laddi);
—  BHpaXXeHWH rinepTupeos;

— JIATeHTHMH TiepTHpeos;

— TinepyHKIUIs IHTOBHIHOI 3aTI03H;

— TOKCHYHA a/IcHOMA, By3JIMKOBHI abo audy3Huii TokcHuH#it 300;

— repnetudopmHMil 1epMaTuT (xBopoba J[ropunra);

—  JITH BIKOM 10 3 POKIB.

B3aemooin 3 inwumu nikapcokumu 3acobamu ma inwi eudu ¢3acMooiil.

Ilpu omHouacHili BHCOKOO3HIH Tepamii HomoM Ta kaniuzbepicarouumu Oiypemuxamiu MOXITHBHIL
PO3BHTOK TiNepKamnieMii, 3 npenapamamu 1imiio — po3BUTOK 300y Ta TiOTHPEO3Yy.

3a OZITHOYACHOI'O 3aCTOCYBaHHS Kaniro Honuna-125-Jlapauis 3 inzibimopamu
anziomensunnepemsopiooyo2o gepmenmy (AIIP) Moxe pPO3BHHYTHCS TillepKanieMisi, ceplesi
aput™mii abo 3ynuHKa ceprs. SIKIIO CyMiCHE 3aCTOCYBaHHsS 3a3HAYeHHX JIKAPCHKHUX 3aco0iB
BBKAETHCS JOUUIBHUM, TO PEKOMEHIYETBCS PETYISPHO KOHTPOJIOBATH PiBEHL Kalilo y riasmi
KPOBI.

Ilepxnopam ma mioyianam KOHKYPEHTHO TaTbMYIOTh TIOIIMHAHHS HOTY IUTOBHIHOIO 3a703010, a
mupeomponuu 20pmon (1117) — CTUMYITIOE.

Opnouacue 3acrocypanns Kamito ifomun-125-Jlapruns 3 #odoemicHumu TiKapchKUMH 3acobamu
(HanpuKIIaj, aMmioIapoH) He PEeKOMEHIYEThCS Yepe3 MOXKIHBHIA pH3HK HebakaHuX e(eKTiB.
Cymicne unikyeanHs Xxiniounom i3 Kanito Hoxua-125-Jlapuuus Moxke CyIPOBOKYBATHCH
HiAICHICHHAM edeKTy XiHiliHy Ha cepue y 3B’s3Ky 3i 30LIbIIEHHAM KOHIEHTpAI] Kajlifo y miasmi
KPOBI.

IToennanus MKapcEKoro 3acoby 3 pOCIUHHUMU QIKANOIOGMU MA CONAMU BANCKUX MEMANIE MOXKE
IPH3BECTH JI0 YTBOPEHHS HEPO3UYMHHOTO OCAJly Ta yCKIAJHHTH BCMOKTYBAaHHS HOY.

Ocobaugocmi 3acmocyeanHA.

Cnin PO3LIIAHY TH HEOOXIiTHICTE 3aCTOCYBAHHS nixapcskoro 3aco0y Kaniro Homua-125-/lapauns as
PI3HHX BIKOBHX IDYI PH3HKY. BariTHi, KiHKH, SKi roy10Th Ipy/UIIO Ta JiITH NOBHHHI TEPIIOYEProBo
OTPUMYBATH Ho,uonpo@ﬂa}crmcy Womma mpodinakTHKa BHKOPHCTOBYETHCS NPOTH IHTAIALIHHOIO
BILTHBY PajioaKTHBHHX i30TOMNIB HO/Ty, OZTHAK HE TIOBHHHA PO3IIIS/IATHCS SIK BUHATEOBA, 30KpeMa ¥
pasi MOTpanIsiHHS PaJi0aKTHBHOTO Ho,uy qyepe3 TPaBHHM TPakKT.

OnTumManbhuii edekT Bia npuioMy Jikapeskoro 3acoby Kamiro #omu-125-JlapHHIS MOKIHBHIH 3a
YMOBH 33aBY4CHOT0 (IIPEBEHTHBHOI0) PUHOMY Ipenapary 3a 6 i MeHIIe TOIMH 10 ONPOMiHEHHS.
Homyctumuii nepiox anst mpuitomy Kaniro omua-125- I[apnmm CTaHOBHUTb 24 rOJIMHM JI0 1 IIPOTATOM
6 roauH micns OYIKYBaHOTO IIOYATKy BIUIMBY ONpOMiHEHHs. TaKkoix 06rpyHTosaH0 npuiMaTi
JMKapChKHiA 3aci6 1718 6710KyBaHHS MMTONOAIOHOT 3271034 IPOTSATOM BOCEMH TOIHMH MiCIs IIOYATKY
BILTHBY onpomineHHs. [loyarok HomonpodinakTuky misHilme HiX Yepe3 24 TOAMHH THCIA BIUIHBY
PajlioaKTHBHOTO HODy MOXKe 3aBIaBaTH OiNbIIE IIKOMH, HIX Kopncn OCKUTBKH CHpPHSTHME
TIIPOJIOBKCHHIO Gi0JIOTiYHOTO Mepioy MiBpo3Nagy patioakTUBHUX i30TOIIB HOY B IIHTONOMIOHi
3a703i.

Onnopasose 3actocysanns Kamiro fomua-125-/lapauns 3a6e3nedye 3aXHCT IHTONOMOHIN 321031
npuOIN3HO HA 24 TONMHH.

IlepeBakHO eBaKyarlist HaceNeHHs (IIPH HASBHOCTI II0KA3aHb) € GiMbII e)eKTHBHAM 3aX0I0M 1010
pajianiifHoOro 3axXucTy, HiX NMOBTOPHHII IPHIHOM JiKapchKoro 3acoly. SIKIIO eBakyawis 3 SKHXOCH
NPHYIHH 3aTPHMYETBCA a00 HEMOXKIIHBA, To GararopasoBe (MOBTOPHE) 3aCTOCYBAHHS Kaniro Homun-
lZS-,I[aanuﬂ CIIZ NPOBOJMTH HE paHillle HiX d4epe3 24 TOAMHM MICIA HEPIIOro IIpPII/IOMy
JiKapchKoro 3acofy Ta 3a yMOBH IPOJIOHIOBAHOIO HAIXOUKEHHs PagiOaKTHBHOCTI B 30BHIIIHE
CEpeJIOBHIIIE.

Ha Tu1i Tepanii y narienTiB i3 HUPKOBOIO HEAOCTATHICTIO MOMKIIHBHIT PO3BHTOK rmepha_meMu

Cnin 3 obcpexHicTIO 3aCTOCOBYBaTH KomOinauiv Kanito #Homun-125-lapauns Ta KajailBMiCHHX
JKapCHKUX 3ac00iB Talli€HTaM i3 HATHHPKOBOK HEIOCTATHICTIO, TOCTPHM 3HEBOJHEHHAM abo
TEIJIOBUMH CYIOMaMH.
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IIpodinakruka Kamiro #oaun-125-Jlapuuns He mokasaHa mopociuM BikoM Bif 40 pokiB, okpim
BUIA/JKIB, KOJIH IHrajsiliiiHl 03U ONpPOMIHEHHS NiZBHLIYIOThCS 10 piBHS 5 I'p, ToOTO Taki, mpo
NOPYIIYIOTh (yHKUI] IUTOBHAHOI 3a103H. PU3UK PO3BUTKY paKy IMHTOBHIHOI 3a703H B Mali€HTIB
BiKOM BiJ 40 pOKiB HH3BLKHIi, O/THAK YaCTOTA 3aXBOPIOBAHb BHINA, TOMY TPHIOM Kailiii fioaumy Moxe
CIIPOBOKYBAaTH YCKIQJAHCHHS 3 OOKY IIMTOBHIHOI 3an03u. Mon-immykoBammii rimeprupeos mose
BHHUKHYTH Yy TAalli€HTIB 13 OE3CHMIOTOMHHM BY3JOBHM 3000M ab0 TPHXOBAHOK XBOPO6OIO
I'pefisca—basenosa, ski He nepeOyBalOTh i HATJIAIOM JiKaps.

3acmocysanns y nepiod eazimmocmi abo 200yearnns 2pyodio.

Jlixapcekuii 3aci6 Kanito #omua-125-/lapauns npoHHKae y rpyjHe MOJIOKO, OJHAK JKIHKaM, sKi
rOAYIOTE TPy IO KOPEKNis 1031 He noTpibHa. Taxum xkiHkam mikapcebkui 3acib cinij npaiiMaTi s
iX BJIACHOIO 3aXMCTY 1 IS TMOTEHLIHHOTO 3HMXKEHHS BMICTY Pajli0aKTHBHOTO HOLYy B TPYIHOMY
MOJIONI, OJTHAK MOBTOPHE 3acTocyBanHs Kamito omnn-125-/lapHuis He peKOMEHI0BaHE.

30amuicme ennueamu Ha weuoKicme peaxyii npu xepyeamui asmompancnopmom abo iHwuMu
MexaHizmamu,

by np-sikux BUnpoOyBaHsb 111010 BABYEHHS BILUIMBY HA 3JaTHICTh KePYBAaTH TPAHCIIOPTHHMH 3ac00aMu
Ta HIIMMH MeXaHi3MaMH He TIPOBO/IHIIH.

Cnocib 3acmocyeanna ma 003u.
ITicast oiniHOrO OMOBIIEHHS PO paialliifHy aBapil0 Ta IPH 3arpo3i HAAXOMKEHHS B OPraHi3M
PajlioaKTHBHOIO HOMY IS 3aXHCTy BiJl ONPOMiHEHHs IMMTOBHAHOI 3anosu Kanioo ftommn-125-
JlapHHLIA IpU3HAYaTH:

— Oopocaum ma oimsam eikom 6id 12 poxie o 125 mr (1 Tabnerka) 1 pas na n06y;

—  Oimam eikom 6i0 3 do 12 poxie o 62,5 mr ('/> Tabnetkn) 1 pas na 106y.
Tabmerky abo monosuHy TabneTKH MOXKHA IPHIMATH IiCJIA /1M, 3aNMBAIOYH HEBETHKOIO KiIBKICTIO
Bomu. [Jlna nitei Tabnerky moapiGHMTH 1 npuiiMarH, MONEPEIHBO PO3UMHMBIIN B HEBEJHKI
KUIBKOCTI Boau abo MOJIOKa.
OntaManshuil edexr Bix npuitoMy Jikapckkoro 3acoby Kaniro #omaua-125-Jlapauis MOKIHBHI 3a
YMOBH 33B4acCHOTO0 (IIPEBEHTHBHOTO) NIPHHOMY Ipenapary 3a 6 i MeHIle roJiH J0 OIPOMiHEeHHS.
JlomycTiumMuit nepion 11 npuizoMy JIiKapchKOro 3aco0y CTaHOBHUTE 24 IOMHH JI0 i IPOTATOM 6 TOIHH
Mic/Ist 0YiKYBaHOTO T10YATKy BILTHBY ONPOMiHEHHsI. (1HB. po3ain « Oco6IMBOCT 3aCTOCYBAHHSY ).
HocTatHbo 07HOpa30Boro mpuiioMy Jikapcekoro 3acofy Kamioo Hoamn-125-Jlapuuns. 3a ymoBu
JAOBrOTPHBAJIOTrO YH MOBTOPHOTO HEraTHBHOTO BIUTHBY MOYKIHBHI IIOBTOPHHIA NPHIfOM JIIKapCHKOTO
3aco0y. baratopasose (mosropHe) 3actocysanns Kamito Hoaun-125-JlapHuns cii NIpoBOJHTH He
paHilie HiX 4Yepe3 24 TOJMHM MiCis NEPIIOro NpuifoMy JiKapchKoro 3acoby (mus. pO3Iin
«OcobIIBOCTI 3aCTOCYBAHHSI»).
Oco0uBi ITPYITH NAIlEHTIE.
He pexoMeHII0BaHO 3acTOCYBaHHs MOBTOPHOI J03M HalieHTaM BikoM Bij 40 pokiB (amB. po3min
«Oco0IMBOCTI 3aCTOCYBaHHS ).

Himu.

He pexomMeHIy€eThCs 3aCTOCOBYBATH JITSAM BIKOM JI0 3 POKIB.

Ilepedosysanns.

Ilpu roctpiii iHTOKCHKALIT HOOM criocTepiraeThesi pediieKTopHe 6oBaHHs, 601 y KHBOTI, Jiapes
(iHOZI 3 KpOB’I0), 3abapBIEHHA CIM30BHX OOOJOHOK Yy KOpWYHEBHil Komip. Moke Hacrati
Aerifparamis Ta mok. Pinko cmocrepiraeThes cTeHO3 crpaBoxojy. XpOHIUHE [epeno3yBaHHS
NPH3BOJUTE 10 (heHOMEHA, KM Ha3MBAETHCH HOAM3MOM: METAIYHMIT IPHCMAK y poTi, HAOpAK i
3allaJICHHS CJIM30BHX OOOJIOHOK (PHHIT, KOH IOHKTHBIT, FacTpPOEHTEPHUT, OPOHXIT, OpoHxocnazMm);
BYTPOBHH BHCHI; IGPMATHT; HaOpsik Ta Goli CIMHHMX 3a7103; TeMoparii, IABUILEeHHs] TeMIIepaTy pH
TiNa; APaTiBIHBICTE; TOJIOBHUH Gi/b.
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IIpn TpuBanoMmy 3acTOCyBaHHI BHCOKHX 103 npenapary (monan 300 Mkr Ha n00y) MOKIHBHIA
PO3BHTOK HOJ-IHJYKOBaHOIO TinepTHpeo3y (0coOJIMBO y MALI€HTIB JITHBOIO BIKY NPH HasBHOCTI
BY3JIHKOBOT'0 300y ab0 TOKCHYHOI aJIcHOMH ).

IIpu Teparnii BUCOKMMH N03aMH #oy (moHaz 1 Mr/no0y) B OKpeMHX BHMAKaX MOKYTh PO3BHHYTHCS
300 1 rinoTUpPEos.

Jlixysanns. [lepiua ronomora noisarae y mpoMHUBaHHI IIUTYHKa, IPHHOMI aKTHBOBaHOTO ByTiwis. Ilpu
3aCTOCYBaHHI reMo/lianizy MOKHA 3MEHIIHTH PiBeHb HOY Y ILIa3Mi KpOB.

Hobiuni peaxuii.

Bei no6iuni peakuii npuBeieHo 3a CHCTEMOIO KJIaciB Ta OprasiB Ta 4acTOTO: Ay#ke gacTo (> 1/10),
gacto (> 1/100 — < 1/10), mewacto (= 1/1 000 — < 1/100), piako (= 1/10 000 — < 1/1000), pigkicHi
(< 1/10 000), yacroTa HeBinoMa (He MOXKYTh OyTH OLiHEH] 32 HASBHUMH JAHUMH).

Tabmans.
Cucrtemu oprasis 3a
Knacudikalieo ITo6iuni peakuii Yacrora
MedDRA
[1L1yHKOBO-KHIIKOBI po3nanu (BKITIO9AOYH
3 Goky IuTyHKOBO- | HYZIOTY). Yacrora
KHIIKOBOTO TPAKTY | [JopymreHHss CMaKy (BKIIOYAIOMH — MeTaTidHHMi HEBLIOMA.
IIPHCMAK).
Peaxuii rimep4yTamBocTi, Taki SK BHCHIIAHHS HA
3 60Ky iMyHHOI HIKipi, HaOpsK CIMHHHX 3a7103, TOJOBHHH OLIb Ta UYacrora
CHUCTEMH OpoHxocmasMm, IO MOXYTh OyTH JerkuMu abo HeBioMa
TSOKKHMH Ta 3aJIeKaTH BiJI JO3H.
IToBizomisiocs mpo TinepTHpeos, HoA-1HIyKOBaHi
ayTOIMyHHI ~ 3aXBOpIOBaHHS  (THIly  XBOpOGH
I'peiisca—bazenopa Ta XammmoTo), TOKCHYHHMH
. | By3/10BHi 300 Ta HOA-IHIYKOBaHI TINOTHPEO3 SIK
3 OOKy eHJOKPHHHOI o & YacroTa
CHCTEMH HOﬁl.qHI kheieg HoJoTepartl. . " HeBijoMa
IloBimoMiIssIOCS MPO TiNePaKkTHBHICTH IIMTOBHIHO]
3QJI034, THUPEOIAMT 1 30LIBINEHHS IIUTOBHAHOL
3aJ103H 3 PO3BHTKOM a0 0e3 po3BHUTKY MiKCeIeMH.
3 Goky 1mKipu Ta Bucun Ha mkipi.
1K pHOT Pinko
KIIITKOBHHH

TpuBane 3actocyBaHHs Moxe NpPH3BECTH IO INCHXi4HOI Jempecii, HepBO3HOCTI, iMmoTeHuii Ta
0e3CcoHHsL.

llosidomnenns npo nidospiosani nobiuni peaxyii.

IloBizomienns npo mizosproai MoGiuHi peakiii micjas peecTpamii TiKapchKOro 3acoby MaioTh
Bak/IMBe 3HAa4eHHS. Lle mae 3Mory mpoBOIHTH MOHITOPHHI CIIBBIIHOIIEHHS KOPHCTE/PH3HK IPH
3aCTOCYBaHHI I[LOTO JIKAPCHKOro 3aco0y. MexuunnM Ta (hapMaleBTHYHHM MpaIiBHAKAM, 8 TAKOWK
nanieHTamM abo iX 3aKOHHMM MPEICTABHHKAM CIIi/i NIOBIIOMIIATH NP0 YCi BUNAAKH IiXO3PIOBAHMX
no0iYHEX peakiii Ta/abo BiACyTHOCTI edeKTHBHOCTI JKAPCHKOro 3aco0y Yepes ABTOMATH30BAHY
inpopManiitny cucreMy 3 GapmMakoHarIAy 3a MocHIaHHEAM: https://aisf.dec.gov.ua/.

Tepmin npuoamnocmi. 4 poxu.

Ymosu 36epiranns.
30epiraTu B OpuriHanbHiil ynakosui npu temmneparypi ve Bume 25 °C.
30epiraTH y HEIOCTYITHOMY [UIsl AiTeH MicIi.
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Ynakoka.

Ilo 10 Tabnerok y Gnictepax.

ITo 10 tabnerok y Gicrepi, mo 1 6ictepy B maui.

ITo 10 Tabnerox y 6ictepi. mo 1000 OmicTepiB y KopoOuri.
Kareropis Bianmycky. 3a penenrom.

Bupo6nuk. IIpAT «®apmauestuyna dipma «lapHuLsy.

Micnesnaxomkenns BupoGHIKa Ta aipeca Micus NpoBazKeHHs HOro TisILHOCTI.
Ykpaina, 02093, m. Kuis, Byi1. bopucninnerka, 13.

Aara ocTanHboro neperasmy.




KOPOTKA XAPAKTEPHUCTHKA JIIKAPCBKOI'O 3ACOBY

KAJITIO MOIN1-125-TAPHUIIS
KALII IODIDUM-125-DARNITSA

1. HA3BA JIIKAPCBKOI'O 3ACOBY, I03YBAHHS, IIKAPCBKA ®OPMA.
Kaniro Honun-125-J{apauus, Tabnerku no 125 mr.

2. SIKICHUH I KUIbKICHAM CKJIAL:

Cknao: Potassium iodide;

1 Tabnerka MicTuTh Kanito Hoguay 125 mr (0,125 r);

00noMidHCHI pevosunu. 1ENI0J03a MiKpOKpHCTaliuHa, KansLilo rigpodocdar auriapar, Marsio
CTeapart, CTeapHHOBA KHCIIOTa, KPEMHIIO IiOKCH/L KONOTAHMH Ge3BOAHMIA, HAaTpito TiocynbdaT.

3. JIKAPCBKA ®OPMA. Ta6netku.
OcHosni  isuxo-ximiuni enacmusocmi: Tabnerku Ginoro abo maibke 6inoro Komeopy, 3
BKPaIJICHHAMH, INIOCKOLMIIHAPHYHOT (JOpMHU 3 (hacKOIO i PHCKOIO.

4 KJITHIYHA IH®OPMAIIISA.

4.1. TepaneBTH4YHI NOKA3AHHS.

ITpoginakTHka 3aXBOpIOBaHE IMTONOAIGHOT 321031 Mif Yac ANECPHO-TEXHIYHHX aBapiil 3 METOIO
3anobiraHHs ONPOMiHEHHIO.

4.2. JTo34 Ta cnoci6 3acTocyBaHHs.
Ilicnst odiuiiHoro omoBileHHs Npo pajialiiiHy aBapir0 Ta NpH 3arpo3i HAAXOMKEHHS B
OpraHisM paJioakTHBHOIO HOAY MU 3aXHCTY Bi ONMPOMiHEHHA IMMTOBHMAHOI 3an03u Kairo
Homma-125-JlapHuns npu3HavaTH:

— Oopocinuv ma dimam gikom eid 12 poxie o 125 mr (1 Tabnetka) 1 pas ua 106y;

—  Oimam gixom 6id 3 0o 12 poxie no 62,5 mr ('/>Tabnetku) 1 pas Ha 106y.
Tabnerky abo monosuHy TabneTkn MoxKHa NpUAMATH ICHA IQW, 3aNHBAIOYH HEBEIMKOIO
KinbkicTio Bopu. [Jns piredt tabneTky noApiGHMTH i NpHiMaTH, MONEPEIHBO PO3YHHMBLIA B
HEeBEJHKIH KinbKkocTi Boau abo MooKa.
OnrumansHuii edekr Bia npuiiomy nikapcskoro 3aco6y Kanito ioaua-125-JlapHuus MOXKIHBHIA
32 yMOBM 3aBYAaCHOro (NPEBEHTHBHOIO) NpHiioMy mperapatry 3a 6 i MeHIe TOJHH [0
OTIPOMIHEHHA.
Homnyctumuii nepion ans npuitomy JikapckKoro 3aco0y CTaHOBHTb 24 OIMHHM 10 i nporirom 6
TOJMH Iiciss OYiKYBaHOTO MOYATKY BIUIMBY ONpPOMiHEHHsA. (auB. po3ain «Oco6auBocTi
3aCTOCYBaHH»).
JlocTaTHbO 0HOPa30BOro NMpHtoMy Jikapcskoro 3acody Kaniro iionun-125-Jlapuuus. 3a yMoBu
AOBrOTPHBAJIOT0 YM TOBTOPHOTO HEraTMBHOIO BIUIMBY MOXIIMBHA TNOBTOPHMI npuiiom
nikapceKoro 3aco6y. Bararopasose (mosTopHe) 3acTocysanus Kanito Hopua-125-Jlapuuus crin
TPOBOJUTH HE paHillle HiXX Yepe3 24 TOIMHH ITic/IA NepLIOro NpUHOMY JTiKapehKoro 3aco6y (AuB.
po3ain «Oco6aMBOCTI 3aCTOCYBAHHY).,
Oco061MBi rpyny nauieHTis. /
He pexomenzi0BaHO 3acTocyBaHHS MOBTOPHOI 103K MaljieHTaM BikoM Bix 40 pokis (aus. posmin | J
«OcoBIMBOCTI 3aCTOCYBAHHSY). / fI

4.3. TiTn.
He pexkoMenayeTbCs 3aCTOCOBYBATH AiTAM BikOM 110 3 POKiB.

4.4. Ilporunokaszanus.
— iWaMBigyanEHa NiABMILEHA YYTIHMBICTE 10 KOMIIOHCHTIB MKapcBKOro 3acody;
— TiNOKOMILIEMEHTAPHHI YPTHKAPHHI BACKYTiT (cunpom Mak]laddi);
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— BHPAXCHMII rinepTUpeos;

— JIaTEeHTHHI rinepTupeos;

— TinepQyHKILis IUTOBUAHOT 32103M1;

— TOKCHYHA aicHOMa, BY3/IMKOBHH abo Judy3Huit TokcHuHUit 3006;
— reprnetupopMHuii fepmatut (xBopoba Mlropura);

— JiTH BiKOM J0 3 pokiB.

4.5. OcoGuBi 3acTepesenns Ta 3anobixui 3axoan NpPH 3aCTOCYBaHHI.

Cnin posrnanyTn Heo6xinHicTs 3acTocyBanHs nikapebkoro 3acoby Kanito itoaua-125-Taprauns
AN pi3HUX BiKOBMX Ipyn pusuKy. Baritui, iHku, sxi FOAYIOTE TPYAAIO Ta AITH NOBHHHI
TEpLIOYeproBO OTpUMYBaTH Homonpodinakruky. Homma npodinakruka BHKOPHCTOBYETHCH
TNPOTH IHrAALIHOrO BIVIMBY pajioaKTHBHHX i30TOIIB HO/y, OJIHaK He TOBMHHZ PO3IIIANATHCA
AK BUHATKOBA, 30KpEMa y pasi NOTPAIIsHHSA PalioaKTHBHOIO HOIY uYepes TpaBHuil TpPaKT.
Ontumanbuuit edexr i npuiiomy mikapcskoro 3acoby Kaniro #oana-125-JlapHuns MOXIMBMI
32 YMOBH 3aBYaCHOro (NPEBEHTHBHOTO) NpuiioMy MpenapaTy 3a 6 i MeHme TOQMH 110
ONpPOMIHEHHH,

Honyctumuit nepiox ana npuiiomy Kaito Homua-125-JlapHnLs CTaHOBUTH 24 FOJHHM 10 i
NpoTAroM 6 FOAMH MiCNs O4iKyBaHOro MOYATKY BILIMBY omnpoMiHeHHs. Takox o6rpyHTOBaHO
NpUAMATH JiKapchKuit 3aci6 A5 610KyBaHHs muTONONIGHOT 321031 NPOTATOM BOCBMH TOJMH
Mmicjis MOYaTKy BIUIMBY ONpoMiHeHHA. ITouaTox Hononpodinaktuku misHiwe Hix uepez 24
TOAMHH TICNsS BIUIMBY PajioakKTMBHOTO HOLY MOMKE 3aBJaBaTH Giiblie WIKOJM, HiX KOPHCTI,
OCKIJIBKH CTIPHATHME NPOAOBKEHHIO Gi0JIOrUHOro nepioay miBpo3nany panioakTHBHHX i30TOMIB
Aoy B muUTONOAIOHII 2an03i.

Opnopasoee 3actocysanns Kaniro Honun-125-Jlapuuns 3aGesnedye 3axucT MTONONIGHIM
3aJ1034 NpUOIU3HO Ha 24 rOgUHM.

IlepeBaxHo eBakyauis HaceneHHs (Npx HaABHOCTI MOKa3aHB) € Ginb eeKTHEHUM 3axo/0M
IO/I0 paialifiHOrO 3aXKCTy, Hi MOBTOPHMI MpHUIOM JliKapceKkoro 3acofy. SKiio eBakyawis 3
AKHIXOCE TIPUYUH 3aTPUMYETRCS a00 HEMOX/IMBA, TO GaraTopasoBe (OBTOpHe) 3aCTOCYBAHHS
Kanito #opun-125-Tapuuus cnix nposoaury He paHile HiX 4epe3 24 roguHM micns TEpPIIOro
NpUAOMY JliKapCEKOro 3acoby Ta 3a YMOBM MPOJIOHIOBAHOIO HAIXOKEHHS palioaKTMBHOCTI B
30BHIIIHE CepeIOBUIIE.

Ha i Tepanii y nauienris i3 HupKoBOIO HeOCTATHICTIO MO THBHMIL PO3BHTOK rinepkaiemii,
Crin 3 oGepexHicTio 3acTocoByBaTH KoMGiHawi0 Katito onun-125-Jlapuuus ta Kanifimicuaux
JNiKapcEKUX 3acobiB maLieHTaMm ia HaJHHPKOBOIO HENOCTaTHICTIO, TOCTPUM 3HEBOJHEHHSM abo
TEMJIOBUMH CYJAOMaMH.

Ipodinakruxa Kaniro Hoaua-125-lapuuus He nokasaua AopociuM BikoM Bix 40 pokis, okpim
BUITA/IKIB, KOJIM iHraNALi#Hi 1031 ompoMiHeHHs MiABMILYIOTECS 10 piBHs 5 T'p, To6To Taki, 1o
nopywyroTh GynKUil wuToBUAHOT 3an03M. Pu3HK PO3BHTKY paKy LIMTOBUAHOI 3ajl034 B
Nali€eHTiB BikoM Bix 40 pokiB HU3BLKUH, OHAK YacTOTa 32XBOPIOBaHE BHLIA, TOMY NPUIMOM Kaiii
Hopuay Moxe CHIpOBOKYBAaTH YCKIaJHEHHA 3 OOKY WIMTOBHMIHOI 3aJ103H. P'Ion--iﬂnylconanuﬁ
TiMepTUpe03 MOXe BHHMKHYTH Y NaUieHTiE i3 GescuMNTOMHMM By370BHM 3060M 60
NprxoBaHO XBopoboro ['peiieca—basenosa, saki He nepebyBaroTh il HAMMIAAOM JiKaps.

4.6. Bzaemopis 3 inmmmu JIKapcbKHMH 3acobamu Ta iHmi BH/IHU B3aeMoiii.

IIpu onHOUACHI# BHCOKORO3Hii Teparnii HomoM Ta kanitizbepizaiouumu Oiypemuxamu MOXITUBHIA
PO3BHTOK rinepkaniemii, 3 npenapamamu nimio — PO3BHTOK 300y Ta rinoTupeosy.

3a  ogHouacHoro 34CTOCYBaHH:A Kaniro Homua-125-Jlapauus 3 inzibimopamu
anziomensunnepemeopioiowozo gepmenmy (AIID) moxe PO3BHHYTHCA Tinepkaniemis, cepresi
aput™ii abo 3ynmHKa cepus. Skmo CYMiCHE 3aCTOCYBaHHS 3a3HAYEHHX NiKapchKUX 3acobiB
BBAKAETBCA JOUUILHUM, TO PEKOMEHIYEThCS PETYJISPHO KOHTPOJIIOBATH PiBeHb Kallilo'y miasmi
KpOBI. i
ITlepxnopam ma mioyianam xoukypenrHo TaJIbMyIOTE NOTIMHAHHA HOAY IMTOBMAHOIO 327103010,
a mupeomponnuii 2opmon (TTT) — crumymoe. AU
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OnHouvacHe 3actocyBanus Kanito Hoaua-125-JlapHuns 3 #odoevicnumu Nikapcbkumu 3acobaMu
(HanpuKiaj, aMio/JapoH) He peKOMEHIYEThCS Yepe3 MOKIMBUI PU3UK HeGaKaHUX e(eKTiB.
Cymicne nikyBanus xiniouwom i3 Kanito #omun-125-lapuuus Moe CyNMpOBOKYBATHCH
miacuneHHaM edeKTy XiHiAiHy Ha cepue y 3B’s3Ky 3i 36iJblIEHHAM KOHUEHTpalii Kamilo y
I1a3mi KpoBi.

[ToeqHanHs NiKapCEKOTO 3aC00Y 3 POCIUNHUMY ANKANOTOAMU MA CONAMU BANCKUX MEMANIE MOXKE
TIPU3BECTH JI0 YTBOPEHHS. HEPO3YHWHHOTO OCajly Ta YCKIaJAHUTH BCMOKTYBaHHSA HOAY.

4.7. 3acTocyBaHHs NiJ Yac BariTHOCTI Ta rOAyBaHHS IPYIIIO.

Jlikapcekuit 3aci6 Kanito fogua-125-/lapHuusd NpoHMKae y rpyaHe MOJOKO, OJHAK JKiHKaM, sKi
FOAYIOTh YO KOPEKLis 103u He notpibHa. Takum xkiHkaM Jikapcekuii 3aci6 ciia npuitMaTy
AN 1X BJIACHOTO 3aXMCTY i JNA NOTEHLIHHOrO 3HIDKEHHA BMICTY pajioakTHBHOro Homy B
TpyAHOMY MOJIOLi, OJHaK TIOBTOPHe 3acTocyBaHHs Kairo vonua-125-Jlapuuus  He
pPEeKOMEHIOBaHe.

4.8. BluiMB Ha 31aTHiCTH KepyBaTH TPAHCHOPTHHMH 3aco0aMu a0 NpamIOBATH 3 IHIIMMH
aBTOMATH30BAHHMH CHCTEMAMH.

Bynap-sixux BUNpoOyBaHb WIONO BMBYEHHS BIUIMBY Ha 3JaTHICTh KEPYBaTH TPaHCHOPTHUMH
3aco0amMM Ta iHIIMMH MEXaHi3MaMH He TIPOBOJIMIIH.

4.9. IoGiuni peakmii.

Bei noGiuni peakuii mpuBeneHO 3a CHCTEMOIO KiaciB Ta OpraHiB Ta YacTOTONO: JyiKe YacTo
(= 1/10), yacto (= 1/100 — < 1/10), Heuacto (> 1/1 000 — < 1/100), piako (= 1/10 000 — < 1/1000),
piaxicHi (< 1/10 000), yacToTa HeBizoMa (He MOXKYTb GyTH OLIHEHi 3a HASBHUMH JJAHHMH).

TaGmuus.
Cucremu oprasis 3a
Knacudikariero ITo6iyHi peakuii YacTora
MedDRA
I11ImyHKOBO-KHIIKOR] posnazu (Bxmoyaro4n
3 Goky mUTyHKOBO- | HYAOTY). Yacrora
KUIIKOBOTO TPAKTY | [JopymieHHs cMaKy (BKJIIOYAlOYM  MeTajliuHH HeBioMa
MIPUCMaK).
Peaxuii rimepyyTnuBocTi, Taki SK BHCHMIIaHHA Ha
3 6oky iMyHHOT WKipi, HaOpsiK CIMHHMX 3aJ103, roJIOBHMiI 6ine Ta Yacrora
CHCTEMH OponxocnasMm, w0 MOXyTh OyTH Jerkumu abo HeBiioma
TsXKKHMH Ta 3aJI€XKaTH Bil JO3H.
IloBigomnsanocs mpo rineprupeos, Hoa-iHAYKOBaHi YacroTa
ayTOiMyHHi ~ 3aXBOPIOBaHHA  (Tumy  XBOpoOH HeBizloMa
['peiisca—basenoBa Ta Xawumoro), TOKCHYHHIH
e Bya.r_losfiﬁ 300 Ta i’lon-iunzxonaui rinorupeos sk
e I‘I061-‘1Hl edeKkTu fioporepani.
IToBigoMnsAnocs mpo rinepakTHBHICTB IUTOBUAHOT
321034, THPEOINUT 1 30iNBIIEHHS IMTOBHAHOL
3aJ1034 3 PO3BUTKOM a00 0€3 pO3BUTKY MiKCEHEMH.
3 6oky mkipu Ta | Bucum Ha wkipi.
i JIKipHOT Pinko
KJIITKOBHMHH

TpuBane sacTocypanHs MoXe NpPH3BECTH A0 MCHXIUHOI JAeMpecii, HEPBO3HOCTI, IMMOTEHLT Ta
Oe3CcoHHS.
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Ilogidomnenns npo nidospiogani nobiyni pearuyii,

IloBinomnenns npo nigosproBani no6iumui peakuii micaa peectpauii aikapcekoro 3aco0y MaroTh
Ba}IHBe 3HaueHHA. Lle nae 3Mory npoBoauTY MOHITOPHHT cniBBiHOIIEHHS KOPHCTB/PU3HK MPH
3aCTOCYBaHHI LBOro Jikapcskoro 3acoby. Meauunum Ta apmaneBTHYHMM npaliBHUKaM, a
TaKOX MauieHTaM a6o iX 3aKOHHMM NpEeNCTABHMKAM CIix TNOBIIOMIATH NPO yci BHUNAmKM
NiAo3proBaHMX MOGIYHKX peakuii Ta/aGo BigcyTHOCTI e()eKTHBHOCTI JTiKapceKoro 3acoby uepes
ABToMaTH30BaHy  iHdOpMawiiny CHCTeMY 3  (apMaKOHarlsZly 3a  MOCHIAHHAM:
https://aisf.dec.gov.ua/.

4.10. Ilepexosysanns.

Ilpy roctpiii iHTOKCHKaNii Homom crocrepiraethes peduekropHe GmioBanus, Goni Y KHBOTI,
Aiapest (iHozi 3 KPOB’10), 3a6apBNEHHS CIU30BHX 0GOIOHOK Y KOpHYHEBHii Konip. Moxe HacTaTu
Aerifipatanis Ta wok. Pigko CTOCTEPIracThCs CTEHO3 CTPaBOXOAY. XpoHiuHe nepeno3ysaHHs
NPU3BOJUTE [0 PeHOMEHa, SIKHIl HA3MBAETECS HOAM3MOM: METaTIYHMi NpHCMaK Y poTi, HabpsK i
3allalIeHHs! CJIM30BHX 000JIOHOK (PHHIT, KOH'JOHKTHBIT, racTPOCHTEPHT, OpPOHXIT, GpoHXOCNas3M);
BYTPOBHH BHCMII; IepMaTuT; HaGpsAK Ta 6ONi CIMHHMX 3a103; remMoparii, NigBHILEHHS
TEMIEPaTypH TiNla; APaTiBIMBICTb; roNOBHUI GiIb,

IIpu Tpusanomy sactocysanHi BHCOKHX 103 npenapaty (noxan 300 MKr Ha 106y) MOXIHBHiL
PO3BUTOK HOZI-IHAYKOBAHOTO rinepTupeosy (0co6auBo Y NaLU€HTIB JITHBOrO BiKy NpPH HasBHOCTI
BY3JIMKOBOTO 300y a60 TOKCHYHOT azieHOMN).

Ilpu Tepanii BHCOKMMH HO3aMHU Hony (mowan 1 mr/no6y) B okpemux BunajKax MOXYTh
PO3BHHYTHCA 300 i rinotupeos.

Jlixysanns. Ilepiua monoMora mnonsrae Y NPOMMBAHHI LITyHKA, NPUAOMi aKTUBORAHOTO BYTiJIIA.
I1pu 3acTocyBanHi remonianisy mMosxna sMeHmHTH piBeHb Hofty y Tu1asmi kpogi.

5. ®APMAKOJIOI'TYHI BJIACTHBOCTL DPAPMAKOTEPAIIEBTHYHA TPVIIA.
KOJ ATX. Antunorn. Kog ATX VO3AB2 1

S.1. ®apmMakoaMHAMIYHI BJACTHROCTI.

llpn HagxomkeHHi Homunie y ki1itunM emirtenito (osikyna IMTOBMAHOT 3aM03U M BITMBOM
¢epmenty Hoaua-nepoxcunazu BiAGYBAETECA OKMCHEHHS HOAy 3 YTBOPEHHAM €]IeMEHTapHOIO
HOZy, sAKuil BKIIOYaeThCA Y MOJIeKyly ThposuHy. Ilpu upomy ogHa wacTMHa pagmkaris
THpO3uHY y THpeornoOynini ionyersca. Mogosaui palnKany THPO3MHY KOHJECHCYIOTECH Y
THPOHIHH, OCHOBHUMH 3 SKHX BHABJSIOTECS THpoKcHH (T4) Ta TpuitonTuponin (T:). Vreopenmuii
KOMIUICKC THUPOHIHY Ta THpPeornoby/iHy BHAiNAeThCS SK AeTIOHOBaHa (opMa TrOPMOHY
LUMTOBMAHOT 3311031 y Konoix onikysa Ta 30epiraeThes y TAKOMY CTaHi IPOTATOM KilbKOX JHIB
abo twxHiB. Ilpu nediuuri Hopy ued mpouec mopymyerscs. Kamiro HoaMa KommeHcye iforo
AeiuyT, cripusie BigHOBIEHHIO MOPYLIEHOTO CHHTE3y THPEOIAHHX FOPMOHIB.

BaxiuBuMu BnacTuBOCTAMM  Kanito Homuay BMABNAETHCA HOro 3maTHicTSH nonepeKyBaTu
HAKOMMYEHHS PaflioaKTUBHOTO HOAY Y LUMTOBMAHIN 3a/103i Ta 3abe3neuyBaty ii 3axuct Big aif

paniait.
3.2. ®apmakokiHeTHUHI BJ1acTHBOCTI.
Ilpu npuiiomi BHYTpimHBO WwBMAKO BCMOKTYETHCA 31 LUTYHKOBO-KUIIKOBOIO Tpakry. [llupoko

PO3MOAINAETHCA O BCIX TKAHMHAX Ta piauHax oprauismy. Buginserscs NePeBaKHO HUPKAMH.

5.3. okniniyni nani 3 Geanexn.

YV nocnimkeHHsx Ha nabopaTopHux TBapuHax (6imi Mumi i LypH) BCTAHOBJIEHO, WO TiKapChKHUii

3acib HanexuTs A0 MallOTOKCUYHHX PEYHOBHH.

6. DPAPMALIEBTHYHA IHOOPMAIIISL

6.1. Tonomixkui peuoBunn. ' i {

\‘\
/

KHMCIIOTa, KPEMHIIO JIOKCHL KONOiMHMi 6e3BoaHmii, HaTpilo Tiocysdar.

Lemonosa mikpoxpucraniuna, kaneuico rigpodocar guriapar, maruiio ¢Teapar, creapmlomtg

¥

4
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6.2. OcHOBHI BUIIAAKN HeCYMiCHOCTI.
Hesinomi.

6.3. Tepmin npuaaTHoCTi
4 poku.

6.4. Ocob/mmBi 3an06ixkHi 3axoau npu 36epiranyi.
36epiratu B opuriHanbHiif ynakosui npu temnepatypi e Bume 25 °C.
36epiraTH y HeJOCTYIHOMY AN AiTel Micii.

6.5. Tun Ta BMicT NepBHHHOI YIAKOBKH.

ITo 10 Tabnerok y Gnicrepax.

ITo 10 Tabnetok y Gnicrepi, no 1 Guicrepy B nauui.

ITo 10 Tabnerok y Gmicrepi, no 1000 6aictepie y xopobuii.

6.6. Cnenianbhi 3axoam GesnmekH NPH NOBOJKEHHI 3 HEBHKOPHCTAHHM JIKapChbKHM
3acobom alo Bigxoaamu Jikapcbkoro 3acoby (y pasi neo6xinnocri).

Hepukopucranuii nikapcekuii 3aci6 Ta/aGo BiIX0AM BMKOPHCTAaHOTO JiKapchKOro 3acoby CIif
YTUIi3yBaTH BiANOBiIHO N0 MiCLEBMX BMMOr i MpaBWJ yTHIi3auil Ta 3HMILEHHS JKapChKUX
3aco0iB.

7. BIACHUK PEECTPAIIMHOI'O IIOCBIIYEHHS.

IIpAT «®apmanierTHyHa hipma «lapHULY.

Ykpaina, 02093, M. Kuig, Byn1. Bopucninsceka, 13.

8. HOMEP PEECTPALIITHOI'O ITOCBIJJYEHHSL.

9. TATA IIEPIIOI PEECTPAIIIL IIKAPCHLKOTI'O 3ACOBY.

10. IATA OCTAHHBOTI'O IIEPETJISITY.



