ITHCTPYKIOIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

TJIIOKATEH® 1 MT TIIIOKIT

(GLUCAGEN® 1 MG HYPOKIT)

Cknao:
ditoua pevosuHa: glucagon,

TJIIOKATOH JIIOIChKUM, BUPOOIEHUH 3a IOIIOMOro TexHosorii pekomOinanTHol [JHK B Saccharomyces
cerevisiae.

1 ¢bnaxoH MicTuTh 1 MT TTIIOKaroHy y BUTJIALI Tifpoxnopuny 0i0CUHTETHYHOTO, 10 €KBiBaJl€HTHO 1 MT
(1 MO) rrokarosy/mi micis BiTHOBJIEHHS IIpenapary;

00ONOMIdCHI peyoBUHU: TaKT03a, MOHOTIOpAaT; KUCIOTa XJIOPHCTOBOAHEBA KOHIIEHTPOBaHa; HATPiio
TiOPOKCH[; PO3YMHHUK: BOMA OJI iH'€KIIIN.

BigHoBneHu# po3uuH MiCTUTh 107 MI/MJI MOHOTIAPATy JAKTO3H.

JlikapcbKa ¢opma. Jliodinizat i po3UMHHUK [JI IPUTOTYBAHHS PO3UMHY [ iH €KIIiH.

OcHosHi (pi3uko-xiMiyHi 81acmueocmi: iepef PO3YNHEHHIM TiodinizoBaHUil TOPOLIOK MaE OyTu
6inoro abo Matike 6iTOT0 KOMLOPY. PO3YMHHUK MOBHUHEH OyTH IP030puM, 6e30apBHUM i HE MiCTUTH
BUOVMUX YaCTHUHOK.

dapMakoTepaneBTHYHA rpyna. [0OpMOHU MiAIUTYHKOBOI 3a71031. [ TIKOT€HOMITUYHI TOPMOHH.

Kon ATX HO04A AO01.

®Papmako.102iuHi 8 1acmueocmi.

I'moxkal'es® 1 mr IinoKiT - e mpemnapar, o MiCTUTh GiOCHHTETHYHUHN IIIIOKAroH, SKUH 3a CBOEK)
CTPYKTYPOIO if€HTUYHUU JTIOICHKOMY TJIIOKArOHY.

dapmakoguHaMmika.

['moKaroH € rinepriikeMi3ylo4uM areHToM, 1o Mo0ii3ye IIikoreH NedYiHky, SKUil BUBITbHAETHCS B
KPOB y BUTJIAML ITIIOKO3U. [TII0KAroH NPUTHIYY€E TOHYC 1 IEPUCTAIBTUKY IJIafKUX M’'A31B y LIIITyHKOBO-



KHUITKOBOMY TpaKTi.

[Tpu niKyBaHHI TSKKOI Tinoriikemil BIIIMB Ha piBeHb IIYKPY B KPOBi CcriocTepiraeTscsa npotsarom 10
xBunuH. [ToyaToK iHri0y104oro eeKTy Ha MOTOPUKY KHMIIKOBO-IITYHKOBOTO TPAKTy HAaCTa€ BIIPOIOBK
1 XBUNMHY MiCisa BHYTPIIIHBOBEHHOI iH’€K1il. TpuBamicTh Ail cTaHOBUTD 5-20 XBUNIUH 3aJI€2KHO Bif
no3u. Ilicnsa BHYTPIiIIHROM S130B0I iH €KIIil TOYaTOK [il TpenapaTy HacTa€ BIPOMOBXK 5-15 XBUJIKMH Ta
TpuBae 10-40 xBUIKH.

®apMaKOKiHETHKA.

['mroKaroH po3eliioeThCsd eH3UMaMU B I1J1a3Mi KPOBI i B OpraHax, [0 SKHUX BiH NpoHuKae. Hupku i
nevyiHKa € OpraHaMH, B SKUX [lepeBakHO BiIOyBaeThCA PO3IIEIJIEHHS ITI0KaroHy, KOXeH 3 IIUX
opraHiB Bifnosigae npubmu3Ho 3a 30 % MeTaboniyHoro KiipeHcy. [lepiof HamiBBUBeIeHHS
TJIFOKaroHy 3 KpPOBi KOPOTKUM i CTaHOBUTH 3-6 XBUJIMH.

MeTabomiyHuii KITipeHC III0KaroHy B OpraHi3Mi MoguHu CTaHOBUTH 10 MIT/KT/XB.
Moxniniuni naxi 3 6e3nexu

PeneBaHTHI moKiHiYHI gaHi, Ki 6 MiCTUTM KOPUCHY iHGOpPMaIlito [JIsT MeIUYHUX ITPAIliBHUKIB, II0
IIpU3HavyaloTh JIIKapChKUU IIpernaparT, BifCyTHi.

KriniuHi xapaKTepHCTHKH.
IToka3zanus.
TepanesmuyHe NOKA3AHHA

I'miokal'en® 1 mr TimoKiT NIpU3HAYAI0Th 74 JIIKYBaHHS TAXKKUX TIMOTIIKeMIYHUX peakli, 110
MOXKYTh BUHUKATH Y TOPOC/IMX i OiTel, XBOpUX Ha iHCYTiHO3alIeXHUM IIyKPOBUl miabeT, aKi
OTPUMYIOTE iHCYIIiH.

IliaeHocmuyHe NOKa3aHHA

I'moxkal'en® 1 mr IinoKiT npu3HavaoTh A4 FaJbMyBaHHS IepPUCTaIbTUKU KAIIEYHUKY Y TOPOCIHX.

IIpomunoka3aHHs.

[TigBuINeHa YyTIUBICTh [0 HAit04oi peyoBuHU ab0 70 OyAb-sIKOi JOIOMiXKHOI PEYOBHHH.
®eoxpoMoIITOMA.

B3aemodisa 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

Huxue3a3HayeHi B3aEMOfIil MOXKYTh CIIOCTEPIraTHCh IIPX 3aCTOCYBaHHI IIpenaparTy
I'mokalen® 1 mr TinoKir.

IHCyaiH [i€ aHTArOHICTUYHO T/II0OKAroHy. B MprUCyTHOCTI iHOOMemauuHy TII0KaroH MOXKe BTPaTUTH
MOXKJIMBICTD MiABUITYBaTH PiBEHb I'JIIOKO3U B KPOBi ab0 [igTH TapafoKCalbHO i HaBiTh CIPUUYNHUTH



rinormikeMito. [TTIOKarOH MOXKe IIOCUIIOBAaTH aHTUKOAryIsALiiHuMl eheKT sappapuHy. Y MalieHTis, AKi
OTpUMYIOTh 6ema-6.10Kkamopu, MOXKHa 04iKyBaTH OilbIl 3HAYHOTO MiABUILEHHS YaCTOTH MY/IbCY i
apTepianbHOTO TUCKY, ajle TaKe MigBUIeHHS Oyle THUMYacOBUM dYepe3 KOPOTKUH mepion
HaIliBpO3Mayy IJI0KaroHy. Y mallieHTiB 3 ilmeMiuyH010 XBOp0o060I0 ceplis Take MifBUILIEHHS
apTepianbHOTO TUCKY i YACTOTH My/IbCY MOXKE BUMaraTy CUMITOMaTUYHOI Teparil.

IIpu 3acTocyBanHi npenapaty I'mokal'en” 1 mr [imoKit 3a 3aTBepiXeHUMY IOKa3aHHAMHU PeakIlii
B3aEMOII 3 iHITMMU ITperapaTaMy He CIIOCTepiraimcs.

Oco06.1ueocmi 3acmocyeaHHsi.

BigcTexyBaHHS

3 MeToOI0 TTOKpaIlleHHs BificTeXKyBaHHS 0i0IOrigyHMX JTiKapchKuX 3ac00iB Ha3Ba Ta HOMED Ccepil
pemnapary, 1[0 BBOOUTLCS, MalOTh OyTH 4iTKO 3a3Ha4eHi Ha yIaKOoBIIi.

Yepes HecTabinbHicTh penapaty [mokal'en® 1 mr TimoKiT y po34uHi Ipenapar CIlifi BEBOGUTH
Bipa3y micNig pO3BefeHH 1 He IPU3Ha4YaTy y BUIJISAI BHYTPIIIHEOBEHHOI iHPY3il.

Tepaneemuqu NOKA3dHHA

[ng nonepenXeHHs PELUANBY TiNoTrIiKeMii alieHT, K TiIbKY 3 IBUTHCS e(deKT Bif mpenapary,
IIOBUHEH NIPUMHATHU BYIJIEBOOU BCEPEeNUHY [JId BifHOBJIEHHS 3allaciB IJIIKOTeHY Yy MeYiHIIi.

['nmiokaroH He Oyne eeKTUBHUM AJIS MAlli€HTIB 3 HEOOCTATHICTIO TJIIKOTeHY y medinti. ToMy edekxT
TJII0KaroHy He3HayHuM abo BiICyTHiM y XBopuX, SKi TPUBaIUM Yac He IPUIMany iXi, y malienTis 3
HeIOCTATHICTIO HAMHUPKOBUX 3aJI03, XPOHIYHOIO TIiMOrIiKeMieio abo SKIIO TilorIikeMis cupuuynHeHa
HaAMIipHUM BXUBaHHSM ajKorojo. Ha BigMiHY Bif agpeHasiHy, IJIIOKarod He BIIMBaE Ha
dbochopunazy M’g3iB, a TOMy He MOXKe CIIPHSITH ITIePeHOCY BYTJIEBOIB 3 MiCIlb, ie 36epiraioThCs
3HAYHO OiNbIIi 3amacy IMiKOTeHy, HiX y CKeJIeTHUX M’ g3aX.

IiaezHocmu4yHe noKa3aHHs

BBenenHs roKaroHy s poBefeHHs OiarHOCTUYHUX IIPOLeNyp MOXKe CYIIPOBOAXKYBaTUCS
Big4yTTSIM AucKoM@OpTy, 0coOIMBO SKINO Iie BinOyBaeThCs HaTIe. [10BiqOMIISIOCS PO PO3BUTOK
HYJOTH, TilorIiKeMil Ta 3MiHK apTepiaJbHOTO TUCKY y IIUX BUMafaKax. Ilicnis 3aBepIieHHi
MiarHOCTUYHOI IPOLEAYPH MAIliEHTY CIIif IPUMHATHA BCepefuHy iy, 6araTy Ha BYTJIeBOOH, SIKIIO 1ie
He CyllepeduTh [IPOBefleHiy OiarHOCTUYHIN Ipouenypi. Ko aiarHOCTUYHa IPoLiefypa BUMarae He
BXKMBATHU 1KY ITicyis 1 3aBeplileHHsS ab0 y malieHTa PO3BUBAETHCS TSIKKa TiloraikKeMis, MOKIINBO,
Oyne HeoOxigHe BHYTPIIIHbOBEHHE BBEI€HHS IJTIOKO3Y.

I'mokaler” 1 mr TinoKiT Moxke IPU3BOOUTH HO 30iNbIIeHHS MOTPeOK MioKapaa y KMCHI, a TaKOX 10
MigBUIIIEHHS apTepiaJbHOTI0 TUCKY 1 4acTOTH IysbCy. [lif yac 3acTocyBaHHSA IIpenapary
I'miokal'en® 1 mr TinoKiT sk giarHOCTUYHOTO 3aco0y CIIif crocTepiraTé 3a CTaHOM TIALliEHTIB 3
XBopoOaMu cepIis i Mpu3HavYaTH BiANOBiAHE JIiKyBaHHS 3a HAsIBHOCTI ITIOKa3aHb.

IIpu 3acToCyBaHHi AK AiarHoCTHYHOTO 3aco0y I'mokal'en”® 1 mr IinoKit Moxke CIpu4MHATH
KOPOTKOTPHUBAJIy TillepriliKeMiio y MalieHTiB 3 HyKpoBuM Aiabetom. ITig yac 3acTocyBaHHS HEOOXiTHO
CIIOCTEpIiraTy 3a CTAHOM IIAIli€HTIB i3 IIyKPOBUM fia0eToM AJisi KOHTPOJIIO 3MiH PiBHS TJIIOKO3U B KPOBi



i mpu3HayvaTH BifMOBifHEe NTiKyBaHHS 3a HAsBHOCTI TOKa3aHb.

[Tpemapart cif 3 06epekHICTIO 3aCTOCOBYBATH SIK OiarHOCTUYHKM 3acib mallieHTaMm 3
[JII0KarOHOMOXO.

TepanesmuyHe i Oiae2HOCMU4YHe NOkKA3dHHA

Cnipg mam’siTaTy, 110 TJIIOKAroH € aHTaroHiCTOM iHCYITiHY.

Crip BXKMBaTH 3aCTepeKHUX 3aXO/iB IIPH 3acToCyBaHHi npenapaty ['mokalen® 1 mr TinoKit xBopum
3 IHCYJIIHOMO10.

He BUKOPHUCTOBYBATH PO3YHH, SKIIO BiH Ma€ KOHCUCTEHIIiIO Teri0 abo ITOpPOIIoK
I'mokaler”® 1 mr I'noKiT po3unHUBCS He MOBHICTIO.

['mioKaroH CTUMYITIOE BUBITbHEHHS KaTeX0/IaMiHiB. 3a HagBHOCTI (PeOXPOMOLIMTOMU T'IIOKAaroH MOXKe
CIIPUYMHUTY BUBIJIbHEHHS BEJIMKOI KiJTbKOCTi KaTeX0JIaMiHiB, 110 TPU3BOAUTH [I0 TOCTPOI
rimepTeH3UBHOI peakKiril.

['miokaroH MpoTUIIOKa3aHU NalfieHTaM 3 (PeoXpoMouUTOMOIO (OUB. Po3in «IIpoTuioKa3aHHI»).

IJOmOMiXKHI pe4YOBUHUI

I'miokal'en® 1 mr TinoKiT MicTuTh MeHIIe 1 MMOJIB HaTpiwo (23 Mr) Ha MaKCHMabHy [03Y (2 M),
TOOTO IPAaKTUYHO HE MICTUThL HATPit0.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.
BariTHicTb

I'mokalen® 1 mr I'inoKit He IpoHUKaE Yepes NialeHTapHU 6ap’ep MoauHy. [10BigoMIsanI0Ccs Ipo
3aCTOCYBaHHS I'IIOKArOHY BariTHHUM 3 IIYKPOBHUM fiabeToM, aje Hapasi HeBimoMOo PO MIKifTHBUi
BIIJIUB IIperapaTty Ha rnepelir BariTHOCTI i 30OpoB’s 1yIofa Ta HOBOHAPOMXKEHOI IUTHHH.

I'mokal'en® 1 mr I'inoKiT MoxKHa 3aCTOCOBYBATH ISl JIIKYBaHHS TAKKOI TimormikeMil mif gac
BariTHOCTI.

T'ogyBaHHS TPYOIIO

['miokaroH gyxe IMIBUAKO BUBOOUTHCA 3 KPOBI (IlepeBaxHO Neyinkomw) (t,, 3-6 XB); TOMYy KiJIbKICTb
TJIIOKaroHy, fika eKCKPeTYy€eEThCS B IPyIHEe MOJIOKO XIiHOK, L0 TOAYIOTh TPYAAL0, MiCis JIIKyBaHHS
TSKKUX eIi30[iB rinormikemil, K 04iKyeThcs, Oyae BKpall He3HayHO010. OCKiIbKY TII0KaroH
PYHHY€ETHCS B IIJTYHKOBO-KUIIIKOBOMY TPakKTi i He Moxe abcopOyBaTHCs B iHTaKTHiN dopMi, BiH He
CIIPHYHMHSE XOMHOTO MeTaboiuHoro epekTy Ha auTuHy. I'mokal'en® 1 mr IinoKit MoxHa
3aCTOCOBYBATHUCA Iifl YacC rofgyBaHHS IPYILOLO.

PenponoykTuBHA GVHKIIA

HocnifxkeHHsa BIIKMBY npenapaty I'mokal'en” 1 mr TinoKit Ha penpoayKTUBHY QYHKINIO Y TBApHH He
IpoBOAMIN. [IOCTiKeHHS Ha Lypax He BUSBUJIY MTOPYIIEHDb 3 00Ky PENPOAYKTUBHOI PYHKIIi1



BHACIIIOK BBEIEHHS TJIIOKArony.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMamu.

[Ticns emizomy TSXKKOI TimoriaikeMil y marieHTa MOXYTh IOPYIIYBaTHACS KOHIIEHTPALlid Ta 30aTHICTh
pearyBaHHS. 3 OTJIAAY Ha Le IiC/s emi30ny TimoriikeMil alieHTy He CIif KepyBaTu
aBTOTPAHCIIOPTOM abo IpallfoBaTH 3 iHIIMMU MeXaHi3MaMu [0 MOBHOI cTabinmi3arlii cTany 3m0poB’s.

Y mesikux BUIlafKax IIiC/Isl IPOBEeAEeHHS AlarHOCTUYHHUX IIPOLEeAYyP HOBIAOMIIAIOCS IIPO PO3BUTOK
rinornikeMii. Yepes 11e KepyBaTH TPAHCIOPTOM abo MpalffoBaTH 3 iHIIMMK MeXaHi3MaM{ MOXKHa
TiNBKMU TiCJISI BXKUBAHHS 1XKi, 6araToi Ha ByrJI€BOAM.

Cnoci6 3acmocyeaHHs1 ma do3u.
03u

TepanesmuyHe NoKa3aHHA (MAHCKA 2ino2aikemis)

Io3yBaHHS [JIS HOPOCIIMX: BBOAATE 1 MTI IIIAXOM MifgIMIKipHOI @00 BHYTPIIIHEOM S30B0] iH’€KIIii.

OKpeMi epynu nauieHmis

Iimu (< 18 pokie): I'mokal'en® 1 mr TinoKiT MoXHa 3aCTOCOBYBaTH AJIS JIIKYBaHHS TAXKKO]
rimormikeMil y [iTed Ta MigJIiTKiB.

[lo3yeaHHA 045 dimetl: BBogsiTh 0,5 Mr (miTsaM 3 Macolo Tina mo 25 Kr abo BikoM mo 6-8 pokis) abo 1
MT ([iTsIM 3 Maco Tia moHapn 25 Kr abo BikoM Bif 6-8 pokiB).

IauieHmu aimHb020 8iKy (= 65 pokig): Tmokaler” 1 mr I'moKiT MoXKHa 3aCTOCOBYBATH JIIOHAM
JIITHBOTO BIKY.

IopyweHHs pyHKuil HUpoK ma neyinku: ['mokal'en® 1 mr TinoKiT MoXHa 3aCTOCOBYBAaTH MallicHTaM
3 HUPKOBOIO Ta IEYiHKOBOIO HEMOCTATHICTIO.

LliaeHocmuyHe NOKA3aHHA (ednbMyBdHHA UUISZHKZOBO-KUUJKOBO{ negucmaﬂbmuxul

Io3yBaHHS M7 JOPOC/IUX Malli€eHTiB: AiarHOCTUYHA 003a A1 po3ciabieHHs IUTyHKa, UH0YIMHYA
OBaHAOIATUIIAIO] KUIIKY, JBaHAALSTUIIAIIOl KUIITKY i TOHKOI KUIIKY cTaHOBUTH 0,2-0,5 Mr y BUTIAMI
BHYTPIITHbOBEHHOI iH’€K11ii a60 1 Mr BHYTPIiIIHbOM S30B0; [03a [/ po3CciaabieHHs TOBCTOI KUIIKU
ctanoButh 0,5-0,7 Mr BHYTPillTHEOBEHHO a00 1-2 MT BHYTPIiIIHHOM S30BO.

OKpeMi epynu nauieHmis

Iimu (< 18 pokis): 6e3neka Ta ebeKTUBHICTH npenapaTy [mokal'en® 1 mr [inoKiT mis raabMyBaHHSA
[TYHKOBO-KHIIIKOBOI IIEPUCTAIbTUKY y [iTel Ta IiJITKiB He BUBUaIUCA. [laHi BiACYyTHi.

Iauienmu aimHbo20 8iKy (= 65 pokig): Tmokal'er” 1 mr ImoKiT MoXKHa 3aCTOCOBYBATH JIIOHAM
JITHBOTO BIKY.



HopyweHnHs pyHkyii HUpok ma nevinku: I'mokalen” 1 mr TinoKiT MoXHa 3aCTOCOBYBAaTH HallicHTaM
3 HUPKOBOIO Ta IT€YiHKOBOI HEIOCTaTHICTIO.

I'moxkal'en® 1 mr I'inoKiT mocTayaeThesl y BUMIISAML CTEPUILHOTO 1i0(iIi30BaHOr0 MOPOIIKY
rmokarony (I'mokalen®) y GprakoHi 06'eMOM 2 M y KOMIUIEKTI 3 PO3YMHHUKOM (CTEPHIILHOIO BOMIOK
ISt is’€KI1i#l) B OMHOPa30BOMY Impuili 06’emom 1,5 M. ®1ak0H Ma€ 3aXUCHUM MJTaCTMACOBUM
KOBITQYOK, SKUU CJIif 3HATYU OJI9 PO3YMHEHHS MOPOLIKY. AKI0 KOBIIAYOK HEIIIJIbHO TPUMAETHCS Ha
¢dnakoni abo BifCyTHil, TpemnapaT He CJIii BAKOPHUCTOBYBATH.

[licris po34MHEHH MTOPOILUKY TJII0KaroHy CTEPUIIbHO BOAO0 [AJId iH'€KILiN YTBOPIOETHCS PO3UUH 3
KoHIleHTpalieio 1 mr (1 MO) B 1 M.

Po3uunauTH miodinizoBaHUM IOPOIIOK Y PO3YUHHUKY, 1[0 JOLAETHCS, K BKa3aHO HUXKYE y PO3Mii
«IIpUrOTYBaHHS Ta BBe[eHHs iH eKiil». Po3unn npenapary I'mokalen® 1 mr IinoKit npusHadeHui
IJIS MiAMKIPpHUX, BHYTPIIIHBOM 130BHX @00 BHYTPIITHbOBEHHUX iH €KIIIN.

Tepanesmuy4He noKa3aHHA (MANCKA 2ino2aikemis

[Tpenapat BBOAATH MigMIKIPHO a00 BHYTPIIIHBOM s130B0. 3BUYAMHO KITiHiYHUYN e()eKT Bil BBeIeHHS
npemnapaty HacTae npotarom 10 xsunuH. Komy XxBopuii 3MOXKe KOBTaTH, KOMY CIIi[l IPUUHATH
BCepenuHy iy, 6araTy Ha BYTJI€eBOAM, [JI BiIHOBJIEHHS 3allaciB IIiKOTeHY B MEeYiHIl Ta 3amobiraHHs
peluaguBy Tinormikemil. K10 XBopuii He pearye Ha BBeeHHS Ipenapary npoTtsaroM 10 XBUIKH, CIIif
BBECTH TJII0KO3y BHYTPIIIHHOBEHHO.

HiaeHocmuyHe NPU3HAYeHHA (2dA1bMYBAHHA lu/z;zHKoeo-Kuwrcoeoi'nelzucmaﬂbmw{ul

I'mokalen® 1 mr IinoKit BBomATs MemuuHi npanisHuky. [ToyaTok il npenapaTy HacTae yepes 1
XBUJIUHY nicins BBepeHHA 0,2-0,5 Mr BHYTPIIIHBOBEHHO Ta TpUBAa€ BIPOOOBXK 5-20 xBunuH. [ToyaTok
il mpemnaparty miciisg BBeeHHs 1-2 MT BHYTPIIIHHOM S30BO HacTa€ yepe3 5-15 XBUJIMH Ta TPUBAE
BIIponoBxK 10-40 xBUKH.

[Ticns 3aBepleHHS OiarHOCTUYHOI IPOLEYPH MAllieHTy CIIif IPUNHATH BCePEeNUHY 1Ky, 1110 MiCTUTh
BYTJIEBOMH, SIKILO Ie HE CyIePeYUTh IPOBEEeHIN AiarHOCTUYHIN POoLeaypi.

CneuianvHi 3anobixcHi 3axo0u nid 4ac no8oOM#CeHHA 3 AiKapcbkum 3acobom ma tioeo ymuaizauii

Po3BeneHuit po3uuH Mae 6yTu mpo3opuM i 6e36apsHuM. HeobxigHo migrorysaTu iH’'exuio 1 Mr
(1 MO) Ha 1 M g4 TifUIKipHOTO, BHYTPIIIHBOM 30BOT0 @00 BHYTPIIITHROBEHHOTO 3aCTOCYBaHHS
(BBemeHHST).

[IpuroTyBaHHS Ta BBeOEeHHS iH €KIIil



1. 3HiMiTh ITACTUKOBUM KOBITAYOK 3 (prilakoHa. 3HIMITh 3i MIMpHila KOBMAYoK ronku. He |*
BUIMMaNTE IIJTaCTUKOBUY IITOK MOPIIHSA 3i MIpPHIla. BBEiTh TOJIKYy Yepe3 r'yMOBY
MpoOKy vy GIaKoH, 10 MICTUTH JTiodini3ar (B Mexkax II03HAYEHOTO KOJa), i BBEITh
piguHy 3i mmpuia a0 ¢rakoHa.

2. He BuiiMatouu ronky 3 prnakoHa, 00epexkHO CTPYLIyiTe (HJIaKOH [0 TOBHOTO x
PO3YMHEHHS Iiodini3aTy i yTBOPEHHS IIPO30POr0 PO3YHHY.
3. IlepekoHaiiTecs, 1110 MOPILIEHb TTOBHICTIO TPOCYHYTO Biepef. TpUMalo4yu TONKy y B

PO34YKHi, TOBINbHO HAOEPiTh BeCh pO34MH y mmpull. CITigKy#iTe 3a TUM, 100 He BUTSATTH
[OPILEHD 3i MIIpuLa.

BaxnmuBo npubpaTy 3i mwnpuia yci 6yap0anIky moBiTps:

* TToBePHITHL WIMPHULL TONTKOIO AOTOPU U TIOCTYIIalTe 0 IITIPUILY MalbIeM.

* 371eTKa HaTHUCHITh Ha MOPIIEHbD, 100 BUMTYCTUTH MOBITPS, IKe HAKOIUYHUIIOCS Y
BepXHill YaCTHHI IIIIpHUIla.

[TpomoBXKYyITe HaTUCKATH Ha MOPIIeHb JOTH, JOKM He OTPUMAaETe MPABUIbHY [03Y O
im’exuiit. [Tpu npOMy 3i IIIpHIIa BUIITOBXYETLCSI HEBENUKa KiTbKiCTh PigUHU.

IuB. po3nin «HeoOxigHa KinbKiCTh IpemapaTy» HUXKYeE.

4. BBeniTh mo3y mif mwKipy abo y M’s13. =

5. IlepeBepHiTL HEITPUTOMHY JIIOAUHY Ha 0iK, 100 3amobirta 3amyci.

6. FK TiMBKY JTIOMHA IPUiife O0 TIMU i 3M0OXKe KOBTATH, falTe i 3'ICTH II0Ch 3 BUCOKUM BMiCTOM IIYKDY,
HaNpuKJIan IyKepKy, TicTedko abo GpyKToBUi Cik. BXXUBaHHS IPOAYKTY 3 BUCOKUM BMiCTOM I[YKDPY
OIIOMOXKe 3am00irTé MOBTOPHOMY IaAiHHIO PiBHS IIYKPY Y KPOBI.

[Ticnst 3acTocyBaHHSs JliKapchbKoro 3acoby I'mokal’eH® 1 mr 'inokiT moTpibHO 3BepHYTHUCS [0 NiKaps abo
MEIUYHOTO MpaliBHUKa. HeoOximHO 3’sCyBaTH, 110 CIIPUYMHUIIO HAaIMipHe MafiHHS PiBHS LYKPY B KPOBI i
SIKUM YMHOM MOXKHA IIOTIEPeIUTH TaKi CUTyallil y MaOyTHbOMY.

Heo06xigHa KiTbKiCTh IpenapaTy

PexoMeHOoOBaHa 03a CTAHOBUTE:

e ITopocri: BBeMIiTh MOBHY [03Yy JiKapchKoro 3aco0y (1 mi), ToOTO KiNmbKicTh, SiKa BifmoBigae
mo3Hauti «1,0» Ha mMmpuii.

o [TiTu BikoM 1o 8 pokiB a0o miTu BikoM Big 8 pokiB 3 Macoro Tijia MeHIe 25 Kr: BBEe[IiTh
IIOJIOBUHY [103H JTiKapchKoro 3aco0y (0,5 M), ToOTO KinbKicTh, sIKa BigmoBifae mo3Hayti «0,5»
Ha IIMTPHULI.

o [TiTu BikoM Big 8 pokiB ado miTu BikoM 10 8 pokiB 3 Macoro Tija Oibmie 25 Kr: BBeIiTh
TIOBHY MHO3Y JIiKapchkoro 3acoby (1 M), ToOOTO KinbKicTh, SKa BigmoBifae mo3Haul «1» Ha
IITPHUILIL.

3BepHITh yBary, 110 [AJis IPOBeNeHHS AiarHOCTUYHUX MIPOIenyp Moxe OyTH OOLiTbHUM 3aCTOCYBaHHS
mrnputia 3 GisIbII TOHKOIO T'OJIKOI0 Ta APiOHIMINMM TpafiyloBaHHSIM.

HeBukopuCcTaHy 4aCTHHY JIiIKapChKOT0 3ac00y, a TAKOXK YCi BiIX0Ou CIlif yTUIi3yBaTH BigIOBIIHO [0
MiclleBUX BUMOT.

BeedeHHs npenapamy iHWuMu ocobamu



Y BUnafKy rinoriikeMii TIKKOTO CTyTIeHs, KON XBOPUM 3HAXOAUTHCS V CTaHi, B IKOMY He MOXKe
IPUMHSATH BYTJIEBOIU BCepenuHy, Opy3i abo pomuyi MaloTh BBECTH MOMY TJIIOKATrOH HiAMIKipHO a0
BHYTPIIIHEOM 130BO Y BEPXHIO 30BHIITHIO YaCTUHY M’A3a CTeTHa (Y J03axX, 3a3Ha4YeHUX BUIIE).

[Ticns Toro, 9K XBOPUU ONPUTOMHIE, IOMY CJIifl IPUUHATHA BCEPEOUHY 1XKY, 1[I0 MiCTUTh BYTJIEBOLH,
miist 3ano0iraHHs PO3BUTKY IIOBTOPHOI TimoriTikeMii Ta 3BEPHYTHUCH [I0 TiKaps.

Himu.

3acTocyBaHHS [iTSIM 3aJIeXKUTh Bif BiKy abo/Ta Macu Tila DUTHHH.

3aCTOCOBYIOTh 3a TAKOK CXEMOIO:

OiTsM 3 Macoio Tina Ginbine 25 Kr abo BikoM Bif 6 - 8 pokiB BBOOSTE BeCh BMIiCT (hjlakoHa - 1 MT;

OiTsSM 3 Macoio Tina mo 25 Kr abo BikoM [0 6 - 8 pokiB BBOASATL BMiCcT ¥2 hitakoHa - 0,5 MT.

Ilepedo3yeaHHsi.

BBeneHHS HaIMipHOI 103U IIpenapaTry I'mokal’'er® 1 mr [imoKiT Moxe CIIPUYUHUTU HYAOTY i
OmoBaHHS. Yepe3 KOPOTKUY Iepiof HamiBpo3mnaAy I/II0KaroHy Ii CUMITOMY IIBUAKO MUHAIOTE.
Cneuudiune miKyBaHHS, K IPaBUIIO, V I[UX BUIaAKax He MOTPibHe. Y pasi gyxke 3HAYHOTO
nepeno3yBaHHs MOXKI/IMBE 3HUXKEHHS KOHIIEHTPallii KaJjlilo y CUpoBaTIi KPOBi, 1110 moTpedye
MOHITOPHHTY Ta ¥ pa3i HeoOXigHOCTi - KOPEeKITii.

ITo6iuni peakuii.
Cmucauti onuc npogiato be3neku

Bunapku TsXKKUX MOGIYHUX peakiliii peeCcTPYIOThCS AykKe PifKo, X04a iHOAi MOXYTh BUHUKATH
HymoTa, 61t0BaHH i 60111 B 2KMBOTI. Peakiril migBuineHol YyTIUBOCTi, B TOMY YuCIli aHadimakTuaHi
peaxtii, Big3Hauanucs gyxe pigko (pigme 1 sunapgky Ha 10 000 namienTis). [Tpu 3acTocyBaHHi
npernapary 3a AiarHOCTUYHUMH [T0Ka3aHHSMU ITOBIgOMIISIIOCS NP0 BUMAAKU PO3BUTKY TilloTIiKeMil/
rimormikeMiyHoil KOMH, 0COOTMBO SIKIIO OiarHOCTUYHA IIPOIleqypa MpoBoaunIacs HaTile. [Ipu
3acrocyBanHi npenapaty I'mokal'er”® 1 mr [inoKit g [onoMiKHOro 3aco0y mif yac eHJ0CKOIiYHNX
a00 PeHTTeHOJIOTiYHUX MIPOIeAYP IOBIMOMIISIIIOCS PO PO3BUTOK MOOIYHUX SIBUII 3 GOKY CepIeBo-
CYIMHHOI CUCTEMH, 30KpeMa PO TaXiKapfilo Ta 3MiHM apTepiaJlbHOTO TUCKY.

38edeHa mabauus Heba)caHux peakuyit

Haii6inbm yacTumMu noGivauMy edeKTaMy Micis BBeleHHs npenapaty ['mokal'en® 1 mr [imoKiT e
HyZnoTa i 67110BaHHS, 0COOIMBO TP BBeAEHHI 1031 moHan 1 Mr abo Ipu UIBUAKOMY BBEHEHHI
npernapary (MeHII Hixk 3a 1 xB). IHomi HymoTa i 6/10BaHHS MOXKYTh CIIOCTepiraTucs yepes 2-3 TOOUHU
micrs in’exiril.

B mooguHOKHMX BUIIafiKaxX MOXe BUHHUKATH BTOPUHHA TinmoriikeMis (ouB. po3min «Oco6muBOCTi
3aCTOCYBaHHS»).



YacTtoTa HeOaxaHuX Mo0iYyHUX eeKTiB, SIKi BUSIBIIEHO ¥ XOMi KITIHIYHUX [OCTigXKeHb Ta/abo B
IIOCTMapPKETUHTOBUX CIIOCTEPEkKEHHSX, ITOB’I3aHUX i3 3aCTOCYBaHHSM IIpelapaTy, HaBeJeHa HUXKYe.
YacTtoTa HeGaKaHUX SIBUII, SKi B XOMi KITIHIYHUX JOCITIIKEHb He CIIOCTEePirauch, IPoTe
IIOBiIOMJIEHHS IIPO SKi HaXOOUJIXA CIIOHTAHHO, ITI03HaYeHa K JyxKe pigko (< 1/10000).

YacToTa noBimoMIeHHS mMpo moOiuHi peakiril i Yac MapKeTMHTOBOT0 BUKOPUCTAHHS - IyXkKe PigKo.
OpHak y MOCTMapKETHHTOBUY II€Piofl, MOXKIIMBO, PEECTPYIOTHCS HE BCi BUITAAKU PO3BUTKY MOOIYHUX
sIBUILI, 1 ITe CJIi MaTU Ha yBa3i, aHaJIi3yl04u HaBe[eHy 4acTOTy II0BiOMJIEHb.

Tegzaneemuqu NOKA3dHHA

ITopyweHHs 3 60Ky iMmyHHOI cucmemu: gyxe pigko (< 1/10000) - peaxkirii rinep4yyTaIuBOCTi,
BKJII04Yal04yX aHa(inakKTU4HI peakilii/ MoK.

ITopyweHHs 3 6OKY WAYHKOBO-KUWK08020 mpakmy: dyacTo (= 1/100 mo < 1/10) - HymoTa; HEYacTo
(= 1/1000 mo < 1/100) - 6moBanHs, pimko (= 1/10000 mo < 1/1000) - 6inb y YepeBHil TOPOKHUHI.

I'eHepanizosaHi nopyweHHA ma peakuii 8 micusax iH'€Kyil:HeBigoMo (HeMOXKJIMBO OL[IHUTH Ha
MigCTaBi HasBHUX [aHWX) - PeakKllil y MiCIli BBeIeHHS.

Himu

3 ornsAmy Ha BigOMOCTI, 1m0 OyIu OTpUMaHi Iif Yac KIiHIYHUX DOCIiIXKeHb, @ TaKOXK Y
IIOCTMApPKETUHTOBUY TTePiof, MOXKHa 3pOOUTH BUCHOBOK, II[0 YACTOTa, THII Ta TSXKKICTh IMOOIYHUX
peaxiiiit y miTell He Bigpi3HAIOTHCS Bifl HeOaXKaHUX SBUIL Y TOPOCTIHX MAIiEHTIB.

THwi okpemi epynu nauieHmis

3 ornsigy Ha BimoMOCTi, 110 Oy OTPUMAHI M Yac KITiHiYHUX JOCITiIXKeHb, a TAKOX V
IIOCTMApPKETUHTOBUY MTePiof], MOXKHa 3POOUTH BUCHOBOK, II[0 YACTOTa, THII Ta TAXKKICTh MOOIYHUX
peaxliii y malieHTiB JIITHHOTO BiKy, @ TAKOXK Y IAIliEHTiB 3 HUPKOBOIO a00 Me4iHKOBOI HENOCTATHICTIO
He Bipi3HAIOTHCA Bifl HeOGaXKaHUX SBUIL  3arajibHil MOMYJISIIl.

JliaTHOCTHYHE ITOKAa3aHHSI

ITopyweHHsA 3 6OKY iIMYHHOI cucmemu:
nyxe pigko (< 1/10000) - peaxkriil rinep4yTAXBOCTI, BK/II0Ual04Yu aHa(iTaKTUYHI peakiiil/ oK.

ITopyweHHs 06MiHY peuosuH i xapuysaHHs: HevacTo (= 1/1000 mo < 1/100) - rimormikemist: micus
3aBepIIeHHs JiarHOCTUYHUX MTPOLEeNyp, SAKi MPOBOJUIIUCS HATIE, TiMoraikeMis Moxke 6yTu 0coOIHUBO
BimuyTHOIO (OuB. po3min «Oco6IUBOCTI 3aCTOCYBaHHS»); OyxKe pimko (< 1/10000) - rimormikemiuHa
KOMa.

ITopyweHHs 3 60Ky cepyeso-cyouHHoi cucmemu: gyxe pigko (< 1/10000) - Taxikapmisi, rinoTeHais,
rinepTeH3is: PO PO3BUTOK MOOIYHUX SIBUI 3 OOKY CEPIIeBO-CYIUHHOI CUCTEMH MTOBiIOMIISIOCS
TiNIbKY IIPH 3aCTOCyBaHHI npenapaty ['mokal'en® 1 mr inoKiT sk momoMizxHOro 3acofy Iif dac
€HJOCKOMIiYHKX ab0 PEHTIeHOJIOTiYHUX TIPOLETYP.



ITopyweHHsA 3 6OKY WAYHKOBO-KUUKOBO20 MPAKMY:

yacto (Big = 1/100 mo < 1/10) - HymoTa;

HeyacTo (Bim = 1/1000 mo < 1/100) - 6rmioBaHHS;

pigko (Bim = 1/10000 mo < 1/1000) - 6inb y YepeBHil IOPOKHUHI.
I'eHepanizosaHi nopyweHHA ma peakuii 8 micusax iH' €Kuit

HeBioMO (HeMOXKJIMBO OIIIHMTHU Ha MifiCTaBi HasBHUX JAaHMWX) - peakllil y Miclli BBeOeHHS.

Himu

[laHi mog0 3aCTOCyBaHHSA IIpenapaTy I'miokal'en® 1 mr TinoKiT 3 iarHOCTUYHOI METOI0 y miteu
BICYyTHI.

IHwi okpemi epynu nauieHmia

3 ornsigy Ha BimoMoOCTi, 110 Oy OTPUMaHI Mif Yac KITiHiYHUX JOCIifIKeHb, a TAKOXK V
ITOCTMAPKETUHTOBUY TEPiofl, MOKHA 3POOUTH BUCHOBOK, III0 YAaCTOTA, TUI Ta TAXKKICTh MOOIYHUX
peaxliiil y IallieHTiB JIITHBOTO BiKy, a TAaKOXK Y MallieHTiB 3 HUPKOBOIO a0 Me4YiHKOBOIO HENOCTATHICTIO
He Bimpi3HAIOTHCS Bifl HeOaxKaHUX SBUII, 110 CIIOCTEPIrar0ThCs y 3arasibHii MOMyJIsIIil.

3BiTHICTH PO Mim03pIoBaHi MO6IYHiI peakiril

3BiTHICTH PO Migo3pioBaHi Mo0iYHi peaxiiii micysa mepKaBHOI peecTpallil TikapchbKoro 3aco0y Mae
BeJIMKe 3HAYEHHS, OCKiIbKM BOHA A€ 3MOT'y ITPOMIOBXKYBATH BifICITiTKOBYBATH CITiBBiIHOIIIEHHS
KOPHUCTH/PU3UK 3aCTOCYBAHHS IIHOTO JTiKapChKOT0 3acoby.

Tepmin npudamuocmi.
2 POKH.

BimHOBneHuit po3uun mpenapaty ['mokal'eH® 1 mr IinoKiT mae 6yTu BBeOeHU HEranHo micys
IIPUTOTYBaHHSA.

[laTy 3aBeplleHHs TEPMiHy IPUOATHOCTI 3a3HAaYEHO Ha eTUKETLI IePBUHHOTO NaKyBaHHS Ta Ha
eTHKETIi KOPoOKH micist citiB «IIpumaTH. m0».

YMoBu 30epiranHsi.
30epiratu B OpuriHaibHiN yIAKOBIi IpU TeMIepaTypi He Buile 25 °C.
He gomyckaTu 3aMopoxKyBaHHS. 36epiraTu y 3axuilleHoMY Bif mii cBiTiIa Mici.

36epiraté y HegOCTYIIHOMY IJIST OiTe# MicIi.



Po3uuH Mae GYTI/I BBeJIeHI/II;I HeTaWHo IIics IIPUTOTYBAaHHA. He 3anumiatu PO34YMH AJIA IIOOAIBIIOTO
BUKOPUCTAaHH.

Hikonu He 3aCTOCOBYBaTH IIpenapar IicJisd 3aKiHYeHHs TepMiHy IPUAATHOCTI, 3a3Ha4YeHOT0 Ha
yIaKOBIIi.

Y pigkux BUNlafiKaX, KOIM MiC/s BiTHOBIEHHS y PO34YMHi BUSIBIAIOTLCA (ibpunu abo HEPO3UMHHI
YaCcTOYKHY, IIpenapar Hifiiarae 3HUIIeHHIO.

Hecymicnicmwo. He 3MimyBatu B ogHOMY IImputli abo $hIakoHi 3 iHIMKUME JTiKapChbKUMU 3ac00aMu.
Crnip BBOOMTY B OpUTiHA/IBbHOMY IIIIPHII, 0 BXOAUTH B YIIAaKOBKY. PeakIlil HECyMiCHOCTI IipemnapaTy
I'moxkal'en® 1 mr [inoKit 3 iHImMMyu JTiKapCHKUME 3aC00aMK HEBiIoMi.

YnakoBka.
Ynakoseka 0 nioginisamy I'nokal'en® 1 me I'inoKim

®nakoH 3i ckya Tuny 1, 3aKymopeHui npo6koi 3 6poMOyTHILY, 1110 HAKPUTA aTIOMiHiEBUM
KOBIIAUYKOM.

Ynaxoeka 05 PO34YUHHUKA

[TomepenHbO HAIOBHEHUM MIMTPHUII 3i CKJa TUY 1 3 mopInHeM 3 OpoMOYTUIIOBOI TYMH Ta TOIKOIO.

®rrakoH Ma€ 3aXMCHUM I71aCTMACOBUM KOBIIQYOK, SKUM CIIifl 3HATHU OJIS BiTHOBJIEHHS IIOPOIIKY.

Kareropis Bignycky.

3a pelemnToM.

BupoOHUK/3asiBHUK.

A/T Hoo Hopgaick / Novo Nordisk A/S.

Micie3HaxoaKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MpoBaIXKeHHsI HOro TisiIbHOCTi/
MicIle3HaX0mKeHHS 3asABHHKA.

A/T Hoso Hopgmick, HoBo Anne, Barcsaepp, 2880, Hanisa / Novo Nordisk A/S, Novo Alle, Bagsvaerd,
2880, Denmark.



