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250 MO, 500 MO, 1000 MO, 1500 MO, 2000 MO Ta 3000 MO
[Topolok Ta PO3YUHHHK /ISt POUUHY JUIS 1H €KL

SIkicumii Ta KiibKicHII cRaa

Typoxkrokor aibda.

Koxuuii dakon HominansHo mictuts 250, 500, 1000, 1500, 2000 abo 3000 MO mozacekoro dak-
topa koaryJsuii VIII (p/ITHK), typokrokory ansda.

[Micais BimsoBIeHHs nipenapar HooEirt™ mictuts npubmusso 62,5, 125, 250, 375, 500 abo
750 MO/Mn mozcbkoro daxropa koarysuii VIII (pTHK), TypokTokory aibda.

AxtuBHicTs (MO) BU3HAYal0Th 3a J10IOMOI010 XPOMOTCHHOTO & aHai3y 3riHo 3 €BponeHchKoI0
dapmaxorneeto. Crienndivyna akTHBHICT Npenapary HogoEiit" cranoBuTh npuGiu3Ho
8300 MO/mr 6inka.

Typokroxor ansda (moacekuii paxrop xoarysuii VI (p/IHK)) asige coboro ounenni O1110K,
10 cKNafaeThes 3 1445 aMiHOKHCIOT | Mae MoJleKy IsapHy Macy O6iu3bko 166 k/la. Horo Buroros-
JISIOTH 32 JONOMOT0I0 TexHosorii pekombinanTHoi JIHK y KiliTHHAX S€UHUKIB KHTAHCHKOTO
xom’sika (CHO) i oTpumyioTh Ge3 goaBanHs Oyab-sIKHX O1IKIB J0ACHKOro abo TBAPHHHOTO NOXO0-
JUKEeHHs B IIpolleci KyJAbTHBYBAHHS KM THH, OYHILeHHsA a00 BHPOOHHLITBA TOTOBOro Npenapary.

TypokToKor anbpa — 1e pexombinanTHuii moacskuit paxrop koaryssuii VIII 3 ycidennm B-
nomenoM (B-zomeH ckiranaerhbes i3 21 aminokucnotn B-gomeny aukoro tuiy) 6e3 Oy/ib-siKHX iH-
X Moardikanii y mociiloBHOCT] aMIHOKHCIIOT.

JlonomixkHaa pedoBnHa 3 BigomMum edextom: 0,31 MMoib HATPito (7 Mr) B 1 MII BIIHOBJICHOTO PO3-
ynny. [ToBHuit nepesik A0NOMIKHHX PEYOBHH HABEIEHO B pO3/1ii [lepenik O0NOMIJICHUX PEHOGUH.

Jlikapcbka dopnria

[TopomIOK Ta PO3YMHHUK /UIsi PO3UMHY /Ul 1H €KIIH.

[Topowiok abo poscumyacta Maca 6inoro abo 3;1erka JKOBTOTO KOJIBOPY.
[Tposopuii Ta Ge30apBHU PO3UNH JUIA iH’ €Ki

Kuainiuni XapakTepHcTHKH

TepaneBTHYHI MOKA3AHHSA

JlikyBaHHs Ta npodinakTHKa KpOBOTEY y MALLiEHTIB 3 reModiniero A (BpoukeHuM aedirmurom (ak-
topa VIII).

[Ipenapar HoBoEi#T" MoyHa 3aCTOCOBYBATH MAIICHTaM YCiX BIKOBHX IPYIL.

JlozyBaHHs Ta cnocid 3acTOCYBAHHA
JIiKyBaHHS CJTi/l TOYMHATH Mijl HATIISIOM JHKapsl, KKl Mae J0CBi/ NiKyBaHHs reModisii.

Iayienmu, axi paniwe He ompumyeant 1iKy8anHA
Ha croroanimmii geHs 6e3neuHicTs Ta eheKTHBHICTD IIpenapary HosoEiiT" y HauieHTiB, AKi paHi-
me He 0Tpﬂmy{ann JIleBaHHﬂ [HE BCTAHOBJICHO. Jlani BiZICYTHI.
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Jlo3yBaHHs i TPHBAIICTH 3aMICHOI Tepartii 3aeKaTh Bil tsoxkoeti aedimmty pakropa VIII, nokai-
3ar1ii Ta 06CATY KpOBOTEYi Ta KIIHIYHOTO CTaHy MAlli€HTa.

Kimbxicrs omuamis daxropa VIIIL ski BBOAATECS, BUPaXKAIOTh ¥ MizkrapoaHux oanHnIsx (MO),
[10B’S3aHHX i3 TOTOYHEM cTaszaproM BOO3 s npenapatis daxtopa VI Akt MBHICTb ¢aKT0pa
VIII y niasmi KpoBi BUpaKaroTh y BiZACOTKAX (BIZAHOCHO HOPMAIBHOIO piBHs B r1a3mi) abo B Mixk-
napouix omEamax (MO) (BiHOCHO MiKHAPOJHOTO CTAHAAPTY UL (pakTopa VIII y nna3mi kpo-
Bi).

Osna mbxrapoasa oxuauns (MO) akrusHocti dakropa VIII exksiBanentha kinpkocTi (pakropa VIII
B OJIHOMY MIJITiTPi Mj1a3Mu KPOBI 3/10POBOT JIIO/IHHH.

Jlixysanns 3a nompebu

PospaxyHoK noTpi6Hoi no3u paxropa VIII 31ificHIOIOTE Ha OCHOBI eMITIPHYHHX JIAHHX, 3riJHO 3
axumn 1 MO ¢akropa VIII Ha kinorpam Mach Tija MiJIBHILY€ aKTHBHICTB (pakTopa VIII y nnazwmi
kposi Ha 2 MO/an. [ToTpiGHy /103y BH3HAUAIOTH 32 TaK0IO HOPMY.IOIO:

[Torpi6ua kimbkicts omunuin (MO) = maca Tina (xr) x norpidne nigsumeHns pists paxropa VIII
(%) (MO/mn) x 0,5 (MO/xr na MO/ ).

KinbKicTs, SKy He0OX1JHO BBECTH, a TAKOXK YaCTOTa BBEJACHH:A 3aBIK/IH noBuHHI 3a0e3nedyBaTH
KJIiHIYHY e)eKTHBHICTb B KOKHOMY KOHKPETHOMY BHIIAJIKY.

V pasi nepequHHx HHKYE reMOparltIHHx aBUII aKkTHBHICTH (haktopa VIII He noBruHHA MajaTi HH-
JKue JIaHOTO PiBHS aKTMBHOCTI B r1asmi Kposi (y % Bia Hopmu abo MO/an) ynponosxk BIJUTOBIHO-
ro nepioy. Hapesienoio nuskye Tab/IHIEI0 MOJKHA KOPHCTYBATHCS SIK JIOBITHHKOM 13 JIO3YBAHHS Y

BHIT4JIKAX KPOBOTEY Ta XipypriyHuX BTPYYaHb.

Tabauus 1. JIoBiHNK i3 103yBAHHS Y BUIAAKAX KPOBOTEY Ta Xipypriuuux BTpy4ansb

Crynidb TS/RKOCTI Kpo-
BOTEYI/THII XIPYPTIYHOTO

IMoTpioumii pi-
BeHb aKkTopa

YacTora BBeAeHHs (FOAHMHN)/ TPHBAIICTD
Tepamnii (Jui)

BTpPYYaHHs VIII (%) (MO/na)

Kposomeua

Jleeka 2040 I[ToBToproBaTi KoXHI 12-24 roMHK 1110~
Panni crajii remarposy, HaiiMeniie nporsrom 1 100H, 10 3yMHHKH
KPOBOBHJIMB y M’ 431 abo KpoOBOTeui (110 BU3HAYAIOTE 3a 6oiiem) abo
KpoBOTEHa B POTOBIH 110- 3aro€HHs

POKHHHI

ITomipnoi madickocmi 30-60 I[TosToprosaty iH’exuiio koxHi 12-24 rou-
Binbin BHpaXkeHUH remapt- Hu nipotsrom 3—4 1i6 abo j1oBIue J10 yey-
P03, KPOBOBUIIMB Y M’ 131 peHHs 60JII0 Ta TOCTpOoi BTpaTH (hyHKILii
abo remaroMa

Macusna 60-100 [ToBTOpIoBaTH iH’€KLiI0 KOkKHI 824 roau-
KpoBoTedi, 1110 CTaHOBIIATD HH, JIOKH 3arpo3y He Oyjie YCyHeHO
3arpo3y Juld JKHTTS

Xipypeiune empyuanns

Manoineasuena onepayis 30-60 KoxHi 24 roguHu MOHAaNMEHIIE IIPOTIroM

V ToMy YHCIi BUAANIECHHS
3yba

1 106w, 10 3arocHus

Macuena onepayis

80-100 (o Ta mic-
Jist onepartii)

— ';'_‘\

[TosToproBaty iH’exiito KoxKHI 8-24 rojuHn
JI0 IOCTATHLOI'O 3arOCHHS PaHH, Micjs Y0ro
NPOOBKYBATH TEPAIiIo 1€ NPUHANMHI
npotaroM 7 ai6, mod miATpEMYBaTH AKTHB-
nicth (paxropa VIII Ha pisai 30-60 %
(MO/’IUI)
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Jlnst TpuBaol NpodilakKTHKA KPOBOTEY Y MALIEHTIB 3 TSHKKOIO Gopmoro remodinii A 3BHL1(E!H'ﬁaUpé-
KOMeHI0BaHa 103a ctaHoBuThL 20—40 MO ¢akropa VIII na kinorpam macu Tija yepes aeHb ado 20—
50 MO ¢akropa VIII Ha Kizorpam mMacu Tija Tpu4i Ha THKACHB. Y P BUMAAKIB, 30KpeMa B nali-
€HTIB MOJIO/UIIOT BIKOBOT IPYIIH, MOKYTh 3HAI00MTHCS KOPOTLI IHTEPBAIA MiX BBEACHHIM abo
BUIII JIO3H.

Mounimopune nikyeanns

VIIpoIoBK Kypey JIIKyBaHHs PEKOMEHYEThCs 31 HCHIOBATH Halle’KHE BH3HAYCHHA PIBHIB (akTopa
VIII 3 MeTo10 Kopekiii HeoOXiAHOT 1031 Ta HaCTOTH MOBTOPEHHS 1H €K1, 30Kkpema, Y BHIIaJKax
MAaCHBHHX XipypriyHuX BTpydYaHb HeoOXiHHMIT TOUHMIT MOHITOPHHT 3aMiCHOT Tepallii HIISXOM BH-
KOHAHHS aHali3y Ha 3ropTaHHs kposi (aktusHicTs pakropa VIII y nnaszmi). B okpemux namienTis
MOJKe criocTepiraTucs pizHa Bianosias Ha ¢axrop VIII, 3 1ocsSrHeHHAM Pi3HUX CTYNEHIB BIIHOB-
nenns ¢paxropa VIII in vivo Ta pisHEMH nepiofaMi HalllBBHBEICHHS.

Xipypeiune smpyvanns
JlocBiz 3acTOCYBaHHS Npenapary y BUIAAKax XipypriyHuX BTpy4aHb y JUTel BiACyTHIH.

Hayicnmu nimnvo2o Giky
JlocBia 3acTOCYBaHHS Npenapary B NalieHTiB BikoM >65 pOKiB BiJACYTHIM.

Himu

Jlnst TpuBastol npodinakTHKH KPOBOTEY Y MALIEHTIB BikoM 10 12 pokiB 3BHYalina peKOMEH/10BaHa
1103a cranoBuTh 25-50 MO ¢axropa VIII Ha kinorpam macu tina yepes aedb ado 25-60 MO dax-
topa VIII Ha xinorpam macu Tina Tpuyi Ha THK/IEHb. PEeKOMEHI0BaHI 71031 JUls TeIaTpUYHKX nalli-
enTiB crapine 12 pokiB Taki cami, sIK i U1 JOPOCIINX NaLi€HTIB.

Cnoci6 3acTocyBaHHs
BHyTpilIHLOBEHHE BBE/ICHHS.

PexoMeHI0Bana IBUIKICT BBeIeHHs npenapaty HosoEiiT" cranosuts 1-2 mun/xs. [Buxicts
BBE/ICHHS 3ICKHUTH BiJl PIBHA KOM(OPTY NamieHTa.

[HCTPYKILT 100 BiAHOBIEHHS JIKApCHKOT0 3aco0y nepesl BBEJACHHIM HABEACHO B po3aL /nempy-
Kyii w000 3acmocyeanns npenapamy HoeoEim".

Iporunoxkasauns
[MinepuyTinBicTs 10 Aitouoi pedoBuHH ab0 10 Oy 1b-9K0T 3 JIOMOMIKHUX PEUOBHH, YKa3aHUX Y PO3-
it Crucok 0ONOMINCHUX peHosUHN.

BeranosieHa anepriuia peakuis Ha OU10K XoM'dKa.

OcobimBi 3acTepeskeHns Ta 3ano0i7KHi 3aX0/1H PN 3a¢TOCYBAHHI

[inepuymaueicme

[Ipenapar HosoEiit” Moxe CHPHUYMHATH peakiii rinepyyTInBOCTI a_fleprltmoro tuny. [penapar
MICTHTB GLIKHM XOM’sIKa B 3aJIMIIKOBHX KiJIBKOCTSX, 110 B JIeSKHX MALEHTIB MOKE BUKIHKATH anep-
riufi peakuii. Y pasi HOsABH CHMIITOMIB Fiep4yTJIHBOCT] Nalli€HT TOBUHEH HETAHHO NPUITMHATH
nikysauns npenaparom HosoEit” i 3epryTrcs 10 cBoro mikaps. [lanientis cia nonepekaru
Ipo Te, 10 PaHHIMH O3HAKaMH Peaxilii rinepuyyTaHBOCTI MOKYTh OYTH ajlepriuie BUCHIIAHHS, Te-
Hepasli3oBaHa KPOIHUB'AHKA, BIAUYTTS CTUCHEHHS Y IPYAHIN KiTIi, CBUCTSIYE JMXaHHs, apTeplanbia
rinoTensis Ta anadinakcis.

V pasi oKy CI1ijt 3aCTOCYBATH CTAHIAPTHY MPOTHIIOKOBY MEIHKAMEHTO3HY Tepariio.

Ineibimopu

YTBOpeHHs HelTpatizytounx anTuTia (inribiTopis) 1o ¢pakropa VIII € BitoMuM yCKIaTHEHHIM
NiKyBaHHS NAIieHTIB 3 reModimiero A. 3azsuyaii 1 iHriGiTopH ABAMIOTH c06010 iMyHorno0yninu G
(1gG), cnpsiMoBaHi NPOTH NPOKOATyY/ISHTHOT akTuBHOCTI (pakTopa VIII, Ky BUMIPIOIOTH B OJIMHH~
wix beresna (BO) B 1 M nasmu KpoBi 3a 10nomMoroio MoAn(dikoBanoro ananizy. PH3HK yTBOpeH-

HSl 111r161’rt)pm @pen}oe 3 TAKKICTIO 3aXBO]?I{)BaIIHH a Takok 13 excnosuuiero Gaxropy VIII; neit
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TRRVRIRY

PH3HK HaWBHIIMH npoTsrom nepiuux 20 AHIB JiKyBaHHs IpenapaToM. 3pijka iHrIGITOPH MOKYTh
yTBOproBaTHCs 1 micas nepmmx 100 quiB miKyBaHHS.

Bunajky penMauMBiB yTBOpeHHs iHTIOITOPIB (Y HH3LKHX THTPAX) CIIOCTEPIiraaucs micis nepexoy 3
oaxoro npenapary ¢akropa VIII va iHmmii y nauiedTis, ki padime orpumaiy 6inbi sk 100 116
JKYBaHHS i My B aHaMHe3i YTBOpeHHs iHri0iTopiB. ToMy peKOMeHayeThCs 3a0e3 e HTH peTelihb-
HE CIIOCTEPEIKEHHS 3a yCiMa NallicHTaMH Ha [TpeIMeT YTBOPEHHS iHribiTopis micis Oyab-9Koro rne-
PexoJ1y 3 OJIHOTO Ipenapary Ha iHIIHHA.

Kninivne 3HaueHHs yTBOpEeHHs 1HIIOITOPIB 3a/1€KNTh Bl THTPY iHri0iTOpa: HU3bKI THTPH 1HTIGiTO-
piB. 110 € TPAH3UTOPHUMH, a00 CTadIILHO HU3bKI THTPH ACOLIIOIOTHCS 3 HHKIMM PU3HKOM HEJI0-
CTaTHBOI KJIIHIYHOT BIAIIOBI/I, HI% BHCOKI THTPH iHTiGiTOPIB.

SIk mpaBuII0, yei nalieHTy, siKi OTPUMYBAJIN JIKYBaHHs npenaparamu $axropa xoaryssiii VIII,
1OTpedyIOTh PETENHLHOIO MOHITOPHHIY Ha NpeAMET YTBOPEHHS IHTI0ITOPIB, 1110 CKIAIAETLCs 3 Ha-
JIEKHOTO KIIHIYHOTO COCTEPEIKeHHS Ta JabopaTopHOro 00CTeRKEHHS. SIKIIO HE B@EThCs JIOCATHY-
TH 0YIKYBaHOTO piBHs akTHBHOCTI (hakTopa VIII y nmiasmi kposi, aG0 AKIIO KPOBOTEUY HE BIAETHCS
CIUHUTH, 3aCTOCYBABLIH BIJMOBIAHY /103y, CJIiJl BAKOHATH aHAJI3 HAa MPUCYTHICTD iHT1GITOPIB (hak-
topa VIII. ¥V namienTis 3 BHCOKMMH piBHAMH iHTiGiTOpiB Tepamnis ¢gakropom VIII moxe 6yt Hee-
(eKTHBHOIO, TOMY CJIiJ1 PO3IJISIHYTH 1HIUI BapiaHTH JikyBaHHS. JIIKyBaHHS TaK¥X HAII€HTIB CIIijl
311MCHIOBATH i/l KEPIBHUIITBOM JliKaps, sSIKHil Mae JI0CBi/ JiKyBaHHS NMalieHTiB 3 reModiniero ta
HasBHiCTIO iHTi6iTOpIB hakTopa VIII.

HactilinnBo pexoMeHIy€eThCs 3alHCyBaTH Ha3By Ta HOMEP cepii npenapary mopasy, KoJId NalicHTy
o B - . N . . . . .

BBOUThCA npenapatr HoBoE#T , 100 3adikcyBaTi 38" 430K MiXk HALliEHTOM i CEpi€ro JIiKapCEKOro

3aco0y.

3acmepesicenns, noe 'azani 3 QONOMINCHUMU PEHOBUHAMU
[Ticns BiHOBICHHS Heif nikapebkuii 3acid Mictuts 0,31 MMoib (7 Mr) HaTpiro B 1 MJ1 BiIHOBIIEHOTO
posuuny. Lle cnijx BpaxoByBaTH nauieHTaM, siKi JJOTPHMYIOTBCS A1€TH 3 0OMEKECHHSIM BMICTY Ha-

TpIIO.

Jlimu

Haseneni 3actepexxenns Ta 3ano0ikHi 3aX04H CTOCYIOTHCS SK JIOPOCIUX, TAK i NMeaTpUYHUX Talli-
€HTIB.

B3aemopis 3 inmmmu .nmapcbmmm 3aco0amn Td iH i [l](]{]’\«ll‘l B3aeMo/il
,HOCIIII[)KCHHH B3aEMOJIIT 3 penapaTtoM HOBOEIIT HE [IPOBOIHITHCH.

PenpoaykTuBHa GpyHKIif, BATITHICTD Ta rO{yBAHHS T'PY/ULI0 )

JloCIi/UKeHHS BILIUBY HA PenpoayKTUBHY (yHKIio npenapaty HopoEHT" Ha TBapHHAX HE IPOBO-
aunucs. Bpaxoyroun piaxichicts remodinii A y xinok, nocsin 3actocysanns dakropa VIII nizn
4ac BariTHOCTI Ta roflyBaHHsA rpyutio BifcyTHiit. Tomy HoBoEirt" ciix 3actocoBysaT iz yac Ba-
FiTHOCTI Ta I'OJIyBaHHS IPYJULIO JIAIIE 33 HASBHOCTI YiTKUX 110Ka3aHb.

Bnius Ha 31aTHICTh REPYBATH TPAHCHIOPTHHMHA 3acob0aMu Ta npanwBaTH 3 MexaHi3MaMu
HOBOEHT HE BILIMBAE HA 3JIaTHICTH KEPYBATH TPAHCITIOPTHHMH 3acobamu Ta NpalBaTH 3 MexaHi-
3MdaMH.

Hebazkani epextn

Cmucnuit 02150 npoghinio 6es3nexu
3pijiKa CIOCTEPIralThes rinepyyTIHBICTh a0 anepriyni peakiii (10 MOKYTh [POABIATHCS Y BH-
IS/ aHIIOHEBPOTHYHOrO HAOPSIKY, MeUiHHs Ta OKOJIIOBAHHS y Micwi iH(y3il, 03100y, rinepemii,
FeHepai30BaHoOl KPOIUB SHKH, TOJIOBHOTO GO0, aIeprivHOr0 BUCHIIAHHS, apTepialibHOT IoTeH-
31i, JjeTaprii, Hy/I0TH, HECIIOKOIO, TaXiKapil, BIAYYTTS TSKKOCTI B rpyAHii KIITL, MOKOIIOBaHHS,
OmoBanHA, CBHCTAYOTO JAMXaHH), IKi B ISAKHX BHIIAJKAX MOYKYTb IIPOrPECYBATH /10 THKKOT aHa-
cbmaxcn (B]Emoqafoqn HIOK).
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YTBOpeHHS aHTUTL A0 OLIKIB XOM'sSIKa 1| BHHHKHEHHS TTOB'SI3aHUX 3 LIMM peakLii rinepuyTifBot
criocTepiranocs AyxKe pijiko.

Y nauienTis 3 remodiniero A, ki oTpuMyIOTh JikysanHs (aktopom VIII, B Tomy umncii npenapa-
Tom HosoEiit”™, Moxiimse YTBOPEHHS HEHTPaIi3yIOunX aHTuTia (IHri0iTopiB), MMB. PapmarkoouHa-
Miyni enracmugocmi. SIKIO YTBOPIOIOThCs IHTOITOPH, 11eif cTaH MOIXKE IPOSBISTHCS Y BUIISILL He-
JOCTaTHBOI KIIHIYHOI BIANOBIAL. Y TaKuX BHMAJKaX peKOMEHIYETHCS 3BEPHYTHCS 10 CHEIiai3oBa-
HOTO LEHTPY 3 JiKYBaHHS reMoiii.

Tabauys nobivnux peaxyii

Hapezieny nukve TaOJMIIO CKIIAJIGHO 3riIHO 3 KiacHpikaniero MeAHYHOro CIOBHHKA /UL HOpMa-
THBHO-11paBoBoi AisiabHocTi (MedDRA) (piBens kateropiit «cucrema-opran-kiac» (COK) i Tepmi-
HIB, IKHM HAJIa€ThCS [1epeBara).

YacToTy OIIHIOBaIHN 3a TAKMMH KpUTepiaMu: aysxke yacTo (>1/10), wacto (>1/100 i <1/10), neuacto
(=1/1000 i <1/100), pizko (=1/10 000 i <1/1000), aysxe piako (<1/10 000); uactoTa HeBitoMa (He
MO3Ke OyTH BU3HAuYEHa HA OCHOBI HAsIBHUX JaHHX).

B Mexax kokHOT 4acTOTHOT KaTeropil HebakaHi peakilii IpeaCcTaBIeHO B IMOPSIKY 3MEHIICHHS Ce-
PHO3HOCTL.

Tabmus 2. Yacrora nebakannx nodivyHNX peakuiii JikapcebKoro 3acody y KITHIYMHHX T0CTi-
JUKEHHSIX

Cucrema-opras-Kiac Yacrora* ITobiuna peaxiis

Posnamn 3 6oxy kposi Ta | Heuwacto (ITPOJI)**** IuriOysanns daxropa VIII

nmiMpaTHYHOI cHCTEMH

Poznaywm 3 6oky ncuxiku | Heuacro besconns

Posnamn 3 Goxy HepBoBoi | Heuacto ["onoBHMIt 61k, 3a1aMOpOYEHHS

CHCTEMH

Posnanu 3 Goky cepust Heuacto CunycoBa Taxikapis

Posnanu 3 60Ky cyaun Heuacto AprepiaibHa rineprensid, aiMdenema

Po3snann 3 6oky neuinkn | Yacro [TiiBHIIIEHHS PIBHIB MEYiHKOBHX (ep-

Ta JKOBYOBHBITHHX LTSI MeHTIB**

XiB

Posnanu 3 Ooky mikipu ta | Hewacro Bucunanus

[iAMKIPHOT KIHTKOBHHH

Poznamm 3 6oky onopuo- | Heuacto TyropyxomicTs M's2iB Ta cyrno6is,

PYXOBOIO anapary ta aprpomnaris, 611k y KiHIlIBKax, 011b y

CTIOJIYYHOT TKAaHUHH M sA3ax Ta KicTKax

3aranbHi posiaji Ta pea- | Yacro Peaxuii B Micii i’ ekiyi***

Kuil y MicIli BBeIeHHS Heuacro [Ti(BHIIIEHA BTOMJIIOBAHICTD, B4y TTS

npenapary Kapy, nepudepuanuii Habpsk, miaBH-
HICHHS TeMIIepaTypy Tijia

Binxunenns Big Hopmu, | Heuacrto [liABHIIIEHHS YaCTOTH CEPLUEBUX CKO-

BHSBJICHI 3a pe3yibTara- poOYeHb

MH 00CTEIKEHb

TpaBmn, oTpyeHHs Ta Heuacto 3abiii

YCKJIQJIHEHH TIPOLE/LYp

* Po3zpaxoBaHO Ha OCHOBI 3arajibHOT KUIBKOCTI OKPEeMHX MALIE€HTIB B yCIX KIIHIYHUX JOCIIKEHHSIX
(214).

#% [TinBuIneHHs piBHIB NeYiHKOBHX (JepMEHTIB, y TOMY YHCII alaHiHamiHoTpaHc(hepasH, acnapra-
TamiHoTpaHc(epasu, raMma-riyramarrpancdepasu ta 6inipy6iny. '

*#*% Peakuil B MicIli BBeJICHHS Ipenapary, B TOMY YHCITi epHTeMa, eKcTpaBa3allis Ta CBepOiHHS B
MicIi iH’exuii.

¥*¥* YacToTy BU3HAa4Y€HO HA OCHOBI JIAaHMX JHOCIIUKeHb ycix npenaparis (axropa VIII 3a yuactio
TMAMi€HTIB 3 TSKKOIO (popMO}o reMOtjnml A. HPOH MALIE€HTH, K1 paHille OTPUMYBAIH JIIKYBaHHSI.
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Onuc oxpemux nodiunux peaxkyiu

[Tix yac nporpamMy KIiHIYHUX J0CHIUKEHD IIpenapary HosoEiit" 6y10 3apeecTpoOBaHO Bcboro 30
no6igauX peakiii y 19 3 214 nauieHTis, sKki OTpUMYBalH JiKyBaHHA IIperapaTom HosoEiit". Haii-
GilIbII YaCTUMH TTOOTYHHMH peakiisMu Oyan peakiii B Miclll BBEICHHS Npenapary Ta M1/IBUILIEHHS
piBHiB neyinkosux gepmentis. I3 30 nodiunnx peakuii, 2 cnocTepiranucs B 1 3 31 nmanienta BikoM
710 6 POKIB, KO/IHOT peakuii B nauieHTiB BikoM Bi 6 10 18 pokis, Ta 28 robiunux peaxiii y 18 3i
127 popociux naii€eHTiB.

Jlimu

V KIiHIYHUX I0CTiDKEHEAX 3a yuacTio 63 nemiaTprannx nanicntis Bikom iz 0 10 12 pokis Ta 24
mijutiTkiB BikoMm Bix 12 110 18 pokiB 3 Tskkoto popmoto remodinii A ne cnocrepiranocs BiIMIHHOC-
Teit y nipodizi Gesnexn npenapary HosoE#T" Misk neiaTpuaHiMH i 10pOCITHMHE NALlIEHTAMH.

IlepenosyBanns
[ToBi/IOMIIEHb PO CHMITTOMH TepeI03yBanHs pexomGinanTHoro pakropa koaryssuii VIII se Oyio.

MapMaKoJIOrivHi BJACTHBOCTI

dapmakoHHAMIYHI BJACTHBOCTI

dapmMakoTeparneBTHYHA rpyna: aiTureMopariuni sacobu, paxkropn KoaryJsiii Kposi.
Koa ATX: B02BDO02.

Mexani3m aii

[penapar HosoEit" micTuth TypoxTokor anba, mosckkuii paxrop koarymaii VIII (pAHK) i3
BropoueHnM B-omenom. Lieit riaikonpoTein Mae Taky camy Oya0By, MO i mocbkuit paxrop VIII
[TicyIs aKTHBALUT, Ta Taki cami MoCTTpaHCsiiini MomdiKalii, o i MONeKyIH, OTPUMAaHI 3 IIa3MH
KpoBi. STk Oy10 BCTAaHOBIEHO, JIAHKH CyIb(aTyBaHHI THPO3HHY, npucytHi y nozuuii Tyr1680
(IpHpO/IHiii IOBrOJAHIIOrOBIiA), 110 € BAXITHBUMH JUIsl 3B’ 3YBaHHA 3 ¢axropom ¢on Binnebpanja,
€ TIOBHICTIO CY/IL(ATOBAHMMH B MOJIEKY.Ti TYPOKTOKOTY aibga. [lic/is BBeIeH s MALEHTY 3 reMOo-
(inieio daxrop VIII 38°s3yeThes 3 ennorenHnM pakropom Gou Binnedpania y KpOBOHOCHOMY py-
cii. Kommnexe daxrop VIII/ paktop ¢pon Bimedpania ckIagaeTbes 3 ABOX MONeKyll (pakropa
VIII i daxropa dpon BimteGpansa), siki MatoTh pisai (izionoriuni GyHKuil. AKTHBOBAHMH dakTop
VIII xie sk koakTop /uist akTHBOBAHOTO (hakTopa X, NpHCKOPIOIOYH NEPETBOPEHHS bakropa X Ha
axTHBoBanuil (axrop X. AxtrBoBannii pakrop X mepeTBopioe mpoTpoMOiH Ha TPOMOIH. ITicas
uporo TpomGin neperopioe piGpunoren Ha GiGpHH, B pe3yabTaTi 4oro HopMyeThes KpOB’ gHMII
3rycTok. I'emodinis — e 34eruiene 3i CTaTTIO CIaKOBE MOPYLICHHS 3rOpTaHHsA KPOBI BHAC/1J10K
aHiKenHs piBniB daxropa VIII:C, 110 npr3BouTs 10 MPOQY3HHX KPOBOBHIMBIB Y CYT/I00H, M’s3H
a6o BHYTPILIHI OpPrafy, AKi BHHHKAIOTH AK CIIOHTAHHO, TaK i B Pe3y/bTaTi TPaBMH UM XipypriuHoro
BTpydanns. Y pesyibTari 3amicHoi Tepanii pisni Gaxropa VIII y nnasmi KpoBi 3poCTarOTh, 3aB/AKY
HOMY J0CATAETHCS THMYACOBA KOpeKILis Jedinuty GakTopa i CXHILHOCTI 10 KPOBOTEY.

Kainiuna epexrusnicrn )

3 MeTOI0 OLiHIOBAHHS Ge3reKH Ta e)eKTHBHOCTI npenapary HosoEit" mst npoinakTHK Ta JiKy-
BAHHS KPOBOTEH y MAIIEHTIB 3 TSHKKOIO Bopmoto remodinii A (akrusnicts daxropa VIII <1 %), SIKI
paHile Bike OTPHMYBATH JTiKyBaHHs, GyJ10 MPOBEACHO 3 GaraToleHTPOBUX HEKOHTPOJILOBAHHX Bijl-
KPHTHX JOCTi/DKEHHS. Y JI0CIIUKeHHsIX 3aranoM Opaiu yuacTs 213 maiienTis, SIK1 OTPUMYBAJIH
fociioKyBanuii npenapar: 150 niutiTkis Ta qopocimx namienTis Ge3 inriGitopis Bikom crapiie 12
pokiB (>150 nmis nikysanis) Ta 63 neaiarpuuni nanienty Ges inriGiropis Bikom 10 12 poxkis (=50
nuiB nikysanus). 187 i3 213 nanieHTiB y moAaabIIoMy B35/l y4acTh y PO3MIHUPCHOMY JIOCTIJKEHH]
Oesnexu. byno noBezieHo, Mo JiKyBaHHA [IPenapaToM HosoEiit" ¢ Ge3neunnM i 103BOJISE HOCATHY-
TH LIHOBHX FEMOCTATHYHOTO Ta npodinakTuysoro eekTis. 3a yac KIiHIYHUX AOCIILKEHD 3a (a-
31 y NALIEHTIB, AKi paHilIe Bke OTPUMYBAIA JIKYBaHHs, i3 3aralbHOI0 €KCIO3HILIEIO MTOHA 54 000
716 (110 BimoBinae 342 manieHTO-poKaM) He criocTepiranocs yreopens inribitopis dpaxropa VIIL.
3 1377 3apeecTpoBaHUX KpOBOTEY, 1110 crioctepiramucs B 177 3 213 nauientis, 1244 (90,3 %) suna-
IKiB Kpog._OTeg_i_ Oyiio 3ymuHeHo micis 1-2 indysiii npenapary HoBoE#t".
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Ta6anns 3. 3acTocyBaHHsI TYPOKTOKOTY a/ib}ha Ta 3arajibHa 4acTOTA YCHILIHOTO JIK , BYHAE

Jita mono- | JliTh crap- [TigmiTkH Jopocii 3arajibHa
Junoi BiKo- moi BikoBoi | (12—<I18 (>18 pokis)
BOI Ipynu rpyns (6— POKiB)
(0—<6 pokiB) | <12 poxkiB)
KinpkicTsb nmanienTis | 31 32 24 126 213
Jlo3a, 1o 3acToco- 40,1 (8.5) 36.6 (9.0) 27,0 (7,6) 26.9 (6.9) 30,3 (9.2)
ByBaJ1acs JUIsl IIpo- 26,5; 57,3 24.9: 57,9 20,5; 46,9 20,0; 50.8 20,0; 57.9
dinakTuku, Ha 1
narienra (MO/kr
MT) Cepenne 3Ha-
uerHs (CB) Min.;
MaKc.
Jloza, mo 3acroco- | 44,4 (17.9) |40,0(10.4) |[28.2(10.2) |33,8(11,9) [34,5(12,6)
ByBaj1acs juis Jiky- | 25.9; 193.8 25.5: 65,5 12.4;: 76,8 9,3:104,0 9.3: 193.8
BaHHS KPOBOTEUi
(MO/xr MT)
CepenHe 3HaUEHHS
(CB) Min.; maxc.
Yacrora ycnimuoro | 92,9 % 88.9 % 79.7 % 85.6 % 85.9%
mKyBaHHs*, %

MT: Maca Tina; CB: cTanaapTHe BiIXHJIEHHS
*YenimHuM BBaKaiM JIIKYBaHHS 3 pe3yJIbTaTOM «4y10BO» ado «a00pey.

Veworo Oyno Bukonano 14 Xipypriunux Brpydads y 14 naunienTis: 13 MacuBHUX onepauiii ta 1 ma-
noinBasuBHa onepaiis. [1iz yac ycix Xipypriunnx Brpyyanb 0yJo Z0CATHYTO 3a/10BIJILHOTO FreMoc-
Tasy; nNpo HeeeKTHBHICTD JIIKYBAHHS HE IOBIIOMIISIIOCS.

MapMaKOKIHETHYHI BJAACTHBOCTI .

Yei hapmakokineTnuni nocikenss npenapary HoBoE#T  NpoBOAMIHCA 33 y4acTIO NALlieHTiB 3
TsKKOI0 (hopmoto remodinii A (dpakrop VIII <1 %), saxi panile Bke OTpUMYBAIH JiKyBaHHs. AHa-
J1i3 3pa3KiB IJIa3MH BHKOHYBAJIM 3@ JIOMIOMOTOIO JIBOX METO/IB: OAHOCTAAIHHOr0 anajizy KoaryJmo-
0401 aKTHBHOCTI Ta XPOMOI'€HHOTI'0 aHaIi3y.

VY MixHapoaHOMY fociiakKeHHl Oy 3aaisni 36 naboparopiif, ak THBHICTb Ipenapary HosoEiiT" B
ananizi OVIII:C oniHioBanu ta NOpiBHIOBAIIN 3 TIPEJICTARIEHUM HA PUHKY peKoMOiHAHTHUM Tperna-
patom OVIII noBHOT AoBxKHHK. JlociKeHHs TOKa3ai10 NOPIBHSHHI Ta ¢TablnbHI pe3yabTaTH s
060X TpenapatiB, a TaKoX MOKIHBICTH J0CTOBIpHOro Bi3HauenHs nperapary HopoEiit" y miaswi
KpoBi 6e3 notpebu B po3polili OKPeMOro CTaHAapTy.

DapMaKOKiHETHUHI TOKA3HIKH MIC/Is OIHOKPAaTHOro BBeAeHHs npenapaty HosoEiit™ aseeno
Tabmmni 4 3a JaHUMHU 0IHOCTAAIHOTO aHANI3Y KOary/oi04oi akTUBHOCTI Ta B Tabnuni 5 3a nanu-
MH XPOMOI€HHOI'0 aHai3y.
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GUbvod

Tabmus 4. PapMakoRiHeTHKA npenapary HosoEiiT" micist 0HOKPATHOT0 BBEJCHHS NaLlic-
HTAM i3 TSRKO0I0 popmoro remodinii A (paxrop VIII <1 %), anani3 Koary. 11010401 AKTHBHOCTI

[TokazHuk 0—<6 pokiB 6—<12 poxiB >12 pokiB
n=14 n=14 n=33
Cepenne 3HaYCHHS Cepe/tHe 3HaUCHHS CepeiHe 3HAYEHHS]
(CB) (CB) (CB)
[Ipupict piBHs 0,018 (0,007) 0,020 (0,004) 0,022 (0,004)
(MO/Mmn)/(MO/kr)
AUC (MO*roa.)/mn) |[9,92 (4,11) 11,09 (3,74) 15,26 (5,77)
CL (mn/roa./xr) 6,21 (3,66) 5.02 (1,68) 3.63 (1,09)
t4 (roa.) 7.65 (1,84) 8.02 (1.89) 11.00 (4.65)
Vss (MII/Kr) 56,68 (26.43) 46,82 (10,63) 47.40 (9,21)
Cmax (MO/mu) 1,00 (0,58) 1,07 (0,35) 1,226 (0,41)
Cepenniii gac yTpu- 9,63 (2.50) 9,91 (2,57) 14,19 (5,08)
MaHHs (roj.)

Tabanus 5. PapmakoKineTHKa npenapary HosoEiiT" micjst 0HOKPATHOI'0 BBE/1eHHs nawic-
HTAM i3 TsEKKO0I0 opmoto remodiii A (paxrop VIII <1 %), xpomorennuii anaiis

[Toxaznuk 0—<6 pokiB 6—<12 pokiB >12 pokiB
n=14 n=14 n=33
CepeniHe 3HAUEHHS CepejiHe 3HaYEHHS Cepenne 3Ha4eHHs
(CB) (CB) (CB)
[Ipupict piBHs 0,022 (0,006) 0.025 (0.006) 0,029 (0,006)
(MO/mi)/(MO/xr)
AUC (MO*roa.)/mn) | 12,23 (4,36) 14,37 (3.48) 19,63 (7,73)
CL (ma/roa./kr) 4,59 (1.73) 3,70 (1.00) 2,86 (0,94)
t¥2 (roa.) 9,99 (1,71) 9,42 (1,52) 11,22 (6,86)
Vss (M1/Kr) 55,46 (23.53) 41,23 (6,00) 38.18 (10,24)
Cmax (MO/M) 1,12 (0,31) 1,25 (0,27) 1.63 (0,50)
Cepe/Hiii yac yTpH- 12,06 (1,90) 11,61 (2,32) ' 14,54 (5,77)
MaHHs (Toj1.)

(DapMaKOI{iHCTHHHi MOKAa3HUKHU Oy/1H MOPIBHAHHAMA B JiTell BIkOM J10 6 poKiB Ta JiiTeil BIKOM Bi 6
no 12 pomn Crniocrepiranucs esiKi BIIMIHHOCTI Y tbapwucoxmemqﬂm NOKa3HHKAX Npernapary
HoeoEiT™ Mix giTbmu Ta AOpoCIUMH nauienramu, Buinit kiipenc (CL) Ta koportumii nepion
HamiBBHMBEICHHs (t/2), 10 crocTepiranucs B AiTeH MOPIBHAHO 3 JIOPOCITHMH MallicHTaMu 3 reModi-
nmi€elo A, MOKYTb YaCTKOBO MOSCHIOBATHCSA GLIBIINM 06’ €MOM MIa3Mu Ha KilorpaM MacH Tija B na-
i€HTIB MOJIOJIIIIOTO BIKY.

Joxiniuui 1ani 3 6e3nexn

Jlokniniuni aani, oTpEMani 31 CTAHAAPTHHX JOCIpKEeHDb HapMaKoJIoriuHol 6e3MeKH Ta TOKCHYHOCT]
3 GaraToKpaTHUM BBEIEHHSM NpENapaTy CBiZ4aTh Mpo BiACYTHICTL OCOOIMBHX MPOOIEM Ul 10~
JeH.

dapmaneBTHYHI XAPAKTEPHCTHKH

[lepestik 10MOMIZKHIX PEYOBHH

Hopowok:

Harpiro xnopua, L-rictuaun, caxaposa, nomicopoar 80, L-MeTioHiH, Kanblliio XJI0pHLy JUTIpaT,
HATPIIO TIIPOKCH/I Ta KHCJIOTA XJIOPHCTOBO/IHEBA.

Poswunnux:

Harpiro X.HOpH,[I Ta BOJa JUIs iH’ez{uiﬁ
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HecymichicTn
OcKiJIbKM JI0CTII/IPKEHHS CYMiCHOCTI He MIPOBOMIINCS, Lei JTiKapchKHii 3aci0 He MOKHA 3MillyBaTH 3

IHIIAMH JTIKAPCHKUMH 3aC00aMH.

Tepmin npugaraocri

[IpoTarom TepMiny npHaaTHOCTI Ipenapat MoskHa 30epirati npH temnepatypi < 30°C Tinbku
BIPOJIOBIXK NEPiojTy, TPUBAIICTE SIKOTO He repeBuilye 9 micsiiib. SIK TiIbKH npenapar JicTainy 3
XOJIOJTMIIBHHKA, HOTO He MOKHA MTOBEPTATH Ha3ajl y XOI0MuIbHHK. byb nacka. 3a3naqre aTy 1o-
yaTKy 30epiranHs npu Temneparypi < 30°C Ha KapTOHHIH YIIaKOBIL Hpenapary.

He 3actocoByiite neii nikapcbkuii 3aci6 micis 3akiH4eHHs TEPMiHY MPUIATHOCTI, BKa3aHOTO Ha
KapTOHHIH ynaxosii, ¢yakoHi Ta Ha MapKyBaHHi NOMepe/IHBO HAOBHEHOTO Himpuia. Jlaroio 3a-
KIHUEHHS TePMiHy NPUAATHOCTI € OCTAHHIHN JIeHb BIAMOBIIHOTO MiCs1Ls.

Conix 36epirati (iakoH y 30BHIIIHINA KapTOHHIH yNakoBI 3 METOIO 3aXHCTY Bijl CBITJA.

Ilicas sionoenenns.

Byno npojieMoHCTpOBaHO, 1110 BiIHOBJICHHUIT Mpenapar 3aaHiacTbes XiMIiYHO Ta (i3udHO cTabinb-
HUM IPOTAroM 24 rOMH Micjs BIAHOBIEHHS 3a yMOBH 30epiranus npu temneparypi 2°C — 8°C ta
NpOTAroM 4 roauH 3a yMoBH 30epirants npu Temneparypi < 30°C. 3 MikpoOi0s10riyHOI TOUKH 30pY
JIKapChKHH 3aci ¢1i] 3acTOCOBYBATH HEraiHO MiC/s BIHOBIEGHH. SIKINO NpenapaT He 3aCTOCOBY-
€THCS BIJIpasy miciisi BIAHOBJICHHS, TO BIANOBIAAIBHICTD 3@ IOTPUMAHHS TEPMIHIB Ta YMOB iforo
30epiranns nepej 3acTOCyBaHHSIM Hece KOPHCTYBady, a TepMiH 30epiraHHs He TOBHHEH NEPeBHIILY-
BaTH 4 roaunu npu temnepatypi < 30°C abo 24 roannan npu remneparypi 2°C — 8°C, 3a BUHATKOM
BHIIA/IKIB, KOJIM BIZIHOBJICHHS ITPOBOIMIIOCS Y KOHTPOJIHOBAHMX Ta BAIIOBAHUX aCENTHUYHUX YMO-
Bax.

bynb-saxunii HeBUKOpHCTAaHHH Npenapart, 1o 30epirases npu temneparypi < 30°C Oinbin gk
4 roaMHu, NiUIsIrae yruiisarii,

Oco0auBi 3anodizkHi 3ax0au 1151 30epiranns
36epiratu B xonomuibHHKY (2°C — 8°C). He 3aMopoiKyBaTH.

Bumorn mozno 36epiranns npu temuepatypi < 30°C ta micis BiAHOBICHHS JIiIKapchKoro 3acoly
HaBEJICHO B posziyi Tepmin npuoamnocmi.

Tun Ta BMiCT nepBHHHOT YIIAKOBKH

Kosna ynakoska npenapary HosoEit" 250-3000 MO, nopomiok Ta po3uHHHHK Ul PO3UHHY JUTs
10 €Ki, MICTHTD:

- 1 cxuanmii gpnaxon (I Tumy) 3 nopomkom Ta HPoOKOIO 13 XJIOPOYTHIIKAY TYKY,

- | crepunbHui nepexiAHuK A8 (GJlakoHa, MPU3HAYEHUI /U1 BITHOBJICHHS,

- | monepeIHL0 HANIOBHEHUH LINPUILL, 110 MICTHTE 4 MJ1 PO3UHHHKKA, 3 00MeKyBadeM X0y
nopIHs (MOJINPONiIeHOBHHN), TyMOBHH nopuieHb (6poMOyTHIOBHH) Ta KOBIAYOK HAKOHEYHHKA 3
npobxoio (6pombyTHIIOBA),

- 1 mrTok mopiHs (MOMINPONICHOBHIH).

Baacank peeerpaniiinoro mocsigduennsi
A/T Hoso Hopaick [Novo Nordisk A/S

Horo Anne Novo Alle
JIK-2880 barcraepx DK-2880 Bagsvard
Janis Denmark]
HosoEiir"

250 MO, 500 MO, 1000 MO, 1500 MO, 2000 MO 1a 3000 MO
[Topomiok Ta po3YMHHHK JUIS PO3YUHY JUIs iH €KIIiH
HoeoEiim® — mopeogeenvia mapka, wjo nanedxcuns komnanii Hoeo Hopoick XeacKea AI” [Novo

Nordisk Health Care AG], Lllseiyapis.

© 2018
A/T Hogo Hopjiick [Novo Nordisk A;’S]L _ B
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Gouuse

[ncTpyxkuii Mmoo 3acTocyBaHHsI Ipenapary HopoEiit®

[TEPEJ] 3ACTOCYBAHHSIM TTPEITAPATY HOBOEUT® YBAJKHO ITPOUUTAMTE 111 IH-
CTPYKII.

[Npenapat HosoEitt" mocrauaetbes y Burisi nopouiky. Iepes in’exuiero (BBeaeHHAM) Horo He-
0GXiTHO BIIHOBHTH, PO34MHUBIIM PO3YMHHHKOM, SKHIf ITOCTAYACTHLCA B MITIPHIL. PO3YHHHHK HBIIHC
c06010 po3unH HaTpito xyopuay 9 mr/mi (0.9 %). Binnosnenuit posunt npenapary HosoEiit” me-
00Xi/IHO BBOJMTH Y BeHY (BHKOHYBATH BHYTPIILIHbOBEHHY m ‘exitifo). BMicT wi€l ynakoBku mpu3Ha-
YeHHUil JU1s BITHOBIICHHS Ta BBEJICHHS Npenapary HosoEiit". Kle IHOT0, HeOOXiHO MaTH Hadip
uis iHy3iT (cucTema TpyOOK Ta «rojKa-METEIHKY), CTEPHIIbHI TAMIIOHH 3i CIIAPTOM, Mapiesi cep-
BeTKH Ta ractup. L1i 3acobn He BXOAATE /10 YIIAKOBKH Npernapary HosoEiit".

He 3acrocoByiite o6aaananns 03 HAJEKHOTO M0MEPeIHLOr0 HABYAHHS, POBE/ICHOIO0 JIiKa-
pem 260 MeTHYHOIO CeCTPOIO.

OG0oB’SI3K0BO BUMHIITE PYKH Ta IIePEKOHAIITECsI B YHCTOTI 30HH HABKOJI0.

ITijt yac MPUIOTYBAaHHS Ta BBE/ICHHA Iperapary y BeHy BaKIMBO A0TPHMYBATHCS NPABHII acen-
THKH. Y pasi HeIOTPUMAaHHS IPaBHJ] ACENTHKHM Y KPOB MOXKYTh ITOTPAITHTH TAaTOT€HHI MIKPOOpra-
HI3MH Ta CIPUYHHHTH 1T IHQIKYBaHHS.

He BiakpuBaiiTe ynakoBky, 10Ki He 0y/1eTe roTosi /10 3acTOCYBAHHs IIpenapary.

He BukopucroByiiTe 001aHAHHS, sIKe BIAI0 200 NOMKO/ZKeHe. BHKOPUCTARTE HOBY YIIAKOB-
KY.

He BukopucToByiiTe 00/1aAHAHNS Mic/s 3aKiHyeHHst TepMminy iforo npnaaTHocti. Bikopucraii-
Te HOBY ynaxkoBKy. KiHieBy JaTy TepMiHy NpHAaTHOCTI HaJipyKOBaHO micis ciiB «lIpuaatuui 10»

Ha 30BHIINHII KapTOHHIN yrnakoBIli, Ha (IakoHi, Ha MEPEXIIHUKY Ta Ha MONEPEJHBO HATOBHEHOMY

HITPHIIL

He BuxopucToBYiiTe 0012 1HAHH, AKINO N103PI0CTE MOPYIIEHHs iforo crepuiabnocti. Buko-
pucTaiiTe HOBY YIIAKOBKY.

He yrmiizyiiTe 7o/ieH i3 npeMeTiB B YIAaKOBIL /10 3aKiHYeHHs BBEJICHHs! BIIHOBJICHOI0 PO3-
qHHY.

O6aaaHaHHs PH3HAYEHe JIIIe IS 0JHOPA30BOro 3aCTOCYBAHHA.
Bmicr

OjHa ynakoBKa MiCTHTB:

. 1 gnakon 3 noporkom HosoEHT ",
. | nepexignHuk st uiaKoHa,
. 1 nonepeIHLO HANOBHEHMH MINPHUIL 3 POZUMHHUKOM,
. | wTok nopuiHs (po3TamoBaHMi 111 ITIPUIIOM).
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1. IMiaroroBka ¢guakona i mnpuua

* BisemiTh norTpibny kiibkicrs ynmakosok npenapaty Ho-
BoEiir".

* [lepesipTe AaTy 3aKkiHYeHHSI TEPMIHY NPHIATHOCTI.

» [lepeBipTe HA3BY, 103YBAHHS Ta KOJIP YIIAKOBKH, 1100 Ie-
PEKOHATHCS B TOMY, 1110 3aCTOCOBY€ETE NOTPIOHMI Npenapar.

* Bumuiite pyku i 100pe iX BUCYIIITH 3a IONOMOT0I0 YHCTOTO
pyumHuka abo Ha HoBITPi.

* BispMiTh (hnakoHn, nepexiyiHuK /uid (hakoHa Ta MonepeHbo
HATIOBHEHHH [IMTPHIL 13 KAPTOHHOT YNAKOBKH. 3aIHIITE IITOK
NOPINHSE B KAPTOHHIH yIaKoBILi.

* Harpiiite ¢g1akon Ta nonepeanbo HANOBHEHHIT IIIIPHIL 10
KiMHaTHOT TemnepaTypH. Lle MoxxHa 3poOUTH, TPUMAIOUH IX Y
JIOJIOHSAX, JOKH He BIIYYETE, 110 BOHH TAaKOl XK TeMIIepaTypH,
SIK 1 ZIOJIOHI.,

* He BukopucroByiiTe Koauuii iHmuii cnocid i narpi-
BaHHs (DJ1aKoHa Ta MONEPe/IHLO HAITOBHEHOT O IIITPHILA.

* 3uimMiTh IAaCTHKOBHIT KOBNAa4oK 13 (iakona. He Bukopn-
croByiiTe (PJIAKOH, SIKIIO IVIACTHKOBHIT KOBNAYOK MPHJIsI-
rac 10 HbOT0 HeIiILHO 200 BiICYTHIIL.

* [IpoTpiTs rymMoBY NpodKy CTepHILHIM TAMIIOHOM 3i
CIHPTOM 1 3aueKaiiTe KiIbKa CeKyH/1, TOKH BOHA BHCOXHE,
100, HACKIIbKN MOK/IHBO, 3a0€3MeYnuTH ii CTEPUIIbHICTD.

* He TopkaiiTecsi ryMoBoT npoOkn najbusivi, mod Ha nel
He MOTPANHJIH NATOreHHI MIKPOOpTraHi3Mu,

2. Ilpneananus nepexiaunka o0 Gpaaxona
* 3HIMITH 3aXHCHY HaKJEHKY i3 nepexiaHnka 171s (aakoHa.
He Bukopucrosyiite nepexiinuk s paakona, sKuo 3a-
XHCHA HaKJIeliKka He repMeTnyHa abo posipBaHa.
He BuiimaiiTe nepexiiHuK /171 (pJIAKOHA i3 3AXHCHOI'0 KOB-
NavYKa NajabusiMi. SIKIO TOPKHYTHCS [0 HIHNa Ha HepexiIHu-
Ky Jutst (pJ1akoHa, Ha HHOTO MOJKYTB OTPAITUTH NATOr€HHI MiK-
pPOOpraHi3MH 3 NajbliB.

* [TocTasTe irakon Ha piBHY ii TBEPY MOBEPXHIO.

* BiakpyTiTh 3aXHCHHIT KOBIAYOK i HATATHIT NEPEXiIHUK Ha
¢1akoH.

ITicsist uboro me 3niMaiiTe nepexiAHuk i3 gJaxkona.
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* 351erka CTHCHITH 3aXHCHHIT KOBNAYOK BEJIMKHUM Ta BKa3iB-
HHUM TIIBIAMH, K [TOKA3aHO Ha PUCYHKY.

3HiMITEL 3aXHCHHIIT KOBIAYOK i3 NIepexiiHuKa /Ui (uiakoHa.
Byabre o6epeaui, mod He 3usiTi 3 (JIAKOHA NepexiInuK
s piraKkoHa pa3oM 3 KOBITAYKOM.

3. Ilpueananns MTOKA MOPIIHS i IINPHIIA
. Bi3bMiTh LITOK MOPLIHS 38 INHPOKUH BepXHiii KiHelb i
BHIMITH 13 KapTOHHOI yriakoku. He TopkaiiTecs 60KiB Ta
pi3L0H WTOKAa nopmHs. SKIo TopkHyTHES OOKIB ad0 pi3L0H,
Ha HUX MOXKYTb OTPANTUTH NAaTOTEHHI MiKpPOOPIaHi3MH 3 na-
JIBIB.
. Onpa3sy npuegHaiiTe WTOK MOPLIHS J0 TIPHILA,
YIBUHUYIOUH HOTO 3a TOJMHHUKOBOIO CTPLIKOIO B [OPIIEHb
BCEpPEIMHI [OTIepe/IHbO HAIIOBHEHOTO IIPHIIA /10 110SBH Bi/l-
4yTTs OTIOPY.

. 3HIMITH KOBIAYOK i3 [10I1€Pe/IHb0 HATTOBHEHOIO
[ITTPHLA, HAXHIISIOUH HOTO JIOHU3Y, IOKH BiH HE BIJVIOMHTLCH
110 J1iHiT nepdopauii.

. He TopraiiTech HAKOHEUHHKA IIPHIA 11/l KOBIAY-
KOM INpHna. SKimo TOpKHYTHCS HAKOHEYHUKA HINpHIa, Ha
HBOT'O MOJKYTh ITOTPAHTH MATOT€HHI MIKPOOPraHi3MH 3 Majb-
11iB.

He BukopucroByiiTe nonepeaHbo HANOBHEHWIT IINPHIL,
SIKII0 KOBIAYOK NPHJSIrac HemijibHo ado BiacyTHii.

. HlibHO NPUKPYTITEH NONEpeIHbO HATIOBHEHHIT
INIPHIL IO [epexiHuKa s (J1akoHa J10 MOSBH BIAYYTTS OI10-
py.

4. BignosiieHHs IOPOMIKY PO3YHHHUKOM
. YTpumyiiTe monepeAHbL0 HANOBHEHMI IIIIPHIL, 3J1€r-
Ka HAXHJIHBIIH iforo Tak, mob ¢rakon 3 nopomkom OyB
CIIPSIMOBAHUI JIOHH3Y.
. HaTucniTe HA IITOK MOPIIHS, 1100 YBECTH BECh PO3-
YUHHHUK Y (PIakoH.
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. YrpumyiiTe MITOK NOpPHIHS B HHZKHLOMY 110.107KeHH1
i 31erka odepraiiTe (JIAKOH J10 IOBHOIO PO3YHHCHHS MOPOII-
KY.

He crpymyiite dakon, mod yHHKHYTH YTBOPEHHSI IHH.

. lepesipre BinHoennii po3uny. Bin nosunen Oyry
po30pHM abo 371erKa ONaleCeHTHHM (JIeIO My THHM). Sxmo
BH/IHO 9ACTKH 260 3MiHy KOIb0PY, He BHKOPHCTOBYIiTE
po3unH. Bukopucraiite HOBY YIIakOBKY.

[Ipenapar HosoEiiT" pexoMeHIyeThest 3acTOCOBYBATH 0/1-
pasy micjst Binnos/ennst. e [IOB’A3aHO 3 THM, 1110 BHACJI0K
3GepiraHHs PO3UHH MOYKE BTPATHTH CTEPUIBLHICTD 1 CLIPHYHHA-
TH PO3BUTOK iH(EKILIH.

SIkmo HEMOKIHBO 3acTocyBaTn BiaHosaenuii posunn Ho-
BoEirT" oapasy, HOro CIijl 3acTocyBaTH MPOTAIOM 4 TOJIMH 34
yMmoBH 36epiranns npu temneparypi <30 °C aGo npotsrom 24
rOJIMH 32 YMOBH 36epiranns npu temmneparypi 2-8 °C. 36epi-
raiiTe BiAHOBICHHIT po3unH y (IIaKoHi 3 MPHEHAHUMH TIepexi-
JHHUKOM jutst 1akoHa Ta HIIPULIOM.

He 3amoposryiiTe BiIHOB/IEHHIT PO3UHH HosoEiit" i ne 36e-
piraiite iioro B mnpuuax.

He 36epiraiire po3unn 6e3 nonepeiaHbol KOHCYJILTALT 3
Jaikapem.

3axumaiire BiIHOBJIEHHIT PO3YNH HosoEiir" Bix aii npsivo-
ro cBiTja.

SIKI1O JU1st OTPUMAHHS NOTPIOHOT 71034 HEOOX1HO BUKOpHCTA-
TH GinbI AK oH (JIaKOH, MOBTOPITH KPOKH BiL A 10 J 3
yciMa iHmmMH (rakoHaM#, IepexiJHIkaMH JUist (pIaKoHiB Ta
nonepeaHbo HAInOBHCHMMH LUNTPHIaMH, J1OKH HC OTpHMAacCTC
noTpibHy 103y.

5. 3acrocyBaHHSI BIIHOBJIEHOI0 PO3YHHY
. VrpumyiiTe ITOK MIPHIA B HOBHICTIO HATHCHYTO-
MY MOJIOZKeHHI.
. IepesepHiTh WNIPHII TaK, 1100 (akoH po3TallyBaBcs
ZIOrOPH JTHOM.
. BianycTiTh MTOK MINpHUA i 103B0JbTE ilOMY BIILHO
pyxartuest Hazajx. LLIIpHIl 3aNI0BHIOBATHMETBCS BIIHOB/ICHHM
PO3UMHOM.
. 3Jrerka BUITSATHIT NITOK MOPIIHS IOHU3Y, 100 BTs-
THYTH BeCh BiIHOBJIECHHI PO3YHMH Y LINPHIL.
. Skmo HeoOXIiAHO 32CTOCYBATH JIHIIE YACTHHY BCHO-
ro BMmicty pi1akona, CKOPHCTANTECH MIKAI0K0, HAHECEHOI0
HA MIIPHIL, 006 HA0paTH B IIIPHI BRa3any Jjikapem a00
MEIMYHOI0 CeCTPOI0 KiIbKICTH BiIHOBJ/IEHOT0 PO3YHHY.
SIKIO y MU 3’ ABUIHCh Oyb0aIIKy MoBiTps, X MOTPiGHO
BUTICHUTH Ha3a] y (aKoH.
. Tpumatouu $lakoH IOrOPH AHOM, JIEreHbKO M0CTY-
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KaiiTe no crinkaM mmpnna, mob yci Gy as6ankn nosiTps o006 0
M1THAIHCE BrOpYy.

. IoBinbHO HATHCHITH HA WITOK MOpHS, 1106 yci Oy-

nb0ANIKH BUHIILIN,

. BiakpyTiTs nepexiauuk 3 (akoHoM.

. He TopkaiiTech HAKOHEUHHKA MMPHIA. SIKIIO TOPK-
HYTHCS HAKOHEYHHKA INTIPUIIA, Ha HbOT'O MOJKYTh OTPAIIHTH
NaToOreHHi MiKpOOPraHi3MH 3 MaJIbIIiB.

6. Buxonanus in’e€xuii BITHOBJIEHOr0 po34HHY
u i v
Tenep po3uun HosoEiit" roToBmii /u1st BBeICHHS ¥ BEHY.

. BBoabTe BIAHOBICHUIT PO3UHH, JOTPUMYIOUHCH BKa3i-
BOK JIiKaps abo MeIHYHOT CECTPH.

. BBoabTe po3unH MOBiBLHO, TPOTATOM 2—5 XBHITHH.

. He smimyiite npenapar HoBoEiit” 3 skoguumu iHmmmu

PO3YMHAMH Ul BHYTPIIIHLOBEHHOIO BBEAEHHS ab0 IHIIMMH
MKapCbKUMH 3ac00aMHu.

BBejienns po3unHy yepes HeHTpaIbHUI BEHO3HHUIT KaTeTep abo
nocTiiHui nopr:

. HoTtpumyiiTech yncToTH Ta npaBui acenTHku. Konkpe-
THI BKa31BKM MOYKHA OTPHMATH B JIiKaps ab0 MeJANYHOI CECTPH.
. S0 nepen BBeIeHHsIM a0o 11ic/ist BBEIGHH Iperapa-

1y HooEiit" HeoOxiaHo NPOMHTH 1HQY31HHY CHCTEMY, 3aCTO-
COBYHTE JUIsl ILOTO PO3YHH HATPIO xyopuay 9 mr/ma (0,9 %)
Julsl 10" €Ki,

Yruaizamis

. Iicjist in’ exuil yruiizyiite Bech HEBUKOPUCTAHMIT po-
3uun HoBoE#T", npuL 3 iHQy3iiHOI0 cucTeMOolo, (JakoH 3
nepexiIHUKOM /U1 (pJ1aKoHa Ta HIII BUKOPHCTAH] MaTepiasi,
JOTPHMYIOYHCh YKa3iBOK (hapMalieBTa Ta BAMOT 3 Oe3reKH.
He yrunisyiite BukopucTane o6iajiHaHHs pa3oM 3i 3BHUANHU-
MH TIOOYTOBHMH BiJIXOaMH.

He posoupaiire o61aananns nepea yrudizauicio.
He BukopucroByiite o0/1aiHaHHsI IOBTOPHO.
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Iepexiaa ykpaiHebK010 MOBOI0, ABTEHTH-
YHICTH AKOTO MATBEpAKeHa ynosHosazke- | Jlo peecrpauniiinoro nocsiguenns
Ho1o oco6oro 3asiauka (Tpersik B.I'.), in- | Ne Bij1

dopmauii npo 3acTocyBanns JiKapcLKoTo 5/,4//69,7_1" /0.//(?/ d/!?dO DY 10

3aco0y

AO /7

JOJATOK 1
KOPOTKA XAPAKTEPUCTHKA JIIKAPCLKOI'O 3ACOBY

\ 4 Lleii snkapepkuii 3aci6 miansarae 101aTKOBOMY MOHITOPHHTY. 1le 103BOMHTE HIBHJIKO i/1eH-
TH(IKYBaTH HOBY iH(popMariio 3 Gesnexu. [Ipocumo MeMIHUX TPAlliBHHKIB MOBIIOMISTH
npo Oyap-sKi minosproBani nodiyHi peakwuil. SIk NOBIAOMIATH Npo MOGIUHI peakIlii HaBeIeHO
y po3aini 4.8.

1. HA3BA JIIKAPCHKOI'O 3ACOBY

HosoEiiT 250 MO, nopomiok Ta po3udHHHK /J1s PO3YHHY V18 iH'€KILiii
HosoEitT 500 MO, nopo1ox Ta po3uyuHHHK JUlsl PO3UHHY /1714 iH'eKiil
HosoEiiT 1000 MO, 110po1ok Ta po34iHHUK UIS PO3YUHY JUIsl iH'eKIliif
HogoEiiT 1500 MO, nopomox Ta po3usHHAK U1 PO3UHHY JUIst iH'€Kiil
HosoEiiT 2000 MO, nopol1ok Ta po34nHHHK U1 PO3YHHY JUTs iH'€KIiii
HosoEiiT 3000 MO, nopomok Ta po34uHHUK JUIS PO3UMHY JUlsl iH'eK1iit

2. SIKICHUIN TA KJILKICHHUI CKJIAL

HogoEiiT 250 MO, nopormoxk ta po3uuHHUK /18 pO3UYMHY JUls iH'CKILii.

Kosknuit akon 3 noporrkom HominansHo Mictuts 250 MO moacbkoro hakTopa Koaryisiii
VIIT (pTHK), TypokTokory aibda.

Ilicns sinnosnenns npenapatr HooEiiT mictuts nputimsuo 62,5 MO/MI moackkoro Gpaxro-
pa xoarynsuii VIII (p/IHK), typokTokory anbda.

HosoEiiT 500 MO, nopommok ta po34iMHHHK [JIs PO3YHHY JUIsl iH'€KILiH.

Kosxuuii prakon 3 nopomkom HominansHo Mictuth 500 MO moacskoro dhaktopa Koaryisii
VIII (p/THK), TypokTokory anb(a.

[licnis Bignosnenns npenapar HosoEiiT Mictuts nputausuo 125 MO/Ma moscbkoro daktopa
xoarynsanii VIIT (p/THK), typoxrokory ansda.

HosoE#it 1000 MO, nopoiok Ta po3unHHEK JUIs PO3UHHY /IS iH'eKILii.

Kosxnuii piiakon 3 noporkom Hominansao Mictuts 1000 MO smoackkoro hakropa Koaryiis-
wi VIII (p/THK), Typokrokory anba.

[licna Bignosnenus npenapat HosoEifT Mictuts nputansuo 250 MO/Mit 01cbKoro thaxkTopa
koarynsuii VIIT (p/IHK), Typoxrokory ansda.

HogoEi#it 1500 MO, nopomox Ta po3unHHHK ULl PO3UHHY JUIs 1H'€KILiii.

Kosxnuii paxon 3 noporrkom somisansHo Mictuts 1500 MO moacskoro hakropa koaryJisi-
uii VI (p/ITHK), TypokTokory ansda.

[Ticns Binnosnenns npenapar HooEifT mictuts npubmusno 375 MO/MIT OACHKOTO tdakropa
koaryssauii VIII (pIHK), TypokTokory anbda.

HosoEi#it 2000 MO, noepomok; Ta poaqHHHnK JUIS PO3YMHY JUIS 1H'€KIii.
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Kosxnuii pnakon 3 mopomxom Hominansso mictuts 2000 MO mojcskoro (akropa Koarysis-
uii VIII (p/THK), Typokrokory ambda.

[Ticis BimHoBnenus npenapar HoBoE#T Mictuts npuGiusno 500 MO/Ma mozcskoro dakTopa
xoarymsuii VIII (p/IHK), Typokrokory ansda.

HogoEiiT 3000 MO, nopowox Ta po3uydHHHK JUIs PO3UMHY JUlsl iH'eKiil.

Kosxuuii Qprakon 3 mopoukom HoMinansHo Mictuts 3000 MO mochkoro aktopa KoaryJis-
uii VIII (p/THK), Typokrokory amsda.

[Ticas Binnosnenns npenapar HoBoE#T mictuts npu6auzno 750 MO/Ma mozackkoro pakropa
koarynauii VIII (p/THK), typokrokory ansda.

AxruBHicTs (MO) BU3HAYaIOTh 32 JI0IIOMOTOI0 XPOMOTE€HHOTO aHaJli3y 3riHo 3 €Bporneiich-
Kkoto dapmaxoneero. Crienndiuna akrusnicts npenapary HosoEifT cranoBuTs npubamsHo
8300 MO/mr 6inka.

Typokrokor anbda (mozacskuit pakrop koarynsuii VI (pJIHK)) ssise co6oro ouneHuit
OLIOK, 10 cKnazaeThest 3 1445 aMiHOKMCIIOT i Mae MosiekyJIsipHy Macy Gimsbko 166 klla. Mo-
o BUTOTOBIISIOTH 3 JIONOMOT 010 TexHonorii pekomGinanthoi JIHK y kiniTHHAX S€UHUKIB Ki-
Taficekoro xom sika (CHO) i orpumyioTs 6e3 o/1aBans 6y/ib-SKHX TOACHKOr0 abo TBApHH-
HOT'O MTOXOJUKEHHS B IIPOLEC] KYIbTHBYBAHHS KIITHH, OYMIIEHHS a60 BHPOOHHUIITBA FOTOBOTO
npernapary.

Typoxroxor anbda — ue pexombinanTHuii moacykuil Gaxrop koaryaanii VIII 3 yciuennm B-
noMeHoM (B-nomen cknanactses i3 21 aminokucenorn B-gomeny sukoro tumy) 6e3 Gyab-skux
IHIIMX MOAN(DIKALIH y ITOCIIOBHOCTI aMiHOKHCIIOT.

JlonomizkHa peuoBHHaA 3 BIIOMUM eheKTOM:
0.31 Mmoo Hatpito (7 Mr) B 1 MJI BIIHOBIIGHOTO PO3UHHY.

[loBHuii niepesik 10IOMIKHIX PEUOBHH HaBeEHO B po3/ifi 6.1,

5 JIIKAPCHKA ®OPMA

ITopomok Ta pO3YMHHHK JUIsl PO3YHHY JUIs iH'€KIi.
Hopomok abo poscunuacta Maca 6i10ro abo 31erka *«O0BTOro KOIsopy.

[Ipo3opnii Ta Ge3bapBHUiT po3unH 118 iH'€KILi.
4. KJITHIYHI XAPAKTEPUCTUKHU

4.1 TepanesTuuni nokaszanus

JlikyBanns ta npodjinakTuka KpoBoTed y nauientis 3 remoinicio A (Bpomkennm aedimurom
(axropa VIII).

[peniapatr HoBoE#T MosKkHa 3acTOCOBYBATH NallieHTaM YCiX BIKOBHX IPYIL.
4.2 Jlosysanus Ta cnocié 3acrocyBanus

JlikyBanHS Clizt pO3MOYMHATH 11T HATTISAOM JIiKaps, AKuii Mae JI0CBi/ JiKyBaHHS remoinii.

Hayicnmu, axi paniwe ne ompumyeanu AiKyeanis
besneka ta epexrusnicts npenapary HoBoEHT y nanienTis, sxi paniie re orpuMyBasmi Ji-
Kyaamm,f Ha CBOrOJAHILIHIH JileHkb He BeTaHoBeHl. Jlani BiacyTHi,
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JlosyBanns Ta TpuBaticTh 3aMicHol Tepanii 3aexkarh Bia cTyneHs nediunty dakropa VIII,
B JI0KaMi3anii Ta TSKKOCTI KpOBOTEHI, a TAKOK Bijl KIHIYHOTO CTaHy MauieHTa,

Kinpkicts BBestennx ogunnub pakropa VIII Bupakactses y MiKHApOIHUX OfuHHISX (MO);

L€ NOB'A3aHO 3 YHHHUM cTarapToM BOO3 ans npenaparis daxropa VI AKTHBHICTS (ax-

Topa VIII'y niiasmi kposi BupaskaeTbes y BiicoTKax (BiIHOCHO HOPMAIBHOTO PIBHA Y I1a3Mi

KpOBI JMOAMHH) a60 Y MiYKHAPOAHHX OAMHMISX (BIAHOCHO MIKHAPOIHOTO CTAHAAPTY U1 (ha-
kropa VIII y niasmi kposi).

Ojna mikuapoana ouaus (MO) aktuBHOCTI (axtopa VIII ekBiBanenTHa Takiii KijbKkocTi
¢axropa VIII B 1 M1 HOpManbHOT miaasMu KPOBI JIIOJIHHH,

Jlikyeanns 3a neobxionocmi

Pospaxynok Heo6xinuoi no3u daxropa VIII Gazyerses Ha EMIIPHUYHHX JaHUX, 3TiAHO 3 AKH-
mu 1 MizkHapoasa oamnuis (MO) daxropa VIII Ha kr macu Tina MiIBHILYE aKTHBHICTH (hak-
Topa VIII B masmi kposi va 2 MO/au1. HeoGxijmy 103y BH3HA4AIOTH 3a HAaCTYIHOIO (hopMy-
1010:

HeoOxiznna KinbKicTh 0MHULL = Maca Tina (kr) x 6axane niABHIICHHS piBHs (axropa VIII
(%) (MO/nn) x 0,5 (MO/kr na 1 MO/mn).

KinbkicTs, siky HeoOXiIHO BBECTH, | YaCTOTA 3aCTOCYBAHHS! 3aB3 K/ TOBHHHI BH3HAYATHCS y
KOKHOMY BHIA/IKY IHAMBIZYaIbHO, OPIEHTYIOUHCh Ha KIiHIYHY eeKTHBHICTD.

Y pasi BAHUKHEHHS HACTYIHUX TeMOPATriYHHUX SBHILL, AKTHBHICTH ¢axropa VIII 3a Biamnosin-
HHH MIepiojl He OBUHHA 3HUKYBATHCS HUKYE BCTAHOBIICHOTO PIBHS aKTHBHOCTI Yy MIasmi (y
% Biz HopMH ado MO/n). HacTynny Tabiuiio MoskHa BUKOPUCTOBYBATH SIK KEPIBHUIITBO 3
A03YBAHHS [IPX KPOBOTEYAX Ta XipyprivHOMY BTpYYaHHi:

Tabmius 1. KepiBHUNTBO 3 103yBanus npy KpoBoTeyax Ta XIpypriuHOMy BTpy4aHHi

Cryniub kpoBoTeui/Tun Xipypriu-  HeoGxianuii pisens  UYacrora N03yBaHHs (roguHu)/
HOTO BTpyYaHHs ¢axTtopa VIII TpUBaIicTh Tepamnii (i)
(% abo MO/n)
Kpogoteua
[TouatkoBuii remaptpos, kposoBu-  20—40 IToBropioBaTi KoxHi 1224
JHB y M's31 ab0 KpoBOTEYa y poTO- IOJIMHH LIOHaMMeHIe 1 JIeHs 110
Biif MOPOXKHUHI NPUITHHEHHS KPOBOTEUi, L0
BHU3HAYAIOTh 3a BiJICYTHICTIO
bomo, abo 110 3arooBaHHs
Binbi Bupaenuii remaprpos, 30-60 [TosTOproBaTy iH(Y3i10 KOKHI
KPOBOBHJIMB Y M'si3u abo reMatoma 12-24 romuuu nipotsirom 3—4
AHIB ab0 JIOBIIIE /10 YCYHEHHS
0oJ110 Ta rocTpoi BTpaTH QyHK-
i
Kposoreui, 1o cranoBusts 3arpozy  60—100 [ToBropioBatu iHdy3ito KOKHI
JUISE KUTTA 8—24 roamuu 10 3HUKHEHHS

3arpo3H JJ1s JKUTTH
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Xipypriuti BTpy4aHHs

Mani xipypeiuni empyuanns, y mo-  30—60 Koskni 24 rogmun moHanMeHIie

My yueai euoanenns 3yoa | aenb /10 3aroloBaHHs

Benuxi xipypeiuni émpyuanna 80-100 [ToBToproBaty iH]y3ii0 KOKHI
(210 Ta micng onepa-  8—24 roAMHM JI0 IOCTATHEOIO
if) 3arolOBaHHS PAHHU, ITICIIA YOT0

NPOZOBKYBATH Tepariio 1ie
OPOTATOM TPHHANMHI 7 HIB 3
METOIO MiJATPUMAHHS AaKTHBHOC-
Ti axropa VIII Ha pisui Bix 30
% 1o 60 % (MO/mr)

Hpoginaxmuxa

Jlns noBroTpuBanoi npodinakTHKM KPOBOTEY y NALIEHTIB 3 TAKKOIO remodimicio A, 3Bnyaiina
pexoMenosana nosa cranoBuTh 20-40 MO daxropa VIII Ha xr Macu Tina yepes aeHb abo
20-50 MO ¢axropa VIII na kr mack tina 3 pasu Ha THKICHb. Y AESKHX BHITAAKAX, OCOOIHBO
Y MALi€HTIB MOJIOIIIONO BiKy, MOXKYTb GyTH HEOOXiTHUMH KOPOTIHI iHTEpBATH MiXK BBE/IEH-
HAM Ipenapary abo Bl JI03H.

Monimopune nikyeanns

[Ipotsirom Kypey nikyBaHHS! peKOMEH/y€ThCs TPOBOIUTH HAEKHE BH3HAYCHHS piBHIB (hax-
topa VIII 3 MeToo Kopekuii 1031, 110 BBOANTBLCA, TA YACTOTH IOBTOPHHX 1H'CKITi. 3okpema,
Y pasi BeJHKHX Xipypriuuux BTpydaHs He0OXiAHO NPOBOANTH peTeTbHUI MOHITOPHHT 3amic-
HOT Tepallii 3a IONOMOrOIO aHalli3y Ha 3rOPTAHHA KPOBi (BH3HAYEHHS AKTHBHOCTI thakropa
VII y nnaswmi xposi). Bianosias Ha nikysanus ¢axkropom VIII B okpeMux nauieHTiB MOXe
BUIPI3HATHCS, I0CATAIOUM PI3HUX PiBHIB in vivo BiHOBIECHHS Ta JIEMOHCTPYIOUH Pi3HY TPH-
BaJIiCTh MePIOJY HalliBBHBE/ICHHS.

Xipypeiune empyvanms
Jloceia 3acTocyBanHs npenapary npu Xipypriunux BTpYYaHHSX y iTeil BiACyTHif.

Ocobu aimnvozo gixy
JlocBix 3acTocyBanns npenapary namicHTam BikoM > 65 pokis BIZICYTHI.

Jimu

Juist nosroTpusanoi npodinakTHKK KpoBOTEYi V MAIliEHTIB BikoM 10 12 POKIB peKOMEH/1y-
10Tbest 1031 25-50 MO ¢axropa VIII Ha kr Macu Tina uepes gens a6o 25-60 MO daxropa
VIII Ha kr MacH Tina 3 pasu Ha THKIAEHL. PekoMeHaalii o0 J03yBaHHA Tpenapary JaiTsim
BIKOM cTapiue 12 poKiB Taki cami, siK i U1 10poCIIHX NaLieHTiB.

Croci0 3acrocyBanus
BryTpinHb0BEeHHE BBE/ICHHS.

Pexomennosana mBuzkicts indysii npenapary HoBoEifT cranosuts 1-2 mi/xs. HIBHakicTs
CJ1i/I BU3HAYATH 3a piBHEM KOM(OPTY NaiieHTa.

[neTpyKuii 010 BiHOBIIEHHS TiKApCHKOTO 3ac00y 1epe/l BBECHHSM — /IUB. po3ain 6.6.
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I'inepuyTiuBicTh 10 Ait040T pedoBHHH a0 /10 OY/1b-KOT 3 JIONOMIKHHX PEYOBHH, [Iepepaxo-
BaHUX y po3iui 6.1,

Beranosiena anepriuna peakiiist Ha 0i10K XOM'saKa.

4.4  Cnenianbhi 3acTepeskenHst Ta 0co0/HBI 3aM100KHI 3aX0/1 NIPH 3acTOCYBAHHI

[inepyyTinBicTh

IIpu 3acTocysanni npenapary HoBoEHT Mok/uBi peakwii rinepuyTauBoCTi ajepriyHoro Ti-
my. [Ipenapat MicTHTb CI10BI KITBKOCTI OLIKIB XOM'SIKa, 110 Y AE€SKHX NAlliCHTIB MOKE CIIPH-
YHHATH aleprivyni peakuii. SIKIo 3'sSBIMI0THCS CHMIITOME TiIEpYYTIHBOCTI, MALIEHTAM CI1ij1
PEKOMEH/IyBAaTH HETAHHO NMPUITMHATH 3aCTOCYBAHHS JIIKAPCHKOI0 3ac00y 1 3BEPHYTHCS 10
cBoro jgikaps. [TanienTiB HeoOXinHO MoiH(OpMyBaTH PO PaHHi 03HAKH peakiiil rinepuyTiu-
BOCTI, /IO IKHX HAJIEKaTh ajlepriyHe BUCHIIAHHS, TeHepali30BaHa KpOUB'IHKa, BI/YVTTS CTH-
CHEHHS y Ipy/IHIH KT, CBUCTsYE AMXaHHs, apTepiajibHa rinoTeHsis ta anadinakcis,

VY Bu NaJaKy MoKy ¢ PO3MOoYvaTH CTAHJaPTHE MPOTHINOKOBE MCAMKAMEHTO3HE J'liK}"BaHHﬂ.

luribiTopu

YTBOpeHHs HefTpanizylounx autuTii (inriGitopis) 1o dakropa VIII € BitoMuM yeknaHeH-
HSIM TPH JIiKyBaHHi oci6 3 remodiieto A. Lli inriGitopu 3a3suyaii € imyHornodyninamu IgG,
CIPMOBAHUMH NPOTH NPOKOAryIssHTHOT akTuBHOCTI (pakropa VIII, 1o KilbKicHO BH3Haya-
I0ThCs B o/iuHHIAX Betesna (bO) na 1 M1 nmasmu 3a 10momororo MoangikoBaHoro aHamisy.
Pu3uk yrBopenHs iHriGiTOPIB KOPENOe 3 TAKKICTIO 3aXBOPIOBAHHS, a TAKOK 3 €KCIO3MILIEI0
¢axtopy VIIL i € naiiBuimum nporsrom nepuux 20 AHIB eKCnosuiii. Y piKux BHMaAKax
IHriOITOPH MOXKYTh yTBOpIoBaTHCs micis nepumux 100 gHiB ekcrnosuuii.

Burnaikn n10BTOPHOro yTBOpeHHs iHriGiTOPiB (HU3BKHI THTp) CIIOCTEpiraiucs mcis nepexo-
Ay 3 oaHoro npenapary ¢axropa VIII na inmmii y namienTis, ki padinie oTpUMyBai j1iky-
BaHHS NPOTATroM 0Lk sk 100 AHIB €KCIIO3MILT, | B aHaMHE31 SKUX Bii3HAUa10Cs yTBOPEHHS
iHriGitopis. ToMy pekoMeH/y€eTbes IPOBOAUTH PETEILHUI MOHITOPHUHT YCiX NaIlieHTiB Ha
IPEIMET YTBOPEHHS iHTIGITOPIB micas Gyab-9KOro nepexo, 1y 3 0JHOr0 MpenapaTy Ha iHIIMii.

Kniniyna snauymicts yrBopenns iHriditopy sanexarume Bij iioro TaTpy. [Ipn HH3bKOMY
THTPI IHiGITOPIB, AKI MOXKYTH 6yTH THMYACOBO NPUCYTHI a60 3aTHINAIOTHCA MOCTIHHO Y Hit-
3bKOMY THTDI, ICHY€ MEHIIHI PU3HK PO3ZBUTKY HEJOCTATHLOI KIIHIYHOT BIANIOBII, HiX y pasi
BHCOKMX THTPIB 1HIOITOPIB.

3araiom HeOOXiZHO TPOBOJMTH PETeILHHI MOHITOPHHT YCIX NALIEHTIB, SAKi OTPAMYIOTH JTi-
KyBaHHs npenaparamu (akropa koarysiuii VIII, Ha npeamer yrBopenHs iHriGiTopiB musxom
BIIIOBIZIHOTO KJIIHIYHOTO CHOCTEPEKEHHs! Ta IPOBEIeHHs 1abopaTopHIX aHAmi3iB. SKio He
BJIA€THCS IOCATTH O4IKYBaHOTO piBHA akTHBHOCTI (haktopa VIII y niasmi kposi abo sxino xe
B/IA€TbCSA KOHTPOJIOBATH KPOBOTEYY 3a JONOMOTr0IO BiATIOBIIHOT I03H, CJIIJI IIPOBECTH JI0CIi-
JUKEHHSI Ha HasIBHICTE iHribiTOpiB (hakropa VIII. V nanieHTiB 3 BACOKHMH PiBHAMY iHTiGiTO-
pis Tepartist pakropom VIII Moxe 6yTH HeedeKTHBHOIO, a TOMY CJIiJT PO3TIISHYTH iHII METO-
u JtiKyBanHs. JIikyBaHHS TaKuX NMANieHTIB MOBUHHE [POBOXMTHCS 111/l HATJISAOM JliKapis, sKi
MaroTh JIOCBiJl JliKyBaHHS NauieHTiB 3 remodimnicio Ta HasBHicTIO iHribiTopis daxropa VIII.
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Hanosner;imBo pekoMeHIyeThes mopasy MpHu BeezieHHi npenapary HosoEiiT nanienry 3anu-
CyBaTH Ha3BY Ta HOMEP IapTil MpenapaTy 3 METOIO BCTAHOBJICHHS 3B'S3KY MK NaLli€HTOM i
NapTICIO JIIKApChKOTo 3ac00y.

3acTepesKeHH s, 10B's3aHl 3 IONOMKHUMH PEYOBHHAMHE

[licns BinHOBNEGHHS Leit nikapebkuii 3acib mictuts 0,31 Mmoss Hatpio (7 Mr) B 1 M BigHOB-
neHoro po3unHy. Lle cimij BpaxoByBati narientaM, siki J0TPUMYIOTBCS JIETH 3 0OMEKEHNM
BYKMBaHHIM HaTPIIO.

YcekiaZHEHHS, MOB'S3aH1 3 KATETEPOM

SIkm10 HeoOX11HO BCTAHOBHTH LICHTPAILHHNA BEHO3HHI KaTeTep, ClIijl BpaXxOBYBaTH PH3HK
MOB'A3aHUX 3 KaTETEPOM YCKJIQ/IHEHb, Y TOMY YHCII MiciieBHX iH(eKi, 6akTepiemii Ta Tpo-
MO03y Miclsl KaTreTepusaltii.

Jliti

Hageieni 3acTepe)xenHs Ta 3a1001KHI 3aX0H CTOCYIOTHCS K A0POCIMX, TaK i JiTe.
4.5  Bsaemonis 3 iHmmMH JikapcbKUMH 3aco0aviu Ta inmi popmn B3aemoii
Hocmimxenns B3aemoii 3 npenapatom HoBoEilT He npoBo tuimcs.

4.6  PenpoaykruBHa QyHKUisl, BATITHICTE i FOyBAHHS IPY/UII0

Jlocnimxenns BrmBy npenapary HoBoEHT Ha penpoiyKTHBHY ()YHKILIO TBApPHH HE [POBO-
ymmnces. Ockinbkn remodinis A y jKiHOK BUHHKAE pijiko. JOCBiA 3actocyBanns paxrtopa VIII
[/l 4ac BariTHOCTI Ta royBaHHs rpyamo Biacytuiii. Tomy daxrop VIII ciia 3actocoByBatH
I1J1 Yac BariTHOCTI Ta rO/lyBaHHs IPYIIO TINLKH 32 HASBHOCTI YiTKHX NOKa3aHb.

4.7 3paThicTh BIVIMBATH Ha WBHAKICTH Peakuii NpH KepyBAHHI ABTOTPAHCIIOPTOM
a060 poboTi 3 iHmMHMH MexaHizMavn

[Ipenapar HopoEiiT ne BnnmBae Ha 37aTHICTh KepyBaTH aBTOTPAHCIIOPTOM T4 MPALIIOBATH 3
IHITTHMH MeXaHIZMaMH.

4.8  Hebaxani edpexTn

Pestome mpodimo Gesnexu ,

I'inepuyTiusicTs abo anepriuni peakiii (110 MOKYTh BKJIIOYATH aHTIOHEBPOTHYHHIT HAOPSIK,
NEeYiHHA Ta HOKOIIOBAHHA y Micli iH(y3ii, 03HOO, IPATLITHBH, FeHepali30BaHy KPOIUB'SHKY,
royloBHHH OiIb, anepriyne BUCHIIAHHSA, apTepialbHy TiNOTEH3110, IeTaprilo, HY/I0TY, 3aHemno-
KO€HHS, TaX1Kap/li10, BIAYYTTS CTHCHEHHS y IPYAHIH KITIl, NOKOMIOBaHHs, OII0BaHHS, CBUC-
TSIY€ JIMXAHHS) CIIOCTEPITAIHCS PiJIKO, a Y AeSKHX BHIIAIKAX BOHH MOXKYTb IPOrPECYBaTH JIO
TSDKKOT aHadiakcii (BKIIOYa0YH 110K ).

YTBOpPEHHs aHTUTLN J10 OLIKIB XOM'SIKa 1| BHHHKHEHHS T10B'I3aHMX 3 [IUM peakiliii rinepuyiu-
BOCTI CIIOCTEPIranocs ayxKe piaKo.

Y nauientis 3 remodinieio A, ski oTpuMyIoTh npenapari ¢akropa VIII, sxmouaroun Hoso-
EfiT (nuB. po3nain 5.1), MOXyTh yTBOpIOBATHCS HeHTpasisyioui antuTina (inriditTopu). Y Bu-
HajKy YTBOPEHHg TAKHMX iHTIGITOPIB, el CcTaH NPOABHTLCS Y BUMIIAAI HEAOCTATHLOT KIHIYHOT
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BIAMOBI. YV TaKHX BHNAAKAX PEKOMEHYETHCS 3BEPHYTHCS 710 CHELIANI30BaHOTO LEHTPY 3
JIKYBaHHS reMoiii.

Tabmuunmit nepenix nobiunux peakiii

Y Tabiuui nukye nobivHi SBUINA IpeaCTaBIeH] BIAIOBIHO 10 Kiacudikauii 3a kimacamu
cucrem opranis (KCO Ta 3a piBHAME TepMiHiB nepeBaKHOro BUKOpHCTaHHs) MeauuHoro
CIOBHHKA JUIsl perystopHoi AisnbHocti (MedDRA).

YacToTa BU3HAUEHA HACTYIIHHM YHHOM: JIy’Ke YacTo (=1/10). wacro (Bix >1/100 x0 <1/10),
Hewacto (i >1/1000 o <1/100), piaxo (8iz >1/10 000 1o <1/1000), xyxe pinko

(<1710 000); wactora HeBitOMa (HEMOKIIHBO OLIHUTH HA OCHOBI HASBHUX JIaHuX).

Y Mexkax KOKHOI IPYIH 3a 4acTOTOIO MoGiuHi peaxiii NpeIcTaBIeH] B MOPAIKY 3MCHIICHHS
X cepio3HOCTI.

Tabmaus 2. Yactora moGiunux peakiii 1ikapesKoro 3ac00y y KJIHIYHUX J0CIIJUKEHHSIX

Knac cucremu opranis Yacrora* ITobiuna peakitis

Hopymenns 3 Goky kposi Ta gimparny- | Heuacto [Ipurnivenns daxropa VIII

HO1 CHCTEMH (LIIIT)* * %%

Ilenxivni mopymiens Hewacto besconns

llopyienHs 3 60Ky HepBOBOT cHcTEMH Heuacto ["on10BHHIT 6isb, 3anamMopouenHs

Kapionoriuni nopyienns Heuacro CunycoBa taxikap/is

[Topymenns 3 6oky cyannnoi cucremu Heuacro AprepianbHa rinepredsis, aiM-
penema

[opymenns 3 6oky renarobiniapuoi Yacro [TinBuinenns pisniB nevinkoBux

CHCTEMH (pepmenTiB**

[Topymenns 3 Goxy mkipu Ta miamip- Hewuacro Bucunanns

HOT KIITKOBHHH

[opymenns 3 Goky KicTKoBO-M'130B01 Heuacto Purignicts M's3iB Ta cyrno6is,

CHCTEMHM Ta CHONYYHOT TKAHHHH aprponarisi, 611k y KiHIlIBKaX.
6116 y M'A3ax Ta KicTkax

3aranbHi nopymenns Ta peaxuii v micui | Yacto Peaknii y micui in'ekuii***

BBEJCHHsI Ipenapary Heuacro [Tinsuinena sBromaoBaticTs,
BIYYTTs JKapy, nepudepuannii
HaOpsiK, rineprepmis

Bizxunenus ix nopmu, Bussieni npu Heuacro [lixBuimena vacrora cepuennx

JIOCTIKEHHSIX CKOPOY€Hb

Tpasmu, orpyenns ta ycknagnenns Hewacto 3abii

nponeayp

* PospaxoBaHO Ha OCHOBI 3araqbHOT KiJILKOCTI OKPEMHX MaLli€HTIB B YCIX KIIHIYHUX J0CITi-
JUKeHHAX (214).

** [lixBHIIEeHHS PIBHIB NeUiHKOBHX (ePMEHTIB BKIIOUAc B cebe MiABHIICHHS PIBHIB aJlaHiHa-
MinoTpaHcepasu, acrnapraramiHoTpaHcepasy, rammarsiyTamiarpancdepasu ta 6inipy6iny.
#¥¥ Peakuii y micui in'eknii BKmoyaiots B cebe CpUTEMY y MicCIli iH'eKLiT, eKcTpaBasarito Ta
cBepOik y Micui iH'ekuil.

*¥#% YactoTa IpYHTYEThCS Ha JOCITIDKEHHAX BCiX npenaparis, mo micrars dakrop VIII, y
NALIEHTIB 3 TAXKKOI0 remodiniero A. TT11I1 = NonepeIHbO MPOJIKOBaHI NalicHTH.

Omnc oxkpeMux nobivHNx peakiiii
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Y Xozi yeix KniHiYHHX 10C/iIKeHD npenapary HosoE#iT nosizomnsnu yesoro 1npo 30 nobiu-
HHX peakuiit y 19 3 214 nanientis, sxi OTPUMYBAIIH JIiKyBaHHs npenapatom HosoEiir. Haji-
OiTbII YACTO MOBIAOMITIOBAHMMH TTOGIYHAMH peakuisMu Oynn peakuii y micwi in'exuii ta mi-
BUILCHHS PIBHIB NIe4iHKOBUX (epMenTis, 13 30 modiummx peaxuiif, 2 cnocrepiranmues y 1 i3 31
NaieHTa BIKoM 10 6 POKiB, KOAHOT — y MAaul€eHTiB BikoM Bix 6 10 18 pokis, i 28 crocrepira-
macsty 18 31 127 nopocinux narienris.

Y KNiHIYHEX H0CTi/DReHHSX 34 yuactio 63 aiteii Bikom Big 0 g0 12 POKiB Ta 24 niuniTKiB Bi-
KOM Bijt 12 710 18 pOKiB 3 TsKKOKO dopmoto remodinii A ne crocrepiranocs BiiMiHHOCTEH y
npoini Gesnexn npenapary HopoEiir y HiTel Ta 10pocIuX nauieHTis.

lloBiomnenns npo nio3prosani no6iuni peaxiii

Iosinomnenns npo ninospiosani no6iymi peaxuii micns peectpartii fikapebkoro 3aco0y €
BaKIMBUM. Lle nae 3mory npososxysar KOHTPOJIb 32 CHIBBIAHOIIEHHSM KOPHCTE/PHIHK
JKapebKoro 3acoby. Meanunnx NPaiBHUKIB HPOCATE MOBIIOMIATH 1po Oyab-aKi migo3pro-
BaHi 001uni peakuii yepes HalllOHANILHY CHCTEMY MOBiIOMIICHD. HaBejieHy y Jlonarky V.

4.9 Ilepenosysanus

[Tpo eumnromu nepenosysanns pexomGinanTHOro akTopa koarymsuii VIII me IOB11OMJIs1-
J10Ch.

5 DAPMAKOJIOI'TYHI BJJIACTHBOCTI
5.1 ®apmakoaunamivni BaacTrusoceri

dapmakoTepanesTuyna rpyma: aHTHreMoparivsi 3acobu, (akrop koaryssuii kpoBi VIII; kox
ATX: B02BD02.

Mexanism fii
[Ipenapar HosoEiiT mictuts TYPOKTOKOr anb(a, moackkuii (akrop xoaryssuii VIII (p/THK)

3 yeiuenum B-omenom. 1leit IIKONPOTETH Mae Taky camy Oyn0Ry, o i mojckkuii Gpakrop
VII'y crani aktusauii, ta taki cami MOCTTpaHCsLiiH Momudikauii, mo i monekya, Buise-
Ha 13 I71a3MH KpoBi. Beranosieno, mo minguka CyabhaTyBaHHs THPO3UHY, PO3TALIOBAHA HA
Tyr1680 (naTuBHOT noBHOT JAOBKHHH), AKa € BaKIMBOIO JUIsl 3B'SI3yBaHHS 3 (hakTOpoOM ¢don
Binnebpanza, nonictio Cynb(aryeThes y MoneKyi TYPOKTOKOrY anba. [Tpu Beenenni na-
Hienty 3 remodiniero paxrop VIII 3B'A3YETHCS 3 €H/IOreHHHM axropom pon BinneSpanza y
cucTeMi KpoBooGiry nanienra. Kommieke axrop VIII/paxrop pou BinneGpanpa cxnanaers-
¢4 3 1BoX Mosiexy (daxropa VIII ta dhakropa don BisneGpansa) 3 pisnumu disionoriunmvu
(ynkuismu. AkTuBoBaHmis dakrop VIII aie sk KO(aKTOp /U1 aKTHBOBAHOI'O ¢akropa IX,
IPHCKOPIOIOYH NIEPETBOpeHHs (haktopa X Ha AKTHBOBAHMUI ¢akrop X. AKTHBOBaHMI axrop
X neperBopioe nporpom6in Ha TpoMGin. ITicist yoro Tpom6Gin nepeTBoproe hidpuHOreH Ha
$ibpun, B pesynprati yoro dopmyeTbest 3rycTok kposi, I emo(imis — 1e nos's3ane 3i crarrio
CNIa/IKOBE NOPYINCHHS 3rOPTaHHs KPOBi BHACIIIOK 3HHKEHHSI piBHiB axtopa VIII:C, o
TIPH3BOAHTD 10 NPO(Y3HUX KPOBOBHIIUBIB y Cyriobu, M'a3u abo BHyTpimHi OpraHy, K CIOH-
TAHHHX, TaK 1 B Pe3yIbTaTi TpaBM 4u XIpypriuHHX BTpyuans. 3aB/saku 3aMicHiii Teparii mias-
MatHyHi pisHi daxropa VIII MiABUIIYIOTBCS, 1110 3abesneyuye THMYACcoBY KOPEKILiio aedinury
(haxropa Ta 3mMeHIICHHS CXHJIBHOCTI, JI0 KpOBOTEY,
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Bysno nposezieno Tpu 6araToneHTPOBHX BiAKPHTHX HEKOHTPOILOBAHHX KIIHIYHHX J0CIi-
JUKEHHS 3 METOIO OIIHKK Oe3nexn Ta edexruBHocTi npenapary HosoEiiT s npodinaktaku
Ta JIIKYBaHHs KPOBOTEY Y MALEHTIB 3 TSHKKOIO (hopmoio remodinii A (axtusaicts GVIII <1
%), siKi panime Bjke OTPHMYBAJIM JIKyBaHHs. Y j0ociiukeHHsX Gpany yyacth 213 narieHTis,
SIKI OTPUMYBAIN JIOCTIJUKYBaH|ii penapar; 150 nigniTkie abo 1opociux naiieHTis 6e3 iHri-
Gitopis BikoM Bizx 12 pokiB (>150 jHiB JiKyBaHHA A0C/TIDKYBAHUM IIpernapaToM) Ta 63 naiie-
HTH JMTS90r0 BIKY Oe3 iHribiTopis Bikom 0 12 pokis (>50 auiB JiKyBaHHS 10CIIKYBAaHAM
npenaparom). 187 i3 213 nauieHTiB NPOIOBKHIN YYacTh Y A0AaTKOBOMY JOCIIDKEHH] 3 Me-
TOIO ONIHKH Oe3neku. [IpogeMoncTpoBano, 1o Jikysanus npenaparom HosoEiit Oyno 6e3-
nevyHuM i 3abe3neuyBaino Gaskani reMocTaTHuHuil Ta npodinaktuununii epextu. 3 1377 Buna-
JIKIB TOBIJIOMJIEHHX KPOBOTEY, 110 crioctepiranucs y 177 3 213 nauienTis, 1244 (90,3 %)
KpoBoTeui npunuHuances micns 1-2 indysiit npenapaty HosoEiiT.

Tabmna 3. 3acTocyBaHHs TYPOKTOKOTY asib(a i 3aralbHui OKa3HUK e()eKTHBHOCTI

Jlitu mo- Hitu cra- | ITigmiTkn Hopocii Yeworo
TomoT pmoi Biko- | (12-<18 | (=18 po-
BIKOBOT BOI I'PyNH | POKiB) KiB)
rpyma (0— | (6 —<12
<6 pOKiB) | POKIB)
KiabKicTh NamieHTiB 31 32 24 126 213
Jlo3a, AKy 3aCTOCOBYBAIN
At npodinakTHky, Ha |
nanienta (MO/kr MT)
Cepenue 3nauenns (CB) | 40,1 (8,5) | 36,6 (9.0) |27.0(7.6) |26.9(6.9) |30,3(9.2)
Min.; makc. 26,5; 573 |24,9;57,9 |20.5;46,9 |20,0;50,8 |20,0;579
Jlo3a, Ky 3acTOCOBYBaJIH
JUTSE JIIKYBaHHS KpOBOTeUl
(MO/xr MT)
Cepenne snavennst (CB) | 44.4 (17,9) | 40.0 (10.4) | 28,2 (10,2) | 33,8 (11,9) | 34,5 (12,6)
Min.: maxc. 25,9;193.8 | 25,5:65,5 [124;76,8 |93;1040 |9,3;193,8
[Tokasnuk edpextuBnoc- | 92,9 % 88.9 % 79.7 % 85.6 % 85.9 %
Ti* %

MT: maca tina, CB: cranaapThe BiaXuieHHs

F\THHM Hp apaq\m

*EdexTuBHicTh BU3HA4YEHO sK "Biaminny" abo "1006py".

VYeworo Oyio npopejieno 14 xipypriunux Brpyuansb y 14 nauieHTis, 3 HuXx 13 Oy/u BeIHMKHMHA
Xipypriuaumu BTpydaHHsaMH i 1 —Maste. ['emoctas OyB ycnimnuMm B yCiX BHIIQJIKax Xipypriu-
HHX BTPYYaHb, PO HeeeKTUBHICTD JIIKYBAHHS HE [MOBIIOMIISIIOCS.

3.2 dapmakokiHeTHYHI BJIACTHBOCTI

Yei dapmakokiHeTHYHI JJOCIIJUKEHHS i3 3aCTOCYBaHHSIM TYPOKTOKOTrY aylbha Oy nposejeni
3a y4acTIO NMaLieHTIB 3 TSHKKOIO (hopmoro remodimii A (PVIII <1 %), axi paniiue Bxe OTpH-

MYBaJIM JIIKYBaHHs. AHAII3 3pa3KiB IJ1a3MH KPOBi IPOBOAMBCS 3a J0MOMOTOIO OJHOCTAIHO-
ro aHasi3y KoaryJordol akTHBHOCTI Ta XpPOMOI€HHOT'O aHali3y.

YV MbKHApoAHOMY AoCHiuKeHH] Oy 3aaisaHi 36 naboparopiit, akTuBHICTL npenapary Hoso-
Eiit B ananizi ®VIII:C oninioBany Ta NOPIBHIOBAIH 3 NIPEACTABICHHM HA PHHKY pEKOMGinH-
OVII noBHOIIOBKHHH. I_Iocnma{emm MPOIEMOHCTPYBAIIO, 1110 OTPUMaHi
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pe3yJbTaTH € NOPIBHAHHUMY Ta Y3TOJUKEHHMH JUTs 000X mpenaparis, a npenapar HosoEiit
MOYKHa JIOCTOBIPHO BH3HAYATH Y IU1a3Mi KpoBi 6e3 HeoOXiHOCTI B OKpeMOMY CTAHAAPTI U1s
npenapary HosoEiiT.

dapmakoKiHeTHYHI MokasHUkK npenapary HosoEHT nicis BBeIeHHS 0HOPA30BOI 1034 3a
pe3yJibTaTaMK aHali3y KoaryJoo4oi akTHBHOCTI KpoBi HaseaeHi y Tabmuwi 4, a 3a pe3yibTa-
TaMH XPOMOTCHHOro aHanizy —y Tabnuui S.

Tabmnus 4. dapmaxokineTHKa TYPOKTOKOTY anba y nanieHTis 3 Tsxkoro gopmoro remodiii
A (DVIII £1 %) nicisa BBeleHHs 0/ITHOPA30BOT 103H, aHAJII3 KOAryJIlolo4oi akTHBHOCTI KPOBI

[Tokazuunk 0 — <6 pokiB 6 — <12 pokiB >12 pokis
n=14 n=14 n=33
Cepenne 3navenns | Cepesne 3HauenHs | Cepe/iHe 3HAYCHHS!
(CB) (CB) (CB)
[Ipupict piBHs 0,018 (0,007) 0,020 (0,004) 0,022 (0,004)
(MO/Mm)/(MO/xr)
AUC (MO*rom)/mn) 9.92 (4.11) 11,09 (3,74) 15,26 (5,77)
CL (mn/ron/kr) 6,21 (3.66) 5,02 (1,68) 3,63 (1.09)
ty, (roj) 7,65 (1.84) 8.02 (1,89) 11,00 (4,65)
Vs (Mi1/kr) 56,68 (26.43) 46,82 (10,63) 47.40 (9,21)
Crnax (MO/Mmn) 1,00 (0,58) 1,07 (0,35) 1,226 (0.41)
Cepeniii yac yrpumanns 9,63 (2.50) 9,91 (2,57) 14,19 (5.08)
(ron)

Tabmuaus 5. GapmakokineTHKa TYPOKTOKOTY anb(a y MalieHTiB 3 THKKOI0 hopMoto remodiiil
A (DVIII <1 %) nicnst BBeieHHS 0AHOPA30BOI 71031, XPOMOTeHHHUH aHAai3

[Nokazuuik 0— <6 pokis 6 — <12 pokiB >12 pokiB
n=14 n=14 n=33
Cepenne 3nauen- | Cepense snauen- | Cepejne 3Hayen-
Hs (CB) ns (CB) Hs (CB)
[Tpupicr piBus 0,022 (0,006) 0,025 (0,006) 0,029 (0,006)
(MO/Mm)/(MO/xr)
AUC (MO*rou)/mn) 12,23 (4.36) 14,37 (3,48) 19,63 (7.73)
CL (ma/rom/kr) 4,59 (1,73) 3,70 (1.00) 2,86 (0,94)
ty, (rox) 9,99 (1,71) 9,42 (1.52) 11,22 (6,86)
Vs (Ma/kT) 55,46 (23,53) 41,23 (6,00) 38.18 (10,24)
Ciax (MO/mun) 1,12 (0,31) 1,25 (0,27) 1,63 (0,50)
Cepenniii yac yrpumanus 12,06 (1.90) 11,61 (2,32) 14,54 (5.77)
(roa)

PapmaKoKiHeTHYHI TOKAa3HHKH Oy IOPIBHAHHIMH Y JiTeii BikoM 710 6 PoKiB Ta y jtiTeif Bi-
KOM Bijt 6 10 12 pokis. Cniocrepiraiucs aeski BiAMIHHOCTI (apMaKOKIHETHUYHHX [TOKA3HUKIB
npenapary HoBoE#T y miteit Ta nopociux nauientis. Butnuit kiipenc Ta KopoTumii ty, v i-
TeH TOPIBHAHO 3 I0POCIHMH MAli€HTaMHU 3 TeMO(LITiEI0 A MOKYTh YAaCTKOBO TOSICHIOBATHCS
OlbuM 00'eMOM TUTa3MH KPOBI Ha KIJIOrPaM MacH Tijia y NaieHTiB MOMOIIOrO BiKYy.

5.3 Jlokniniuni nani 3 Desnexny
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Jloxninivni 1ani cBi4aTh Npo BiACYTHICTH 0OCOBIHBUX PU3UKIB [UIs JIOAMHH 3MIHO 3 pe3yb-
TaTaMy CTaHJAAPTHUX (PapMaKOJIOri9HHX AOCITIZKEeHb O€3MeKH Ta A0CIIKEHL TOKCHUHOCT]
MOBTOPHHX J103.

6. DAPMAILIEBTUYHI XAPAKTEPUCTUKH
6.1  Ilepemix 1010OMIKHHX pedOBHH

IMopouiok:
Harpito xnopus

L-rictiuaun

Caxaposa

[Tonicop6ar 80

L-meTionin

Kassuiro xmopuay aurigpar
Hatpiio rigpoxcun

Kucnora xnopucrosonepa

PO3YHHHHUK:
Harpiro xnopun
Bonxa mig in’ exmiii

6.2  Hecymicuicrn

OCKIJIbKH 10CTiJUKEHHS CYMICHOCTI He MPOBOIHIIHCS, Lieii JKapchKui 3acib He MOXKHA 3Mi-
IIYBATH 3 IHIIUMM JHKAPCEKUMH 3ac06aMHu.

6.3  Tepmin npuaarnocri

DJ1aKkoH, 1110 HE BIAKPUBABCS:
30 micsuis

[IpoTsarom Tepminy npuaaTHOCTI npenapar MoxHa 36epirati IpH KIMHATHI TemepaTypi
(=30 °C) Tinbkyu BIpoJOBXK nepiony, TPHBATICTH AKOro He nepesuiye 9 micsuis. ITicas Toro,
SK TIpenapar JICTaI 3 XONOMIbHHKA, 1{0r0 He MOXKHA 3HOBY HOBEpTATH Y XOJOHJIEHHUK.
byxb nacka, 3asnaure aaty nouarky 36epiranus pyu KiMHATHIH TeMIeparypi Ha KapTOHHi
YIaKOoBII Npernapary.

Cain 36epiratn (rakon y 30BHiMMIiH KapTOHHII YIAKOBII 3 METOIO 3axHUCTY BiJl CBITIIA.

[liciist BiTHOBIEHHS:
Byno npoaemoncTpoBaHo, 1110 BiHOBIEHHIT [penapar 3aMIaeTbes XiMiuHo Ta (Pi3H4HO cTa-
OLTLHIM 1POTATOM 24 roMH 3a YMOBH 36epiraHHs npu remneparypi 2—8 °C ta nporsirom 4
TO/lMH 3 YMOBH 30epiranns npu KiMHaTHi#H Temmeparypi <30 °C.
3 miKkpoGiosnoriunoi TouKH 30py siKapehKuit 3aci6 ¢/1iJ 3aCTOCOBYBATH HeraifHO Mic/st BiAHO-
BJIeHHs1. SIKIIO Npenapar He 3aCTOCOBYEThCS Bipasy mic/s BIZIHOBIICHHS, TO BiJIMOBIaTh-
HICTh 3a IOTPHMAHH3 TEPMIHIB Ta YMOB i{oro 30epiranHs Hece KOPHCTYBay, a TepMiH 36epi-
TFaHHs, SK IpaBHJIO, HE [IOBUHEH NEPEBHILYBATH 4 FOAMHH NpPH KiMHATHIH Temmneparypi (<30
°C) abo 24 rommun npu Temnepatrypi 2—8 °C, 3a BUHATKOM BUIIAJIKIB, KOJIM BiIHOBICHHS
POBOAIOCH Y I{EHTpOJleBaHI/IX Ta BaJliJIOBAHHX ACENTHYHHX YMOBAX.
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Byb-sixuii neBukopuctanuii npenapar, 1o 36epirases npy KiMHaTHil TeMnepatypi 6inbm sk
4 TOJMHY, TIOBUHEH OYTH YTUIII30BaHMUIA.

6.4 OcobunBi 3anobizkui 3axoan npu 36epiranni
36epiratu y xonoauabHUKY (2-8 °C). He 3amoposkyBari.

[udopmaniio mozo 36epiranus npu KiMHATHIN TemiepaTypi Ta yMoBHM 30epirans micis Bij-
HOBJICHHS JIIKapchKOro 3aco0y HaBe/IeHO y po3aiii 6.3.

6.5  Tun Ta BMicT YIIAKOBKH

Koskna ynakoska npenapary HosoEiit 250 MO, 500 MO, 1000 MO, 1500 MO, 2000 MO Ta
3000 MO, nopoiok Ta po34nHHHK ULl PO3UHHY /Ulsl 1H'€KILii, MiCTHTD;

— 1 cknanmii pnaxon (I Tumy) 3 NOpoKoM Ta MPOGKOIO i3 XJIOPOYTHIIKAYUYKY,
— 1 crepunbHMil nepeximTHuK Juis (Grakona, Mpu3HAYEHHi Ul PO3Be/IeHH,
— | monepeanbo HANOBHEHMUI ITIPHLL, 110 MICTHTH 4 MII PO3YHHHHKA, 3 00MEKYBaueM
X0y MOpIIHS (ITOJIIPONIIEHOBHIT), I'YMOBHI 1TopIIeHb (OpoMOYTHIOBHIT) Ta KOBIIA-
YOK HaKOHEYHHKa 3 1polKo1o (OpoMOyTHIIOBA),
— 1 mrox nopuss (moMinpomnineHoBHii).
6.6 OcobunBi 3ano6izui 3axoan npu yruiizanii Ta iHIoOMy NoBo/KeNHi 3 npenapa-
TOM

[Ipenapar HosoEiiT BBOANTLCS BHYTPIIIHBOBEHHO MMIC/Is Bi/IHOBIEHHS MOPOIIKY PO3YHHHH-
KOM, [0 NMOCcTa4YaeThes y mnpuui. [Ticas BitHoBIeHHES po34nH noBHHEH OyTH 11po30puM abo
371erka onayecuenTHuM. He MoskHa 3acTocoByBaTh po3unH, SKIO BiH MYTHHH ab0 MICTHTE
ocajl.

Bawm Takosx 3nano0uThest HaOip uis iHdy3ii (cucTemMa TPyOOK Ta «TroJKa-METEeIHK»), CTEPHITh-
Hi TAMIIOHH, IPOCOYEH] CITUPTOM, MapJieBi cepBeTkH i mnactupi. Lli npucrpoi Ta marepianu ne
BXOJATH B YIIaKOBKY npenapary HopoET.

Crizt 060B'I3KOBO IOTPHMYBATHCS MPABHJ ACENTHKH.

BijHosnenus:

A)
BuiimiTh (nako, nepexiaHuk st (1akona ta rnore-
peiHbO HAMOBHEHHH IINIPHIL 3 KAPTOHHOI YIIAKOBKH.
3amuiiTe MWTOK NOPIIHS B ynakosii. JloseniTs dia-
KOH Ta NOIEePeIHHO HAIIOBHEHUH IINPHIL 10 KIMHATHOT
Temrneparypu. Lle MojkHa 3pobuTH, TpHMaOuH iX y
JIOJIOHSX, MIOKH HE BIJMYETE, 1110 BOHH TAKOI JK TemIie-
parypH. Ak Bami gononi. He BaaBaiitecs 10 KOaHHX
IHIKMX cnocobiB, mob 3irpiTu c[maKOH Ta MONepPeHBO
HANOBHEHMH IINPHULL.
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B)

3HIMITh IJIACTHKOBY KPHIUKY 3 (takona. He Mosxkna
BHKOPUCTOBYBATH (h1akon, AKLLO [JIACTHKOBA KPHIIKA
HEWJILHO npusTae abo BigcytHa. IIpoTpiTe rymMmoBy
npoOKy (J1akoHa CTEPHIBHUM CIIMPTOBHM TaMIIOHOM i
3a4cKaiiTe KiIbKa CeKyH/L IICpe]l BAKOPHCTAHHAM, 11100
BOHA BHCOXJIA.

C)

3HIMITb 3aXMCHUIT nanip 3 nepexiaHuKa U1 PrakoHa.
He MoyxHa BUKOPHCTOBYBATH HEpeXifiHuK s (rako-
Ha, AKIIO 3aXUCHUH Manip NPUIATae HerepMeTHYHO
ab0 MopBaHHii.

He moskHa BHTSTaTH nepexiznuk wis ¢Gaakona i3 3a-
XHCHOTO KOBIAYKa MalbIIsIMH.

D)

IlepeBepHiTh 3aXNCHUIT KOBIAYOK i HACAITH Nepexij-
HHK Ha QuaxoH. [licns npueHanns ne 3uimaiite ne-
pexinHuK i3 ¢akona.

E)

371erka CTHCHITh 3aXMCHUI KOBITAUOK BETHKUM T4 BKa-
3IBHEM MaJIbLSAMH, K I0Ka3aHO HA PHCYHKY. SHIMITh
3aXHUCHHI KOBIIAYOK 3 MepexijiHuKa s (akoua.

F)

BisbMiTh ITOK HOpIIHS 3a MMUPOKHUIA KiHelb i Bipasy
NPHEIHANTE WITOK MOPIIHS J10 IIPUIA, BKPYIYIOUH
HOro 3a rOJJMHHUKOBOIO CTPIIKOIO Y HOPIIEHb Beepe-
JIMHI TIONEPEIHBO HAIIOBHEHOTO MINPHILA, JI0KH He
BijuyeTe onip.{._
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G)

3HIMITh KOBIMAYOK 3 NOMEPEAHBO HAOBHEHOTO LIMPH-
1a, BIATHHAKOYH HOro JIOHN3Y, I0KH Bill He BifipBeTh-
cs1 o ninii nepdopauii. He topkaiitecs xamioni
IITIPHILA [T1]] KOBIAYKOM.

H)
[1]inbHO HAKPYTITE NONEPEAHBO HATIOBHEHHH MITPHIL
Ha NepexiJHuK s IiakoHa, IOKH He BijdyeTe orrip.

I)

Tpumaiite nonepeiHb0 HANTOBHEHHUIT IITIPHIL HAXHIIE-
HHUM TaKUM YHHOM, 11100 ¢iakon OyB CripsSMOBaHMI
aouu3y. HatucniTe Ha TOK nopiHsi, 11100 BBECTH
BECh PO3YHHHHK Y (DITAKOH.

J)

YTpuMyHTE IITOK NOPIUIHS HATHCHYTHM i 00epekHO
obepraiiTe (rakon, 10KH He POZUHHHTLCS BECE MO~
poiok. He erpymyiite ¢nakon, 1106 YHHKHYTH YTBO-
peHHs THH.

Pexomenjyernbes 3acrocoByBatu npenapar HosoEiiT Binpasy nicis sixnosnenns. Indopma-
10 110/10 YMOB 30epiraHHs BIZIHOBIEHOTO JIKapchbKOro 3acody AuB. Y po3ini 6.3.

Skio Heodxiana Glbina 1032, TOBTOPITE KPOKH A—J 3 BUKOPHCTAHHAM iHIIHX ()IIaKOHIB,

HEepeXiIHUKIB JUls (PJIAKOHIB Ta [10IIePefHbO HAOBHEHHX IIITPHILIB.
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Beenennsg Bi,[lHOBHCHOT'O PO3YHHY!

K)

YTpuMmyHTe IITOK MOPIUHS TOBHICTIO HATHCHYTHM.
[lepeBepHiTh MIMpHIL i3 (HIAKOHOM JIOTOPH THOM.
[IpUnHHITS THCHYTH Ha IITOK NOPIIHS i J103BOJIBTE
fioMy caMOCTIHHO pyXaTHCs Ha3ajl, TOKH Bi{HOBICHHIH
PO3YHH 3aMI0BHIOE LINPHIL. 3JI€rKa BiITSATHIT IITOK
MOPUIHS, MO0 BTATHYTH Y IIIPHIL BiTHOBACHHH PO3-
YHH.

kim0 3rizuo i3 BkasiBkamu Baroro nikaps a6o me-
An4HOI cecTpu Bam noTpiOHa nnIne yacTuHa BMicTy
(pmaxona, cxopucraiiTecs MO3HAYKAMH Ha LITTPHIL,
1100 6aYnTH, CKLUTBKH BiJIHOBJICHOrO po3unHy Bu Ha-
Opasn.

Y1pumyioun (BpJIakoH JOTOpH JIHOM, 37IeTKa NOCTyKaii-
Te MO IIpHILY, 1100 Oynb0alKku MOBITPs MiAHIHCS
Bropy. [1oBinbHO HaTHCKaTe HA WITOK IOPIIHS, TOKH
He BUHIYTh yci OynbOariky nosiTps.

L)
BinkpyTiTe nepexizuuk 3 ¢grakoHoM.

Tenep npenapar HoBoEHT roToBuii Juisi BBEJICHHS.
BuGepite minxoasuly AinsHKY i NMOBIILHO BBEIITH
npenapat HosoE#T y Beny npotsarom 2—35 XBHINH.

Yrunizauis
[Ticnst in'exuii Gesneuno yTumisyiiTe Bech HeBUKOpUCTaHUit po3unn npenapary HogoEiir,

unipui i3 nabopom Juist indysii, Grakon 3 mepexiaHEKOM 714 (IaKoOHa Ta iHIN BiAXOAM, 10-
TPHMYIOYHCH BKa3iBok Bamoro dapmanesra.

He Buxnaaiite nepeniveni Buie Matepiain y KoHTeiiHep 31 3BMYaitHUM TOGYTOBUM CMITTSIM.

T BJIACHUK PEECTPALIMHOI'O NOCBI/IYEHHSI
A/T Hoso Hopuick [Novo Nordisk A/S

Horo Amne Novo Alle

JIK-2880 barceaepa DK-2880 Bagsverd
Hanis . Denmark]
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