IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MHWPOCUBAH

(MIROSIBAN)

Cknao:
ditoua pevosuHa: atosiban acetate;

1 dnakoH (5 M KOHIEHTPATY AJIT PO3YUHY A7g iHPy3iH) mictuth 37,5 Mr atrocubany (y BUTTIALI
arerary);

donomidcHi peyoguHu: MaHiT (E 421), 1 M po3unH XJI0PUCTOBOIHEBOI KMUCJIOTH, BOAA OIS iH EKITIH.

JlikapcbKa popMa. KoHLIeHTpaT A1l po3uuHy s iHdy3ii.

OcHOoBHI (i3uKo-xiMiuHi 81acMuBOCMIi: po30opuii, 6e36aPBHUN PO3YUH, TPAKTUUHO BiIbHUM Bifl
BUJUMHUX 9aCTOK.

dapMmakoTepaneBTHYHA rpyna. [Himi 3acobu, 1110 3aCTOCOBYIOTh Y TiHEKOJIOTil.

Kog ATX G02C X01.

dPapmakono2iuHi e1acmueocmi.

®apmakoduHamika.

Jlikapcekuii 3aci6 Mupocubad MicTUTL aTocubaH, cuHTeTHYHMY nenTtun ([Mpa',D-
tupo3uH(Et)’, TpeoHin’, 0pHITUH"]-OKCUTOIMH), IKUH € KOHKYPEHTHAM aHTaroOHiCTOM
JIIOICBKOT'0 OKCUTOIIMHY Ha PiBHI pelenTopis. Bimomo, 110 atocubaH, 3B’I3yI0YUCH 3
pelLienTopaMy OKCUTOLIMHY, 3HMUXKY€E YaCTOTy CKOPOYEHb MaTKU 1 TOHYC MIOMeTpid,
IIPU3BOASYY [0 MPUTHIYEHHS CKOPOYEHHS MaTKM. TaKoXK aTocubaH 3B’A3YETHCS 3
pelenTopamMy Ba3oNpPeCUHY, MPUTHIUYI0UN 1oro eeKT. Y TBapuH atocubaH He BIIMBaB Ha
CepLeBO-CyIUHHY CUCTEMY.

Y pasi po3BUTKY Nepef4yacHUX IO0JIOTIB y TIOOUHU aTocu0aH y PEKOMEeHI0BaHUX A03ax
IIPUTHIYY€e CKOPOYEHHS MaTKH i 3abe3neuye MaTili QyHKLIIOHANIBHUN CIIOKiH. Po3cnabneHHs
MaTKH{ PO3MOYKMHAETHCS MaiixkKe ofipa3y Iicis BBegeHHsS aTocubany. [Iporsarom 10 xBumuH
CKOpOUYyBaJibHa aKTUBHICTh MATKU iCTOTHO 3HUXKYETHCS, CTabimbHUY QyHKLIIOHATIBHUAN



CIIOKi¥ MaTKM (< 4 CKOPOYEHB/TO[) MiATPUMYETHCSA IIPOTATOM 12 roguH.
dapmakoKiHemuka.

Y 3m0poBUX HEBATiTHUX XKIiHOK, SKi oTpuMyBanu atocubaH y Burnsaai indyaii (sig 10 mo

300 MKr/xB mpoTsiroM 12 rogvH), piBHOBaXkKHa KOHIIEHTPAIlid Yy M1a3Mi KPOBi 306inblIyBasacs
IIPOTIOPLiiHO M0 mo3u. KiipeHc mpenaparty, 00’eM po3mofiiny i mepion HamiBBUBEIEHHS HE
3aJjiexau Bif OO3M.

Y XkiHOK, gKi oTpuMyBanu atrocubaH y Burnami indyaii (300 MKr/xB npotsarom 6-12 rogux) 3
IIPUBOLY IIepefYyaCHUX II0JIOTIB, piBHOBAaXKHA KOHI[EHTPALifA Yy IIJIa3Mi KPOBIL JocAranacs
npoTsAroM 1 romuHM micns mo4yaTky iHQya3il (B cepegubomy 442 + 73 HT/MI, ¥ Oiama3oHi Bif
298 mo 533 ur/mn).

[Ticns 3aBepIneHHs iHQY3il KOHIIEHTpallis penaparTy y IIjla3Mi KpoBi MIBUKO 3HUXKYBaJlacs
31 3HAYEHHSIMHM [I0YaTKOBOIO (t,) i KiHLeBoro (t;) 4acy HamiBBuBefeHHs 0,21 + 0,01

1 1,7 £ 0,3 rogunu BigmoBigHO. CepenHe 3HaYeHHA KJTipeHCy cTaHOBuio 41,8 +
8,2 n/ron. CepepHiit 00’eM po3mopiny ctaHoBus 18,3 + 6,8 1.

3B’s13yBaHHS aTocubaHy 3 OiTKaMu IIJTa3MM Y BariTHUX XKiHOK CTaHOBUTH Bif 46 % mo 48 %.
HeBigomo, 4u Biipi3HAETHCA iICTOTHO BilbHA (paKilia y MaTePUHCHKOMY i (peTaTbHOMY
KOMITapTMeHTaX. ATocu0aH He IPOHUKAE B EPUTPOIUTH.

AtocubaH mpoHUKaE Kpi3b mianeHTy. [Ticns indyaii 300 MKr/XB 3m0pOBiit BariTHiM XKiHIi
CIiBBigHOILIEHHS KOHIIEHTpallii aTocubaHy B opraHi3Mmi miopma/MaTepi cranoBuio 0,12.

Y nma3mi KpoBi i ceui moguny ineHTHdiKOBaHO 2 MeTabosmiTu. CIiBBiIHOIIEHHS KOHIIEHTPallil
ronoBHOro Merabonity M1 (ges-(opuitur’®, rninue-NH,")-[Mpa', D-tuposusn(Et)’, Tpeonin’]-
OKCHUTOLMH) i KOHI[eHTpallil aTocubaHy y mia3Mi KpoBi ctanosuno 1,4 i 2,8 Ha gpyriii roguHi
iH(dy3il i mics 1l npunuHEeHHS BignoBigHO. HeBimoMo, un HakonuuyeThcad M1 y TKaHUHAX.
ATtocubaH BU3HAYAETHCS Y Cedi Nullle y HEBEIMKiM KiTbKOCTi, HOTO KOHIIEHTPAIlisl y ceyvi
npubnu3Ho y 50 pa3iB MeHIa 3a KoHIleHTpaliio M1. HeBimoMo, sika YacTKa aTocubaHy
BUBOOUTHCS 3 KarioM. OCHOBHMY MeTa0omiT M1 mpurHiuye CipuYuHeHi OKCUTOITMHOM
CKOPOYEeHHS MaTKH in vitro mpubnu3uo y 10 pasiB cnabime, Hix atrocuban. Metabomit M1
IIPOHUKAE Y TPyIHE MOJIOKO.

HocBiny nikyBaHHS aTocu0aHOM IAIli€HTIB 3 MOPYyUIeHHSAM QYHKIII meyinku abo HUPOK
HeMae. [TopymenHs QyHKII HUPOK He BUMara€e KOpPeKIlil Io3yBaHHS, OCKiJIbKY i3 ceyero
BUMIINSETHCS NTUIIe HE3HAYHA KinbKicTh aTocubany. ITalieHTaM 3 nmopymeHHsIM QyHKIT
TEeYiHKY CJTif 3 00epeKHICTIO 3aCTOCOBYBATH aTOCUOaH.

Maroi#iMoBipHO, 110 aTocu0aH NPUTHIUYE i30PopMu TediHKoBoro nutoxpomy P450 y nionuHu.
KniniyHi XxapakKTepHCTHKH.
IToka3zannus.

Jlixapcbkuit 3aci6 MupocubaH 3aCTOCOBYBATH AJIS 3anmo0iraHHs epefyacHUM I10JI0TaM y BariTHUX Y
pasi ycix HuxK4e3a3HauyeHUX YMOB:



perynsipHUX MaTKOBHX CKOPOYeHb TpuBalicTio He MeHIle 30 ¢ i 4acToTow = 4 pa3siB MpoTATOM
30 XBUIIUH;

* DPO3KPUTTA MUUKY MaTKH Bif 1 mo 3 cM (0-3 cM anig XiHOK, SIKi HApOAXKYIOTh yIepIe) i
3raAXKyBaHHS IIUUKYA MaTKu = 50 %;

BiK Mali€eHTKH mMoHaA 18 pokis;

TepPMiH BariTHOCTI Big 24 mo 33 MOBHUX TUXKHIB;

e HOpMaJlbHa YacTOTa CeplieBUX CKOPOYEHb Y IIJI0AA.

IIpomunoka3aHHs.

MupocubaH He CJTiJ 3aCTOCOBYBATH Y TaKUX BUIIATKaX:

- TepMiH BariTHOCTi MeHIIe 24 abo 6inbine 33 MOBHUX THUKHIB;

- nepegyacHUM PO3PUB HABKOJIOMJIIMHOTO Mixypa Ipy BariTHOCTI 6inbie 30 TUXKHIB;
- MIOPYILIEHHS YaCTOTU CepPIeOUTTS IMII0MAa;

- OOTO0I0TOBa MaTKOBa KPOBOTEYaA, II[0 BUMara€ HeravHuX MOJOTiB;

- €KJIaMIICis i TAKKa MIPeeKIaMIICis, 10 BUMara€e HeraliHuX I10JIOTiB;

- BHYTPIIIHbOYTPOOHA CMEPTH IIJIOA;

- BHYTPIIIHBOYTPOOHA peTapAallis POCTy Ta aHOMaJlbHa YacTOTa CEePIIeBUX CKOPOUYEHb
(HCcOo) IJI0NA;

- migo3pa Ha BHYTPIITHbOMATKOBY iH(DEKIIiIo;
- nepenieKaHHs MIalleHTH;
- BifilllapyBaHHS IJIallEHTH;

- Oynmb-SIKi iHIII CTaHU, IO CTOCYIOTHCS K MaTepi, Tak i [JI0fia, IpU SIKUX 30epexkeHHs
BariTHOCTi CTaHOBUTH HEOE3IIEKY;

- rinepuyTAUBICTh OO AiI04O0l peHOBMHYU a00 MOTOMiXKHUX PEYOBUH B aHAMHE3i.

B3aemodia 3 iHnwumu nikapcbkumu 3acodamu ma iHwi eudu eé3aemoditi.

¢k moKa3asnu OOoCTimKeHHs in vitro, atocubaH He € cyOCTpaToOM CUCTeMH IuToxpoMy P450 i He
rajgbMye yTHJIi3alliio npenapariB depMeHTaMH 1liei CUCTEMHU, TOMY 3a/Iy4eHHs aTocu0aHy B JIiKapChKi
B3a€EMOil, ormocepeaKoBaHi rmuroxpomoM P450, ManoiMoBipHe.

3a y4acTio 3[M0poBUX T0OPOBOIIBIIIB XKiHOYOI cTaTi 0y710 MPOBEEHO NOCTiAKEeHHS B3a€MOfii 3
nabeTtanosoM i 6eTameta3onoM. KiriniuyHo 3Hauy1I0i B3aEMOfii MiK aTocubaHOM i 6eTaMeTa30HOM
abo mabeTanosioM Bii3HaYeHO He OyIIo.



[HII moCimXKeHHS JTiKapChKUX B3a€EMOiN 3 aHTHOIOTMKAaMHM, ajlKaloifaMu PikKiB Ta
aHTUTINEPTEH3UBHUMU IIpPernapaTaMy He IIPOBOOUIIUCS.

Oco6 1ueocmi 3acmocyeaHHsi.

Y pasi 3acTocyBaHHs aTocubaHy NalliEHTKaM, V SKUX MOXKJIMBUI ITepeyacHUi pO3pUB
HaBKOJIOIIJIIAHOTO MiXypa, IlepeBaru 3aTPUMKU I10JI0TiB [IOBUHHI [1I€PEBUIIYBaTH IOTEHUIIMHUN PU3UK
PO3BUTKY XOPiOaMHIOHITY.

ATtocubaH He 3aCTOCOBYIOTh V Pa3i aHOMaJIbHOTO NIPUKPITITIEHHS IIIalleHTH.

IocBin mikyBaHHST aTOCMOAHOM IAIliEHTIB 3 OPYIIEHHSAM QYHKIII MeviHKu abo HUPOK
BiICYTHIH.

[TopymeHnHs QyHKIII HUPOK He BUMara€e KOPeKIIil 1o3yBaHHS, OCKIJIbKY i3 ceuero BUMINSAETLCS
nuIle He3HayHa KinbKicTh aTocubany. [lamienTaM 3 mopyieHHIM GYHKII Ie4iHKY CIlif 3
00€epeXHICTIO 3aCTOCOBYBATH aTOCHOaH.

IocBim 3acTocyBaHHST aTocu0aHy mpu OaraTOIUIiHIM BariTHOCTI abo TepMiHaX BariTHOCTI
Big 24 mo 27 TUXHIB 00MeXeHHU y 3B’93Ky 3 TUM, 10 He3HaYHa KiNlbKiCTh MallieHTiB
IIPOMIIIIa TiKyBaHHS IpenapaTtoM. OTXKe, KOPUCTh aTocubaHy Ijs IIUX I'PYIl HE BCTAHOBIIEHA.

MoxknuBe MOBTOPHE 3aCTOCYBaHHS JIiKapChKoro 3acoby MupocubaH, ane He Oinbline 3 pasiB
(uepe3 0OMeXKeHiCTh KITIHIYHOTO HOCBIOY).

Y pasi BHYTPilIHbOYTPOOHOI 3aTPHMKHK PO3BUTKY PillleHHS LIOMI0 IPOMIOBXKEHHS BBeIeHHS a0
TIOBTOPHOTO 3aCTOCYBAHHS JIiIKapChKOTo 3aco0y MupocubaH 3ajIe’kUTh Bif] OLIIHKK 3PiloCTi
JI07a.

[Tpu TpuBaiii M’s130Bilf aKTUBHOCTI MaTKH IIiJl Yac BBeAeHHS aTOCHOAHY CJIiff IPOBOIUTH
MOHITOPHHT CKOPOYEHb MAaTKM i 4YaCTOTU CEPLEBUX CKOPOYEHbD MI0Aa.

fIK aHTaroHiCT OKCUTOLMHY, aToCUOaH TEOPETUYHO MOXKEe ITOCUIUTH PejlaKcallilo MaTKH i
CIIPUYMHUTHU IIiCIAI0IOr0OBY MAaTKOBY KPOBOTEYY, TOMY CJIif KOHTPOIIOBAaTH KPOBOBTPATY
micnig nojoris. OgHaK y X0A4i KJTIHIYHUX JOCIIAXKEHb IHaleKBaTHI IiCIISII0I0T0OBl CKOPOUYEHHS
MaTKU He CIIOCTEePiraaucs.

BarartomnifHy BariTHiCTh Ta 3aCTOCYBaHHS JIiKapChKUX 3aC00iB 3 TOKOJIITUYHOIO MIi€10, TAaKUX 5K
67oKaTopu KasbllieBUX KaHaliB i 0eTa-MiMeTUKY, II0B’43YIOTh i3 MigBUIIEHUM PU3UKOM HaODPSIKY
nereniB. ToMy aTocubaH CJIifi 3aCTOCOBYBaTU 3 00ePeKHICTIO IPU OaraTOITigHIN BariTHOCTI Ta/abo
OOHOYACHOMY 3aCTOCYBaHHI iHIIMX JTiKAPChKUX 3aC00iB 3 TOKONITUYHOIO Ti€l0.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BariTHicTb

ATtocubaH CIifi 3aCTOCOBYBATH JIUIIIE ¥ pa3i giarHOCTOBaHUX NTepeqYaCHUX TI0JIOTIB y TEPMiH
BariTHOCTI Bif 24 10 33 NOBHUX TUXKHIB.



['onyBaHHA TPYOOI0

Ko y nepion BariTHOCTI XiHKa rofgye Ipynaio paHille HapooXKeHy OUTHHY, Ha [epiof
JiKyBaHHS NpenapaToM MupocubaH rpygHe BUTONOBYBaHHS CJIifl IPUNUHUTY, OCKIIBKY Tif
Yyac rofyBaHHS IPYOAI0 BULIIAETHCS OKCUTOIMH, 1110 MOXKe 30i/IbIITyBaTH CKOPOTIIUBY
3[ATHICTh MaTKH i TPOTUAIATH e(PEKTy TOKOIITUYHOI Teparril.

[lig yac KJiHiYHUX OOCIiIXKEeHb aToCu0aHy He CIIOCTepiranocs BIJIMBY Ha NlaKTallito. byno
Big3HAYEHO, ITI0 HEeBEJIMKI KiTbKOCTi aTocubaHy IMPOHUKAIOTH i3 MJIa3MU Y I'PYAHE MOJIOKO
XKIHKH.

PenponovkTuBHA OVHKIIS

HocnimxeHHs: emOpiodeTanbHOl TOKCUYHOCTI He BUSBUIN TOKCUYHOI Ail aTocubany. [ocmigKeHHs
GbepTUNbHOCTI Ta paHHBLOTO Iepiofly eMOpioreHe3y He MPOBOIUIIH.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

BB Ha 30aTHICTh KepyBaTy aBTOTPAHCIIOPTOM i IIpalfoBaTH 31 CKJIafHUMU MeXaHi3MaMu He
OLIiHIOBABCS Yepe3 HEBIANOBIMHICTh KITiHIYHOI cUTYyalii.

Cnocid 3acmocyesaHHsi ma do3u.

JlikyBaHHS mpenapaToM MupocubaH ITOBUHEH NTPU3HAYATH i IPOBOMUTH JIiKap, IKUW Ma€
OOCBI BEI€HHS IIepeayacHUX II0JIOTIB.

MupocubaH BBOOUTY BHYTPIIIHHOBEHHO Y TPHU MOCIiMOBHI €TaIu:

BBOIMTH IIOYATKOBY 60.110CHY mo3y (6,75 Mr) mikapchkoro 3aco0y MupocubaH, po3umH A7
in’eknin, 6,75 mr / 0,9 mi;

Opasy Iics IbOT0 IPOBOOUTH TPUBAIY iHGY3ito mikapcbkoro 3acoby MupocubaH, KOHIIEHTPAT
U1 pO34YuHy Oid iHy3iu, 37,5 Mr / 5 MJI, y BUCOKIiH 1031 (HaBaHTaxyBasbHa iHPy3isd, 300 MKr/xB)
MIPOTSATOM 3 TOOUH;

IiCJIg IIbOT0 MIPOBOAXTHU iHPY3ito GiNbI HU3BKUMU [03aMHU JliKapchbKoro 3aco0y MupocubaH,
KOHILIEHTPAT A1 pO34mMHy s iHPy3ik 37,5 Mr / 5 mn (HacTynHa iHDy3isa, 100 MKI/XB) IPOTATOM [0
45 roguH.

TpuBanicTh NiKyBaHHS He TIOBMHHA NepeBulllyBaTu 48 roguH. 3arajgbHa g03a IPOTATOM
BCHOT'0 KypCy Tepartil mikapcbkuM 3acoboM MupocubaH He oBUHHA mepeButyBaTtu 330,75
MTI" aTocubaHy.

[Ticns glarHOCTYyBaHHS epefdyacCHUX IOJIOTIB CIIif SKOMOTa IIBULIE PO3I10YaTh
BHYTPILTHLOBEHHY TepaIlilo 3a I0TIOMOT010 IT0YaTKOBOI 60110CHOI iH’€K1Iii TiKapchKoro 3aco0y
MupocubaH, po34uH 15 iH €Ki (IUB. iIHCTPYKIIiIO OIS MeIUYHOTO 3aCTOCYBaHHS
nikapchKoro 3acoby Mupocubas, po3uuH mis in’'exiiu, 6,75 mr / 0,9 mn). [Ticns 6oatocHoi
iH’eKIil ciifg po3noynHaTH iHGy3ito. AKI0 CKopodyBalbHa aKTHBHICTE MaTKU He 3HUKAE TIif



yac JiKyBaHHS IIpernapaToM MupocubaH, CIlifi pO3TISHYTH albTepPHATHBHE JIiKyBaHHS.

YV Tabnuni HUXKYe HaBeeHO MOBHY iH(popMallio I0g0 J03YBaHHS MpenapaTy mist 60/110CH020
BBeIeHHS i mofanbIol iHdya3il:

Etan |Pexum [MIBuaKicTh iHdy3il ITo3a aTocubaHy
1 BHyTpilTHROBEHHA 60/110CHA iH'€KINsT  [mpoTsirom 1 xBunuHM 6,75 MT
0,9 M
2 BHyTpIlIHbOBEHHA HaBaHTaXKyBajlbHa (24 MII/rof 54 mr
iHdy3ig npoTarom 3 roguH (300 MKI/XB) (18 mr/rom)
3 [Tomansina iHdy3is TpuBamicTio §o 45 |8 Mr/ron no 270 mr
TOMUH (100 MKr/XB) (6 Mr/TOm)

HoemopHe 3dCMmMoOCyBdHH A

Y pasi HeoOXiTHOCTI MOBTOPHOI'0 3aCTOCYBaHHS aTOCH0AHY MOTr0 TaKOXK CJIif] PO3IIOYUHATH 3
60110CHO20 BBeIIeHHS JTiKapChKoro 3acoby Mupocubas, po3uuH mis iH’exii#, 6,75 mr / 0,9
MJI, ITiCJIST YOTO MPOBOAUTH iHPY3ito JTiKapchKoro 3aco0y MupocubaH, KOHIIEHTPAT OIS
po3uuny ans indyasii, 37,5 mr / 5 M. [IoBTOpHE NTiKyBaHHS MOXKHAa PO3MOYNHATH Y OyIb-
SIKAW 4Yac MICIIS IepIIoro JiKyBaHHS, 10r0 MOXKHA MOBTOPIOBATHU [0 3 pa3iB (OUB. PO3MLN
«Oc0BIMBOCTI 3aCTOCYBaHHI»).

ITauieHmu 3 nopyweHHAM pyHKUii HUPOK abo neviHKu

HocBiny nikyBaHHS aTocu0aHOM IAIli€HTIB 3 MOPYLUIEHHSAM (QYHKIIII eyinku abo HUPOK
HeMae. [lopymeHHs QyHKIII HUPOK He BUMara€e KOpPeKIlil Io3yBaHHS, OCKiJIbKY i3 cedero
BUIINSAETHCS NUIIEe HE3HAYHA KiNnbKicTh aTocubany. ITalieHTaM 3 nmopymeHHsIM QyHKIIil
TIEeYiHKH CJIiff 3 00epekHICTIO 3aCTOCOBYBATH aTOCHOaH.

ITpueomyBaHHA PO3YUHY 014 BHYMPIWHbLOBEHHO20 B8€0EHHA

I[Tepen 3aCTOCYBaHHSM JIiKapChKOT0 3aco0y (PIaKOHU CIIif] OTJITHYTH Bi3ya/lbHO Ha HasSBHICTh
TBEPAUX YACTUHOK i 3MiHM 3a0apBiIeHHS PO3YHUHY.

[Ticns BigkpuTTsa hiTaKoHA 3 KOHIIEHTPATOM PO3BeMIeHHS CJIif 3MiiCHIOBATH HeranHo. Po3BemeHui
PO3YMH 71 BHYTPILTHEOBEHHOTO BBeJIEHHS IIOTPiOHO BUKOPUCTATH IIPOTATOM 24 TOOUH Micis

IIPUTOTYBAHHA.

II71s1 BHYTPIIITHbOBEHHOI iH(QY3ii, IKy TpeOa MpOBOAUTH Ofpa3y IIic/s BBeIeHHS 00JI0CHOI
I034, KOHIIEHTPAT [JI PO34uHy ans indyait Mupocuban 37,5 MT / 5 M CTifi PO3YHHUTH B
O[IHIY i3 HUXKYe3a3HaUEeHUX PiguH:

- 0,9 % po34uH HATPiO XJIOPUAY,
- po3uuH PiHrepa makTaTHUH,
- 5 % pPO3YUH I'IIOKO3MU.

I3 emHOCTI ans iHdy3ii 100 M crifg B3saTé 10 M1 BigIOBIZHOTO PO3YUHY i BUITUTH HOTO.
Homatu mo po3uuny 10 MJI KOHIIEHTPATY OJIst PO3YUHY s iHGy3ikt Mupocuban 37,5 Mr /5



MII (2 dmakoHM 1o 5 M) Oy TOTO, 100 OTPUMAaTH KOHIIEHTpalito 75 Mr atocubany B 100
MJI.

OTpuMaHuUM y TaKu# CIoci0 po3YrH MOBUHEH OyTH MTPo30puM, 6e30apBHUM i HE MICTUTH
YaCTUHOK.

HaBaHTaxyBalbHY iH(Y3ii0 IPOBOOUTH LIIIXOM BBEI€HHS IIPUTOTOBJIEHOTO PO3UMHY 3i
MBUAKICTIO 24 Myi/rop (To6To 18 Mr/rom) mpoTsaroM 3 TOOUH Iif HalIeXHUM MeOUuYHUM
KOHTPOJIEM B aKyIIepChKOMY BinminenHi. Yepe3 3 roguau TeMn iHY3il 3HUKYETHCA

no 8 mn/rog.

s npogoBxkeHHS iHQy3il moTpi6HO mpuroTyBaT HacTynHi 100 M METOOOM, OIIMCAHUM
BULIE.

Heo0ximHo mepepaxyBaTH KiNlbKiCTh IpenapaTy ojs JOTPHMaHHS 3a3Ha4eHOl IPOIOoPIIii
pasi BUKOpUCTaHHSA EMHOCTI iHIIOTO 06’eMy.

I7s Toro mo6 JOCSTTH TOYHOTO JO03YBaHHS MpernapaTy, NoTpidHO BigKamiOpyBaTu MIBUOKICTH
BBeMIEHHS y IpUJafi Oy J030BaHOl BHYTPIITHbOBEHHOI iHQY3il y Kpannsax/xBununy. Kamepa
IJIST BHYTPILTHbOBEHHOI MiKPOKpPAIIMHHOI iH(pY3il MoXKe 3a0e3MmeunT 3PYUHUN Oiarna3oH
IIBUAKOCTEN iHPYy3il y MexKax peKOMeHJ0BaHUX 403 JIiKapchKoro 3aco0y MupocubaH.

Himu.

Beamnexka Ta e(peKTUBHICTh 3aCTOCYBaHHS JTiIKapChKOTo 3aco0y MupocubaH BariTHUM BikoM 70 18
POKiB He BCTaHOBJIEHI. [laHi BiCyTHI, TOMY IIpenaparT He CJIifi 3aCTOCOBYBAaTU HiTAM.

Ilepedo3yeanHsi.

OmucaHO [eKibKa BUNAKiB Iepeo3yBaHHs, siKe MPOXOAUIIo 0e3 crelupiyHuX CUMITOMIB Ta O3HaK.
Crneuudiuauii aHTUAOT Yy pa3i epefo3yBaHHS HEBIIOMUM.

ITo6iuni peakuii.

Y xomi knmiHiYHMX mocCTimKeHb 0710 OmMucaHo MOXKIIKBI MOOiYHi peakirii 3 60Ky opraHiamy maTtepi. B
1inomy B 48 % Talli€eHTOK, 1110 ITPOXOAUIIN JTiIKYBaHHS aTOCUOAHOM Y XO[i KIiHIYHUX HOCITioKeHb,
3'aBnsnucs mobiuHi peaktii. HebaxaHi peakitil, 1110 CiocTepiraauce, 3araioM OyIu JIerKOro CTyIeHs
TSKKOCTi. Haluacrille moBigoMmsaocsk Ipo HyHoTy (14 %).

Kniniuni mocigkeHHS He BUSBUIYN KOMHUX 0COONMMBUX MOOIYHUX peakIliit Ha arocubaH y
HOBOHapomxKeHuX. [To0iyHi peakiiii y HeMOBNIAT OyIu B Mexkax HOPMH i Oy/Iu OPiBHIHHUMH 3
pe3ynbTaTaMH¥ [OCIIIKEHb y IPyIax, o IpuiMany miane6o i 6eTa-MiMeTHUKH.

Hux4e HaBefeHO MOGiUHI peakilii, SKi po3mofIiIeHO 3a YaCTOTOI TAKUM YMHOM: OYZKe 4acTo
(= 1/10); gacTo (Big = 1/100 go <1/10); HewacTo (Big = 1/1000 mo <1/100); pigko (Big =
1/10000 mo < 1/1000). YV xoxkHil rpyIi 3a 4acTOTO MOOiYHI peakilii 3a3HaveHi y IOPSAIKY
3MEeHIIIEeHHS 1X IPOSBIB.



Cucremu opraHis [lyxke yacto [HacTto HeuacTo Pigko
BigmoBigHO 1o MedDRA
(MeguuyHUM CIOBHUK IS
PETYIATOPHOIL TiSIIBHOCTI)
3 6oky imyHHOI cucmemu anepriuyHa
peaxiisa
3 60Ky 0O6MiHY peuosuH rinmepriikemis
ma memaboaizmy
3 60Ky ncuxiku 0e3COHHS
3 60Ky Hepeosoi cucmemu TOJIOBHUM 0iJlb,
3allaMOpPOYEHHS
3 6oky cepueso-cyOuHHoI Taxikapmis,
cucmemu apTepianbHa
TiIloTeH3is,
[TPUTLINBU
3 60Ky mpasHo20 mpakmy [HymoTa 61110BaHHS
3 60Ky wkipu i nidwKipHoi cBepOixK,
K/AIMKOBUHU BUCHIIAHHSI
3 60Ky cmamesux opaaHie MaTKOBI
KPOBOTEYl,
ATOHIA MaTKU
3aeanvHi nopyweHHA ma peakuia y Micii [rinepTepMis
yCK/1aOHeHHA y Micyi BBEEHHS
BBe0eHHA

IlaHi nocmmapkemuH208020 CnOCMePeHCeHHA

Y nmocTMapKeTHHTOBUM IIE€Piofl 3aCTOCYBAHHS aTOCUOaHy MOBIIOMIISNIN PO PECITipaTopHi
SBUIIA, TaKi K 3aAuIlIKa i HAOpSK 1ereHb, 0COOMMBO ¥ pa3i CYyMyTHHOT'O 3aCTOCYBaHHS iHIINX
JMiKapChKMUX 3ac00iB i3 TOKOJITUYHOI0 aKTHBHICTIO, TAKMX SK aHTATOHICTH Kasblliio i 6eTa-
MIMETHKH, Ta ¥ XKiHOK 3 6araTOITigHOI BaTiTHICTIO.

ITosi0omaeHHs npo nido3proeaHi nobiuHi peakuyii

[MToBimomnenHs mpo mobiuHi peakiril micis peecTpatlii Tikapchbkoro 3aco0y Ma€ Benuke 3HaYeHHs. Le
[la€ 3MOT'y IPOBOAUTYU MOHITOPUHT CIiBBiIHOILIEHHS KOPUCTh/PU3UK IIPUA 3aCTOCYBaHHI [IbOTO
JiKapchbKoro 3aco0y. MeguuyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0oX IallieHTaMm abo ixHiM
3aKOHHUM IIpefCcTaBHUKAM CJIif] IOBiJOMJISITH TIPO YCi BUMTAAKHU Mif03PI0OBaHUX MOOIYHMX Peakllii Ta
BiICYTHOCTI e(peKTHUBHOCTI JTiKapChKOT0 3aco0y Yyepe3 aBTOMATH30BaHy iH(OpMaliiHy CUCTEMY 3
dbapMakoHarnsAaoy 3a nocunaHHsaM: https://aisf.dec.gov.ua/.

Tepmin npudamuocmi.

3 POKH.

YmMmoBH 30epiranns.

30epiratu npu TeMiepaTypi Big 2 fo 8 °C B opuriHa/IbHINM YIIaKOBIl A1 3aXUCTY Bif CBIiTA.



30epiraTv y HeIOCTYITHOMY [JISI OiTeH MicCIii.

XimiyHa Ta ¢iduyHa CTabiNbHICTD MiCIs BITKPUTTS yIaKOBKYU OyJla MPoJeMOHCTPOBaHa
npotsarom 24 rogul npu temmepatypi 25 °C.

3 MikpoOioIoTigHOI TOUKHM 30pY JTiKapCchKuM 3acib il BUKOpHUCTATH HETauHo. AKIIo
Ipenapar He BUKOPUCTATH Ofpa3y, BiAIOBiaIbHICTh 3a TPUBAJIICTh Ta YMOBHU MOTO
30epiraHHs Hece KOPUCTYBayY, i 3a3BUYal TepMiH 30epiraHHs He IOBUHEH IIePEeBUIyBaTH 24
TOOWHY IIPU TeMIepaTypi Bixg 2 mo 8 °C, AKII0 BiTHOBIEHHS PO3UMHY He BiIOyBanocs y
KOHTPOJIbOBAHUX i BaJ'IiJIOBaHI/IX dCelITUYHUX YMOBaX.

HecymicHicmo.

3 ornsiny Ha BiICYTHICTb HOCTiAXKeHb II0JI0 CYMiCHOCTI Ifeii JTiKapChKu# 3acib He CIif 3MilyBaTH 3
OyOb-IKUMHU iHIIMMU IIpenapaTaMu. AKINo iHImuY npemnapaT HeoOXimHO BBOOUTH OJHOYACHO, MOXKHA
BUKOPHUCTOBYBATH Ty CaMy KaHIO/I0 a0o iHIe Miclle oy BHYTPIITHbOBEHHO] iH'eK1Iil. Lle mae 3mory
3OiMCHIOBATH MOCTIMHUM He3aJle2KHUM KOHTPOJIb MIBUAKOCTI iHDya3il.

YnakoBKa.

[To 5 M KOHIIEHTPATY IS PO3YUHY s iHQY3iHl v diakoHi; mo 1 ¢prakoHy B KapTOHHIN KOPOOLIi.

Kareropis Bigmycky.

3a penenToM.

BUpPOOHHK.

TOB «®apmiges» / Limited Liability Company «PHARMIDEA».

Micue3HaxoKeHHsI BUPOOHHMKA Ta ajipeca Miclsi MPOBaIXKeHHsI MOro Tis/IbHOCTI.

ByJ. PynHiny 4, Onaiine, pauoH Onaiine, LV-2114, JlaTsig /

4 Rupnicu Str., Olaine, Olaine distrikt, LV-2114, Latvia.



