IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

POBAMIILIUH®

(ROVAMYCINE®)

Cknao:

0iloua pevosuHa: CIipaMiluH;

1 Tabnetka mictutsh cripaminuay 1 500 000 MO a6o
1 Tabnetka mictuts cuipaminray 3 000 000 MO;

00ONoOMIdICHI peyo8uUHU: KPEMHII0 TiOKCHUM KOIOImHUYM 0e3BOOHUM, MarHilo cTeapaT, KpoXMallb
IpexkenaTUHi30BaHUM, TiHPOKCUMPOIIIIIEN0I03a, HaTPil0 KapMerno3a, 1le/Ii0103a MiKpOKPHCTaliyHa;
obosonka: Tutany miokcup (E 171), makporon 6 000, rimpomerno3a.

JIikapcbKka ¢popma. TabneTku, BKPUTI 000JI0HKOIO.

OcHosHi pizuko-ximiuHi eaacmusocmi: tabnetku mo 1 500 000 MO: gBoomyKIi, KpyTiiol (popMH, Bif
6imoro mo KpeMoBo-6ilI0r0 KOIBOPY, BKPUTI 000JI0HKO0, 3 0mMHOT0 00Ky THCHeHHsS RPR 107; TabmeTku
1o 3 000 000 MO: mBoomyki, Kpyrnoi popMu, KpeMoB0O-6i710r0 KOIL0pPY, BKPUTI 000JI0HKO1O, 3
ogHoro 00Ky rpasitoBanHsz ROVA 3.

dapMakoTepaneBTHYHA rpymna. AuTuOaKkTepianbHi 3aco06u JIs1 CUCTEMHOTO 3aCTOCYBaHHS.
Makpomnigu. Kog ATX JO1F A02.

dapmakonoeiuHi e1acmueocmi.

®apmakoduHamika.

CnipaMinuH - 11e aHTUOIOTUK TPYIH MaKpPOJIiIiB, AKUM YMHUTL OAKTEPUIIUAHY Hif0.
BU3HAYEHHA YYTJIIWMBOCTI 01O AHTUBIOTUKA

[Toporogi piBHi MiHiManbHOI iHTiOyI040i KOHIIeHTPaIltii (MIK), sKi maloTh 3MOTY BiIpi3HATH YyTIUBI
BU[U MIKpOOPraHi3MiB Biff BUAIB 3 MPOMIXKHOIO YYTJIUBICTIO 1 OCTaHHIX Bifl pE3UCTEHTHUX BULIB, €
TaKUMU:

yyTnuBi < 1 Mr/i Ta pe3ucCTeHTHI > 4 Mr/I.



[TomupeHicTh HAOyTOI PE3UCTEHTHOCTI ¥ MTEBHUX BUIB MiKPOOPTaHi3MiB MOXKe BiIpi3HATHCS 3a/I€KHO
Big reorpadiyHOro MoI0kKeHHs Ta IEBHOTO IIPOMiXKKY Yacy. TOMy KOPUCHO MaTH MiClIeBy
iHdopMaIrito om0 MOMKUPEHOCTI PE3UCTEHTHOCTI, 0COONMMBO MPH JIIKYBaHHI TAKKUX iHGEKIIIH.

Hapani maHi gaioTh 3MOTY JIUINE OIIHUTU BipOTiAHICTH YYTIHUBOCTI GaKTEpiaaIbHOTO MITaMy [0 OO
anTubioTrka. [TommpeHicTh pe3UCTEHTHOCTI BUMiB OaKkTepii mo crmipaminuuy y OpaHilii HaBeeHa Y

TabNIuI HUXKUe.

Kareropis

YYTJIUBI BUIHU
I'pamMno3uTHBHI aepodou
Bacillus cereus
Corynebacterium diphtheriae
Enterococci

Rhodococcus equi
Staphylococcus MeTHLIUTIHUY TIUBI
Staphylococcus MeTUIIUTIHPE3UCTEHTHI*
Streptococcus B
Heknacudikosasi streptococcus
Streptococcus pneumoniae
Streptococcus pyogenes
I'pamHeraTuBHi aepodou
Bordetella pertussis
Branhamella atarrhalis
Campylobacter

Legionella

Moraxella

AHaepoOu

Actinomyces

Bacteroides

Eubacterium

Mobiluncus

Peptostreptococcus
Porphyromonas

Prevotella

Propionibacterium acnes

Pi3Hi

Borrelia burgdorferi

Chlamydia

Coxiella

Jlentocnipu

Mycoplasma pneumoniae
Treponema pallidum
IIOMIPHO 9YTJ/IUBI BU[IA
(MpOMiXHUU PiBEHb YYTJIUBOCTI in Vitro)
I'pamMHeraTuBHi aepodou
Neisseria gonorrhoeae
AHaepoOu

Clostridium perfringens

ITomupeHicTh HAOYTOI PE3UCTEHTHOCTi y
®panmii (> 10 %) (miama3oH)

50-70 %

70-80 %

30-40 %

35-70 %
16-31 %

30-60 %

30-40 %



Pi3Hi

Ureaplasma urealyticum
PE3UCTEHTHI BUIA
I'pamMno3uTHBHI aepoou
Corynebacterium jeikeium
Nocardia asteroides
I'pamHeraTuBHi aepodou
Acinetobacter
EnTepobakTepil
Haemophilus
Pseudomonas

AHaepoOu
Fusobacterium

Pi3Hi

Mycoplasma hominis

AKTUBHICTB cripaMiniuny mpotu Toxoplasma gondii 6yna moka3aHa in vitro Ta in vivo.

* [TomMpeHiCTh PE3UCTEHTHOCTI A0 MeTULMIIHY cTaHOBUTH 30-50 % cepep ycix cTadiloKOKiB, i BOHa
XapakTepHa IJId CTallilOHapPHUX BifmineHb TiKapeHb.

dapmaxkoKiHemuxka.

Abcopbuis

AGcopO1ist cripaMilHy € IIBUAKOIO, IIPOTe HEITOBHOO i He 3aIeXKUTh Biff MPUHOMY 1XKi.
Po3nodin

[Ticna mepopaneHOro npuriomy 6 000 000 MO coipaMilinHy MakKcuMaibHa KOHLIEHTpAllis B I1a3Mi
CTAQHOBUTH 3,3 MKT/MJI. Bupumuil mepion HamiBBUBEOEHHS 3 IIa3Mu - OTM3bKO 8 TOIKH.

CnipaMilliH He TPOHUKAE KPi3b reMaToeHIedanigynuii 6ap’ep. OgHaK BiH MOTPAIILEe Y TPyoHe
MoJI0K0. CTymiHb 3B’A3yBaHH4 3 OinKamu mia3Mu Kposi - 10 %.

Po3mopin y TkKaHWHaX i CIIUHI € Iy2Ke BUCOKUM (ereHi: 20-60 MKr/r, murganuau: 20-80 MKT/T,
indikoBani cunycu: 75-110 MKr/r, KicTKu ckeneta: 5-100 MKT/T).

Yepes 10 gHiB micnsa NpunUHEHHS JTIKyBaHHS KOHIIEHTPAIlid Aif040l PeYOBHHHU Y CeJe3iHIli, IediHIi Ta
HUPKaxX CTaHOBUTL Bifl 5 00 7 MKI/T.

Makpornigy NpOHUKAIOTh Ta KyMYJIOIOThCS ¥ haronuTax (HeUTpodinax, MOHOIIUTAX, IePUTOHEATTbHUAX
Ta albBEOIIIPHUX MaKpodarax).

Y nmioguHY KOHIIEHTpalis y ¢parouuTax € BUCOKOIO.
L1i BmacTuBOCTi 3a6€3MeYyI0Th Oil0 MAKPOIIiIiB Ha BHYTPIITHROKIITUHHI 6aKTepil.
Memaboaism

MeTabori3M cripaminuHy BinOyBaeThCs y MEUiHIIi, B pe3y/IbTaTi YO0 YTBOPIOIOTHCSA aKTUBHI
MeTaboTiTH, XiMiuHa CTPYKTypa SIKUX € HeineHTHu(hiKoBaHOIO.

BusedenHs



- 10 % oTpuMaHOi mepopanbHO 03U BUBOTUTHCS 3 CEUEID;

- BeJIMKa KiJbKIiCTh MpenapaTy BUAISETHCS 3 )KOBYIO: KOHIIEHTPAIIis CIIipaMilliHy B
KoBYi y 15-40 pa3siB Bullla, HiX y [1J1a3Mi KPOBI;

- y 3HAQYHIU KiJIbKOCTI CIlipaMilliH BUBOAUTHCS 3 KAJIOM.

Kniniuni xapakKTepuCTHKH.
IToka3aHHs.
JIikyBaHHS iH(eKIil, CHPUYUHEHNX MiKpOOpraHi3aMaMH, YyTJIUBUMU OO CIipaMiluHy:

- [TinTBEpmXKeHUHM TOH3UIOMAPUHTIT, CIPUUYNHEHUH OeTa-TeMOTITHYHUMU CTPEIITOKOKAMHU I'pynu A
(K ampTepHATHBA JTiIKyBaHHIO O€Ta-TaKTaMHUMU aHTUOiOTMKaMHU, 0COOIMBO SKIIO BOHU HE MOXKYTh
OyTHu 3aCTOCOBAaHI).

- TocTpuit CUHYCHT (3BaKalo4yy Ha MiKpoO0ioJIoTiuHi XapaKTepUCTUKH iHGEKIIil, 3aCTOCyBaHHS
MakKpOJIifiB ToOKa3aHe, KOIU JTiKyBaHHS 0eTa-TaKTaMHUMH aHTUOIOTUKaMU € HEMOXKIIUBUM).

- Cymnepindexkiris npu roctpomy 6poHXITi.
- 3aroCTpeHHs XPOHIYHOT0 OPOHXITY.

- HerocnitanbHa THEBMOHIA y MaIi€HTIB, SKi He MalOTh ()aKTOPiB PU3UKY, TAKKUX KITIHIYHUX
CHMIITOMIB, KIiHIYHUX (haKTOPiB, SIKi CBiA4aTh PO MHEBMOKOKOBY €TiOJIOTiI0 3aXBOPIOBAHHS.

Y pasi nigo3pu Ha aTUIIOBY THEBMOHIIO 3aCTOCYBaHHS MaKpOJIifiB € AOLUIbHUM He3aleXkKHO Bif
TSKKOCTi 3aXBOPIOBaHHS Ta aHaMHeE3y.

- [ndexrrii mkipu 3 0OpPOSIKiCHUM mepebiroM: iMIeTuro, iMneTUriHisamisi, eKTuMa, iHQeKIiHHTH
nepMo-rimogepMit (ocobmuBo Oemrxa), epuTpasMa.

- Iadexmil poTOBOI TOPOXKHUHH.
- HeroHokoKOBi reHiTanbHi iHGpeKIIil.

- XimiompodinakTrKka peruauBiB roCTPOl PEBMAaTUYHOI rapsSuKy y XBOPHUX, V SKUX anepris Ha 6eTa-
JIaKTaMHi aHTUOIOTHKHY.

- TokcomnasMo3 y BariTHUX XKiHOK.

- [IpodinakTika MEHIHTOKOKOBOT'O MEHIHTITY B 0Ci0, SKMM IPOTUIIOKa3aHe 3aCTOCYBaHHS
pudamMOinuuy:

- 3 MeTOI0 epafiuKanii MikpoopraHiamy (Neisseria meningitidis) y HOCOTJIOTII.

- CripaMilliH TOKa3aHUWU gK IpoQinakTUYHe JTiKyBaHHS: Mal[ileHTaM IiC/Is JIIKyBaHHS Ta Iepef
TIOBePHEHHSIM [I0 CYCITiIbHOTO XKUTTSI; TallieHTaM, SKi KOHTaKTyBalIu 3 0C00010 3 BUAIIEHHSIM
MOKPOTHHHS npoTsiroM 10 mHiB, 1110 Tepeay0Th 10ro/ii rocmiTami3aiiii.

CroipaMilvH He IpU3HAYeHUH AJIS JIIKyBaHHS MEHIHTOKOKOBOI'O MEHIHTITY.



Crip moTpuMyBaTHCS 0QiLiHNX peKOMeHallili CTOCOBHO HaJIe’KHOT0 3aCTOCYBaHHSA
aHTubOaKTepiaTbHUX areHTiB.

IIpomunoka3aHHA.

PoBaminua® He M0OXKHa 3aCTOCOBYBATH:

e TIAlliEHTAM 3 TiepyyTIUBICTIO 0 ciipaMilliHy a00 OfiHi€el 3 JOTIOMiXKHMX PEYOBUH IIperapary;
e TallieHTaM, gKi HajlexaThb J0 I'Pynu pu3uky nogosxeHHs QT-iHTepBany, a came:

- malieHTaM, sSKi MaloTh B 0co0uCTOMY ab0o ciMeliHOMY aHaMHe3i BpogKeHe momoBxkeHHs QT-
inTepBany (OKpiM BUMaAKiB, KOJu Iei giarHo3 6yB BUK/IIOUeHUH 3a moromoroo EKT);

- mairieHTaM 3 nmogoBxkeHHSIM QT-iHTepBany, sike BUKIUKaHe JTiKapChbKUMHU 3acobaMu abo Mae
MeTaboTigyHe YU CeplieBO-CyauHHE TIOXONKEeHHS;

e B KOMOiHal1lil 3 TiKapchKUMU 3ac006aMu, AKi BUKJIMKAIOTh IUIYHOYKOBY TaXiKapmiio THUIY
«IipyeT», TAKUMHU SIK:

- aHTMApPUTMIiuHi JiKapchKi 3acobu Kiacy la (XiHiguWH, rigpoXiHiguH, U30mIipaMin);
- aHTHApPUTMiuHi Ipenapatu Kiacy III (amiogapos, cotanon, nodeTunin, i0yTumin);
- CYNbTOIPHL (HeMPONENTUK Ipynu OeH3aMifiB);

- iHIIi: TpenapaTu MUII'IKy, AudeMaHi, J0IaceTPOH BHYTPIITHEOBEHHO, Mi30JIaCTHH,
J1eBOQIOKCAIlMH, MOKCU(IOKCAIIMH, TPYKaIONpuf, TopeMideH, BiHKaMiH BHYTPILIHbOBEHHO,
€PUTPOMIIIH BHYTPIIIHEOBEHHO, IPOHEAPOH, MeXiTa3uH, [IUTaI0IpaM, AU30IipaMis, fopeTuiy,
OOMIIEPUIIOH, €CIIUTAIoONpaM, TigpoxiHiguH, BaHoeTaHi0 (IuB. po3min «B3aemofis 3 iHIIUMU
JiKapChKUMHU 3acob6aMu Ta iHIi BUAKM B3aEMOIiN»).

B3aemodisn 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.
[IInyHOYKOBaA Taxikapmis TUIY «mipyeT» («torsades de pointes»

Lle cepiio3He MOPYILIEHHST CEPIIEBOT0 PUTMY MOXKYTh BUKIUKATH [TeBHI aHTMAPUTMIi4Hi ImpemapaTt abo
inmi mikapcbki 3aco6u. CripaMiliuy AJist BHyTPIIIHbOBEHHOT'0 BBEIEHHS HAJIEXKUTh [0 JTIKAPChKUX
3aco0iB, 110 CIPUYUHSAIOTH IIJTYHOYKOBY TaxiKapfilo TUIY «IipyeT». CIpUsiioTh ii pO3BUTKY
rimokarsiemis (Ipu NIpuMMaHHI AiypeTUKiB, SKi BUK/JIMKAIOTh TIIOKaIEMil0, CTUMYIIOI0YUX IPOHOCHUX
3aco06iB, am¢poTepullnHy B (BHYTDILIHEOBEHHO), TTIOKOKOPTHKOIiB, TETPAKO3aKTU[Y), & TAKOXK
Opapukapmis (muB. «IIpemapaTy, SKi BUKJTHKAIOTh OpaguKapmiio») Ta HasiBHE MomoBxkeHHs QT-
iHTEpBasy, BpoaxkeHe uu HabyTe.

Jlikapcuki 3acobu, sKi eniusaroms Ha nodosdxceHHs QT-iHmepeaany

CnipaMiuyH, §K i iHIII MaKpOigy, CJIif Tpu3HadaTy 3 00epeXkHICTI0 HallieHTaM, SKi OTPUMYIOTh
nikapchKi 3aco0wu, 1110 BIIJIMBAIOTh Ha NMOR0BXKeHHS QT-iHTepBany (HanpuKIaf aHTHAPUTMIiuHi



nmikapchKi 3aco0u knacis IA i III, TpuIUKITiYHI aHTHOETPECAHTH, JesKi aHTuOaKTepianbHi 3acobu,
HeUponenTuku) (quB. po3min «Oco6IUBOCTI 3aCTOCYBaHHS»).

ITpomunoka3aHi kombiHauii (Ous. po30ia «IIpomunoKasaHHs»)
HebaoicaHi kombiHauii

- [IpoTunapasuTapHi 3acobu, 3MaTHI BUKITUKATH IIIYHOUYKOBY TaXiKap/ilo TUILY «IipyeT»
(ranodanTpuH, nymMedaHTPUH, IeHTAMIINH).

[TigBumeHN! PU3UK PO37aLiB MUIyHOUYKOBOTO PUTMY, 30KpeMa IMUTyHOYKOBOIL TaXikapAil TUILY
«ImipyeT».

AKII0 11e MOXKJIMBO, CJIifl BIIMIHUTK ONUH 3 IIpenapariB. K10 KoMOiHOBaHOTO JTiKyBaHHS YHUKHYTH
He MOXHa, CJIif nnonepenHbo nepesiputu QT-iHTepBan Ta npoBoguTu EKI-MOHITOPUHT.

- HeliponenTuky, 30aTHI BUKJIMKATY LIJTyHOYKOBY TaXiKapAil TUMY «IipyeT» (aMiCyIbIpHUL,
XJIOPIIPOMa3uH, IliaMeMa3uH, Aponepunon, GuyneHTuKcon, ¢GiaypeHasrH, TaJoIepuio,
JIeBOMEINIPOMa3KH, IMiMO3U, MMiNaMIepoH, MNoTia3KH, CYJbIipU[, Tiallpyf, 3yKJIOMEeHTUKCOI).

[TigBulLIIeHNY PHU3UK PO3JIafiB MITyHOYKOBOI'O0 PUTMY, 30KpeMa LITyHOYKOBOI TaxXiKapmil TUIY
«mipyet».

- MeTanoH.

[TinBuIeHN! PU3UK PO3JafiB IIYyHOUYKOBOTO PUTMY, 30KpeMa IIUTyHOYKOBOI TaxXikappil TUILY
«mipyet».

KombiHauii, ki sumaearombs ocobausux 3anobixicHux 3axodie npu 3acmocy8aHHi

- JIikapceki 3aco0u, sIKi BUKJIMKAIOTh IUIYHOYKOBY TaXiKapmilo TUIY «IipyeT»: aHTUAPUTMIidHi
JiKapchKi 3acobu Knacy (XiHiguH, TigpoxiHiguH, Au30mipamif), aHTHapuTMiyHi npenapaTtu Knacy 111
(amiomapos, coTanon, modeTtunim, i0yTumiag), cynbTonpup (HeHPONenTUK rpyny 0eH3aMifliB) Ta iHImi
TOpPCAIOTeHHi 3acobu (pemnapaTy MU' Ky, AudeMaHin, oIaceTpPOH BHYTPILIHLOBEHHO,
€PUTPOMIIIH BHYTPIITHEOBEHHO, JIeBOMIOKCALIMH, Mi301aCTHH, MOKCH(]IIOKCAINH, IPYKaIOIPHUL,
TopeMideH, BiHKaMiH BHYTPIIIHbOBEHHO), IPOHENAPOH, MeXiTa3WH, IIUTAIONpaM, AU30IipaMif,
nodeTHIisl, HOMIIEPUIOH, eCIUTAJIONPaM, TiTPOXiHiIWH, BaHAeTaHi0, Oempuoui, U3anpus,.

[TigBumeHN! PU3UK PO37afiB MUIyHOUYKOBOTO PUTMY, 30KpeMa INITyHOUYKOBOIL TaXikapAil TUILY
«ImipyeT».

Bera-610KaTOpYM IpU CepPIieBill HEIOCTATHOCTI (6iCOmPOII0N, KapBeouIosI, MeTOIIPOJIoN, HebiBoIoI),
IpenapaTty, SKi BUKIMKaiTh OpafiuKapAio (30KpeMa aHTHapUTMiuHi TiKapchKi 3acobu knacy la GeTa-
61okaTopH, mesiKi aHTUAPUTMiuHi JlikapchKi 3acobu knacy III, mesiki aHTaroHiCTH Kasbllilo, cepleBi
TIiKO3UAM, MMiNOKapIIiH, aHTUXOJIiHecTepa3Hi 3acobu (aMOeMoHiyM, OHEIIe3uI, TallaHTaMiH,
MEMaHTHH, HEOCTUTMiH, MipUIOCTUTMiH, PUBACTUTMIH)).

[TinBuIeHNH PU3UK PO3JafiB IIyHOUKOBOTO PUTMY, 30KpeMa IIIyHOYKOBOI TaxXikappil TUiy
«IipyeT».

[ToTpi6HO MPOBOAXUTU KOHTPOJIB KiIiHiuHOTO cTaHy i EKI-MoHiTOpPUHT.

- [IpemapaTy, SKi BUKJIUKAIOThH TiMoKajieMiio (IiypeTukH, sSiKi BUKIUKAIOTh TiloKaiemiio, okpeMo abo



pas3oM 3 iHMKUMU IpellapaTaMy, CTUMYJII0I0Yi TPOHOCHI, TITIIOKOKOPTHUKOIX, TeTPAKO3aKTH],
aMm@oTepunuH B BHyTPIIIHHOBEHHO).

[TigBumeHN! PU3UK PO37aiB MUIyHOUYKOBOTO PUTMY, 30KpeMa IITyHOUYKOBOI TaXikappAil TUILY
«ImipyeT».

HeobxigHa KOpeKIisi HU3bKOTO PiBHS KaJlilo Iepef] BBeIeHHIM IIpenapaTy Ta IPOBeAeHHS KOHTPOJIIO
KJIIHIYHOT0 CTaHy, PiBHIB eJIeKTPOJIiTiB Ta oKa3HuKiB EKT'.

- A3UTPOMILIVH, KJIaPUTPOMILIMH, POKCUTPOMIIIUH.

[TigBumeHN! PU3UK PO37afiB MIyHOUYKOBOTO PUTMY, 30KpeMa IUIyHOYKOBOI TaXikappil TUILY
«ImipyeT».

[Tig yac KOMOiHOBaHOTO 3aCTOCYBaHHS MOTPIOHO ITPOBOAUTH KOHTPOJIb KiIiHigHOTrO cTany i EKT-
MOHITOPUHT.

- JleBOomor1a.

Y xomb6inarril 3 Kapbigormnoro: iHribyBaHHS abcopOilil Kapbigonu Ta 3HKUKEHHS KOHILIEHTPAaLlill 1eBOAOIH
y 11a3Mi KpoBi.

Crig mpoBOIUTY MOHITOPHUHT KIIHIYHKWX IOKA3HUKIB i 32 HEOOXiTHOCTI - KOPEKITil0 M03U JIEBOMOIIH.
- T'igpokcuaux.

[TigBulLIeHNY PU3UK PO3JIafiB MIJTyHOYKOBOI'0 PUTMY, 30KpeMa LITyHOYKOBOI TaxikapAil TUITY
«mipyet».

CneuudiyHi 3acmepedxceHHs cmoco8HO QucbaaaHcy MidCHaApPOOH020 HOPMAAI3ALilIHO20
cniggioHoweHHA (MHC) (International Normalized Ratio (INR))

[ToBimoMIIsINIOCS TIPO YKCJIEHH] BUNIAKY IiABUIEHOI aKTUBHOCTI IePOpabHUX aHTUKOATYJISIHTIB y
NallieHTiB, SIKi OTpUMyBaiu aHTHOIOTHKOTeparioo. HasBHICT TAKKOTO CTyIeHs iHpeKIil abo 9iTKo
BHPaXXEHOI0 3allaJIbHOTO MPOIIECY, BiK IMallieHTa Ta MOT0 3arajlbHUM CTaH € MMPOBOKYIOUYUMHU
dbakTopaMu pU3UKY. 3a IUX 00CTAaBUH HEJIETKO BU3HAYUTH, STKOI Mipoio caMa iHdexkiris abo ii
TiKyBaHHS CIPUYUHSIIOTH Aucbanmanc MHC. [IpoTe meBHi rpynu aHTUGIOTHKIB GinbIIIOI0 Mipoio
IIPU3BOJISITh 0O BUHUKHEHHS IIhOT0 ArcOanaHcy, a caMe: GTOPXiHOJIOHU, MaKPOJIiiu, IUKIIiHYU, KO-
TPUMOKCA30JI Ta OKpeMi 11eaToCIIOPUHU.

Oco6 1ueocmi 3acmocyeaHHsi.

[ToBigOMIIANIOCS IIPO BUMIAAKU PO3BUTKY TAXKKUX WIKIPHUX Peakliii IpU 3aCTOCYyBaHHI IpenaparTy
Popaminuu®, y ToMy uncii cuagpomy CTiBeHca — JIXKOHCOHA, TOKCHYHOTO eMifiepMaIbHOr0 HEeKPOJIi3y
i rocTporo reHepanizoBaHOr0 ek3aHTeMaTo3HOTO ImycTynbo3y (I'TEIT). HeoOxigHo iHpopMyBaTH
IAIiE€HTIB IPO 03HAKU I[UX peaklliil Ta peTeJIbHO KOHTPOJIIBATHU CTaH LIKipH.

[Tpu BUHUKHEHHI Oy[b-IKNX CUMIITOMIB cuHApOMYy CTiBeHca — [I;)KOHCOHA, TOKCUYHOTO
eligepMaIbHOT0 HEKPOJIi3y (HampUKJIaj, Iporpecyoye BUCUIIAHHS Ha IIKipi, 4acTo 3 myxupsmu abo
ypaXXeHHAMH cnu30Bux 000710HOK) abo ['TEII (guB. po3gin «[1o6iuHi peakiii») moTpi6HO BigMiHUTH
mpemnapar i y noganabiioMy Oyagb-gKe 3aCTOCyBaHHS CIIipaMillMHy SK CaMOCTIiMHO, Tak i y KoMOiHa1il 3



iHIMMME IIperrapaTaMu € IIPOTUIIOKA3aHUM.

OckinbKy fiifoda peYyoBUHA He BUBOIUTHCS HUPKaMU, HeMaEe He0OXiMHOCTI B KOpPeKIIil ;03yBaHHS AJIS
Malli€eHTiB 3 HUPKOBOI HEOCTATHICTIO.

CnocTepiranucs ayKe pifKicHi BUMIaKX reMOJITUYHOI aHeMil y MallieHTiB 3 HEIOCTaTHICTIO
TJTII0K030-6-pochaTmerinporenasu. Y 3B’sI3Ky 3 IIUM 3aCTOCYBaHHS CIIipaMillMHy TaKUM IIalliEHTaM He
PEKOMEHMYETHCA.

ITopoBxkenns QT-inTepBaxy

[ToBimoMnsinocs mpo BUMaAKK ofoBxKeHHA QT-iHTepBasny y MallieHTiB, AKi OTpUMYyBajd MaKpOJIigy, B
TOMY YHCJIi CIIipaMilvH.

Heo06xigHo BUABIATH 00€peKHICTL IPU 3aCTOCYBaHHI CllipaMillMHy MallieHTaM 3 BifoOMUMU
dbakTOpaMu pu3uKy nogoBxkeHHs QT-iHTepBany, TaKUMU SIK, HalIPUKJIIA[I:

* HEKOpHUToBaHe MOPYIIEHHS eJIeKTPOIITHOI piBHOBAry (HanpuKiap rinokaieMis, rinoMarHieMis),
* BPOIXEHUU CHHAPOM mopoBxkeHoro QT-iHTepBany,
* 3aXBOPIOBAHHS ceplld (HaPUKIIag ceplieBa HelOCTaTHICTh, iHdapKT Miokapaa, OpagukKapmis),

* O[HOYACHE 3aCTOCYBAHHS JIiKapChKUX 3aco0iB 3 BimoMoi0 3maTHiCTIO momoBxKyBaTtu QT-iHTepBan
(TakuMX SIK MPOTHAPUTMIiuHi MiKapchKi 3acobu Kitacy [A i III, TpUIUKITiYHI aHTUOEeIIpECaHTH, OesKi
AHTUOIOTHKY i JesKi aHTUIICUXOTHKH),

Oco6u NMiTHROTO BiKy, HOBOHAPOXKEHI i KiIHKHM MOXKYTh OyTH GibIl CXUIBHUMU [0 omoBxKeHHs QT-
inTepBany (muB. po3ninu «Crocib 3acToCcyBaHHS Ta [03u», «B3aeMofiis 3 iHIIMMU TiKapChKUMU
3acobaMu Ta iHIIi BUOW B3aeMofili», «[1obiuHi peaknii» Ta «Ilepeo3yBaHHI»).

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHs 2py0010.
BariTtHicTb

Y pagi HeoOxigHOCTI cripaMilliH MOXKHa IIpU3HAydaTH y mepiof BaritHOCTI. [JoTenep He Oyio
BUSIBJIEHO HiIKUX T€PATOT€HHUX Y (PETOTOKCUYHUX e(eKTiB, IOB’I3aHNX 3 IIUM IpellapaToM, Ipu
IIMPOKOMY 3aCTOCYBaHHI CHipaMillMHy BariTHUM XiHKaM.

T'ogyBaHHS TPYOIIO

Y rpynHe MOJIOKO XiHKH €KCKPeTYEThCS 3HaUHa KilbKiCcTh JIiKapCchKoro 3acoby. Byno onucano
BUNIANKU PO3JIafiB TPaBJIEHHA Y HOBOHAPOLXKEHUX. Y 3B'43Ky 3 LIUM IIi[ Yac JIIKyBaHHS CIipaMil[iHOM
JXKIHKaM PeKOMEHIYEThCS BiIMOBUTUCS Bill TPYIHOI0 BUTOJOBYBaHHS.

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

He cnocTepiranocs BIIMBY IIpeliapaTy Ha 3[aTHICTh KepyBaTH TPAaHCIOPTHUMU 3aco0aMu Ta
[IPaIflOBaTH 3 iHINMH MeXaHi3MaMu.



Cnoci6 3acmocyeaHHs1 ma do3u.
Tabaemku, wo micmsame 3 000 000 MO cnipamiyuHy, He 3acmocogyombs dimsm.

Tabaemxku, wo micmsame 1 500 000 MO cnipamiyuHy, He 3acmocosyoms dimsm 8iKkoM 00 6 poKie
yepes3 pusuk po3gumky A0yxu.

Tabaemxku PosamiyuH® , 8kpumi 060.10HK00, OpibHUMU ma diaumu He modicHa!

TabneTKu ciif KOBTATH LIIMMHU, 3alIMBAIOYH CKIISHKOIO BOIH.

[TariedTaMm 3 HOpManbHOK QYHKITEI HUPOK TableTKu npemnapaTy PoaMminuH® pPeKOMEHOBAHO

OpUUMATU y TaKUX 403aX:
nopocnuM 1o 6 000 000-9 000 000 MO (2-6 TabneTok Ha go0y 3a 2-3 IpUtoMu);

miTsM BikoM Big 6 pokis - 1 500 000-3 000 000 MO na koxkHi 10 Kr Mmacu Tina Ha goOy 3a 2-3
IIPUUOMH.

TpuBamicTh Teparmii npu TOH3UI0PapUHTiTi cTaHOBUTH 10 OHIB.
[IpodinakTvka MEHIHTOKOKOBUX MEHIHTITiB.
IMopocnuMm npusnadaioTs 3 000 000 MO kKoxHi 12 roguH NpoTAroMm 5 OHIB;

gitam - 75 000 MO Ha 1 kr Macu Tina KOXHi 12 TOOMH OPOTATOM 5 [HIB.

[MarienTaM 3 HUPKOBOIO HEIOCTATHICTIO HEMa€Ee HeOOXiIHOCTI KOPUTYBaTH JO3YBaHHS.

Himu.
Tabnetku, mo mictats 3 000 000 MO cmipaMiiuHy, He 3aCTOCOBYBATH HiTSIM.

Tabmetku, mo mictsath 1 500 000 MO cmipamiinuHy, He 3aCTOCOBYBATH AiTSIM BiKOM [I0 6 POKiB uepes
PU3UK PO3BUTKY SAOYXHU.

ITepedo3yeanns. Tokcu4Ha 0o3a CIipaMilliHy HEBigoMa.

[Ticrst 3aCTOCYBAHHS BUCOKHUX 03 MOXKYTh BUHUKHYTH O3HAKM PO3JIafly IUTYHKOBO-KUIIIKOBOTO
TPaKTy, 30KpeMa HyHoTa, O/1t0BaHHS i miapest.

Cnocrepiranucs Bunanku nponosranii QT-iHTepBany, sKa 3HMKasIa IIic/ig BiIMiHU IIpenapary, y
HOBOHapPOAXKeHUX, AKUX JIIKyBaId BUCOKUMHU [[03aMU CIipaMiluHy, a TaKOXK s
BHYTPIIIHEOBEHHOT'O BBEI€HHA CIipaMillUHy Y Malli€HTiB, Ki HajeXkaThb N0 I'PYIU PU3UKY IPOJIOHTalil

QT-inTepBainy. Y pasi nepeno3yBanHd crnipaminuny caig nposogutu EKI' 3 BU3HaYEHHIM TPUBAJIOCTL
QT-inTepBainy, 0cobIKMBO AKIIO TAKOXK iCHYIOTE iHII (aKTOpH pU3UKY (TimoKasnieMisi, BpoaKeHa



nponoHraitig QTc- iHTepBany, 3aCTOCyBaHHSI KOMOiHaIli# miKapChKUX 3ac00iB, 110 MPU3BOASATH 10
nposonraitri QT-iHTepBany Ta/abo mBoHAmpaBieHoi (moxiMopdHOI) MITyHOYKOBOI Taxikapmii (torsades
de pointes)).

CroenudiyHui aHTUOOT BiACYTHIM.

Y pazi nepemo3yBaHHs PEKOMEHAYETHCSI CUMIITOMATUYHE JTiKyBaHHS.

ITo6iuni peakuii.

HebaxaHi peakiril mpecTaBlIeHO 3a KaTerOpisiMU «CUCTeMa-OpraH-Kaac» Ta YacTOTO0 1X
BUHUKHEHHS. YacToTa BU3HA4YeHa TaKUM YMHOM: AyxKe 4dacTo (= 1/10), gacto (= 1/100 - < 1/10),
HevacTo (= 1/1000 - < 1/100), pigko (= 1/10 000 - < 1/1000), myxe pigko (< 1/10 000), yactoTa
HeBigoMa (He MOXKHa OLIIHUTH 3a AOCTYIHUMU JaHUMU).

Po3nadu 3 60Ky WayHKOBO-KUWKOBOI cucmemu
YacTo: 0inb y KUBOTI, Hy0Ta, 6/1t0BaHH, 6ifb Y IUIYHKY, Aiapes, IceBIoMeMOpPaHO3HUM KOJIT.

Posaadu 3 6oky cepus

YacToTa HeBigoma: nonosxkeHHsa QT-iHTepBay, LIIyHOYKOBa apuTMis, IIUIYHOUYKOBA TaxiKapmis,
OBOHAIIpaBJieHa (moxiMopdHa) MITyHOUYKOBa Taxikapmis (torsades de pointes), SIKi MOXYTh IPU3BECTU
[0 3YNIUHKU cepis (AuB. po3mdin «OcoONMMBOCTi 3aCTOCYBaHHS»).

Po3aadu 3 60Ky iMyHHOI cucmemu

YacToTa HeBimoMa: BacCKYIiT, y ToMy yucyi nypnypa [llenneiina - 'eHoxa abo peBMaTH4Ha OyPIypa,
aHaGinaKTUYHMIM MIOK (OUB. po3min «OcobIMBOCTi 3aCTOCYBAHHSA).

Posaadu 3 60Ky wkipu ma nidwkipHoi kaimko8uHu
YacTo: BUCUIIaHHS.

YacToTa HeBigoMa: KpONUB'sTHKA, CBEPOiHHS, aHTI0HEBPOTUYHUY HAOPSK, aHa(iTakKTUYHUH 10K,
curapoM CriBeHca — [I’)KOHCOHa, TOKCUYHUMU eMifiepMalibHAN HEKPOJli3, TOCTPUM reHepasli3oBaHu
ek3aHTeMaTo3HuM nyctynbo3 (I'TEII) (guB. po3min «Oco6IMUBOCTI 3aCTOCYBaHHS»).

Posaadu 3 60Ky Hepeosoi cucmemu
IyxXe 4acTo: OKpeMi BUIaJKK TPAaH3UTOPHOI ITapecTesil.
YacTo: TpaH3UTOPHA AUCTEB3id.

TenamobiaiapHi po3aadu

IyXe pigKo: BigXuIeHHS Biff HOPMU ITOKa3HUKIB (PYHKIIII TeYiHKY.

YacToTa HeBigoMa: 3Milanuii abo, y OiNbLI PiAKiCHUX BUMagKaX, MUTOMITUUHUMN X0JIeCTAaTUUHUN
TenaTur.

Po3nadu 3 60Ky kposi i nimpamuyHoi cucmemu



YacToTa HeBifoMa: IeMKOIeHiss, HeUTPOIEHis, TeMOTiTUYHA aHeMis (OuB. po3min «OcobmuBoOCTi
3aCTOCYBaHHS»).

[ToBigoMIIeHHS PO Mimo3pioBaHi HebaxKaHi peakiril

[ToBimomIeHHS IIPO Migo3pioBaHi MOOiYHI peakiii micyig 3aTBepAXKEeHHS JIiIKapChKOTro 3acoby €
BaXK/IMBOIO MPOIeAypolo. Lle Jae 3MOory IpogoBXKYyBaT MOHITOPUHT CIiBBIIHOIIEHHS KOPUCTh/PU3UK
3aCTOCYBaHHS JTiKapChKoro 3acoby. MeguYHUX MPaLiBHUKIB IPOCSATH MOBIJOMIISTH IIPO YCi
mimo3pioBaHi mo6ivHi peakiii Yepe3 HalllOHaIbHI CUCTEMHU IIOBiIOMIIEHb.

Tepmin npudamuocmi. 3 POKHU.

YMmoBH 30epirannsi. 36epirati y HeJOCTYIIHOMY s miTed miciii. 30epiratu mpu TemMnepaTypi He
Buie 25 °C.

YnakoBka.

Posamimua® mo 1 500 000 MO: Ne 16 (8 X 2): mo 8 TabneToxk y 6micTepi, mo 2 Gictepu B
KAapTOHHIN KOPOOIIi.

Poaminua® mo 3 000 000 MO:

Ne10 (10 x 1): mo 10 TabneTok y O6micTepi, mo 1 6rmicTepy B KApTOHHIN KOpPOOIIi.

Kareropis Bigmycky. 3a perenTtom.

Bupoonuk. CAHOQI C.P.JI. / SANOFI S.R.L.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.
C.C. 17 KM 22, CKOIIIIITO (AKBIJIA), 67019, Itanmis /S.S. 17 KM 22, SCOPPITO (AQ), 67019, Italy

3asiBHHK. TOB «Canogi-ABeHTic YKpaina», Ykpaina/Sanofi-Aventis Ukraine LLC, Ukraine.



