IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

POAKKYTAH®

(ROACCUTANE®)

Cknao:
0it04a peyoBuUHA: i30TPETHHOIH;
1 xancyna mictutk 10 Mr a6o 20 MT i30TPETUHOIHY;

0onomidcHI peyo8uHU: BiCK KOBTHM OIXKOIMHUY, OJIisl COEBa TigporeHi3oBaHa, 0 COEBA YaCTKOBO
rigporeHizoBaHa, 0/isi coeBa padiHOBaHa;

000JI0HKA KalICyTl: XKeJlaThH, riinepul (85 %), cyxa cybcranuis Kapion 83 (copbit (E 420), maniT (E
421), KpoxMaJb TigpoJi30oBaHUY TigporeHi3oBaHui), TuTany miokcup (E 171), 3amiza okcupg 4epBOHUMN
(E 172), npykapceka ¢dapba.

JIikapcbka ¢opma. Kancymnu.

OcHosHi (pi3uko-xiMiyHi 8aacmusocmi: Kancynu 10 Mr: oBajbHi HENIPO30pi KallCyIu KOPUIHEBO-
YepBOHOTO KOILOPY, Ha OBEPXHi Kancynu 9iTkui Bigoutok «ROA 10», moBXKUHA KalcCys
8,3-10,7 MM, miameTp Karmcyn 5,3-7,7 MM; BMICT KaIICyJIu - OGHOPiAHA CYCIIE€H3is TEMHO-XKOBTOT'0
KOJILODY;

Karcyny 20 MT: oBaJIbHI HETIPO30Pi KAICyIu, OfHa ITOJI0BHHA - KOPUYHEBO-Y€PBOHOT'0 KOJILOPY,
[pyTa ImOoJIOBKHa - 0iIoro Koybopy, Ha MOBEPXHi Kalcynu 4iTkui Bigoutok «ROA 20», qoBXKHHa
Kancyn 12,4-14,2 mm, giameTp Kancyn 7,3-9,1 MM; BMICT KaIlCy/iui - OQHOPigHA CYCIeH3id TEMHO-
2KOBTOT'0 KOJIbOPY.

dapMakoTepaneBTHYHA rpyna. 3acobu [y CUCTEMHOTO JIiKyBaHHS aKHe.

Kom ATX D10B A01.

®Papmako102iuHi 8 1acmueocmi.

d®apmakoOuHamika.

MexaHi3M gil



[30TpETUHOIH - CTEPE0i30Mep MOBHICTIO TPAHC-PETUHOEBOL KUCTIOTH (TPeTUHOIHY). TOYHUY MeXaHi3M
mil i30TPeTHHOIHY OOKJIagHO Ille He BU3Ha4YEHO, IIPOTe BCTAHOBJIEHO, 1110 MOJIIMIIEeHHS KIiHI9HO1
KapTUHU TSIXKKUX GOPM aKHe IOB’si3aHe 3i 3HMXKEHHAM aKTUBHOCTI CaJIbHUX 3aJ103 i FiCTOIOTi4HO
MigTBepAXKeHUM 3MeHIIeHHIM 1X po3MipiB. KpiM Toro, moBefeHa nmpoTu3amnajbHa Aisl i30TPEeTHHOIHY
Ha LIKipy.

EdekTusHicTL

linepkepaTo3 KJIiTUH €MiTeIiio BOJIOCSAHOI IIMOYIMHY Ta CalbHOI 321034 IPHU3BOAUTH [0 3/IyIIyBaHHS
KOPHEOIUTIB y IPOTOIIi 3a/I03H i A0 3aKyIOPKU OCTaHHLO1 KEPAaTHHOM Ta HaAJIMIIKOM CaJIbHOTO
cekpery. [licisg 4oro yTBOPIOETLCS KOMEIOH Ta B AesKUX BUIIafKaX IPUENHYETHCS 3alalbHUI
npornec. PoakkyTan® npuraidye npomidepaliio ceOOLUTIB Ta [i€ Ha aKHe, BifHOBIIOIOYY HOPMAJIbHHUI
nporec oudepenIitoBanssa KiiTuH. IlIkipHe cao - 11e ToJI0BHUN CyOCTPaT AJIS POCTY
Propinibacterium acnes, 3MeHIlIeHHS TPOAYKYBaHHS MIKIPHOTO caJla PUTHiYye 6aKTepianbHy
KOJIOHI3aIlil0 TPOTOKH.

dapmakoKiHemuxka.

BcMoOKTYBaHHSA

BCcMOKTYBaHHS i30TPETHHOIHY B IUTYHKOBO-KUIIIKOBOMY TPaKTi BapiabenbHe i MiHIMNHO 3a7€KUTh Bif
[03H IIperapaTty B TepaleBTUYHOMY [iana30Hi mo3yBaHHsS. AGCoMI0THA Oi000CTYIHICTh i30TPETHHOIHY
He OyJla BU3HayeHa, OCKiJIbKU He iCHYe€ JIikapChKoi (opMu IpernapaTy [js BHYTPIlTHbOBEHHOTO
3aCTOCYBaHHS, aje eKCTPaIoJIAllis pe3yJIbTaTiB NOCTIiXKeHHs Ha cobaKax la€ 3MOTY IIPUITYCTUTH
IyKe HU3BbKY i BapiabenbHy cucTeMHy 6i0f0CTYIHICTE. [IpritoM i30TPeTUHOIHY 3 12Keto 30iblye 10ro
6iomoCTymHICTh BABiYi IOPIBHSIHO 3 IPUIOMOM HaTIleceplie.

Po3nopin

[30TpeTUHOIH MaliKe IMOBHICTIO 3B's13yeThCA 3 Ginmkamu mina3mu (99,9 %), B OCHOBHOMY 3
anpOyMiHnamu. O0’eM PO3MOAiNy i30TPETUHOIHY B OpraHi3Mi TIOOWHU HEBiIOMUM, OCKITbKY JTiKapChKOl
dbopMu A7 BHYTPIITHEOBEHHOTO BBeIeHHA He icHye. KoHIIeHTpallil i30TpeTUHOIHY B emigepMici
CTaHOBJIATH JIUIIE TIOJIOBUHY TaKWX B CHPOBATLi KPOBi. [11a3M0Bi KOHLIEHTPALlil i30TPETHHOIHY
npubau3HO B 1,7 pa3a BUII 3a KOHIIEHTPAIlil B IiJTbHiM KPOBi Yepes3 moraHe MPOHUKHEHHS
i30TPETHHOIHY B €PUTPOLIUTH.

Mertabomizm

[Ticns nepopasbHOTO MPUUOMY Y IIJIa3Mi KPOBi CIIOCTEPIraloThCS TPU OCHOBHI MeTabomiTH:
4-0KCO-130TPETUHOIH, TPETUHOIH (IIOBHICTIO TPAHC-PETUHOEBA KUCIIOTA) Ta 4-0KCO-peTHUHOIH. Li
MeTaboIiTH TPoaeMOHCTPyBasu 6i00TiYHy aKTUBHICTh B JEKiTbKOX TecTax in vitro.
4-0KC0-130TPEeTHHOIH, K II0Ka3aHO B [eKiIbKOX KIIiHIYHUX JOCNiAKeHHIX, 3a0e3neuye 3HaUHy 4aCTKy
TepaneBTUYHOI aKTUBHOCTI i30TPETUHOIHY (IPUTHIYEHHS eKCKpelil MKipHOTo cajia, He3aJIeXkHO Bif
PiBHIB i30TPETUHOIHY i TPETUHOIHY B My1a3Mi KpoBi). OCHOBHUM MeTab0J1iTOM € 4-0KCO-i30TPETUHOIH,
TIJTa3MOBI KOHIIEHTpAIlil SKOT0 B PiBHOBa2KHOMY CTaHi y 2,5 pa3a BUIIli, HiK KOHIIeHTpallil BUXiZHOTO
npernapary. IHim MeTaboiTi, BKITI0Ya04y KOH 10TaTy TII0KYPOHILY, OPYTrOpsSaHi.

OCKinbKY i30TPETHHOIH Ta TPETHUHOIH (IIOBHICTIO TPaHC-PETUHOEBA KUCI0Ta) 000POTHO
IIEPEeTBOPIOIOTHCS OIMH B OMHOT0, MeTab0J1i3M TPeTUHOIHY OB’ si3aHul 3 MeTaboi3MoM
i3oTpeTuHOIHy. Byno BcranoBneHo, 110 20-30 % mo3u i30TpeTHHOIHY MeTabo0Ii3yeThCs MIIIXOM
i3omepu3atiii.

Y papmakoKiHeTHIl i30TPeTUHOIHY Y JIIONKWHYU iCTOTHY POJIb MOXKe BiflirpaBaTH eHTeporenaTudyHa



[UPKYJIALiS.

HocninxeHHs MeTa007i3My in vitro moka3asy, 0 y IePeTBOPEHH] i30TPeTUHOIHY B 4-0KCO-
i30TpeTUHOIH Ta TPETUHOIH OePyTh y4acTh Kinbka ¢pepmenTiB CYP. OueBunHO, Hi ofHa 3 i30popM He
Biflirpae goMiHyr04o0i poi. PoakkyTan® Ta Horo MeTabomiTi He MaKTh CYyTTEBOTO BILIUBY Ha
aKTHBHICTH pepMeHTiB cuctemu CYP.

BuBeneHHda

[Ticns npuiioMy BcepelrHY PafioaKTUBHO MiueHOT0 i30TPUTEHOIHY B CeUi Ta KaJli BUSBIISIETHCS
npubIU3HO OJHAKOBa MOro KinbKicTh. [lepion HamiBBUBeOeHHS HE3MIiHEHOT0 IIpernapaTty y
TepMiHalbHiN ¢asi npu nepopasbHOMY 3aCTOCYBaHHI ¥ XBOPUX 3 aKHe CTAHOBUTH B cepeqHboMy 19
roguH. Ilepion HamiBBUBeneHHS 4-0KCO-130TPETUHOIHY Y TepMiHaNbHiN (a3i Oinbimit Ta CTAaHOBUTH B
cepegHbOMY 29 rofuH.

[30TpeTUHOIH Ha/leXUTh J0 NIPUPOAHUX ((pisiomoriuHux) peTuHOIAiB. EHIOTeHHI KOHIIEHTpalil
PETUHOIMIB BiMHOBIIOIOTHCS MPUONIU3HO Yepe3 2 THXKHI IMic/g 3aKiHYeHHST 3aCTOCYBaHHS
PoakkyTtany®.

dapMaKOKiHETHKA B 0COOIMBUX KIiHIYHUX BAMTAOKAX

OCKinbKY i30TpeTUHOIH MPOTUIIOKa3aHUM IPU MOPYIIeHH] QPYHKI] NeYiHKy, faHi Ipo
dbapMakoKiHETHKY IIpenapaTy BiIHOCHO IIi€l IPymu XBOPUX 00MEXKeHi.

HupkoBa HEOOCTATHICTh CYTTEBO HE 3HUIKYE IJTa3MOBUI KJTiPEHC i30TPETUHOIHY Ta
4-0KC0-i30TPETHUHOIHY.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

Tskki popMu akHe (30KpeMa BY37IUKOBI Ta KOHTI00aTHI akHe, akKHe 3i CXUIIBHICTIO IO
TIOCTiMHOT'0 PyOIIOBAHHS), III0 HE MigNaloThCs CTAHTAPTHUM MEeTOIaM JIiKyBaHHS (CUCTEeMHa
aHTubaKTepianbHa Tepallis, MiclieBe JTiKyBaHHS).

IIpomunoka3aHHs.

BariTHicTh i mepion rogyBaHHS I'PYLL0; HEBUKOHAHHS BCiX YMOB «[Iporpamu nonepenxeHHs
BariTHOCTi» XKiHKaM¥ PENPOOYKTUBHOTO BiKYy; HiABUIIIEHA YYTIUBICTh OO i30TPETHUHOIHY YU [0
OyOb-IKMX KOMIIOHEHTIB IIpernaparTy; eYiHKoBa HeJOCTaTHICTh; BUpaXKeHa TileprimifgeMis;
rimepBiTaMiHO3 A; CYIyTHS Tepallis TeTpaluKIiHaMu. Y 3B’SI3Ky 3 THM, 1110 PoakKyTaH®
MiCTUTB padiHOBaHy COEBY OJIil0, YACTKOBO TiAPOreHi30BaHy COEBY OJIi0 i TiTPOTEHi30BaHy COEBY
0J1i0, IpelapaT IPOTUIIOKA3aHUY [0 3aCTOCYBaHHA MAallleHTaM 3 ajieprie€lo Ha apaxic 44 Col.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Yepes MOXKIIMBE [IOCUJIEHHS CUMIITOMIB IillepBiTaMiHO3y A CJIiff yHUKaTUA OJHOYACHOTO IPU3HAYEHHSA



npenapaty PoakkyTas® i BitaMiny A.

[ToBimoMIIsINIOCS TIPO BUIMAAKX NOOPOSKICHOTO MiIBUILIEHHST BHYTPIIIHHOYEPEITHOTO TUCKY
(mceBOomMyXxIMHA MO3KY) IIPY OOHOYACHOMY 3aCTOCYBaHHI i30TPETUHOIHY 3 TeTpauukiiHaMu. ToMy
OJHOYaCHe 3aCTOCYBaHHS 3 TeTpalUK/IiHaMu IIPOTUIIOKA3aHo (IUB. po3hinu «[IpoTuoKa3aHHS»,
«Oco6MMBOCTI 3aCTOCYBaHHS»).

Kom06iHOBaHOT0 3aCTOCYBaHHS 3 MiClIeBUMHU KepaTOJiTUYHUME a00 eKcdoiaTUBHUMY ITperapaTaMu
IJ1s JIIKyBaHHSA aKHe CJIifj YHUKATU Yepe3 MOXKJIMBe [IOCUJIEHHS MiCIIeBOr0 oApa3HeHHd (IUB. PO3Iin
«Oc06IUBOCTi 3aCTOCYBAHHS»).

Oco6.1ueocmi 3acmocyeaHHsi.
TepamozeHHi epekmu

HpenapaT PoaKKy’TaH® € CUJIbHUM TePaTOT€HOM OJIsd JIIOOWHHU Ta iHJIYKye BHCOKY YaCTOTY
BUHUKHEHHS TAXKKHUX Tad 3aIrPO3JINBUX OJIA KUTTA YPOOKEHHNX Bal PO3BUTKY.

ITpenapam PoaKKymaH® 00HO3HAYHO NPOMUNOKA3AHUU:
- BariTHUM KiHKaM,

- JXKiHKaM penponyKTHUBHOTO BiKYy, IKi He BUKOHYIOTh BCiX YMOB «IIporpamu nomnepenxeHHs
BariTHOCTI».

«ITporpama nonepemKeHHs BariTHOCTI»
[Te#1 mikapcekuit 3aci6 € TEPATOTEHHKM.

POaKKyTaH® MPOTUIIOKAa3aHUi KiHKaM PEMpPONYKTHBHOTO BiKy, KDiM BUIIAMKIB, KOJIK BUKOHYKOTHCS
BCl HUXKYe3a3HauyeHi YMOBU:

- y XKiHKM [iarHOCTOBAHO TAXKKY (popMy akHe (By3/7MKOBi Ta KOHTI00aTHI akHe, akHe 3i
CXUJIBHICTIO IO MOCTiMHOTO PYOIIIOBAHHS), 110 He MiAIaEThCS CTAHIAPTHUM METOHaM
JMiKyBaHHS (CHCTEMHa aHTHOaKTepialbHa Tepalis, MiclieBe TiKyBaHHS) (OUB. PO3MiN
«IToka3aHHS»);

- IIOTEHLiasI I10/10 HaCTaHHA BariTHOCTI CJII OLIHUTH Y BCIX XKIHOK;
- XiHKa po3yMie TepaTOreHHUN PU3UK IIpenapary;
- XiHKa po3yMie HeoOXigHiCTh 000B’I3KOBOTO BiIBiTyBaHHS JTiKapsi KOXKHOTO MiCSIIs;

- XKiHKa po3yMi€ Ta MOrogKy€eThCA i3 He0OXigHICTIO 3acTOCYyBaHHS e(eKTHBHOI KOHTpAIeMIIil
0e3mepepBHO MPOTATOM 1 Micsilist O TOYaTKY JTiKYBaHHS, ITif Yac yChOTo Iepiony NTiKyBaHHS Ta
IIPOTSATOM OTHOT'O MICSIA IiCNs 3aKiHYeHHS NTiKyBaHHA. Cilif BAKOPUCTOBYBATH IIJOHAUMEHIIIe OOUH
BUCOKOe(hEKTUBHUN MeTO[ KOHTpalemNIil (ToOTo TOo, 1110 He 3a/IeXKUTh Biff KOPUCTyBada) abo
OJIHOYaCHO [Ba B3a€EMOJOIIOBHIOIYi METOOY KOHTPAIEI1il, 1110 3ajekaTh Biff KOPUCTyBaya;

- pu BUOOPi METONy KOHTpPALEMIIii Y KOXKHOMY KOHKPETHOMY BHITQMIKy CJIif OLiHIOBATH iHOWBiAyasbHi
obcTtaBuHU. [1pu 11bOMYy B 00TOBOPEHHS BUOOPY METOMY KOHTpPALIEMIIii CIlif 3a/my4aTy MallieHTKy 3



MEeTOI0 TapaHTyBaHHS 11 MPUXUIIBHOCTI Ta 3rOAW NOTPUMYBATUCS ITPABUJ BUKOPUCTAHHS 00paHUX
METOiB;

- HaBiTh IIPU aMeHopel XiHKa [TOBUHHA KOPUCTYBATUCS HAOINHUMU METOJaMM KOHTpPALeIii;

- XiHka npoindopMoBaHa TpPo HeOe3MeKy HaCTaHHS BaTiTHOCTI ITif Yac JIiKyBaHHS
IIpernapaToM PoakKyTaH® Ta po3yMiec HeOOXiHICTh HEraiHOI KOHCYJIbTALl y pasi migo3pu Ha
BariTHiICTh ab0 y pa3i HacTaHHS BaTriTHOCTI;

- XiHKa po3yMie HeoOXigHICTh Ta 3rofilHa PETyIsSPHO MMPOBOOUTH TECT Ha BaTiTHICTH 10
JIIKyBaHHS, B ifeasi IoMicsAILd i Yac JIIKyBaHHSA Ta yepe3 1 Micslp Mic/is 3aBeplIeHHS
JIIKyBaHHS;

- XiHKa TiOTBEPOXKYE, 110 3HAE PO HeOe3MeKy 3aCTOCYBaHHS i30TPETUHOIHY Ta HEOOXiIHICTh BXKUTTS
3an00iKHUX 3aXO0MiB;

LIi yMOBM TaK0OXK CTOCYIOTBHCSI CTaTeBO HEaKTUBHUX XKIHOK, KpiM BUMA[KIB, KOJIM JIiKap BIIEBHEHUU Y
BiICYyTHOCTI PU3UKY BariTHOCTI.

Jlikap Mae OyTu BIIEBHEHUM LIIO:

- TMallieHTKa 3JaTHa po3yMiTH i BUKOHYBATH BCi ITepepaxoBaHi BUIIlEe YMOBHU [JIs 3an0o0iraHHs
BariTHOCTI, @ TaKOXK Ma€ BiTIOBIIHUY PiBEHb PO3YMIHHS;

- MalfieHTKa Hi):[TBepJI}Kye, IITO BOHa O3HalloMJIeHa 3 BHUIII€3da3HAYEHNMH YMOBAMU,

- TIAI[iEHTKA yCBiIOMITIOE HeOOXiIHICTh MOCTIMHOTO Ta MIPaBUJILHOTO 3aCTOCYBaHHS OTHOTO
BHCOKOe(EeKTHBHOTO MEeTOy KOHTpallemnIlil (ToOTo MeTomdy, 110 He 3aleXKUTh Bil KOpucTyBada) abo
OJIHOYACHO ABOX B3aEMOJIOIIOBHIOIOYMX METOMIB KOHTPALEIIlil, I1I0 3a7eXaTh Biff KOPUCTYyBaya,
IIIOHAVMMeHIIle TPOTAroM 1 Micsals 0o mo4aTKy JIiKyBaHHS, a TAKOXK IIPOAOBXKEHHS 3aCTOCYyBaHHS
e(eKTUBHOI KOHTpALEMNIIil i Yac yChOro Mepiofy JiKyBaHHS Ta IOHaWMeHIIe MPOTAroM 1 Micsaus
IIiCJISl IPUNIVHEHHS JIIKYBaHHSI;

- OTPUMaHUU HeraTUBHUY Pe3yJIbTaT JOCTOBIPHOI'O TECTY Ha BariTHICTH 40 IOYATKy IPUUOMY
Ipemnapary, Mif Jac JiKyBaHHS i yepe3 1 Micsup micns 3akiHdyeHHS Teparmil. [latu i
pe3yabTaTy IPOBeJIeHHS TeCTy Ha BaTiTHICTh HEOOXiIHO JOKYMEHTYBaTH.

[Tpu HacTaHHI BaTiTHOCTI ¥ XKiHKY, IKa OTPUMYE i30TPETUHOIH, JTIKyBaHHS IIpernapaToM CIif
IPUNIUHUTY, a Talli€eHTKY HallpaBUTHU [0 JIiKaps, SKUH CIelliani3yeTbcs abo Ma€ OOCBif B
rajy3i TepaTosorii, 3 MeTo 00CTeXKeHHS Ta HaJlaHHS PeKOMEeHallil.

ZKI110 BariTHICTh HACTYNUJIA ITiCJIS 3aBEPIIEHHS JIIKYBaHHS, 3a/IUIIAEThCI PU3UK TAXKKUX Ta
CEepHO3HUX YPOOKEeHUX Baf myofa. Lle# pu3uk 30epira€TbCs M0 MOMEHTY IIOBHOTO BUBENEHHS
Ipernapary 3 OpraHi3aMmy, 110 TPHUBAE IIPOTATOM OOHOTO MICALS MIiCNS 3aBepIIeHHS TiKyBaHHS.

[TonmepemKeHHS BariTHOCTI.

[TamieHTKaM HEOOXiTHO 03HAMOMUTHUCS 3 METOlaMM KOHTpAIleMnIlil. K110 BOHK He
BHKOPHUCTOBYIOTH METOIM KOHTpAIIEIIii, Tikap Ma€ HagaTy HeoOXimHi pekoMeHalril. AKIo
JKyIoun# JTiKap He B 3M03i HaflaTH TaKy iHpopMallifo, Mal[ieHTKY CJIifi HallpaBUTH [0 JiKaps
BiAmoBimHOI crermiai3arii.



K 060B’I3KOBUY MiHIMyM XKiHKH PeIPOAYKTUBHOTO BiKy IIOBMHHI BUKOPHCTOBYBaTH X04a 6
O[IMH BUCOKOe(hEeKTHBHUM MeTO[l KOHTPalemii (TOOTO TOH, 1[0 He 3aJIe3KUTh Bif
KOpucCTyBada) ab0 0OgHOYACHO [IBa B3a€MOMOIIOBHIOIYi METOAM KOHTPALIEIIii, 1110 3ayiexkaTh
Bif KOprcTyBa4ya. KOHTpaluenTUBHI METOOU CIIif 3aCTOCOBYBaTH ILIOHAVMEHIIIEe IPOTAroM 1
MICALA OO [T0YaTKY JIIKYBaHHS, a TAKOX IIiff YaC yChOro IIepiony JIiKyBaHHS Ta IIOHAUMEHIIIe
IpoTsAroM 1 Micsis micisa MPUIMHEeHHS TiKyBaHHS POaKKyTaHOM®, HaBiTh Mal[icHTKAM 3
aMeHOpEE.

[Tpu BuGOpi MeTOAy KOHTpalemIlil ¥ KOXKHOMY KOHKPETHOMY BUIIAAKY CJIifl OI[iHIOBATH iHOUBigyaIbHi
YMOBH, a TaKOXK 3allpoIlyBaTH MAI[ieHTKY 40 06roBOpeHHS BUOOPY MeTOAY KOHTpaIellllil, 3 MeTOI0
rapaHTyBaHHS 11 MPUXUIBHOCTI Ta 3TrOOU HOTPUMYBATHUCS ITPABUI BUKOPHUCTAHHS 00paHUX METOIiB.

TecT Ha BariTHICTE.

BipmoBigHO 0o iCHY104Ol MPaKTHKX, PEKOMEHIYETHCS IPOBOAUTH TECT Ha BaTiTHICTh Mii MEOUYHUM
Harjagaao0M, i3 MiHiManbHOI YyTIUBICTIO 25 MMO/MJI, SIK 3a3Ha4€HO HUXKYE.

Lo nouamky nikyeaHHA

[MlonalMeHIlIe Yepe3 OOUH MICAILb ITiC/A TOTO, K MalllEHTKa po3mnodalia 3aCTOCOBYBaTH
KOHTpAIIeIIlifo, Ta He3agoBro (0akaHo 3a KilbKa [IHiB) IO MePIIOro IPU3HAUYeHHS IpernapaTty
MAITiEHTII CITi MPOXTH TECT Ha BaTiTHICTH IIig MeIMYHKUM HATJISIOOM, 1100 MepeKoHaTHCS, 1110
nallieHTKa He BariTHa Ha MOMEHT II0YaTKY JIiKyBaHHS i30TPETUHOIHOM.

ITi0 yac aiKyeaHHs

[NTamieHTKa MOBUHHA BigBimyBaTH JTiKaps Ha PeryispHii 0CHOBI, B imeari momicsayno. HeoOxigHIiCTh
IIJOMICSIYHOTO TECTYBaHHS Ha BaAriTHICTH IIif MEOUYHUM HarJI0M BU3HAYA€ETHCS BIAIIOBIIHO 0
MiCIIeBOl TPAKTHKHU 3 ypaXOBaHHSIM CTaTEBOI aKTUBHOCTI, icTOpii HelloiaBHiX MEHCTPYaJIbHUX ITUKJIiB
(aHoManbHiI MeHCTpYyallil, BiICYTHICTh epioguyHOCTi abo aMeHopest) MalliEHTKY Ta METOLY
KOHTpauentii. [Ipy HassBHOCTI MOKa3aHb TECT Ha BaTiTHICTh MPOBOAUTHLCS Y JeHb IPU3HAUYEHOTO
Bi3uTy abo0 3a 3 mHi [0 Bi3UTY Ho Jikaps.

3asepweHHA NIKYBAHHA

Yepes ofuH Micslpb MiCIsA 3aKiHYeHHS JTiKyBaHHS IIPOBOAUTLCS (iHaIbHUN TECT Ha
BariTHICTE.

XKiHKaM pemponyKTHBHOTO BiKy TPHUBAICTh IpU3HAUYEHHS IpernapaTy PoakkyTaH® B ineani
Mae OyTu oomexkeHa 30 THAMU 3 METOIO 3a0e3MeUeHHs PETYISIPHOTO CIIOCTEPEXKEHHS, BKII0Yaloun
TEeCTHU Ha BariTHICTh Ta MOHITOPUHT. PEKOMEHMIYETHCA TECTYBaHHS Ha BariTHICTh, BUIIUCYBaHHS
pelenTa Ta OTPEMaHHS IIpenapary PoakkyTan® OpOBOIUTH IPOTSATOM OFHOTO [HS. Bumauy
PoakkyTaHy® B amTelli CJIif IPOBOJUTH JIMIIE IPOTATOM LIOHAKOiIbIIe 7 JHIB 3 MOMEHTY BUIMCKH
pelenra.

Take IOMicssYHEe CIIOCTEPEXEHHS OACTh 3MOTY 3a0e3NeUnTH PeryaspHe TeCTYBaHHS Ha
BariTHICTh Ta MOHITOPUHT, a TAKOXK IIEPEKOHATUCA Ilepel OTPUMaHHAM HaCTYIIHOI'O KypCy
Ipernapary, 1o MalieHTKa He BariTHa.

[TalieHTH Y0JI0BiYOl CTATi.

HasiBHIi maHi cBim4YaTh, 10 y XKIiHOK €KCIIO3UIIis NIpenapary, 10 HafiiIoB i3 ciM’s Ta CciM’sIHOl



PimUHE YOJIOBIKiB, sIKi 3aCTOCOBYBaIK POaKKyTaH®, HEMOCTATHSA [JIs MOSBA TEPATOreHHUX
e(exTiB.

[TamieHTaM 90JIOBi4O1 CTaTi CIi HaraAyBaTH, IO IM He MOXKHa JaBaTH IpenaparT iHIINM
ocofaM, 0CoOMMBO XKiHKaM.

IloOamkosi 3acmepeostceHH s

Mikpomo3u npemnapariB IPorecTepoHy MOXKYTh OYTH HeafleKBATHUM METO[IOM KOHTpaleImlii
IIPOTSATOM JIiKyBaHHS IpernapaToM PoakkyTaH®.

[TarieHTH HIKOIW He ITOBUHHI laBaTH Iei JIiIKapChKUM 3acib iHmmuM ocobaM i MOBUHHI
[I0BEPHYTU HEBUKOPUCTAHI KaIICYJIX JIiKapko MiCiId 3aKiHYeHHS JIiIKyBaHHS.

[lanieHTy He OBUHHI OyTH OHOPAMM KPOBi MIPOTSTOM JIiKyBaHHS Ta 1 MicsIlp micnis #oro
IPUNIUHEHHS, OCKIJIbKY iCHy€ PU3UK TPaHCPY3iiHOI Tepefaydi A0 MJI0fa BariTHOI KiHKU.

HasuanvHi mamepiaau

[ITo6 momomorT# niKapsM, ¢papMalleBTaM Ta XBOPUM YHUKHYTH PU3UKY BIJIUBY IIperapaTy
PoakKyTaH® Ha IIifl, KOMIIaHisg-BUPOOHUK Hafja€ HaB4asbHi MaTepiaay, HalpaByeHi Ha
TIOTIePeIZKeHHST TePAaTOTeHHOTO BIUIMBY IIpelapaTy, peKOMeH allii 010 BUKOPUCTaHHST KOHTPALeIii
[0 ITOYATKY Tepallii Ta moa0 HeoOXiqHOCTi TeCTyBaHHS Ha BaTiTHICTS.

[ToBHY iH(OpMaLi0 IPO TepaTOTeHHUY PU3MK 1 3aX0AM IIOA0 MONepenkKeHHs BariTHOCTI, 110
MicTuTh «IIporpaMa momepenXeHHs BariTHOCTi», He0OXiMHO HaflaBaTH BCiM MaIliEHTaM, SIK
YOJIOBIKAM, TakK i XKiHKaM.

IIcuxiuHi po3aadu

Y xBopuX, 5IKi oTpuMyBanu PoakkyTaH®, Gy/i0 OMKCAHO [JENpeciko, Melpeciio 3 arpasailiero,
TPUBOT'Y, CXUJIbHICTD [0 arPECUBHOCTI, 3MiHU HACTPOI), IICUXOTUYHI CUMIITOMU Ta AyXKe PiAKo -
cyilmpmanbHi OyMKH, cyiuupanbHi cipobu Ta cyiuup (ouB. po3nin «[1o6iuni peakuii»). HeoOxinHo OyTH
00epeKHUM i3 XBOPUMH 3 JEeIPEeCi€io B aHaMHe3i Ta CIIOCTepiraTy 3a XBOPUMH 100 BUHUKHEHHS
Iempeciii MpoTAroM JIiKyBaHHS, a Y pa3i HeoOXigHOCTi HAIIPaBIISITH MAIiEHTIB N0 BiOTOBITHUX
cremniasictis. [TpoTe BimMiHa mpemnapary PoakkyTan® MoXe HE YCYHYTH CUMIITOMH [ICHXIYHUX
PO3IafiiB, B TAKOMY pa3i NallieHTy NOTPi0eH MomabIInil HarIsA/ y CIeliamicTiB.

O6i3HaHicTh ciM’l ab0 [py3iB MoKe OyTH KOPUCHOIO M7 BUSBJIEHHS IICUXiYHUX IIOPYIIEHD.
Po3nadu 3 60Ky wKipu ma niOwkKipHOi MKAHUHU

Y moopuHOKMX BUITaAKax Ha IOYaTKY Tepallil ClIOCTePiraeTbCs 3arOCTPEHHS aKHe, 10
3BUYAMHO IIPOXOOUTh Yyepe3d 7-10 mHiB 663 KOPUTYBAHHS [03H MIpemapary.

Cnipm yHUKaTH HafIMipHOTO BIIJIUBY COHSYHUX a00 Y®-mpoMeHiB. [Tpu HEOOXiMHOCTI 3aXUCTY
Bifl COHIIA CJIil BUKOPUCTOBYBATH 3aXMCHi 3aco0u 3i cBiTOdinbTpoM 1moHakimenIe 15.

He MozkHa mpoBoauTH rIu0oKy XiMiuHy mepMabpa3iio Ta TiKyBaHHS J1a3epoM Ha T
TiKyBaHHS IpenapaToM PoakKyTaH® i mpoTsarom 5-6 MiCAIiB MicIs JiKyBaHHS, OCKIIbKH iCHY€E
BEIUKUU PU3UK II0SIBU TinepTpodiyHUX IIpaMiB B aTUIIOBUX 30HAX Ta pifillle - MOSBY rimep- i



rinomirMeHTanii y gingHKax jnikyBaHHA. I1if 9ac niKyBaHHs npenapatoM PoakkyTan® Ta mpoTsarom 6
MICSLIB IMiC/A TiKyBaHHS He MOXKHa IIPOBOAUTH EIiIALII0 3a JOIIOMOTOI0 aljliKallid BOCKY 4epe3
PU3UK BiflllapyBaHHA eIiepMicy.

OnHOYAaCHOr0 3aCTOCYBaHHS Ipenapary PoakkyTaHn® 3 MiCI@BMMM KePaTOTHYHAMH 260
ekchomiaTuBHUMU 3acobaMu OIS JIIKYBaHHS aKHE CJIif] YHUKATH Yepe3 MOXKJIIMBe 30iTbIIeHHS
MiCIIeBOT0 TTOApa3HeHHs (OuB. po3mdin «B3aeMopmis 3 iHIMMME JTiKapChKUMHU 3acob0aMu Ta iHII BUIU
B3aEMOJIiN»).

ITamieHTaM, sIKi OTPUMYIOTh POAKKyTaH®, peKOMEHAy€EThCS BUKOPUCTOBYBATH 3BOJIOXKYIOTi Ma3i
abo kpeMu [y Tina, 6anp3aM st ry0 [Jisi 3MeHIIeHHsT CYyXOCTi MKipyu Ta ry0 Ha IMO4YaTKy JTiKyBaHHS.

B micnsipeecTpauiiHuil epion 3aCTOCYBaHHS IIpenapaTy 3apeeCTPOBAHO BUITAAKYU TAXKKUX
peaxirii 3 00Ky WIKipu (eKCymaTHBHA MyIbTA(POPMHA epuTeMa, CHHAPOM

CriBeHca - [I;)KOHCOHA, TOKCUYHUY elliflepMalIbHuE HEKPOITi3). OCKIiNIbKHY I1i BUMIAJKH BazKKO
BiOpi3HUTH Bif iHIIMX MOXKJTMBUX IMKIpHUX peakilil (muB. po3min «ITobiuHi peakirii»),
MTALlEHTIB CIIif ITOEePegUuTH PO CUMIITOMM LIMX 3aXBOPIOBaHb Ta PETEJIbHO CIIOCTepiraTu 3a
TSKKMMHU IIKipHUMY PeakLisiMu. JdKI0 Mifo3pI0ThCA TAXKKI MIKIPHI peakiril, TiKyBaHHS
i30TPEeTHHOIHOM CJIif BITMiHUTH.

AnepeivHi peakuii

Pigko moBigoMisiniocs mpo aHaiTaKTUYHI peakilil, y JesKAX BUIIafiKax - MiCJIg MiCLIeBOTO
3aCTOCYBaHHS peTUHOIAIB. [Ipo anepriuHi WIKipHi peakilil MOBiIOMIISII0CS HEYACTO.
[ToBigoMIsAIOCSA PO CEePHO3Hi BUMTaAKU aJepridvHOr0 BaCKyJiTy KiHIIBOK, 4aCTO 3 IyPIypPOI0
(CuHII Ta YepBOHIi IIJIIMHU), a TAKOXK PO HEWIKIpHi mposiBu. Cepiio3Hi ajepriufi peakil
BUMaralTh IIepepUBaHHs Tepallil Ta peTeJIbHOr0 MOHITOPUHTY CTaHy IallieHTa.

Po3nadu opaaHis 30py

CyxicTb Ouel, IOMYTHIHHS POTiBKY, MOTIPIIEHHS HIYHOTO 30py Ta KEPATUT 3a3BUYail
IIPOXOAATH IiC/IsA BigMiHM Ipemnapaty. [1oBifoMIsAI0Ch IPO BUNIAAKU CYXOCTi 04eH, 110 He
MUHYJIY IiCIIs TPUNMHEeHHS Teparii. [Ipu cyxocTi ciu30Boi 000JI0HKY 0Ka MOXKHa
BUKOPHCTOBYBATH allliKallil 3B0I0KYI04Y01 0YHOI Ma3i abo MmITy4YHi cbo3u. [lpu
HETIepeHOCUMOCTi KOHTAKTHUX JIiH3 Ha Yac JIiKyBaHHS CJIiff BAKOPUCTOBYBATHU OKYJISIPHU.

Y nmesKuX XBOpUX MOXKJIMBE 3HUKEHHS TOCTPOTU CYTiHKOBOT'O 30Dy, 1110 IHKOJIX BUHUKAE
panToBO (AMB. PO3MiN «3MaTHICTh BIJIMBATH Ha IIBUOKICTh peakilil Ipy KepyBaHHI
aBTOTPAHCIIOPTOM abo0 iHITMMHU MeXaHi3MaMu»). I[Tpy HasIBHOCTI CKapr Ha 3ip TaKUX XBOPUX
CJIif HAIPaBUTH A0 0P TaIbMOJIOTa Ta PO3T/ISHYTY NUTAHHA PO BiIMiHY IIpenapary.

Posaadu Kicmkoso-m’a3080i cucmemu ma cnoAy4yHoi mKaHuHu

Y natieHTiB, SKi OTpUMYyBasX i30TPETUHOIH, ITOBIHOMIISINIOCH PO 6ifib y M’g3ax Ta cyriobax,
30inbireHHs KpeaTuHPocdokiHa3zu CUPOBATKU KPOBi, 0COOIMBO ITPU iHTEHCHBHOMY
¢disnuHOMYy HaBaHTaxKeHHi (muB. po3min «I1obiyHi peakiii»). B meskux BUmagkax Ie MOxe
IIPOTPeCyBaTH [0 pabooMiosi3y, 110 MOTEHIIMHO € 3aTPO3TUBUM CTAHOM [IJISI JKUTTS.

Yepe3s KinbKa POKIB IiC/Is 3aCTOCYBaHHS IIpernapaTy PoakKyTaH® ams miKyBaHHS JUCKEPaTO3iB
IIPU [yXKe BUCOKUX 403aX PO3BUBAIMCS KICTKOBI 3MiHU, B TOMY YHUCJIi IlepefdyacHe 3aKpPUTTS



emigizapHUX 30H POCTY, TiMepocTo3, Kanbluudikallis 3B’sI30K Ta CYX0XKuIb. [1031, TPUBAJICTh
JIIKYBaHHS Ta 3arajibHa KyMyJIaTABHA [03a V L[UX MallieHTiB 3arajoM IIepeBUIllyBali PeKOMEHI0BaH1
[J1S JIIKyBaHHS aKHe.

[ToBigoMIISITIOCS TIPO BUIAAKYM CAKPOiNeiTy y MmallieHTiB, SKi oTpuMyBanu i3oTpeTuHoid. 1106
nudepeHIliloBaTy CaKPoiieiT Bif iHIMX mMpuyuH 0010 B CIIMHI, MallieHTaM i3 KIIHIYHUMHA
IIPOSIBAMM CaKpoineiTy Mmoxe OyTu moTpiOHEe momaTKOBe 00CTEXKEHHS, BKIIIOYAOUM TaKi
MeTOnH Bi3yanisatil, sk MPT. ¥ Bunagkax, mpo siKi MOBifOMIISINIOCS B TOCTMapKETUHTOBUI
mepiof, cakpoineiT perpecysas Imicis IPUIMHEHHS 3aCTOCYBaHHS IIpemnapaTy PoakkyTan® ta
BiZITOBIIHOTO JIIKyBaHHS.

I[lobposiKicHa eHympiwHbO4YepenHa 2inepmeH3sis

OmucaHo BUMAgKK H0OPOSKiCHOI BHYTPIITHROYEPEIHO] TilepTeH3il, fesiKi 3 Hux 0ymu
CIIPUYMHEH] OMHOYAaCHUM 3aCTOCYBaHHAM 3 TeTpPalUK/IiHaMU (OUB. PO3HLIH
«IIpoTunoka3aHHs», «B3aemMofis 3 iHITUMHM JTiKapChbKUMHM 3acobaMu Ta iHIIT BUIU
B3aeMofili»). CuMntomMu noOpPOsSKiCHOI BHYTPILTHEOUEPEIHOI TiepTeH3ii BKII04YaiTh
roJIOBHMM 6iNlb, HYOOTY Ta OJI0BaHHS, TOPYIIEeHHS 30py Ta HaOPSK COCKa 30pOBOT'0 HEPBA.
[TamieHTaMm, y SKUX PO3BHUBAETHCS MOOPOSKiCHA BHYTPIlIHbOYEPEITHA TillepTeH3is, Cif
HeraHO BigMIHUTHU Ipenapar.

I'enamobiaiapHi po3aadu

PeKoMeHAy€eTHCS KOHTPOIIOBATH MTEYiHKOBI ()epMEHTH [0 JiKyBaHHS, yepe3 1 MicsAlpb micis
10TO MTOYaTKYy, a MOTiM - KOXKHi 3 Micsi, SKI0 HeEMa K/TiHIYHUX TT0Ka3aHb [Js Oi/TbIl 4acTOro
MOHITOPHUHTY. Big3HaueHO TUMYacoBe Ta 000POTHE MiABUINIEHHS PiBHIB ITeYiHKOBUX
TpaHCaMiHas3, y GiNbIIOCTi BUMIQMKIB - ¥ MeKaxX HOPMaJIbHUX 3HaY€Hb, SKi ITOBEPTaJIUCS [0
[I0YaTKOBUX ITIOKA3HUKIB IPOTATOM JIIKyBaHHSA. AKIO piBeHb TpaHCaMiHa3 [IepeBUIlye
HOPMY, HeOOXiTHO 3MEHIIUTH 003y IIpenapaTy ado BiTMiHUTH HOTO.

Hupkoea HedocmamHicmb

[TopymeHnHs QyHKII HUPOK a00 HUPKOBA HEIOCTATHICTh HE BIIMBAIOTh Ha (papMaKOKiHETUKY
i30TpeTuHOIHY. TOMY i130TPETMHOIH MOXYTh IPUUMATH NalliEHTHA 3 HUPKOBOK HEIOCTATHICTIO.
OpgHak peKOMEeHJ0BaHO MOYWHATH 3 HU3BKOI 03U i TUTPYBATH 1l 1O MaKCHMaIbHOI
IepeHoCHuMOl 1034 (guB. po3min «Crocib 3acToCyBaHHS Ta JO3W»).

Memaboai3m ainioia

BapTo BU3Ha4YaTU piBeHS JIIMIfIB Y CUPOBATL HaTIIe (OO JIiKyBaHHSA, Yyepe3 1 Micsaup micias
II0YaTKy, IOTiM KOXHi 3 Mics1li, SKIII0 HeMa KJTiHiYHUX MToKa3aHb O OifTbII YacTOTO
MOHITOPUHTY). 3a3BUYail IigBUIIEHUN PiBeHb JIIMiAiB CUPOBATKH KPOBI HOPMAaIi3yEThCS IiCIIA
3MeHIIEeHHS 003U ab0 BiIMiHM IpemaparTy, a TaKoXK IIPYU JOTPUMaHHI JieTH. 3aCTOCYyBaHHS
i30TPeTUHOIHY ITOB’I3aHO0 3 MiBUIIEHHSIM PiBHIB Tpurmiilepupis. Clif IPUNUHUATYA TPUHOM
i30TPeTUHOIHY Y pa3i HEKOHTPOILOBAHOI rineprimigeMii abo Ipu CUMITOMAaX IAHKPEATHUTY.
[TigButiieHHS piBHS Tpurmninepumnis moxrang 800 mr/mn, abo 9 MMOIB/1T, MOXKe
CYyIIPOBOAKYBATHUCh PO3BUTKOM I'OCTPOT0 MAHKPEATUTY, MOXKJIUBO 3 JIETAaJIbHUM HACIIiIKOM.

I'acmpoiHmecmuHaavHi po3aadu



[Tpu nikyBaHHI i30TPETUHOIHOM MOXKJIMBUM PO3BUTOK 3allaJlbHOTO 3aXBOPIOBAHHS
KUIIEYHUKY (BK/II04alouu perioHapHui ineir). [TalieHTaM 3 TSXKKOIO (reMopariuHoio)
miapeeio HeoOXimHO HeralHO BiIMIiHUTH IIpemapar.

I'pynu nidsuuw,eH020 pusuky

[TamieHTaM 3 IIyKPOBUM HiabeTOM, OKUPIHHSIM, alKOTr0/1i3MoM a0o MOPYyIIeHHSIMU XKHUPOBOTO
oOMiHy mig yac NiKyBaHHS i30TPETUHOIHOM MoXKe OyTH MOTPiOHMM Oinblll YacTUM KOHTPOIb
PiBHS TJII0OKO3U B CUPOBATIIi KPOBi Ta/abo mimimiB. [ToBimoMIIsIIocs Mo MiBUINIEHHS PiBHS
IIYKPY B KPOBi HaTIIle i JiarHOCTUKY HOBUX BUIIQZIKiB LIyKPOBOTO fia0eTy Iif yac JiKyBaHHS
i30TPETUHOIHOM.

IonomidxcHI peyosuHu
Lle#t mikapcekui 3acib mictuth 2-3,05 Mr copbity (E 420) B KoxkHii Kancyi mo 10 mr.
[le#t mikapcekui 3acib mictuth 3,2-4,86 Mr copbity (E 420) B KoXKHiit Kancyri mo 20 Mr.

Heo0ximHO BpaxoByBaTU agUTUBHUYU e(dEKT CYIIyTHbO 3aCTOCOBYBaHUX JIiKapChKUX 3aco0iB,
SIKi MicTSTh COpOiT (a0 GPYKTO3Y), @ TAKOK BKUBaHHS copOiTy (abo 1akTo3u) 3 IxKelo.

BwmicT copbity B mikapchKux 3aco0ax [Jis TepopaabHOTo IPUMOMY MOXKe BIIJIUBAaTH Ha
6i00OCTYIHICTD iHIIUX JTiIKapChKUX 3aC00iB I IEPOPAIBHOTO IIPUHUOMY IIPHU CYIIYTHHOMY
3aCTOCYBaHHI.

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

Bazimuicmo € abcoaromHum npomunoKa3aHHsAM 0151 3aCMOCy8dHHs npenapamy
Poaxkyman® (0ue. po30in «IIpomunokasauus»). 2Kinkam penpodykmueHo20 6iKy cid
3acmocosysamu epeKmueHy KoHmMpauenuiro nio uac AiKy8aHHs ma npomsi20m 00H020
Micsaus nicas nikyeanHs. SAKuLo, He38as#caroyu Ha 3anoodixcHi 3axodu, eazimHicmo
GUHUKae y moii nepiod, Koau cinka npuiimae Poakkymau®, abo npomsieom micsaus nicas
3aKiHueHHs mepanii, icHye dydce ee1UKuUll PU3UK MANCKUX Ma ceplio3HUX 8a0 PO38UMKY
nsaoda.

Banu po3BUTKY I1JIofa, ITOB’SI3aHi 3 [Ii€l0 i30TPETUHOIHY, BKJTI0YAlOTh MOPYIIEHHS 3 O0KY IeHTPaIbHOl
HEpBOBOI cucTeMu (rimponedantis, Bafu/aHoMallil pO3BUTKY M0304Ka, Mikporedarnis), Bagyd pO3BUTKY
00JIMYYsi, BOBYA IMallla, aHOMaJlil 30BHIIIHROTO ByXa (BigCyTHICTh 30BHIIIHROTO ByXa, Maluil abo
BifICYTHI{ 30BHIMIHIN CIyX0BUY IPOXif), BaAy PO3BUTKY O4Yer (MikpodTanbMis), aHOMaI1 cepns i
CynuH (KOHOTPYHKAJIbHI Bagu Ceplld, Taki aK TeTpaga ®anno, TpaHCIO3UIIis MariCTpaabHUX CY[UH,
nedeKTU eperopofoK), aHoMaslil TUMyca i mapaiuToOBUAHUX 3a103. KpiM Toro, 30inblIyeThCst pU3uK
MUMOBIJIbHUX BUKH/IHIB.

[Tpu HacTaHHI BariTHOCTI ¥ XKiHKY, SKa IIPOXOOUTH JiKyBaHHS i30TPETUHOIHOM, Teparliio CIif
IIPUNIMHUTY 1 3BePHYTUCS [0 JIiKaps, AKUU Cleliani3yeThCs 1 Ma€e JOCBiT B rany3i
TepaTOoJIOrTii, AJIs OLIHKK CTaHy i KOHCYJIbTAllil.



['ogyBaHHA IPyOamwo.

Yepes BUCOKY HiNOQiIbHICTh i30TPETUHOIHY iCHY€E BeJIMKa iIMOBIPHICTH TOTO, 110 BiH
BUIINAETLCS y TPyAHE MOJIOKO. Yepe3 MoKIKBi M06iuHi epeKTH y IUTUHY, ITOB’g3aHi 3 [Ii€l0
IIpemapaTy Yepe3 rpylHe MOJIOKO, 3aCTOCYBaHHS IIpemnapaTy PoakKyTaH® mpoTUIIOKas3aHe
JXIHKaM y [Iepiof romyBaHHS rpyanio (ouB. po3min «I[IpoTunoka3aHHS»).

QepTUNLHICTD

[30TpPeTHHOIH B TEPANIEBTUYHUX N03aX He BIIJINBA€E Ha KiIbKiCTh, PYX/IUBICTh Ta MOP(OIIOTrito
CIIepMaTO30iMiB i HE CTABUTH IIifl 3arpo3y HopMyBaHHS Ta PO3BUTOK eMOpioHa 3 60Ky
YOJIOBIKiB, 1110 TPHUMMAIOTh i30TPETUHOIH.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aamompaHcnopmom abo iHwumu
MexaHi3mamu.

[Ipenapat PoaKKy'TaH® IIOTEHI[INHO MOXKe BIIJIMBATHU Ha 3[aTHICTh KEPyBaTU TPAHCIOPTHUMH
3aco0aMy Ta iHIIUMY MexXaHi3MaMu.

[IpoTsrom nikyBaHHS Ta PiAKO MIiCJIs HBOTO Y AESKUX MAlli€HTIB CIIOCTEPIragocs 3HUXKEHHS TOCTPOTH
CYTiHKOBOTO 30pYy (muB. po3minu «I[TobiuHi peakuii», «Oco6auBOCTI 3acToCcyBaHHS»). OCKIIbKY ¥
mesiKux oci0 I1i IBUINA BUHKUKAIM PAIITOBO, MAIliEHTaM CIIifl TOBIiTOMUTH PO MOXKIUBICTh BUHUKHEHHS
1iei mpo6ieMu Ta MOMEePEOUTH PO HEOOXimHICTE OyTH 00epeXXHUMU TTPU KEPyBaHHI
aBTOTPAHCIIOPTOM Ta POOOTi 3 iHIIMMK MeXaHi3MaMH.

[yKe pigKo MOBiAOMIAIOCS IIPO BUIIaAKM COHIMBOCTI, 3alaMOPOYEeHHs, TOPYIIeHHs 30py. [1alfieHTiB
CJIif IOTIEPEeUTH, 110 TPY BUHUKHEHHI BKa3aHUX CHMIITOMIB IM He CJIif KEpyBaTH aBTOTPAHCIIOPTOM,
IIPAIIOBATH 3 iHIIMMK MeXaHi3MaMu a00 3aiMaTHCS OisiTbHICTIO, SKa MOXKe HapaxaTH iX abo
0TOYYIOUMX Ha HeOe3IeKy.

Cnocid 3acmocyeaHHss ma do3u.
CmaHdapmHut pexcum 003yBAHHA.

JIikyeaHHA i30mpemuHOiHOM NOBUHEH NPU3HAYamu ma npogodumu aAuwe AiKap, AKul mae 00csio
3aCMOCYBAHHA CUCMEMHUX PemuHoidie 015 AiKYy8AHHA MANCKUX dKHe 1 N08HOH Mipow 06i3HaHull 3
pus3ukamu mepanii pemuHoioamu i Bumoz2amu 00 MOHIMOPUH2y CMAHy nauieHmis.

Kancynu npuiMaroTh mif 9ac 1o 1-2 pa3u Ha [JeHb.

Ilopocai (8karouarouu nidaimkie ma ocib aimHvo20 8iky). JIikyBaHHS cllif po3nmoyuHaty 3 fo3u 0,5
MT/KT Ha f00y. TepaneBTrYHa BiAIOBib Ha i30TPETUHOIH Ta fAesKi mo0iuHi peakil 3amexkaTh Bif
MO3H Ta € Pi3HUMHU Y Pi3HUX MaIlieHTiB. Y 3B’s13KYy 3 UM HeoOXimHa iHAWBimyanbHa KOPEKINis 03U IIif
yac JiKkyBaHHS. Y OinbIIOCTi XBOpUX 03a KONMUBAETLCS Bif 0,5 mo 1 Mr/Kr mMacu Tina Ha mo0y.

IJoBroTprBaja peMicisi Ta 4aCTOTa peUUAUBY OiNbII OB’ A3aHi 3 3arabHOI0 MIPU3HAUYEHOI0
[03010, HiXK i3 TPUBAMICTIO JTiKyBaHHS 4u 1000BOIO N0300. [lOBEEHO, 110 He CIIifl 0YiKyBaTh
NOJaTKOBOI KOPUCTI IPU 3aCTOCYBaHHI KypcoBol go3u Buile 120-150 mr/kr. TpuBamicTs



Tepallii 3a7eKuThb Big 4000BO1 703u. [IJ1sT HOCATHEHHS peMicii 3a3BMYal JOCTATHLO KypCy
JIiKyBaHHA 16-24 TUXKHI.

Y GinbLIOCTi XBOPUX aKHE MOBHICTIO 3HUKAIOTH ITiC/IST OGHOPA30BOTO KypCy HiKyBaHHS. [Ipu
BHPaXXEHOMY PELUOUBI CIIif MPOBECTH IOBTOPHUM KYpC JTiKyBaHHS IIpernapaToM PoakkyTaH®
y Ti#t 3Ke caMilt oOOBiit Ta KypCOBiit 703i, K i mepmuit. OCKiIbKY MOKPAIIyBAaTHCS CTaH MOXe
IIPOTATOM 8 TUXKHIB IIiCNIS 3aKiHYEHHS JIIKyBaHHS, IIOBTOPHUY KYPC CJIifi IpU3HavYaTH He paHille
3aKiHUEHHS 1[bOT0 TEPMIHY.

Ilo3yeaHHsA 8 0cobausux sunadkax.

ITauienmu 3 HUPKOBOI HedocmamHuicmi. XBOPUM i3 TAKKOI0 HUPKOBOIO HEIOCTaTHICTIO JTIKyBaHHS
CJIi[T pO3TIOYMHATH 3 MeHIIol 103U (Hampukiag 10 mMr/oo0y), a mai - 36inpmyBaty o 1 Mr/Kr/moby
abo 70 MaKCuUMaJlbHOI IepeHOCUMOi N03H (AUB. po3ain «OcobIUBOCTI 3aCTOCYBAHHS»).

ITayieHmu 3 HenepeHocumicmio. XBOPUM, V IKUX 3'ABJISIETHCS TAKKa HEIIEPEHOCUMICTh
PEKOMEH0BaHOI 1031, JTiKyBaHHS MOXkKHa IIPOLOBXKYBaTH B HHUXKYil 03i. B TakoMy pa3i TpuBaicTb
Teparil Oyae 0inbIloio, @ pU3UK PELUANBY BUILAM. 3 METOIO JOCATHEHHS MaKCUMaJbHO MOXKJIMBOI
eekTUBHOCTI HEOOXiTHO 3aCTOCOBYBaTH HAWBUIy IEPEHOCUMY HO03Y.

Himu.

PoakKyTaH® He CIIifl 3aCTOCOBYBATH [JIs JIIKYBaHHS akKHe B Ipely0epTaTHUIA epiof], Ipemnapar He
PEKOMeHO0BaHUM AiTAM BiKOM [0 12 pOKiB ¥ 3B'SI3Ky 3 BiICYTHICTIO JaHUX IIOA0 €(EeKTUBHOCTI i
0e3neKu.

Ilepedo3yeanHs.

[30TpeTHHOIH € OXigHUM BiTaMmiHy A. X04a roctpa TOKCUYHICTh i30TPETUHOIHY € HU3BKOIO, ¥
pa3i HeHaBMUCHOT0 TIEPEeN03yBaHHSI MOXYTh 3’ IBUTUCS 03HAKHU TinmepBiTamino3y A. [TposiBu rocTpoi
TOKCUYHOCTI BiTaMiHy A BKJTI0YAOTh TSIXKKWI TOJOBHUIM 6inb, HYOOTY a00 O/10BaHHS, COHJIUBICTS,
I0IPa3NuBicTh, cBePOiK. CUMIITOMYU BHUIIQfKOBOT0 a00 HABMUCHOTO IIepeio3yBaHHs i30TPETHHOIHOM,
MMOBIPHO, MOXKYTh OyTH CX0XKUMHU. LIi cuMniToMu € 000POTHHMHU Ta 3HUKAIOTh 0€3 HeoOXimHOCTI
JIIKyBaHHS.

ITobiuni peakuii.

Hesiki mobiuHi epekTH i30TpeTUHOIHY 3ajexKaTh Bif M03u. 3a3BKUyal Mo0iyHi peakilii MaoTh
000POTHUY XapaKTep IicJg KoperyBaHHS 0o3u a0 BiiMiHU IIpenapary, aje AesiKi MOXKYTb
30epiraTuchk Imics NpUNUHEeHHS AiKyBaHHSI. CUMIITOMaMH, IIPO SIKi HalOibII YacTo
TIOBITOMIISINIOCS TIPU 3aCTOCYBaHHi i30TPETUHOIHY, € CYXiCTh IIKipH, CTU30BUX 000JIOHOK, Y
TOMY YMCIIi Ty0 (XEeHJIiT), HOCOBOI TOPOKHUHY (KPOBOTEUi 3 HOCa), OYel (KOH IOHKTUBIT).

g onucy yacToTu NOOGIYHUX peakilili BUKOPUCTOBYIOTLCS TakKi KaTeropil: Ayxe momupeHi (= 1/10),
nmommupeHi (= 1/100, < 1/10), pigko mommupeni (= 1/10000, < 1/1000), nyxke pigko mommpeHi
(<1/10000) i yacToTa HeBimoMa (He MoxKe OyTH po3paxoBaHa Ha OCHOBI HAsIBHUX aHUX). Y KOXKHIN



TPYII 4aCTOTO0 Ta KJIaCOM CUCTEM OpPTraHiB Mo0iYHi peakllii MpeACcTaBlIeHO Y MOPSIOKY 3MEHIIIeHHS
CEpPHO3HOCTI.

IH@exkuii: gyKe pigKoO MOUIMPEH] - TPaMIO3UTUBHI OaKTepianbHi iH(eKil MKipy Ta CIM30BUX
000JI0HOK.

Po3nadu 3 6oky cucmemu Kposi ma aimpamuyHoi cucmemu: OyzKe IIOLIAPEH] - aHEeMId,
npuckopenHs IIOE, TpoMOOIIUTONEHIST, TPOMOOIMTO3; IOMIKMPEH] - HEUTPOIIEHis; OyXKe PigKo
IOIIKPEHi - TiMbafeHonaTis.

Poznadu 3 6oky imMyHHOT cucmemu: PigKO TOIIUPEH] - anepriuHi peakilii 3 00Ky MIKipH,
aHa(iTaKTUYHI peakllil, peakilil TrinepyyTIuBOCTI.

Po3nadu 0b6miHy peuosuH, memaboaizmy: nyxe pimKo MOIIUPEHi - YKPOBUY miabeT, rinepypukemis.

ITcuxiuHi po3aadu: PiIKO MOMMPEHi - TeIpecisi, IOCUIeHHS [elpecii, CXUIbHICTD 10 arpecii,
TPUBOXKHICTh, 3MiHM HACTPOIO; AyXKe PiAKO MOMKUPEHi - MOPYIIEHHS ITOBEOiHKY, ICUXOTAYHI
po3nagu, CylluaaabHi IyMKH, cClipobu caMory0cTBa, caMOTyOCTBO.

Po3znadu 3 60ky Hepeosoi cucmemu: TIOMIUPEH] - TOJTOBHUM Oifb; MyKe PifKO MOIIMPEHi -
noOposiKiCHa BHYTPIITHbOYEPEIHA TillePTeH3isd, CyJOMHU, COHIUBICTh, 3allaMOPOYEHHS.

Po3nadu 3 60Ky opaaHie 30py: oyxKe MoUKApPeHi - 611e¢papuT, KOH IOHKTUBIT, CYXiCTh 04eH,
IIONpa3HeHHs OYell; AyxXKe PigKo MOLIUPeHi - HeUiTKICTh 30py, KaTapakTa, IOpyLIeHHsS
KOJIbOPOCIIPUUHATTS, HEIIePEHOCUMICTh KOHTAKTHUX JIIH3, IOMYTHIHHS POTiBKY, 3HUXKEHHS I'OCTPOTH
CYTiHKOBOTO 30pY, KepaTuT, HabpsK coCKa 30POBOT0 HepBa (K MPosiB JOOPOSIKiCHOI
BHYTPILIHbOYEPETHOI TinepTensii), GoTodobist, mopyiieHHs 30py.

Po3nadu 3 60Ky opeaHie cayxy ma aabipuHmy: nyxe PifKo MOIIUPEHi - MOPYIIEHHS CIIYXY.

CyduHHi po3saadu: OyXKe PifgKo MOLIMPEHi - BaCKyIiT (HanpUKiaf rpaHyjieMaTo3 BereHnepa,
aJlepriyHuy BacCKyJIiT).

Po3aadu 3 60Ky opaaHie OuxaHHA, 2pyOHOI KaimKu ma cepedoCmiHHA: IO PEHi - HOCOBiI KPOBOTEi,
CyXiCTh y HOCi, Ha30(apHHTIT; AyKe PifKO MoIMpeHi - 6poHX0CMIa3M (0C06IMBO Y IAIiEHTIB 3
aCTMO10), TUCGOHIS.

Poznadu 3 60Ky WAYHKOBO-KUWKO0B020 Mpakmy: OyXKe PifKo MOUIUPeHi - KOJIiT, ineiT, cyXicTh y
ropJii, IUIYHKOBO-KUIIKOBI KPOBOTEYi, reMopariyHa fiapes, 3alajbHi 3aXBOPIOBaHHS
KUIIEYHUKY, HY[I0Ta, MTaHKpeaTUT. TaK0XK MOBIJOMIISAIOCS PO BAMIAOKM TSKKOI fiapel (OuB.
po3main «Ocob6IMBOCTI 3aCTOCYBaHHS»).

TenamobiniapHi po3aadu: oyXKe MOMKUPEH] - MiABUIIEHHS TpaHCaMiHa3 (IUB. PO3Min
«Oco6IMBOCTi 3aCTOCYBaHHA»); OyXKe PigKO MOUINPEH]i - TelaTuT.

Po3aadu 3 60Ky wKipu ma niOwKipHOi KAiMKOBUHU: OyKe MOIMIKUPEH] - XeHUTiT, HePMaTHUT, CyXiCTh
IIKipH, JIOKaJi30BaHe NyIleHHs, cBepOik, epuTeMaTo3He BUCUIIAHHS, TPAaBMAaTUYHICTD IIKipu (PU3UK
YIIKOOKEHb IIPYU TEPTi); PiIKO MOMIMPEHi - ajloelis; OyXKe PifKo MOMMpeHi - GyIbMiHaHTHI hopMu
aKHe, 3aTOCTPeHHs aKHe (TimepeMis akHe), epuTeMa (06IMYYsI), eK3aHTeMa, Po3Jiafu 3 60Ky
BOJIOCCS, TipCyTU3M, OHiXogucTpodis, mapoHixiii, poroceHcubinizailisg, mioreHHa rpaHyiboMa,
rimepnirMeHTalis WKipy, MigBUIlleHa MiTINUBICTh; YaCcTOTa HEBIJOMa - MyIbTU(POPMHA epUTeEMa,



cuaapoM CriBeHca - [IKOHCOHA, TOKCUYHUY elliflepMaibHU{ HEKPOJTi3.

Po3nadu 3 60Ky kicmok, M’s3i8 ma cnoay4HOi MKAHUHU: OyKe MOIIKUPEHi - apTpanris, mianris, 6inb y
criuHi (0co6MMBO y OiTel Ta MiANiTKiB); OyXKe PifKO IMOMKUPEHi - apTPUT, KaTbIUHO3 (KanbIubikalisa
3B’30K Ta CyXOXKUJb), IepefdacHe 3aKpUTTS 30H POCTY emidisiB, eK30CT03, FinepoCcTo3, 3MEHIIEHHS
ITJTBHOCTI KiCTKOBOI TKaHMHY, TEHAWHITH; YaCTOTa HeBimoMa - padmoMiosi3, cakpoieiT.

Po3nadu 3 60Ky HUPOK ma ce4osudinbHOi cucmemu: OyKe PiIKO MOMUPEHi - TTIOMEePYI0HEPPUT;
YacTOTa HeBiIOMa - YPETPUT.

Po3snadu 3 60Ky penpodykmueHoi cucmemu ma 2py0Hoi 3a103u: 4aCTOTa HEBiAOMa - IOPYIIEeHHS
cTaTeBol PyHKIIl, y TOMy YUCJli epeKTHIIbHA OUCOYHKINA Ta 3HUKEHHS JTi0ifo, riHeKoMacTis,
ByJIbBOBariHaJbHa CYXICTb.

3azanvHi po3sadu: OyxKe PiAKO MOLIMPEH] - TpaHyIALid TKaHUHY (MigBUILeHe (OPMyBaHHS),
BTOMa.

JlabopamopHi noKa3HukKu: myKe TOIIMPEeH] - TimepTpUrinepuneMis, 3MeHIIeHHS PiBHS
JIIONPOTEINiB BUCOKOI MIIJIbHOCTI; IOMKPEH] - TinepxojecTepuHeMis, TinepriikeMis, reMaTypid,
IPOTEIHYpid; AyXKe pimko nomupeHi - nigsuieHHsI KOK B KpoBi.

[ToBimoMmeHHs po MOOiYHI peakilil Micis peecTpaliil TiKapchbKoro 3aco0y Ma€e BaXK/IMBe
3HaueHH. Lle mae 3MOry mpoBOAUTYU MOHITOPUHT CIIIBBIAHOIIEHHS KOPUCThL/PUBUK IIPU
3aCTOCYBaHHI IIbOTO JTiKapCchKOro 3aco0y. MemuuHuM Ta hapMalleBTUYHUM IIpalliBHUKAM, a
TaKOXK IanieHTaM a0 IXHIM 3aKOHHUM IIPEeACTaBHUKAM CJIif TOBiOMJIATY IIPO yCi BUNIAOKH
Iigo3pioBaHUX MOOIYHUX peakIliii Ta BiCyTHOCTI e(eKTUBHOCTI JTiKapChKOT0 3aco0y uepes
aBTOMaTHU30BaHy iH(GOPMaLiliHy CUCTeMY 3 (papMaKOHATIAAY 3a IMOCUIaHHSIM:
https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.
30epiratu y HEJOCTYIIHOMY IJISI OiTe# MicIi.

36epiratu nmpu TeMiepaTypi He Buile 25 °C B opuTiHaIbHIM YIAKOBII IS 3aXUCTY Bif BOJIOTH Ta
CBiTIA.

YnakoBka.

10 xancyn o 10 mr a6o 20 mr y 6mictepax 3 [IBX/ITE/TIBIX/donsru amominieBoi abo
[IBX/TIBIX/dbonbru antominieBoi. 3 6/1icTepu B KapTOHHIN KOPOOIIi.



Kareropis Bigmycky.
3a pelemnToM.
BupoOHUK.

@ . Xopdpmann-JIs Pom JIth

Micue3HaxoIKeHHsI BUPOOHHKA Ta HOr0 aJpeca MicCIisi IPOBaKeHHsI Tis/TbHOCTI.
Bypwmicser, 4303 Kaiicepayrcrt, lIBeiinapis

I'pensaxepirpacce 124, 4058 baserns, IlIBeiiiapis



