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PE3IOME IIVIAHY YIIPABJIIHHSA PUBUKAMMU I JIIKAPCBKOI'O 3ACOBY

MMPOCTA3AH-BICTA,
KancyJau 3 MmoaugikoBaHuM BUBIIbHEHHAM, TBepai, 400 Mr
(TamMcy103uHY TiIpOXJIOPHI)

VI.2.1. Orasa enigeMioJiorii 3aXBOprOBaHHS

Iloxka3anns 1o 3acrocyBannsi Nel: JlikyBaHHsI (pyHKLiOHAJBHUX PO3JIaAiB 3 00Ky HMIKHIX
ce4OoBMX LLIAXIB NPH A00posKicHil rinepnasii npocrarm.

JlobOposikicHa rinepruiazis mMpocTaTy — Ie JoOpOosKICHE 30UThIIIEHHS MEPEeIMIXypOBOi 3aJI03H,
sIK€ MPU3BOJUTH JI0 3aBJICHHS CEUIBHMKA 1 JI0 MOPYIIEHHS BIATOKY C€Yl 3 CEYOBOTO MIXYpa BiJ
HE3HAYHOTO 3HIKEHHS NMOTOKY Cedl 10 pO3BUTKY TOCTPOi 3aTPUMKH CEyl.

3axBOPIOBAaHHSI BUHUKAE MEPEBAXKHO Y YOJIOBIKIB BiKOM MoHaja 50 pokiB, MIPpUUIOMY HacToTa
Oro BHHUKHEHHS 30UTBITYETHCS 3 BiKOM. EmigemiosioriydHi JaHi CBiA4aTh, IO O3HAKH HASBHI Y
50% gosoBikiB y Bitti Bix 50 1o 60 pokiB 1y 80-90% uosoBikiB y Birti Bix 70 10 80 pokiB.

3a npanumu IHCcTHTYTY yposorii Ta Hedponorii AMH VkpaiHu 3axBoproBaHICTh Ha
TOOPOSIKICHY TiNepIuia3iro mpocTatu B YKpaiHi ctaHoBUTh 1765,5 Ha 100 Trc. 4onoBikiB, mo B aod-
comoTHHX mHppax mocsrae 1 100 000 xBopux, sKi MOTPEOYIOTH YPOJIOTIYHOTO CIIOCTEPEIKEHHS Ta
JIKYBaHHS.

OcHOBHI (akTOpW PHU3HMKY: BIK XBOPOTO, MOPYIICHHS (YKIIIi A€YOK, ITYKPOBUU iader,
apTepiajbHa TiepTeH31s, NUPO3 MediHku. HarioHaapHa Ta pacoBa MPUHAICKHICTh, CEKCyallbHA
AKTUBHICTh, TATIHHS, 0COOJMBOCTI Xap4uyBaHHS HE MAlOTh MPHHIIMIIOBOTO 3HAYEHHA 5K (pakTopH
PO3BUTKY JOOPOSKICHOT rinepruiasii mpocTaTH.

VI1.2.2. Pe3rome pe3yJsibTaTiB JiKyBaHHS

JocmimkyBaiin €eKTUBHICT, TaMCYJIO3UWHY B 2152 mamieHTiB 4Y0JOBIYOi cTarti > 45 poKiB 3
JTOOPOSKICHOIO TINEPIuIa3ie€lo MEepeaMIXypPOBO1 3aJI03HM, SKUX PO3IUIMIN HAa YOTHUPH TPynu 1
MpU3HAYaIu TaMcyiao3uH Tabnetku mo 400 mr, tamcyno3uH Tadietku no 800 Mr, TamCyJa03UH
karncynu o 400 Mr oauH pa3 Ha AeHb abo rwiamebo (3acid sl MOPIBHSAHHSA, SIKHH HE MICTUTH
JI0Y0i PEYOBHHH, aje IICHUXOJIOTIYHO BIUIMBAE€ Ha IMAIlIEHTA, IO TAMCYJIO3WH € B HAasSBHOCTI)
BIAMOBIMHO a0 rpynu. Tamcyno3un OyB Outbil €(PEKTUBHMM B TOPIBHSAHHI 3 IUTae®o 11070
OKpAIEHHs CUMIITOMIB CEYOBUITYCKAHHS Ta TIOB’SI3aHOT 3 IIUM AKOCTI KUTTA .

JIBa €BpOIEHCHKUX BIIKPUTUX JOBTOTPUBAIUX JOCTIIKEHHS TAMCYJI03UHY, B SIKUX 516 MaiieHTIB 3
87 uentpiB B 10 eBpomneiicbkux KpaiHaX OTPUMYBAIM TaMCYJIO3WH TPUBATICTIO 10 4 pOKIB,
MIPOJIEMOHCTPYBAJIM CTiKy edekTuBHICTb. Bike micns 4 TWKHIB JiKyBaHHS B IUIane0o-
KOHTPOJBOBAHUX JOCIHDKEHHSAX Oyn0 [OCSITHYTO 3MEHIICHHS CHUMITOMIB 3JIaBJICHHS Ta
MO/IPA3HECHHS, MOB’I3aHUX 3 MOOPOSKICHOIO TilepIula3iero mepeamixypoBoi 3amo3u (yTpyaHeHHS
MOYaTKy CEUOBUITYCKaHHS, TOCTAOIeHHS CTPYMEHs cedi, KpamaHHS TICis 3aKiHYeHHS
CEUOBUITYCKAHHSI, BIMYYTTS HEMOBHOTO CIIOPOXKHEHHS CEYOBOTO MiXypa, YacTi TO3UBH JO
CEUOBUITYCKAHHSI, TMO3UBH IO CEYOBUITYCKAaHHS B HIYHMI 4ac, HEBIOKIAJHICTh CEYOBHITYCKAHHS),
AKe NPOTPUMAJIOCh HA TIPOTA3i 4 POKIB JTiKyBaHHS TAMCYJIO3HHOM?.

!Chapple CR, Lorenz J, Mortensen R, et al. Tamsulosin Oral Controlled Absorption System (OCAS) in
patients with lower urinary tract symptoms suggestive of benign prostatic hyperplasia (LUTS/BPH):efficacy
and tolerability in a phase 2b dose-response study. Eur Urol Suppl. 2005a;4:25-32.

2 Schulman, C. C., Lock, T. M. T. W., Buzelin, J. M., Boeminghaus, F., Stephenson, T. P., and Talja, M.
Long-term use of tamsulosin to treat lower urinary tract symptoms/benign prostatic hyperplasia. J.UROL.
2001; 166(4): 1358-1363



ITYP Bepcis 1.1 30.05.2023 3asiBHUK
Mictpan Kenitan Menex:xkMeHT

Jimiren, AHrisa

VI1.2.3. HeBinomi nani moao e)eKTHBHOCTI JiKyBaHHS
3asgBHMK, HAa CHOTOJHIINIHIA JCHb, HE BOJOMAIE IH(POPMAIEI IMOJA0 OC3IEeYHOCTI Ta
epextuBHOCTI 3acrocyBanHs JI3 IPOCTA3AH-BICTA, kancyiu 3 wMoaudikoBaHUM
BUBiJIbHEHHAM, TBepai, 400 mr, a came:
® 3acmocysanns 6 nayicHmMis i3 MANCKOI PopMOI0 HUPKOBOT HeOOCMAMHOCMIL.
e 3acmocysanns 6 dimeu 0o 18 pokis.
e besnexa 3acmocysanns y Jicinok (off-label 3acmocysanns).
3assBHUKOM HE 3allaHOBaHO HOBHUX JOCJIIKEHL IIOJ0 BHUBYEHHS O€3MEeYHOCTI Ta
e(eKTUBHOCTI 3aCTOCYBaHHsS JIIKAPCHKOTO 3ac00y B JaHUX TMOMYJAILISAX. 3acCTEPeKCHHS II0JI0
3aCTOCYBaHHS HaBEJEH1 B IHCTPYKIIIT 711 MEAUYHOTO 3aCTOCYBAHHS.

VI1.2.4. Pe3rome npo0JieM 0e3nmeKu

BAXKJINBI IIEHTU®IKOBAHI PU3UKHU

Pusux IIlo Bizomo IHonepexxeHHs
Vceknagaeas i yac | Y  geskmx — mauniedTtiB, ki | [lamieHT DOBHMHEH MOBIIOMHTH
omneparnii 3 MPUBOAY | IpUIMaIH paHimie abo | Jikaps Mpo MPUHOM TaMCYJIO3UHY
IIAyKOMH a00 KaTapakTH | MPUUMArOTh TAMCYJIO3HMH IIij] 9ac | TIAPOXIOPUAY B MHHYJIOMY a0o
(TaTpaonepaTuBHHIA XIpyprivHoro  BTpy4YaHHS 3 | Ha JAHUHN yac nepen
CHUH/IPOM AaTOHIYHOI 3IHMI | MPUBOAY BUIAJIEHHS KaTapakTH 1 | IUIaHYBAaHHSAM OIepallii 3 MPUBOIY
(IFIS, BapianT CHHIPOMY | IJIAYKOMH Bi[3HAYAJUCh | KaTapakTh abo riaykomMu. Y
3BY)KEHOT 31HHMII])). YCKJIQAHCHHS I Yac 4M TICTs | MaIlieHTIB nepen IUIAHOBOIO

MPOBECHHS TaKO1 OTepartii. omeparriero KaTapakTH 9u
[JIAYyKOMH HE PEKOMEHIYEThCS
MOYaTOK MPHUIOMY TaMCYJIO3UHY
TIAPOXIIOPHUIY.
3HmkeHHa — apTepianibHoro | Tamcynosun poscnabmioe m'si3u | [Ipy mosiBI  mepmmx — O3HaK
TUCKY TMpH Tepefo3yBaHHI | HABKOJO KPOBOHOCHHMX CYAMH 1, | 3HUIKCHHS TUCKY
(OprocratnyHa TiMOTEH31s). | TAKUM YHUHOM, MOJXK€ 3HHU3HTH | (3allaMOpPOYCHHS, C1a0KICTh)
aprepiaibHUN THCK. B OkpeMux | mamieHT Mae  NPUCICTH YU
BUIAJKaX TMPU 3aCTOCYBaHHI | MPUHHATH TOpU30OHTAJIbHE
TaMCYJI03UHY MO>KJIUBE | MOJIOKEHHS 10 3HUKHEHHS
3HIDKEHHS apTeplajibHOTO TUCKY, | BUIIE3raJJaHuX CUMIITOMIB.
0 MOXE€ MPHU3BOAUTU  JIO

BTPAaTH CBIJOMOCTI.

[Topymrenus ITix yac xiiHiYHHUX HOocHimkeHb | [lamieHT N[OBUHEH IMOBIJOMHUTH
ciM'ssBUBEp)KEHHS Ta OoJiroua | Ta B MICIIAPEECTPAIIHOMY | JIIKapsI po po3naau
epeKIis (ITopymienns | mepioni 4acTo Oynu | ciM'sIBUBEp)KEHHST Ta  Oorouy
eSKYIALIT Ta Mpiarizm). MOBIIOMJICHHS ~TIPO  PO3JIAJU | €PEKIIito.

CiM'sIBUBEpPKEHHS.
Cepiio3Hi anepriuni peakuii | Pinko Oynu mosimomienHs npo | [lamieHTn, sKki paHime Maiu

(InmepuyTnuBicTb, B TOMY
qHCIl aHTIOHEBPOTUYHUHN
HaOpsIK Ta CHUHJIPOM
CriBenca-/[>xoHCOHA).

BUHUKHEHHSI HAOPSAKY TNIMOOKHUX
mIapiB MIKIpH, 30KpeMa, HaOpsk
oueil, ry0, ropia, pyK Ta Hir.
Takox  gyxe pigko  Oyau
MOBIIOMJIEHHSI TIPO YTBOPEHHS
MyXHUpIiB Ha CIIN30BUX
000JIOHKax poTa, ropia, OueH,
CTaTeBUX OPTaHiB.

AQHTIOHEBPOTUYHUN HAOpsIK mpH
3aCTOCYBaHHI1 JIIKApChKUX 3aC001B,
HE MOBHHHI npuitMaTi
TaMCYJIO31H.

[Ipy mepumux oO3HaKaX PO3BUTKY
HaOpsIKy Ta BUCHUIAaHb Ha WIKIpI,
CIIIJl HEraifHO MOBITOMHTH JIIKaps
1 He IpuiMaTH Mpemnapar.
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BAXKJIMBI IOTEHIIMHI PU3UKH

Pusuk Illo BitOoMO
[Topy1iieHHs cepLeBOro puTMy B micnsipeectpaniitauii nepio1 0y MOBIJOMIICHHS PO
(pi6pmmsLii mepeacepab, apuTMii, BUITQ/IKH TIOPYILIEHHS CEPLIEBOTO PUTMY.

Taxikapaii Ta TUCITHOE)
B3aemopnist 3 cunibHuUMH iHTiIOITOpamMu | OTHOYACHE 3aCTOCYBAaHHS JIESKUX JIKAPCHKUX 3ac00iB,
CYP3A4 30KpeMa KETOKOHA30JTy, MOXE MPU3BECTU A0 30UIbIICHHS
BILUIMBY TAMCYJIO3UHY T'iAPOXIOPHIY.

BIACYTHS IHOOPMALIA

Puzuk Illo BitOMO

3acToCyBaHHS B MALIEHTIB 13 TSKKOKO | BiICyTH1  KIIHIYHI ~ JOCHUDKEHHS 3  BUKOPUCTaHHS

(hopMOI0 HUPKOBOI HETOCTATHOCTI TaMCYJIO3UHY NAaIlEHTaM 13 TSKKOIO (OPMOIO HUPKOBOL
HEIOCTAaTHOCTI.

3acTtocyBaHH4 B JiTe 10 18 pokiB besneka Ta eeKTUBHICT TAMCYJIO03UHY Y JIITEH MOJIOALIE
18 pokiB HE OIIHIOBAJIACK.

besneka 3actocyBanHs y x1HOK (off- [Ipocra3zan He moka3zaHul A7 3aCTOCYBaHHS y KIHOK.

label 3acrocyBanms)

VI.2.5. Pe3ome 3axo0/iB 3 MiHiMi3anii pu3ukiB 11 K0:KHOI 1po0JieMu 0e3nexku

Jlnst miKapchKOTO 3aco0y € THCTPYKINS I MEIUYHOTO 3aCTOCYBAaHHS, IO MICTHTH 1HGOPMAIIIIO PO
3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y, MpO PU3MKM Ta PEKOMEHAAIil moao ix MiHiMizalii. 3amoOixHI
3aX0H, 10 MICTSATHCS B IIbOMY JIOKYMEHTI, BIZIOMi SIK PYTHHH1 3aX0/H 3 MIHIM13aIlii pU3UKIB.

[leii mikapchbkuit 3aci0 HE Mae CHeliaJbHUX YMOB Ta OOMEKEHHS Il Horo 0e31eYHOro Ta e(peKTUBHOTO
BUKOPHUCTAHHS (JIOJATKOBI 3aX0/I1 3 MIHIMI3aIlll PU3UKY).

VI.2.6. Ilnan micasipeecTpamiiHOro PoO3BHUTKY (3alJIAHOBAHI 3aX0AM Yy MicjasipeecTpaniiitHoMy
nepiozai)
He 3acrocoBano.

VI.2.7. 3BeneHa Tadjuus 3MiH 10 IUIAHY YIPABJIiHHA PU3HKAMM
OCHOBHI 3MIHH B IIJIaH1 YIIPaBJIiHHS PU3HKAMU MTPOTATOM Yacy.

Bepcin Jara IIpo6ema 6e3meknu KomenTap
— [epumii [TYP, 3min He Oyo.
1.0 03.10.2022 3wmiH B mpobiiemax 3 | Ha erami miaroroBkw o0 Mpomenypu IepepeecTpartii
Oe3nexu He OyIo. BHECEHO 3MiHU Ta OHOBJeHHs 10 [1YP.

3MiHH/penakmiiHi TpaBKH BHECEHO B TaKi YaCTUHHU:

e Yacruna 1. 3aransaa indopmartis.

Monmyns CV. llicnspeecTpanidHuii 1OCBiI.
Mogyns CVIIIL. Pe3tome npobinem 3 6e3meku.

e YJACTHUHA 1II. Ilnan 3 ¢apmakonarnsgy (y Tomy
YUCITI TMICIAPEECTpaliiHi JOCTiPKEHHS 3 Oe3IeKH ).

e YACTUHA V. 3axomum 3 MiHIMI3alil pH3UKIB
(BKIIFOYHO 3 OIIIHKOI e(QEeKTUBHOCTI MisIIBHOCTI 3
MiHiIMi3allii pU3UKiB)

e JACTUHA VI. Pestome miaHy ynpaBiiHHS
PHU3UKaMH.

e UACTHUHA VII. Honatkwu.

Honarok 2 3arBepmkeni (mitodi) abo MPOIMOHOBaHI
(sxmmo stikapepkuii(i) 3acido(o0M) HE 3apeecTpOBaHO)
KOPOTKa XapakTepUCTHKa Ha JIKapchbKui 3acio,
IHCTPYKUisl JUIi MEJUYHOI'O 3aCTOCYBAaHHS, JHCTOK-
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BKJIQ/IKA.
Jonatok 12. IHmi cynpoBiiHi/IOMOMIXKHI aHi.
11 30.05.23 3MiH B mpobiemax 3 | 3MiHK/peakuiliHi IpaBKM BHECEHO B TaKi YACTHHU:
Oesmexu He OyIo. e JACTUHA VI. Pestome miaHy ymnpaBiiHHS
pU3UKAMH.

e UACTHUHA VII. Jonatkwu.
Honatok 2 3arBepmkeni (mitoui) abo IpormoHOBaHI
(sxmro smikapepkutii(i) 3acio(00M) HE 3apeeECTPOBAHO)
KOpOTKa XapakTepUCTHKa Ha JiKapchbKui 3acio,
IHCTPYKIliSL ISl MEAMYHOI'O 3aCTOCYBaHHS, JIMCTOK-
BKJIQJIKA.




