COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 02.12.2024 N= 26613

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

[Tenecrep, 5 Mr, TabIETKH, MOKPHITHIC IJIEHOYHONH 000I0UKON

2. KAUYECTBEHHBINA M KOJJMYECTBEHHbBII COCTAB

JeticTBytolee BemecTBo: (huHACTEPU/T

Kaxxnast Tabierka comepkut 5 Mr uHACTepUA.

BcnomoratenbHbie BellecTBa, HaJUYME KOTOPBIX HAJAO0 YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOT'O
mpernapara: JJakTo3bl MOHOTUApAT (cM. pazzaen 4.4).

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBEIEH B pa3jedie 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTK, MOKPHITHIC INICHOYHOU 000JI0YKOM.
Kpyriibie, JBOSKOBBITYKJIbIC TaOJETKU CBETJIO-)KEITOrO I[BETA, IOKPBITHIC IUICHOYHOU

000JI0YKOH.

4. KIMHUYECKUE JAHHBIE
4.1. lloka3zanusi K NPUMEHEHUI0
[Ipenapar [lenectep nmokasaH K IPUMEHEHUIO Y MyX4MH cTapuie 18 ser:
e Jleuenue u mpodUIIAKTUKA JOOPOKAYECTBEHHON THUNEPIUIa3UU MPEACTATEIIbHON JKee3bl
(AI'TEK) ¢ uensio:
— CHHWXEHHS PHCKA OCTPOH 33aI€PKKU MOYH;
— CHIDKEHHE PUCKA HEOOXOIMMOCTH MPOBEACHUS XHPYPTUUECKHX BMEIIATEILCTB, B
TOM 4YHCIIe TPaHCYpeTpalbHOM pe3ekuuu mpenctarenbHoit xene3bl (TYPIDK) u
MPOCTATIKTOMHH Y TALIMEHTOB C YMEPEHHBIMU U TskenbIMU cuMmntoMamu (' TDK.

e JledyeHrne C LENbI0 YMEHBIICHHsS PAa3MEPOB YBEIMYECHHOW IIPEICTATEIIBHOW JKEIEe3bl,
YIIYUIIEHUS MOYEHUCITYCKAHUSI M1 YMEHBIIEHHS BBIPAKEHHOCTH CUMIITOMOB, CBSI3aHHBIX C
JI'TDK (06BeM npejicTaTenbHOI sKene3s npuMepHo 40 cm® u Gonee).

e B coueraHnu ¢ JOKCA303MHOM [IJII CHUIKEHHSI PHUCKAa MPOTPECCHUPOBAHUS CUMIITOMOB,

cBs3aHHbIX ¢ I TIK.

4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NPUMEHEHHUA

Pexum go3upoBaHus

B suoe monomepanuu

[To 1 TabGnerke, MOKPHITOM MIEHOYHOW 000104YKOM, 1 pa3 B CyTKH.
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B suoe xombunuposannoti mepanuu ¢ 00KCazo3uHoM

ITenectep: 1 Tabierka, HOKpbITas INIEHOYHOM 0001049KOM, 1 pa3 B CyTKHu.

Jlokcazo3uH:

Henensa 1: 1 Mr gokca3o3uHa B CyTKH.

Henensa 2: 2 Mr gokca3o3uHa B CyTKH.

Henens 3: 4 mr nokca3zo3uHa B CyTKH.

C nenenu 4: 4 Mr niu 8 Mr J0KCa303MHa B CyTKHU.

TutpoBaHue 103bl TOKCA303MHA HE MEHEE YeM 10 4 MI B CYTKH HEOOXOJMUMO JJisi 3HAUMMOTO
CHIDKEHUS pucka kirHndeckoro nporpeccupoBanus I TDK (uccnenoanne MTOPS, cm. pazaen
5.1).

JTMTeIhHOCTD TepaIuy ONpeeIseT Bpay.

Oco0bIe I'pYIHIIBI NAIIMCHTOB

Tayuenmsi noscunozo eospacma
Koppekuus no3el He TpeOyeTcs, XOTs (hapMaKOKHHETHYECKHE MCCIIEIOBAHUS YKA3bIBAIOT HA TO,
YTO BEIBe/ICHHE (DMHACTEpH/IA Y TTAITUEHTOB cTapiie 70 JIeT He3HAYUTEIbHO CHUYKACTCS.
Tayuenmsi ¢ Hapywenuem GyHKyuy novex
B ¢dapmakoknHeTHYECKMX HCCIEIOBAHUIX YCTAHOBJIEHO, YTO KOPPEKIUs J03bl HE Tpedyercs,
ecin kmpenc kpeatunnnHa (KK) mpesbimaer 9 mm/mun/1,73 M2, MadOpMaus o IpHMEHEHHH
¢buHacTepuaa y MalueHToB, KOTOPHIM TpeOyeTcs Juaiun3, OTCYTCTBYET.
Tlayuenmsi ¢ HapyweHnuem yuKyuy neveHu
Her xkiIMHWYECKHMX [aHHBIX O NPUMEHEHUM I[Ipernapata y TMAalUeHTOB C IEYEHOYHOU
HEJ0CTaTOYHOCTHIO.

eTH
[IpemapaTr mnpoTHBONMOKa3aH [UIsl TpuMeHeHUs y neTeil. besomacHocth u 3()PeKTUBHOCTH
npuMeHeHus (puHacTepuaa y AeTeld He YCTaHOBIICHBI.

Criocob nnpuMeHeHus

[nst mpuema BHYTpb, HE3aBUCUMO OT MPHUEMA THUILH.

4.3. IIporuBONOKa3aHUA
e [unepuyyBCTBUTENHHOCTH K (PMHACTEPUIY HIIU K JIFOOOMY U3 BCIIOMOTATEIbHBIX BEIIECTB,
MepEYMCIICHHbIX B pazzaene 6.1;
o [IpumeHeHUe y )KEHIINH,

e Bospact g0 18 ner.

4.4. OcoOble yka3aHHMsl 1 Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

HpenapaT CICAYCT IIPUMCHSATH C OCTOPOKHOCTBIO MALITUCHTAM C OOJIBIIIMM 00BEMOM OCTATOYHOMU
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MOYM W/WIM CYUIECTBEHHO CHM)KEHHOM CKOPOCTBIO '%%&1%%;%“H¥Mﬁén¥ﬁ I:l,gl:g.];!}'.ll(HBI

peryiasipHo HaOMIOAATBCS BpauoOM HA MPEIMET BBIABICHHS OOCTPYKTHBHOM YpOMATHH).
HeobOxonumo cobmroaarh OCTOPOKHOCTh IIPU IPUMEHEHUM IIpernapata y MalMeHTOB C
IICYCHOYHOM HEAOCTAaTOYHOCTBIO, TaK KakK BIMSHUE II€YCHOYHOM HENOCTAaTOYHOCTH Ha
(bapMaKOKUHETUKY (UHACTEPUIA HE U3Y4aJIOCh.

YkazaHus O6H.[CFO XapakxkTepa

Jleuenne npenapatoM llenectep cieayeT Ha3HAYATh NOCIIE KOHCYJIBTAI[MH ypPOJIOTa.

Jlo Hayasna jgedeHusi He0OOXO0AUMO UCKITFOUUTH OOCTPYKITUIO BCIICICTBIE THITEPILIA3UHU TPEX OJICH
NPEICTATEIIbHOM KEIIE3bL.

Bo wu30exxanue OOCTPYKTHBHBIX OCIOKHEHUH HEOOXOIMMO OCYIIECTBISTh TIIATEIHHOE
HAOJIO/IEHUE 33 TAIMeHTaMu ¢ OOJIbIIUM OOBEMOM OCTATOYHON MOYM W/HIIM 3HAYUTEIBHO
3aTpyJHEHHBIM ModeucnyckanueM. CreayeT ydYuThIBaTh BO3MOXKHOCTb BO3HUKHOBEHUS
HEOOXOJIMMOCTH B XUPYPrHYECKOM BMEIIATEIIBCTBE.

H3MmeHeHHnE HaCTpOCHHUA U ACTIPECCHUA

VY HEKOTOpBIX MAalMeHTOB, MPUHUMAIONINX (pUHACTEpHI B 03¢ 5 MT, OBUIM OTMEUYEHBI CIIydau
U3MEHEHHs HACTPOEHUs, BKIIIOYas JENpeccHi0 M CyuuuiaibHble HaMmepeHus. HeoOxomumo
MOHHMTOPHUPOBATH MOSBICHHUE IICUXONATOJIOTHYECKON CUMIITOMATHKY, [P €€ TIOSBJICHUU CIEAYET
HaIIPaBUTH MTALIMEHTA Ha KOHCYJIbTALMIO K CIEIIUAINCTY.

Biusamne Ha vpoBeHs mnpocrar-crnermbuyeckoro antureHa (IICA) W OWMarHOCTHKY paka

IPEACTATEIHLHOM KEJIE3hI

Jlo HacTosIIIero BpeMeH: He JoKa3aHbl KIIMHUYECKUE TMPEenMYIIecTBa MpUMEHeHus (puHacTepuaa
y TAOMEHTOB C pPAaKOM TMPEJCTATEeIbHOW JKejie3bl. B KOHTPOIUMPYEMBIX KIMHUYECKUX
uccienoBanusax y nanueHtoB ¢ JI'TDK u nmoBeimenno konnentpanueit [ICA B mia3me KpoBu
MPOBOAMIICS MOHUTOPUHT coxaepkanus I[ICA u pe3ynbTaToB HCCIeNOBaHUI Ouorcuu
MpeAcTaTeNIbHOM JKene3bl. J[M3allH AaHHBIX HcclieqoBaHUK ¢ ywyactueM nanueHtoB c¢ JI'TDK
HE MpelyCMaTpUBaJ BBISIBIICHUE PAa3IMYMi B 4aCTOTE paka MpeAcTaTeIbHOM Keyne3bl. B JaHHbIX
uccienoBanusx ¢ yuactueM nanuentoB ¢ JJI'TDK ycranosneHo, uto npumMeHeHue puHacTepuia B
J103€ 5 MI' HE U3MEHSET YaCTOTY BBISIBJIICHHS paKa IIPEACTAaTEIbHON XKENE3bl, a 3HAUMMBIX Pa3Indui
B o0mieil 3a00leBaeMOCTH DPAKOM TNPEACTATENBbHOM Kele3bl Yy NaIlMeHTOB, MPUHUMABIINX
¢dbuHacTepu B 103€ 5 MI' UJIH IJ1a11e00, He 0OHAPYKEHO.

Ilepen HauvamoMm Jje4yeHWs W TEPUOJAMYECKH B TIpolecce Tepanuu mnpemnaparoMm lleHecrep
PEKOMEHAYETCS MPOBOJAUTH MaIbLEBOE HCCIEIOBAHUE MPAMON KHUILIKKA U MPUMEHSTH JIpPyTrHe
METO/Ibl IMAarHOCTUKH paka nmpeacrarenbHol xxenesbl. Onpenenenue [ICA B mia3Me KpoBU Takxke
WCTIONIb3YETCS ISl BBIABJICHUS paKa MPeACTaTeIbHOM *Keme3bl. B 11eom, nexoiHast KOHIEHTpalus

[ICA Bpime 10 HI/MJI TOBOPUT O HEOOXOJUMOCTH JaJbHEHIIEro OOCIEeIOBaHMS IMAIMEHTa U
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HE00X0IMMO 00pATUTHCS K Bpady C LEIbI0 MPOBEACHUS JAITBHEUIIETO 00CIe0BaHUs. Y MY KUNH
¢ AI'TDK nHopmanbHble 3HaueHus: [ICA He MO3BOJSIIOT UCKIIOYUTH PaK MPEACTATENbHON KEe3bl,
He3aBUCUMO OT JieueHus: puHactepunom. Mcxonnas kormnenTpanus [ICA Hmke 4 HI/MI Takke
HE UCKIII0YAeT pakK MPEACTaTeIbHON KEJE3bl.

JIroboe coxpanstomnieecs ypenuieHne konnentpamuu [ICA y manueHToB, NoTyJdaronux JIeUeHUe
dbuHACTepUIOM, TPEOYET TIIATEIBHOTO OOCIECIOBAHUS TSI BBISCHEHUS IIPUYHHBI, KOTOPast MOKET
3aKJII0YATHCS TAKXKE B HECOOJIOICHUH PeXXUMa IpueMa rpernapaTta. DuHacTepu/] CyIeCTBEHHO HE
camkaer nponeHT cBobdoaHoro IICA (otHomenue cBobomunoro I[ICA x oOmemy). JlaHHBIN
MOKa3aTelib OCTAETCS IOCTOSHHBIM Ja)Ke TI0J] BIWMSHUEM Tipuema mpenapara. Ecmu s
JTUATHOCTHKU paka TMPeJICTaTeIbHOM JKele3bl HCIONb3yeTcs mpomeHT cBobomanoro IICA,
KOPPEKIIMs 3HAYCHHUH TAaHHOT'O TTOKa3aTelsi HeoOs3aTelIbHA.

BiausHue Ha pe3yabTaThl HaGODaTODHLIX HCCIEIOBAHUM

Bruanue na konyenmpayuro [1CA

Konnentpanus IICA B chIBOpOTKE KpOBU KOPPEIHMPYET C BO3pAacCTOM MalMEHTa U 00bEMOM
IpEeCTaTeNIbHON Kele3bl, a 00beM MpeCTaTeNbHON JKele3bl, B CBOIO OYepelb, KOPPEIUPYET C
Bo3pacToM rmnaunueHta. [Ipu oueHke pe3ynpTaToB JabopaTopHbix uccienoBanuit [ICA
HEOOXOIMMO YYHUTHIBaTh, YTO Yy WAIMEHTOB, IONYyYalOUIMX (HUHACTEPUA B 03¢ S5 M,
koHueHTpauus [ICA B mina3me KpoBu cHuXkaeTcs npuMepHo Ha 50%. Y 00ibIIMHCTBA NAllUEHTOB
B T€UEHHUE MEPBbIX MECALEB TEPAallMK OTMedaeTcs ObicTpoe cHukeHne KoHueHTpauuu [ICA c ee
nocienywomeil crabunuzanueit Ha HoBoM  ypoBHe. Konuentpamus [ICA, xortopas
YCTaHABIIMBAETCS MOCJE Tepanuu (pUHACTEPHIOM, IPUMEPHO B 2 paza Huxke KoHueHTpauuu [ICA
10 Hauana JiedeHus. Takum oOpa3oMm, y MalMeHTOB, MOJIy4arolmuXx (uHacTepus B 103€ 5 MI B
TedeHue 6 MecsueB wiu Oonee, kKoHueHtpauuto [ICA crnenyer ynBauBaTh NPU CPAaBHEHHH C
HOPMaJIbHBIMH 3HAQUEHUSIMHM JIaHHOTO TOKas3aTedsl Yy MY)KUMH, HE NOJIy4aBIIUX JIEUCHHE.
Cumxenue konueHTpauuu [ICA nmporHo3upyercst BO BCeM J1Maria3oHe 3Hau€HUM, XOTs OHO MOKET
BapbUPOBATHCS y OTACIBHBIX NMalMeHToB. B xone ananu3a ganHbix o koHueHTpanuu [ICA Gosnee
yeM y 3000 manueHToB, IPUHUMABIINX Y4acTHE B YETBIPEXJIETHEM JIBOIHOM clernoM Ianebo-
KOHTPOJMPYEMOM HMCCIIEI0OBAHUU JOITOCPOUHOM 3(pPeKTUBHOCTH 1 Ge30MacHOCTH (pUHAcCTepuaa
(PLESS), nonreep:k/ieHO, YTO y HNAllMEHTOB, MOTyYaromuX (PUHACTEPU]T B J03€ 5 MI' B TeUeHue 6
MecsieB unu oonee, konentpamuio [ICA cremyer yaBauBaTh Npu CpaBHEHUU C HOPMAIbHBIMU
3HAYEHUSMHU JIaHHOTO TOKa3aTesl y MYX4YWH, HE MNOJy4aBIIUX JedeHue. J[aHHas mompaBka
MO3BOJISIET COXPAaHUTh UYYBCTBUTENBHOCTh W crneuupuyHocts ananmuza [ICA, a Taxke ero

CIIOCOOHOCTD BEISBIISTE pak Hpe}ICTaTeHBHOﬁ KCEJIE3BbI.
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Pakx MoJI04HOM JKene3bl Y MYKUUH

B xone xIMHMYECKMX HCCIEAOBAHUMN, a TAKKE€ B TEUEHHUE IOCTPETMCTPALIMOHHOIO MEpHoja y
MYKYMH, TPUHUMAIOLINX (UHACTEPUI, OB OTMEUEHBI CIydanu paka MOJIOUHOM xkeJe3bl. Bpauu
JOJIKHBI HHCTPYKTHUPOBATh CBOMX MAI[MEHTOB O HEOOXOAMMOCTH HE3aMeIJIUTENbHO COO0IIaTh O
JIO0BIX WM3MEHEHMSIX TKAaHM MOJIOYHOM Kelle3bl, TAaKUX KaK IMOsBJICHHE YIUIOTHEHHH, O0Jib,
TMHEKOMACTHS UM BBIIEJICHUS U3 COCKOB.

HaL[I/IeHTLI C HApYIHICHUCM (bVHKI_[I/II/I INCUYCHU

Brnusinue neueHouHOM HEJOCTATOUHOCTH Ha (hapMaKOKMHETHKY (pUHAcTepuIa He U3yYalld.

BcnoMorarebHEIC BEIECTBA

Jlakmo3sa
[Tpemapat [lenectep comepKUT JTaKTO3bI MOHOTHAPAT. JlaHHBIN Mpenapar He cleAyeT MPUMEHSTh
MaldeHTaM ¢ PEIKUMH  HACJICICTBEHHBIMH  COCTOSIHUSIMH,  COIPOBOXKIAFOIIMMUCS
HEMEePEHOCUMOCTBIO TaJaKTO3bI, JACPHUIIMTOM JIAKTa3bl WJIM CHHJIPOMOM TJIIOKO30-TaJlaKTO3HOM
MaJIbabCcopOIHH.

eTu
[Ipenapar Ilenectep mpoTUBOMOKa3aH K MPUMEHEHHUIO Yy AeTeil. besomacHocth u 3 pekTHBHOCTH

IMPUMCHCHHA (I)I/IHaCTepI/II[a y ,Z[eTeﬁ HC YCTAHOBJICHBI.

4.5. B3amMmopeiicTBMe ¢ JIPYTHMH JIEKAPCTBEHHBIMHM MpenapaTtaMH H JApyrue BH/IbI
B3aMMO/ el CTBHA

KnuHuyeckn 3HaYMMOro B3aMMOJIEHCTBHS C JPYTMMH IIperapaTaMd BBISBIEHO HE ObLIO.
@dunactepus MeTabOMU3UpPYETCS MNPEUMYILIECTBEHHO ¢ ydactueM u3zodpepmenta CYP3A4
cuctembl nutoxpoma P450, He oka3biBasi CyIIECTBEHHOT'O BIMSIHUS Ha (DYHKIMIO 3TOM CUCTEMBI.
XoTs puck BiMsiHUS (puHacTepua Ha (apMaKOKMHETHKY JPYTMX MpEernapaTroB OLEHUBAETCS Kak
HEBBICOKHH, CYIIECTBYET BEPOSATHOCTh TOTO, YTO MHTUOMTOPHI MM UHAYKTOPBI H30(pepMEHTa
CYP3A4 cucrembl muroxpoma P450 OyayT oxa3piBaTh BO3J€HCTBHE Ha IJIa3MEHHYIO
KOHIeHTpauuio punacrepua. Tem He MeHee, yUUThIBasi UMEIOIIKECS JaHHbIE IO 0€30IacHOCTH,
MPEJICTaBISIETCS] MaJOBEPOSITHBIM, YTO MOBBIIEHHE KOHLEHTpaluu (uHACTEpUJa B IJIa3Me
KPOBH, CBSI3aHHO€ C COIYTCTBYIOLUIMM IPHUMEHEHHEM TaKUX WHIHOMTOPOB, OylIeT HMETh
KJIMHUYecKoe 3HaueHue. He ObUIO BBIABICHO KIMHMYECKH 3HAUYMMBIX B3aUMOCWCTBUI NpHU
KOMOMHMpPOBAaHHOM  TNPUMEHEHMH  (HUHACTepUAa C  MPOMPAHOJOJIOM,  JIUTOKCHHOM,

rIHOCHKIaMUI0M, BaphapuHoM, TEOPUTMHOM U (EHA30HOM.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD W JAKTALUS

HpenapaT HCHCCTep HC IMOKAa3aH IJId NPUMCHCHUS Y KCHIIIUH.
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bepemeHHOCTD

[Ipumenenue npenapara [leHecTep NpoTUBONOKA3aHO B MEPUOA OEPEMEHHOCTH M JKCHIIMHAM C
COXPAaHEHHBIM PEMPOAYKTUBHBIM IOTCHIIMAIOM. B CBSI3W CO CIIOCOOHOCTHIO WHTHOUTOPOB
5-ambda peaykrasel |l Tuma momaBIATH MpeBpalieHUE TECTOCTEPOHA B JIMTHUIPOTECTOCTEPOH
(AI'T), mannble cpeacTBa, B TOM 4Hcie GUHACTEPUI, MPU MPUMEHEHHH Y OCPEMEHHBIX MOIYT
BBI3BIBATH AHOMAJIUU PA3BUTUSI HAPY>KHBIX MOJIOBBIX OPTaHOB y IIOJOB MY>KCKOTO MOJIa.
JlakTanms

JlanHbIX 00 3KCKpenuu (uHAacTepua C TPy IHBIM MOJIOKOM HET.

DepTUILHOCTE

JKenmmHaMm ¢ J€TOPOJHBIM TOTEHIMAIOM U OEpPEeMEHHBIM, HAXOJISAIIMMCS B TPYIIE pPHUCKA,
0COOEHHO CpeiHEMY MEAMIIMHCKOMY ITEPCOHAITY, CIIEAYeT N30eraTh KOHTaKTa C MOBPEXACHHBIMU
tabnerkamu Tnpenapata [leHecTep B CBS3M € BEpOATHOCTHIO abOcopOuuu (uHacrepuma u
MOTEHIMATIBLHBIM PUCKOM JUIS 111012 My>KcKoro noia. [Ipenapar [Tenecrep Boimyckaercs B popme
Ta0JIETOK, MOKPBITHIX IICHOYHOU 000JI0UKOM, KOTOpas MPEA0TBPAIAST KOHTAKT C JCHCTBYIOIIUM
BEIIECTBOM IIPU COXPAHEHHUH €€ LIETOCTHOCTH.

HeOounbime konuyectBa (puHacTepuia ObUTH OOHAPY)KEHBI B CIIEPME MALMEHTOB, MOJTYYaBIINX
dbunactepus B Ao3e 5 mr/cyT. JlaHHble O pa3BUTUU HEOIArompusaTHBIX 3()QexToB y MIoaa
MY>KCKOTO TT0JIa TIPH TIOJIOBBIX KOHTAKTaX OCPEeMEHHOM JKEHIIMHBI W IMallMeHTa, TOIyJaroniero
dunacTepu, 6€3 UCTIOIB30BaHUS OapbePHBIX METOJOB KOHTPALICIIIUN OTCYTCTBYIOT. [lanmenram,
noJyvyarmuM Tpenapar [leHecTep, pPEKOMEHIYETCs WCIOJb30BaTh OapbhbepHBIC METOJbBI
KOHTpALICTIIIUU TPHU TMOJIOBBIX KOHTAaKTaX C JKEHIIMHAMH C JETOPOJHBIM TOTEHIHMAIOM U

OEpEeMEHHBIMH.

4.7. BausiHue HA CIHOCOOHOCThH YupaBJisiTb TPAHCHIOPTHBIMHU CpEACTBaAMHU H paﬁoTaTb C
MEXaHU3MaMHU
I[aHHBIX 0 He6HaFOHpI/I5{THOM BJIMAHUN TIpCIiapara HCHCCTep Ha CIIOCOOHOCTH YHOpaBJIATb

TPAHCIIOPTHBIMU CPEACTBAMU U PabOTATh C MEXaHU3MAMHU HET.

4.8. HexkesaTelbHbIe peakiuu

Pesrome mpoduiist 6e3onacHoOCTH

Haubosee yacTbIMH HeXXeNIaTeIbHBIMU PEAKIUSAMU SBISIFOTCS UMIIOTEHIINS M CHUKEHUE TUOUIO.
B OonpmMHCTBE ciyyaeB yKa3aHHbBIE HEKeNaTeIbHbIE pPEeaklMu BO3HUKAJIM B Hauaje Kypca
JICYECHUS U Pa3pelagInuch NPy NPOAOKEHUY JICUECHHUS.

Tabauunoe pE3IOME HEXKENaTeIbHBIX PEaKIINI

HexenarensHbie pCaKknru, 3apCruCTpupoOBaHHBIC BO BPCM KIIMHUYCCKUX HCCIIeI0BaHUM W/WIIH B

XO0€ MOCTPETUCTPALITMOHHOT'O IIPUMCHCHU A, paCIPEACICHBI 10 CUCTEMHO-OPraHHbIM KJIaCcCaM U C

6
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gacto (>1/10), wacto (>1/100, Ho <1/10), HewacTo (>1/1000, vHo <1/100), penko (>1/10000, HO
<1/1000), ouens peako (<1/10000), gacTora Hen3BecTHa (HA OCHOBAHWUU MMEIOIIUXCS JaHHBIX
OLICHUTh HEBO3MOJXKHO).

YacToTy HEeXeNaTeNbHBIX peakiMid, 3aperHCTPUPOBAHHBIX B XOJ€ MOCTPETHCTPAIHOHHOIO

IMPUMCHCHUA, OICHUTH HCBO3MOKHO, ITOCKOJIBKY OHH ITOJIYYCHBI U3 CIIOHTAHHBIX COO6IJ.[€HI/II7L

CucremMHO-opranHbii kiaace | Yacrora HeskenarenbHble peakunu
MedDRA
Hapymienuss co  CTOpOHBI | yacToTa peaKiuu TUNEepYyBCTBUTEIBHOCTH, TaKue
UMMYHHON CHCTEMBbI HEU3BECTHA | KaK AHTMOHEBPOTUYECKHI OTeK (BKIOYas
OTEK ry0, s3bIKa, IIIeU U JIUIA)
[lcuxuyeckue HapyuIeHUs 4acTo CHUKEHUE JTUOUI0
4acToTa JIeTIpeccusi, CHIDKCHHE JHMOUA0, KOTOpOe
HEU3BECTHA | COXPAHAETCS IMOCIe MPEeKpalleHusl Teparuu,
TpeBora
Hapymienuss co  CTOpOHBI | yacToTa OllyIlIeHUE cepIeOneHus
cepaua HEU3BECTHA
Hapymennss co  cTopoHBl | yacToTa MOBBIIICHHE  AKTHBHOCTH  IEYEHOYHBIX
MIEYCHU W JKEITYCBBIBOMSAIINX | HEM3BECTHA | (DEPMECHTOB
nyTen
Hapymienuss co  CTOpOHBI | HEYACTO CBITIb
KOH U MTOJKOXKHBIX TKaHeW | wacTtora 3y[, KpalluBHUIIA
HEU3BeCTHa
Hapymiennss co  CTOpPOHBI | 4acTo UMITOTEHIIUS
PENpOAYKTUBHOM CHUCTEMBI M | HEYACTO HapylIeHUe  JSKYJISIUU,  OOJE3HEHHAs
MOJIOYHBIX KeJe3 YYBCTBUTEIBHOCTh ~ MOJIOYHBIX  JKEIE3,
TMHEKOMaCTHUs
Takxe cooOmanoch 00 OTAENBHBIX CIydasx
BBIJICJICHUI U3 TPYIHBIX KEJ€3 U CBSI3aHHBIX
C TMHEKOMACTHEH YIIIOTHEHUSX B 0OJIACTH
MOJIOYHBIX JKeJie3, KOTOPbIE y OTACIbHBIX
MAlUEHTOB VAN XUPYPTUUECKUM ITYTEM.
4acToTa TECTUKYJIApHAss  0OJb,  TeMaToCIepMHus,
HEU3BECTHA | CeKCyalbHas AuCPyHKUMS (IpEeKTUIbHAS
TUCOHYHKIUS U HAPYIICHUS DAKYISAIHH),
KOTOpasi COXpPaHSAETCs IMOCIe MpEeKpalieHHs
JIedeHUs, My)KCKoe Oecruioguwe  W/wiu
CHIDKEHHE KaueCTBa CEMEHHOM JKUIKOCTH
[Tocne otMensl (QuHACTEpHIA KAYECTBO
CEMEHHOHW >KHJIKOCTH TMPUXOJIUII0O B HOPMY
WJTU yJTy4qIIaa0Ch.
JlaboparopHsble U | 4acTo yMEHbIIIEHHE 00beMa IAKYIISATA
MHCTPYMEHTAJIbHbIC JaHHBIE
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Kpome TOro, B Xole KIMHHUYECKUX HCCICTOBAHUI ﬂ M%paﬁﬁ&'ﬁ%ro I/I'MG'HCHI/IH

3aperucTpUpOBaHA CIEAYIONIAas HEXelaTelbHasi Peaklus: paKk MOJIOYHOW JKele3bl Y MYKYMH
(cm. paznen 4.4.).

Ipu kombuHuUpoBanHol mepanuu ¢ OOKCA303UHOM

Crnenyromiue HEXeNaTeNIbHbIE PEaKIMA PETUCTPUPOBANM dalie, Korma mpenapar [lenectep
MPUMEHSIUTH B KOMOMHAIIMU C IOKCA303MHOM (0JIOKaTOpoM alib(da-aapeHOperenTOpOB): aCTeHUs
16,8% (mname6o 7,1%), oprocrarndeckas runotensus 17,8% (mnamedo 8,0%), ToIoOBOKpyKEeHUE
23,2% (mnauedo 8,1%) u Hapymenus sskyisiuuu 14,1% (miaunedo 2,3%).

Brusanue na pesynrsmamol 1a00pamopHbix UCCie008aHUll

[Ipu omenke pe3ynpTaToB J1abopatopHbIx uccienoBanuii [ICA HE0OXOAMMO YYHUTHIBATBH, YTO Y
MAIUEHTOB, Moyydarmux ¢uHacrepua, konieHTpauus [ICA B 1uia3mMe KpOBH CHHIKACTCS

npumepHo Ha 50% (cm. pasgen 4.4.).

COO6H.I€HI/IH 0 IMOJ03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxxHo coo0mmIaTe 0 mo103peBaeMbIX HEXEIaTeIbHBIX PEAKIUIX TOCIIE PErHCTPALlMH Iperapara ¢
LEIbI0 O0O0ECIEUYECHHS] HENPEPhIBHOIO MOHUTOPHUHTA COOTHOIICHHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOTO TMpernapara. MeaIuuHCKUM pabOTHUKAM PEKOMEHIYeTCs COOOIaTh O JF0OBIX
[IOJ03PEBAEMBIX HEXKEJIATENbHBIX PEAKLMAX JICKAPCTBEHHOT'O IIperapara yepe3 HalUOHAJIBHBIE
CHUCTEMBI COOOIIEHUSI O HEXENATeNbHBIX PEAKIHUAX TocyaapcTB-wieHOB EBpasuiickoro

9KOHOMHUYECCKOI'o COro3a.

Poccuiickasa ®edepayus

OdenepanpHas cayk0a 1o Haa30py B cdepe 3apaBooxpanenus (Poc3apasHaazop)
109012, r. Mockga, CnaBsiHcKas 1iomaas, a. 4, ctp. 1

Temn.: +7 800 550 99 03

1. mouta: pharm@roszdravnadzor.gov.ru

Caiit B nH(GOPMAIIMOHHO-TEIEKOMMYHUKAITMOHHON ceTu «HTepHeT»:

https://www.roszdravnadzor.gov.ru

Pecnybnuxa Kaszaxcman

PI'TI Ha IIXB «HaunoHanpHbIM HEHTP IKCHEPTU3BI JEKAPCTBEHHBIX CPEACTB U MEAULIMHCKUX
uznenuit» Komurera MeAMIMHCKOTO U (apMaleBTHUUECKOro KOHTpoJsi MUHHCTEpCTBa
3napaBooxpaHenus Pecriyonmmku Kazaxcran

010000, r. Acrana, paiion baiikonsip, yi. A. UmanoBa, 13 (b1l «Hypcaynet 2»)

Ten.: +7 (7172) 235-135

On. noura: pdlc@dari.kz

Caiit B HHpOpMalIMOHHO-TEJIEKOMMYHUKaIMOHHON cetu « HTepHe™: https://www.ndda.kz
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(NOCNEQCBATENEHOCTE 0003)

4.9. Ilepeno3upoBka

CHMITOMBI

VY nanueHToB, moxy4aBmux GUHACTEPU OAHOKPATHO B 103ax 10 400 MT 1 MHOTOKPATHO B J103aX
10 80 MT' B CYyTKH B TCUCHHE 3 MECSAIICB, HEXKEIATEIbHBIX PEaKIIUi He HAOI0JaIOCh.

JleueHue

[Tepeno3upoBka npemnaparom [lenecrep He TpeOyeT CEHATBHOTO JICYCHUS.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCcKHe CBOiiCcTBA

dapMakoTepareBTHYECKas TPYIINA; CPEICTBA, IPUMEHSIEMbIC B YPOJIOTHH; CPEACTBA JUIS JICUCHUS
NOOPOKAYECTBEHHON THUIEPIIa3UHM TPEACTATeIbHON JKeJe3bl; HHTHOUTOPBI TECTOCTEPOH-5-

anb(a-peayKTasbl.

Kon ATX: G04CB01

Mexanusm aeiicteus U hapMmakonuHamuueckue 3O deKTol

JAI'TDK BcTpeuaercs y OoibIIMHCTBA MYKYMH crapuie 50 jer, mpudeM ¢ BO3pacToM ee
pacnpoCTpaHEHHOCTh NoBbIIAaeTcA. [lo  MaHHBIM  SMHAEMHOJOTMYECKMX  HCCIICJOBAHMM,
YBEJIMUYEHUE NPEICTATEIbHON JKEIe3bl aCCOLMUPOBAHO C TPEXKPATHBIM IOBBIIIEHHEM pHCKa
3aIep’)KKM MOYM M HEOOXOJMMOCTH IPOBEACHUS YPOJIOTMUECKUX OINepauui. Y MyX4YHH C
YBEJIMUEHUEM IIPEICTATEIBbHOM JK€JI€3bl BEPOSTHOCTh BOSHUKHOBEHHSI YMEPEHHBIX WIIN TAKEIIBIX
YPOJIOTHUECKHUX CUMIITOMOB MJIM CHUKEHHS CKOPOCTH MOTOKA MOYM TAaK)K€ B TP pa3a BBIILIE, YEM
Yy MY>YHH C HOpMAJIbHBIMHU pa3MepaMu MpPeACcTaTeIbHOM JKee3bl.

HopmanbHbiii poct mpoctatel M ee yBenwueHue, a Takxke pasButue JI'TIK oOycrnoBieHs
nevcrteuem JI'T, KOTOpBIA ABJIAETCS CUJIBHBIM aHAPOI€HOM. T€CTOCTEPOH, KOTOPBIU
CeKpeTUpyeTcs SMYKaMu U HaJlo4eyHUKaMHu, ObIcTpo Metabonusupyercs B JII'T mox neiictBuem
S-anb(a peayktasbl Il Tuma, rnaBHBIM 00pa3oM, B MPEACTATEIHHOM KeJe3e, eYeHu U Koxe. B
atux TKaHAx JI'T cBsA3bIBaeTcs ¢ COOTBETCTBYIOIIMMHU DPELENTOPaMU B KJIETOYHOM SJpE, 4TO
oOycrnoBnuBaet pazsurue 3¢dexron JII'T.

JeiicTByromum BemecTBoM Impenapara Ilenecrep sBnsercs (uHACTepUa — KOHKYpPEHTHBIH
MHTHOUTOp 4YenmoBeueckor S-ambda penykrasbl Il Tuma, ¢ KOTOpoil OH MeasieHHO o0pa3yer
CTaOUIBHBIM (epMeHTHBIH KoMIUIeKc. Jlerpagamuss 3TOro KOMILIEKCAa IPOUCXOJUT OYeHb
MenieHHO (t%2 coctaBiisier okosio 30 naHeit). B uccnenoBanusx in Vvitro u in Vivo mokasaHo, 4TO
duHacTepu ABnseTCA cenn(puIeckuM HHrHouTopoM S-anbda penykrassl I Tuna, He nmeromuM
CpPOACTBa K pelentopaM anaporeHoB. Ilpu omHokpaTHOM mpueme (uHacTepuga B 103€ 5 Mr
HabOmoaeTcst ObicTpoe cHIKeHue KouueHTpauuu JII'T B miasme KpoBH; MHUHHUMAaIbHas
KOHIIEHTpalus jocturaercs yepe3 8§ 4. HecMoTpst Ha TO, YTO KOHIEHTpalus (UHACTepUaa B
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II1a3Me KpoBH 3MeHseTcs, Konuenrpauus 1T B nna3M'eQ<|1;|0:B;l%@féI b OEOR & Teeue

24 4. Takum o0Opa3om, mpsMas KOPpEJAIus Mex1y KoHIeHTpauusaMmu ¢unactepuaa u JII'T B
I1a3Me KPOBU OTCYTCTBYET.

B knmuHM4eckom uccinenoBanun y nanuentoB ¢ JAI'TDK, monyuyaBmux dbuHacTepua B A03€ 5 Mr
eXeJIHEBHO B TeueHHe 4-X JeT, Habmo1anock cHmkenne konentpanuu JI'T npumepno Ha 70%,
4TO OBLIO CBA3aHO CO CPEAHUM YMEHBIIEHHEM 00beMa MPOCTaThl 10 JaHHBIM TPAHCPEKTAIHHOTO
V31 npumepno Ha 20% (MenuanHoe 3HaueHue). Kpome toro, yposens IICA Ttaxke cHuszuics
npuMepHO Ha 50% 1o CpaBHEHUIO C MCXOJHBIM 3HAYCHUEM. DTO CBUAETEIBCTBYET O pErpeccuu
pOCTa SMUTENHANBHBIX KIETOK IpEeACTaTeIbHON XKene3bl. B KIMHMYECKMX HCCIIeIOBaHUIX
cHrkeHue KoHueHntpauuu JII'T u ymenpienue pasmepoB runepIuiasupoBaHHON IIPEACTATEIbHON
kKeye3bl HapsAxy co CcHuwkeHueM KoHueHTpauuu IICA coxpaHsuiuch B XOJA€ JIEUEHUS
HOPOJOJDKUTENBHOCTBIO 10 4-X JeT. B 3Tux wuccieoBaHusX HaOMIOAAIM yBEIUYEHUE
KOHIIEHTpALUH TecTocTepoHa npuMepHo Ha 10-20%; Takum 00pa3oM, OHa OCTaBaiack B Ipeaeaax
($uU3HOIOrNYECKO HOPMBI.

VY manueHToB, mosydaBmux GpuHactepu B Teuenue 7-10 qHel 10 mpocTaTIKTOMUU, 0OHAPYIKEHO
cHkeHue KoHueHTpauuu JII'T B TkaHum npezacraTenbHOW sxene3bl npumepHo Ha 80%. Y
HEKOTOPBIX TMAllMEHTOB KOHLIEHTPALUsl TECTOCTEpPOHA B TKAaHM IPEJICTATEIbHON JKele3bl
yBenuuuBaiach B 10 pa3 no cpaBHEHHIO C UCXOHBIM YPOBHEM.

Konnentpanus JI'T Bo3Bpamaiach K MCXOJHOMY YPOBHIO MPUMEPHO Yepe3 2 HENEeIu Iociie
npeKpalleHus npuema GuHacTepuaa B TeueHue 14 nueil. Y nanueHTo, Noiny4aBImnx GUHaCTEpHL
B T€UeHUe 3-X MecsleB, 00beM MpeacTaTeIbHON kKele3bl yMeHbInancs npumepHo Ha 20%, a 3atem
YBEJIMYUBAJICS J10 UCXOJIHBIX 3HAUEHUI MPUMEPHO uepe3 3 MecsIa Mocie OKOHYaHUS JIeUEHUsI.

B mane6o-KOHTpOIMpYyEeMBbIX HUCCIEOBaHMSIX (QUHACTEPUA HE BIUSUI Ha KOHLEHTPALUIO
THJIPOKOPTU30HA, 3CTPaJHoia, MpojakTHHA, TUpeoTpomHoro ropmoHa (TTI) m Tupokcuna.
KnuHnyeckn 3Ha4MMOro BIMSHHS Ha JIMOUAHBIA NMpoduib Mmia3Mbl KpOBH (YpOBEHb OOILEro
XOJIECTEpUHA, XOJIECTEPUHA JIMIIONPOTENHOB HU3KOM IIOTHOCTHU, XOJECTEPUHA JIMIIONPOTEUHOB
BBICOKOM IJIOTHOCTH M TPUIVIMLEPHUIOB) WIM Ha MHUHEpPaJIbHYIO IUIOTHOCTH KOCTHOM TKaHU
HE 00Hapy»XeHO. Y MalMeHTOoB, NMOJIyYaBIIUX (pUHACTEpH L B TeueHHe 12 MecsleB, KOHIEHTpalus
moTenHusupytomiero ropmona (JII) wu  dommukynoctumynupytomiero ropmona (®CT)
yBenuumiach npumepHo Ha 15% u 9% cootBercTBeHHO. KOHIIEHTpalusi yka3aHHbIX TOPMOHOB
ocTaBaiach B mpenenax pusunonorudaeckoit Hopmbl. Konnentparuu JII' u @CT, BeIACTIEMBIX O
JeCTBUEM T'OHAJI0TPONUH-PUIM3HUHT-TOPMOHA, HE W3MEHSUIMCH; TaKUM O00pa3oM, HapylIeHHS
(GYHKIMU TUTIOTANIaMO-THUIO(U3aPHO-TOHAIHON OCH HE IPOUCXOAMIIO.

Jlns oueHKH crepMorpaMMbl 3740pOBbIE JOOPOBOJIBLIBI MOAyYald (pUHACTEPHUI B J103€ 5 MI B

TeueHue 24 HEICIIb. Kimandeckn 3HAaYMMOro BIWSHUS Ha KOHICHTPAIUIO, MOJABUKHOCTH U
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MOP(OJIOTHIO CIIEPMAaTO30UI0B, a Takke pH criepMer HérB_éHal%Ee}%“ﬁ'EQEﬂ&& l;ﬁe';li;,%}!éﬂne

o0beMa d4KyniTa B cpenHeM Ha 0,6 MJI ¢ COMYTCTBYIOIIMM CHIM)KEHHEM OOIIEro KOJUYECTBa
CIEpPMAaTO30MI0B B JsKyjsATe. JlaHHBIE W3MEHEHHUs OCTaBIUCh B IIpeleNax HOPMbI U
BO3BPAILAJIMCH K UCXOJHBIM 3HAYEHHSIM TI0CIIE IPEKPAILCHUS TEPAIIHH.

Cuuraercs, uro unactepun uHruoupyer merabonusm C19- u C21-cTepousioB U TOJABISAET
AaKTUBHOCTh TMEYCHOYHOH M nepudepuueckort S-anbda penykrassl 11 Tuma. Taxke oOHapykeHO
3HAUUMO€ CHIKEHHME KoHUeHTpauuu wmertabosnutoB I'T, anapocreHauona TIIIOKypoHUAA U
aHAPOCTEPOHA TJIIOKYPOHMJIA, B CHIBOPOTKE KpoBU. llogoOHOE H3MEHEHHE KOHIEHTpALUuu
MeTaboIUTOB HAOIIOAeTCs Y JIMII C HACIEICTBEHHBIM AeQUIIMTOM S-anbda pexykrassl I Tuna. ¥
JIAHHBIX ITAIIMEHTOB BBIABJIAIOT 3HAYMMO HM3KHE ypoBHU JII'T M ymMeHbLIEHUE IIPEACTATEIBHON
kenespl. Y Hux He passuBaercs I'TDK, npu poxxaeHMH OTME4aroTcs YpPOIE€HUTAJIbHBIE
M3MEHEHHUS, a TaKKe BO3HUKAIOT OTKJIOHEHMs] OMOXMMHUYECKHUX IMOKazareneil. B ocrtampHOM
nebunut S-anbda penykrtazpl Il Tuma HE COMPOBOXKAAETCS KIMHUYECKH 3HAYMMBIMU
MOCIIEAACTBUSIMH.

Pe3ynbTaThl ucclieOBaHMM, ONMMCAHHBIX HUXKE, CBUJCTENILCTBYIOT O CHUKEHMM PHCKa OCTPOU
3aJIep>)KKH MOYM M HEOOXOIMMOCTH XHPYPTUYECKHX BMEIIATENIbCTB, OOJErYeHUH CHUMITOMOB,
ceszannbIxX ¢ JAI'TDK, yBenuueHnn MakcUMalbHOM CKOPOCTH MOTOKA MOYHU U YMEHbBIIIEHUU 00beMa
IPECTATEILHOM KeJe3bl U TIO3BOJISIFOT MPEIIOI0KHUTh, YTO TEpanus GUHACTEPUIOM B 103€ 5 MT
ocra”aBiuBaeT nporpeccuposanue JI'TDK y My 4uH ¢ yBenInyeHueM IpeacTaTeIbHON KEJIE3bl.
[lepBoHayanbHOE M3ydeHUE Tepanuu (GpuHAcTEpUAOM (5 MI/CyT) y MAalMEHTOB C CUMIOTOMaMU
JAI'TDK n yBenuueHueM NnpencTaTebHON JKEJe3bl, BBIABICHHBIM TP MaIbLIEBOM HCCIEIOBAHUN
OpSIMOM  KHUIIKH, MPOBOJAWIM B XOJ€ JBYX IUIAl€00-KOHTPOIMPYEMBIX PAHIOMH3UPOBAHHBIX
IBOMHBIX cienbix ucciaenoBanuit 1l ¢as3sl nmpoagomkuTeTbHOCTEIO 1 TOT M COOTBETCTBYIOIIMX
ISATUIETHUX OTKPBITBIX UCCIIEJOBAHMUSX NPOAODKEHUS Tepanuu. Ileproasl OTKpEITOro JIeueHus
JUINTENILHOCTBIO 5 j1eT 3aBepiumin 234 u3 536 nanneHToB, KOTOpbIE B IBOWHBIX CIEMBIX EpUOJIax
OBUTM pPaHIOMU3HPOBAHBI U1l TOJy4YeHHs (QuHacTepuna (5 Mr/cyT); OIEHKY IPOBOJIWIN Ha
OCHOBaHUU JaHHBIX 3THX 234 manuenToB. KoneunbiMu ToukaMu 3()(PEKTUBHOCTU OBUTN OIICHKA
CHUMIITOMOB, MaKCUMaJIbHasi CKOPOCTh MIOTOKA MOYH U 00BEM MTPECTATEIBHOM KeNe3bl.

Kpome Toro, sddextuBHOCT, U 0O€30MacCHOCTh (HUHACTEpUIA B J03€ S5 MI H3y4aldd B
JOJITOCPOYHOM  YETHIPEXJIETHEM  JBOMHOM  CJEMOM  PaHJIOMH3MPOBAHHOM  Iulanebo-
KOHTpOJINpyeMoM MHororieHTpoBoM uccienoBanuu (PLESS). B aTom uccrnenoBanuu oreHnBamu
BiIMsHUE Tepanuu ¢uHactepunoMm (5 wr/cyt) Ha cumnromsl JI'TDK wu  ypomornyeckue
ocnoxHeHus, csazannble ¢ JJI'TDK (Heo6xo1uMocTh MPOBEACHUS XUPYPIrHUECKIX BMEIIATEIbCTB,
HampuMep, TpaHCypeTpalibHOW pe3ekuuu mnpeacrareabHoi  xene3sl (TYPIDK)  wm

MPOCTATIKTOMHHM, WJIM OCTpas 3aJepkka MouH, TpeOyromas karerepusamnuu). Bcero 3040
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ManueHToB (Bo3pacT: 45-78 15er) ¢ yMepeHHBIMU I/IHIQ I%&Q%&%HJMH&&MLJ ﬁFTlI'!)K u

YBEJIIMUEHUEM IIPEICTATENBHON JKENE3bl, BBIABICHHBIM IPU NaAJbLEBOM HCCIEJOBAaHUM MPSIMOU
KUIIKH, ObUTH PaHIOMU3UPOBAHbI IS JeueHus puHactepunoM (n=1524) nnu iane6o (n=1516);
nanaple 3016 manmueHTOB OBUIM TPUTOAHBI I OLICHKW. UYeThIpexJieTHee HCCIEeI0OBaHUE
3apepmmian 1883 manmenta (1000 mamuenToB B rpynne ¢puHactepuaa u 883 manyeHTa B rpyIine
iane6o). B naHHOM Hccae10BaHNN TakKe M3ydald BIUsSHHE (UHACTEpHIA HA MAKCHUMAIbHYIO
CKOpPOCTh TIOTOKA MOYH M 00BEM MPENICTATEIBHOM KeNe3bl.

Bausnue ma ocmpyro  3adepicky Mmouu U HeoOXOOUMOCMb NPOBEOeHUs XUPYPSUHLECKUX
eMeuamenbcme

B uetsipexnernem uccnenosanuu PLESS xupypruueckoe BMemaTenbCTBO WM KaTeTepU3alus B
CBSI3U C OCTPOH 3a7Iep>KKOH MOUM ObUTM TipoBeneHbl y 13,2% nanueHnToB, Mody4yaBIIuX miamneoo,
u'y 6,6% malreHToB, Moay4aBIINX (UHACTEPHUI B 103€ 5 MT, UTO CBUJIETEIBCTBYET O CHIKEHUU
o0mIero pucka XUPYpPruyecKoro BMEIIATEeNbCTBA WM OCTPOM 3alepKKHM MOYHM IpU MpUEMe
¢bunacrepuaa B 1o3e 5 mr B reuenue 4 et Ha 51%. [Ipu npueme ¢punacrepuaa B 103€ 5 MI puck
XUPYPrU4eCKuX BMeEIaTeNbcTB cHU3WICA Ha 55% (10,1% B rpynme miane6o u 4,6% B rpyrie
dbuHacTepuaa B 103€ 5 Mr), a pUCK OCTPOU 3a/Iep:KKH Mo4YH — Ha 57% (6,6% B rpymnmne mianedo u
2,8% B rpymnne ¢unHactepuga B go3e 5 mr). CHUXKEHHE pUCKAa OOHAPYKEHO Jaxe B XOJe
NEPBOHAYAJILHOTO HAOIIOACHMS ITTMTEbHOCTHIO YETHIPE MECSIIIAa U COXPAaHSUIOCh Ha NMPOTSKEHUU
BCEr0 YETHIPEXJIETHErO MepHoja ucciaeaoBanus. B tabiuie npencraBieHbl CBOJIHbBIE JaHHBIE O
YacTOTE U CHUYKCHUH PHCKA YPOJIOTUYECKUX OCIIOKHEHUH BO BpPEMs UCCIICIOBAHMUS.

Tadaunma. Yacrora ypoJOrH4ecKMX OCJOKHEHHH W CHUJKEHHE PHCKAa NpH IpueMme

¢puHacTepuaa B 103e S Mr B TeyeHue 4 jer

Jons nanueHToB, %

Yposornyeckue 0CJI0KHEHUA IInane6o ®unacrepun S mr | CHHKeHHE
pHCKa
(n=1503) (n=1513)

XHpYpruuecKoe BMEIATENbCTBO WIIN 13,2% 6,6% 51%*
ocTpas 33JepKKa MOYH

XUpypruuecKkoe BMEIaTeIbCTBO™ * 10,1% 4,6% 55%*
TYPIDK 8,3% 4,2% 49%*
OcTpas 3aJ1ep>KKa MOYH 6,6% 2,8% 57%*
*p <0,001;

**Xupyprudeckue BMeIIaTeNIbCTBa, IpoBeAeHHbIe B cBsizu ¢ AT TDK.

Brusanue na oyenky cumnmomos

B nByx nccnenoBanusx Il ¢assr anmutenbHOCTHIO |1 TOJT CHI)KEHUE CPEIHEH OLIEHKU CUMIITOMOB
10 CPaBHEHHIO C UCXOJHBIM YPOBHEM HAOIIOAANH YKe Ha 2-i Helene. B naHHBIX ucclieJoBaHUSIX

3HAYUMOE YJIyYIlIEHUE OLIEHKH CUMIITOMOB 110 CPaBHEHMIO C TUIale0o Habonamm yxe uepe3 7 u
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10 wmecsieB. B HEKOTOPBIX chaydasx YJIyYLICHHE ': %Ele;rgﬁﬂ'%ﬁgﬁﬂléﬁ{;& TE‘mmTo'Fl K "MOB

INPOMCXOIWIO OYEHb PaHO, OJHAKO OOBIYHO OnarompusTHbIE 3(h(eKTh (uHACTEpHIA C TOYKU
3peHHsl YIy4IIEeHHUs] OLEHKHM CUMIITOMOB HAOIIOJalU Mocje Meproja JICUCHUs UIUTEIbHOCTHIO
6 mecsieB. CHmkenue BeipaxkeHHOCTH cuMiitomoB JII'TDK coxpansiiocs B TedeHue nepBoro roja
UCCJICIOBAaHUN U MSTUIIETHUX UCCIIEI0BAaHUN IIPOJIOJIKEHUS TEPaIHH.

B uerwsipexnernem ucciaenoBanun PLESS npunanm yuacthe nanueHTbl ¢ yYMEPEHHBIMU U
TSDKETIBIMU CUMIITOMaMH Ha MCXOJHOM YpOBHE (B cpeqHeM okoso 15 GamnoB no mkane ot 0 10
34). Y nanueHToB B rpynmne ¢puHacTepuja B 03€ 5 MI, HOJTy4aBIIUX JIEUYCHUE Ha MPOTSHKEHUU
BCEr0 MCCIIEZI0BAaHMs, OLIEHKAa CUMIITOMOB ylydliuiach Ha 3,3 Gaiuia, a B rpynine Iuianedo — Ha
1,3 6amna (p <0,001). Yinyumienue oeHKd CUMIITOMOB y MAI[MEHTOB, TOIYYaBIINX (PHHACTEPU B
03¢ 5 Mr, HaOMoJaId Jake B TEYEHHE IEPBOrO rojia JICYCHHUS, U OHO COXPAHSIOCH J0
3aBEpILICHMSI UCCIIEI0BaHM. Y HEKOTOPBIX NAllMEHTOB, MT0JIyYaBIIMX [1a1e00, TaKKe HaOI01anu
yJIy4llIeHHE OLIEHKU CUMIITOMOB, OJIHAKO BIOCJIEICTBUM OTMeUanu ee yxyaumenue. Haubonbiee
YJIy4llIEHUE OLIEHKH CHMIITOMOB B OCHOBHOM BBISBJSUIM Yy HAIMEHTOB C YMEPEHHBIMH WU
TSKEJIBIMU CUMIITOMaMH Ha UCXOJHOM YpPOBHE.

Bruanue na maxcumanvbmylo ckopocms nomoKa Moyu

B aByx unccnenoBanusx Il ¢assl piaurenbHOCTbIO 1 roJ 3HAUUMOE YBEIMUYEHHE MaKCUMAaJIbHON
CKOPOCTH IIOTOKa MOYH 10 CPAaBHEHUIO C UCXOJHBIM YPOBHEM HaOJI0JaIu yKe Ha 2-i1 Hexene. B
JAHHBIX HCCIIEIOBAaHUSAX 3HAYMMOE YBEIMYEHHE MAKCHUMAaJIbHOM CKOPOCTH IMOTOKa MOYM MpHU
npueMme (puHacTepuaa Mo CpaBHEHHUIO ¢ manedo Habmonanu Ha 4 U 7 mecsuax. 1ot dhdexT
COXPAHSIICS B TEUEHHUE IIEPBOT0 I'0/1a UCCIEOBAaHUM U MATWIETHUX UCCIIEI0OBAaHUH MPOIOIKEHUS
TEparnuu.

B uetsipexsiernem uccnenosanuu PLESS npu npueme ¢unactepuaa B J03€ 5 Mr 3HaYMMOE
YBEJIMYEHUE MAaKCUMAIIbLHONW CKOPOCTH MTOTOKA MOYH 110 CPAaBHEHUIO ¢ M1ane0o Halmroamm ¢ 4-ro
Mecsna. [laHHoe pasnuuue COXpaHsAJIOCh Ha MNPOTSDKEHUM BCEro MccienoBaHusd. B Havane
HCCIIEIOBaHMS CPEIHSAS MaKCUMallbHas CKOPOCTh IMOTOKa MOYM B O0EMX TIpyIIax JeuyeHus
coctaBuna okosio 11 mu/cek. YV manueHTOB, MOJYYaBIIMX JIEYEHHWE HA HPOTSKEHUM BCETO
UCCIIEIOBaHMS, Y KOTOPBIX OBLIM MPUTOJHBIE JUISl OLIEHKH JaHHbIE O CKOPOCTH MOTOKA MOYH, IPU
npueme puHacTepuIa B 103€ 5 MI MaKCHUMallbHasi CKOPOCTb IIOTOKA MOYH YBEJIMUMIIACh B CPEAHEM
Ha 1,9 mi/c, a mpu npueme mianedo — Ha 0,2 mir/c.

Brnuanue na o6vem npedcmamenvHoli dicenesul

B nByx uccnenoBanusx 11 ¢a3el nurenbHOCThIO 1 TOA cpeAHU 00bEM MpeICTaTEeNbHOM KeNe3bl
HAa UCXOJHOM ypoBHe cocTaBmi 40-50 cm®. B 060MX HCCIENOBAHMAX 3HAYMMOE YMEHBIICHHE
o0Bbema mpeJicTaTeNbHOM Kele3bl (Kak M0 CPaBHEHUIO C ICXO/IHBIM YPOBHEM, TaK U 110 CPABHEHHIO

¢ mranebo) ObuUT0 OOHApy)KEeHO YK€ B XO0J€ TNEPBOHAYAIBHOTO IepuoAa HaOMIOACHUS
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JUTUTEIBHOCTBIO 3 Mecsta. DToT 3G (EKT COXpaHsics B '@%M@%@&B@ghy ﬁclcge_i[cllazlxlﬂlp'lﬁ u

ISATUIETHUX UCCIIEN0BAHUN MPOIOJKEHUS TEPAIIUU.

B uetbipexsiernem uccnenoanuu PLESS B noarpynne nanueHToB (n=284) €XXeroiHO OLICHUBAIN
00BeM MpeicTaTeNIbHOM AKelle3bl [0 JaHHBIM MarHUTHO-PE30HAHCHOM ToOMOrpadguu. Y NaiueHToB,
MoJTy4aBIIUX (PMHACTEPU]I B 103€ 5 MT, ObUIO 0OHAPYKEHO YMEHbIIIEHUE 00beMa MpeicTaTeIbHON
xKene3bl (Kak M0 CPaBHEHUIO C HMCXOJHBIM YPOBHEM, TaK WM IO CPaBHEHHIO C IUIanebo) Ha
IPOTSKEHUM BCETO YETBIPEXJIETHEr0 Inepuoaa wuccienoBanus. Cpenau NauMEeHTOB B ATOM
MOJArpYyNIe, MOJyYaBIIMX JICUEHUE B TEUYEHHE BCEro IEpHOJa MCCIEIOBaHUSA, MPU IMpUEMe
duHAcTepuaa B 103€ 5 M 06BEM IpeJICTaTeNbHOI jKeNe3bl yMenbmmica Ha 17,9% (¢ 55,9 cm® Ha
HCXOJHOM ypoBHE 110 45,8 cM° uepes 4 roja), a IpH IpHeMe miane6o 06beM MpeacTaTeIbHOIM
ene3sl yenmumics Ha 14,1% (¢ 51,3 em® 10 58,5 em®) (p <0,001).

Obvem npedcmamenvbHOU Jcele3vl 8 Kauecmae NPOSHOCMUYECKo20 (hakmopa ycnexa jleyeHus
Metaananu3 7 HBOWHBIX CIIEMBIX IUIal€00-KOHTPOJIUPYEMBIX HCCIEAOBAHUN ITUTEIBHOCTHIO
1 ron ¢ comocraBuMbIM Au3aiiHOM ¢ ydactreMm 4491 nanumenta ¢ cumnromamu JI'TDK mokasan,
YTO B rpymnme (uHacTepHUa B 103€ 5 MI' CTEIIEHb YIYUIICHHUS OI[CHKH CHUMITOMOB M YBEJIWYCHUS
MaKCHMaJIbHOW CKOPOCTH MOTOKAa MOYH Oblia 0oJiee BBIPAXKEHHOH y MAllMEHTOB C YBEITUYECHHOMN
TIpe/ICTaTeNbHOI xKele30i (mpuMepHo ot 40 cm®).

Bruanue na xaunuueckoe npoepeccupoeanue JITDK  (kombunuposannas mepanus ¢
00KCA303UHOM)

Uccnenosanne MTOPS (Medical Therapy of Prostatic Symptoms) — paBoiiHoe ciemnoe
PaHIOMHU3UPOBAHHOE IIAle00-KOHTPOJIUPYEMOE MHOTOLIEHTPOBOE MCCIEIOBAHUE CO CpeaHel
IPOJOKUTEIBLHOCTBIO B TeueHue 5 jer ¢ ydactueM 3047 myxuuH ¢ cumnromamu JI'TDK,
KOTOpBIE€ OBbUIM PaHIOMH3UPOBAHBI Ul NOJyUeHUs: puHacTepuaa B 1o3e 5 mr/cyT (n=768), unu
JIOKCa303MHa B J103aX 4 win 8 Mr/cyT (n=756), unu koMOMHaIuu puHacTepuaa B 103€ 5 MI/cyT U
JoKca303uHa B 103ax 4 win 8 mMr/cyTt (n=786), unu manebo (n=737).

Jo3y nokca303rHa yBEIUYMBAIH €KEHEIEIBHO 1Mo cieayromen cxeme: 1 mr, 2 mr, 4 mr u 8 mr. K
MOCIEAYIOIEMY YYacTHIO B MCCIEIOBAaHUHU JIOMYCKAJIUCh TOJBKO TE€ MAalUEHThl, KOTOpPbIE
NEPEHOCWIN 03y 4 MI WK 8 M.

[lepBuyHONl KOHEYHOM TOYKOM OBIJIO BpeMs OT PpaHAOMHU3AIMHU 10 KIMHUYECKOTO
nporpeccupoBanus JI'TDK, ompenensemoe Kak TMOsBICHHE JIOO0OTO W3 CIEAYIONIMX TISATH
COOBITHI: TTOATBEPkACHHOE YBEJIUYEHHE OIICHKH CHUMITOMOB Ha >4 Oaiia, ocTpas 3aiepikka
MOYHM, IMOYEUHAass HEIOCTAaTOYHOCTh, cBs3aHHas ¢ JI'TDDK (moBeilieHHe ypOBHSI KpeaTHMHHHA),
peLUIMBUPYIOIIME HH(EKIIUU MOUYEBBIBOAIIMX MyTEH MM YPOCEIICUC, HEAEp)KaHUE MOYH.

[Tpu npueme uHacTepua, T0KCA303MHA UM UX KOMOMHAIIMHN HAOII0Ja)Id 3HAYMMO€E CHU)KEHUE

pucka knuHu4deckoro nporpeccupoBanusa JII'TIXK mo cpaBrenuto ¢ mmare6o. [Ipu nmpoBenenun
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KOMOWHHPOBAHHOM TEparMy CTEIIEHb CHIKCHH S| PHCKA KJHH%Q%FO%%F&EH&BGBEEH%HMX

ObL1a O0JIee BEIPAXEHHOM, YeM IPU MOHOTEpanuu (PMHACTEPUIOM HIIH IOKCA303MHOM. 3HAYUMBIX
pa3IuYMii MEXy MOHOTEpanuei GUHACTEPUIOM U JOKCA303MHOM HE BBISIBICHO.

pyaue knunuueckue ucciedos8anus

B cemmiieTHem miiane00-KOHTPOIMPYEMOM UCCIIEIOBAaHUH C ydacTHeM 18882 310pOBBIX MY>KUYWH
(=55 ner) ¢ OTCYTCTBMEM CUMITOMOB IIpU NAJIbLIEBOM HCCIEIOBAHUU MPSIMONH KHUILIKH M
koHuentpanueit [ICA <3,0 ar/mn U1t ananu3a ObUTH JOCTYIIHBI JaHHbBIE MyHKIIMOHHON Ononcuu
npeacraresbHou xemne3bl 9060 MyK4uH, Cpeld KOTOPBIX pak MPeICTATeIbHOM KeJe3bl BhISBICH
y 803 myxuun (18,4%), nonyuaBmux ¢unacrepun B no3e 5 mr, u 'y 1147 myxuun (24,4%),
MOJyYaBIIUX 1a1e0o.

B rpynne manmeHTOB, MOTy4YaBIIUX (PUHACTEPUA B 103€ 5 MT, paK MPeICTaTeIbHOM JKeJe3bl ¢
orieHkoi mo mkane ['mucona 7-10 GaiioB Mo JaHHBIM MyHKIIMOHHON Ouorcuu oOHapyX eH y
280 myxuuH (6,4%), a B rpyne miane6o —y 237 myxuuH (5,1%). Pe3ynbraTsl JOMOJTHUTEIBHOTO
aHaiu3a CBUJIETEIBCTBYIOT 0 TOM, 4TO yBEJIUYEHUE pacnpoCcTpaHEHHOCTU
HU3K0AU (D (HepeHIIMPOBAHHOTO paKa MPeICTATeIbHO XKele3bl B rpynie (uHacTepu/a B 103€ 5 Mr
MOKET OBITH 0OYCIIOBICHO CHCTEMATHUECKON OIIMOKON OOHapy>KeHHUs, CBSI3aHHOW C BIUSHUEM
Tepanuu (UHACTEPUIOM B 03¢ 5 MI Ha 00BEM MpeicTaTelabHON *kene3bl. M3 obmero yucna
Clly4aeB paka IpeACTaTEeIbHOM JKele3bl, JUarHOCTUPOBAaHHBIX B JAHHOM MCCJIEI0BaHUM,
npuMmepHo 98% cimydyaeB Ha MOMEHT YCTaHOBJIGHMS JIMarHo3a ObUIM OTHECEHBl K
JIOKaJIM30BaHHOMY paky (kauHudeckas craaus T1 unu T2). KiimHndeckas 3Ha4MMOCTh JaHHBIX
00 omyxoJeBoM Mpoliecce co creneHblo nuddepeniupoBku 7-10 6amnoB mo mkane ['mucona
HEU3BECTHA.

Jannast wuHpoOpManus MOXET HUMETb 3HAYEHHE [UIsI MYXXYMH, [OJIYYalOIUX TEpanuio
¢dunacrepunom B 1o3e 5 mr juist geuenus AT TDK. [Ipenapar [lenectep He moka3aH Al CHUKEHUS

pUCKa pa3BUTHS paKa HpeHCTaTeHBHOﬁ JKCIIC3bI.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

AbGcopbuus

MakcumanbpHas KOHUEHTpanuss ¢uHactepuaa B 1azMe KpoBH  (Cmax) JOCTHraercs
npUOJIM3UTENBHO Yepe3 2 4 IMociie MpreMa BHYTph. AGcopOmust ¢puHAcTepuaa U3 KelyI0uHO-
kumevnoro Tpakra (OKKT) 3aBepiaercs uepes 6-8 4 nocie npuema BHYTpPb.

buopoctynHocTh (QuHacTepuna mpu HpueMe BHYTPh cocTaBisieT npuOnusutenbHo 80% ot

BHYTPHBEHHOM pedepeHCHOM J03bI U HE 3aBUCUT OT NpUEMa MHUILH.

15



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 02.12.2024 N= 26619

(NOCNEQCBATENEHOCTE 0003)

Pacnopenenenue

CBsi3p ¢ OenkaMu IIa3Mbl KPOBH COCTaBIsieT MpuOmm3utenbHo 93%. IlnasMeHHBINH KiIupeHc
COCTaBIISIET OKOJIO 165 MII/MUH, KaxyIuiics 00beM pactpeseneHus — 76 1.

B wuccrnenoBanuM MHOTOKpAaTHBIX J03 HaOMIOJaId MEAJICHHOE HakomuieHue (uHacrepuna B
HeOoIbIINX KonnuecTBax. [Ipu exenneBHOM npueme puHacTepuia BHYTph B CYTOUHOM 103€ 5 MT
€ro MUHHUMaJbHas PaBHOBECHAash KOHLEHTpAIMs B IjIa3Me KpoBH jpocturaer 8-10 Hr/mi u c
TE€UYEHUEM BPEMEHHU OCTAETCsl CTA0MIIbHOM.

VY manmeHToB, mojydaBmux (uHAcTepun B TeueHue 7-10 mHe, mpemapaT oOHapyKMBajiCs B
CIMHHOMO3TOBOM  KUAKOCTH, OJIHAKO HAKOIUIGHHS B CIHMHHOMO3IOBOM KHAKOCTH HE
npoucxoamio. [Ipu nmpueme ¢unactepuma B 103¢ 5 MI B CyTKH Ipenapar oOHapy>KUBAJICS B
CEMEHHOM XKUJKOCTU B KOHIIGHTPAIMH, KOTOpasi cocTapisiia He 6onee 1/50-1/100 MuauMansHOU
1035l (5 MKT), HeoOxoauMoit s cHkeHust ypoBHs JII'T B nmepudepruyeckoil KpoBu y YelnoBeKa.

BI/IOTDaHCd)ODMaHI/IH

[Tepuon monyBeBeaeHus (T1/2) puHACTEpUIA B CPETHEM paBeH 6 .

DJIMMHUHALHS

VY MyXuMH HOCIE OJHOKPATHOIO HpUeMa BHYTph 103bl (puHAcTepuaa, MedenHoro 4C, 39%
IOPUHITON 103bl BBIBOAUTCS MOYKAMHU B BHJIE€ METAa0OJIUTOB (HEU3MEHEHHbIH (uHAacTEpH.
MPAKTUYECKH HE BBIBOJIUTCS TTOUKaMu); 57% — depe3 KUleuHrK. B TaHHOM MccietoBaHUM ObUTH
uneHtTuunupoBanbl 2 Merabonuta ¢uUHACTEpUAa, KOTOpPbIE OO0JIAAAI0T HE3HAYUTEIbHBIM
MHTHOUPYIOLIUM JIeWCTBUEM B OTHOIICHUHU S-anb(a peayKTa3bl 10 CPABHEHUIO ¢ GUHACTEPUIOM.

IloyeyHas HEIOCTATOYHOCTh

VY nanueHToB ¢ XpOHUUYECKOH OYeYHON HelocTaTouHOCThIO (KiaupeHe kpeatnHuHa (KK) ot 9 1o
55 Mn/mMuH) pacnpenenenne MedenHoro *C ¢unacTepuma mpy mpueMe OJHOKPATHOH J03bI He
OTJIMYAJIOCh OT TaKOBOTO Yy 3/J0pOBBIX J00poBoiiblieB. CBsA3bIBaHME (QUHACTEpHIa ¢ OelKaMu
IUIa3Mbl KPOBH TAaKXKe HE OTJIMYAJIOCh Y MAIIMEHTOB C HAPYLIEHHEM (PYHKLUH ITOYEK.

[Ipy mnoueyHON HENOCTATOYHOCTH 4YacTb MeTaboNIMTOB (UHACTepUAa, KOTOpas B HOpME
AKCKpPETUPYETCsl TMOYKAaMH, BBIBOAUTCA 4Yepe3 KHUILIEYHUK. OTO MPOSBISETCS YBEIMUEHUEM
KOJINYEeCTBA METAabONIMTOB (HUHACTEpUAA B Kaje MpPHU COOTBETCTBYIOIEM CHHKEHHH UX
KOHIEHTpAallUu B Moue. Y MAlUEHTOB C MOYEYHOM HEJOCTATOYHOCTHIO, HE HAXOAIIMXCS Ha
Iuanuse, KOppeKUuu 103kl (uHactepuna He Tpedyercs. MHbopmanus o mNpUMEHEHUU
¢buHacTepua y NalMeHTOB, KOTOPBIM TpeOyeTcsl AMATU3, OTCYTCTBYET.

JIniia moXKMI0r0 BO3pacTa

B noxunom BO3PAaCTC CKOPOCTH BLIBCACHUS (I)I/IHaCTCpI/II[a HECKOJIBKO cHmkaercs. C BO3pacToOM

T12 yBenmumBaercsa: y myxuuH 18-60 ser cpemnmii Ti2 cocTaBnser 6 4, a y My»X4MH CTapiue
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inoc. OBA HOC TR 0003
70 ner — 8 4. JlaHHBIC M3MEHECHHUS HE HWMECIOT KJ‘II/IHI/I‘I&KOI/I-lg-f;‘H/E\'/IODIEP[”:I/H CJEIOBATEINLHO,

CHIDKEHHSI 103bI Ipernapara y My>K4MH MOXKHIIOTO BO3pacTa He TpeOyeTcs.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

JlakT03BI MOHOTHIAPT, KpaxMall KyKypy3Hbid, moBu0H K30, HaTpust KpaxMaiaraukoysT (Tun A),
HaTpus JOKy3aT, MarHus creapar,

[Inenouynas 000JI0OYKa

runipomerio3a 2910/5, makporon 6000, Tanbk, Tutana guokcun (E171), cumeTnkoHa aMyibCcHst

SE4, xene3a oxcup xentoiii (E172).

6.2. HecoBMecTUMOCTD

He npumennmo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs )

3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTb 1pu Temineparype He Boiie 25°C.

6.5. Xapakrep u conep:xaHue NePBUYHON YIAKOBKH
ITo 10 nmm 15 tabnerok B 6mucrepe u3 [IBX/IIBAX/An. Ilo 3 umu 6 6mucrepo (10 TabiieTok)
i 110 2, 4 unu 6 6auctepos (15 TabneTok) B KApTOHHON MavyKe BMECTE C JIMCTKOM-BKIIABIIIIEM.

He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYIIHBI JUISl pealu3aliu.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHHM  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOTO Mpenapara Wjin 0TX0J10B, MOJYYeHHbBIX MOCJIe MPUMEHEeHHs npenapara, u
Apyrue MAHUMYJISIHYU ¢ MPenapaTom

Het oco0bIx TpeOoBaHU K yTHIU3AIMH.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickaa ®@eoepayus

Bbonrapus

CODPAPMA AO

Nnuenckoe mocce 16, Codust 1220, bonrapus

16 Iliensko Shosse Str., Sofia 1220, Bulgaria

Ten.: +359 02 81 34 200

@axc: +359 02 936 02 86
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(NOCNEQCBATENEHOCTE 0003)

On. moura: mail@sopharma.bg

Pecnybnuxa Kazaxcman

UYemickas Pecrrybnuka

3eHTHBA K.C.

VY xabenosusr 130, 102 37, IIpara 10, domau Mexonynsl, Yemnickas PecryOnnka
Ten.: (+420) 267 242 464

On. moura: regulatory@zentiva.com

7.1. llpeancraBuTeib AepKaTesisi PeruCTPAIMOHHOTO YA0CTOBEPEeHUA

[Iperen3zun HOT]Z)C6PITCJ'ICI>1 HaImpaBJIATH I10 aApCCy.

Poccuiickasa ®@eoepayus

000 «Codapma Pyc»

127030, r. MockBa, BH.Tep.T. M.0. TBepcKoii,
yi. HoBocnoGonckas, 1. 31, ctp. 4

Temn.: +7 (495) 127 1011

1. mouta: Russia.PV@sopharmagroup.com

Pecnybnuxa Kazaxcman

[IpencraButensctBO «AnBoreH @apma Tpeitaunr FOpon EOO/» B Kazaxcrane
r. Anmatsl, nagexc 050008

ynuia Ayas3oBa, 1om 48, 3 stax, 3/3

Ten.: +7 (727) 345-04-05

D11 noura: PV-Kazakhstan@zentiva.com

8. HOMEP PETUCTPAIIMOHHOT'O YIOCTOBEPEHHUS
JITT-Ne(007960)-(PT-RU)

9. TATA NMEPBUYHON PETMCTPAIIMA (IOATBEPXKJIEHUS PETHUCTPAIIUM,
INEPEPETUCTPAIIN)
Jara nepBoii peructpauuu: 04 nexadps 2024

10. JATA HEPECMOTPA TEKCTA

OO61mas xapakTepucTUKa JIeKapcTBEHHOTro Mpemnapara l[lenectep qoctynHa Ha HHGOPMALMOHHOM
noptaie EBpazuiickoro 3KOHOMHYECKOTO CO103a B MH(OPMAIIMOHHO-KOMMYHHUKAIIHOHHON CeTH

«uTtepueT» http://eec.eaeunion.org/
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