MUWHUCTEPCTBO 3/IPABOOXPAHEHNS POCCUMCKOU ®EJIEPALIMA

MHH3IPAB POCCHH _

j/VMO/Q?‘ 120318

COTTACOBAHO -

MHCTPYKLIUSA
10 MEJIMLIMUHCKOMY ITPUMEHEHUHIO JIEKAPCTBEHHOI'O ITPEITAPATA

IMentaca®

Perucrpannonusiii nomep: [1 N010197
Toprosoe nanmenoBanue npenapara: Ilenraca®

MezxayHapoiHoe HenmaTeHTOBAHHOE HANMEHOBAHUE: MeCala3uH

JlexapcerBennas opma: TabiieTKH ¢ IPOJIOHTHPOBAHHBIM BHICBOOOIKIEHHEM

Cocras

Opnna TabneTka CoOAepKUT:

oelicmsyrowee eeujecmeo: mecanazun 500 mr;

scnomozamenvHule seujecmea: noBunoH K 29/32 25 mr, stunneunonosa 6-9 Mr, Maraus creapat
1 Mr, Tanbk 9 Mr, MEKpOKpHCTaJTHUECKas 1esunojio3a 207 mr.

Onucanne

Tabnerku kpyrnoi Gopmbl, 6eI0r0 ¢ cepoBaThIM OTTEHKOM I[BETA C MHOTOYHCIEHHBIMH BKpall-
JIEHUSIMH CBETJIO-KOPHYHEBOIO IBeTa ¢ (packoif, puckoi u rpaBupoBkoit «500 mg» Ha OJHO
cropone u «PENTASA» na npyroii.

(I)apmaKOTepaneBaneCKaﬂ rpymmna: npoTUBOBOCHAIIUTEIIBHOC KUIIIECYHOE CPEIACTBO

Kox ATX: AO7EC02

®APMAKOJIO'MYECKUE CBOMCTBA

Dapmakoounamuxa:

Mecanasun — S-aMHHOCATMIIMIIOBAs KHCIIOTA — MPEJCTABISET COOOM aKTUBHBIA KOMIIOHEHT
cynbdacanasuna, IPUMEHIEMOro JUIs JICYSHHUS sI3BEeHHOTo KoimTta U Gose3nn Kpona. Tepamnes-
THYECKHH 3G PeKT MecarazuHa 1ocie nepopaibHOro BBe/ICH s B OOJIbINEH cTerneH: 00yCcIoBiieH
MECTHBIM BJIMSIHUEM HA BOCHAJICHHYIO TKaHb KUIICYHUKA, YeM CHCTeMHBIM JielicTBueM. Corac-

HO UMEIOIIEHUCS I/IH(bOpMaL[I/Il/I, BBIPAXXCHHOCTH BOCIHAJICHHA KHUIICYHUWKA Y IMAILMCHTOB C SA3BCH-



HBIM KOJIUTOM OOpaTHO MPOINOPIMOHATHHA KOHIICHTPAIMK Mecalla3iHa B CIIM3UCTOM 000JI0YKe
KUIIICYHHUKA.

IIpn BocanuTenbHBIX 3a00I€BaHUSAX KUIIEYHHKA HAOTIONACTCS YCHIICHHE MUTPAIIMH JICHKOIIH-
TOB, YBEJIMYEHHE BBIPAOOTKH IIUTOKUHOB M TPOM3BOJIHBIX apaxHJI0HOBOW KHCIIOTHI (B 4aCTHO-
CTH, JelikoTpueHa B4), ycunenue obpa3zoBanus cCBOOOIHBIX paauKaioB. TOYHBIN MEXaHHU3M JIeH-
CTBHUsSI Mecajla3uHa JI0 KOHIIA HE U3YYEH, HO YCTAHOBJIEHO, YTO OH aKTUBUPYET Y-(HOPMBI perier-
TOPOB, aKTUBUPYEMBIX MEPOKCHUCOMHBIMHU mposudpepatopamu (PPAR-y), u noxasisier TpaH-
ckpuniroHHelii pakrop NF-kB B cnuzucroii obonouke kumeunuka. MecaiasuH HHTHOUpYeET
JIEUKOLMTAPHBIA XEMOTAKCUC, CHW)KAET BBIPAOOTKY IIMTOKMHOB M JIGHKOTPHEHOB, a TaKkKe
yMeHblaeT oOpa3oBaHue CBOOOHBIX PAJUKAIOB B BOCHAJICHHON KHIEYHOM TKaHH. TouHOe
3HAYE€HHE KaXJIOr0 MEXaHHU3Ma JCHCTBUS B pealu3aluu (papMakoJIOTHYecKOro JICHCTBHs Meca-
Jla3UHA HE YCTAHOBJICHO.

IIpy s3B€HHOM KOJIMTE MOBBIIICH PUCK PA3BUTHS KOJOPEKTATLHOIO paka. JleficTBie Mecaia3uHa,
HabJII0/1aeMOe B 9KCIIEPUMEHTAIBHBIX MOJICIISIX U TIPH TPOBEICHUHM OHOIICHH Y TTalHEHTOB, CBH-
JIETEJILCTBYET O TOM, YTO MECATa3uH MPENsATCTBYET Pa3BUTHIO KOJIOPEKTAILHOTO paKa, acCOIUHU-
POBAHHOI'O C SI3BEHHBIM KOJHMTOM, IyTeM HHIHMOMpPOBAHMS BHYTPHUKJIETOYHBIX W BHEKJIETOUHBIX
CUTHAJIbHBIX IyTeH, y4acTBYIOUIMX B PA3BHTUU KOJOPEKTAJILHOIO paka y MalMeHTOB C S3BEH-
HBbIM KOTMUTOM. TeM He MeHee, pe3yJIbTaThl METa-aHAJIM30B C OLEHKOM JIAHHBIX KaK I10 IEJIEBOM,
TakK ¥ 110 IIPOYMM IOIMYJISALMIM NAIUEHTOB, CBUAETEIBCTBYIOT O HEOAHO3HAYHOCTH KIIMHHYECKUX
JIAHHBIX, KaCarOLIMXCS TOJI0XKUTENbHBIX (D(EKTOB MecaazuHa ¢ TOYKH 3PEHHUs] PHCKA Pa3BUTHS
OITyXOJIEH, aCCOLMUPOBAHHBIX C HECHEIIU(PHUECKUM SI3BEHHBIM KOJIHTOM.

DapmaKkoKuHemuKa:

TepanesTuyeckoe aeicTBHE Mecala3HHa MPOSBISAETCS TPH MECTHOM KOHTaKTe C MOPaKeHHOH
CJIM3UCTON 000JIOUKOM KUIIICUHHKA.

Ta6nerku Ilentaca® cocToAT U3 MEKpOTpaHys Mecala3HHa, MOKPHITHIX 000IOYKOM M3 STHIIEN-
mono3bl. [Ipu npornarsiBanuu TabiaeTKu pacnaaroTess Ha MEKPOTpaHyJibl, yepe3 | 9 moce me-
POpaJIbHOIO NPUEMa MUKPOIPaHyJIbl MTONA/1al0T B ABEHAALATHIIEPCTHYIO KUIIKY HE3aBUCHMO OT
npueMa M. MecanasuH MeJUIEHHO BBICBOOOIKIaeTCsl U3 IPaHyJl Ha MPOTSHKEHHH JKeTyT0YHO-
KHMIIEYHOIO TPAKTa HEe3aBUCUMO OT pH KuieuHuka.

Abcopbyua: npu nepopaIbHOM NMPUMEHEHHH OHOJIOCTYIHOCTH Mecalla3HHa COCTABJISET OKOJIO
30% (naHHbBIE MOJIyYSHBI NIPH AHAIM3E MOYH 3JI0POBBIX JIOOPOBOJIBLEB). MakcuMalibHas KOH-
LEHTpallMs B IUIa3Me JJocTHraeTes uepes 1-6 4 nocie npuema npenapata. [Inomaas noj papma-
KokuHeTH4YecKoU KpuBor (AUC) nipu npueme 4 r mecanasuna 1 pa3 B JileHb WK 2 T Mecajla3uHa

2 pa3a B ZICHb CpaBHUMa, IIOKa3aTCJIb CBUACTCIILCTBYET O HEIIPEPHIBHOM BBICBOOOIK/ICHHH Meca-



Jla3iHa B TCUCHHUC IIpUEMa IIperapara. [TocTostHHAas KOHICHTpallusl MECalasuHa JOCTHUIaCTCs YC-

pe3 5 nHei npuema.

OanokparTHbIii IpuemM ITocTosinubIi NpueM
Cmax, HF/MJI AUCo-24, 9*Hr/Mu Cmax, HF/MJI AUCo-24, 9*Hr/mMa
Mecanaszun 5103,51 36456 6803.,70 37519
2FEX2
Mecana3un 8561,36 35657 9742,51 50742
4rx1

MonekynsipHast Mmacca Mecanasuna 153,13 r/mMos; anerunmecanasuna — 195,17 r/mouib.

Bpemst npoxoskaeHust npernapara mo jxelny/109HO-KHIIEYHOMY TPaKTy U OHOJOCTYITHOCTh HE H3-
MEHSIOTCS [IPU OJTHOBpEeMEeHHOM IpueMe ¢ nuteit, Ho AUC MOKET yBeJIMUHTHCS.
Pacnpeoenenue: Mecanazut M ero MeTabOJIHMT alleTHIMECAIa3uH He MPOHUKAIOT Yepe3 reMaro-
sHiedanuyeckuit 6apbep. Oxono 50 % mecanasuna u okoso 80 % aneTunimecana3uHa CBs3bIBa-
10TCs1 ¢ OeNTKaMu T11a3Mbl KPOBH.

Memabonusm: MecanazuH 1oJBepraercs aleTHIMPOBAHHIO MPEHUMYIECTBEHHO (epMeHTOM N-
aneruinTpancdepasoit 1 B ciusucTol 000704Ke KHINEUHHKA M B IIEYEHH, 00pa3ysi OCHOBHOM Me-
tabonut N-anerui-S-aMmuHOCATUIIMIOBYIO KucioTy (N-aneruimecanasun). Peakius aneTwiu-
POBaHMs MOXKET OCYIIECTBIIATHLCS MPU YYaCTHM KHIEYHbIX Oaxktepuit. Merabonu3m mnpemnapara
HE 3aBUCHUT OT aleTHJIMpYIoLIel criocoOHOCTH opranu3Ma. COOTHOIIIEHHE M1y alleTHIMecalia-
3MHOM M MeCajasuHOM B IIJIa3M€ KPOBH I10CJIE MIEPOPATILHOIO Mpuema Bapbupyet ot 3,5 1o 1,5
nocsie npuema 500 mMr mecanasuna 3 pa3a B JieHb W 2 T' Mecajla3MHa 3 pas3a B JieHb, COOTBET-
CTBEHHO, YTO YKa3bIBa€T HA /10303aBUCUMBIH XapakTep alleTUIMPOBAHUS U KyMYJISTHBHBIN (-
bexr.

Buiseoenue: onpenenuts TOUHBINA T2 He MpeacTaBisieTcss BO3MOXKHBIM H3-3a MEJUIEHHOTO BbI-
CBOOOXK/ICHUSI Mecala3HHa B JKeJyJOYHO-KUIIeYHOM TpakTe. OIHAKO 1OCse TOro, KaK mpenapat
IOKMHET JKEJIyI0YHO-KHUIIEUHBIH TpakT, nepuo noiyseiBeeHus (T12) MecaiazuHa cocraBjisieT
npumepHo 40 munyt, T2 Metabonurta — okosio 70 MuHyT. MecaliasuH U €ero OCHOBHOM MeTabo-
JIMT BBIBOZSTCS ¢ MOYOH M KaJloM. ALeTHJIMECaIa3uH BBIBOJUTCS MPEUMYIIECTBEHHO MOYKAMH.
DapmakokuHemuka 6 0coObIX KIUHUYECKUX CLYYAsX

Craust 000CTpPEHHS SI3BEHHOIO KOJIUTA

IIpn nuapee M MOBBIMIEHHH KUCIOTHOCTH KHINIEYHHKA B MEPUO/ 000CTPEHHs I3BEHHOTO KOJIMTA
BBICBOOOK/ICHHE Mecajla3HHa M3MEHSETCs HEe3HAYUTENIbHO. Y MAaIlMEeHTOB ¢ YCKOPEHHBIM IpO-
XOXJIEHHEM IIpernapara 1o KuIeyHuKy Habmoaetcs BoiBeieHre 20-25% cyToYHOM JI03bI ¢ MO-
yoii. Takxke HabmoOaI0CH YBETMUCHHE BBIBEICHHUS Mecala3HHa C KaJOM.

[lanreHTsl ¢ HApYIIEHUSIMHU DYHKIIMHU [IEYCHU W/UIIH TTI0YEK




[Ipn HapymeHusx QyHKIHH NEYECHU W/HIM MOYEK BO3MOXHO CHHIKEHHE CKOPOCTH BBHIBE/ICHHS,

YTO NOBBIIIACT PUCK pa3BUTHS He(prTOKCPI‘{CCKHX HEKEJIaTCIIbHBIX peaKum‘/i.

Ilokazanus K INPUMECHEHHIO
e JSI3BEHHBIN KOJIUT JIETKOH HJIH cpenﬂeﬁ CTCIICHU TXKCCTH,

e bonesns Kpona.

IIporuBonoka3zanus
e [loBpleHHas 9yBCTBUTEILHOCTD K CAJTMIIAJIATAM U IPYTUM KOMIIOHEHTaM IIperapara;
e Tspxenas neyeHoYHas WM MOYEUHAS HEAOCTATOYHOCTD;
e Jlerckuii Bo3pacT 10 6 JieT.
Ecim y Bac ogHo U3 nepedncieHHBIX 3a00jI€BaHuUil, Mepe/l MPUEMOM MperapaTta 00s3aTe/IbHO

IPOKOHCYJILTUPYHTECH C BPAYOM.

C 0cTOPOKHOCTHIO

C 0CTOPOKHOCTBIO MpEnapar ciaeyeT Ha3Ha4yaTh MaleHTaM C HapyIIeHUsIMH (YHKIIUH JIETKHX,
B YaCTHOCTH, ¢ OPOHXHAIBHOM acTMOMH, C I3BEHHOM 00JIC3HBIO JKeJTy/IKa WJIH JIBEHA/[I[aTHIIEPCT-
HOM KMIIKH B CTaIMU 0OOCTPEHHUSI, FeMOPPArHYeCKUM JTHATE30M.

HeoGxo1umMo cobIi0aTh 0CTOPOKHOCTL NMPU Ha3HAYeHMH npernapata Ilenraca® mammentam c
IIOYEUHOH/TIEYEHOUHOH HEe0CTaTOYHOCTBIO JIETKOW M CPEIHEH CTENEeHH TSKECTH, MOCKOIbKY

CHHI)KCHHUEC CKOPOCTH SJIMMHHAIIMKA U YBCIIMYCHUEC CUCTEMHOH KOHIICHTpalluh MEcCajla3huHa I1OBbI-

AT pUCK MOPAXKECHHUS TTOYCK.

IIpumenenne npu 6epeMeHHOCTH H B EPHO/L I'PY/IHOT0 BCKAPMJIMBAHHS

IIpenapar Ilentaca® nomyckaercs IPUMEHSTH BO BpeMsi OEpeMEHHOCTH, TOJIBKO €CITH OXKHae-
Mas 110Jib3a JUls MaTepH npeodiajaeT Hajl MOTEHIHAILHBIM PUCKOM JUIs I101a. Bocnanureib-
HO€e 3a00JIeBaHUE KMIIEYHHKA MOXKET MOBBICHTH PUCK Pa3BHUTHs HEXKeJaTebHbIX 3QPEKTOB Mpu
OepeMeHHOCTH.

bepemeHHOCTH

Mecanasun npoHukaer 4yepes IUIAllEHTAPHBIH Oapbep, ero KOHIEHTpPAIUs B KPOBH MyHNOBHHEI
HU)KE, YeM B IIJIJa3M€ KPOBH MaTepH. AlleTUIMECalla3uH MPUCYTCTBYET B MYNOBUHE U B IIa3Me
KPOBU Marepy B OJIMHAKOBOH KOHIEHTpaluu. JlocTOBEpHBIE, YETKO H3JI0XKEHHBIE Pe3yJIbTaThl
UCCJIE/IOBAHUM TIPUMEHEHHsT Mecala3uHa y OepeMEeHHBIX JKEeHIIMH OTCYTCTBYIOT. CoryiacHo
OIyOJIMKOBAHHBIM JIaHHBIM, [PU NIPUMEHEHHH Mecalla3WHa HE BBISABJIICHO YBEJIHYCHHE YaCTOTHI

BPOXJACHHBIX IIOPOKOB pa3BHUTHS. HCKOTOPBIC JAAHHBIC YKa3bIBAalOT Ha IMOBBIIICHHUE YaCTOTbI
4




NPEXKAEBPEMEHHBIX POJIOB, I'HOEIH MJI0/1a U MAJIOro Beca HOBOPOXK/IeHHOr0. OJIHAKO BBIIIEEpe-
YHUCJIEHHBIE OCJIOXKHEHUs MOTYT OBbITh CJIEJICTBHEM AKTHBHOTO BOCHAIMTEIBHOTO 3a00JICBaHHs
KUIIICYHHUKA.

OTMeueHs! cilyyad HapyLIEHHsI CO CTOPOHBI KPOBH H JIMM(ATHYECKOH CHCTEMBI (JIEMKOIIEHUS,
TPOMOOIMTONEHHUS], AHEMHUST) Y HOBOPOJK/ICHHBIX, MaTepH KOTOPBIX NMpHHHMaK Tpenapar [len-
taca®.

OtmeyeH eIMHCTBEHHBIN ciTydail HapyiieHus: GpyHKIHH MOYEK Y HOBOPOXKIEHHOIO, MaTh KOTO-
poro B nepuoji 0€peMEHHOCTH JUTUTEIBHOE BpeMsi IPUHMMAala Mecalla3uH B BBICOKOH J103e (2-4
I, IEpOPATBHO).

B joximHnyYeckuX uecne10BaHuAX He OBUIO MOKa3aHO Halnure SMOpHO- WK (pEeTOTOKCHYHOCTH
y Ipernapara, BO3MOKHOCTb BIIMSIHUSL HA POJIbI M IOCTHATAJILHOE Pa3BHTHE.

JlakTauus

Mecanasun BblienseTCs ¢ TpyAHBIM MOJIOKOM. KOHIIEHTpalus Mecaia3uHa B MOJIOKE HHKE, YeM
B I1JIa3M€ KPOBH MaTe€pH, a METaDOJIUT NMPUCYTCTBYET B MOJIOKE B TOH ke WK B O0Jjiee BBICOKOM
KoHIeHTpalu. KoHTpoaupyeMoe KIMHHYeCKOe HCClie/IoBaHue pUMeHeHus rpemnapara IlenTa-
ca® B 1epuo/l rPy/IHOrO BCKAPMIIMBAHMS HE MPOBOMIOCH. OIBIT IpHeMa npernapara B JJaHHOM
IpYIIe OrpaHryeH. Y JIeTed MOTYT pa3BHBAThCsl PEAKI[MU MMIIEPUYYBCTBUTEIBHOCTH (HAIIpUMep,
Japesi), B JAaHHOM CIIy4ae Ipy/JIHO€ BCKapMIIMBAHUE CIIE/YET IPEKPATHTD.

DepTUiIbHOCTD

CornacHo pe3yibTaTtaM JTOKJIMHHYCCKUX HCCHCHOBaHHﬁ, HC BBISABJICHO BJIMSHHS MECajla3hHa Ha

(bepTHIBHOCTB.

Cnocod npuMeHeHHs H 103b1

Tabnerkn pexoMeHayeTcst IPUHUMATD [1OCIIE €JIbl, HE pa3KeBbIBas U He M3Menbuas. [l obmer-
YEHMs [IPOrJIaThIBaHUs TAOIETKY MOXKHO Pa3/IelIuTh Ha HECKOJIbKO YacTel WIIH pacTBOPUTH B 50
MJI XOJIOZIHOH BOJIbI HENIOCPECTBEHHO TEPe/] IPHEMOM.

B3pocnvie

OcCTpbl¥ IEPUOL

Jlo3upoBka nodupaeTcst HHAUBHYalIbHO. PexoMeni0BaHHast 7103a B IEPHOJT 000CTpeHH s 10 4 T
B CYTKH, pa3/IeJICHHbIX Ha 2-4 npuema.

HO}UIGD)KHB&IOIH&H TCpalius

JlosupoBka nojabupaercs HHIMBUAYaIbHO. Pexomenyemas 103a 2 r MecajiasiHa B CyTKH. [l
nedenus 6ose3nn Kpona npenapat MoxxeT ObITh Ha3HAYEH B CYTOYHOM J103€ JI0 4 T, pa3/ieIeHHOM

Ha HECKOJIBKO ITPUEMOB.



Jlemu cmapwe 6 1em
Mwmerores orpanvyeHHbIe JlaHHBIE O IPUMEHEHWH Mecalla3uHa y JeTeil B Bo3pacte oT 6 jio 18
JIeT.

OcTpbli IEPHOJT

Jlo3upoBka moadupaeTcss MHAMBHyallbHO. PekoMeHJ0BaHHast J103a B MEPHOl OOOCTPEHHS CO-
crapister 30 — 50 Mr Mecana3uHa Ha KWJIOTPaMM Macchl Tella B CYTKH (MI/KI/CYTKH) B HECKOJIBKO
IIPHEMOB, MaKCHMaJlbHas pa3oBas J103a He Oojiee 75 MI/KI/CyTKH, MaKCUMaJlbHasi CyTOYHasl J103a
He OoJjiee 4 T.

[loyiepkuBaroniasi Teparnusi

Jlo3a noxdupaercst HHAMBHYaTbHO. PeKOMeH10BaHHAs TIO/UIEPKUBAIOINAS 1032 cocTaBisieT 15
— 30 MI/Kr/cyTku, pa3jie/leHHasi Ha HECKOJIBKO IIPHEMOB, MaKCUMaJIbHAsI CyTOYHast J03a He OoJiee
21 (4 r — g neuenust 6one3nu Kpona).

JleTsim ¢ maccoit Tena menee 40 Kr peKOMEH/yeTcsl HazHayaTh 1/2 1036l Ul B3POCIBIX, JIETSAM C
Maccoi Tena 6osiee 40 Kr peKOMEHyeTcs: Ha3Ha4yaTh JI03bI JUIS B3POCIIBIX.

HpOHOJDKHTCJ’IbHOCTb TEpAIllu ONPCACIIACTCS JICHalllUM BpadoM.

ITo6ounoe neiicTBue

HauGostee yacto npu npumeHenuu npenapata Ilentaca® nabmonaercs guapes, TOIHOTA, GOJIb B
’KHBOTE, rOJI0BHAs 00JIb, PBOTA U KOXKHBIE BBICHINAHUS. Y HEKOTOPBIX MAI[MEHTOB BOSHUKAIH pe-
aKIM T'HIEepYyBCTBUTEIBHOCTH M MOBBIIICHUE TEMIIEPATYPhI TeJla.

Yacrota nobounsix 3¢ dextoB: oueHb yacto (> 1/10), yacto (> 1/100 mo <1/10), mewacto (>
1/1000 no <1/100), peaxo (> 1/10000 no <1/1000), ouens peako (<1/10000), yacrora He ycra-
HOBJIEHA (B HACTOSIIEE BPEMs JIaHHBIE O PACIPOCTPAHEHHOCTH MOOOYHBIX pEaKIHii OTCYTCTBY-

I0T).

Cucmemno- Yacmo Peoxo Ouyenwv peoxo

opeanHwvlil Kiace

Hapymienuss co cro- AHemus (B T.4. arjiacTu-
POHBI KPOBU U JIMUM- yeckasi), arpaHyJoluTo3,
(daTuueckolr  cucre- HEWUTPOIICHHS, JIEHKOIIEe-
MBI HUSl (B T.4. TpaHyJIOIH-

TONICHUS),  MAHIUTOIIE-
HUSI, TPOMOOLUTONEHHUS,

903uHO(HITUS

Hapymenust co cro- Peakiuu runepyyBCTBH-




POHBI UMMYHHOH CH-

CTEMbI

TEJLHOCTH, B T.4. ajuiep-
ruyeckas HK3aHTEMa,
aHauIaKTHYECKHE  pe-
aKllMU, CHHJPOM JIeKap-
CTBEHHOM THIIEepPYyB-
crButenbHocTH (DRESS-
CUHJIPOM), JIEKapCTBEH-

Has JInXopaJakKa

Hapymenust co cro-
POHBI HEPBHOH CH-

CTEMbI

["onosHas 6oJ1b

['onoBokpyxenue

[lepudepuueckas

Heiponatus, n00pokaye-
CTBEHHasl BHYTpHYEper-
Hasi runepreHsust (y na-

IIUCHTOB B l'Iy6epTaTHOM

BO3pacre)
Hapymenust co cro- Muoxkapaut*, nepu- | DKCCyJJaTUBHBIA  TI€pH-
POHBI cep/ia KapauT* KapauT
Hapymenus co cro- Anepruyeckui asb-
POHBI  JBIXATENILHOM BCOJIUT, aJJIEPTHYECKHE
CHUCTEMBI,  OpPraHoB peakuud u (ubdpo3nbie
TPYAHOH KIETKH H U3MEHEHHUs JIeTKUX (B
CPEIOCTEHHUS T.4. OJIBIIIKA, Kalleb,
OpoHxocnasMm), JeroyHas
H03UHOGHUINS,  HUHTEp-
CTUIMAllbHAs ~ ITHEBMO-
HUSl, UHQWIBTpAIUs B
JIETKUX, THEBMOHHUT
Hapymenns co cro- | Jluapes, 60onb B %ku- | Octpeiit  nmankpea- | O60CTpeHHE CHMITOMOB
POHBI  JKEJYJIOYHO- | BOTE, TOLIHOTA, PBO- | TUT*,  MOBBIIICHHE | KOJHUTA

KHIICYHOTO TpaKTa

Ta, METCOPU3M

COJICpXKAHUsl aMMJIa-
3bl (B KPOBH W/HJIH B

Moue)

Hapymenus co cro-
POHBI IIEUEHH M Kell-

YEBBIBOJALIUX ITyTEH

[ToBbllIeHHE aKTUBHOCTH
NEYEHOYHbIX (hepMEeHTOB

u OunupyOuHa, remaro-




TOKCHYHOCTh (remaTtut®,
X0JIeCTaTHUYECKUH remna-
TUT, LIUPPO3, [IEYEHOYHAS

HClIOCTaTO‘-IHOCTb)

Hapymenus co cro-

POHBI KOXH H IIOMI-

Koxubie  BbICHINA-

HHUS (B T.4. KpanuB-

Ob6parumas  anonenus,

orek Ksuuke, spurtema

KOYKHBIX TKaHeu HHIIA, S)pUTEMA) MHOTro(hopMHasi, CHUH-
JIpOM CruBenca-
JxoHcoHa

Hapymenus co cro- Mpuasrus, apTpaJrus,

POHBI CKEJIETHO- BOJIYAHOYHOII0100HBIN

MBIILICYHOH U COEJU- CHUH/IPOM

HUTEJIbHOW TKaHU

Hapymenue co cro- WuTepcTunmaibHbIi

POHBI ITOYEK U MOYEC-

BBIBOJIALIUX ITyTEH

Hehput*  (OCTpBIA WM
XpOHHUYECKHH), Hedpo-
TUYECKUH CHHAPOM, II0-
YyeyHasi HeJIOCTaTOYHOCTh
(ocTpasi/xpoHuyeckas),

HU3MCHCHHUE IIBETA MOYH

Hapymenne co cro-
POHBI TOJIOBBIX Opra-
HOB U MOJIOYHOH XKe-

JIC3bI

Obpatumast  onurocnep-

MU

(*) Mexanusm pazBUTHsI TOOOYHBIX PEAKIHH, MPEITIOIOKHUTEIBLHO, HOCUT a/JIEPIrUHYECKHil Xa-

pakrep.

Pa3Butne HEKOTOPBIX MoOOYHBIX peaxunﬁ MOJXKET OBITH CBS3aHO C BOCHAJIUTEIBLHBIM 3a00JieBa-

HHEM KHIIICYHHKA.

Ecin mo6o#t n3 yka3aHHBIX B HHCTPYKIHH 3)(DEKTOB yCyryOisieTes, Wik Bbl 3aMETHIIM JIHOObIE

apyrue nodounsie 3GpdexTh, He yKazaHHbIC B HHCTPYKIHH, cO00mmITE 00 7TOM Bpady.

IlepenosupoBka

Ciydan nepesio3uposku npenaparom Ilentaca® penku. IIpu nepe103upoBKe OTCYTCTBYIOT NpH-

3HaKH He(l)pOTOKCH‘{HOCTH HJIA TCIIAaTOTOKCUYIHOCTH, HO MOT'YT IPOSABUTHCA CUMIITOMBI OTpaBJIC-

HHA CaJIMIHUJIaTaMHU.




Nmerotes COO6[11€HHSI O NalyeHTax, NpUHUMAaBIIAX MECaJla3hH B JIOBUPOBKE 8 r B TeueHue me-
csitia 6e3 moOOYHBIX SIBJICHHH.

CHCHI/Iq)H‘{GCKPIﬁ AHTH/I0T OTCYTCTBYCT. PGKOMCHI[yeTCﬂ IIPOBOJAXUTH CUMIITOMATHYECCKYIO H ITO/I-
JACPIKUBAIOIIYIO TCpPaAIIUIO. HpPI JICYCHHHU B CTallHOHApE HEOOXO0/IUM TINATE/IbHBIH KOHTPOJIb 3a

(GyHKIMEH TToYeK.

B3aHMO}IeﬁCTBl/le C IPYIrHMH JIEKADCTBCHHBIMH CPEJACTBAMH

VicereioBanust JleKapCTBEHHBIX B3auMoieiicTBHil nipenapaTa Ilentaca® He IpOBOIHIIHCE.

Ilpn  ojaHOBpeMEeHHOM Ha3HaueHud npenapata Ilenraca® ¢  asaTMONpHHOM WIH  6-
MEpKaNTOIyPUHOM, WJIM THOTYaHMHOM IIOBBIIIAETCS YacTOTa MHEJIOCYIIPECCHBHOIO JEHCTBHS,
OJTHAKO MEXaHM3M JIAHHOI'O B3aMMOJCHCTBHS He ycTaHoBiieH. HeoOXoauMm peryisipHbIii KOH-
TPOJIb KAPTHHBI KPOBH U KOPPEKIHS I03bI THOITYPUHOB IPH HEOOXOIUMOCTH.

OnHoBpeMeHHOe HasHaueHue npernapara Ilentaca® u pyrux jeKapcTBEHHBIX CPEICTB, 06Iaa-
FOIIMX HEPPOTOKCHYHOCTEHIO, HAIIPHUMEp, HECTEPOU/IHBIX MPOTHBOBOCTIAJIUTEILHBIX MTPENAPaTOB
(HITBII) u a3aTnonpuHa, HOBBIIAET PUCK Pa3BUTHsI IIOOOYHBIX PEAKIIUH CO CTOPOHBI TOYEK.
[Ipenapar ITenraca® 3ameiser abcopbuuio nuanokobanamuta (ButamMuna Biy), YCUIIUBACT TH-
MOTTTMKEMHYECKOe JIEHCTBHE IPOMU3BOAHBIX CYJIb(OHUIMOYEBHHBI, YJIBIEPOTeHHOCTh TJIHOKO-
KOPTHKOCTEPOM/IOB, TOKCHYHOCTH METOTpeKcaTa, ocjiabisieT akTUBHOCTh (ypoceMuia, CIHpo-
HOJIaKTOHA, CyJb(aHWIaMUI0B, pudamiuiHa U BapdapuHa, yBeanuuBaeT 3PPEeKTHBHOCTH
YPHKO3YPHYECKUX JIEKAPCTBEHHBIX CPEJACTB (OJI0KaTOPOB KaHAIbIEBOM cekperuu). [Ipu omHo-
BPECMEHHOM IIPUMEHEHHH IIPerapaToB Mecala3iHa U JIMTOKCHHA BCAChIBAHKWE JIMMOKCHHA CHUYKA-

CTCHl.

Oco0ble ykazanusi

Jlo Havana npuema npenapara v IpH JIEUYSHHH 10 HA3HAYEHHIO Bpaya HEOOXOIUMO IPOBOIUTH
Onoxumuueckuii ananus kposu (aktuBHoCTh ACT, AJIT, KOHIEHTpalMs KpeaTHHHHA B IJIa3Me
KPOBH), OIpe/ie/ieHHe Yuciaa (OPMEHHBIX 3JIEMEHTOB KPOBH M IKCIIpECC-aHalu3 MOYH (TecT-
nosnocku). Yepes 14 nueii nocie navana neuenns npenapatoM Ilenraca® HeoGX0aHMO MOBTO-
puTH 00CIIe/I0BaHKE NAlMeHTa, a 3aTeM 00cie1oBaTh emle 2-3 pasa ¢ MHTEpBAJIOM B 4 HeJeu.
IIpu xopouieit nepeHOCMMOCTH JICYEHHsI TOBTOPHOE 00CIIeI0OBAHME MTPOBOMTCS KaXK/Ible 3 Me-
caua. [pyu nosiBieHun Ipyrux CUMITOMOB HEOOXOAUMO 0OPAaTHTLCS K Bpauy.

Cnenyer cobmonaTh OCTOPOKHOCTH TPH JICYEHHH MALMEHTOB C THIEPYYBCTBHUTEILHOCTBIO K
cyabgacanazuny (PUCK pa3BUTHS aUICPrHYECKON peaKiMy Ha CaIMIM/IaThl). BOJIBIIMHCTBO Na-
I[HEHTOB C HEMEPEHOCUMOCTHIO WIIM THIIEPYYBCTBUTEIILHOCTHIO K CyJib(acana3zuHy MOTyT MpH-

®

HUMATL Iperapar IlenTaca , HE OIlacasCh pUCKa pa3sBUTUA HEKEJIATCIIBHBIX peaKum“i. [Tanuen-
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Thl, paHee MPUHUMABIIHE Cylib(acanazut, NPy pUeMe KOTOPOTO Pa3BUBAIKMCH HEXKeaTe bHbIe
PEaKI|H, JIOJDKHBI HAXOJAMTHLCS O TINATEIbHBIM MEAMIMHCKUM Ha0JIIOICHHEM B Havajie Tepa-
mun npeniapatoM Ilentaca®. B ciyuae nosBieHust OCTPBIX CHMITOMOB HEMEpPEHOCHMOCTH IIpe-
napara (crnasMoB M 0OJIM B JKHBOTE, JINXOPA/IKH, CHIBHOW TOJIOBHOM 0OJIM M KOXKHBIX BHICHINIA-
HMH) IPUEM ITpenapaTa HeoOX0AMMO TPEKPATHTh.

He pexomenmyercs Ha3HayaTh Ipenapar IalueHTaM ¢ HapyluieHHeM (yHKIUH TIeYeHH M Taly-
€HTaM C HapyLIEHUEM reMocTa3a.

He pexomenzyercs npuem npenapara [lentaca® npu napymennn ¢pynkuun nouek. Hapymenne
(Gynkumu noyek, BBIIBICHHOE NPH MPHEME Mecajla3HHa, MOXKET OBITh BBI3BAHO €ro He(pPOTOK-
CHYHOCTBIO. OIHOBpEMEHHOE Ha3HA4YeHHE JPYruX HeYPOTOKCHYHBIX IIpenapartoB (Harmpumep,
HIIBII nin azaTnonpuna) MOXKET IOBBILIATH PHCK BOZHUKHOBEHHSI HAPYIICHUM (YHKIMHU MOYEK.
HeoOxomuM TIaTeabHbIi KOHTPOJIb 32 COCTOSIHHEM MAIMEHTOB ¢ 3a00JI€BAHUAMM JIETKHUX, B T.4.
¢ OPOHXHMATBHOM aCTMOM, TIPH NTPUEMe Mecalla3uHa.

Pekomenyercs HazHayaTh npenapat Ilentaca®

C OCTOPOYKHOCTBIO MAIIMEHTaM C SI3BOH Kely/Ka
B CTaUU 000CTPEHHUSI.

Penko orMeuaroT pasBHTHE HeXeNIaTeIbHBIX PEaKIUil cO CTOPOHBI cepila (MHOKApIHT, MepH-
kapauT). OueHb peaKo OTMEUaIach cepbesHas JMcKpasus KpoBu. OJHOBpEMEHHOE TIPHMEHEHHE
MecaasiHa ¢ a3aTHONPUHOM, 6-MEPKANTOYPUHOM MJIM THOI'YaHMHOM MOXET MOBBICHTH PHUCK

JIMCKpa3suu KpPOBH. HpH BO3HUKHOBEHHUU CHUMIITOMOB J@aHHBIX 3a00JieBaHHI I[IpHEM IIpe€liaparta

CJIICAYCT NNPEKPATUTD.

Bausinue Ha cnocodHoOCTH YHpaBJATbH TPAHCIIOPTHBLIMHA CPEACTBAMHA, MEXaHHU3MaMH

Ipenapar Ilenraca®™

HE BJIMSET Ha CIIOCOOHOCTH YIpaBJIATb aBTOMOOMJIEM U MEXaHH3MaMH. an
IIOSIBJICHUU HEXKEJIATCIIbHBIX SIBJICHUM (TaKHX KaK IroJIOBOKPYXCHHC 1 Ilp) CIICAYECT BO3JICPIKATh-

Cs OT YKa3aHHBIX BHJIOB JI€SATCIIBHOCTH.

®opma BbINyCKA

TabneTku ¢ nposOHrHPOBaHHBIM BBICBOOOKIeHHEM, 500 MT.

[To 10 Tabnerok B Giucrep u3 amomunueBoit ¢ousru. Ilo 2, 3, 5, 6, 9 wim 10 Giuctepos ¢ uH-
CTPYKLIHEH 0 IPUMEHEHUIO B KAPTOHHYIO MAYKYy.

Ha KapTOHHYIO ITa4YKy BO3MOXXHO HAaHECECHHUE CTI/IKepa(OB) JUISL KOHTPOJISA TEPBOI0O BCKPBITUS.

Cpok roanoctu
3 rona.

He npuMeHsTh 1ocjie HCTeUeHust CpoKa ro/IHOCTH, YKa3aHHOTO Ha YITaKOBKE.
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YciaoBusi XxpaneHust

XpanuTh 11pu Temneparype He Bbiie 30 °C B opuruHaibHO# ynakoBke. He 3aMopakuBath.
XpaHUTb B HEJIOCTYITHOM JUIS JIETEeH MecTe.

Yceaosusi ornycka

OtnyckatoT 1o penenty.

Jlep:xkaTenn (B1aje/1el) perucTpPaHOHHOI0 YI0CTOBEPEHHSs

®eppunr Untepuemnn Centep CA

[llemun ne na Beproruacas 50, 1162 Can-Ilpe, [lIBeiinapus

IlponsBoaurens

@®eppunr Uutepuemnn Centep CA

[Tlemun ne na Beprornacas 50, 1162 Can-Ilpe, I1IBeiiiapus

HaumenoBanue u ajpec opraHu3anuf, Yrno/JHOMOYEHHOH Jep:KaTe/ieM HWJIH BJIajde/IbleM
PErHCcTPAIMOHHOIO Y/I0CTOBEPEHHUsI JEKAPCTBEHHOI0 NMpernapara Ha NPHHATHE NpeTeH3Hi
oT noTpeduTes

000 «Deppunr GapmaceTukamis»

115054, r. MockBa, Kocmoramuanckas uao., 1.52, crp.4.

Ten.: +7(495) 287-0343.

@akc: +7 (495) 287-0342.

Jlupektop no peI“yJIﬂ;l"OprIM BOIIpOCaM Okeyssn J1.11.

000 «Deppunr GapmaceTukani»
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