YTBEP/XKJIEHA

ITpukazom Ilpencenarens

PI'Y «KomureT MEIUIIMHCKOTO U
(hapMaIreBTHYECKOT0 KOHTPOJIS
MuHuCTEPCTBA 3PaBOOXPAHECHUS
Pecnybnuku Kazaxcran»

OT « » 20 T.

No o

HNHcTpyKIus 1o MeIMUMHCKOMY NPUMEHEHHU IO
JieKapcTBeHHOTro mpenapata (JIncTok-BKJIAABIIN)

Toprosoe HaumMeHOBaHH e
Cunpnenadun-Tesa

Me:xnyHapoaHoe HeATEHTOBAHHOE HA3BAHUE
Cunpnenadpun

JlekapcrBeHHas ¢popma, 103MpOBKa
TabneTku, MOKPHITHIE TUICHOYHOU 0000ukoi, 50 mr, 100 mr

dapmakoTepaneBTHYECKas rPynIna

MouenonoBasi cUCTEMa M IOJOBBIE TOPMOHBI. YPOJOTMYECKUE IIPENaparhl.
VYponornueckue mnpemnapatel Apyrue. llpemaparel, npUMeHsieMble TIpH
ApeKTUIbHOU quchyHKu. CunaeHadu.

Kox ATX GO4BEO3

IHoxa3aHus K NPUMEHECHUIO

Jleyenne HapyUIEHUH SPEKINH, XapPAKTEPU3YIOIMIUXCS HECIMOCOOHOCThIO K
JOCTUKEHUIO WM COXPAHEHUIO APEKIMH IOJOBOTO WIECHA, JOCTATOYHOM JIs
YAOBJIETBOPUTEIBHOTO MTOJIOBOTO aKTa.

Cunpnenadun-Tesa 3gdheKkTHBEH TOTBKO MPH CEKCYATbHONW CTUMYJISIIHH.

IlepeuyeHsb cBegeHUI, HEOOXOAMMBbIX /10 HAYAJIA IPUMEHEHUS
Ilpomusonoxaszanus

- TIOBBIIIICHHAS YYBCTBHTEIILHOCTh K aKTMBHOMY BEIIECTBY WJIM K JIIOOOMY W3
BCIIOMOTaTEIIbHBIX BEIICCTB

- OJTHOBPEMEHHBIHN MIPUEM TTPENapaToB, SIBJSIONINXCS JOHATOPAMHU OKCHJIa a30Ta
(AMWJIHUTPUT) WJIK HUTPATOB B JII0O0OH hopme

- OJTHOBPEMEHHBIN MTPUEM CO CTUMYJISITOPAMU TYaHUJIATIIMKIIA3bI (PUOIUTYAT)

- TSDKeJIasi IeYeHOYHAs: HeJIOCTaTOYHOCTh

- HACIIEJICTBEHHBIC JIETCHEPATUBHBIC 3a00JI€BaHUs CETYATKU TJaza (Hampumep,
HACJICICTBEHHBIM MTUTMEHTHBINA PETUHUT (y HEOOJBIIIOT0 YHUC/Ia 3TUX MAIMEHTOB
UMEIOTCS HacJIe/ICTBeHHbIE HapyleHus: GyHkimid pocdoaudcrepas ceTyaTkm))



- IOTEPs 3pEHMS HA OJTHOM IJ1a3y U3-3a NEPEAHEN HEAPTEPUUTHON UILIEMUYECKON
HeBponaTtuu 3putenbHoro HepBa (NAION) (He3aBUCMMO OT TOrO, CBSi3aHA OHA
WIN HET ¢ IPUMEHEHUEM HHIHOuTOpoB DJ1D-5)

- aprepuanbHas runoten3us (AJl < 90/50 mwm pT. cT.)

- TSDKEJIbIE CEpJIeYHO-COCYIUCThIE 3a00JIeBaHus (HaIpUMep, TsKesas cepaeyHas
HEJI0OCTaTOYHOCTb, HECTAOMIIbHASI CTEHOKAP 1S )

- IEPEHECEHHBIN B nocneqHue 6 MecsieB HHGapKT MUOKapaa

- IEPEHECEHHBIN B MOCIeTHUE 6 MECSIIEB HHCYIBT

- OJIHOBPEMEHHBIN npueM ¢ uarudutopamu nzopepmenta CYP3A4 (manpumep,
KETOKOHA30Jl, WUTPAKOHA30Jl, PUTOHABHUp, OSPUTPOMHIIMH, CAKBHHABHP,
KJIAPUTPOMHUIIMH )

- OJIHOBPEMEHHBIN IIPUEM MNPENapaToB JJIs JICUCHUS JIETOYHOW apTEepUaIbHOU
runepreH3un (003eHTaH, WIOMPOCT) U MPEmnapaToB, COAEPKAIIUX CUaeHaduI
win moOou apyroi uarudurop GJ12-5, Takue kak riociguat

- MY)XYMHaM C pEAKOW HaCJIEICTBEHHOW HENEPEeHOCUMOCThIO TIaJlaKTO3bl,
nepuuuToM JakTaszbl Jlanma WM CHHIPOMOM ManbaOCOpPOIMH TJIIOKO3bl U
rajJaKkTo3bl

- OJTHOBPEMEHHBI! PUEM C APYTUMHU [TEPOPAIbHBIMH WIIK MECTHBIMH CPEACTBAMHU
JUISL ICUEHUS SPEKTUILHON TUCHYHKIUH

- IETCKUH U MOAPOCTKOBBIIN Bo3pacT 110 18 ner

Ilo 3apecucmpupoeannHomy noxazanuilo npenapam He NpeoHA3HaA4eH OJisl
NPUMEHEHUS] ) HCeHUJUH.

Heooxooumbie mepvl npedocmoposicHocmu npu npUMeHeHuu

Ilpumenams ¢ 0cmopodICHOCMbIO:

- aHaToMu4ecKkas naedopmarusi MoJOBOro uieHa (B TOM YHCIE, aHTYJISAIUA,
KaBepHO3HBIN (HUOp03 wim 60ne3Hb [leiipoHn)

- 3a00J€BaHus, Mpeapacnojiaraloiie K pa3BUTHUIO IpHanu3Ma (Takue Kak
CEPIIOBUJIHO

- KJIETOYHAasl aHeMHs (aHOMaJlus KPacHBIX KPOBSHBIX TeEJEll), MHOXKECTBEHHAs
Muenoma (pak KOCTHOTO MO3ra) WK JieHkeMus (pak KJIETOK KPOBHU))

- MPOOJIEMBI CO CBEPTHIBAEMOCTBIO KPOBU (TeMOQHITHS)

- 3a00J1€BaHNs, COMPOBOXKIAIOIINECS KPOBOTEUEHUEM

- 000cTpeHus A3BEHHOM O0JIE3HU JKeyIKa WM IBEeHAUATUIIEPCTHON KHUILIKH

- OJTHOBPEMEHHBIN MPUEM C MpenapaTaMu rpymnisl alib(a-aIpeHo0I0KaTOpOB

- apTepuanbHas runeprensus (aprepuanbHoe nasiaenue (AJl) > 170/100 mm pT.
CT.)

B3aumooeiicmeusn ¢ Opyzumu nexkapcmeeHHbIMU RPenapamamu
[Tpounpopmupyiite cBOero Bpaya wiu ¢GapmaieBTa, €CJId Bbl MPUHUMACTE WUITH
HEaBHO IPUHUMAJIH JIIO0BIE APyTHE JIeKapCTBa.

Hukopanoun — rubpuj akTUBaTOpa KaJUEBbIX KaHAJIOB U HUTpaTa. Benencreue
COJIEpKaHUsl HUTPATHOTO KOMIIOHEHTAa BO3MOKHO CEPhE3HOE B3aMMOJICHCTBHE C
cuiieHauom.

I petinghpymosulii cox



['petinppyTOBBINA COK, KOTOPHIA sBIsieTcss cinadbiM wHTHOMTOpoM CYP3A4,
BIIUSICT HA META0OIM3M CUJIICHA(IIIA B CTEHKE KUIIICYHUKA U MOYKET IPUBECTH K
HE3HAUUTEILHOMY MOBBIIICHUIO €r0 YPOBHS B IJIa3ME KPOBH.

OpHOKpaTHBIN MpUeM aHTaluaa (MarHus TUIPOKCUIA/aTIOMUHUS THIPOKCUIA)
HE BJIUSET HAa OMOJOCTYTHOCTh CHIIeHaduIa.

XoTsl crnenuanbHble HCCIIEIOBAaHUS B3aUMOJCUCTBUSI BCEX JIEKAPCTBEHHBIX
penapaTroB HE MPOBOAUIUCH, MOMYJISIITUOHHBINA (hapMaKOKMHETUYECKHUM aHaIu3
HE BBIBUJ BIMSHHUS COIYTCTBYIOUIETO JieYeHHS Ha (PapMaKOKUHETUKY
cunneHadwia npu npuMeHeHnn smecte ¢ uarnouropamu CYP2CY (Takumu kak
toniOyTamuy, BapdapuH, pernutonn), marnOuTopamu CYP2D6 (Takumu Kak
CEJIEKTUBHbIE WHTMOUTOPBI OOPAaTHOTO 3axBaTa CEPOTOHWHA, TPUIIUKIUYECKHE
aHTHJICTIPECCAHTHI), THA3UIOM U POJCTBEHHBIMU TUYPETHUKAMH, METIEBBHIMH H
KaJniicOeperammumMu TUYPETUKAMH, MHTUOUTOpaMU
aHTMOTEH3UHKOHBEPTUPYIOLIETrO pepMeHTa, OJI0KaTOpaMH KaJIbLMEBBIX KAHAJIOB,
aHTaroHucTaMu OeTa-aJIpeHOPEENTOPOB WIM HUHAYKTOpaMHU MeTabonu3ma
CYP450 (Takumu kak pudamMnuims, 0apouTyparTsl).

Brusnue cunoenaguna na opyaue npenapamuol

Cunnenadun aBisercs ciadbiM HHTUOUTOPOM H30(epMeHTOB uToxpoma P450 -
1A2, 2C9, 2C19, 2D6, 2E1 u 3A4 (MK50>150 mxMous). [Ipu npuMeHeHUU €ro B
pekoMeH0BaHHBIX  103ax Cmax cuwigeHaduna B IJIa3Me€  JOCTUTaeT
NPUOJIM3UTENIBHO | MKMOJIb M MIO3TOMY MalloBeposiTHO, uyTo CunneHaduii-Tesa
MO>KET MOBJIUATH HA KIIMPEHC CyOCTPaTOB 3TUX U30()EPMEHTOB.

HeT HuKakuX JaHHBIX MO B3aUMOJICHCTBUIO CHIIeHaMIa U HeCTIeN(DUIECKUX
MHTUOUTOPOB pocdoaudcTepasbl, TAKMX KaK TEOPUIUIUH WU JUITHPUIAMOIL.
OoHospemennblil npuem ¢ arvpa-aopeHobrokamopamu

PekomeHnyeTcss C OCTOPOXKHOCTbIO MPUMEHSTh CHIAEHA(UI Yy NAlUEHTOB,
OPUHUMAOIIMX Tpernapar TPYyNbl anb(a-aapeHOOTIOKATOPOB, MOCKOJIbKY HX
OJTHOBPEMEHHOE yMOTpeOJeHNEe MOXKET MPUBECTH K CHMITOMATHYECKOM
apTepUaJbHOM THUIIOTEH3MHM Yy HEKOTOPbIX UYBCTBUTENbHBIX IalEHTOB.
BeposiTHee Bcero 3To MoOXeT HaOJI0JIaThCsl B T€UEHUE 4 4acoB IOCIE MpuemMa
no3bl  cunaeHaduiua.  Jls  CHIDKEHUS pPHUCKAa Pa3BUTHSA  MOCTYpalbHOMN
apTepUabHOM TUIIOTEH3UHU CJIENYeT JOCTUTHYTh COCTOSIHUSI T€MOAMHAMUYECKOM
CTaOMJIBHOCTH TAIMEHTOB, MOJTYYAIOIUX JICUeHHE ab(a-aJapeHo0I0KaTopamH,
npexjae dYeM HauuHaTh JedeHue cuigeHagunom. CrenyeT paccMOTPETh
BO3MOYKHOCTh NMPUMEHEHHU cuiieHaduia, HaunHas ¢ 1036l 25 mr. Kpome Toro,
BpayaMm CJieyeT MPOUHCTPYKTUPOBATh MAIlMEHTOB O JEUCTBUSX B cllydae
BO3HUKHOBEHUSI CAMIITOMOB TIOCTypaTbHON TUITOTCH3UH.

[Ipu ogHOBpEMEHHOM MPUMEHEHUH cuiiieHaduIa U JOKCa3031MHa y NalMEHTOB,
CTaOMJIM3UPOBAHHBIX TPHU TOMOIIM TEPaNUU JIOKCAa303MHOM, COOOIIAIOCH O
peNKMX  CIay4yasX  BO3HUKHOBEHHMsS  CHUMITOMAaTHYECKOW  apTepualbHOMN
TMIIOTEH3UH, TOJOBOKPYKEHUS U NPeJOoOMOpPOYHOTO COCTOSHUSI, HO HE
oOMOpoOKa.

JloGaBnenue pa3oBoM 11036l cuigeHadmiIa K cakyOuTpuily/BajcapTaHy ajis
NAIMeHTOB B CTaOWJIBHOM COCTOSIHUM C apTepUaIbHOW TUIEpTEeH3HeW ObLIo
CBA3aHO CO 3HAYUTEIBHO OO0JI€€ BBIPAKEHHBIM CHUXEHUEM aApPTEPUATBHOIO



JABJICHUSI TI0 CPABHEHUIO C MPUMEHEHHEM TOJBKO CaKyOWTpHIIa/BajyicapTaHa.
[ToaToMy cnegyer coO0aTh OCTOPOXKHOCTh MPU HAa3HAYCHHM CUJICHA(uUiIa
nanyeHTaM, IPUHUMAIOIIUM CaKyOUTpuJl/BajicapTaH.

CneyuanvHoie npedynpesrcoeHus

JI71st TMarHOCTUKY HAPYIICHUH SPEKIUU, OTIPECICHHS BO3MOXKHBIX UX MPUYUH U
BBIOOpA aJICKBAaTHOIO JIEYEHUSI HEOOXOAMMO coOpaTh MOJHBIA MEIUIIUHCKUMA
aHaMHe3 U MPOBECTH TIIATEIbHOE (PU3UKAIBHOE 00CIeIOBAaHUE.

Daxmopwl pucka cepoOeyHo-cocyOUcmolx 3a001e8aAHULL.

Jlo Hauana 000T0 JeUeHUs SPEKTUIBHON TUCHYHKIIUNH, Bpay JOJKEH OLIEHUTh
CEpJIEYHO-COCYIUCTBIN CTaTyC MAaMEHTA, IOCKOJIbKY CYLIECTBYET ONPEACIICHHAS
CTENEHb CEPJIEYHOT0 PUCKA, CBI3AHHOIO C CEKCYaJIbHON aKTUBHOCTBIO.
Cunnenaduin oka3bIBaeT CHCTEMHOE Ba30AMIIaTUPYIOIIEe IeHCTBUE, TPUBOIAIICE
K MPEXOMsIIeMy CHI)KEHHUIO apTepuaibHOro jaBiieHus. Jlo Ha3zHaueHus
cwineHaduia, Bpad JOHKEH TINATENbHO OICHUTh PHUCK  BO3MOKHBIX
HE)KEJIATEIbHBIX MPOSBICHUI Ba30JUIATUPYIOUIETO ACHCTBHUS Yy MHALUEHTOB C
COOTBETCTBYIOIIUMH  3a00JICBaHUSIMU, OCOOCHHO Ha (oHE CeKCyalbHOU
aKTUBHOCTU. [loBBIIIIEHHAS BOCIPUUMYHUBOCTD K Ba3oIujIaTaTopaM HabIto1aeTcs
y OOJIBHBIX C OOCTPYKITUEH BBIXOTHOTO TPaKTa JIEBOT'O JKETYy/104Ka (CTEHO3 a0PTHI,
runeprpopudeckas OOCTPYKTHBHAS KapJUOMHOIATHUSI), a TaKXe C PEIKO
BCTPEYAIOIIUMCSL  CHUHJIPOMOM  MHO>XECTBEHHOM  CHCTEMHOM  arpoduu,
MNPOSIBIIAIONIMMCS  TSDKEIBIM — HapylleHueM peryiaanuu AJl co  CTOpoHBI
BET€TATUBHON HEPBHOW CHCTEMBI.

Cunpenadpun-TeBa ycunuBaeT runoTeH3UBHbBIN A3(()EKT HUTPATOB.

B HEKOTOpBIX MOCTMApPKETUHTOBBIX HUCCIEAOBAHUSIX COOOLIANIOCH O CEPbhE3HBIX
CEPJCUYHO-COCYAUCThIX  MATOJIOTHSIX,  BKJIOUYas  WH(apKT  MHOKapia,
HECTAOWJIbHYIO CTEHOKApMI0, BHE3AMHYIO CEPACUHYIO CMEPTh, JKENyI0YKOBYIO
apUTMHIO, TIepeOpaIbHO-BACKYJISIPHOE KPOBOTEUCHHE, MPEXOIAISe HAPYIICHNUE
MO3rOBOTO  KpOBOOOpAIICHMS, THUIEPTEH3MHM W TUMNOTOHUU, HMEIOIINX
BpEeMEHHYIO CBs3b ¢ mnpuemoMm CuineHaduin-Tesa. Yame Bcero, cooOmeHHs
MOCTyHaldu OT TMAlMEeHTOB, paHEe HMEBIIMX PHUCK CEPACYHO-COCYIUCTHIX
3a0oneBanuii. MHoOrue ciydad TPOUCXOAWIM BO BpEeMsI WM BCKOPE IMOCIHE
MOJIOBOTO aKTa, W HEKoTopeie, mocie mpuema Cunaenadpun-Tera 0e3
MOCJEAYIONIEN CeKCyalbHON aKTUBHOCTU. HEBO3MOKHO ONpEEInTh, CBSA3aHbI 11
9TU COOOIIEHHS HEMOCPEACTBEHHO C ATUMHM WIIH C JIPYTUMH (HaKTOpaMH PUCKa.
Ilpuanusm

CpencrtBa nedeHus dPEKTUIIbHON AUCHYHKIIMHY, BKIIIOYas CriieHaduI, TOKHBI
UCIIOJIB30BAaTbCA C  OCTOPOXKHOCTBIO Yy TAIMEHTOB C aHATOMHUYECKOM
nedopMairieil mosoBoro WieHa (aHTYJSLMS, KaBEpHO3HBIA (PuOpo3, 00Je3Hb
[leiiponn), WiaM y MalMEHTOB ¢ (aKTopaMH pPHCKa Pa3BUTHS IpUANIA3Ma
(cepnoBUAHOKIETOYHAS! aHEMHUS, MHOKECTBEHHAsI MUEJIOMA, JIEHKEMUs).

B mepuos mocTperucTpanroHHOTO MPUMEHEHUs cuieHaduia coolIanoch o
JUTUTEIILHOM 3peKINK U ipuanu3mMe. B cioyuae spekiuu, kotopast 1iautcs 6onee 4
YacoB, MAIMEHT JIOJDKEH HEMEIJIEHHO OOPaTUThCS 32 MEIUIIMHCKOM ITOMOIIIBIO.
OTCcyTCTBHE CBOECBPEMEHHOW MEAUIMHCKON MOMOIIM MPHU MPHUANK3ME, MOKET
MPUBECTH K MOBPEKIEHUIO TOJIOBOM TKAHU U MOTEPE MOTCHIUU.



OnHoBpeMeHHOE puMeHeHue ¢ uuruouropamu OJ13-5 u ipyrumu npemnapaTamu
JUTSL JIEYEHUS DPEKTUIBHOU TUCHYHKIIUH.

be3zonacHocth ¥ 3(@PEKTUBHOCTh KOMOMHALMK cuiaAcHaduiIa ¢ JPYrdMH
uaruouropamu  OJID-5 wnm  apyrumMu  MeToAamMHu  JICYCHHS  JIETOYHOM
aprepuanbHoil runiepronuu (JIAT), conepxamux cungenadun (PEBATHO), unu
JPYTUMHU METOAMHU JICUEHUS SPEKTUIILHON NTUCPYHKIIMU HE u3ydanach. [laHHble
KOMOHMHAIIUU HE PEKOMEHIYIOTCS.

Bnusinue Ha 3peHue

O ciydasix HapylIeHHsS 3pEHHUS COOOINAIOCh CIIOHTAHHO B CBSI3U C MPUEMOM
cuineHadmwia u apyrux wHrHOUTOpoB DJID5. Ciyuam pa3BuUTHS TIEpEAHEH
UIIIEMUYECKON ONTUYECKON HEHPOIIaTUd HeapTEPHUATLHOTO TeHe3a COOOIIaINCh
CIIOHTAHHO U B OOCEPBAIlMOHHBIX HCCJIEIOBAaHUSIX, B CBS3M C NPUMEHEHHEM
npouux uHruoutropos @135 u cunpenaduna. Bpau nomken npouHGopMupoBaTh
MalKeHTa, YTO B CIIy4ae BHE3AIMHOT0 HAPYIIEHUS 3PEHNUS, OH JOJKEH TPEKPATUTD
npuem Cunaenadpui-TeBa U HEeMeJIEHHO MPOKOHCYJIBTUPOBATHCS C BPAUOM.
Oonospemennblll npuem ¢ pumoHasupom

OaHOBpEMEHHBIN MTpUEM CHIIIeHaduIa 1 pUTOHABUPA TPOTHUBOIIOKA3aH.
Oonospemennwili npuem ¢ anvgha-o10kamopamu

Cungenadun peKOMEHAYETCI C OCTOPOKHOCTHIO TPUMEHSTH IMalUeHTaM
OJTHOBPEMEHHO C 0-0JI0KaTOpamH, MOCKOJIbKY B HEKOTOPBIX CIy4asX 3TO MOXKET
IPUBECTH K CHUMIITOMAaTUYECKOM TUIOTEH3UH, HauboJiee BEPOATHO, 3TO
IIPOU30MJIET B TEUEHUH 4-X 4acOB Mocie npueMa cuiaeHaduia. s Toro, 4To0bl
MUHUMU3UPOBATh PUCK PA3BUTHSI MOCTYPAIbHOM TMIIOTEH3UH, CIECIYET TO0CTUYD
cTabWiM3aly  ToKa3zaTejaeld apTepuasbHOrO JaBJICHUS C TOMOIIBIO  O-
osiokaTopoB. Haunnate nmpueM cuinnenaduia cienyer ¢ 10361 25 mr. Kpome toro,
Bpad JIOJDKEH MPOKOHCYJIbTUPOBATh MAIMEHTOB, OTHOCUTEIBHO JIEWCTBUM B
CJIy4yae pa3BUTHUS MOCTYPaIbHON TUIOTEH3UH.

Brusinue na kposomeuenue

HccnenoBanus 4enoBEeYECKUX TPOMOOIIMTOB YKa3bIBAIOT HA TO, YTO CUJIACHA(DUIT
YCWJIMBAET aHTHATPETallMOHHOE BO3CHCTBHE HUTPOIpPYCCHUIA HATpUs in Vitro.
Her Hukako# nH(opmaium OTHOCUTENILHO 0€3011aCHOCTH MpueMa cuiaeHaduia
MalreHTaM ¢ HapyIICHUSIMA CBEPTHIBAEMOCTH KPOBH WJIU MENTHYECKON SI3BOM B
aktuBHOU (popme. [loaToMy cuipeHapun Hy KHO Ha3HA4YaTh ATUM TMallMEHTaM
TOJIBKO TOCJIE OLIEHKH COOTHOILIEHUS PUCK/TIOJIB3A.

[TokpeiThie 000104KOM TabJIeTKH coaepskar dakTo3y. CunaeHapun-TeBa Henb3s
NpUHUMATh MYXYMHAM C PEIKUMH HACJEJICTBEHHBIMU 3a00JIeBaHUSIMHU
HEMEePEHOCUMOCTH TajaKTO3bl, BPOXKIEHHON HEIOCTATOYHOCTHIO JIAKTa3bl WM
IIF0K030-TalIaKTO3HOM MajibaOCcopOIuu.

Kernuwunol

Cunnenadpun-TeBa He mpeqHA3HAYEH IS IPUEMa KCHIIIMHAMH.

Ipumenenue 6 neouampuu

Cunpnenadun-TeBa He moka3aH /sl IPUMEHEHUS Y ICTEH.

Bo epemsa bepemennocmu unu nakmayuu

Cunnenadun-TeBa He moka3aH i IPUMEHEHUS KEHITMTHAMMU.



Hammexamux ©  CTPOTO  KOHTPOJMPYEMBIX HCCIICIOBAHUN  MPUMCHCHHSI
Cungenapun-TeBa y OCpEeMEHHBIX M KOPMSIIMX TPYAbI JKEHIIUH HE
TIPOBOJIAIIOCH.

Ocobennocmu  eausHus ~ npenapama  HA  CHOCOOHOCHMb — YNPAGISMb
MPAHCROPMHBLIM CPEOCMBOM ULU NOMEHYUATLHO ONACHBIMU MEXAHUIMAMU

He npoBOOWINCH WCCIIENIOBAaHUS BIMSHHS TIperapaTta Ha CIOCOOHOCTH
YIPABJIATh ABTOTPAHCIIOPTOM U PabOTaTh C MEXaHM3MaMH.

OnHako B KIWHAYECKHX UCIHBITAHUAX C cuiaeHaduiIoM HaOI0aa10Cch
TOJIOBOKPY)KCHHWE W HapylIeHWs 3peHus. [lalueHThl JODKHBI 3HATH CBOKO
peakiuio Ha Cunnenaduin-TeBa 10 Hadajga ympaBieHHS aBTOTPAHCIIOPTOM H
paboThI C MEXaHU3MAaMHU.

PexomeHaanuu no npuMeHeHN IO

Peostcum 0o3uposanus

B3pocnvim

Pexomennyemas no3za Cunnenadui-Tea cocrapiser SO Mr BHYTph IPUMEPHO 3a
1 wac no monoBoro akta. C yyetoM 3(pPEeKTUBHOCTH U TEPEHOCUMOCTH J1032a
MOXeT ObITh yBenuueHa A0 100 Mr wim yMeHbIleHa A0 25 Mr. MakcumaibHas
pexoMeHnayemas jno3a cocrasisier 100 mr.

Memoo u nymo 66edenus

JIns mpuema BHYTpB.

Yacmoma npumenenus ¢ yKazanuem epemenu npuema

MakcuMainbHasi peKOMEHI0BaHHAsl 4aCTOTa MPUMEHEHHUS - | pa3 B CyTKHU.

[Ipn mnpueme Cunnenaduia-TeBa ¢ mnumed, AEHCTBUE MpenapaTa MOXKET
Pa3BUTHCS MO3XKE, YEM ITPU IPUEME HATOIIAK.

Mepbol, Komopvle He0dX00UMO NPUHAMb 6 CIyYae nepeodo3upoeKu
Cumnmomul: B UCCIIENOBAHUSAX IPU OJHOKPATHOM MPUEME ITpenapara B 103aX
no0 800 Mr HexejaTelbHbIE SBJICHHS OBUTA COMOCTAaBUMBI C TaKOBBIMH TIPH
npueme cuiieHaduia B 0oiee HU3KUX J03aX, HO BCTpeuanuch yarie. [locne
npuema 110361 200 Mr HamOosiee YacTO NPOSABIISUIOCH: OINYIICHHE Kapa,
TOJIOBOKPYKEHHUE, MMOKPACHEHHUE JIMIIa, TOJIOBHAs 00Jb, HAPYIIEHNE YETKOCTU
3pEHMUS, NUCIIENTUYECKUE SIBJIICHUS, CHUKEHUE apTEPUATIbHOIO JIABJICHMUS.
Jlewenue: cumnromaruueckoe. JInanu3 HeapheKkTUBEH U3-3a BHICOKOM CTETICHU
CBSI3bIBaHMS cuiieHaduIa U ero MeTaboyiuTa ¢ OeJKaMu TJIa3Mbl KPOBH.
Oco0ble rpynnbl NalMeHToB

llayuenmul 0emcko2o u noOpoCmMK068020 803pacma

Cunnienadgui He TOKa3aH Uil IpuMeHeHus y nerei (< 18 ner).

Iayuenmul nodxxcunozo eozpacma

[TanmeHTaM MOKMIIOTO BO3pacTa (> 65 jieT) KoppeKIus 10361 He TpeOyeTcsl.
Ilayuenmul ¢ neueHouHOU HEOOCMAMOYHOCIbIO

[TockOJIbKY y MalMeHTOB C TI€YEHOYHOM HEIOCTaTOYHOCTBIO KIHMPEHC
cuiieHauia CHUKEH, HapuMep, NPy IUppo3e, IPUMEHEHHE Mpernapara Hy»KHO
HA4YMHATH ¢ 10361 25 MT. B 3aBucHMOCTH OT 3()()EeKTUBHOCTH U IEPEHOCUMOCTH,
7032 MOXeT ObITh yBenuueHa 10 50 mr u 100 mr.

Ilayuenmul ¢ noueunou HedoOCMamo4HOCmMbIO



[Ipy nerkom W CPENHETSHKENOW CTENEHHM I[OYE€YHOM HEAOCTATOYHOCTH
(xmupenc kpearnnnHa (KK) 30-80 mi/MuH) KOppeKTHPOBKA J103bI HE TPEOyeTCs,
npu TspKenoi moyeuHoi HepocrarouHocty (KK < 30 mui/mun) — 103y npenapara
Cunpenadpun-TeBa cregyer cHu3uUTh 10 25 wmr. B 3aBucumoctu ot
3G (HEKTUBHOCTH U TEPEHOCUMOCTH, J103a MOXKET ObITh yBesnnueHa 10 50 mr u 100
MT.

Ilpumenenue Cundenagpun-Tesa na pone npuema Opyeux JneKapCMBEHHbIX

npenapamoe

3a WCKJIIOYEHHEM pPUTOHABHPA, KOTOPBHIM HE PEKOMEHIYETCS NPUHUMATH
OJTHOBPEMEHHO C CHiIAeHAQUIOM, CIEAyeT pPacCMOTPETh BO3MOXKHOCTH
MPUMEHEHUS Mpenapara B HaYaJbHOW J03€ 25 MI y NAlMEHTOB, MOTYyYarOIINX
COIYTCTBYIOITYIO Tepanuio uaruoutopamu CYP3A4.

C uenplo CHIKEHUS! pPUCKA PAa3BUTHS MOCTYPaAIbHON apTepUaIbHON TMIOTEH3UH
y TAIHUEHTOB, MPOXOJAIINX JieueHHue alb(a-aapeHoOI0KaTOpaMH, CIEIyeT
/cTabUIN3UPOBATH COCTOSIHUE MalUECHTOB, MOJTYYaOIINX anbda-
aJIpeHO0JIOKATOPBI, MPEXKJIEC YeM HAaUMHATH JieueHue cuiaeHaduiom. Kpome Toro,
CJIEyET PACCMOTPETh BO3MOXKHOCTh MPUMEHEHHUS CUIIeHaduIa, HAUMHAS C TO3bI
25 Mmr.

Ecau y Bac ecmbv Kakue-nub6o0 60npocst no NpUMEHEHUl0 npenapama
Cunoenagpun-Teesa, 0o6cyoume ux ¢ Bawum nevawum epauom.

Onucanue HeKeJaTeJbHbIX peaKIuil, KOTOpPble MNPOSABJSIIOTCA MPH
cranaapTHoM npuMeHennu JII1 u Mepsbl, KoTOpbIe cieayeT NPUHATH B 3TOM
caydae

Ouens yacmo(> 1/10)

- TOJIOBHAs 00JIb

Yacmo (>1/100 oo < 1/10)

- TOJIOBOKPYKCHHUE

- BU3YaJIbHBIC MCKaKCHHS I[BETA: XJIOPOIICHS, XPOMATOIICHS, ITHAHOIICHS,
APUTPOIICHS U KCAHTOIICHS, HapYIICHUE 3pPEHUSI, HAPYIIIEHUE YeTKOCTH 3PEHUS

- PUJIUBBI, TUTICPEMUS

- 3aJ10’)KCHHOCTh HOCa

- IMCIICIICHS, TOITHOTA

He uacmo(=1/1000 oo < 1/100)

- COHJINBOCTb, TUIIECTE3US

- PUHHT

- TMIOBBIIICHHAS YYBCTBUTCIIBHOCTD

- HapylleHue cje30TedeHus, O0Jbp B TIJja3zaX, CBETO0O0s3Hb, (oTorcus,
MOKpPacCHEHUE TJ1a3, U3MEHEHNE YYBCTBUTEIIBHOCTH K CBETY, KOHBIOHKTUBUT

- BEpTUTO, 3BOH B yIIIaxX

- TUIIEPTEH3MUS, TUITOTEH3HUS

- HOCOBOE KPOBOTEUEHUE, 3aJI0’)KEHHOCTh Ma3yX

- TaXUKapIUs



-ractpo33odareansHas peditokcHas 00Jie3Hb, PBOTA, OOJb B BEpXHEW YacTU
KHUBOTA, CYyXOCTbh BO PTYy

- CBHIlb

- MUaJITUs, 00J1b B KOHEUHOCTAX

- remMarypus

- YTOMJISIEMOCTb, OLIYILIIEHHUE JKapa

- YBEJIMYEHHUE YaCTOTHI ITyJIbCa

Peoxo(=1/10000 oo < 1/1000)

- HapylIeHHEe MO3rOBOTO KpOBOOOpAIllEHUs, TNPEXOJAIIee HIIEMHUECKOe
HapylIeHWe, SIUJICNTHYECKUNA TPUMATOK, TOBTOPHBIE SMUJICITUYECKUE
IpUIagIKu, 0OMOPOK

-TIepeAHsIsl HeapTepUHUTHAs MIIEMUYEeCcKass HEBpPOMAaTHs 3pPUTEIBHOTO HEpBa
(NAION)*, okkmo3usi cocyla CEeT4aTKUu™®, KpPOBOM3JIUSHUE B CETYATKY,
aTepOCKJIEpOTUYECKas  PETUHOMNATHS, TOpaKeHHE CeTYaTKH, IJayKoMma,
BbINAa/ICHUE TOJISI 3pEHUS, JUILIONHSL, CHIXKEHHUE OCTPOTHI 3peHMs, OJIN30PYKOCTb,
aCTEHONUS, IIJIABAIOLIME IMOMYTHEHHUS B CTEKJIOBUAHOM TeEJEe, MOpPaKEeHUE
panyXKu, MUApUA3, HAJIU4YUE B II0JIE 3pPEHUS PAIyKHBIX KpPYrOB BOKpYT
UCTOYHHUKA CBETA, OTEK IJIa3, MPUIYXJOCTh IJ1a3, IOPaXEHUE I11a3, TUIIEPEMUs
KOHBIOHKTHUBBI, pa3fpa)K€HUe IJ1a3, aHOMaJIbHbIE OLIYLIEHUS B IJ1a3y, OTEK BEK,
o0ecIBeUrBaHUE CKIIEPbI

- TIIyX0Ta

- BHE3aIlHasl cepjeyHas CMepTh, HHPAPKT MHOKap/a, >KeIyJ0UYKOBask apuTMus,
MeplaTeabHas apuTMUS, HECTaOMIIbHAsL CTEHOKAap s

- OTEK TOpJia, OTEK HOCA, CYyXOCTh CIM3UCTHIX 000JI0UEK

- OpAJIBHBIN TUNIECTE3US

- cungpom CruBeHca-J[xoncona (CCI)*, ToKcuYeckui snuaepMaIbHBIN
Hekpoyms (TOH) *

- IEHUaJIbHOE KPOBOTEUEHHUE, IIPUAIIU3M, TEMOCIIEPMHUS, YCUTICHUE dPEKLIUU

- pa3apaKUTEIbHOCTD

Ilpy  BOZHMKHOBEHMM  HEXKeJATEJIbHbIX JIEKAPCTBEHHbIX  pPeaKuuu
o0pamaTtbci K  MEAMLUHCKOMY Ppa0OTHHKY, (apmManeBTHYECKOMY
PadOTHMKY WJIM HANPAMYKW B HH(POPMAUMOHHYI 0a3y [AaHHBIX IO
HEKeJIATeJIbHbIM peakuusM (IeiiCTBUSAM) HA JIEKAPCTBEHHbIE Npenaparsl,
BKJIIOYAs COO01ICHUS 0 HEI(P(PEKTUBHOCTH JIEKAPCTBEHHBIX NIPENapaToB
PI'TI na IIXB «HauunonanbsHslii L{eHTp 3KCIIEpTU3BI JIEKAPCTBEHHBIX CPEICTB U
MEIUUUHCKUX wu3fenuiny KomuTeT MeauuuHCKOro u  (papMaieBTHYECKOro
KOHTpoJisi MuHucTepcTBa 3apaBooxpanenus Pecnyonuku Kazaxcran
http://www.ndda.kz

JlonoTHUTeIbHbIE CBEeHUSA

Cocmas

Opna TabneTka CoOAepKUT

aKmueHoe gewjecmaso - cuiaeHadua MUTpara, 70.24 mr 140.48 mr
HKBHUBAJIEHTHO cuineHadpuny 50 mr 100 wr,


http://www.ndda.kz/

8cnomozamenvHble 8eujecmad. JTaKTO3bl MOHOTHIPAT,  LEJITI0I03a
MUKpOKpHUCTajInyeckas, moBuaoH K29-K32, Hatpus kpockapmenino3a, MarHus
cTeapar,

cocmae obonouxu: Omnanpait 03F20404 Cunwmii (runpomemio3a 6¢cP, turana
nrokceua E171, makporon 6000, nHAMTOKApMUH aTlOMUHUEBBIN J1ak E132).
Onucanue énewinezo euoa, 3anaxa, 6Kyca

OBanbHbIe, JBOSKOBBINYKJbIC TaONETKU, MOKPBIThIE IUICHOYHOW 000J0YKOU
royiyooro 1sera, ¢ rpaBupoBkoit «SL50», nnunoit 13.0 MM U mupuHoi 6.5 MM
(nna mo3upoBku S0 mr).

OBanbHBIC, JIBOSKOBBITYKJIBIC TaOJETKH, TOKPHITHIC IJICHOYHOH OO0O0JOYKOM
royiyooro 1sera, ¢ rpaBupoBkoit «SL100», nmunoi 17.0 MM U mupuHo# 8.5 MM
(mna no3upoBku 100 mr).

dopMa BbITyCKA U YIIAKOBKA

TabneTku, MOKPHITHIE TUICHOYHOU 000510uK0i, 50 Mr 1 100 mr.

[To 1 wnu 4 TaGneTKH MOMEIIAIOT B KOHTYPHYIO TYEHKOBYIO YIIAKOBKY U3 TJICHKU
MOJIMBUHWIXJIOPUAHON U (DOTBIU aTFOMUHUEBOM.

[Io | KOHTYpHOW yNAaKOBKE BMECTE€ C HHCTPYKIMEH MO MEAUIUHCKOMY
MIPUMEHEHUIO Ha TOCYJAPCTBEHHOM M PYCCKOM S3bIKaX MOMENIAIOT B MAaYKy W3
KapTOHa.

Cpok xpaHeHusi

3 roma

He npuMeHsTh 10 UCTEUEHUH CpOoKa rOgHOCTH !

Ycnoeua xpanenus

Xpauuts npu Temneparype He Boime 25 °C.

XpaHHUTh B HEAOCTYITHOM JJISI IETEN MecTe!

Yci0Bus 0TIyCKa M3 alITEK
ITo peuenty

CBeeHus 0 Npou3BOAUTEIE
Actavis Ltd.,

b16, byne6en Munacrpuan Hcteitt
3erityn 3TH 08, ManbTa

+356 2169 3533

Jepkaresib perucTPaMOHHOI0 YA0CTOBEPECHUS
Actavis Group PTC ehf.,

Reykjavikurvegur 76-78

220 Xadpunapdpwopayp, Ucnanaus

+354 550 3300

HaumeHoBaHue, aapec MW KOHTaKTHbIe jJdaHHble (TenedoH, dakc,
3JIEKTPOHHAS MOYTA) Opranu3anun Ha teppuropuun Pecnyosmmkn Kazaxcran,
NPUHUMAKOLIEH NMPeTeH3UuM (MpeasioKeHHs) M0 KAaYeCTBY JIEKAPCTBEHHBIX



CPeACTB OT MNOTpeOuTe/iell W OTBETCTBEHHOH 32 MOCTPErdCTPAIMOHHOE
Ha0JI0IeHne 32 0€30MACHOCTBIO JIEKAPCTBEHHBIX CPeICTBA

TOO «paruodapm Kazaxcran»

050059 (A15E2P), r. Anmarsl, nip. Anb-Dapadu 17/1

BII Hypasi-Tay, 5b, 6 sTax.

Tenedon: (727)3251615

e-mail: info.tevakz@tevapharm.com

Be06 caiiT: www.kaz.teva



mailto:info.tevakz@tevapharm.com

