IRIDRIE

MUHWUCTEPCTBO 3/[PABOOXPAHEHMS POCCHICKO# OEIEPALIN
MHCTPYKIMs]

110 MEZIMLIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTO [IPEITAPATA
MPETA®-311Y

PETUCTPALIMOHHOE HOMEP:
TOPTOBOE HAMMEHOBAHME: ITpera®-Diy,

MEXIYHAPOJTHOE HENIATEHTOBAHHOE HANMEHOBAHME: npera6ams.
JIEKAPCTBEHHASI ®OPMA : KarcyJibl.

COCTAB

Onna xancynaa, 75 mr COAEPIKHT:

oeticmeylouyee euyecmeo: nperabanus — 75,000 mr;

6cnomozamenvrvie 6eujecmea: MaHHATON — 8,250 mr; Kpaxmai KyKypy3Heli — 8,375 mr; Tanpk —
8,375 mr;

oborouka kancyrer — 39,000 wmr (kopnyc: >xematmH, Boma, TuTaHa JUOKCHUJI, HaTpHUs
naypuicyibhar, yepHuia yepnbie « TekPrint™ SW-9008y* — CJICZIOBBIC KOJIMYECTBA; KPbIULEYKA:
JKeJIaTvH, BOJIA, TUTAHA THOKCHI, HaTpusl JaypUiICy Ib(ar, KpacHTeNb kKene3a OKCHI KPacHBIIA;
4epHuna yepHsle « TekPrint™ SW-9008»" — crenopsie KOJINYECTBA).

Oana xancyaa, 150 mr CO/IePIKHT:

oeticmeyloujee éeuyecmeso: nperabamus — 150,000 mr;

écnomozamensreie 6euyecmea; MaHHUTON — 16,500 mr; Kpaxmail KyKypy3Hbli — 16,750 mr; Tansk
- 16,750 mr;

oborouka kancyrer — 63,000 wmr (kopnyc: xenatuH, Bojma, THTaHa JUOKCH]I, HaTpus
naypuicybpar, yepHuia yepnsie « TekPrint™ SW-9008y" — CIIC/IOBBIC KOJIMYECTBA; KPblUleyKa:
KCJIaTHH, BOJA, THTaHa TMOKCHJ, HATPHs naypuicynboar; yepHuia yepusie « TekPrint™ SW-
9008» " — creoBbIe KOJIMYECTBA).

Oana xancyaa, 300 mr COIEPIKHT:

oelicmeyiowee 6eujecmeo: nperabdanus — 300,000 wmr;

écnomozamenvreie 6euyecmea; MaHHUTON — 33,000 Mmr; Kpaxmai KyKypy3Hsiii — 33,500 Mr; Tayibk
— 33,500 mr;

oborouka kancyrer — 96,000 wmr (kopnyc: xenatvH, Boma, TMTaHa JMOKCH]I, HaTpHS

naypuicynbgar, yepuuia yepubie « TekPrint™ SW-9008y* — CJICIOBBIC KOJIMYECTBA; KPbIULEYKA :



KeJIaTHH, BOJa, TUTAHA JUOKCHJI, HATPUs JlaypHiICyIbdaT, KpacUTeNb XKeje3a OKCHJ| KPacHBIH;
yepruia yephsie « TekPrint™ SW-9008»" — crieoBbie KommuecTBa).

" — cocmae uepnun yepnvix «TekPrint™ SW-9008» ons nanecenus naonucu na Kancyne:eax;
3TaHOJI; M30MPONKUJIOBBIM CIUPT; OyTHJIOBBIH CIIUPT; MPONUICHTIIMKONb; KOHIIEHTPHPOBAHHBIH

PacTBOp aMMHaKa; KpaCHUTEJIb XKEJI€3a OKCUL 'IeprIﬁ; KaJius THAPOKCH I, BOJA OYHUIICHHAs.

OIIUCAHHUE

Kancyaa 75 mr

TBepavie xenaTuHOBEIE KancyJbl (pa3Mep 4), Kopiryc 6eoro [BeTa ¢ MapKMPOBKOH «J» 4epHOTO
[BeTa, KpBIIIEYKa KPaCHO-KOPHYHEBOIO I[BETa C MAapKUpoBKoi «140» depHOro Isera.
CozneprxuMoe KarcyJibl — HOPOIIOK GEIOro WilM MOYTH OENIOoro 1{BeTa.

Kancyaa 150 mr

Teepapie jxenaTuHOBEIE KancyIibl (pa3mep 2) 6eoro 1BeTa, ¢ MAPKMPOBKOM YEPHOTO IBETA: «J»
Ha Kopmyce U «142» Ha Kpbinedke kxancyiasl. ConepKuMoe KarcyJibl — MOPOIIOK 0eIoro Him
oyt 6enoro nBera.

Kancy.a 300 mr

TBepasie xenaTunoBBIe KancyJbl (pas3mep 0), Kopyc 6eoro 1BeTa ¢ MApKHPOBKOM «J» 4epHOTo
[BeTa, KpbIlIeYKa KPaCHO-KOPHYHEBOIO IB€Ta C MAapKHpPOBKOW «145» wdepHOro isera.

COIlep)KI/IMOC KarcyJibl — IOPOLIOK 6e10ro WM no4YTH 6eJI0ro IBETA.

P®APMAKOTEPAINIEBTHYECKAS I'PYIIIIA: npoTHBOSIAIENTHIECKOE CPEICTBO.
Kon ATX: NO3AXI16.

®APMAKOJIOTMYECKHUE CBOMCTBA

®apmMakoIHHAMHKA

JleficTByIOmMM BEIECTBOM SIBJISIETCS MperadaliH — aHaJOI IaMMa-aMHHOMACIISSHOM KHCIIOTHI
((S)-3-(aMmuHOMETHIT)-5-METHITEKCAHOBAsI KUCIIOTA).

Mexanuszm oeiicmeusn

bbu10 ycraHoBnIE€HO, YTO mperabalMH CBS3BIBAETCS C JONOJHHTENBHOM cyObemununes (o2-
AeNbTa-MPOTEHH) MOTEHIMAI3aBUCHMBIX KaJIbIIUEBBIX KaHAIOB B IEHTPAJILHOM HEPBHOM CHCTEME
(ITHC), neo6patumo 3amemas [3H]-rabanentun. [Ipeanonaraercs, 4To Takoe CBA3bIBAHAE MOXKET
CIIOCOOCTBOBATH MPOSBJIEHHIO €I0 AHATBI€TUYECKOTO M IIPOTHBOCY IOPOXKHOTO 3P (HEKTOB.

Heuponamuueckan 6on1v



DddexTBHOCTL TperabajivHa OTMEYEHA Yy TMAIMEHTOB C AuabeTH4ecKod HedponaTved H
IIOCTIepIIETUYECKON HEBPAJITUEH.

VcraHoBII€HO, YTO TPH MpHeMe nperabainHa KypcaMu 10 13 Henenb 1o /iBa pasza B CyTKH U /10 8
HeJIeb 110 TPH pasa B CYTKH, B I[EJIOM PHCK pa3BHTHS MO0OOYHBIX 3()(HeKToB U 3 (PEKTHBHOCTD
npernapara IpH npueMax o J1Ba WM 110 TPH pa3a B CyTKH OJMHAKOBBI.

[Ipu mpueme KypcoM MpoI0/KUTEIBHOCTHIO 0 13 Heenb 601b yMeHbIIaaach B TEYEHUE NIEPBOT
Hesiend, a 9QGEeKT CoXpaHsUICs 10 KOHIIA JIEYEHUS.

OtMeyanoch yMeHbIeHHE HAeKca 60 Ha 50% y 35% manueHToB, NOTy4aBIIUX NperadaivH,
u 18% marmeHToB, NpUHAMAaBIIKX I1ane6o0. Cpey narueHToB, HE UCIBITHIBABIIMX COHJIMBOCTH,
s¢dekT Takoro cHwkeHHs O60ym otMmeyancs y 33% mnanmeHTOB rpynmnsl nperabanuba u 18%
HalueHToB rpymmnsl Iwiane6o. Y 48% mnanueHTOB, NMpUHUMABHIMX mperabamud, Uy 16%
NAIMEeHTOB, MPUHUMABIIUX IU1a1e00, BOZHUKAIA COHJIMBOCTD.

Dubpomuanzus

BeipaxkeHHOE CHYDKeHHE 0O0JIeBOM CHMITOMATHKH, CBSI3aHHOH ¢ (ubpomuanruei, ormeyaercs
Ipy pUMeHeHwHH nperabanuHa B 103ax oT 300 Mr 10 600 Mr B cyTku. D dekTuBHOCTS 103 450 U
600 Mr B CyTKH CpaBHUMA, OJJHAKO NMepeHOCUMOCTh 600 MI' B CyTKH OOBIYHO XYIXKE.

Takxe npuMmeHeHHe NperabaliHa CBS3aHO C 3aMETHBIM YJIyYIIEHHEM B (QYHKIMOHAIbHOU
AKTHBHOCTH TAI[MEHTOB M CHIDKEHHEM BBIPQ)XEHHOCTH HapylleHui cHa. IIpumeHnenue
nperabanuHa B 03¢ 600 Mr B CyTKH NMPHBOAWIO K Oosiee BBIpa)KEHHOMY YIIy4IICHHIO CHA, 110
cpaBHeHHIO ¢ 10308 300-450 Mr B cyTKH.

Snunencun

[Ipu npueme npenapata B TeyeHue 12 Heaenb MO JBa WIKA TPH pa3a B CyTKH, OTMEUEHHBIE PUCK
pa3BuTUS MOOOYHBIX 3PGeKTOB U 3P PEeKTUBHOCT Mpenapara MpU 3TUX PEKUMAX JO3UPOBAHUS
OJIMHAKOBBI. Y MEHbBIIIEHHE YaCTOThI CYIOPOT HAYHHAJIOCH B TEUYEHHE NIEPBOM HEIEIH.
I'enepanuzoeannoe mpegosicrnoe paccmpoicmeo

VYMeHbIIEHHEe CUMOTOMATHKH T'€HEPaTH30BAaHHOTO TPEBOXKHOI'O PacCTPOMCTBA OTMEYAETCs Ha
NepBoOi Hezene jiedeHus. [Ipu npuMeHeHun npenapara B TeueHue 8§ Henenb y 52% nainueHTos,
nojydaBmux mnperabanuH, ¥ y 38% mnamueHToB, MoyyyaBmHX IUtanebo, ormeyanoch 50%
YMEHBIICHHE CUMIITOMATHKH T10 IKajie TpeBoxkHOCTH ['amuibrona (HAM-A).

B KJIMHHYECKUX HUCCIIEIOBAHUSX Y MAI[HEHTOB, IIOCTOSHHO MOJIyYaBIIUX IperadaauH, NoO04HbIe
peakiMu cO CTOPOHBI OpraHa 3peHHs (Takue Kak 3aTyMaHHBAaHUE 3PEHHS, CHUKEHHE OCTPOTHI
3peHMs], U3MEHEHHUS T0JIEH 3peHUs) OTMEYAIHCh Yalle (3a MCKIIOYEHHEM H3MEHEHHH IJIa3HOro
JTHA), 4YeM Yy MalMeHTOB, MOTy4YaBIIHX Iuianedo (cM. pazaen «Ocobble yKazaHus»).

d’apmakommennca



[Tapamerpsl (papMakOKHHETHKM nperabaiMHa B PaBHOBECHOM COCTOSIHUM Y 37I0POBBIX
J0OPOBOJIBIEB, Y MAMEHTOB C AMUJIETICUEH, TOTyYaBIIAX IPOTHBOSITHIENTHYECKYIO TePAIHIO, U
y TAalMEeHTOB, MOIyYaBIIMX €ro MO MOBOJAY XPOHHYECKHX OOJEBBIX CHHIPOMOB, ObUIA
QHAJIOTUYHBI.

Bcacwieanue

IIperabamun GBICTPO BcachiBaeTcs Haromak. MakcuMaibHas KOHLEHTpalHs mnperabaiuHa B
wiasMe KpoBH (Cmax) JocTHraercs yeped 1 4ac Kak Ipd OJIHOKPATHOM, TaKk W TOBTOPHOM
IpUMEHEHHH. BHo10CcTy THOCTD IperabaiiHa IpH IpueMe BHYTPb cocTaBisieT >90% U He 3aBUCHT
OT 7103bl. IIpH IOBTOPHOM NIPMMEHEHHH PABHOBECHAs KOHIEHTpAIUs JIOCTHraeTcs depes 24-48
yacoB. [Ipu npuMeHeHunH npenapara rnocie npuema mui Cmax CHHXKAETCS IPUMEPHO Ha 25-30%,
a BpeMsl JIOCTHXKEHHsI MAKCHMATbHON KOHIEHTPAIUH (tmax) YBETMUHBAETCS NPUOIM3UTENIBHO 10
2,5 4y. OnHako NpHeM IHWINM HE OKa3blBaeT KIMHHYECKM 3HAYAMOIO BIMSHHA Ha oOee
BCachIBaHUE MperadaanHa.

Pacnpeoenenue

Kaxyumiics 06beM pacnpe/eeHus nperabaiuua 1nocie npueMa BHyTPb COCTaBIISIET IPUMEPHO
0,56 n/kr. [lperaGanuH He CBS3bIBAETCS ¢ O€JIKaMU IIa3Mbl KPOBH.

B wuccienoBaHusx mperabaiMHa Ha JKMBOTHBIX OTMEYald, 4YTO OH TMPOHHMKAeT dYepes
remarosHieaniyeckuii Gapbep y Mplmeil, Kppic H 00e3bsH. Takxke ObLIO MOKa3aHO, YTO
nperabajMH MOXKET MPOHUKATh B IUIALIEHTY M OOHApY)KUBAETCS B MOJIOKE Y KPbIC BO BpeMs
JIAKTALlUK.

Memabonuszm

[IperabanvH mnpakTHYeCKH He mozaBepraercs Merabonusmy. Ilocine mnpuemMa MEYEHHOTO
nperabanrHa npuMepHO 98% pajMOaKTUBHON METKH ONPENENIAIOCh B MOYE B HEHM3MECHEHHOM
Buje. Joas N-METHIHPOBAHHOTO MPOM3BOAHOIO IperabalnHa, KOTOPBIA SABIISETCS OCHOBHBIM
MeTabonuTOM, OOHapyXKMBaeMbiIM B Mode, cocraBmsia 0,9% or no3bl. B IOKIMHHYECKHX
HCCIEIOBAHUAX HE OTMEYEHO IIPM3HAKOB palleMH3aliu S-3HaHTHOMepa mperabanuHa B R-
SHAHTHOMED.

Boigeoernue

[IperabayuH BHIBOJUTCS B OCHOBHOM IIOYKaMH B HEU3MEHEHHOM BHJIC.

Cpeauuii mepro 1 mojty BeIBeIeHuUs cocTaBisieT 6,3 yaca. Kimmpenc nperabanyna U3 rmiasMbl KPOBH
¥ T0YEYHBIN KIMPEHC IPSMO IPOTIOPLHOHATBHBI KIIMPEHCY KpeaTHHHHA (CM. IyHKT «Hapymenue
GyHKIMK MoYeKk»). Y MalMeHTOB ¢ HapyIIeHHOH (QyHKIMeH MoYeK U MalMeHTOB, HaXOISIIHXC
Ha reMoIain3e, Heo6XoMma KoppeKius 10361 (cM. pasaen «Crocod mpuMeHeHUs B 103b1» Ta0ll.
1).

Jluneurnocmo/HenuneiHocns



dapmakoKkuHeTHKA TiperabainHa B IMana3oHe PeKOMEHIyEMbIX CYTOYHBIX 103 HOCUT JIMHEHHBIH
XapakTep, MEXHHIMBHIyanbHas BapuaOenbHOCTh HH3Kag (<20%). DapMakOKHHETHKY
nperabajuHa Py MOBTOPHOM IPUMEHEHHH MOJKHO IPE/ICKa3aTh HA OCHOBAHHMH JIaHHBIX TpHeMa
oaHOKpaTHOW 03l CremoBareNbHO, HEOOXOAMMOCTH B DEryJISpHOM MOHHTOPHPOBAHUH
KOHIIEHTpAIlU} NperabainHa Her.

Ilonoevie pasnuuun

[Ton manpeHTa He OKa3bIBaeT KIMHWUYECKH 3HAYMMOTO BIIMSHUS Ha KOHIEHTPALHUIO NperabainHa
B IJIa3Me KPOBH.

Oco0ble rpynnbl NaNHEeHTOB

Hapywienue pynkuuu nouex

Knupenc mnperaGanMHa OpsMO MPONOPLHOHATIEH KIMPEHCY KpeaTWHMHA. Y4YHTHIBas, 4TO
nperabalMH B OCHOBHOM BBIBOAMTCS MOYKAMH, Y MAIHEHTOB C HapyIEHHOH (QyHKIHMEH movek
pEKOMEH/IyeTcs CHU3UTH 103y nperabaminaa. Kpome Toro, nmperabanin 3 GeKTHBHO yaasseTcs u3
I1a3Mbl KPOBH TpH reMojuainuie (mocie 4-4acoBOr0 CeaHca IeMOJMain3a KOHIEHTpAlH
nperabaivHa B IUIa3Me CHIXKAIOTCS npuMepHo Ha 50%), mocne remMoauanmsa HEOOXOAMMO
HA3HAYUTh JONOJTHUTENBHYIO 103y npenapara (cM. pasaen «Crnocod mpuMEHEeHHs U 103bD» Tabll.
1).

Hapywienue pynkuuu nevenu

dapmakoKHHETHKA NperabaiiHa y MalMeHTOB ¢ HapyIIeHHeM QYHKIMH [IEYEHH CIEIHaTbHO He
u3ydanace. [IperabaivH NpakTHYECKH HE MO/BEpraeTcss MeTaboIM3My ¥ BBIBOAUTCS B OCHOBHOM
B HEM3MEHEHHOM BHJE Yepe3 IOYKH, MOITOMY HapylmeHHe (QYHKIUH II€YE€HH HE JO0JDKHO
CYIIECTBEHHO M3MEHSTh KOHIIEHTPAIMHU NperabdairHa B IIa3Me KPOBH.

Hosxcunvie nayuenmeol (cmapuie 65 1em)

Kinpenc nperabaiuHa ¢ BO3pacTOM HMEET TEHACHIHIO K CHHKEHHIO, YTO OTPaXKaeT BO3pacTHOE
CHIKEHHE KIMpeHca KpeaThHUHA. [[0)KHITBIM TalleHTaM ¢ HapyIIeHHOH QyHKIHEH oYeK MOXKET

noTpeGoBaThCs CHIKEHHE 0361 pernapara (cM. paszen «Crnocobd npuMeHeH s | 103b1» Tali. 1).

IMMOKA3AHUS K IPUMEHEHUIO

Heiiponamuueckan 60.1b

- JIe4YeHHE HeWPOMaTHUECKOH OOJIH y B3POCIIBIX.

Snunencun

- B KayecTBe JIONMOJHHUTEIHHOW TEepamuu Yy B3POCIBIX MAIMEHTOB C MaplIHaIbHBIMU
CYIOPOXHBIMH TIPUIIAJKAMH, COIPOBOMKIAIOIIMMHUCS HIA HE CONMPOBOXKIAIOIIMMHUCS BTOPUIHOM

reHepaau3anuen.



Tenepanuz06annoe mpesoicHoe paccmpoicneo
- JledeHHe TeHepPaTM30BaHHOTO TPEBOKHOTO PACCTPONCTBA Y B3POCIIBIX TALMCHTOB.
Dubpomuanzun

- nedeHue GUOPOMUAITHH Y B3POCIIBIX.

NMPOTUBOITIOKA3AHUA

- TOBBIIIEHHAS YyBCTBHTENBHOCTh K JIEHCTBYIOIIEMY BEIIECTBY W/HIHM JIOOOMY JpYroMmy
KOMITOHEHTY IIperapara;

- JIeTCKHMil ¥ IIOAPOCTKOBEI BO3pacT 10 17 jeT BKIIOUHTENBHO (3G GEKTHBHOCTD H 0e301macHOCTh
HE YCTAHOBJICHBI);

- HENEPECHOCUMOCTH JIAaKTO3bI, z[e(bnum JIaKTa3kbl, INIFOKO30-raJlaKTO3Hast MaJII:a6COp6III/ISI.

C OCTOPOXHOCTBIO

Iloyeunas (cM. pasaen «Croco® MPUMEHEHMs W JI03bI») M CepleyHas HEI0CTaTOYHOCTh (em.
paszen «Ilo6ounoe nefHcTBHEY).

B CBA3M C 3aperHCTPUPOBAHHBIMH €IMHHYHBIMH CIyd4asMu OECKOHTPOJIBHOTO IPHMCHCHHA
nperabanvHa, ero HeoOXOJMMO Ha3Ha4YaTh C OCTOPOXKHOCTBIO y TALMEHTOB € JIeKapCTBEHHOM
3aBHCHMOCTBIO B aHaMmHe3e. Takue MalMeHThl HYXIAIOTCs B IMPHUCTAIBHOM MEAUIMHCKOM

HaOJIIOJICHUU BO BpeMsl JICUEHHUS IIPEIIapaToM.

[IPUMEHEHME ITPU BEPEMEHHOCTH U I'PYTHOM BCKAPMJINBAHUH
bepemennocmeo

AJIEKBaTHBIX JAHHBIX O IPMMEHEHUH nperabaanHa y 6€peMEeHHBIX KEHIIMH HET.

[Ip¥ IPUMEHEHNH Y )KUBOTHBIX IIPENapaT OKa3bIBal TOKCHYECKOE IEHCTBUE Ha PENPOTYKTHBHYIO
¢yHKumIo. B cBA3M ¢ 3THM mpenapar ITpera®-Diiu MOXHO IPHMEHSATH NPH OEPEMEHHOCTH TOJIBKO
B TOM CiIy4ae, €CIIM TI0JTb3a JUIs MaTepH SBHO MEPEBENIMBACT BOSMOXKHbIH PUCK I IUIOJA. [Tpu
JIe4eHHH TperaGajuHOM JKEHIIMHBI PENMPOAYKTHBHOIO BO3pacTa JO/DKHBI HCIOJIb30BATH
aJIeKBaTHbBIE METO/Ibl KOHTPALIETIIIUH.

ITepuoo zpyorno20 6cKapMAUaAHUA

[IperaGaanH BHIBOJHUTCS ¢ TPYAHBIM MOJOKOM. Tak Kak 0e30macHOCTh NPUMEHEHHUs Mpenapara
[Ipera®Diiu y HOBOPOXKICHHBIX HEW3BECTHA, BO BpeMs JIECYCHHUS nperabaJluHOM  HE
pEKOMEHTyeTCsl KOPMUTB TPy b0, CreyeT NpeKpaTHTh IPyIHOE BCKapMIHBaHHE U OTMCHHTD
Tepanuio mpenapatoM Ilpera®-Diiy, npuHEMas BO BHHUMaHHE HEOOXOMMOCTh Tepanuu s

MaTepHu U IrpyIHOC BCKapMJIMBAaHHUEC JUIA HOBOPOXIACHHOTO.



DepmunvHoCHb
K/IMHMYECKHX JaHHBIX O BIMSHHMH nperabainHa Ha (EepTUIBHOCTH JKEHIMH C COXPaHEHHOM

JIETOPOHOM (PyHKUHMEH HeT.

CIIOCOB INTPUMEHEHUS U 10351

BHyTpb, HE3aBHCUMO OT IIPHEMA IHIIIH.

Ipenapat [Tpera®-Jiiu npumenstoT B 103e ot 150 10 600 MI/cyT B 1Ba Wi TPH NpHEMa.
Heiiponamuueckan 60.1b

Jleyenne npemaparom Ilpera®-Diftu Haummaror ¢ 20361 150 Mmr/cyr. B 3aBucumoctH oT
JIOCTHTHYTOT0 3 }eKTa v IepeHOCUMOCTH Yepe3 3-7 Hel 103y MOXKHO yBennunThb 10 300 mr/cyT,
a IpH HeoOXOIMMOCTH elne yepe3 7 aHel — 10 MaKCHMalbHO#H 10361 600 MI/cyT.

Onunencun

Jleyenne mpenapatoM IIpera®-Difu maumnaror ¢ 10361 150 mr/cyT. C y4eToM JOCTUTHYTOrO
sddexTa 1 mepeHocuMOCTH Yepe3 1 HeZelo 103y MOXKHO yBeIuuuTh 10 300 Mr/cyT, a elme depes
HEZIENIO — 710 MaKCHMaTbHOM /10351 600 Mr/cyT.

Quobpomuanzun

Jleuenne mpenapatom Ilpera®-Dity HaumHaoOT ¢ 10361 75 Mr 1Ba pasa B cyTku (150 mr/cyr). B
3aBHCHMOCTH OT JOCTHTHYTOro 3pdexra W NepeHOCHMOCTH dYepe3 3-7 IHEH /03y MOXKHO
yBemmunuTh 10 150 Mr 1Ba pasa B cyTku (300 mMr/cyT). [Ipu OTCYTCTBHH MOJNOXKUTENBHOTO dpdekra
YBEJIMUMBAIOT /103y 110 225 MT JiBa pa3a B cyTkH (450 Mr/cyT), a mpu HEOOXOAMMOCTH elle Yepe3
7 naHel — 10 MakcHMaTbHOM 10361 600 Mr/cyT. ClieyeT yunuThiBaTh, 4To 103a 600 MI/cyT HE naeT
JIOTIOJTHUTEIBHBIX TIPEUMYIIECTB, HO XYK€ MIEPEHOCUTCS.

TI'enepanuszosannoe mpegodicrHoe paccmpoucmeo

Jleyenne npenaparom Ilpera®-Ditu Haumnaror ¢ 0361 150 Mmr/cyr. B 3aBucumoctu oT
JOCTHTHYTOr0 (b (deKTa i MePeHOCHMOCTH Yepe3 7 AHei 03y MOXKHO yBenuuuTh 10 300 Mr/cyT.
IIpH OTCYTCTBHM MOJIOXKUTENBHOTO dddexra depe3 7 auel yBequuuBaroT 103y 10 450 Mr/cyT, a
TIpH HeOOXOMMOCTH elile yepe3 7 Heil — 10 MaKCHManbHOH 10361 600 MI/CyT.

Crieryer peryJisipHO OLlEHUBATh HEOOXOAUMOCTh IPOIOJDKCHHSI TEPAIUH.

Ommena npezabanuna

Ecim nedenne mpenapatoM IIpera®-Diftu He0OX0AMMO PEKPaTHTh, PEKOMEH/IYETCs JeTarTh 5T0
IIOCTENEHHO B T€YEHUE MUHUMYM | Henenu.

Hayuenmot c HapywieHuem QYHKYUU noO4eK

YV Dam@eHToB ¢ HapyIIeHHON (yHKIMeH Mmodek 103y MOAOMpPArOT WHIAMBHIYalTbHO C y4ETOM

knpenca kpeatuauna (KK) (tabu. 1), KOTOpBIi pacCYHTHIBAIOT 1O CleyIommed Gpopmyre:



[140 — Bo3pact B rojiax| x Macca Tena (xr) (x 0,85 U151 SKeHIIAH)

KK (Mn/MuR) =
72 X CHIBOPOTOYHBIM KpEaTHHUH (mr/ )

V nanueHToB, NOJy4YarolluX JICYCHUC reMoIuaInu30M, CYTOUYHYIO 103y npera6aJmHa non6npa10T

¢ yuerom (ynkumn nodek. [ocre 4-4acoBoro ceanca reMo/ianmsa KOHIIEHTpaIluK perabainHa

B T1a3Me KPOBH CHHJKAKOTCS IIPUMEPHO Ha 5

ceanca reMOIHATI3a Ha3HAYAIOT JOTIOHATEIBHYIO 103y (CM. tabin. 1).

Ta6mmna 1. [Toabop 10361 nperadanuHa ¢ y4eToM GyHKIUT noyex”

0%. HemocpeCTBEHHO MOCIe KaKI0ro 4-4acoBoro

CyTounasi j03a iperabainna
Kiapenc KpatHOCTb IIpHEMA B
CraproBas 1103a, MaxkcuMaibHas J103a
KpeaTHHHHA, MJI/MUH CYTKH
MI/CyT MI/CyT

>60 150 600 2-3
>30 - <60 75 300 2-3
>15-<30 25-50 150 1-2

<15 25 75 1

JlonoHUTENbHAs /1032 IOCTIE najn3a (mr)
25 100 OnHOKpaTHO

“npu Heobxo0uMoCmu UCNONb306AHUA 003 25 m2 u 50 M2, He06X00UMO npuMeHeHue npe2abanuna

8 coomeemcmeyruux 003up061<ax.

IIpumenenue y nayueHmog ¢ HapyuieHuem ¢yHKuuu newenu

V HanueHToB C HAapylleHHeM (YHKIMH MEYCHH KOPPEKIHMH 03Bl HE Tpebyercs (cM. paszen
«®DapMaKOKHHETHKAY),

Hpumenenue y demeii 00 12 nem u noopocmkoe (12-17 nem, 6KII0YUMENbHO)

BesonacHocTh ¥ 3 (hEKTHBHOCTH Nperabaiuna y AeTel B BO3pacTe 110 12 neT ¥ MoAPOCTKOB HE
ycraHoBIieHbl. [IpuMenenue npenapara y neTeil He peKOMEHIYeTCs.

IIpumenenue y nOHCUbIX NAYUEHMOE (cmapuie 65 nem)

[TamMeHTaM MOXKMION0 BO3pacTa MOXKET NOTPeOOBaThCS CHIKCHHE JI03bI nperabainHa B CBS3H CO
CHI)KeHHEM (DyHKIUH MTOYCK.

B ciydae mpomycKa J03bl perabainHa He0OXOMMO TIPHHSATH CIEAYIOIIYI0 103y KaK MOXHO
cKopee, 0JIHAKO He Clie/lyeT MPYHUMATh MpPOIYIICHHYIO 103y, CCi BpeMsl IpreMa Cle/Iyomei

YK€ MOAXOJMT.



[MOBOYHOE JIEMCTBHE

[To UMeEIOIIEMYCsl OTIBITY KIMHAYECKOTO MPUMEHCHHIA npenapara [TIpera®-Diia y Gonee 4eM 12 000
[alMeHToB, Hamboiee  pacmpoCTPaHCHHBIMH HeelaTebHBIMA  SBJEHHSAMH  OBUIH
FOJIOBOKPY)KEHHE M COHJIUBOCTb. Ha6oaeMble  SIBIEHHsT OBUTH OOBIYHO JICTKHUMH MM
yMepeHHbIMH. JacToTa OTMCHBI nperabanuna ¥ manebo H3-32 HEXEIaTe/bHBIX peaxuui
cocrapma 14 u 7% cooTBeTcTBeHHO. OCHOBHBIMH HEXKENATEIbHBIMH > pexramu, TpeOOBABIIMMH
NpeKpalieHus JeUeHus, GBLTH TOJIOBOKpYKeHHUE (4%) U COHIUBOCTD (3%), B 3aBUCUMOCTH OT HX
CyOBbEKTHBHOM MEPEHOCHMOCTH. Jlpyrue noGounbie 3GHEKTHI, TaKKe IPUBOJAIINE K OTMEHE
nmpenapara: aTakcHs, CIIYTaHHOCTb CO3HAHM, acTeHWs, HapylIeHHE BHUMaHHUA, HCYCTKOCTDH
3peHHsi, HapyeHHe KOOpIUHAIMH, neprdepudecKre OTEKH.

Takske OTMEUATHCH HEXKeENATeIbHbIE PEAKIMH, BOSHAKAIOMIHUE 1OCIIC OTMEHBI IIpernapaTa Ipera®-
iiu: GecCOHHMIIA, TOJIOBHAs 00Ib, TOLIHOTA, TPEBOIa, TPUIIONOA00HBINH CHHIPOM, CYIOPOTH,
[OBBILIEHHAs BO30YAMMOCTb, JAENPECccHs, 00k, TUNEPruapo3 A rapest.

Ha ¢one Tepanun [IEHTPAIbHOM HelfponiaTideckoi 601H, CBSA3aHHOM C MOBPEKICHHEM CIIMHHOTO
Mo3ra, HaOmoaeTcss yBeIMICHHe JacTOThI M0GOUHBIX PeaKlui B LEJIOM, a TaKKe 11000YHBIX
peakIuii co CTOPOHBI [{HC, B 0COOEHHOCTH COHJIUBOCTH.

Huske MepeunciIeHbl BCE HEXENATENbHBIC ABJICHHA, 4acTOTa KOTOPHIX IpEBbINAIa TAKOBYIO B
rpynne iane6o (Hadmonasmmecs Gonee weM y 1 denoBeka). HexenaTeNbHBIC SBICHHA
pacmpe/ieJieHbl IO CUCTEMHO-OPraHHbIM KJIacCaM. YacToTa BCTPEYAEMOCTH STHX HEXETATEIbHbIX
peakuuii, Kr1accu(uIMpOBaHA  COIJIACHO pekoMeHJauusM ~ BceMHpHOH  OpraHu3alui
3/[paBOOXPAHEHHUS: OYEHb 4Aacmo (>1/10); uacmo (=1/100, <1/10); newacmo (>1/1 000, <1/100);
peoko (>1/10 000, <1/1 000); ouenv peoxo (<1/10 000), wacmoma Heu3secmna (qacToTy
BO3HMKHOBEHHS HEXeJaTeTbHBIX PeaKiii HEBO3MOXKHO OLCHUTL Ha OCHOBAHHU MMEIOIUXCS
JTAHHBIX.

[lepeurcleHHble HEKENATe/IbHBIE SBICHHA MOTYT TaK)Ke OBITh CBs3aHBl C OCHOBHBIM
3a601eBAHAEM /WA COMYTCTBYIOIIEH Tepanyed.

Hugpexyuu u uHasuu: 4acmo — Ha30(hapuHIHUT.

Hapywenue co cmopoHbl Kpoéu u JuMpamuyeckoii CUCIEMBbL: He4acmo — HEHpONCHHMS.
Hapywenusa co cmopoHbl UMMYHHOIL CUCMEMbL: Hevacmo — PeaKiliui TUNEpPYyBCTBUTEIBHOCTH,
pedKo — alIepruecKie PeaKiiuy.

Hapywienue memabonusma u RUMAHUA: 4acmo — [OBBIIICHHE ANTIETHTA; HeYdacmo — aHOPEKHA,

TANOITIMKCMHUA.



Icuxuveckue HapyweHuA: 4acmo — COCTOAHHUE siiopuH, CIIyTAaHHOCTH CO3HAHMA, OeccOHHUIIA,
pa3IPaKUTENLHOCTD, ACTIPECCHS, 1C30PHCHTALHA, CHIDKEHHE JTMOMI0, TaHHUEeCKas aTaKa, anaThs,
Hewacmo — raJUTIoIMHAINH, OECTIOKOUCTBO, TPEBOXKHOE B030YK/IeHHE, TI0/IaB/ICHHOE HACTPOCHHE,
NPUNOJHATOE HACTPOCHHE, KonebaHue HACTPOCHMS, arpeccuBHOCTb*, JieTiepCoHAIA3aIHS,
TPEBOKHbIC CHOBH/ICHHS, 3aTPYIHCHHE C o 00pOM CIIOB, TOBBINICHHE aubHI0, aHOpPra3Mus,
ycrsienne G6eCCOHHHIIbL, peOKo — PACTOPMOKEHHOCTD.

Hapywienua co cmopoHbl HepEHOIl CUCMEMBL: 0YeHb HACmOo — rOJIOBOKPY)KEHHE, COHIIMBOCTD,
FOOBHASL OOJIb uacmo — araKCHs, HapylIEHHE KOOpIMHALMH, TpeMop M3apTPUsi, AMHE3Us,
yXy/IIeHAe TaMATH, HapyIIeHHe BHUMAHUAL, mapecTe3us, TMIeCTe3ns, cenaTuBHbIA PPEKT,
HapyIlIeHHe PABHOBECHS], JIETAprusl, areB3us; Heyacmo — 0OMOpPOYHbBIE COCTOSHUS, MHOKIIOHHA,
ICUXOMOTOpHOE  BO30YXKIeHHE,  JHUCKHHE3WA, OpTOCTAaTHYECKOE  TOJIOBOKPYXKCHHE,
MHTEHIMOHHBIA TPEMOp, HHUCTAarM, HapyUICHHE PEYH, TOHIKCHHE pedIiekcoB, OLIYIICHHUE
JOKEHHs. Ha KOKE M CIM3MCTHIX 000JI0YKaX, THIEPECTe3ns, NOTepi CO3HAHWS , KOTHHTHBHbIE
HapyIIeHHs ; peoKo — TMATONOTHIECKoe oleNIeHeHHE, MapoCMusl, TUIOKHUHE3Us, ucrpadus,
CYZIOpOTH .

Hapyuwienus co cmopoHbl 0p2aHa 3peHuA: 1acmo — HEYeTKOCTh 3PEHHUs], JUILIONNS; HeYacmo —
yTpata nepudepruueckoro 3penus, HapymeHue 3peHus], OIyXaHue Iinasa, nedekT 1moss 3peHus,
6oL B I71a3aX, acTEHOMUs, (HOTOICHS, CHHIPOM CYXOro rjasa, [IOBBIIIEHHOE CJIE300TIACIICHHUE,
pasJpakeHHe CIM3UCTOH 000JI0UKH TIJ1a3; peoko — OCLUIIIONCHS (kosnebaHue BHIANMBIX
IPeIMETOB), H3MCHEHHE [TyOHHBI 3PUTEIBHOTO BOCIPUATHS, MU/pHas, KOCOIJIa3ue, YCHIICHUE

*
SIPKOCTH 3pUTEIBHOT'O BOCIIpHUATHS, KepamT*, noTeps 3peHus .

Hapywienusa co CmOpOoHbl op2ana ciyxa u JlaGupuHmHble HAPYWEHUA: 4acmo — BEPTUTO;
HEYacTo — THIepaKy3us.

Hapywenusa co cmopoHsl cepouya: nevacmo — TaxuKap/ud, aTPHOBEHTPHKYJISApHAs OI0Kana I
CTEeneHH, CHHycoBas Opaaukapius, XpOHHHYCCKas cepreyHas HEJIOCTATOYHOCTD ; PEeOKO —
CHHYCOBasi TAXMKap/Hs, CHHYCOBast apuTMH, yJUTHHEHHE HHTEpBaja QT".

Hapywenua co cmopoHbl cocy006: Heuacmo — THIOTEH3Us, THICPTEH3MA, rUnepeMus KOXH,
«TIPUIIABBI», XOJIOJIHBIE KOHEYHOCTH.

Hapywienus co cmopoHbl dbIXamenbHOIl CUCHEMbl, OP2AH06 ZPYOHOU KNemKU U cpeoocmenun:
yacmo — CyXOCTb CIIM3HCTOH OOONOYKH HOCA; Hewacmo — OJIBIIIKA, HOCOBOE KPOBOTEUYCHHE,
KaleJib, 3aJI0)KEHHOCTh HOCA, PUHHUT, Xpall; peoko — 9yBCTBO CTECHEHHS B rOpIIC, OTCK JIETKHX .
Hapywenus co cmopoHbl HCEYOOUHO-KUWEHHO20 MPAKMA: 4acmo — pBoTa, 3a110p, METEOPH3M,

* ~
B3yTHE J>XHBOTA, CyXOCTb BO PTY, TOHIHOTa*, auapes | Heyacmo — racrp0330(bareanbﬂbm
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pedTIoKe, TMIepCeKpelrs CIOHHBIX XKele3, CHIKEHUE 1yBCTBUTEILHOCTH CIIM3UCTOU 000JIOUKH
TIOJIOCTH PTa; pedko — acluT, Jucdarusi, TaHKPeaTHT, OTEK SI3BIKA .

Hapywienusa co cmopoHbl KOMcU U NOOKONCHBIX mKaHeu: Heyacmo — TalyJie3Has Chbllb,
KpalWBHULA, TOBBIIEHHAs IMOTIMBOCTh,  OTEK muma’, KOXHBIA  3yd; peoko  —
AQHIMOHEBPOTHYECKUH OTEK, CHHIPOM CruBeHca-JDKOHCOHA , XOJIOIHBIH TOT.

Hapywienusa co CMOpPOHbI MblUeYHOU, CKeJIemHOoIl U COCOUHUMENbHOU MKAHU: 4acmo —
MBIIIEYHbIE CYI0POTH, apTpairus, 6ojb B ciiuHe, 00Ib B KOHEYHOCTSIX, CrasM MBILIIL HIEHHOTO
OT/eNa TO3BOHOYHMKA; Heuacmo — OIlyXaHhe CycTaBa, MHAJTHs, MbIIeYHas Cya0pora, 0omnb B
111ee, CKOBAaHHOCTD MBIIIILL; peOKO — pabIOMHUOIIH3.

Hapywenuna co cmopoHbl no4exk u MOYEBbIGOOAWUX nymell: Heyacmo — HEACPKAHUE MOYH,
JU3YpHUST; peOko — IoYeUHasi HeJOCTaTOYHOCTD, OJIATY PHsl, 3a/ICPIKKa MOYH .

Hapywienua co cmoponsl penpooyKmugHOU CUCMEeMbl U MOTIOUHBLX Jcenes: 1acmo = 60116 B
MOJIOUHBIX JKele3aX, SPEKTWIbHAs IMCOYHKUWMs; Hewacmo — CeKCyalbHasd quchyHKIMs,
OTCpOYEHHas JSKyJISIHH, THCMEHOpes; peoko — aMEHOpesl, BBIICICHHUA U3 MOJIOYHBIX JKeEJIE3,
yBeJTMYEHHE MOJIOYHBIX XKeJe3, THHEKOMACTHS

O6uque HapyWieHUA U PeaKyu 6 MeCHe 66€0eHUA: 4acmo — neprdeprdeckuii OTeK, HapyIeHHe
[IOXOJIKM, TIaJeHHe, UyBCTBO OIbSHEHHMs, IUIOXO€ CamMO4YyBCTBHE, YyTOMIISIEMOCTD; Hewdcmo —
reHepaJM30BaHHBIA OTEK, YyBCTBO CTECHEHHS B IPY/IH, 60JIb, TMXOPAJIKa, XKaxaa, 03100, ooast
¢;1ab0CTh, HEJJOMOTaHHUE.

JlaGopamopuvie u UHCHPYMEHMAIbHble OGHHbIE: 4ACMO — YBEIMUCHHE MACChl Tena,
NOBBINICHAE KOHIEHTPAIlMM KpeaTHHHHA KpOBHM; Heyacmo — TOBBIICHHC aKTUBHOCTH
kpeatuH(ochHoKuHa3bI, aTaHMHAMHHOTpaHC(Epashl, acnapTaTaMHHOTpaHC(epaskl, MOBBIICHHE
KOHIIEHTPAIIWH TJIFOKO3b] B KPOBH, CHHKEHHE KOJIMYECTBA TPOMOOLIUTOB, CHIJKEHHE COJICPIKAHUS
KaJIis B KPOBH, CHIDKCHHE MAcChl TeJIa; peOKo — CHHKEHUE YHuCIIa JIEUKOIIUTOB B KPOBH.

Basicno coobuiamb 0 NnOO03Pe6aeMblX HEHCEIAMENbHbIX PEAKUUAX C Ueblo obecnevyeHusn
Henpepbl6H020 MOHUMOPUHZA OMHOWEHUA NO/Nb3bl U PUCKA NEKAPCMEEHHO0 npenapama.
Ecnu y Bac 603nuKnu Kaxue-n1ubo HexcenameibHble peaxyuu, obpamumech K Jie4auiemy
épauy, pabOmMHUKy anmeKu  Uiu npouseooumenio. MeouyuHckum pabomuHukam
pexomendyemca coobwumos 0  J1100bIX no003pesaempix HeMcelamebHblX PeaKyuax
JIeKapCmeeHH020 npenapama 4epe3s HayuoHabHble CUCMEMbl COOOUIeHUA O HEMHCeIAMEIbHbIX

peaxkyuax.

NMEPEIO3UPOBKA
IIpn mepeno3upoBke mnpemapata (10 15 r) Apyrux (He ONHMCAHHBIX BBILIE) HEXKENATEIbHBIX

peakuuii 3aperucTpAPOBaHO He ObUIO. B X0zie MOCTPErHCTPAHOHHOTO NPUMCHCHHA Haubonee
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YaCTHIMH HEXEJaTeIbHBIMH SBICHHAMH, Pa3BUBABIIMMHUCS IIPU IIEPEIO3UPOBKE INperadaivHa,
ABISIMCE: a((EKTHBHBIE pPAcCTPOMCTBA, COHJIMBOCTB, CIYTAHHOCTb CO3HAHHUS, JEMpeccHs,
aXUTALUs ¥ 0eCroKoMCTBO. B peikux ciyyasix ObUIM 3aperuCTpUPOBAHBI CITyYad KOMBL.

Taxxe OTMEYaIHCh CyIOPOTH.

Jleuenue: IPOBOIAT NPOMBIBAHUE XKeEJTyIKa, MOICPKUBAIOIIEE JIEUCHHE U TIPH HEOOXOMMOCTH

reMoaualins.

B3AUMOJEMCTBHE C JIPYTUMH JIEKAPCTBEHHBIMU CPEJICTBAMHU

Ipenapat IIpera®-Dify BHIBOAMTCS IOYKAMH B OCHOBHOM B HEH3MEHEHHOM BHJIE, TIO/IBEPraeTCst
MHHHMATBHOMY MeTabon3My y uesioBeka (B BH/e METaOO0IMTOB II0YKaMH BBIBOIUTCS MeHee 2%
7103b1), HE MHTHOMPYET MeTab0IH3M JPYTUX JIEKApPCTBEHHBIX BELIECTB in Vilro ¥ HE CBS3bIBACTCA C
GeqKaMH TMIa3Mbl KPOBH, OH BpsI JH cHocoOeH BCTynaTh B  (hapMaKOKHHETHYECKOE
B3aUMOJIEWCTBHE.

Hccnedosanusa in vivo u nonyiAyuoHHbLI YapmMaKoOKuHemu4ecKuil ananus

He o6HapyXeHO NPU3HAKOB KJIMHAYECKH 3HAYMMOro (papMaKOKMHETHYECKOTO B3aUMOJICHCTBUS
nperabaiuHa ¢ (EHUTOWHOM, KapOaMa3elmMHOM, BaIbIIPOEBOM KHUCIOTOH, JIaMOTPHDKHHOM,
rabaneHTHHOM, JIOpa3enaMoM, OKCHKOJOHOM M 3TaHOJIOM. YCTaHOBICHO, YTO IepOpajibHbIC
THIIOTJIMKEMHYECKHE CPEJICTBA, MY PETHKH, HHCYIHH, heHoOapOuTal, THarabuH | Tonupamar He
OKa3bIBAIOT KJIMHUYECKH 3HAYMMOTO BIIUSIHHUS Ha KJIMPEHC NperadainHa.

Ilepopanbhbie KOHmMpayenmuesl, HOPIMUCMEPOH WUU IMUHUNICMPAOUOI

[Ipy TpUMEHEHMM TIEpPOPAIbHBIX KOHTPALECNTHBOB, COJEPXKAIMX HOPITHCTEPOH W/WIH
STHHHUIIICTPAJMON, OJIHOBPEMEHHO C MperabalvMHOM paBHOBecHas (hapMakOKMHETHKA 000X
IpenapaToB HE MEHSIOCh.

Ilpenapamei, enualowue Ha YEHMPAILHYIO HEPEHYIO CUCMEMY

Coobmanocs 0 ciaydasx HapylIeHHs IbIXaHWUS M HACTYIUICHHE KOMBI IPH OJHOBPEMEHHOM
NpYMEHeHHH NperadaluHa ¢ JPYTMMHU ITIpenaparamMM, YIHETAIOUUMHU LEHTPAbHYI0 HEPBHYIO
CHCTEMY.

[ToBTOpHOE mEpopaibHOE NPUMEHEHHE NperadaiuHa ¢ OKCHKOJOHOM, JOpa3enamoM HIIH
3TAHOJIOM HE OKa3bIBAJI0 KJIMHHMYECKH 3HAYMMOTO BIMSHUS Ha JbixaHue. IIperabamu, mo-
BHIMMOMY, YCHJIHBAeT HapylIeHHs KOTHHTHBHOW M JIBUTATENbHOH (YHKIMM, BbI3BaHHbIC
OKCHKO/IOHOM. [Iperabaiun MoXkeT ycuuTh 3G (GEKThI 3TaHOJIA U JIopasernama.

Bausanue na scey004HO-KUMEeYHbII MpaKkm

Takxke coobmanock 00 OTPUIATEIHBHOM BIHMSHHM IperadaivHa Ha JAESTeIbHOCTD JKEIyZJ04HO-

KHIICYHOI'0 TpakKTa (B TOM YHCJIE, Pa3sBUTHE KHIIIEYHOMN HEMMPOXOJUMOCTH, NAapaIMTHYCCKOIO
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Wieyca, 3amopa) Npd OJHOBPEMEHHOM IIPHMEHEHHH C JIEKAPCTBEHHBIMH CPEICTBAMH,
BBI3BIBAIOIIMMH 3a110p (TaKUMH KakK ONUOHBI) (M. paszaen «Ocobble yKa3zaHusy).
B3aumooeiicmeue npenapamoe npu npumeHeHuu y NONCUNBIX NAUUCHMOE

Cneunanphble  HccnenoBaHHs — (apMaKOIMHAMHYECKOTO  B3aUMOJCHCTBHS € JPYTHMH
JIEKapCTBEHHBIMHU CPEJICTBAMH Y TOXKUIIBIX MAIUEHTOB HE MPOBOIMIIHCE.

OCOBBIE YKA3AHUSA

Iayuenmoi ¢ caxapuvim ouabemom

Y 4acTu nauueHToB, 6OJIBHBIX CaXapHbIM JHA0ETOM B Cllydyae NpUOaBKU Macchl Tea Ha (oHe
JIeYEeHUsI IIperabaMHOM MOKET IIOTPeOOBATHCS KOPPEKIIUS 103 TUIIOTTTHKEMHYECKAX CPEICTB.
Peakyuu zunepuyecmeumensnocmu

IIpera®-Dity HEO6XOIMMO OTMEHHTH B CITyYae pa3BHTHS CHMIITOMOB AHTMOHEBPOTHYECKOTO OTEKa
(Takux Kak OTeK JMlla, NEePHOPAbHBIA OTEK MM OTE€YHOCTh TKAHEH BEPXHHX JbIXATEIbHBIX
nyTeit).

CyuyuoanvHosie moiciu u nogeoerue

IIpoTrBOSNIMIENITHYECKME —TpeNapaThl, BKJIIOYas MperadalMH, MOTYT TOBBINATh PHCK
BO3HUKHOBEHUS CyHMIIHIAIbHBIX MBICIIEH WK n0BeIeHHs. [[09TOMY manueHToB, Moy Yarommx 3Td
npenaparbl, CIEIyeT TIIATEIbHO HaOI0aTh HAa NpEeIMeT BO3HUKHOBEHHS WJIM YXY/IIIEHHS
JIETIPECCHH, TOSIBJICHUS CyULUAATBHBIX MBICJICH WU TIOBEIECHHUS.

CHudicenue yynkuuu jnceny0ouHo-Kume Hoz0 mpakma

Ilpy  onHOBpeMEHHOM TIpHMMEHEHMH TperabalvHa W ONHOMIOB CIEIyeT pPAacCMOTPEThH
HEOOXOIMMOCTh TIPOBE/IEHHs NPOPUIAKTHYECKHX Mep 0 MPEAYIPEXIEHAIO PA3BUTHS 3alI0POB
(B 0OCOOEHHOCTH Y MOXKHJIBIX MAIIHEHTOB U KEHIIUH).

I'onosokpyscenue, connueocms, nomepa co3HAHUA, CHYMAHHOCMb COSHAHUA U HAPYWIEHUA
KOZHUMUBHbIX (yHKYUI

Jleuenne mnpenaparom IIpera®-Difty cOMpOBOKIANOCH TOTOBOKPYKEHHEM H COHJIHBOCTHIO,
KOTOpBIC MOBBIIIAIOT PUCK CIIyYalHbIX TPaBM (IaJI€HUN) Y MOXKUJIBIX JIFOIEH.

B Xoze mocTperncTpanMoHHOrO MpUMEHEHHs Iperaparta OTMEYaIMCh TakKke CIydad MOTepH
CO3HaHMs, CITyTAHHOCTU CO3HAHMS M HAPYIIEHHs KOTHUTHBHBIX QyHKumii. [ToaToMy 10 Tex mop,
TI0Ka [AIIUEHTHI HE OLICHAT BO3MOXHBIE T000YHbIE 3()(HEKTHI MpenapaTa, OHU JOJKHBI COOJTIOAATh
OCTOPOXHOCTb.

Ommena conymcemeyrouieii mepanuu npOMUEOCYOOpOIHCHIMU NPEnapamamu

CaelleHHs 0 BO3MOKHOCTH OTMEHBI JPYTHX HPOTHBOCYAOPOKHBIX CPEJICTB IPH MOJABICHHHU
CyZI0pOr TperabaiuHOM M 11e1ec000pa3HOCTH MOHOTEpAIMH 3THM MPENapaToM HeJOCTATOUYHBI.
Vmerotcst cooOIIeHHs O pa3sBUTHH CyIOPOT, B TOM YHCJIE SMHJIENTHYECKOTO CTATyca M MalIbIX

IIpUIIaIKOB Ha (bOHe IIPUMECHCHUSA npera6aJmHa HJIHA Cpa3y MOCJIC OKOHYAaHHUs TCpaIluH.
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Bauanue npezabanuna na 3perue

Vimetorest JaHHBIE O TOM, YTO y NAIMEHTOB, IIOCTOSHHO MOJMy4YaBIIUX mpemnapaT Ipera®-Diiy,
Tako# 1M000YHBI 3d(DeKT, Kak 3aTyMaHHBAHHE 3PEHHs, OTMEYAlICs dalle, YeM Y MAlHeHTOB,
noyyaBmux mianedo. Ilpu sTtom ykaszamHbli 1m0GO4HBIA dddeKkT mnpekpamancs mo mepe
IIPOJIOJKEHUS JICUEHHS.

B KIMHHYECKHX HCCNIEOBAHMAX, BO BpEMS KOTOPHIX HPOBOAMIM OMTATBMONOIHYECKOE
00cyie/loBaHNe NALMEHTOB, CHHKEHHE OCTPOTHl 3DEHHSl M M3MEHEHHs TOJeHl 3peHHs valle
HaOJIIOAIOCh Y TIALMEHTOB, MOJYYalOUMX NperabaiuH, 4eM y Molydaomux mwiane6o. Yactora
M3MEHEHHH IIa3HOTO [{Ha ObLla BBILIE y MAI[MEHTOB, MOJTyYaroMX Mmane6o.

HecmoTpst Ha To, 4TO KIMHHYECKOEe 3HA4YEHHWe STHX HApyINEHWHl He yCTAHOBIICHO, NALHEHTaM
cieqyeT coobmarh Bpady 00 M3MEHEHHsAX 3peHHs Ha (oHe Tepanuu nperabamuHoM. B ciydae
COXpaHEHHs] CHMIITOMOB HapyIlEHUs 3peHUs ClIeyeT MpOJ0KUTE Habmonenue. Bonee yacTrie
MPOBEPKHU 3PEHHs CIIEYEeT MPOBOJUTH y MALMEHTOB, KOTOPhIE Y)Ke PEryJIApHO HAOIIONAIOTCS Y
odranbmonora. Ilpy mosiBiIeHH: B OTBET HAa MPUMEHEHHE NperabaluHa TaKHX HEXeNaTelbHBIX
PeaKIni, KaKk MOTepsi 3peHMsl, HEYETKOCTh 3PEHHUs HJIH JPYTUX HAPyLIEHHH CO CTOPOHBI OpraHa
3pEHUs, OTMEHA Npernapara MOXKeT IIPUBECTH K UCUE3HOBEHHUIO YKa3aHHBIX CHMIITOMOB.
IToueunan nedocmamounocmeo

Otmevanuck Takxke Cllydan pa3BHTHs IIOYSYHOM HEJOCTATOYHOCTH, B HEKOTOPBIX CIIydasiX MOCTIe
OTMEHBI NperadanuHa QyHKIHMS MOYEK BOCCTAHABIIMBAIAC.

Cumnmomsl ommensl npezabanuna

B pesynbrate orMens! npenapara [Ipera®-Jiiu mocsie 1MTeNbHOM M KPATKOCPOUHON TepaIH
HaOJIOIATACh CIIETYIONHIE HeXeNaTellbHble SBJIEHHs: GECCOHHMIA, T'OJOBHAs GO, TONIHOTA,
Auapesi, TPUIIONOJOOHBIA CHHIPOM, NENMpPECcCHsi, MOTIMBOCTD, TOJOBOKPYKEHHE, CYyJOPOTH H
TpeBora. MMeromuecs JaHHbIE CBUACTENBCTBYIOT O TOM, YTO YaCTOTa BOSHUKHOBEHHUS U TSDKECTh
IPOSIBIICHUH CHHAPOMA «OTMEHBD MOTYT 3aBHCETh OT JI03bI IperabairHa.

3noynompebnenue npezabanurnom

Her naHHbIX 0 TOM, 4TO nperaGajuH akTHBEH B OTHOIIEHHH PELENTOPOB, OTBEYAIOMIHX 3a
pa3BUTHE 3JI0yNOTpeOJIEeHUs IpernapaToM y IalKeHTOB. Bo BpeMs MOCTPErHCTpanMOHHBIX
HCCIICIOBAHUN OTMEYAIUChH CJIyYau HapyIIEHHs PeKOMEHIOBAHHOTO PEXHMMa J03UPOBAHHUS HIIH
3710ynoTpeOIeHus peradaInHoOM.

Kak u nmpu nmpumeHeHHH 1000r0 JIGKAPCTBEHHOTO cpejcTBa, Biustomero Ha L[HC, ciemyer
TIIATEJIbHO OLECHUTH aHAMHE3 MMAlMeHTa Ha IpeIMeT MMEIOIIUXCs CIy4YaeB 3JI0YHOTpeOIIeHus
JIEKapCTBEHHBIMU CPEJICTBAMHM, a TaKKe HaOM0JaTh MalMeHTa B CBSI3H C BO3MOXHOCTBIO

Hapylni€Husl pEKOMEHIOBAaHHOI'0 PEXHMa JO3UPOBAHUS WIIHA 3H0yHOTp66J'[eHI/IH Hpel"a6a.IIPIHOM
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(HampuMep, pa3BHTHE yCTOWYMBOCTH K TEPAlHH MPerabalMHOM, HEOGOCHOBAHHOE IIOBbIIICHHE
A103bl TIpernapara, aJJIiKTHBHOE MIOBEICHUE MAIlHEHTa).

3acmounan cepoeunan nedocmamounocme

HecMorpst Ha To, 4TO O4YeBHIHOMN B3aMMOCBS3H ¢ KOHIIEHTpAIHEH perabaivua B Iia3me KPOBH H
PasBUTHEM CEPJCYHOM HEIOCTATOYHOCTH HE OTMEYalIOCh, B XOJ€ MOCTPETHCTPAIHOHHOTO
NPUMEHEHHs TIpenapara coo0Ianoch 0 pa3sBUTHH XPOHHYECKON CepIeYHON HEJOCTATOYHOCTH Ha
$one Tepanuu npenaparom [Ipera®-Dity y HeKOTOPHIX MALKEHTOB.

Y manueHtoB 6e3 KIMHUYECKH BBIPOKECHHBIX NPU3HAKOB 3a60/I€BaHHi Cep/Illa HIIH COCYIOB HE
OTME€YaNoCh  CBSI3M  MEXAY NEpUPEPHYIECKMMH OTEKaMH M CEPAEYHO-COCYAMCTHIMH
OCJIOKHEHHUAMHM, TAKUMH KaK MOBBILICHHE apTEPHAIbHOTO JJABJICHHS WIIH XPOHHUYECKAs CepIeUHast
HEJIOCTATOYHOCTh. DTH PEAKIMH NPEHMYIIECTBEHHO HAOIOJAINCh y MAIHEHTOB MOXKHIOTO
BO3pacTa, CTPaJaBLIMX HApyUICHUSIMH QYHKIMM CepAla M IOJNYy4YaBIIMX IMpenapar I0 MOBOLY
Herponatuy. [TosTomMy nperabanus y 1aHHON KaTeropuu MalMEHTOB A0JIKEH MCIIOJB30BATHCS C
ocTopoxkHOCThIO. [Tocie orMeHs! npenapara [Ipera®-Ditd Bo3MOXKHO HCUE3HOBEHHE MPOSIBIICHHI
NOI0OHBIX peaKInii.

Tepanus wenmpanvhoil Heillponamuueckoil 6onu, C6A3AHHOI C NOBPEIHCOCHUEM CRUHHOZO
Mo32a

Yacrora HexenarenbHbIX siBIeHHHA co cTopoHbl [[HC, 0COGEHHO TaKkHX Kak COHJIHBOCTb,
TOBBIIACTCS IIPH JICYCHUH LEHTPAIbHOM HelponaTHuecKoi 60, 00yCIOBIEHHON TOpaXKEHHEM
CIIMHHOT'O MO3ra, 4TO, OJJHaKO, MOXET OBITh CIIEJICTBHEM CyMMaluu 3p(exToB nperadaiuHa u
APYTMX TNapajUleJIbHO TNPHHUMAEMBIX CPEACTB (HampuMep, AaHTHUCNACTHYECKHX). TO
00CTOATENLCTBO ClIeyeT IPUHUMATh BO BHUMaHKe [IPH Ha3HaueHuM mpenapara IIpera®-Ditd mo
JAHHOMY TIOKa3aHHIO.

Inueghanonamusn

Otmeuamuch cmyyau oHIedanonaTtid, OCOOEHHO Y MAlMEHTOB C  COIYTCTBYIOIIMMH

3360J'ICBaHI/IﬂMI/I, KOTOPBIE MOTYT IIPUBECTH K PA3BUTHIO JAHHOI'O COCTOSTHUS.

BJIMSITHUE HA CIIOCOBHOCTb YIIPABJIATDH TPAHCIIOPTHBIMH
CPEACTBAMMU, MEXAHU3MAMH

Ipera®-Dify MOXKeT BBI3BIBATH TOJOBOKDYKEHHE H COHIMBOCTH H, COOTBETCTBEHHO, BIHSTH HA
CIIOCOOHOCTL  YIIpaBlIeHHs. TPAHCIOPTHBIMH CPEICTBAMH M Ha paboTy ¢ MeEXaHM3MaMH.
[laipenTam He ciieyeT ynpaisaTh TPAHCIIOPTHBIMHU CPEICTBAMH K MEXAHH3MAMH HMJIH BBITIOJHSTh
Apyrue NOTEHUUAIBHO OMAaCHbBIE BU/BI JIE€ATEIILHOCTH, [10Ka HEe OyJeT SICHO, BIUSAECT JIM JaHHbIHI

npenapar Ha CiocOOHOCTh K 3THM JI€HCTBHSAM.
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®OPMA BBIITYCKA

Kancynsr 75 mr, 150 mr u 300 mr

ITo 10 xancyn B Grmcrep [IBX-Asmomunuii wim (is 1o3uposku 300 Mr) B 6ictep Anro-Aio.
o 60, 90 nmu 500 xancyn B Ganke u3 IIDHJI, ¢ miacTukoBoit KPBIIIKOH, ¢ IPOKJIAJAKOW H3
LEJUTIOJIO3bI M CUCTEMOM 3aIlUTHI OT JETEH.

ITo 3 6imcrepa wim 1 Ganke BMECTe ¢ HHCTPYKIHEH O MPUMEHEHHIO B I1AYKy KapTOHHYIO.

YCJIOBUS XPAHEHUS
IIpu Temneparype He Boime 25 °C.

XpaHUTb B HEZIOCTYITHOM JIJIsSl IETEH MecTe.

CPOKI'OJHOCTH
2 roxa.

He IMTPUMCHSATD 110 HCTECYECHHUHU CPOKA FOJTHOCTH, YKa3aHHOI'O Ha YIIaKOBKE.

YCJIOBUS OTITYCKA

OtmyckaroT 1o peuenry.

IMPOU3BOIUTEJIb/®ACOBUHINK/YIIAKOBIIIUK
Xemepo Jlaoc /Tumumeo, Huousn
Aopec mecma npouszeoocmsa: YOuwur 111, 22-110, 1.D.A., J[xugumerna, Xamngapaban - 500 055,

Tenanrana, Uamus.

HAUMEHOBAHUE U AJIPEC OPUUYECKOI'O JIMIIA, HA UMSI KOTOPOI'O
BbIJIAHO PETUCTPAIITMOHHOE YIOCTOBEPEHUE
Xerepo Jlabe Jlumuten, «Xerepo Kopnopeiiry, 7-2-A2, Unpacrpuan Dcreiite, Canar Harap,

Xannapaban — 500018, Tenanrana, Uuaus.

OPTAHM3ALMS, IPUHUMAIOIIAS ITPETEH3UU
MockoBckoe npencTaBuTenbcTBO KoMnanuu « Xerepo Jla6e Jlumuren» (Muaus):

109029, r. MockBa, ABTOMOOMIIBHBII TIpoe3, 1. 6, cTp. 5.

Ten./dake: +7 (495) 981-00-88 ﬁ";““\\\
| gt 4 > \\\‘
e-mail: DrugSafety-Russia@heterodrugs.conf o~ ™ \© A\

['naBa MMpEaACTaBUTCIILCTBA KomMnanuu
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