CocrTaB

Oeticmsyrwuwee geuecmaeo: pekcopeHaguHa TUAPOXIIOPUL;

1 TabneTka comepxkut pekcodeHannHa rugpoxnopuna 120 Mmr (3kBuBaneHTHO 112 mr
dbekcodpeHanmHa);

8cnomMozame/ibHble 8euLecmaed: 1enniio3a MUKPOKPHUCTAaInYeCcKasi, KpaxMmarl
KYKYPY3HBIM, HAaTPUS KPOCKapMeJljio3a, MarHus cTeapaT, TUIPOMEJIIo3a, MOBUOOH,
TuTaHa guokcup (E 171), kpeMHUSA OUOKCHUL KOIIougHbIM, Makporon 400, cmecs
XKene3a okcupga xkenrtas (E 172) u cmech xkKemne3a okcuga po3osas (E 172 ).

JIekapcTBeHHasi GopmMma

TabneTKu, IMOKPHITEHIE 000I0YKOM.

OcHoBHble pu3suKko-xumuyeckue ceolticmeaa: TabIeTKU IIEPCUKOBOTO I1BeTa B hopme
KaIICYJIbl, IIOKPHITEIE 000/104YKOH, ¢ TUCHEeHUEM «012» ¢ OMHOM CTOPOHHI ¥ TUCHEHUEM
B BUJ€E IIPONUCHOU OYKBHI «€» C APYTOM CTOPOHHI.

®dapMaKoTepaneBTHYECKasi Ipynma
AHTUTHUCTaMUHHBIE CPEeNCcTBa AJjid cucteMHoro npuMmeHenusa. Kog ATX RO6A x26.
®dapMaKOAMHaAMHUKa

dekcodeHanmHa rugpoxaopupn - HecegaTuBHbIE aHTUTMCTaMUHHOE CPEOCTBO T'PYIIHI
QHTArOHUCTOB crenupuyeckux perentopoB H1. ®ekcobeHaguH papMaKoIOTUIECKHA
AKTUBHBIM MeTabonuToM TepdeHaaguHa.

B KIuHU4YECKUX UCCIedOBaHUIX ITy3bIPEN U TUIIEPEMUU KOXKHK, HHOYIIUPOBaHHBIX
rICTaMWHOM, aHTUTUCTaMUHHBIN 3QPeKT peKcodeHaarnHa r'uapoXjIopuaa, KOTOPhIA
Ha3Havanu 1 u 2 pa3a B CyTKH, IPOSBUJICA B TeueHUe 1 4yaca, JOCTUTHYB MaKCUMyMa
yepe3 6 4acoB U IMPOOoJIXKaJcsa B TedeHue 24 9acoB. [Ipu3HaKOB pPa3BUTUA
HeIepeHOCUMOCTH He OBIJI0 0OHApPYyKeHOo Jaxe rocjie 28-0HeBHOro IIpueMa.
Knuauueckuit a¢pdekT Habmogancs mocjie oqHOKpaTHOro nprueMa 103 oT 10 mo 130
Mr. B aTol Mofenu aHTUTUCTAaMUHHOTO 3HEKTUBHOCTH IOJIsT 00ecriedyeHus
nmocTosstHHOTO 3d(deKkTa B TeueHUe 24 4acoB ObIM HEOOXOOMMEI TO3EI He MeHee 130 mr.
MakcuMyM mOOaBIeHUS OTEYHOCTH U TUnepemun mmpesnimian 80%. Knuanyeckue
UCCIIeJOBaHUs CE30HHOTO alJIeprudecKoro puHUTa MOKa3kIBaloT, 4TO go3a 120 mr
OocTaTo4dHa s obecnedyeHus: 24-yacoBoit 9pHEeKTUBHOCTH.



Y GONBbHBIX C CE30HHBIM aJlJIEPTUYECKUM PUHUTOM, KOTOPhIE ITPUHUMAIIU 003y Oo 240
MI (pekcodeHaarmHa TrUOPOXJIOPHUAA 2 pa3a B CYTKU B TeUEeHUE 2 HeOellb,
CTAaTHUCTUYECKU 3HAaUYMMLIX u3MeHeHui QT-uHTEepBasa 10 CpaBHEHUIO C mianebdo He
HaOJII0MaIoCh.

Tak>ke 110 cpaBHEHMUIO C I1ale00 He Habmoganochk NOJAOOHBIX U3MEHEHUN Y 3T0POBBIX
noOpOBOJIBIIEB, MPUHUMABIINX OO0 60 Mr ¢hekcodheHaarHa T'UAPOXJIOpUaa 2 pa3a B
CYTKM B TeueHUe 6 Mmecsiies, 1o 400 mr ¢dekcodeHagruHa ruagpoxjgopuaa 2 pa3a B
CYTKHU B TedueHUe 6,5 nHA U 110 240 MI' B CyTKU B TeyeHue roga . B Bo3pacrte or 6 o 11
jieT He HaOJIIoganoCch CTaTUCTUYECKU 3HAUMMbBIX U3MeHeHul nuTepBasna QT 1o
CpaBHEHUIO C IIjIaledo 1ocje npuMeHeHus pekcodpeHagruHa ruapPoxaopuaa B mo3e 60
MT 2 pa3a B CYTKM B TeUeHUE 2 HeOeJlb.

Ilaxxe mpu KOHIIEHTPAIIMAX B IJIa3Me KPOBU, YTO B 32 pa3a MPeBHIIIaIn
TepamneBTUYECKUEe KOHIIeHTpaluu, ¢dekcodeHaauH y JIrogei He IIPOSIBIISII BO3MEeMCTBUS
Ha KaJIMeBble KaHallbl 3aMeJIEHHOT'O BRHITPSAMIIEHN S, KJIOHUPOBAHbI U3 MUOKapaa
yeJioBeKa.

dapMaKOKHHETHKA

dekcodeHamuHa ruApPOXIopU OBICTPO BCAChIBAETCS IIOCIIE ITpUeMa BHYTPb.
MakcumarnibHasi KOHLEHTPpalus gocTuraercsd yepes 1-3 yaca. MakcumasibHas
KOHIIEHTpalXs COCTaBJIgeT IpUMepHO 289 HI'/MII IIOCJIe OOJHOKPATHOI'O IIpueMa
npenapata B o3e 120 mr 1 pa3 B CyTKM U npuMepHO 494 HI/MII IIOCJie OOHOKPATHOI' O
npueMa Inpemnapara B fo3e 180 mr 1 pa3 B CyTKH.

60-70% dekcodpeHanrHa CBI3bIBAETCS C O€JIKaMM IIJIa3Mbl KPOBHU.

dekcodeHanuH He MeTabOIU3UPYETCS B IeueHU. MeTaboIu3upyeTcs B 0OUYeHb
He3Ha4YUTEeJIbHOU CTEIleHHU, IIOCKOJIbKY B MOUe U Kajie 00HapyKUBaeTCsI OCHOBHOE
BellleCTBO IIpenapara. BeiBon ¢pekcodeHanrHa U3 Ij1a3Mbl KPDOBU IIPOUCXOOUT C
nByX(ha3HLIM CHUXKEHNEM U TepMUHAJIbHEIM I€pUOa0OM IToyBeIBegeHus oT 11 oo 15
4acoB I10CJIe MHOTOKPaTHOT O IpuMeHeHusa. KuHeTrKa OJHOPa30BOM U MHOIOPa30BOU
003 JINHEVHAas [IpU nepopajbHbIX fo3ax o 120 Mr 2 pa3a B CyTKH.

CornacHO JaHHBIM HMCCJIeNOBaHUM, IPOBEOeHHBIX Ha JaHHBIM MOMEHT, OOJIbIIasi YacThb
O3Bl BEIBOOUTCS C XKEJT4YbI0, C MOYOU B HEU3MEHEeHHOM Bune BLIBOAUTCS 00 10%.

IToxa3zanus

CuUMIITOMaTHYECKOE JIeUeHNE CE30HHOT0 aJlJIEPruYecKOoro PUHUTA Y B3POCIIBIX U
meteu ctapime 12 mierT.



IIporuBONOKa3aHUA

[ToBBIIIIEHHASI YYBCTBUTEILHOCTE K (pekcodpeHagrHa TUAPOXIOPHUOA UITH TPYTUM
KOMIIOHEHTaM IIperapara.

Bo3spacT go 12 neT BBUOY OTCYTCTBUS HaMJIeKalllUX MaHHBIX 110 0€30IIaCHOCTUA U
9(pHEeKTUBHOCTH.

B3auMoOaeHCTBHE C IPYTHMH JIEKapCTBEHHBLIMH CPEICTBAMH H [Ppyrue BUObI
B3aMMOIEeHUCTBUHU

dekcodeHanuH He MeTabONIM3UPYETCS B IeYEeHU U I03TOMY He B3aUMOIENCTBYET C
OPYTUMM JIeKapCTBEHHBIMU CPEeACTBaMU 110 3TOMY IIyTH.

KombuHauuu, komopbsle mpebyrom mepsbl NpedoCmMOopPoOHCHOCMU NPU NPUMEHEeHUU

IIpu omHOBpEeMEHHOM Ha3HaY€HUU C SPUTPOMULIMHOM UM KETOKOHA30JI0M
Habromanock 2-3-KpaTHOe yBeludeHre KOHIIeHTpauu dekcodpeHagrHa B IIj1a3Me
KpoBu. BnusaHue Ha QT-uHTEpBas He ObLI CBSI3aH C 3TUM M3MEHEHUEeM; YacToTa
MOOOYHBIX pPeaKluii He yBeJInYuBaach 110 CpaBHEHUIO C TAKOBOU IIPU IpHUeMe
KaXIOoro U3 3THUX BeIleCTB OTAeIbHO. MccnemoBaHus Ha 9KCIIepUMEHTaIbHBIX
JKMBOTHHIX ITOKa3aJjii, YTO IIOBHIIIIEHNE KOHIIeHTPaluu pekcodeHannHa B mIaa3Me
KPOBH, KOTOpOe HabJIIoaaoch Iocjie OOHOBPEMEHHOTO IIPUMEHEHUST SPUTPOMUILIMHA
WU KETOKOHAa30J1a, MOXKeT ObITh 00YCJIOBIEHO yBeJIMUeHMEeM BCaChbIlBaHU S IIpeliapaTa
B XKeJIyOOYHO-KHMIIIEYHOM TPaKTe U YMEHbIIIEHHEM UM SKCKPeInu IIpelapaTra B
JKEJTYHBIX IIYTSAX, UJIM €r0 CEKPEeLUU B KEeJIyJOYHO-KUIIIEeYHOM TpPaKTe.

B3aumopencTBue C OMEIIPa30JIOM He OTMEYEHO.

KenynouyHo-KUllleYHbIe CPeCcTBAa MECTHOT'O AeMCTBUS, aHTAIIUAbl 1 alCOPOEHTHI.
[IpuMeHeHME aHTAIIUOOB, COOEePKAIIUX TUAPOKCUOBl aIlOMUHUS WX MarHusd, 3a 15
MUHYT 00 IIpueMa npenapata Amnerpa 120 Mr cHuzkaet 3¢pHeKTUBHOCTh
(bercodpeHagmHa rUgPOXIOPHUAA, BEPOSITHO M3-3a €T0 CBA3BIBAHUS B XKEJIYJOYHO-
KHMIIIeYHOM TpaKTe, TeEM CaMbIM YMeHbIIIasi BcackiBaHue (pekcodheHanrHa B
Kenyoo4dHO-KUIIeuyHoM TpakTe. CrnenyeT cobmomaTh HHTEPBasl (I10 BO3MOXKHOCTHU
MTPOOOJIZKUTENbHOCTHIO Oonee 2:00) mexay nmpuMeHeHueM dpekcobeHaauHa
TUOPOXJIOPHUAA U KETyOOUYHO-KUIIIeYHBIX CPEOCTB MECTHOT'O IEMCTBUS.

OCo00EeHHOCTH MPUMEHEeHHUSI

CnenyeT cob6miofaTh OCTOPOXKHOCTD IPU IIPUMEHEHUHU ITpenapaTa Annerpa 120 mr
OO0JILHBIM ITOXKMJIOTO BO3pacTa U MalleHTaM C HapylleHueM Ne4eHOYHOU UJn
MO4YeYHOU (PYHKIIMH M3-3a HEJOCTATOYHOCTHU JaHHBIX.



[NTanyeHTaM, IMePEeHeCIINM B IIPOIIJIOM UJIM UMEIOT TeIllePh CePOedYHO-COCYOUCThIE
3a00sieBaHus, CIeyeT UMEeTh B By, YTO IperapaThl KJacCa aHTUTUCTAaMUHHBIX
MOT'YT CIIOCOOCTBOBATh BOSHMKHOBEHUIO TAKUX MOOOYHBIX 9(pPEKTOB, KaK TaXUKapaus
u cepaiiebuenue (cMm. pasgen «IlobouHble 9(PPEKTHI»).

CroCcoOHOCTH BJIMSITHh HAa CKOPOCTH PEAaKIIHH IIPH YIIPaBI€eHHUH
ABTOTPAHCIOPTOM M/IM PadoTe C MeXxaHHu3MaMH

Ha ocHoBaHuM (papMakKogUHaAMHUYECKOTO ITPO(UIIS 1 UMEIOINXCS Ha CEeTOOHs JaHHBIX
0 ToO60oYHBIX 3¢ PeKTax HeraTuBHOI O BIUSHUSA HeKcodpeHagruHa ruapoxjaopuaga Ha
CIIOCOOHOCTH YIIPaBJISTh aBTOMOOUIIEM UJIM PAabOTaTh C MeXaHM3MaMU He BHISIBIIEHO.
Bo Bpems npoBeneHUsa UCOBITAHUU CYIIECTBEHHOTO BIUAHUSA NIpenapaTa Asuierpa 120
MI' Ha (DyHKIIMIO IIeHTPaJIbHOM HEPBHOU CUCTEMBI HEe BHISIBJIIEHO. [larueHETaM MOXKHO
yIOPaBIIATbL aBTOMOOUIIEM UJIM BHIIIOIHATH paboTy, TPeOYIOIyi0 KOHIIEHTPalluu
BHUMAaHMUSI.

OpHaKo MPU HAJTMYWU ITOBBIINIEHHON YyBCTBUTEILHOCTH K IIpernapaTy PeKOMeHIyeTCs
ITpegBapUTEIIbHO ITPOBEPUTh MHOANBUAYAJIPHYIO PEeaKInio O0JIbHOTO Ha JTeKapCTBEHHOE
CPeInCTBO.

IIppuMeHeHHe B MEePHO] 0EPEMEeHHOCTH H/IH KOPMJIEHHUSI I'PYIbIO

BepeMeHHocmb. IlaHHEBIE O IIPUMEHEHUN 6epeMeHHBIM 2KEHIIMMHAaM HeJOCTAaTOYHEI.

HeMHorouymncieHHbBIE UCCIIEOOBaHUS Ha XXKUBOTHBIX HE YKA3bIBAIOT HA HaJTU4YHue
MIPSIMOTO UJIM KOCBEHHOTO BIIMSIHUS Ha OepeMeHHOCTh, SMOpHoOHabHOe/peTambHBIHN
pas3BUTHE, POMLI UJIK IIOCTHATaIbHOe pa3BuTue. PekcodeHanrHa ruapoxIopud Helb3s
MIPUMEHSTH B Iiepuop 0epeMeHHOCTH, KpoMe CJIydyaeB KpailHe HeoOXOOUMOCTH, KOrfia
oXKHupaaeMas MoJib3a [JI MaTepPHU MpeBHIIIaeT BO3MOXKHBIN PUCK [OJIA MJI0Oa.

KopmaeHus 2pyovto. TTocKombKy pekcodpeHaquH TPOHUKAET B TPYTHOE MOJIOKO,

npenapat Ansnerpa 120 Mr HeJlb3sd IIPUMEHSTH B II€PUOJ KOPMJIEHUS IPYOBIO.
Crmoco0 nmpuMeHEeHUsI U T03bI

PexomeHnngyemas nosa pekcodpeHamquHa rugpoxaopuaa O B3POCIIbIX U AeTel cTapIie
12 neT cocraBnset 120 MI B CyTKH B OOUH ITPUEM, TO eCTb ofgHa Tabmetka 120 mr 1
pa3 B CYyTKHU.

Cnocob npumMmeHeHUs: TIePOPAIbHLIN TPHUEM.
et

[IpenapaT He TPUMEHSTh OETIM [0 12 JeT.



Ilepego3upoBKa

Coo006111a710Ch 0 BO3BHUKHOBEHUU T'OJIOBOKPYKEHUS, COHJIUBOCTH, ITOBBIIIIEHHOMN
YTOMJIIEMOCTH M CYXOCTU BO PTYy B pe3yJbTaTe Iepefo3upoBKU heKcopeHanguHa
rugpoxiopuna. [To cpaBHeHUIO ¢ I1alledo mo3bl 4o 60 MT OBaXXObl B CYTKU B TeUeHUe 2
HeJeJsb y AeTel, a TakkKe ogHopa30Bhie A03bl 70 800 Mr 1 go3sl o 690 Mr 2 pa3a B
CyTKH B TeueHHe 1 Mecsiia, a Takxke 1o 240 mr 1 pa3 B CyTKU B TeueHue 1 roga y
3MIOPOBHIX TOOPOBOJILIIEB HE COBEPINAIN KaKUX-TUOO0 CYIIECTBEHHHBIX C KITMHUYECKOU
TOYKM 3peHus mobouHbx 3¢¢GeKToB. MakcuManbHas IepeHocuMas 1o3a
pekcodpernaguHa ruAPOXIOPHUIa TOKa He YCTaHOBJIEHA.

B cnyyae 3Ha4YUTEILHOM MEPEIO3UPOBKY CIeAyeT IIPUMEHSATH CUMITOMaTUYEeCKOe
JledyeHre U KOHTPOIUPOBATh XKU3HEHHO BaXKHbIe GYHKIUU. YaaneHue pekcodpeHaguHa
TUOPOXJIOPHAA U3 KPOBU C IIOMOIIbI0 TeMoguanu3a HedahdHeKTUBHO. [Toka HEU3BECTHO
O CYIIeCTBOBAHUM aHTHUIOTA K IIpemnapary.

ITo6o4YHbIE peaKIIuu

[ToGouHBIE PEaKIuU, KOTOPhie HaOII0OaIuCch Y B3POCIILIX BO BPpEMSI KOHTPOJIMPYEMBIX
KJIMHUYECKUX MCCIJIeIOBaHUM, pacIIpeneeHkbl 10 CHCTEMaM OPTaHOB U YaCcTOTe
BO3HUKHOBEHUSI: o4ueHb YacTo (> 1/10), vacto (> 1/100, <1/10), HeuacTrie (> 1/1000 ,
<1/100), peokue (> 1/10000, <1/1000), ouens penkue (<1/10000), vactoTta
Hem3BeCTHaA.

Co cmopoHbl HepsHoll cucmembl. YacTo: To1oBHasA 00JIb, COHIUBOCTS,
TOJIOBOKPYKEHHUE.

Co cmopoHbl J#ceny00UYHO-KueyHo20 mpakma. Yacto tomrHota. YacToTa HEM3BECTHA:
CYXOCTb BO PTY.

Obuiue HapyweHus u peakuuu 8 mecme ssedeHusi. HedacTo moBHIIIIeHHAS
YTOMIJIIEMOCTb.

Bo BpeMsi moCcTMapKeTUHTOBOT'0 HaOMIOeHUsI co00Ianoch 0 HUXK4Ye3a3aHuYeH!n
HexXeJsaTeNbHbIe 3(QPEeKThl Y B3POCIBIX (YaCTOTa BOSHUKHOBEHHUS 3TUX 9P(PEKTOB
HeM3BeCTHA U He MOXKeT OBbITh OlleHeHa Ha OCHOBE MUMEIOIINXCS TaHHBIX)

Co cmopoHbl UMMYHHOU cucmemyl. PeakKIiuu TunepuYyBCTBUTEILHOCTH,
MIPOSIB/ISIBIIMECS B BUIE aHTMOHEBPOTUYECKOTO OTEKA, YYBCTBO CXKATUS B TPYIH,
OOBIIIKY, IPUJIUBEL ¥ APYTHUX CUCTEMHBIX aHapUITaKTUUEeCKUX PeaKIuu.

Co CMOPOHbBI NCUXUKU. BeCCOHHI/IHy, HEPBO3HOCTL, HAPYIIEHNWA CHA UJIU HOYHEIE
KOH.IMapr/HeOGBI‘-IHBIe CHOBUIOEHUA (6OHe3HeHHI:oIe CHOBUOEHUS).



Co cmopoHbl cepoua. Taxukapausi, cephaliedrneHue.
Co cmopoHbl 2Hceny0odHOo-KuwWeuHo20 mpakma. [Inapes.
Co cmopoOHbl KOXHCU U NOOKOJHCHOU Kaemyamku. Cheillb, KpalluBHUIIA, 3.

CoobuieHue o nodo3pesaemuix nobouHbie peakuuu. CooOIIeHuEe O ITOH03PEBAEMBIX
MoOOYHbLIE PEAKIINU TI0CJIE YTBEPKAEHUS JIeKapCTBEHHOT'O CPEICTBA SIBJIIETCS BaXKHOMU
IIPOIleAypPoi. ITO MO3BOJISIET IMPOI0JI2KAaTh MOHUTOPUHT COOTHOIIEHMUS T0Ib3a/PUCK
OJIsI JAHHOTO JIEKapCTBEHHOT'O CPeaCcTBa. MeOuIIMHCKUEe PaOOTHUKY OOJIKHEI
coo01iaTh 000 BCeX IOA03PEeBaeMbIX HeXKeJlaTeJIbHbIE peaKIIuy Yepe3 HallMOHaJIbHYIO
CUCTEMY COOOIIEHUNN.

CpoK rogHoctu
3 ropga.
YcnoBusi xpanenusi

XpaHUTh IIpU TeMIepaType He Bhile 25 °C. XpaHUTh B HEJOCTYIIHOM [JI AeTeu
MecCTe.

VYnakoBka

ITo 10 TabneTok B 6mucTtepe, mo 1 61ucTepy B KApTOHHOM KOPOOKe.
Kareropus ornycka

Bes perenta.

IIpousBoouTtennb

CAHOO®OMU Yuutpon MHIOACTPHUA - TYP3, Opanuusi/SANOFI WINTHROP INDUSTRIE
- TOURS, France.

MecTOHaxOXKIOeHHe IIPOMU3BOOHUTEJISA B €ro aapec MeCTa OCylleCTBIICEHHUSA
oesiTeJIbHOCTH

30-36 aBenio ['toctaB Iudens, TYP3, 37100, ®pannus/30-36 avenue Gustave Eiffel,
TOURS, 37100, France.

HcTOouHMK HHCTPYKIIHHA

I/IHCTPYKL[I/IH JIEKapPCTBEHHOT'O CpeaCTBaA B3sTa U3 O(bI/ILII/IaHBHOI"O HUCTOYHHUKA —



I'ocymapCTBEHHOT0 peecTpa JIeKAPCTBEHHEIX CPEeOCTB YKPAuHEHL.



http://www.drlz.com.ua/

