OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
Cymnpactunekc, 5 Mr, TabJIETKH, TOKPHITHIE MJICHOYHOM 000I0YKOi

2. KAYECTBEHHBINA U KOJIMYECTBEHHBIA COCTAB

JleficTByro1IIEe€e BEIECTBO: JIEBOLCTUPU3UH

Kaxnas Ttabnerka comepKUT S5 Mr JIEBOLIETUPU3MHA JIUTHUAPOXJIOpHAa. BcmomorartenbHbie
BEII[ECTBA, HAJIMYUE KOTOPBIX CJIEAYET YUYUTHIBATh B COCTaBE JICKAPCTBEHHOIO Mperapara:
JIAKTO3bl MOHOTHIpAT (cM.paznen 4.4).

[TonHbIi IepeyeHb BCIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B pa3jedie 6.1.

3. JIEKAPCTBEHHAS ®OPMA

benpie wnum mouytu Oenble KPYIible [BOSKOBBIMYKIIbIE TaONETKH, TMOKPBIThIE IUICHOYHON
000J104KOi, ¢ TpaBUpPOBKOM «E» Ha oHOM cTopoHe TabneTku u «281» Ha Apyroit ctopone, 6e3
WM oYty Oe3 3amaxa.

4. KIIMHUYECKHUE JAHHBIE

4.1. Tloka3zaHusi K MPUMEHEHHUIO

- JleyeHne  CHUMNOTOMOB  aQJJIEPrUYECKUX  PUHUTOB  (BKJIIOYas,  KPYIJIOIOJUYHBII
(mepcucTUpyromMii) U  CE30HHBIM (MHTEPMUTTHPYIOUIUI) alJIeprUueckue pUHUTHI) WU
AJJIEPTUYeCKOro KOHBIOHKTHUBUTA, TaKUX KakK 3y[, YMXaHHUE, 3aJ0KEHHOCTh HOCA, pUHOpes,
CJI€30TE€YEHHE, TUIIEPEMUS] KOHbIOHKTHUBBI,

- [lonmHO3 (CeHHas IMXOpajIKa);

- KpanuBHuia;

- [lpyrue amieprudeckue 1epMaTos3bl, COPOBOXKIAIOIIMECS 3y10M U BBICHIITAHUSIMH.

4.2. Pe:xuM 103MPOBaHUs ¥ CIOCO0 MPUMeEHEeHHUs!

PexxuM 103upoBaHus

B3pocnvie u 0emu cmapuie 6 nem

CytouHas n03a coctaBinseT 5 mr (1 TabieTka) 0THOKPATHO.

IIpooonsicumenvHocms npuema npenapama

[Tpu nedyeHnn ce30HHOTO (MHTEPMUTTHPYIOLIETO) alNIEPruYecKoro puHUTa (HaIuyue CUMIITOMOB

MeHee 4 QHEW B HENETI0 WIM HX 00mas MPOJODKUTEIBHOCTE MeHee 4-X HeelNb)
MIPOJIOJDKUTEIBHOCTD JICUEHUS 3aBUCHT OT JUTUTEIbHOCTH CHMIITOMATHKY; JICUEHUE MOXKET OBITh
MIPEKPAICHO MPU UCYE3HOBEHUH CHMIITOMOB M BO30OHOBJICHO TIPH TIOSIBJICHHH CUMITTOMOB.

[Ipu neyeHun KPYraoroAMYHOTO (TIEPCUCTHPYIOMIETO) allJIEPTUYECKOr0 pUHUTA (HAIWYHE
CUMIITOMOB OoJiee 4-X JHEH B HENENI0 W WX 00IIas MPOJ0JDKUTEIRHOCTh Oojiee 4-X HEelb)
JICYEHHE MOKET IPOJIOJKATHCS B TEUEHHUE BCETO NEPHO/Ia BO3IEHCTBUS aJlJIEPTEHOB.



NMeercs KIMHUYECKUH OMBIT HEMPEPHIBHOTO MPUMEHEHHUS JIEBOIETUPU3MHA B JICKAPCTBEHHOMU
(dbopme TabJIETKH MOKPHITHIC TUICHOYHON 000JI0YKOM 5 MT' Y B3pOCIIBIX TTAIMEHTOB T TEILHOCTHIO
0 6 MECSILIEB.

Ilponyck npuema npenapama

B cnydae nporycka mpuema npernapara He ciaeayeT IPHHUMATh IBOWHYIO 103y IS KOMIICHCAITUN
npomyuieHHo#. Creayromas 103a IPUHUMACTCS B 00BIYHOE BpPEMSI.

Oco0nlie T'PYHOIIbI TAIMECHTOB

Tayuenmuor nodcunozo eospacma

OCHOBHBIM IyTEM BBIBEJCHUS JIEBOLIETUPU3UHA U3 OpPraHHU3Ma SIBJISETCS BBIBEACHHUE IOYKaMH,
IOSTOMY IpU INPUMEHEHUM IIpernapara y HalUEeHTOB HOJICUN020 603PACMA WU C NOYeYHOU
He0oCmamoyHoCcmyvio 103a J0JKHA KOPPEKTUPOBATHCS B 3aBUCHUMOCTH OT CTEIEHU IOYEYHOU
HEIOCTaTOYHOCTH, OCHOBBIBAsICh Ha oleHke kiupenca kpearuHuHa (KK, mu/mMuH) (cM. myHKT
Tayuenmul ¢ noueyHoll HeOOCMAaAmMoYHOCMbIO).

Tayuenmoi ¢ noueynoii HeOOCMamouHOCMoIO

[Mauuenram c neekum Hapywenuem @yukyuu nowex (KK 50-79 mu/mMuH) KOppPEKIUU T03bI HE
TpeOyeTcs.

VYV manueHtoB ¢ ymepennou noueunou nedocmamounocmoro (KK ot 30 mo 49 wmu/mun)
pEKOMeHIyeMast 71033 5 MT 4epe3 JICHb.

Y manumeHTOB ¢ msdwcenon noueunou Hedocmamounocmoio (KK wmenee 30  wmui/mMuH)
pexkoMenayemas no3a S mr 1 pas B 3 ausi.

Ilayuenmoi ¢ neueHouHOU HEOOCMAMOUHOCbIO
[Manuentam ¢ napywenuem monvbko QYHKyuu nedeHu KOPPEKIMHM PEXHUMa JIO3MPOBAHHS HE
TpeOyercs.

Ilayuenmuol ¢ noueunoll u neueHOYHOU HedOCMAMOYHOCMbIO
[TanmeHTaM ¢ MOYEYHOW M MEYEHOYHON HENOCTATOYHOCTHIO JO3UPOBAHUE OCYIIECTBIISIETCS IO
BBIIICTIPUBEICHHOM cxeMe (CM. yHKT [layuenmol ¢ noueyHol HedOCmamoyHOCmbio).

€TH
[TpenapaTt npoTHBOIIOKAa3aH y JETEH B BO3pacTe 10 6 JIeT.
Pexum no3upoBaHus y 1eTeil OT 6 JIeT COOTBETCTBYET PEKUMY I03UPOBAHUS Y B3POCIIBIX.

Crooco0 rmpuMeHeHus
BHyTpb, IporiaTeiBasi 1EIMKOM, BO BPEMsI €]1bI HJIH HATOIIAK, 3alTUBasi HEOOJIBITUM KOJIMYECTBOM

BOJBL.

4.3. TIpoTnBONOKA3aHUS
- TUNEPYYBCTBUTEIBHOCTh K JICBOLIETUPU3UHY, LETUPHU3UHY, THAPOKCU3UHY, JOOOMY
NPOM3BOJHOMY THIEpa3WHa WJIM K JIIOOBIM  BCIIOMOTaTelbHBIM  BEIECTBaM,
MePEYUCIICHHBIM B pa3aene 6.1.
- TepmunaneHas cranus nouyednoit HepoctatoyHocTH (KK < 10 mu/mun).



4.4. llerckuii Bozpact g0 6 ser (cm. pasmensl 4.2 u 4.4) Ocobble yKazaHUsi W Mepbl
MPEeA0CTOPOKHOCTH MPH MPUMEHEHN U

C OCTOPOXKHOCTBIO

[Tpu xpoHHYECKOI TOYEUHON HEAOCTATOYHOCTH (HEOOXO0AMMa KOPPEKLIUS PEXKUMA I03UPOBAHHUS).
VY nui nokuioro Bo3pacrta (Ipu BO3PaCTHOM CHIKEHUHU KITyOOUKOBOM (DMIIBTPAIIHH).

VY nanmueHToB ¢ MOBPEXKJIEHUEM CIHUHHOTO MO3ra, TUIEpIUIa3hel NMpeAcTaTelbHON Kelesbl, a
TaKk)Ke NMPU HAJUMYUU JPYTUX Mpeapacroiararoimmx (GakTopoB K 3aJep>KKe MOYH, MOCKOJBKY
JICBOLETUPU3UH MOXKET YBEJIMUYUBATH PUCK 3aJEPKKH MOYH.

[Ipu ogHOBpEMEHHOM YIOTPEOICHUH C ajKoroyieM (cM. paszen 4.5).

bepemenHoCTh U NEpUOA IPYIHOTO BCKapMIIMBaHus (cM. pasnen 4.6).

OCTOPOKHOCTH CIIeZyeT COOMI0IaTh y MAIMEHTOB C SMUJICTICHEeH W TOBBIIICHHON CYJIOPOKHON
TOTOBHOCTBIO, TOCKOJIBKY JIEBOIIETUPHU3HH MOKET BBI3BIBATH 00OCTPEHHUE MTPHUCTYIIOB.

Oco0ble yKa3aHus
WHTepBasibl MEXIy J103aMH JIOJDKHBI OBITh MOJOOpaHbl MHIMBUIYaJIbHO B 3aBHCUMOCTH OT
GYHKIIUU TOYEK.

PeKOMeHI[yeTCH CO6J'IIO)I&TB OCTOPOKHOCTD ITPHU OJHOBPEMCHHOM yHOTpC6HeHI/II/I C aJIKOT'OJICM.

[lpy HamMuMM y TaNMEHTOB MpeApacroiararoimux (akTopoB K 3aJepkKKe MOYd (Hampumep,
MNOBPEXJACHUE CIMHHOIO MO3ra, IMIEpIUIa3usl MPEeACTaTeIbHOM JKele3bl) ciaeayeT coOIoaaTh
OCTOPOXXHOCTD, IIOCKOJIBbKY JIEBOLIETUPU3UH MOXKET YBEIUUYHUBATH PUCK 3aJEPKKHA MOYH.

OCTOPOXKHOCTH CIEAYET COONIOAATh y MAlMEHTOB C AMUJICTICUEH U TMOBBIIIEHHON CYAOPOKHON
TOTOBHOCTBIO, ITOCKOJIBKY JICBOLUCTHUPHU3NH MOKET BbI3BATh O6OCTpCHI/IC IpUCTYIIOB.

PeaKum{ Ha KOXXHBIC anneprnqecmle HpO6I>I IIogaBJIACTCSI AaHTUTUCTAMUHHBIMHA HpenapaTaMH, nu
nepez[ HpOBCZ[GHI/IeM TGCTI/IpOBaHI/IH HCO6XOILI/IMO BOSI[Cp)KaTI)CH oT aneMa HpenapaTa B TCUCHHC
3-X mHEH.

Bo3moxHO nosiBiieHne 3y/1a nocie NpekpalieHus npruemMa JeBoLeTUPU3NHA, JaKe €CIIU TOJOOHBIX
CUMIOTOMOB He ObUIO B Hayane JjedyeHus. CHUMITOMBI MOTYT HpPONTH caMOcCTosSTenbHO. B
HEKOTOPBIX CIIy4asiX CUMIITOMBI MOTYT OBITh CUJIBHO BBIPAQ)KEHHBIMH, U 3TO MOXET MOTpeOoBaTh
B0300HOBJEHMS JieueHUs. [Tocne BO300HOBIEHNS JI€UEHUS 3T CUMITTOMBI I0JKHBI IPOUTH.

IIpenapam Cynpacmunexc mabiemku, HOKpblmble NIEHOYHOU 000JI0UKOU, COOepICUm IAKmo3y,
MaUMeHTaM C PEeJIKO BCTPEYarOIeicsl HacIeICTBEHHON HENEPEeHOCUMOCTBIO TalaKTO3bl, MOJHBIM
ne(UIIUTOM JIaKTa3bl WK TIIOKO30-TaJaKTO3HOM ManbaOcopOIueil He cleayeT NpUuHUMATh 3TOT
npemnapar.

eTH
JleBouleTHpU3UH B TabJIeTKaX, MOKPBITHIX IJIEHOYHOW 000JIOYKOM, MPOTHBOINOKA3aH y JETei B
BO3pacTe 6 JIeT U MIIaJlle, OCKOIbKY JJaHHAs JIEKapCTBEHHast (hopMa He M03BOJISIET HUCIIOIb30BATh
MOAXOAAIIYIO JO3UPOBKY Ul 3TOM BO3pacTHOM Trpymnmbl. PeKOMEHIyeTcss HCIOJIb30BaTh
HeMaTPUIECKyIO JIEKApCTBEHHYIO (popMy (Karuiu AJis mpueMa BHYTPb).



4.5. BzaumoneiictBue ¢ JAPYrHMHM JIeKAPCTBEHHBIMHM MNpenapataMu M JApyrue BHJbI
B3aMMOJAEHCTBUSA

I/IsyquI/Ie B3aHMOHeﬁCTBHH JIEBOLCTHPHU3HNHA C JAPYIrMMH JICKAPCTBCHHBIMH IIp€IriaparaMHd HE
MMpOBOANJIOCH.

HpI/I HU3YYCHUHU JICKAPCTBEHHOI'O BSaHMOﬂeﬁCTBHH pan€éMara HETUpHU3KWHA C AHTHUIIMPHUHOM,
A3UTPOMHULIMHOM, HTUMCTUAWMHOM, JUA3CIIAMOM, SPUTPOMULIMHOM, I'NTUIIU3NI0M, KETOKOHA30JIOM U
HCGBI[OB(beI[pI/IHOM KIIMHHUYECCKH 3HAYMMBIX HCXKCIIaTCIbHbBIX B3aHMOHeﬁCTBHﬁ HEC BBISIBJICHO.

[Tpu ogHOBpemMeHHOM npuMeHeHuu ¢ TeodumuHoM (400 Mr/cyT) oOImMii KIUPEHC LeTUPU3HHA
cHmkaercs Ha 16% (kuHeTHKa Teo(hUUTMHA HE MEHSIETCS).

B uccnenoBanuu npu oqHOBpeMeHHOM IipueMe putaHosupa (600 Mr 2 pasa B 1€Hb) U LIETUPU3HHA
(10 Mr B 1eHB) MOKA3aHO, YTO IKCIIO3UIIMS LIETUPU3UHA yBennuuBaiach Ha 40%, a 3KCIO3UIIMs
pUTaHOBUpPA HE3HAYUTEIBHO n3MeHsuach (-11%).

Y 4yBCTBUTEIBHBIX NAIMEHTOB OJIHOBPEMEHHBIN MpUEM JICBOIECTUPHU3WHA U QJIKOTOJISI WU
JIEKapCTBEHHBIX MPENapaToB, OKA3bIBAIOIINUX MOABISIONICE BIUSHUE HA IEHTPATbHYIO HEPBHYIO
cuctemy (LIHC), MokeT BbI3BaTh 3aTOPMOKEHHOCTh M YXY/IIEHHE PA0OTOCIIOCOOHOCTH.

4.6. ®epTHIBLHOCTH, 0€PEMEHHOCTDb U JAKTALMS

bepeMeHHOCTH
JlaHHbIE 1O TPUMEHEHUIO JICBOLIETUPU3MHA BO BpeMsi OEpEMEHHOCTH MPAKTUYECKH OTCYTCTBYIOT

win orpanuuensl (mMeHee 300 ucxomoB OepemenHocTeil). OAHAKO NpUMEHEHUE LEeTUPHU3UHA,
patiemMara JeBoleTupusuHa, npu OepemenHoctu (Oosee 1000 mcxomoB OepeMeHHOCTEH) He
COTIPOBOXAAJIOCH TIOPOKAMH Pa3BUTHS M BHYTPUYTPOOHBIM M HEOHATAJIbHBIM TOKCHYECKUM
BO3JICHiCTBHEM. B mHcCCleIoOBaHUAX Ha >KMBOTHBIX HE BBISBICHO MPSIMOTO MM KOCBEHHOTO
HEOJIaronpHUsATHOTO BIUSIHUS HA TEYCHUE OEPEMEHHOCTH, YMOPUOHATIFHOE U (heTaThHOE Pa3BUTHE,
pOABI M TOCTHATAIBHOE Pa3BUTHE.

[Ipu OepeMeHHOCTHM Ha3HAYEHUE JICBOIIETUPU3NHA MOXET OBITh PACCMOTPEHO B Ciyyae
HEOOXOJUMOCTH.

JlakTanus
[HetupusuH, panemar JIEBOLETUPU3UHA, IKCKPETUPYETCA C TPYAHBIM MOJOKOM. IloaToMy Takxke

BCPOATHO M BBIACJICHHUC JICBOLUCTHUPU3HWHA C I'PYAHBIM MOJIOKOM. v ,ueTeﬁ, HaxoagInuXCsa Ha
TPyAHOM BCKapMJIIMBAHUH, BO3MOJKHO IIOABJICHHUC MMOOOYHBIX peaKLII/Iﬁ Ha JICBOLCTHUPHU3UH.
HOBTOMY HCO6XOI[I/IMO C06J'IIO)13.TB OCTOPOKHOCTDb MPU HA3HAYCHUU JICBOUCTUPU3WHA B IICPHUOI
TPYAHOI'O BCKapMJIMBAHMHA.

DdepTUIbHOCTD

Knunnyeckue gaHHbIe 10 JIEBOUETUPU3UHY OTCYTCTBYIOT.

4.7. BiusiHMe HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpPeACTBAMH M PadoTaTh ¢
MeXaHU3MaMH

HeBOHeTI/IpI/ISI/IH MOXET HpI/IBeCTI/I K HOBBIHIGHHOﬁ COHJIMBOCTHU, H, CICOOBATCIBbHO, MOXCET
OKas3bIBaTh BJIIMAHHUC Ha CHOCO6HOCTB YHOpaBJIATb aBTOMO6I/IHeM 501050 pa60TaTB c TexHukou. B
4



nepuoa JCYCHUA HCO6XOI[I/IMO BO3CPKUBATLECA OT 3aHATHI INOTCHIIMAJIBHO OIIACHBIMHW BHAAMH
JCATCIIbHOCTH, TpC6YIOH_[I/IMI/I MMOBBIIICHHOMN KOHIOCHTpAallUKM  BHHUMAHUS U 6I)ICTpOTI:I
IMICUXOMOTOPHBIX peaKHHfI.

4.8. HexesiaTelbHbIE peaKIUU

Pe3ioMe HexxenaTeabHbIX DEAKIINN

Jannvie no bezonacnocmu, noiyueHHvie npu U3y4eHUU Yemupusuna
Hab6nronanuce crnenyromnue Hexenarenbubie peakiuu (HP):

Peoxo (> 1/10 000 ro < 1/1000):

Bcerpevanuch Jierkie W BpeMeHHbIE Hexenatenbuble peakunu (HP), Takue Kak yTOMIIIEMOCTb,
HapyIICHUE KOHICHTPAIIWK, COHJIMBOCTh, TOJIOBHAs OO0Jb, TOJOBOKPY)KEHHE, BO30YXICHHUE,
CYXOCTh BO PTy M JKEIyJOYHO-KMIIEYHBIE pacCTpoMcTBa (3amop). B HEKOTOPBIX Ciydasx
HaOJIF0JAINCh PEAKI[MH THIIEPYYBCTBUTEIBHOCTH M AHTHOHEBPOTHUYECKHI OTEK.

Takxke co00ImAIOCH 00 OTHEIBHBIX CIIy4asX CyAOpOr, PEaKIHd CBETOYYBCTBUTECIBHOCTH,
HOPaKEHUH I€YEHH, aHa()UIAKTHYECKOrO IOKa, HapyIIECHHs KPOBOOOpAIIEHUS, TIyXOTHI,
IUTOXOT'0 CaMOYYBCTBHS, 3y/a, BACKYJIUTA, 3PUTEIbHBIX HAPYIICHHI ¥ KOIIMAPHBIX CHOBHICHHIA.

Jlannvle KIUHUYECKUX UCCIeO008AHUL

Knununueckue uccienoBanus nokasanu, 4yto y 14,7% nanueHToB, IpUHUMABIINX JI€BOLIETUPU3UH
B n03e 5 mr Habmoganuck HP B cpaBHenuu c 11, 3% y nmanuentoB rpymnmsl miane6o. 95% HP
ObUIN JIETKUMH WIM YMEPEHHO BbIPAKEHHBIMU.

B KIMHHYECKHMX MCCIEIOBAHMUAX 4YacTOTa NPEKpPALICHHs] TEpanuu BCIEICTBUE Pa3BUTHUSA
no0ouHbIX peakuuit cocraBuia 0,7% (4/538) y mauneHToB, paHIOMU3UPOBAHHBIX [T OTYYESHUS
neBoueTupusuHa B 03¢ 5 Mr u 0,8% (3/382) i manueHToB, paHIOMU3UPOBAHHBIX B TPYIITY
iane6o.

Cnenyromme HP Obun BbIIBIIEHBI y marnueHToB (n=538), y4acTBOBAaBIIMX B KIMHUYECKOM
MCCJIEJOBAaHUM U IPUMEHSIBIINX JIEBOLIETUPU3UH B PEKOMEHJOBaHHbIX 103ax (5 Mr 1 pa3 B CyTKH):

Yacmo (> 1/100 no <1/10):

HP Jlesonernpusun S Mr ITnanedo
(n=538), % (n=382), %
Connusocmo 5,6 1,3
Cyxocmb 60 pmy 2,6 1,3
Tonosnas 6onv 2,4 29
Ymomnsemocmo 15 0,5
Acmenus 1,1 1,3

X0T4 yacToTa CIy4yaeB COHJIIMBOCTH B IPYIIIE JIEBOLETHPU3MHA ObLIA BBIIIE, YEM TaKOBas B IPyIIIe
iane6o, B 00IbpIMHCTBE citydaeB 3Ta HP Oblia jgerkoil uian yMepeHHO# CTeneHn TSHKECTH.

Heuacmo (>1/1 000, no <1/100):
Bbosb B )xuBOTE.

[HocTperncrpallmOHHBINA IIEPHUOT




Hapywenus co cmoponsl uMMyHHOU cucmembl:
peaKuu TUIIePUyBCTBUTEILHOCTH, BKIIIOUasi aHA(PUIaKCHIO

Hapywenus memabonuzma u numanus:
MOBBILICHHE aIlleTUTa

Tcuxuueckue napywenus:
TpeBora, arpeccusi, Bo30ykKJeHHe, OECCOHHMIIA, Ta/UTIOLMHALMU, NEHpPeccus, CyHIHaajIbHbIe
UJeH, KOIIMapHble CHOBUICHUS

Hapywenus co cmopoHvl HepeHou cucmembi:
Cyaoporu, TpoM003 CHHYCOB TBEpJOH MO3roBOH 000IOUYKH, HapecTe3usi, TOJOBOKpPYKEHHUE,
BEPTUTO, 0OMOPOK, TPEMOP, TUCTEB3US

Hapywenus co cmopoHbl opeana 3spenus:
HapylLIeHUE 3pPEHHs,, HEUYETKOCTh 3PUTEIBHOIO BOCIPHUATHUS, BOCHAIUTEIbHBIC IPOSIBICHMUS,
HEIPOU3BOJIbHBIE ABM)KEHUS TJIA3HBIX S0JIOK (HUCTAarM)

Hapywenus co cmoponwl cepoya:
CTEHOKap/usl, TaXUKapAus, OUTyIIEHUE cepaALeOneHus

Hapywenus co cmoponwl cocy0os:
TpOoMOO03 IPEMHON BEHBI

Hapywenus co cmopoHbvl OvixamenvHoll cucmembl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMEHUA!
YCUJICHHE CUMIITOMOB PUHUTA, OJIbIILIKA

Kenyoouno-kuuieutvie HapyuleHus.
TOILIHOTA, PBOTA

HapymeHuﬂ CO CMOPOHbL neverHu u :)fce/meebzeodﬂmux nymeﬁ
TeraTuT

Hapywenus co cmopoHbl KOdCU U NOOKONHCHBIX MKAHE.
AQHTMOHEBPOTUYECKUI OTEK, 3K3aHTeMa, TMIIOTPUX03, KOXKHBIN 3yJ, KOKHas ChIlb, TPEIIUHBI,
KpanuBHULA, POTOCEHCHOMIN3AIIMS/ TOKCUYHOCTD, CTONKAs JIEKapCTBEHHAs IpUTEMA

HapymeHuﬂ CO CMOPOHbBI Mbllxl/lellHOﬁ, CKenemHol U COCOUHUMETbHOU MKAHU.
00JIb B MbIHINAax, apTpajrud

HapymeHuﬂ CO CMOPOHbBL NOYEK U MOHE@bl@OaﬂM/ﬂ/DC nymed
AU3ypus, 3a/ICpKKa MOYHA

Obwue napywenus u peakyuu 8 mecme 88e€0eHUs.:
Hed(P(HEKTUBHOCTH MPOIYKTA M €T0 B3aUMOJIEHCTBHS, CYXOCTh CIIU3UCTHIX 000JI0UEK, OTEK

Jlabopamopnvie u uncmpymenmanbHvle OaHHbIE
VBenuuenne Macchl TeNa, HW3MEHEHWEe (DYHKIIMOHAIBHBIX TIPOO0 TME€UeHHU, TMepeKpecTHas
PEaKTUBHOCTH

Onucanue omoenvrvix HP




VY HebOoJbIIOro KOJIMYECTBa MAlMEHTOB HaOMIOAancs 3y IOcCie MpeKpalleHUus NPUMEHEHUs
JICBOLIETUPHU3UHA.

Ecnu nmoOble ykazaHHbIe B MHCTPYKIMH T0O0OUYHBIE AP (EeKThl yCyryOstoTes, win Bel 3ametunu
npyrue nodounsie 3P PeKThl, He YKa3aHHbIE B UHCTPYKIIUH, CIEAYET COOOLIUTL 00 3TOM Bpayy.

COO6H.I€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno coo61ath 0 mo/103peBaeMbIX HeKeNlaTeIbHBIX PEaKIUAX MOCIe perucTpaliy npemnapara ¢
HEeNbl0 OO0eCleueHus HENpPepbIBHOIO MOHUTOPUHTA COOTHOILIEHUS «II0JIb3a — PUCK»
JICKapCTBEHHOTO Mpernapara. MeIuMHCKIM pa0OTHHUKAM PEKOMEHAYETCs COOOIIaTh O JOOBIX
MO/I03PEBACMbBIX HEXKEJIATENbHBIX PEAKIUAX JIEKAPCTBEHHOrO Mpernapara 4yepe3 HalMOHAIbHbIC
CHUCTEMBbI COOOIICHUSI O HEXENATeNbHBIX PEAKIUAX TocyJapcTB — uieHOB EBpasuiickoro
HKOHOMUYECKOT'O COI03a.

Poccniickas @enepanys

109074, Mocksa, CnaBsiHCKas IIomanb, 1. 4, ctp. 1

denepanbhas ciyx0a 1o Haa30py B cdepe 3apaBooxpanenus (Poc3apaBaanzop)
Tenedon: +7 (495) 698-45-38, +7 (499) 578-02-30

OnekTpoHHas nouta: pharm@roszdravnadzor.gov.ru

Caiir: http://www.roszdravnadzor.gov.ru/

PecnyOnuka Kazaxcran:

010000, r. Hyp-CynraHn, yn. A. Imanosa, 13

«HarmuoHanbHbI TEHTP SKCHEPTU3bl JEKAPCTBEHHBIX CPEICTB M MEAWLIUHCKUX H3ACIIHIDY
Komurera MeaumuHCKOTO M (hapMaIieBTHYECKOT0 KOHTPOJIS MUHHCTEPCTBA 3/IPaBOOXPAHEHHS
Pecniy6nuku Kazaxcran

Tenedon: +7 (7172) 78-99-11

OnextponHas nouta: farm@dari.kz

http://www.ndda.kz

Pecniy6nuka benapych:

220045, r. Munck, np-T J3epxunckoro, 83, kopryc 15, 8 atax

PVII «llenTp sKkcmepTu3 M HCHBITAaHWM B 3ApaBOOXpaHEHUN», PecnyOnukaHCKas KIMHHUKO-
(dapmakosoruyeckas 1abopaTopus

Tenedon: +375-17-242-00-29

OnekTponHas noyra: recpl@rceth.by

http://www.rceth.by

PecnyOnunka ApmeHus:

0051, r. EpeBan, np. Komuraca 49/4

«Hay4dHBII LEHTp HKCIEPTU3bl JIEKAPCTB M MEIMIMHCKMX TEXHOJIOTMM HMM. akaJeMHuKa O.
["abpuensna» AO3T

Temedon: (+374 10) 23-16-82; IN'opsiuast muaus (+374 10) 20-05-05;

daxkc: (+374 10) 23-21-18


http://www.roszdravnadzor.gov.ru/
mailto:farm@dari.kz
http://www.ndda.kz/
mailto:rcpl@rceth.by
http://www.rceth.by/

DnexTponHas moyra: Vigilance@pharm.am
http://www.pharm.am

4.9. llepeno3upoBKa
Cumnmomsl nepedo3uposxu: COHIUBOCTH (y B3POCIBIX), BO30OYKIeHHUE U OCCIIOKOHCTBO, 3aTeM
CMEHSIOIINECS] COHJIMBOCTBIO (Y JETeil).

Jleuenue: HEOOXOIMMO MPOMBITH KEIyJAOK WM MPUHATH aKTUBHPOBAHHBIA YTOJb, €CIIU IMOCIHE
npreMa Tperapara npoluio Majao BpeMeHU. PekoMeHIyeTcst TpoBeIeHHEe CUMIITOMATUYECKON U
noepkuBatonieit repanuu. Crenuduaeckoro aHTHA0Ta HeT. ['emonuanu3 He 3 dexTuBeH.

5. ®APMAKOJIOTHMYECKHUE CBOMCTBA

5.1. dapmakoaMHAMHYeCKHe CBOCTBA

dapmakoTepaneBTHUECKass TPyIIa: aHTUTMCTAMUHHBIC CPEJICTBA CHCTEMHOIO JICHCTBHUS,
[IPOM3BOJIHBIC TTHITEPA3HHA.
Kon ATX: RO6GAEQ9

Mexaunsm gericreus, hapMakoguHaMudecKre 3 GEKThI

JleBouleTHpU3UH — aKTHUBHOE BemlecTBO mnpemnapara CymnpacTUHEKC - 3To R-3HaHTHOMED
[CTUPU3UHA, MOIIHBIA M CEJCKTHUBHBIA AHTarOHUCT TUCTaMHMHA, OJokupyromuid Hi-
TUCTAMHUHOBBIE PEIETITOPHI.

JleBol1eTUPU3MH OKA3bIBAET BIUSHUE HA THCTAMUHO3aBUCUMYIO CTAHIO aTNIEPTUISCKUX PEaAKIIHiA,
a TaKkkKe YyMEHbBIIAeT MHUTPALUI0 D03MHO(MUIOB, YMEHbBIIAET MPOHUIIAEMOCTh COCYJIOB,
OTpPaHUYMBAET BHICBOOOKICHHE METUATOPOB BOCIIATICHHUS.

JleBoleTHPU3WH TPEAYNPESKIACT Pa3BUTHE W OOJErdaeT TEUYCHHWE AUICPTHYCCKHX PEaKIIHi,
00JaIaeT MPOTUBOIKCCYNATUBHBIM, TIPOTHBO3YIHBIM JICHCTBUEM, MPAKTUYCCKH HE OKa3bIBAaeT
AHTUXOJIMHEPTHYECKOTO W aHTHCEPOTOHWHOBOTO JICWCTBHS. B  TepameBTHYECKUX J03ax
MPaKTUYECKH HE OKA3BIBAET CENaTUBHOTO (P heKTa.

5.2. ®apMakoKHHeTHYECKHE CBOHCTBA

Abcopbyus

[Tocne mprema BHYTpb Ipemnapar ObICTPO W MOTHOCTHIO BCACHIBACTCS U3 KEITYA0YHO-KUIIIEYHOTO
tpakta (JKKT). [IpueM numu He BIMSIET HA MOJHOTY BCAChIBAHUS, XOTSI CHMXKAET €r0 CKOPOCTb.
MakcumanbHast KoHUeHTpaus (Cmax) B I1a3Me KpoBu gocturaercs yepes 0,9 u u cocrasnsiet 270
HT/MII, paBHOBECHAs! KOHIICHTPAIUs TOCTUTAETCs Yepe3 2 CyTOK.

Pacnpeoenenue
JleBouernpusnn Ha 90% cBsi3piBaeTCs ¢ Oenkamu Tuia3Mbl KpoBu. O0beMm pacnpenenenus (V)
coctassieT 0,4 /kr. buonoctymaocts mocturaer 100%.

Bbuompancpopmayus


mailto:vigilance@pharm.am
http://www.pharm.am/

B nebGompmux konuuectBax (<14%) wmerabonusupyercs B opraHuzme nytem N- u O-
JICATTKUITUPOBAHUS (B OTIIMYHE OT JPYTUX aHTAarOHUCTOB H1-THCTaMHHOBBIX PEIENITOPOB, KOTOPHIC
METAa0OJM3UPYIOTCSI B TICUYEHH C TIOMOIIBIO CHUCTEMBI IIUTOXPOMOB) € 0Opa3oBaHHEM
(apMaKoJIIOTUYECKH HEAaKTUBHOTO Merabosmrta. [3-3a He3HauuTeNnpHOro MeTaboiu3Ma |
OTCYTCTBUSI META0OJMYECKOTO TIOTCHIMANA B3aWMOJICHCTBHE JICBOLETHPU3UHA C JIPYTHMHU
JICKApCTBEHHBIMH TTPETIapaTaMy MPEICTABISETCS MATOBEPOSITHBIM.

Inumunayus

VY B3pocnbix nepuoa nonysbiBenenus (Ti2) cocraBmsier 7,9+1,9 u; y aereit muajiiero Bo3pacra
T12 ykopoueH. Y B3pocibix 00muii kiupeHc coctanisiet 0,63 miu/mun/kr. Okono 85,4% npuHsaTon
JI03BI TIperapara BIBOAUTCS TTOYKAMU B HEM3MEHEHHOM BHJIE ITyTeM KIyOOUKOBOH puibTpanuu
Y KaHaJbLIEBOW ceKpeluu; okoio 12,9% — uepe3 KulIeyHuK.

Jluneiinocmo
DapMaKOKMHETHYECKUE TTapaMETPHhI JIEBOLIETUPHU3UHA U3MEHSIIOTCS TUHEHHO.

Tayuenmei ¢ noueynoil HeOOCMamouHOCMoIO

VY mamueHToB ¢ MOYeYHON HeA0CTaTOYHOCThIO (KiupeHe kpeatunuHa (KK) <40 mur/muH) kimpeHc
mpernapata yMEHbIIAeTCa. Y TAalMeHTOB, HAaXOAAIIUXCS Ha TeMOJIuanu3e, OOIMN KIUPEHC
cHmxkaercsa Ha 80%, 4To TpeOyeT COOTBETCTBYIOIIETO U3MEHEHUS PeKUMa T03upoBaHus. MeHee
10% neBoueTupHU3uHa yAANISETCS B XO/I€ CTAaHAAPTHOM 4-4acoBOW MPOLEAYPHl TEMOANATU3A.

Tlayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCIBIO

dapMakOKMHETUKA JIEBOLETUPU3UHA Yy MAIMEHTOB C I€YEHOYHOM HEJOCTaTOYHOCTBIO HE
u3ydajgach. Y TalMEHTOB C XPOHWYECKUMHU 3a00JIEBaHUSIMM NEYEHU (renaToLeIUTIONSPHbIH,
XOJIECTAaTHYECKUI ¥ OMIIMApHBIA IUPPO3), MOTYUYABIINX PAllEeMUYECKOE COSIMHEHUE TIeTHPHU3HHA
B 03¢ 10 unmu 20 Mr omHOKpaTHO, Habo1amoch yBenuuenue Tiz Ha 50% U CHIDKEHHE KIIMpeHca
npenapata Ha 40% 1o cpaBHEHUIO CO 3/I0POBBIMHU JIHObMHU.

Toowcunvle nayuenmul

JlanHbIe 110 (hapMaKOKWHETHKE Yy MAIlEHTOB TOXHIIOTO BO3pacTa OrpaHndeHsl. [Ipu moBTopHOM
npueme JeBoueTrpusnHa B 1o3e 30 Mr 1 pa3 B cyTKH B TeueHue 6 1Hel y 9 NOKHUIIBIX MalueHTOB
(Bo3pact oT 65 10 74 net) oOmmii KIupeHc ObuT MpUOIM3UTENbHO Ha 33% HuUXKe, YeM TaKOBOH y
B3pOCIbIX 00JIee MOJIOJI0T0 Bo3pacTa. bblio mokas3aHo, 4To pacnpeeieHre palueMaTa HeTupU3HHa
Oosble 3aBUCUT OT (PYHKIMM MOYEK, YeM OT BO3pACTa. DTO YTBEPXKAECHUE TAKKE MOXKET OBbITh
OPUMEHUMO M K JIEBOLIETUPU3MHY, TaK Kak 00a mpernapara - U JeBOLUETUPU3UH, U HETUPU3UH -
BBIBOJSATCS TMPEUMYILECTBEHHO ¢ Mo4oW. [To3TOMy y mManmeHTOB MOKMIIOTO BO3pacTa J/103a
JIeBOLIETUPU3UHA JTOJDKHA OBITh CKOPPEKTUPOBAHA B 3aBUCUMOCTHU OT (PYHKIIUHU MTOYEK.

eTH
JanHblie Mo uccnenoBanuio GapMakKOKHHETHKH Tipenapara y 14-u aereit B Bo3pacte oT 6 10 11
net ¢ Maccoit Tena ot 20 1o 40 Kr npu nepopasbHOM IPUEME OJHOKPATHO 5 MT JIEBOLETUPU3HHA
nokasanu, 49ro mnokazatelmu Cmax M IUIOMAAb 1O  (PAPMAKOKMHETUYECKOH KpUBOU
«xoHneHTpanusa-spems» (AUC) nmpuMepHO B 2 pa3a MPEBHIIIAIOT aHAJOTUYHBIC MOKA3aTENH Y
B3POCJIBIX 370POBBIX JIFOAEH MPHU NMEPEKPECTHOM KOHTpoJe. Cpennuii nokaszateslb Cmax COCTaBUII
450 ur/min, Cmax JOCTHTaJIach B cpeHeM yepes 1, 2 yaca, 00Ul KIMPEHC C y4eTOM MacChl Tesa
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ob11 Ha 30% Bbime, a Ti2 Ha 24% kopoue y JeTeil, 4eM COOTBETCTBYIOIIME IOKa3aTelu y
B3pocibiX. CrenuanbHble (apMakKOKMHETHUYECKHE HMCCIEAOBAaHUA y JeTell muaime 6 JeT He
MIPOBOJIUIIUCH. PeTpOCIIeKTUBHBIN (hapMaKOKMHETHYECKUN aHAIM3 MpoBeleH y 323 malueHTOB
(181 pebenok B Bo3pacte oT 1 10 5 jet, 18 mereii B Bo3pacte ot 6 10 11 jmet u 124 B3pocibix B
Bo3pacte oT 18 1o 55 neT), moaydaBmIMX OJHY WM HECKOJIBKO 7103 JIEBOLETUPU3HHA OT 1,25 Mr
1o 30 mr. /laHHbIe, TOTYyYEHHBIEC B X0/I€ aHAJIN3a, TTOKA3aJId, 4YTO IIpUeM Ipenapara B go3e 1,25 mr
y nereil B Bo3pacte OT 6 MecsileB 0 S5 JIeT NPUBOJUT K KOHIEHTPALMHM B ILIa3Me,
COOTBETCTBYIOIIEH TAKOBOM y B3pOCIBIX MPU IpUeMe 5 Mr npenapara 1 pa3 B CyTKH.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. IepeyeHb BCIOMOTraTeJbLHBIX BEllleCTB

IEJUTF0JIO3a KpeMHHUeBas Mukpokpuctaumdeckas (Prosolv® HD90) (uemmonosza MHKpO-
kpuctaymnaeckas (98 %), KpeMHUS TUOKCH]T KOJUTOUIHBIN 0e3BoaHbIN (2 %))
JIAKTO3bI MOHOTHIPAT

runpojo3a Huskosameinentas (L-HPC 11)

MarHusi creapat

Obonouxa:.

Omnanpaii 11 33G28523 Genbrii:

runpomerniosa 2910 (40 %),

TuTaHa quokcun (25 %),

nakTo3el MoHOrHApaT (21 %)

maxporou 3350 (8 %)

Tpuarnetut (6 %)

6.2. HecoBMecTHMOCTH
He npumennmo

6.3. Cpok rorHoCTH (CPOK XpaHeHUsl)
5 nmer

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
XpaHuTh npu Temnepatype He Bbitie 30 °C.

6.5. XapakTep H coJep:kaHue NMePBUYHOI YITAKOBKH

[To 7 wmu 10 tabnetok B Omuctepe u3 noiuamui/amomuHueBas ¢onbsra/[IBX//amromunueBas
domnbra. 1 wnmum 2 6nuctepa (o 7 Tabnetok) wiu 1, 2 unu 3 6nucrepa (mo 10 TabneTok) yrnakoBaHbI
BMECTE C JIMCTKOM-BKJIQJIBIIIIEM B KAPTOHHYIO MAUKY.

6.6 Ocobble Mepbl MNPETOCTOPOKHOCTH TPH  YHHYTOKEHHH  WCNOJbH30BAHHOIO
JIEKAPCTBEHHOr0  Mpenapara WJH  OTXO0JA0B, MOJYYEHHBIX T0CJie NPUMEHEHHUs
JIEKAPCTBEHHOI0 Npenapara u Apyrue MaHUMYJISIHUH € MPenapaTom
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Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JEPKATEJb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA
Benrpus

3A0 «®apmaneBruueckuii 3apoa II'MCy»

1106 bynamnemr, yi. Kepectypu 30-38

Tenedon: (36-1) 803-5555

daxkc: (36-1) 803-5529

DnekTponHas nmoyra: Mailbox@egis.hu

7.1. IlpeacTraBuTeNb AepKaTe/Isi PETHCTPALIMOHHOIO YA0CTOBEPEeHUs!

[Iperen3un norpeduTeNe HAOPABIATE 110 aAPECY:

Poccuiickas ®@enepanus

000 «3I'C-PYC»

121552, r. Mockaa, yi. Spuesckas 19, biok B, stax 13.
Ten: +7 (495) 363-39-66.

dakc: +7 (495) 223-01-50.

AJpec 3JIeKTPOHHOM OYTHI: MOSCOW@edis.ru.

Pecny6nuka Kazaxcran

[TpencraButenscTBo 3A0 «DapmaneBTrueckuii 3aBog DI C» B Pecniybinke Kazaxcran
050060, r. Anmatsl, yi. XKapokxosa 286 I'.

Tenedon: + 7 (727) 247 63 34, + 7 (727) 247 63 33.

®daxkc: + 7 (727) 247 61 41.

DrekTpoHHas moyra: eqis@eqis.kz

Pecniy6nmka benapych

[TpencraButenbetBo 3A0 «DapmaneBtuueckuii 3aBox I IC» B Pecniybnuke benapych
220053, r. MuHck, nep. Epmaka, 1. 6A.

Tenedon: (017) 380-00-80, (017) 227-35-51, (017) 227-35-52.

®axkc: (017) 227-35-53.

OnektponHas moura: info@eqis.by

PecnyGiinka ApmeHus

[TpencraButenscTBo 3A0 «DapmaneBtrueckuii 3aBog I MC» B Pecniybiinke ApmeHust
0010, r. EpeBan, yi. AHpanetyTsH, AoMm 67, 4 sTax.

Tenedon: +374-10-574509, +374-10-574686.

DnexTponHas moyra: info@egis.am

8. HOMEP PETHCTPAIIMOHHOI'O YJOCTOBEPEHMSI
JITT-Ne(001304)-(PT-RU)
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9. ITATA NMEPBUYHOM PETMCTPAIIMU (ITOATBEPXIEHUSI PETHCTPAIIUH,
MNEPEPET'UCTPALIUN)
Hara nepBoii peructpanuu: 12.10.2022

10. JATA HEPECMOTPA TEKCTA
OOmass  xapakTepucTHKa JieKapCcTBEHHOro npemnapara CynpacTMHEKC JOCTYIIHa  Ha

UHPOPMALIMOHHOM TOpTajie EBpasuiickoro 3KOHOMHUYECKOrO Cot3a B HHGOPMAIIMOHHO-
KOMMYHHUKaIIMOHHOM cetu «uaTepHeT» http://eec.eaeunion.org/.

12


http://eec.eaeunion.org/

