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OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HANUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA

Annepsait Dkeripecc, 5 Mr, TaONETKH, JUCHIEPrUPyEMBbIE B IIOJIOCTH PTa.

2. KAYECTBEHHBIN 1 KOJTUYECTBEHHBIN COCTAB

JlelicTByrolee BEMECTBO: JIEBOLETUPU3UH.

Kaxnas tabnerka, aucreprupyeMas B TIOJOCTH pPTa, COACPKHUT S5 MI JIEBOLETHUPU3MHA
TUTUIPOXIIOPUIA.

BcrnomorarensHbIe BCIICCTBA, HAJIMUYUC KOTOPLIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: acnapram (cM. pazzaen 4.4).

[TonHbI epeyeHb BCIOMOTaTEIbHBIX BELIECTB IPUBENICH B pa3aene 6.1.

3. JJEKAPCTBEHHAS ®OPMA

TabneTku, nucreprupyeMsble B MOJIOCTH PTa.

prrJ'IBIe IUIOCKHE TAOIETKH CO CKOIIEHHBIMHU KpasaMu, OT oesoro J0 IMO4YTH 0eoro OBCTA.

4. KIIMHUYECKUE JAHHBIE

4.1. Iloka3anusi K NpUMEHEHNI0
[Ipenapat Annepsaii Dkcnpecc Moka3aH K IPUMEHEHUIO y B3pOCIbIX U I€Tel B Bo3pacTe OT 6 JieT
JUTSL ICUECHUS:
® CHMITOMOB QJJICPIrHYECKOTO PUHUTA, BKIIOYAst KPYTIIOTOAWYHBIN (IEPCUCTUPYIOLIN) 1
CE30HHBI  (MHTEPMUTTUPYIOIIMM)  aUICPrUYECKUH  PUHHUT, ¢  aJUICPTUYCCKOTO
KOHBIOHKTHUBUTA, TAKUX KaK 3y]l, YNXaHHUE, 30 KEHHOCTh HOCA, PUHOPEs], CIIe30TeUeHuE,
THIIEpeMHUs] KOHBIOHKTUBBI,
® MOJUTMHO3a (CEHHOU TUXOPAIKH);
®  KpaIrvBHHUIIBI;
® J[pYruX ajNIepru4ecKux JepMaTo30B, COMPOBOXKIAIOUINXCS 3YJJOM U BbICHITAHUSIMHU.
4.2.  Pesxum 103MpoBaHus U cNOCO0 NPUMEHEHUSs!

PexxuM 103upoBaHusa

B3pocavie u 0oemu cmapuie 6 1iem

Cyrounas m03a cocraiuset 5 mr (1 TabiaeTka) OTHOKPATHO.
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(NOCNEOCBATENEHOCTE 0002)

IIpooonxcumenvnocms npuema npenapama

[Ipu neyennu ce30HHOTO (MHTEPMUTTUPYIOIIETO) AJUIEPIUYECKOTO PUHUTA (HaTU4YUe CUMITOMOB
MeHee 4 JHEW B HENeNMI0 WIM HUX O00mas MpoAOoJDKUTEIBHOCTh MeHee 4 Henenb)
IPOJIOJKUTEIBHOCTD JICUCHHUS 3aBHCUT OT JUTUTEIHLHOCTH CHMIITOMATHKH; JICUEHHE MOXKET OBITh
MPEKPAIIEHO MPU UCYE3HOBEHUH CUMIITOMOB U BO30OHOBJIEHO IIPU MOSIBICHUHU CUMIITOMOB.

[Ipn nedeHun KpyrioroAMYHOro (TIEPCUCTHUPYIOUIET0) aIEPTHYECKOr0 pPHUHHUTA (HaJIU4due
CUMITOMOB OoJiee 4 THEH B HEIEI0 U UX 001as MPoJOJKUTELHOCTD Ooliee 4 Hellelb) JICUeHNe
MOYKET MPOAOIDKATHCS B TEUEHUE BCETO TIEPHO/Ia BO3ICHCTBHUS aJIIEPT€HOB.

HmeeTcss KIMHUYECKHI OMBIT HENPEPHIBHOIO TNPUMEHEHHUS JIEeBOLIETUPHU3UHA Yy B3POCIBIX
MAIMEHTOB JUIUTEIHHOCTHIO 710 6 MECSIIEB.

IIponyck npuema npenapama

B ciydae mporycka mpuema rnpernapara mandeHTaM He CIIeAyeT MPHHUMATh JBOWHYIO JI03Y JUIS
KOMIIEHCAIINH MpoIyiieHHoi. Crenyromas 103a IPUHUMAETCs B 00BIYHOE BPEMSI.

Oco0nIe T'pYHIIBI NAIIMCHTOB

Tayuenmol nodcunoeo eo3pacma

Koppexkmust 103pI mpenapata y HalWeHTOB MOXKHIIOTO BO3pacTa, MPH YCIOBHM HOPMAIBHOM
byHKIMH TOYeK, He TpeOyeTcs

Iayuenmel ¢ Hapywenuem GyHKYUU NOYeK

[ManpeHntam ¢ MOYEYHOH HENOCTAaTOYHOCTHIO PEXHUM JO3MPOBAHUS Ipernapara CIexyeT
KOPPEKTHPOBAaTh B 3aBUCHMOCTH OT (YHKIMHU IOYEK (CKOPOCTh KIIyOOUKOBOW (pUIIbTpaIiu
(CK®D)).

ﬂ03up06aHue Y nadyuenmos ¢ Hapyuternuem d)VHKI/ﬂ/ll/l no4exk

Moveunas CK® (ma/muH) Pesxum no3upoBanus
HEJT0CTATOYHOCTH

Hopma >90 5 wmr 1 pa3 B ieHb
Jlerkas 60-89 5 wmr 1 pa3 B f1eHb
Cpennss 30-59 5 Mr uepes 2 fHA
Tsoxenas 15-29 5 mr yepe3 3 gHs

(1e Tpebyrormme

JTAaTn3a)

TepMuHanbHas cTaaus — <15 IpUEM Ipenapara
MAalMEHThl, HAXOIAIIUECS MPOTHUBOIIOKA3aH

Ha JUaJIN3€E

Ilayuenmul ¢ Hapywenuem yHKyuu nouex u neveHu

Jlo3upoBaHue OCyIIECTBIISAETCS MO BBIIEIIPUBEACHHON CXEME.
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(NOCNEOCBATENEHOCTE 0002)

Iayuenmoi ¢ napywienuem QYyHKyuu neveHu

Koppekiuu pexxuma 103MpoBaHus He TpeOyercs.

eTH
[Ipenapat Annepsait Dkcnpecc HE claeAyeT MPUMEHATh y JIETe B Bo3pacte 0 6 JIET B CBSI3H C
HEBO3MOXXHOCTBIO  O0ECHEYUTh PpPEXHMM  JO3MpPOBaHUA. PekoMeHayeTcs HCHOJIb30BaTh
HeMaTpUIECKyIo JIEKApCTBEHHYI0 (hopMy (Karuiu AJis IpueMa BHYTPb).
Pexxum nosupoBanus npenapara AmepBai JKcIpecc y JeTel OT 6 JIET COOTBETCTBYET PEXUMY
JIO3UPOBAHUS Y B3POCIbIX.

Croco0 mpuMeHeHus

BnyTps.
[Tonmoxuth TabNIETKy Ha SA3BIK, II€ OHA OBICTPO HAUHET PacTBOPATHCS. JlepKaTh BO PTy B TCUECHHUE
HECKOJIBKUX CEKYH/I /IO MOJTHOTO PACCaChIBAHMSL.
[Tpuem TabneToK, TUCTIEPTHPYEMBIX B ITOJIOCTH PTa, HE TpeOyeT 0053aTeIbHOTO 3aITUBaHNs BOJIOH,
HE BIMSET HAa YBEJIWYEHHE MPOAYKIMU CIIOHBI, TIO3BOJISICT MPUHUMATH Npernapar MalueHTaM C
OTKJIOHEHUSIMH B aKTE IJIOTaHUS IPU TOBEJCHYECKUX U HEBPOJIOTMUYECKUX HApYyIICHHUSX.
Cneyuanvhvle ykazanus npu 0opaweHuy ¢ npenapamom
He BeigaBamBaiiTe TabseTku yepe3 Gobry yrnakoBKu!
W3Bnekars TabIeTKH, TUCTIEPTHPYEMBIE B TIOJIOCTH PTa, HEOOXOANMO CIIETYFOIIM 00pa3oM:
1. CornyTh OnMcTEp MO JIMHUU pa3pbIBa.
2. BckpbITh OmcTep, OCTOPOKHO MOTSHYB 32 Kpaid (hOJIbIHU.
3. OcTOpOXHO M3BIIEYDb TAOIETKY.
4.3. IlporuBonoOKa3aHus
e [ WmepuyyBCTBUTENHFHOCTh K JICBOLCTUPU3HHY, IETUPH3MHY, THIPOKCHU3UHY, JIOOOMY
NPOM3BOJHOMY THIIEpa3WHa WM K JI000OMy M3 BCIOMOTaTeNbHBIX BELIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.
e TepmuHanpHas cTagus TOYEYHOM HEJOCTATOYHOCTH  (CKOPOCTH  KIIyOOYKOBOM
¢unpTpanun < 15 Mi/MuH).
4.4. OcoOble yka3aHusi 1 MepbI NPEJI0CTOPOKHOCTH NPH NPHMEHEeHHH
WNHTepBanbl MEXIy 103aMH JOJDKHBI OBITH MOJOOpaHbI WHAMBHUIYAJIbHO, B 3aBHCUMOCTH OT
noueyHor GyHKIUH (cM. pazaen 4.2).
Pexomenyercst cobmoaaTh OCTOPOKHOCTH MPH OJHOBPEMEHHOM YIOTPEOICHUH aJIKOTOJIS.
[Ipy HaMMYMUM y MAIMEHTOB Mpeapacrhojararomux (HakTopoB K 3aJepKKe MOuu (Harpumep,
HOpaXeHHE CIIMHHOTO MO3Ta, THUMEPIUIa3us IPENCTATeIbHOM IKeJe3bl) clIeayeT COOoaaTh

OCTOPOIKHOCTD, ITOCKOJIBKY JICBOUCTUPU3UH MOXKCT YBCIIMYUTDL PUCK 3aICPKKU MOYH.
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OCTOPOXKHOCTH CIEAYeT COOMI0AaTh y MAIUEHTOB C 3%&%}&@@ %ﬁgﬁﬂgﬂgg E?%Hoﬁ

TOTOBHOCTBIO, TOCKOJIBKY JIEBOLIETUPU3HH MOKET BBI3BaTh 000CTPEHUE MPUCTYTIOB.

PeaKHI/I}I Ha KOXXHBIC annepmqecxne HpOGbI ImoagaBJIACTCA aHTUTUCTAaMUWHHBIMHA npenapaTaMH, nu
nepez[ HpOBeI[eHI/IeM TCCTI/IpOBaHI/Iﬂ H€O6XOILI/IMO BO3ILGp)KaTI)C$I oT an/IeMa npenapaTa B TCUCHHC
3 nHeH.

Bo3moxHO mosiBneHune 3yAa nocie npeKkpamieHus mprueMa JIeBOIeTUPU3NHA, JaKe €CITU MOT00HbBIX
CUMIITOMOB HC 651.]10 B HaydaJiI€ JICUCHHA. CI/IMHTOMBI MOFYT HpOﬁTH CaMOCTOSATECIBHO.
B HGKOTOpLIX cnyqaﬂx CUMIITOMBI MOFYT 6I)ITI) CUJIBHO BI)Ipa)KeHHI)IMI/I, 1 3TO MOXKET HOTp€6OBaTI)
B0O300HOBICHUS JieueHus. [locie BO30OHOBIEHUS TIEYSHUS 3T CUMITOMBI JOJIKHBI IIPONTH.

BcrnioMorarenbHbI€ BEILIECTBA

[Ipenapar AmnepBsit DKclpecc COACPXKHUT acmapraM — HCTOYHMK (QeHusIanaHuHa. Moxer
0Ka3aThCsl BPEIHBIM IS JIt0JIeH ¢ PEHUIIKETOHYpHE.

€T’
JleBoueTpU3UH B TabJIeTKaX, AUCHEPrUPYEMBIX B MOJOCTH PTa, MPOTUBOINOKA3aH y JETel 110
6 JIeT, TOCKOJIBbKY JaHHasl JIGKApCTBEHHas (popMa HE IMO3BOJIET HCIOJIB30BATH IMOAXOSIILYIO
JIO3UPOBKY JJIL 3TOM BO3PACTHOW I'PYIIIHI.
4.5. B3aumoneilicTBHe ¢ APYIMMH JICKADCTBEHHBIMH IpenapaTaMM M JApyrue BHIbI
B3aMMO/EHCTBUA
N3yuenune B3auMOIEHCTBUS JIEBOLETUPHU3MHA C JPYIMMH JIEKAPCTBEHHBIMU IIpenapaTamMu He
npoBoauioch. Ilpy M3yuyeHMM JE€KapCTBEHHOI'O B3aMMOACHMCTBMs paliemMara LETUPHU3MHA C
AQHTUIHPUHOM, a3UTPOMMIIMHOM, IIUMETHJIMHOM, TUA3€MIaMOM, SPUTPOMMIIMHOM, TIUIU3UIOM,
KETOKOHA30JIOM U NCeBA0(EAPUHOM KIMHUYECKH 3HAUUMBIX HEKENIAaTEIbHBIX B3aUMOJIEHCTBUH
HE BBISBIICHO.
[Ipu ogHOBpeMeHHOM MpuMeHeHHH ¢ TeoduuuHoM (400 Mr/cyT) oOmMiA KIMpEeHe LeTUPU3UHA
cHmkaercs Ha 16% (kuHeTHka Teo(UUIMHA HE MEHSIETCS).
B uccnenoBanuu npu ogHOBpeMeHHOM MpueMe putoHaBupa (600 mr 2 pa3a B IeHb) U IIETUPU3MHA
(10 Mr B 1eHb) MOKA3aHO, YTO HKCHO3MLMUSA LIETUPU3MHA yBenuuyuBanach Ha 40%, a sKCHO3uIuUs
PUTOHABHpA HE3HAYUTEIHHO U3MeHsach (-11%).
VY 4yBCTBUTENBHBIX NAIMEHTOB OJHOBPEMEHHBIM MpPHEM JEBOLIETUPU3MHA WU AJIKOTOJs WIN
JICKapCTBEHHBIX NPENapaToB, OKA3BIBAIOIINX OJABIISAIONICE BIUIHAE HA EHTPAJIbHYI0 HEPBHYIO
cucremy (LIHC), MoXeT BbI3BaTh 3aTOPMOKEHHOCTh U YXY/IIEHHE pab0oTOCIIOCOOHOCTH.
4.6. DepTUIBHOCTb, 0€PEMEHHOCTD M JIAKTAIIUSA
bepeMeHHOCTh
JlaHHBIE 110 TPUMEHEHUIO JIEBOLIETUPU3MHA BO BpeMsl 0€pEMEHHOCTH NMPAKTHUECKU OTCYTCTBYIOT

win orpanuueHsl (MeHee 300 ucxonoB OepemeHHocTeit). OnHAKO NMPUMEHEHHE LETHPHU3UHA,
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paneMara JIeBOIETUPU3MHA, TPU OEPEeMEHHQCTH (693&'—:::-]6&}2 %%Igﬁl%H'gngﬁ%:‘reﬁ)

HE COMPOBOXIATOCH MOPOKAMH Pa3BUTUS M BHYTPHUYTPOOHBIM U HEOHATAILHBIM TOKCUYECKHM
BO3/ICUCTBHEM. B HCClIeZIOBaHUSX Ha JKUBOTHBIX HE BBISBJICHO MPSIMOIO WU KOCBEHHOTO
HEOJIaroNPHUSTHOTO BIMSHUS HA TEUCHHE OCPEMEHHOCTH, SMOPHOHAIBHOE U ()eTaTbHOE Pa3BUTHE,
POJIBI M TTIOCTHATAIBHOE PA3BUTHE.

[Ipu OepeMeHHOCTHM Ha3HAYCHHUE JICBOLCTHPU3UHA MOXET OBITh PACCMOTPEHO B cCliyyae
HEOOXOIMMOCTH.

JlakTanms

[leTupu3uH, pameMar JICBOIETUPU3NHA, SIKCKPETUPYETCS ¢ TPYIHBIM MOJIOKOM. [ToaTOMY Takke
BEPOSITHO M BBIJCIICHUE JICBOICTUPH3UHA C TPYJHBIM MOJIOKOM. Y JIeTel, HaXOMASIIUXCS Ha
IPyJHOM BCKapMJIMBaHHU, BO3MOXKHO TMOSIBJICHHE HEKEIATEIbHBIX PEAKIMi Ha JICBOICTUPH3UH.
[ToaToMy HEOOXOAMMO COONIOAATH OCTOPOXKHOCTH MPH HA3HAYCHUH JICBOLICTUPH3UHA B TICPUOJ
TPYAHOTO BCKAPMITHBAHHS.

DepTHAbHOCTD

KimHndeckue naHHble M0 JIEBOLIETUPU3HUHY OTCYTCTBYIOT.

4.7. BiusiHMe HA CNMOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPeACTBAMH U padorTaTth ¢
MeXaHU3MaMH

JleBOLIETUPU3UH MOKET NPHUBECTH K IIOBBIIICHHON COHJIMBOCTH, CJIEIOBATENIbHO, IMpenapar
Annepsait DKcnpecc MOKET OKa3bIBaTh BIUSHUE HA CIIOCOOHOCTH YIPABIATH aBTOMOOMIIEM HIIH
paboTtaTh cC TeXHWKOW. B mepwon nedeHus HEOOXOIUMO BO3JIEPKHUBATHCS OT 3aHITHIA
NOTEHIIMAJIHHO ONMACHBIMH BUAAMHU JIEATEILHOCTH, TPEOYIOIMMH TOBBIIIEHHONH KOHIEHTPAIHH
BHUMAaHHUA U ObICTPOTHI ICHXOMOTOPHBIX PEaKIHii.

4.8. HexenaTeJbHble peaKIuu

PesroMme HexxenaTeabHbIX PEAKIUT

HexenarenpHble peakIiuy KJIaCCHPHUIIMPOBAHBI IT0 CUCTEMHO-OPTAHHOMY KJIACCY U PaclpeaeiiCHbI
M0 YacTOT€ BO3HUKHOBEHMsI B CJICAYIOIIEM MOpsaKe: odyeHb 4acTo (> 1/10), wacto (> 1/100,
HO < 1/10), Hewacto (> 1/1000, HO < 1/100), peaxo (= 1/10000, o < 1/1000), ouyeHbp penko
(< 1/10000), yactota Hen3BeCTHA (HA OCHOBAHUM MMEIOIIUXCS TaHHBIX OIICHUTh HEBO3MOXKHO).
Januvie no b6esonacnocmu, noiyueHHvle npu U3yYeHUU Yemupusuna

HaOnromanuch cienyromye HeKenaTelbHbIe PeaKInuu:

Peodko

Berpewanuce nerkue W BPEMEHHBIE HEXKENaTelNbHBIC SIBICHUS, TaKUE KaK YTOMIISIEMOCTb,
HApyIICHHE KOHIICHTPAIMH, COHJIMBOCTH, TOJIOBHAs 0OJb, TOJOBOKPYKEHHE, BO30YXKICHHE,
CYXOCTh BO PTY H JKEIIyJOYHO-KHIICYHBIE paccTpoiicTBa (3amop). B HEKOTOPBIX cirydasx

Ha6J'IIOI[aJ'II/ICB peakuuu runepuyBCTBUTCIIBHOCTH U aHFI/IOHCBpOTI/I‘leCKI/Iﬁ OTCK.
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Taxke cooOmanock 00 OTAENbHBIX CIIydasx cynopot- pearni - ceeTOHy BOTRIF O roCTH,

MOpaKeHHsI TICUYEHHU, aHA(UIAKTUYECKOTO III0KA, HAPYIIEHHS KPOBOOOpAIEHHUS, TIyXOTHI,
IUIOXOI'0 CAaMOYYBCTBUSI, 3y1d, BACKYJIUTA, 3pUTENbHBIX HAPYIIEHUH 1 KOIIIMAPHBIX CHOBUICHUSIX.
Jlannvle KIUHUYECKUX UCCIe008AHULL

Knununyeckue ucciaenoBanus nokasaiu, uto y 14,7% nauueHToB, NPUHUMABIIUX JIEBOLIETUPU3UH
B JI03€ 5 MT, HAOIIOJAIMCh HeXKeaTeNbHbIe peakiuu B cpaBHeHuU ¢ 11,3% y manueHToB rpy bl
wiane6o. 95% NaHHBIX HEXKENaTeNbHBIX PeakIii ObUIN JIETKMMHU WM YMEPEHO BBIPAKCHHBIMH.
B xinHHYecKuX HCCIEAOBAaHMAX YacToTa NPEKpalleHHs Tepanuu BCIEICTBUE pa3BUTHUS
He)XenaTeNbHbIX peakiuil cocraBuia 0,7% (4/538) y manueHToB, paHIOMHM3UPOBAHHBIX IS
HOJy4YeHHUs JIeBoLeTHpu3nHa B 1o3e 5 mr, u 0,8% (3/382) y nanueHToB, paHIOMU3UPOBAHHBIX B
rpymiy miamneoo.

Crnenyrolue HexenaTeabHble peakui ObUIN BISBICHBI Y NAIMEHTOB (n = 538), yuacTBOBaBILIMX
B KJIMHUYECKOM HCCIIE€OBAHUM M NPHUMEHSBIIUX JIEBOLIETUPU3UH B PEKOMEHJIOBAaHHBIX J03aX

(5 Mr ofMH pa3 B CYyTKH).

Hacmo
HexenaTenbHble peakuuu JleBOLETUPHU3HUH S MI' Inanedo (n=382)
(n=538)
CoHIUBOCTD 5,6% 1,3%
CyxocTb BO pTY 2,6% 1,3%
I'onosHas 6016 2,4% 2,9%
YTOMIIIEMOCTh 1,5% 0,5%
AcreHus 1,1% 1,3%

XOTs 4aCcTOTa CITy4aeB COHJIMBOCTH B TPYTIIIE JICBOIICTHPU3MHA ObLJIa BBIIIIE, YEM TAaKOBAasl B TPYIIIE
iane0o, B OONBIIMHCTBE CIyYaeB 3TO HEXKeNaTeNbHOE SBJICHHE OBLIO JIETKOW UM YMEpPEHHON
CTEIIEHH TSKECTH.

Heuacmo

bonu B xxuBOTE.

Hocmpezucmpayuonnvle ucciedosanus

B mepwon mocTperucTpalioHHOTO TMPUMEHEHHS TMperapaTta HaOMIoJalNCh —CIETYIOIINe
HEeXeJaTelIbHbIE PeaKUu:

Hapywenus co cmoporbl uMMyHHOU cUCEMbl

Peakuuu runepuyBCTBUTEIBHOCTH, BKIIOYAs aHA(DUIAKCHIO.

Hapywenus MemadoaUIMAa U NUMAHUSL

IloBEIIIEHNE anIETUTA.
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Tlcuxuueckue HAPYWEHUA

TpeBora, arpeccus, BO36y>KI[eHI/IC, rajunronquHanu, ACTpecCusd, 66CCOHHI/ILIa, CyunuJaJIbHbIC
HJICH, KOIIMAapHbIC CHOBUACHUA.

Hapywenus co cmoponsl Hepsroil cucmembl

Cynoporu, TpoM003 CHHYCOB TBEPJAOW MO3TOBOM OOOJIOUKH, IMMApECTe3usi, TOJOBOKPYKECHHE,
BEPTHUT0, 0OMOPOK, TPEMOD, JUCTEB3HSL.

Hapywernus co cmoponsl opeana 3perus

Bocnanurenbunie MMPOABJICHUA, HAPYHWICHUC 3pPCHUA, HCUCTKOCTH 3PHUTCIBHOI0 BOCIIPUATHA,
HEIPOMU3BOJILHBIC IBIKCHHS TJIA3HBIX SI0JIOK (HUCTArm).

Hapywenus co cmoponbl cepdua

CreHokapaus, TaXUKAPAMs, OMIYIICHUE CEPIIICONCHHUS.

Hapywenus co cmoponst COCV@O@

TpomO03 sspeMHOM BEHHI.

Hapywenus co cmoponst 0bixamenbHou cucmembl, Opeanos8 2PYOHOU KIEMKU U CPe0OCEeHUs].

YcuieHue CMMOTOMOB PUHHUTA, OJbIIIKA.

JKenyoouno-xkuweunvie HapyuieHus

TomHoTa, pBOTAa.

Hapyuwenusa co cmoponsl nevenu u OfceﬂIlGGbZGOO}ZWMX nymeti

['enmatur.

Hapywernus co cmoporsl kooicu u NOOKOJNCHbIX MKAHEU

AHTMOHEBPOTHUECKUN OTEK, SK3aHTEMa, THUIOTPUXO3, 3YJ, ChIllb, TPEIIMHBI, KPANUBHHUIIA,
(bhOTOCEHCHOMTN3AIINS/TOKCUYHOCTh, CTOMKAS JISKApCTBEHHAS dPUTEMA.

Hapywenus co cmoponbt MblileyHol, CKelemuo u COCOUHUMETIbHOU MKAHU

boib B MbIIIIaX, apTpAITHUsL.

Hapywenus co cmoponst nouex u MOH@GblGOOﬂmuX nymeil

Husypus, 3aiepxKa MOYH.

O6mue HAPYWEHUS U PeaKyuy 8 Mecme 68e0eHuUsl

HesddexTuBHOCTH Mpenapara 1 ero B3auMoJeHCTBUS, CyXOCTh CIIM3UCTBIX 000I0YEK, OTEK.

ﬂa6opam0pnble U UHCIMPYMEHMAJIbHbLE OanHbvie

VYBenuueHue Macchl Tela, HM3MEHEHHE (PYHKIMOHAJIBHBIX Mpo0 TMEYeHH, MepeKpecTHas
PEaKTUBHOCTb.

Onucanue OTJICIbHBIX HEXKEJIAaTSAbHbIX PEeaKIIUi

Y Manoro Koiu4ecTBa MAlUMEHTOB HAOMIOJaICA 3yA I0CIE NPEKpallleHHs NPUMEHEHHs

JICBOLCTUPU3HHA.
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JCNEONOBATENBHOCTR 0002)

1
Coo00111eHHE 0 TOA03PEBAEMBIX HEXKEIATEILHBI DeaKHI/IhI)-(l

BaxxHo cooOmarh 0 MOJ03pEeBAaEMBIX HEXKENATeNbHBIX PEaKIUsAX T[OCJe PEeTrUCTpaluu
JIEKapCTBEHHOTO Iperapara C LeNblo 00eCIeyeHNs HePEephIBHOIO MOHUTOPUHTA COOTHOIICHHS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpemnapara. MeauIMHCKUM pabOTHUKAM pPEKOMEHIYeTCs
coo0IaTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JIEKapCTBEHHOTO Ipemnapara
yepe3 HallMOHAIIbHBIE CUCTEMbI COOOIICHHS O HEXKENATeNbHBIX PEaKIUsIX rOCyAapCTB — YJICHOB

EBpa3uiickoro 3KOHOMHUYECKOTO COH03a.

Poccuiickas @enepanys

®denepanbHas cy)0a 1Mo Ha30py B chepe 3ApaBOOXpaHEHUs
Anpec: 109012, r. Mocksa, CraBsiHCKast TIIoIiaab, 1. 4, ctp. 1
Tenedon: +7 800 550-99-03

OnexkTpoHHas noyra:_pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMAIIMOHHO-TEJICKOMMYHHUKALIMOHHON ceTH «IHTepHET»:

https://www.roszdravnadzor.gov.ru/

Pecny6nuka benapych

VII «IlenTp 3KCcnepTU3 U UCHIBITAHUHN B 3APABOOXPAHCHUN»
Anpec: 220037, r. Munck, ToBapuieckuii nep., 2a
Tenedon: +375 17-242-00-29

DnekTpoHHas nouTa: repl@rceth.by

Caiit B nHGOPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTn «MHTepHeT: https://www.rceth.by/

Pecry6nuka Kazaxcran

PI'TI na ITXB «HaunoHanbHBIN LUEHTP SKCHEPTU3bI JIEKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
uznenuit» Komurera MemumuHCKOrO #  (apMaleBTUYECKOro KOHTpolss MuHHCTepCTBa
3npaBooxpaneHus: Pecnyonuku Kazaxcran

Anpec: 010000, r. Actana, paiion baitkonsip, yi. A. Imanosa, 13 (BL] «Hypcaynet 2»)
Tenedon: +7 (7172) 235-135

OnektponHas nouta: farm@dari.kz, pdlc@dari.kz

CaiiT B nH(pOpPMAIIMOHHO-TEJICKOMMYHUKAMOHHOM ceTH «MHTepHeT»: https://www.ndda.kz/

4.9. Ilepexo3upoBka

CumMnromsl

ConnMBOCTh (y B3pOCIHBIX), BHaYale MOTYT IOSBHTHCS BO30YXKICHHE M OECIOKOWCTBO, 3aTeM

CMEHSIOITNECS] COHIIMBOCTRIO (Y JETei).

Crpannna 8 u3 13



COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 22.05.2024 N= 3937

(NOCNEOCBATENEHOCTE 0002)

JleueHune

HeobxonuMo mpoOMBITH KENYyAOK WX MPHUHATH aKTUBUPOBAHHBIM Yrojb, €CIU MOCIE MpHeMa
npenapara MOpoONUIO Majo BpeMeHU. PeKoMeHnyeTcss MpoBEACHUE CHUMITOMATUYECKOH U

noiiepkuBatomieit repanuu. Crenuduaeckoro aHTHI0Ta HeT. [ emonnanu3 HedpPeKTUBEH.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®dapmakoaMHAMH4YeCKHE CBOMCTBA

dapmakoTepaneBTUYECKass TPYINa: aHTUTUCTAMUHHBIE CpPEJICTBA CHUCTEMHOTO JCHCTBUS,
MIPOM3BOIHBIC TTUTIEPA3HHA.

Kon ATX: RO6AE09

Mexanuswm aeiictBus U bapMmakonuHaMmuueckue 3O GheEKThI

JleBonieTupu3uH — JACHCTBYIOIEE BEIIECTBO Tmpemapara AsepBidit Okcnpecc — 310 (R)-
SHAHTHOMEpP LIETUPHU3WHA, MOIIHBIA M CEJIEKTUBHBIM AHTAarOHUCT TMCTAaMUHA, OJOKUPYIOIIUN
Hi-rucramuHOBBIE pELENITOPSI.

.HGBOIICTI/IpI/IBI/IH OKa3bIBACT BJIMAHNUEC HA TUCTAMHWHO3aBUCUMYIO CTaJNUIO aJITICPTUICCKUX peaKuHﬁ,
a TakKe YyMEHbIIaeT MUIPALUI0 S03MHO(MUIOB, YMEHBIIAET TPOHUIIAEMOCTh COCYOB,
OTpaHUYMBAET BHICBOOOKCHIE METUATOPOB BOCIIATICHHUS.

JleBoLeTUPU3UH TPEAYNPEKIAET pPa3BUTHE W OOJErdaeT TEUYCHHE AUIEPTUYCCKUX PEaKIIHii,
06J'IaI[aeT MMPOTHUBOSKCCYAATUBHBIM, IPOTUBO3YIHBIM I[CﬁCTBI/IGM, IMPaKTUYCCKHU HEC OKa3bIBACT
AQHTUXOJIMHEPTUYECKOTO U aHTHCEPOTOHMHOBOTIO JeicTBUA. B TepameBTHYECKHX J03ax
MPAKTHYECKH HE OKa3bIBaeT ceqaTUBHOTO 3 dexTa.

[Ipn oHOKpaTHOM NPUMEHEHHH JIEBOLIETUPU3HHA CBSI3BIBAHUE C perienTopamu coctasisieT 90%
yepe3 4 14 u 57% uepes 24 u.

[IprMmeHeHue JIeBOLETUPU3HHA B 103€ 5 MI' 3HAUUTENBHO CHIXKAET (POPMHUPOBAHUE YPTUKAPHBIX
3JIEeMEHTOB (BOJABIPEi) B miepBbie 12 4, 3TOT 3pdekT nmpomomkaercs 10 24 4, MO CPaBHEHUIO C
iane6o.

5.2. ®dapMakoKHHeTH4YeCKHE CBOMCTBA

AGcopbuus

[Tocne mpuema BHYTpbH JIEBOLETUPU3UH OBICTPO W TOJHOCTHIO BCACHIBACTCS M3 >KEIYJOYHO-
KHIICYHOI'O TPAKTaA. HpI/IeM MU HC BJIMACT HA ITOJIHOTY BCACBIBAHUSA, XOTA CHUKACT €€ CKOPOCTh.
MaxkcumanpHas KoHIeHTpaus (Cmax) B I1a3Me KpoBU qocturaercs yepes 0,9 yaca u coctaBisieT
270 Hr/MI1, paBHOBECHAsI KOHIICHTPAIIHS IOCTUTAETCS Yepe3 2 CyTOK.

[Tocne mpuema TabneTok 5 Mr mpemnapata AJuiepBiil DKcmpecc 3M0pOBBIMU AOOPOBOJIBLIAMU
HATOLIAK JIEBOLUETUPU3UH OINPEAEISICS B KPOBH 4epe3 24 4 B KOHLEHTpALMH, IPEBbIIIAIOIIEH

10% ot Cmax.
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Pacnopenenenune

Jlesouetupusud Ha 90% cBs3bIBaeTCs ¢ Oenkamu Imiasmsl KpoBu. O6beM pacnpeneneHus (Vd)
cocrasisiet 0,4 n/kr. buomocrynHocts gocruraer 100%.

Buorpancdhopmarmsa

B nebonpmux konndyectBax (MeHee 14%) neBoleTUPU3NH META0OIU3NPYETCS B OPraHU3Me IIyTeM
N- u O-zge3ankuinpoBanus (B OTINYKE OT IPYTUX aHTArOHUCTOB H1-rHCTaMUHOBBIX pElEnTOPOB,
KOTOpbIe MEeTabOJIM3UPYIOTCS B MEYEHHU C TMOMOIIBI0 CHCTEMBI IIMTOXPOMOB) C O0Opa3oBaHHEM
(apMakoIIOTHYECKH HEAKTUBHOTO MeTabonuTa. M3-3a HE3HaYyMTENHHOrO MeTabonmu3Ma |
OTCYTCTBUSI METa0OJIMYECKOro IMOTEeHIMajda B3aHUMOJCICTBHE JIEBOLUETHUPU3MHA C APYTUMHU
JIEKapCTBEHHBIMU MpenapaTaMu MpeICTaBIsIeTCS MaJOBEPOSITHBIM.

DJIMMUHALNS

[lepuon nonyssiBenenus (T1/2) y B3pociabix coctaBisier 7,9 £ 1,9 u. V nereit mnaauiero Bo3pacra
MIEpPHOJT TIOJYBBIBEICHUS Kopode. Y B3pOCIBIX oOmmid kiaupeHc cocrtaBiser 0,63 MJI/MUH/KT.
Oxkono 85,4% npUHATON 03I JIEBOIETHUPU3MHA BBIBOAUTCSA MOYKAMH B HEM3MEHEHHOM BHJIE
yTeM KJIyOOUKOBOM (DMIBTpalMU M KaHAIBLEBOM cekpennu; okoio 12,9% — yepe3 KHILIECUHUK.

JInHeHHOCTh (HEIMHEHHOCTB)

dapMaKOKHMHETUYECKUE TTapaMeTphl JIEBOLETUPU3UHA U3MEHSIOTCS IUHEIHO.

IToyeyHast HEAOCTATOUYHOCTh

Kaxxymuiics o01muii KIIUpeHc JIeBOLETUPU3NHA KOPPEIUPYET € KIUPEHCOM KpeaTuHuHa. [Toaromy
y MAIMEHTOB C MOYEYHOM HEIOCTATOYHOCTBIO CPEIHEUW M TSKEJIOW CTENEHU TSIKECTH PEKUM
JIO3WPOBAHUS MpernapaTa cieayeT KOppeKTupoBaTh (cM. 1. «[lanuenTs ¢ HapymeHneM (yHKINHA
novex» mnojpaszaena «OcoObie TpyNIbl MAMEHTOBY pazfena 4.2). Y manueHToB ¢ TepPMHUHAIBHON
CTaJuel TMOYEeYHOW HEJOCTATOYHOCTH OOmuil KiaupeHc cHuxkaercas Ha 80% OTHOCHUTENIBHO
3I0pPOBBIX TOOPOBOJBIICB C HOpManbHOW (yHKIMeH mouek. Menee 10% neBoneTHpu3nHa
yAQISETCs B XOJI€ CTaHAApTHOM 4-4aCOBOM MPOIEAYPHl TeMOAHAIIN3A.

IleueHOYHAs HEAOCTATOYHOCTh

DapMaKOKHHETHKA JIEBOLETUPU3MHA Yy TMAIMEHTOB C TMEYEHOYHOW HEIOCTaTOYHOCThIO HE
u3ydanach. Y MAIMEHTOB C XPOHMYECKUMHU 3a00JCBAHUSAMH IEYCHH (TeMaTOEIUTFOISIPHBIM,
XO0JIECTAaTUYECKUIM M OWJIMAPHBIN UPPO3), MOTYUABIIUX PAIEMUYECKOE COSIMHEHUE IETUPU3UHA
B o3¢ 10 miu 20 Mr ogHOKPAaTHO, HAOJI01aJI0Ch YBEIMYCHHE TIEPHO/ia MoTyBbiBeAeHH Ha 50%
Y CHUKEHUE KIIMpeHca JieBoleTnupusznHa Ha 40% 1o CpaBHEHUIO CO 3J0POBBIMU JTIObMU.

JInlia mosKMIJIOro Bo3pacra

Jlannble o (apMaKOKMHETHKE y MOXKWIIBIX MAallMEHTOB OorpaHuyeHbl. [lpu moBTOopHOM Ipueme
30 MT JIeBOIIETUPU3HUHA OJIMH Pa3 B CYTKHU B TeUEHHUE 6 JHEH Y 9 MOXKHUIIBIX TTAIIUEHTOB (BO3pacT OT

65 no 74 net) oOmuil KIMpeHc ObUT NpUOIN3UTENbHO Ha 33% HMKE, YeM TakoBOH y B3pOCIBIX
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0oJjiee MOJIOIOTO BO3pacTa. belio moka3aHo, 9T pacnpé@%&ﬁ@%%ﬁl%&%ﬁgféb?i&,me

3aBUCHT OT (DYHKITUH [TOYEK, YEM OT BO3pPacTa. DTO YTBEPKACHUE TAKKE MOXKET ObITh IPUMEHHUMO
U K JICBOLIETUPU3MHY, TaK Kak o0a mpenapara, ¥ JIEBOLECTUPHU3HH, U LIETUPU3UH, BBIBOASTCS
IPEUMYIIECTBEHHO NoYkKaMU. [103TOMy y MOXKMIIBIX NAIMEHTOB 032 JIEBOLETUPU3MHA JI0JKHA
OBITH CKOPPEKTUPOBAHA B 3aBUCUMOCTH OT (PYHKIIHH ITOYEK.
eTu

JlaHHbBIE 10 HCcCIenoBaHUI0 (apMaKOKMHETHUKH JICBOIIETUPU3HHA Y 14 nmeTeil B Bo3pacTte OT 6 10
11 ner ¢ maccoit Tena or 20 mo 40 Kr mpu OJHOKPATHOM IEPOpPATbHOM IpHUEME 5 Mr
JI€BOLETUPU3UHA MIOKA3aJIH, YTO MoKa3aTeau Cmax U IIIOLIA1b 10T (hapMaKOKUHETHYECKOW KPUBOM
«xoHueHTpanus-speMs» (AUC) npumepHO B JBa pa3a MPEBBIIIAIOT aHAIOTUYHBIC TIOKA3aTeNu y
B3POCJIBIX 370POBBIX JIIOJIEH NPU NEPEKpPecTHOM KoHTpouse. CpenHuil noka3arenb Cmax COCTaBUII
450 Hr/mi, MakcuMaibHas KOHIIGHTpPAIUs JOCTHUTAlach B cpexHeM uepe3 1,2 daca, oOmmii
KJIUpEeHC ¢ ydeToM Macchl Tena Obul Ha 30% Bwimie, a Tiz2 Ha 24% kopoue y aered, ueM
COOTBETCTBYIOIIME  TMOKazaTreidn y B3pochbiXx. CrhenuanbHble  (apMaKOKUHETHYECKUE
UCCIIEIOBaHMA y IeTel Mutafie 6 JIeT He IPOBOJMIIUCE.

PerpocniekTuBHBIN (hapMakOKWHETHYECKHI aHamu3 npoBeneH y 323 marmenTtoB (181 pebeHok B
Bo3pacte ot 1 10 5 net, 18 nereit B Bo3pacte ot 6 10 11 stet u 124 B3pocasix B Bo3pacte oT 18 1m0
55 ner), momy4YaBIIUX OJHY WIJIM HECKOJIBKO /103 JeBoueTupusnHa ot 1,25 mr 1o 30 mr. [lanHsle,
MOJTyYeHHBIE B XO/I€ aHAllM3a, OKa3alH, 4TO MPHEM JIeBOLIETUPHU3UHA B A03¢e 1,25 Mr y neteil B
BOo3pacTe OoT 6 MecsleB A0 5 JIeT NPUBOAUT K KOHLEHTPALMU B IUIa3ME, COOTBETCTBYIOIIEH

TaKOBOM y B3POCIIBIX MPHU IPUEME 5 MT JIEBOUETUPU3UHA OJUH Pa3 B CyTKH.

6. ®APMAIEBTUYECKUE CBOMCTBA

6.1. IlepeyeHb BcmoMoraTe/ibHbIX BellleCTB
beranexc

Mannuron

KpeMHuust AHOKCH]T KOJITIOUTHBIA OS3BOTHBIN
Kpaxman kykypy3HbIi

JIumoHHas kucnota 6e3BOAHAS

Henmtonoza mukpokpucranyeckas (102)
Kpocnosuon

Acnaprtam

Marnus creapar

6.2. HecoBMecTHMOCTH

He npumennmo.
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6.3. Cpok roaHocTu (CpoK XpaHeHHs)

3 roxa.

6.4. OcoOble Mepbl NPETOCTOPOKHOCTH NIPH XPAHEHUH

XpaHutb 1pu Temreparype He Boiie 25 °C.

6.5. Xapakrep u cogep;kaHHue NePBUYHON YIIAKOBKH

[To 10 Tabneroxk B 6muctep u3 ([1A/An/I1BX) dhonbru // antomuaneBoi Gpoiabru, rTaMUHHPOBAHHON
[I2T/6ymaroii. [To 1 wu 3 GarcTepa ¢ TUCTKOM-BKIIAJIBIINIEM B TTAYKy KaPTOHHYIO.

He Bce pa3mepsl yIiakoBOK MOTYT OBITh JTIOCTYIHBI JUTSI peaTU3allHH.

6.6. OcoOble Mepbl MNPEJOCTOPOKHOCTH TMPH YHUYTOKEHHMH HCIOJb30BAHHOIO
JIEKApCTBEHHOI0 MpenapaTa WM 0TX0/I0B, MOJY4YeHHBIX MOcJe NPUMeHeHHs Npenapara, u
Apyrue MaHMIYJISIUHU ¢ PenapaTomM

OcoOble TpeOOBaHUS OTCYTCTBYIOT.

7. JAEPKATEJb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Nunusa

H-p Pennu’c JTaboparopuc JIta. / Dr. Reddy’s Laboratories Ltd.

8-2-337, Poan Ne 3, bamxapa Xwmic, Xaitnepaban, Tenanrana-500034, Unaus / 8-2-337, Road
No. 3, Banjara Hills, Hyderabad, Telangana-500034, India

Tenedon: +91 40 4900 2900

@axc: +91 40 4900 2999

OnexTpoHHas noura: mail@drreddys.com

7.1. llpencraBuTeb Iep:KaTeis pericTPAIMOHHOIO yI0CTOBepeHnsi HA Teppuropuu Coro3a

[Iperen3un noTpebuTENEH HAPABIATE 10 aJPECY:

Poccuiickas @enepanns

[IpencraBurensctBo pupmsl «-p Pennn’c Jlabopatopuc JIta.»
115035, r. MockBa, OBunHHHMKOBCKas Hao., A. 20, cTp. 1
Tenedon: +7 (495) 795-39-39

OnexTpoHHas noyura: adverse@drreddys.com

Pecriy6nuka benapyce

[IpencraBurensctBo komnanuu «JI-p Penau’c JlaGopatopuc Jlumuten» (Pecnybnuka Muaus) B
Pecry6nuke benapyce

220035, r. Munck, yi. Tumupszesa, a. 72, obuc 22, 53

Tenedon: +375 17 336-17-24, 26, 28

OnexTpoHHas noyra: adverse@drreddys.com

Crpanuna 12 u3 13



COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 22.05.2024 N= 3937

(NOCNEOCBATENEHOCTE 0002)

Pecry6nuka Kazaxcran

TOO «/p Pennuc Jlaboparopuc Kazaxcran»
050040, r. Anmarsl, yi. Tumupsizesa, 28B, oduc 905
Tenedon: +7 (727) 313 25 10, +7 701 757 19 56

DnekTpoHHas moura: pharmacovigilance.kz@drreddys.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. JATA TEPBUYHOH PEIACTPALIIMA (IIOATBEPXJIEHUS
PETUCTPALIMU, IIEPEPEI'UCTPAILINN)

JlaTa nepBoi perucTpanyu:

10. JATA IIEPECMOTPA TEKCTA
OO0mas xapakTepuCTHKa JIEKapCTBEHHOIro Impemnaparta AJuiepBdid DKCIpecc JOCTyIlHAa Ha
UHPOPMAIIMOHHOM TIOpTaie EBpa3suiickoro HSKOHOMHYECKOTO COK3a B HH()OPMAaIMOHHO-

KOMMYHHKAITMOHHOM ceTn «IHTepHEeT»: https://eec.eaeunion.org/
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