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OBILIAS XAPAKTEPUCTHKA EKAPJBEHHUFU MPEIAP A'TA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI' O IIPEITAPATA

Oproden, 25 Mr, TabJIETKH KUILIEUHOPACTBOPUMBIE, IIOKPHITHIE TNICHOYHOIH 000JI0UKOM

2. KAYECTBEHHBI 1 KOJTUYECTBEHHBIN COCTAB

2.1. OOmee onucanue

Jlukinodenak HaTpus, BEIIECTBO HECTEPOUIHON CTPYKTYpHI, OKAa3bIBAIOIIEEe BBIPAKEHHOE
IIPOTUBOBOCIIAJIUTENIBHOE, AHAJIBIE3UPYIOIIEe M IKapolOHWXkarollee neicTBue. MexaHusm
JIeMCTBUS CBSI3aH C TOPMOXKEHHEM OMOCHHTE3a MPOCTarjaHIuHOB.

2.2. KadecTBeHHbIil U KOJIHYeCTBEHHBII cOCTaB

JleiicTByromiee BemecTBO: TUKI0(eHaK HATPHSL.

Kaxxnast Tabnerka copep kUt 25 Mr 1ukiiopeHaKa HaTpus.

BcnomoraTenbHble BelecTBa, HaJMYME KOTOPBIX HAJ0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOI'O
npernapara: JakTo3bl MOHOTHJIpAT, caxapo3a (cM. paszzen 4.3).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku KUIIEYHOPACTBOPUMBIE, TOKPBITHIE TIICHOYHONH 000JI0UKOH.
Kpyrible ABOSIKOBBINMYKIIbIE Ta0JIETKH, MOKPBITHIE MIEHOYHON OO0OIOUKON OpaHKEBO-KEITOrO

WK OpaHkeBoro 1pera. Ha monepedynoM paspese sapo 0enoro wim movtd 6eoro mpera.

4, KIMHUYECKHUE JAHHBIE

4.1. Tloxka3aHusi K NPUMEHEHUIO

Optoden noka3an K MPUMEHEHHUIO Y B3POCIBIX U JETeH B BO3pACTE OT 6 JIET U CTaplIle.

e BocnanurensHble U JereHepaTuBHbIC 3a00JI€BaHNS OTIOPHO-ABUTATEIBHOIO amapaTa, B TOM
YyucCIe:
- PEBMATOU/IHBIH, FOBEHUJIbHBI XPOHUYECKUIN apTPUT;
- AaHKUJIO3UPYIOIIUN CIIOHIWINT U JPYTUe CIIOHIUIIOApTPOTIaTHH;
- 0CTE0APTPO3;
- IOJArpUYECKUI apTPUT;
- OypcuT, TEHJOBaruHUT.

e boJsieBbI€ CHHIPOMBI CO CTOPOHBI TO3BOHOYHHKA (JTFOMOAro, UITHANTHS, OCCAIITHS, HEBPAJITHS,
MUAJTHS, apTPAITHS, PAAUKYIINT).

e JlocTTpaBMaTHUecKuil ¥ TOCIEONEPAIMOHHBIN 0O0JIEBOW CHHIPOM, COMPOBOKIAFOIIHICS
BOCIIaJICHUEM, HAITPUMED, B CTOMATOJIOTHH M OPTOTICIUH.

L AJ'IBFO}II/ICM@HOpeSI; BOCITAJIMTCIIBHBIC IPOUECCHI B MaJIOM Ta3y, B TOM YUCJIC AAHCKCHUT.
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CHUHIPOMOM (B COCTaBE KOMIUJICKCHOM Tepanuu): GapuHTUT, TOH3UUTUT, OTHT.
W3onupoBaHHas TUXOpaJiKa HE SBISETCS MOKAa3aHUEM K MPUMEHEHHIO TIpernapara.
HpenapaT npeaHa3HauCH JId CUMITOMATHYECKOU TCparru, YMCHBIICHHUA 6OHI/I 1 BOCIIAJICHUA
Ha MOMCHT IIPUMEHEHUSI, Ha IPOTPECCUPOBAHKE 3a00JICBaHUS HE BIIUSCT.
4.2. PexXuM 103UPOBAHUS U CIIOCOD MPUMEHEHUS

PexxuM 103upoBaHus

Jlo3a mpenapara moa0upaeTcss HANBUAYAIBLHO, IPU 3TOM C IEJIbI0 CHUKCHHS PUCKA Pa3BUTHS
moO0YHBIX A()PEKTOB PEKOMEHIYETCS NPUMEHEHHE MHUHHUMAJIbHONW A3((EKTUBHON 03bI, IO
BO3MOXXHOCTH, C MAKCUMaJIbHO KOPOTKUM MEPUOAOM JI€UEHUSI B COOTBETCTBUU C LENIbIO JICUCHUS
Y COCTOSIHMEM TMaI[UeHTa.

Bspocnvie

Pexomenmyemass HadanbHas go3a — 100-150 wmr/cyr. B OTHOCHTENBHO JETKHX CIydasx
3a0oneBaHus, a TaKke Ui JUIMTEIbHOW Tepamnuu OblBaeT AocTatoyHo 75-100 Mr B CyTKH.
CyTouHy0 103y cleayeT pa3ieiuTh Ha HECKOJIbKO MpueMoB. Jliis o0aeryeHuss HOUHOU OO Ui
YTpEHHEH CKOBAaHHOCTH B JIONOJHEHUE K TPHUEMYy IMpenapara B TCUYCHHUE JHS MPUMEHSIOT
TUKIO(QCHAK B BHUJIC CYNIIO3UTOPHEB PEKTAIBHBIX MEPE]l CHOM; IIPH 3TOM CyMMAapHO CyTOYHas
J103a HE JI0JIKHA MpeBbIath 150 mr.

Ilepsuunas oucmernopes

[Ipy mepBUYHON IJUCMEHOPEE CYTOYHYIO 103y MOJOUPAOT WHAMBHAYAIbHO; OOBIYHO OHA
coctasisieT 50—150 mr. Havanbnast go3a gomxHa coctaBiasats S0—-100 mr; nmpu HEOOXOIUMOCTH B
TE€YCHHE HECKOJIbKMX MEHCTPYalbHBIX IIMKJIOB €€ MOXXHO MOBBICUTH 10 150 mr/cyr. Ilpuem
mpemnapara cieayeT HauuHATh PH MOSBICHUH EPBBIX CUMITOMOB. B 3aBHCUMOCTH OT JTUHAMHUKHU
KITMHUYIECKUX CUMIITOMOB JICYCHHE MOYKHO TIPOI0JKATh B TEUCHNUE HECKOJIBKUX JTHEH.
Pesvamouonwiii apmpum

Jlnst nedeHust peBMaTOMIHOTO apTpUTa CyTOUHAs 1032 MOKET OBbITh MAaKCHUMaJIbHO YBEIHUYEHA JI0
3 MI/KT (B HECKOJIBKO MPUEMOB). MakcuManbHasi CyTO4Has 103 He I0JDKHA MpeBbImath 150 mr.

Oco0ble TPVIIIBI TAIMEHTOB

Toowcunvie nayuenmol (= 65 1em)

Koppekuuu HauanpbHOW M103bI y TAIIMEHTOB B BO3pacTe 65 IeT W cTapiie, Kak MpPaBHIO, HE
TpeOyercs. OmgHaKo, MCXOAs W3 OOIMMX MEIUIMHCKUX COOOpa)KeHHid, CleIyeT coOIoaaTh
OCTOPOXXHOCTB y OCIIA0JICHHBIX TTOKUJIBIX IMAIIMEHTOB HJTU MAIIMEHTOB C HU3KOW MacCo Tea.
Iayuenmol ¢ 3a001€6aHUAMU  CEPOEYHO-COCYOUCTOU  CUCEMbl  UMU  BbICOKUM  PUCKOM

3a601e8anull cepOeuHO-COCYOUCOL CUCTEMbL
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CepACYHO-COCYTUCTON CHCTEMBbl WM BBICOKUM PHUCKOM Ppa3BUTHS 3a00JIEBaHUN CepaeUHO-
cocyaucToi cucreMbl. [Ipu HeoOXOIMMMOCTH JUUTENbHON Tepanuu (Oojiee 4 HENENb) y TaKUX
MAIMEHTOB CIEyeT NPUMEHSTH IIperapar B CyTOYHOM 7103€, He npeBbimmatomeid 100 mr.
Tayuenmsi ¢ HapyweHuamMU QYHKYUU NOYEK
Her nanHBIX 0 HEOOXOIMMOCTH KOPPEKIUH J03bI IPHU MPUMEHEHUH Tpernapara y MalleHTOB ¢
HapymeHUAMA (YHKIMM TIOYeK B CBSI3M C OTCYTCTBUEM HCCIEIOBaHMA 0€30macHOCTH
NPUMEHEHHU Mpenapara y HalleHToB JaHHoM kaTeropuu. Crienyer cobio1aTh OCTOPOKHOCTh
[py IPUMEHEHUH TperapaTa y MalueHTOB C HapyleHueM (PYHKIIMU MTOYEK.
[IpumeHenune mnpenapaTa y NAIMEHTOB ¢ TNo4YeyHOM HenoctaToyHocThio (CK® wmenee
15 mn/mun/1,73 M%) npotuBonokasano (cm. pasaen 4.3.).
THayuenmsi ¢ HapyweHuasMU GYHKYUU NedeHU
Het nmaHHBIX 0 HEOOXOIUMOCTH KOPPEKIMH 103l MPU MPUMEHEHUU IpernapaTa y MalueHTOB C
HApYIICHUSMHA (PYHKIIMH TICYCHU JISTKOW M CPEAHEH CTEICHU TSIKECTH B CBSI3U C OTCYTCTBHEM
UCCIIEIOBaHUM 0€30MacHOCTH MPUMEHEHMs Hpernapara y JaHHOM KaTeropuu NalMeHTOB.
[IpumeneHue mpemnapara y MallMEHTOB C HAPYIICHUSMHU (DYHKIHUM TEUEHU TSKEION CTErneHH
POTHBOIIOKA3aHo (cM. paszaen 4.3.).

eTH
Lemu 6 6o3pacme om 6 n1em u cmapuie
[Ipemapar OprodeH B ¢dopme TaOIETOK KHUIICYHOPACTBOPUMBIX, TOKPBITHIX MJICHOYHOU
000I104KOi, 25 MT, MpUMEHsOT U3 pacuera 0,5—2 MI/KTr Macchl Tela B CyTKH (CYTOYHYIO 703y B
3aBUCHUMOCTH OT TSDKECTHU MPOSIBJICHUN 3a00JI€BaHUS CIEAYET Pa3AeiuTh Ha 2—3 pa3oBbIe 1035I).
Jlemu 6 6o3pacme 0o 6 nem
[Ipemapat cnexyeT mpuMEHSTH B APYroi IekapcTBEHHOU (opme.

Crooco0 rmpuMeHeHus

BayTtps. TabneTkun cieayeT mporiaTeiBaTh MEIUKOM, 3aITBAast )KUAKOCTHIO, JKEIATELHO /10 €/IbI.

Henb3st nenuth unm pa3keBbIBaTh TaOJIETKH.

4.3. IIpoTHBONOKa3aHMA

e [ UmepyyBCTBUTENBHOCTh K IUKJIOPEHAKY WM K JIIOOOMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
IIEPEUNCIICHHBIX B pazzene 6.1.

e OO6ocTpeHue s13BeHHON 00JIE3HM JKeTy/AKa U ABEHAIaTUIIEPCTHON KUIIKH, KPOBOTEUECHHUS U3
opraHoB xenynouHo-kumeyHoro Tpakra (JKKT), nepdoparnus opranos XKKT.

e bepemennocth B cpoke Oomnee 20 HeaeNb.

e [lepuon rpyaHOro BCKapMJIMBAHUS.

e Kak u jgpyrue HecTepouaHbIe NpoTHBOBocHanuTenbHble npenapatsl (HIIBII), mpenapar
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aCTMbI, aHTMOHEBPOTHUYECKOTO OTEKa, KPAMWBHHUIIBI, OCTPOTO PHUHUTA, PEIUAHBUPYIOIIETO
MIOJTUII032 HOCA MITH OKOJIOHOCOBBIX Ma3yX M HETIEPEHOCUMOCTH alleTHIICATTUIMIIOBOM KUCIOTHI
nmu apyrux HIIBIT (B Tom uncne B anaMHe3e).

e Hapymenue QpyHKIIUY IEUCHU TSHKEIION CTETICHH TSKECTH, MMoYedHast HeocTaTouyHOCTh (CKD
Mmenee 15 wu/mun/1,73 M?), XpoHHYeckas cepiedHas HejpoctarouHocth  (I-1V
(byHKIMOHAIBHBIH Ki1acc o kinaccuduranun NYHA).

o UMmemudeckast 00JIe3Hb cepla.

e IlepebpoBackymnsapHbie 3a00eBaHus, 3a001eBaHus TEpUYEPHUECKUX apTEPU.

e [loBbIlIEHHBI PUCK apTepUANbHBIX TPOMOO30B M TPOMOOAIMOOIH, HEKOHTPOIHpyeMas
apTepHalibHas THIEPTEH3US.

e CocCTOsTHHSI, COTTPOBOXKIAIOIINECS] PICKOM Pa3BUTHUSI KPOBOTCUCHHUH.

o [loaTBepxaeHHAs THIIEPKATUEMHUSL.

e AOpPTOKOpOHApHOE IIYHTHPOBaHHE (MIEPUONEPALIMOHHBINA IEPUO).

e BocnanmutenbHple 3a0ojieBaHMs KulledHuka (Oosie3Hb KpoHa, s3BEeHHBIM KOIUT) B (haze
obocTpeHusl.

e AKTHBHBIC 3a00JIeBaHUs TICUCHHU.

e HacnenctBeHHast TspDKenas HEMEPEHOCHUMOCTh JIAKTO3bl, HEJIOCTATOYHOCTH JIAKTa3bl U
TIFOK030-TAJIAKTO3HAS MababcopOIus (T.K. JIeKapCTBEHHAs (hOpMa COJIEPIKUT JTAKTO3Y).

e HacnencrBeHHast HEIEPEHOCHMOCTD (PPYKTO3BI, ASDUIIUT caxapa3bl-H30MaIbTa3bl, TIFOK030-
rajJlakTo3Has MajibabcopOIus (T.K. JJ€KapCTBEHHAs (popMa CONEPKUT caxaposy).

e He pexomenayercs mpumenenue mnpemnapara OpTodeH TaOIETKH KHIIEYHOPACTBOPHMBIE,
MOKPBITHIC TIJICHOYHON 000JIOUKOM, 25 MT y JIeTeil B BO3pacTe /10 6 JieT.

4.4. OcoOble yka3aHHUSl M MepPbl MPEI0CTOPOKHOCTH NMPU NMPUMEHEHUHU

C 0CTOPO’KHOCTBIO

[Tpu npumenennu npenapara Oproden u npyrux HIIBIT Heo6xonuMo cobmoaTh OCTOPOKHOCTh
U THIATeJbHO HAOJIONaTh MALKMEHTOB C CHUMITOMaMH/IpU3HAKaMH, YKa3bIBalOIIMMH Ha
nopaxxenusi/3aboneBanus JKKT, uim ¢ aHaMHECTHYECKMMH JAaHHBIMH, MO3BOJISIOIIMMHU
3aI0/103pUTh A3BEHHOE MOPaKEHUE JKEeJTy/IKa WM KUIIEYHHUKA, KPOBOTEUEHHE UM Mepopaluio;
nanueHToB ¢ nHdpekuueir Helicobacter pylori B anamuese, i3BeHHBIM KOJIUTOM, 00J1e3HbI0 KpoHa,
¢ HapyuieHneM (YHKIUMU TeYeHU B aHaAMHe3e, U y MAlMEeHTOB C ’kKajo0amu, MO3BOJISIOUIMMHU
3anono3puth 3aboneBanus JKKT. Puck pa3BuTHS KelyJOYHO-KHUIIEYHOTO KPOBOTEUCHHS
BO3pacTaeT npu yBenuueHuu 103b1 HIIBII win npyu Hanuunm SI3BEHHOTO OPa)kKEeHUsl B aHAMHE3E,

0COOEHHO KPOBOTEUEHUN U Niep(opalvu S3Bbl Uy MOKUIIBIX MAllUEHTOB.
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aHAaCTOMO3a, PACHOJIOKEHHOTO B KEIYJOYHO-KHUILIEYHOM TpakTte. [Ipu mpumeHeHuu mpernapara
Oproden Tocne ONEpaTUBHOTO BMEMIATEIBCTBA HA  KEIYJIOYHO-KUIIECYHOM  TPAKTE
PEKOMEHTyeTCS TIIATEeIbHOE MEAUITMHCKOE HAOIIOICHUE U OCTOPOIKHOCTD.

Crnemyet co0m01aTh 0COO0YI0 OCTOPOXKHOCTH IPH MMpUMEHeHnH npenapara OpTodeH y MaiueHToB,
MOJIyJaroU[UX IMpenaparbl, YBEIWYUBAIOIIUE PHUCK JKEIYyJA0YHO-KUIICYHBIX KPOBOTECUEHUM:
CHUCTEMHBIE TNTFOKOKOPTUKOCTEPOU,IBI (B TOM YUCIIE MPETHU30JIOH ), aHTUKOATYJISTHTHI (B TOM YHCIIE
Bap(hapuH), aHTHArperaHThl (B TOM YHKCJIE KJIOMHAOTPEN, aleTHICATUINAIOBAS KHUCIOTa) WA
CEJICKTUBHBIC HMHTHOUTOPHI OOPAaTHOrO0 3axBaTa CEPOTOHMHA (B TOM YHCIE ITUTAJIONpaM,
(bITyOKCETHH, MapOKCETHUH, CEPTPAIIUH).

OcTopokHOCTh HE0OX0IMMa MPU MPUMEHEHUH TpernapaTa OpTodeH y NalueHTOB ¢ HApyIIEHUEM
(GyHKIIMY TIeUYeHH JIETKOW U Cpe/lHel CTeNeHH, a TaKXkKe y MallMeHTOB ¢ MeYeHOYHOU nopdupuei,
TaK Kak Ipernapar MO>KeT IPOBOIUPOBATH MPUCTYIIBI HOPHUPHH.

CrnenyeT ¢ OCTOPOXKHOCTBIO TPUMEHATh Tpermapar OprodeH y ManueHTOB ¢ OpOHXUAIBHOMN
aCTMOM, CE30HHBIM AJUIEPTUYECKUM PUHUTOM, OTEKOM CIIM3UCTON 000JI0YKH HOCOBOM MOJI0OCTH (B
TOM UHCJIE€ C HOCOBBIMH TOJHIIAMH), XPOHUYECKOM OOCTPYKTHBHOW OOJE3HBIO JIETKHUX,
XPOHUYECKUMH  MHQPEKIMOHHBIMU  3a00JIEBaHUSMH  JbIXaTeJIbHBIX  TyTed  (OCOOEHHO
ACCOIIMUPOBAHHBIMU C AJUIEPTUYECKUMHU PUHUTOTIOJOOHBIMH CHMIITOMAMH).

Ocobast  OCTOPOXKHOCTH TpeOyeTcss TpH JICUCHUW TMAlMEHTOB C CEPACYHO-COCYTUCTHIMU
3a00/IeBaHUsMHU, HApYyIIEHUSMU (YHKIUU T[OYEK, BKJIIOYAas XPOHUYECKYIO IOYECYHYIO
HenoctatogHoCTh (CK® 15-60 mur/mun/1,73 Mz), JTUCITUTIAIEMHUEH/ TUTIEPIIUTTUAEMHIEH, CaxapHbIM
IMabeToM, apTepHAIbHOW THUNEPTEH3UEH, TP JICUCHUH KYPAIIUX TMAI[MEHTOB WM TAlUEHTOB,
3JI0YIOTPEOJIIONINX ATKOTOJIEM, TIPH JICYCHUH MOXKHIIIBIX TAIMEHTOB, MAIIMEHTOB, TOJYYarOIINX
TUYPETHKU WIH JpyTue TMpernapaTsl, BAUSIONME HAa (QYHKIUIO MOYEK, a TaKXkKe MalUeHTOB CO
3HAUUTENBHBIM YMEHBIIEHHEM o0bema upkynupytomieii kposu (OLIK) mroboit stuonoruwu,
HaIMpuMep B TIEPHUO/IBI JI0 U TIOCTIE MACCUBHBIX XUPYPTUUECKUX BMEIIATEIHCTB.

Crieyet ¢ 0OCTOpOXKHOCTBIO MPUMEHATH mpernapaT OpTodeH y manueHToB ¢ 1edheKTaMu CUCTEMbI
reMocrasa.

Crnenyer coOnroAaTh OCTOPOKHOCTH TpHU TNpuMeHeHHH mpemnapara OpTodeH y MalueHTOB
MOXKIJIOTO BO3pacTa. ITO OCOOEHHO aKTyaJIbHO Y OCITA0JICHHBIX M UMEIONINX HU3KYI0 Maccy Teja
MOXKWJIBIX JIIOJICH, y TIAIIMEHTOB JIAHHOW KaTEeropuu PEKOMEHIYeTCs MPUMEHSTH MpernapaTr B
MUHUMaJIbHOH 3¢ (hekTUBHOMI 103€.

Crnenyer coOmrofaTh OCTOPOKHOCTh MpU TMpUMEHeHuu mpemnapata OprodeH y OepeMeHHBIX

xeHmuH (I u |l tpumectp) (cm. pasnen 4.6).
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THopaocenue JKKT

[lpu nmpumenenun muxiodenaka, kak u apyrux HIIBII, ormewanuch Takue SIBICHHSA, Kak
KpOBOTEUEHHE WM U3bs3BieHue/mepdpopamus opranos XKKT, B psge ciayyaeB co cMepTelbHBIM
ucxozoM. JlaHHble SBJIEHHSI MOTYT BO3HUKHYTh B J1000€ BpeMsi MpH NMPUMEHEHUH JIaHHBIX
npenapaToB ¢ WM 0e3 MPEeAlECCTBYIOMIMX CHUMITOMOB MJIHM CEPbE3HBbIX 3a00JIeBaHUI OpraHoB
KKT B anamue3e. Y MOXUIBIX MAIlMCHTOB MOJOOHBIE OCIOXHEHHUS MOTYT MMETh CEPbE3HBIC
nocneactsus. [Ipu pa3BuTun y naiueHToB, noiayvaromux npenapat OprodeH, KpoBoTeueHU niu
m3bsizBieHus JKKT npenapar cienyer OTMEHUTb.

s cHrkeHus pucka Tokerndeckoro aerctsus Ha JKKT y manueHToB ¢ I3BEHHBIM IOPAXEHUEM
JKKT, ocobeHHO OCIIO)KHEHHBIM KpPOBOTEUYCHHEM WM Tiepdopammeii B aHaMHE3e, a TaKkke y
MOKUJIBIX MAIIMEHTOB Mpenapar cieayeT NPUMEHITh B MUHUMaIbHOU 3¢ (EeKTUBHOM 103€.

V nauueHToB ¢ NOBBILIEHHBIM PUCKOM Pa3BUTHS KENyI0YHO-KUIIEYHbIX OCJIOKHEHHM, a TAKKe y
MAIMEHTOB, MOJYYAOIIUX TEPAlHI0 HU3KUMH J03aMU alleTUJICATUIMIOBON KUCIOTHI, Ha (OHE
Tepanuy NpernapaToM cieayeT NPUMEHATh racTPONPOTEKTOPhl (MHTUOUTOPHI IPOTOHHOM MTOMIIbI
WIM MHU30MPOCTON) WIM JApPYyrue JIeKapCTBEHHbIE IIpemapaThl MJisi CHIDKEHUS pHUCKa
HexenarelapHoro so3aerctesug Ha JKKT.

[Taniuentam ¢ mopaxkennem XKT B anamuesze, 0COOEHHO MOXKHIIBIM, HEOOXOIUMO COOOIIATh
Bpaudy 000 Bcex a0JJOMMHAJIbHBIX CUMIITOMAX.

Tlayuenmul ¢ OpoHxXUATLHOU ACMMOTU

Oboctpenne OponxuanpHOW acTMbl  (HemepeHocumocTh  HIIBII/OponxuanbHas actMma,
npoBorupyemas npuemom HIIBII), otex KBuHKe 1 kpanuBHHIIa HanboJee 4acTo OTMEYAIOTCS Y
NAUEHTOB C OPOHXUAIBHON aCTMOMN, CE30HHBIM AJIJIEPIrUUYE€CKUM PUHUTOM, HOCOBBIMHU MOJIUIIAMH,
XPOHMYECKOH OOCTPYKTUBHOM OOJI€3HBIO JIETKUX WJIM XPOHUYECKUMH HH(EKIHMOHHBIMU
3a00J€BaHUAMHU  JBIXaTENbHBIX MyTe  (0COOEHHO  CBA3aHHBIMH C  QJUIEPTUYECKUMU
PUHUTONOAOOHBIMU CHUMITOMAaMH). Y JaHHOM Tpynmbl MAalUEHTOB, a TAK)KE y MAlUEHTOB C
ajyiepruei Ha Ipyrue JeKapCTBEHHbIE Mpenaparhbl (KOXKHBIE ChIIb W 3yl WIM KpallMBHULA) NPU
npuMeHeHHuu npenapara OpTodeH cieayeT coOno1aTh 0cOO0yI0 OCTOPOKHOCTh (TOTOBHOCTh K
IPOBE/ICHUIO PEaHUMALMOHHBIX MEPOIIPUATHI).

Koorcnvie peakyuu

Takue cepbe3HbIE 1€PMATOJIOTMYECKHE pPEaKIMH KaK 3KC(POJIUATUBHBIN JepMaTHT, CUHIPOM
CruBeHca-/[)KOHCOHA, TOKCHMYECKMM SMHUAEPMAJIbHBIM HEKPOIN3, B HEKOTOPBIX CIydasX cO
CMEpTEeNbHBIM HCXOJ0M, Ha (OHE NPUMEHEHHUS IUKIO(eHaKa OTMEYAIUCh OYEHb PEAKO.
Haubonpine puck u 4acToTa pa3BUTUS TSKENBIX JIEPMATOJIOIMUECKUX PEaKIMi OTMEeYaluch B

nepBbId Mecsdll JieueHus aukiodeHakom. Ilpu pa3Butuu y manueHTa, MOJy4yaroUlero mpemnapar
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OpTtodeH, mepBhIX MPU3HAKOB KOKHOW CHINH, ncpameﬁnﬁj&ﬁmgﬁ-%géﬁtr@:ﬁﬂf'M]/fk

CMEPTHOMY OTYETY

CHUMIITOMOB TUIIEPYYBCTBUTEILHOCTH Mpenapar cieayeT OTMEHUTb.
B penxux cmydasx mpu npumeHenuu npenapata Oproden, xak u apyrux HIIBII, Bo3moxkHO
pa3BUTHE aHA(UIAKTUYECKUX/aHA(DUIAKTOMAHBIX PEAKIMH Y ALlMEHTOB, pPaHee He MOITy4aBIINX
TUKIIO(EHaK.

Bosoeiicmsue na nevens

[Tockonbky B mepuoa NpuMeHeHus mpenapara OpropeH MOXKEeT OTMeuYaThCs IOBBIIICHHUE
AKTUBHOCTH OJJHOIO WJIM HECKOJIBKUX «II€UYE€HOYHBIX» ()EPMEHTOB, IPU UINTEIBHOW Teparuu
IpenapaToM B KadecTBE MEpbl MPEJOCTOPOXKHOCTH IOKAa3aH KOHTPOJIb (QyHKIUM neueHu. Ilpu
COXpPaHEHHHU U MPOTPECCHUPOBAHNY HAPYIICHHUH (PYHKIUH TIEUYCHH HJIM BOSHUKHOBEHUH MTPU3HAKOB
3a00JIeBaHUN TICUCHH WM JAPYTUX CUMIITOMOB (HampuMep, 303MHO(GUIINH, CHIIH U T.I1.), IPUEM
npenapara Heo0X0AUMO OTMEHUTh. CielyeT UMeTh B BUJIY, YTO renaTutT Ha (OoHE MPUMEHEHUs
npenapata OpTodeH MOXXET pa3BUBATHCS 0€3 MPOJIPOMANIbHBIX SIBICHUI.

Bosoeiicmsue na nouxu

Ha ¢one tepanuu npenapatom OpTodeH peKOMEHTyeTCs] IPOBOJUTH KOHTPOJIb (DYHKIMH ITOYEK
y MalUEHTOB C TUIEPTOHUYECKOM O0JIe3HBIO, HApyWIEHUSIMU (DYHKIUM CepAalla WM IO0YEK,
HOXKWIBIX MMAallMEHTOB, MAIUEHTOB, MOJYJYarOIUX AMYPETUKU WU Ipyrue Mpernaparsl, BIUSIOIIE
Ha (YHKIOUIO TOYEK, a TaKKe Yy MAlUEHTOB CO 3HAYUTEIHHBIM yMEHBIIEHHEM oObemMa
BHEKJIETOUHOW JKHUIKOCTH JIO00H STHOJNIOTWH, HANpUMep, B MEPHOJ 1O M IOCIE MAaCCUBHBIX
XUPYpPrudeckux BMemarenabcTs. [locie mpekpaleHus Tepanuu npenapaToM oObIYHO OTMEYaeTCs
HOpMaJT3aIys nokasateneil pyHKIMK MoyeK 10 UCXOJHBIX 3HaUCHUH.

Boszoeiticmsue na cepoeuno-cocyoucmyro cucmemy

Tepanus HIIBII, B Tom uncne qukiodeHakoM, B 0COOEHHOCTH JJUTENbHAs Tepalus U Tepamnus ¢
UCIIOJIb30BAaHUEM BBICOKHUX 7103, MOXKET ObITh aCCOLMUPOBAHA C HEOOIBIIMM BO3PACTAHUEM PUCKA
Pa3sBUTHSI CEPhE3HBIX CEPACUYHO-COCYAUCTBIX TPOMOOTHUYECKUX OCJIOKHEHHUH (BKIIOYasi HH(PApPKT
MHUOKapJa U UHCYJIbT).

VY manueHToB ¢ 3a00JIEBaHUSIMH CEPJICYHO-COCYANCTON CUCTEMBI U BHICOKUM PHUCKOM Pa3BUTHS
3a00JIeBaHUN  CEepJIEeYHO-COCYAUCTON CHUCTEMBbI (Hampumep, C apTepUalbHOM TUIepTeH3UEH,
TUMEPIIMINIEMUEH, caxapHbIM JHa0eTOM, KYypsIUX) CleayeT MPUMEHSATh IMpernapar ¢ 0coOon
OCTOPOXHOCTBIO, B caMOM HH3KOM 7 (EeKTUBHON [103€ MNpU MHHUMAIBHO BO3MOXKHOM
JUTTEIIFHOCTH JICYCHHS, IOCKOJIBKY PHCK BO3HHUKHOBEHHUS TPOMOOTHYECKHX OCIIOKHEHHUU
BO3PACTAET MPHU YBEIWUYECHUHU J103bl M MPOJOIDKUTEIBHOCTH JiedeHus. [Ipu anmuTtensHON Tepanuu
(6onee 4 Henenp) cyTOUYHAs 103a AUKIO(EHAaKa y TAKUX MALMeHTOB He T0JbKHA mpeBbimars 100 mr.
Crnemyer nepuoIn4ecKy MPOBOANUTE OLIEHKY 3()(PEKTHBHOCTH JIeUeHHsI M IIOTPEOHOCTH TAIlEeHTa

B CHUMITOMAaTHYSCKOM TCparuu, 0COOECHHO B TeX ClIydasx, Koraga €€ IpOJdOJIKHUTCIBHOCTH
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cocTaBisieT 6osee 4 Henenb. [Ipu mosBIEHNUN TTEPHBIX cumtiiofos %FM%STE@M'; I%A_ﬁygjtégl-ll/l:ﬁ

(HampuMmep, O0JIM B IpyId, YyBCTBA HEXBATKH BO3yXa, cI1a00CTH, HapYIICHUS peur) MalUeHTY
CJIelyeT He3aMeIITUTEIbHO 00PAaTUTHCS 32 MEAUIIUHCKON TTOMOIIBIO.

Bosoeiicmsue na cucmemy Kpogemeoperus

[Ipennapatr OpTodeH MOXKET BpEeMEHHO HMHTHOMPOBATH arperanui TPOMOOIUTOB, MOITOMY Yy
NAllMEHTOB C HApPYUICHUSMH TeMOCTa3a HEOOXOAMMO MPOBOAUTH TIIATEIbHBIA KOHTPOIb
COOTBETCTBYIOIIHUX JTA00OPATOPHBIX ITOKA3aTEIICH.

[Tpu nnutensHOM mpuMeHeHHH npenapara OprodeH pPeKOMEHIYeTCs MPOBOAUTH PEryIsipHbIC
KIIMHUYECKHE aHaIU3bl IepUPEpUIECKOil KPOBU.

Mackuposeanue npusHaxos uH@heKyuonHo2o npoyecca

[IpoTuBOBOCTIaNMTENbHOE JeiicTBHE mnpemnapara OpTodeH MOXKET 3aTPyIHATh AMATHOCTHKY
WH(DEKIMOHHBIX MPOIIECCOB.

Ilpumenenue oonospemento c opyeumu HIIBIT

He cnenyer npumensars npenapar ogHoBpeMeHHO ¢ npyrumu HIIBII, Bkirouas cesieKTUBHBIE
uHruourtopsl L{OI'-2 u3-3a pucka HexenaTenbHbIX SBICHUH.

BcnomorarenbHbIe BEIECTBA

[Ipenapar copepxxutr nakroly U caxapo3y. Ilosromy mnammeHTam C HaclieICTBEHHOU
HENIEPEHOCHUMOCTBIO  JIAKTO3bI, (PPYKTO3BI, IEHUIIMTOM JIAKTa3bl, caxapa3bl-M30MajbTa3bl,
TTFOKO30-TAIAKTO3HON MallbaOCopOIHeli He ClIeyeT MPUHUMATh ITOT Tpernapar.

4.5. B3aumopeiicTBuUSl ¢ APYIrMMH JIEeKAPCTBEHHLIMH MNpenapartaMM W JApyrue BH/bI
B3aUMOJACHCTBUSA

BrlsgBieHHbBIE B3aUMOJIEHCTBUS

Hneubumopot uzogpepmenma CYP2C9.

Crnenyer coOarofaTe OCTOPOXKHOCTb TPH  OJHOBPEMEHHOM NPUMEHEHHMH JUKJIOo(peHaka |
uHrn6uropoB uzodepmenta CYP2C9 (Takux Kak BOPUKOHA30J) U3-32 BOBMOKHOTO YBEJIWYECHHUS
KOHIICHTPALUH TUKIO(EHaKa B CBIBOPOTKE KPOBHU M €TI0 IKCIIO3UITHH.

Jlumuii, oucoxcum.

JlukiogeHak MOXKeT MOBBIIIATh COJAePKAHNE JIUTUS U KOHIIEHTPALIUIO JUTOKCHHA B IJ1a3Me KPOBH.
PexomeH1yeTcst KOHTPOJIb COAEpP KaHUS JINTHS U KOHIIEHTPALMU TUTOKCUHA B CBIBOPOTKE KPOBH.
Huypemuueckue u cunomen3ugHvle cpeocmaa.

[lpy OOHOBpEeMEHHOM TPUMEHEHWH C JUYPETHUKAMH W TUIOTEH3WBHBIMH IIperiapaTaMu
(Hampumep,  Oera-azpeHOOIOKaTOpaMH,  MHTMOMTOpPaMHM  AHTHOTEH3HH-TPEBPALIAIOIIETro
depmenta - AIID) nuknopeHak MOXKET CHMXKATh HMX TUINOTEH3MBHOE JedcTBHE. B cBs3u c
BBIIIIECKA3aHHBIM Y TAIMEHTOB, OCOOEHHO TMOXKWJIOTO BO3pacTa, IPH OJHOBPEMEHHOM

MMPUMCHCHUHA )II/IKJIO(l)eHaKa U JUYPETHKOB WM THUIIOTCH3UBHBIX CPCACTB CICAYCT PCTYIAPHO
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U3MepaTh aprepuanbHoe gaasieHue (AJ]), KoH omupoBarh— §ryikifiio THoseR ul reibl

THIpaTaliy (BCJICACTBUE MOBBIMICHHUS PHCKa HEPPOTOKCUIHOCTH).

Luxnocnopun u makpoaumyc.

Bnusnue nukinopeHaka Ha aKTUBHOCTh MPOCTArJIaHJUHOB B IIOYKaX MOJXKET YCHIJIMBATh
HE(POTOKCUYHOCTh IUKJIOCIIOPUHA U TakKpoiuMyca. B CBA3M C BbIllIeCKa3aHHBIM 1032
TUKIo(peHaKa y MaleHTOB, MOIYYalONIMX UKIOCTIOPUH WM TAKPOIUMYC, J0JDKHA OBITh HUXKE,
4YeM Yy [TALUEHTOB, HE NOJIYYaroLIUX YKa3aHHBIE IIPErapaThl.

Ilpenapamul, cnocobHbie 8b13b16aMb UNEPKATUEMUIO.

OpHoBpeMeHHOE  MpPUMEHEHHE JUKIOopeHaKa C  KanuicOeperamimuMd  JIUypeTHKaMH,
LUKJIOCIIOPUHOM, TaKpOJIMMYCOM M TPUMETOIPUMOM MOKET IIPUBECTH K IOBBIIICHUIO
CoJIep)KaHusl KaJlusd B IUIa3ME KPOBH (B Cilydae TaKoro OJHOBPEMEHHOTO NMPUMEHEHUS JaHHbII
MOKa3aTeNb CIEAYET YaCTO KOHTPOIUPOBATH).

AnmubaxkmepuanvHbvle cpeocmea — NPou3800Hble XUHOIOHA.

Hmerorcss  oTaenbHble COOOLIEHUS O PAa3BUTHUM CYAOpOr Yy MAlMEHTOB, [OJY4aBIIUX
OJTHOBPEMEHHO MTPOU3BOIHBIE XMHOJIOHA U TUKIO(EHaK.

[IpeamonaracMele B3aMMOJICHCTBHS

HIIBII u entokokopmuxkocmepouobi.

OnHOBpEeMEHHOE CHCTEMHOE IMpHMEHeHHe aukiodeHaka m apyrux cucremabix HIIBIT wmm
[JIFOKOKOPTUKOCTEPOHUI0B MOXKET yBEJIMYMBATh YacTOTy BO3HHMKHOBeHus HS (B wactHOCTH, CO
croponsl JKKT).

Aumuxoazynanmel, aHmuazpe2aHmol.

Heo0xo11Mo ¢ 0CTOPOKHOCTHIO IPUMEHATh TUKJIOPEHAK ¢ MpenapaTaMu 3TUX TPYIII U3-3a pUcCKa
pa3BUTHUsS KpoBoTedeHMH. HecMOTps Ha TO, YTO B KJIMHHUYECKUX HCCIIEOBAHUSIX HE OBLIO
YCTaHOBJICHO BIIMSHUA AUKIO(pEHaKa Ha JEHCTBUE aHTHUKOATYISHTOB, CYIIECTBYIOT OTAEIbHBIC
COOOIlEHHsI O TIOBBIINIEHUH pPHUCKAa KPOBOTEUEHUH Yy TAIMEHTOB, NPUHUMABIINX JAaHHYIO
KoMOWHanuio mnpemnapatoB. CremyeT TiateabHO HAOMIOAATh TAIMEHTOB, TOJYYAIOIINX
OJIHOBPEMEHHO JIeYeHHE JaHHBIMU JIEKapCTBEHHBIMU NpenapaTaMu.

Cenexmuemvie uH2UOUMOPLL 0OPAMHO20 3AX6AMA CEPOMOHUHA.

OnHOBpeMEHHOE NPUMEHEHHE TUKIOo(pEeHaKa C CEIeKTUBHBIMI HHTMOUTOpaMH 0OpaTHOT 0 3aXBarta
CEpOTOHMHA MOBBILIAET PUCK PA3BUTHS JKETYJOYHO-KUIIEYHBIX KPOBOTEUEHUH.
T'unoznuxemuueckue npenapameol.

B KiIMHHYECKMX HCCIIENOBAaHMSIX YCTAHOBIIEHO, YTO BO3MOKHO OJHOBPEMEHHOE INPUMEHEHHE
TukIoeHaka W TUMOTIMKEMHUYECKHX IMpEenaparoB, MpH ATOM 3(PPEKTUBHOCTh MOCIEAHUX HE
u3MeHsercsa. OQHAKO W3BECTHBI OTIENbHBIE COOOIIEHUS O Pa3BUTUU B TaKUX CIydasx Kak

THUIIOTTIMKEMHUH, TaK U THIICPIIIMKEMUHU, YTO O6YCJ'IOB.]'H/IBaJ'IO HGO6XO)II/IMOCTI) U3MCHCHUS OO3bI
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TUINOIIMKEMUYECKUX TpenapaToB Ha (QoHe anMeHé'HI'z;}{::ng&feLg&l?H'%':: Tt e

BBIIIIECKa3aHHBIM BO BPeMsI OJJHOBPEMEHHOT'O IPUMEHEHHUS JUKIO(PEHAaKa U THUITOTIIMKEMUYECKIX
IIPENapaToB PEKOMEHYETCSI IPOBOUTH KOHTPOJIb KOHIIEHTPALUH IJIFOKO3bI B KPOBHU.

[TosryueHbl OTAETBHBIE COOOIICHUS O PAa3BUTUH METa0OINYECKOTO alli103a MPU OTHOBPEMEHHOM
NPUMEHEHUN JuKiIo(eHaka ¢ MeTQOPMHUHOM, B OCOOEHHOCTH Y MHAI[MEHTOB C HAPYIIECHUEM
(GyHKINU TTOYEK.

Memompexcam.

Crnenyet cobio/1aTh OCTOPOKHOCTH MPU MPUMEHEHUH TuKIo(eHaka MeHee, yeM 3a 24 daca 10
WM yepe3 24 yaca mocie mpruemMa MeToTpeKcaTa, Tak Kak B TaKUX CIydasX MOKET MOBBIIIATHCS
KOHLIEHTpaLUsl METOTPEKCATa B KPOBU U YCUJIMBAThCSI €70 TOKCUYECKOE JEMCTBHE.

Denumoun.

[Tpu ogHOBpEeMEHHOM MpUMEHEeHUU (PEeHUTOMHA U JuKIo(eHaka HeoOXOAMMO KOHTPOJIUPOBATH
KOHIIEHTpaluilo (DEHUTOMHA B IJIa3Me€ KPOBH M3-32 BO3MOXKHOTO YCHUJICHUS €r0 CHCTEMHOTO
BO3JICHCTBHS.

Hnoyxmopwt uzopepmenma CYP2C9.

Cnenyer co0molaTh OCTOPOKHOCTh MPU TNPUMEHEHHH JUKIO(PEHaKa OJHOBPEMEHHO C
unaykropamu u3zodpepmenta CYP2C9 (takumu, kak pudaMIuiuH), MOCKOIBKY 3TO MOXKET
NPUBECTH K 3HAYUTEIHHOMY YMEHBIICHHIO KOHIIEHTPAaUWH IUKJIO(EeHaKa B IUIa3Me KPOBU U
YMEHBILEHUIO €r0 AKCIO3ULUH.

4.6. @epTHIBHOCTb, 0EPEMEHHOCTDb M JIAKTALMS

bepeMeHHOCTD

HmeeTcst HEAOCTATOYHO JaHHBIX O 0€30MacHOCTH NMPUMEHEHUs AUKIOpeHaKa y OepeMEeHHBIX
JKEHIIMH. JlaHHbIE HEKOTOPBIX SMUIAEMHOJIOTHYECKUX HCCIIEJOBAHUM TOBOPST O MOBBILIEHHOM
pHCKe BOSHMKHOBEHHMSI BBIKU/IBIIIA 11OCIIE TPUMEHEHNsI HHTUOUTOPOB CUHTE3a MPOCTArIaHJMHOB
(nanpumep, HIIBIT) Ha paHHuX cpokax OepeMEeHHOCTH, OIHAKO 00Ul 00bEeM JaHHBIX SBISIETCS
HeyOeautenbHbIM. He cinenyer mpumensts npenapaT Optoden sxeHummHam c¢ 20-i Henmenu
OepeMEeHHOCTU B CBSI3U C BO3MOXKHBIM PHCKOM Pa3BUTHUS MaJIOBOJUS W/WIM MATOJOTHH MOYEK Y
HOBOPOXKJICHHBIX (HEOHATalbHas oYeyHast TUCPYHKIUSA).

[Ipemapar Optoden, kak u apyrue HIIBII (MHruOMTOpPHI CHHTE3a MPOCTATIAHIUHOB),
POTHBOIIOKA3aH B IOCaeIHUE 3 Mecsiia OepeMeHHOCTH (cM. pasjen 4.3.) (BO3MOKHO TOaBICHHE
COKpPATUTEIbHON CIIOCOOHOCTH MAaTKH, HapylleHHe (YHKIMHM MOYEeK Yy IJI0Ja C MOCIEAYIOUINM
MaJIOBOJIEM (OJIMTOT'MIPaMHHUOH) /WK MPEKIEBPEMEHHOE 3aKPBhITHE apTEPUATIBHOTO IPOTOKA Y

miozaa).
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ot 26.09.2023 N= 18736

(NOCNEQCBATENEHOCTE 0001)

JlakTamus

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

Hecmotps Ha To, uTo npenapar Oproden, kak u apyrue HIIBII, npoHukaeT B rpyiHO€ MOJIOKO B
MajoOM KOJIM4YECTBE, IIpenapar He CIeAYyeT NPUMEHATh B IIEPUOJ IPYIHOIO BCKAPMIIMBAHUS BO
n30eKaHNe HeXKeNaTeJIbHOro BIUAHUS Ha peOeHka. [Ipu HeoOXoquMOCTH NpUMEHEHUs Ipenapara
y JKEHIIMHBI B 3TOT IEPUOJ I'PYIHOE BCKapMJIMBAaHUE IIPEKPALIAIOT.

DdepTUabHOCTD

[Tockonbky mpemapar Optoden, kak u apyrue HIIBII, MoxeT oxa3bpIBaTh OTpUIATEIBHOE
neiictBue Ha (hepTUIBHOCTH, JKEHIIMHAM, IUIAHUPYIOILUM OEpeMEHHOCTb, HE PEKOMEH]yeTCs
IIPUHUMATH IIpenapar.

VY nmanueHToK, MPOXOAAIIUX 00CIe0BaHNE U JIEUSHUE 110 IIOBOY OecIIoaus, Ipenapar cieyer
OTMCHUT.

4.7. BiusiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeACTBAMH M padoTaThb ¢
MeXaHHU3MaMH

[TanmenTam, y KOTOpeIX Ha (oHEe mpuMeHeHus: npenapata OpTodeH BOZHUKAIOT 3PHUTEIbHBIC
HapyIlEHUsl, TOJOBOKPYKEHHE, COHJIMBOCTb, BEPTUIO WJIM JPYIME€ HAPYLUIEHHWS CO CTOPOHBI
LIEHTPaJIbHOW HEPBHOM CHCTEMBI, HE CIIEAYET YIPABIATh TPAHCIIOPTHBIMU CPEJCTBAMU U pabOTaTh
C MEXaHU3MaMH.

4.8. HexenatelbHble peaKkuu

Pesrome HDOd)I/IJDI 0e30IacHOCTH

Huxe npuBenensl HexenatenbHble siBiaeHus (HS), koTopeie OblTM BBHISBICHBI B XOJ€
KIIMHUYECKHUX MCCIE0BaHUH, a TAKKe IPU MPUMEHEHUH TUKIo(eHaka B KITMHUYECKOM MpaKTHKe.
st onienku yactoThl HS mcnonb3oBaHbI ClieIyIONINE KPUTEPUU: «O4eHB yacTo» (>1/10); «gacTo»
(>1/100, <1/10); «negacto» (=1/1000, <1/100); «penxo» (=1/10000, <1/1000); «oueHb penKO»
(<1/10000), «gacToTa HEM3BECTHAY (HA OCHOBAHWU MMEIOIIUXCS TAHHBIX OIIEHUTh HEBO3MOXKHO).
HS crpynmupoBaHbl B COOTBETCTBHM C CHCTEMHO-OPTaHHBIM KJIACCOM MEIUIIMHCKOTO CIOBaps
JUIsi HOPMAaTWUBHO-TIpaBOBOM nesrenbHocth MedDRA, B mpepenax kaxkmoro kiacca HS
MIEPEYUCIICHBI B TOPSJIKEe yOBIBAaHHWS YACTOTHI BCTPEUAEMOCTH, B TIpEJeNiaX KaKJIOW TPYIIIIHI,
BBIICTICHHOW MO0 4acTOTe BCTpedaemocTH, HS pacmpeneneHbl B MOpsSAKE YMEHBIICHHS WX
Ba)XHOCTH.

Hapywenus co cmopomnsl Kposu u aumgpamuieckoi cucmemsl: 09€Hb PEIKO — TPOMOOIUTOTICHNS,
JICHKOTICHHSI, TeMOJIUTHYCSCKAsT aHEMHUS, allJITaCTHUSCKas aHEMUSsI, arPaHyJIOIUTO3.

Hapywenusa co cmopoHbl UMMYHHOU cucmemsl: PEAKO — THIEPUYYBCTBUTEIBLHOCTS,
aHapuIaKTHYeCKHe/aHa(PUIAKTONIHbIE PEaKIuH, BKIIIOUasl CHIDKEHUE apTepUaTbHOTO JTaBIECHUS

(AJl) 1 m10K; OYEHb PEAKO — aHTHOHEBPOTUUECKHM OTEK (BKJIIOYAsi OTEK JIULIA).
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Tcuxuueckue napyuwenus: O4EHb PEAKO — Ie30pHUeHTaIINS, }:Er;p;zc-@x; f-&cc@gﬁﬁ /

CHOBMJIEHUS, Pa3IpakKUTEIbHOCTD, ICUXUYECKHE HApYLICHUS.

Hapywenus co cmopoHuvl Hep6HOU cucmembl: 9acTO — FOJIOBHAsE O0JIb, TOJIOBOKPYKEHHE; PEIKO —
COHJIMBOCTb, OYE€Hb PEIKO — HAPYILLIEHUS YyBCTBUTEIBHOCTH, BKIIFOYAsl TAPECTE3UH, PACCTPOICTBA
naMATH, TPEMOpP, CYIOPOrH, OILYIIEHHWE TPEBOTHU, OCTPbIE HAPYLIEHUS MO3TOBOTO
KpOBOOOpAIIEHUs], ACENTUUYECKUI MEHUHTUT.

Hapywenus co cmoponvl opeana 3penus: O4€Hb PEIKO — HApPYILLIEHUS 3pEeHUs (3aTyMaHUBaHUE
3peHus), TUILIONUSI.

Hapywenus co cmoponvl opeana cmyxa u nabupuwma: 4acTo — BEPTUTO; OYEHb PEAKO —
HapyILIeHU cilyXa, IIyM B yIlIax.

Hapywenus co cmoponsi cepoya: Hedyacto — HHPAPKT MHOKap/a, cepeuHasl HeA0CTaTOUYHOCTb,
ollylIeHue cepaneduenus, Oomp B Tpynu; yactora HewsBectHa — Cunapom Koyhuca
(aTepruyecKkuii OCTPhId KOPOHAPHBIA CHHIPOM).

Hapywenus co cmoponwl cocyoos: oueHb peqko — nossiiieHue A/l, BacKynur.

Hapywenus co cmoponvl ObixamenvHol cucmemvl, OpeaHo8 2pyOHOU KIemKU U cpe0oCmeHUs.
penko — OpoHxHalibHask acTMa (BKIII0Yasi OJIBIIIKY); OYEHb PEAKO — THEBMOHUT.

Kenyoouno- xuweyHvle Hapyuienus: 4acTo — abJOMUHaIbHas 0Ok, TOIIHOTA, PBOTA, AUapes,
JUCIIETICHUS, METEOpU3M, CHIIKEHHE alllleTUTa; PEOKO — TacTPUT, >KEIyIO0YHO-KUIIEYHOE
KpOBOTEUYEHHE, PBOTA KPOBbIO, MEJIEHA, TUAPEs C IPUMECHIO KPOBH, SI3BbI XKEJly/IKa U KUILIEYHUKA
(c umm 6e3 KpOBOTEUEHHUS, CTEHO3a WU Mepdopaluu, ¢ BO3SMOKHBIM PAa3BUTHEM MEPUTOHUTA);
OYEHb PENKO — CTOMATUT, TJIOCCUT, TOBPEXACHHUS  IHILEBOAA, BO3HUKHOBEHHE
nuapparMonoJo0HBIX CTPUKTYP B KUIIEUHUKE, KOJNUT (Hecrneuuduueckuié reMopparuyeckuit
KOJIUT, WIIEMHYECKUH KOJHUT, 00OCTpEeHHE sA3BEHHOro kojuTa wiu Oone3nu Kpowna), 3amop,
MAHKPEATHUT.

Hapywenus co cmopoHvl neuenu u scenuesblgo0AWuUxX nymeti: 4acTo — MOBBIIICHHE aKTUBHOCTH
aMUHOTpaHc(epas B MIa3Me KPOBH; PEAKO — TeNaTHT, KeJITyXa, HapylleHus: QyHKIUN NEUYEHU;
OUYE€Hb PEJIKO — MOJIHUEHOCHBII reNaTUT, HEKPO3 MEeUEHH, IeYeHOYHAs! HEIOCTATOYHOCTb.
Hapywenus co cmoponvl Kodcu u NOOKONCHbIX MKAHeU: YacTO — KOXKHAsl ChIMb; PEAKO —
KpalnuBHUILIA; OUYEHb PEJIKO — OYJIE3HBIN JIEPMATHT, 3K3€Ma, SpuTeMa, MHOIO(hOpMHas HpuTemMa,
cuaapom CrtuBeHca-J[>koHcoHa. cuuapoMm Jlaitenna (TOKCHYECKU AMUACPMATbHBIA HEKPOJIU3),
9KC(OMMATUBHBIA J€PMATUT, 3YyA, alomelus, peakiuuu (OTOUYBCTBUTEIBHOCTH, IIypILypa,
nypmypa [llenneitna-I'enoxa.

Hapywenusa co cmoponsl nouek u mouesvbigo0sauux nymeti: O4e€Hb PEAKO — OCTPOE MOPAKEHUE
mo4yek (OoCTpas TOdYeYHAas  HEAOCTAaTOYHOCTb), TeMaTypusi, NPOTEUHYpHs, TyOyJo-

MHTEPCTULUAIBHBIN HEPPUT, HEPPOTUUECKUN CUHAPOM, NATMWIUISPHBINA HEKPO3.
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TENEHOCTE 0001)

Obwue Hapywenus u peakyuu 8 mecme 68e0eHUs: PEIKo — gtk |ELOEA

Onucanue OTACIBbHBIX HEXKEIATCIbHBIX PEaKITUi

Hapywenus co cmoponwl cepoeuno-cocyoucmori cucmembl

JlaHHBIE KIMHUYECKUX HCCIIEIOBAHUI YKa3bIBAIOT HAa HEOOJBIIOE YBEINYECHUE PHCKA PA3BUTHS
CEep/ICYHO-COCYJUCTHIX TPOMOOTHYECKMX OCIOKHEHWH (Hampumep, HH(papKTa MHOKapAaa),
0COOEHHO IpH JUTUTEIHHOM NPUMEHEHUH NUKIo(eHaka B BBICOKUX J103aX (CyTo4yHas J103a Oonee
150 mr).

3pumenvhvle napyuieHus

3puTeNnbHBIE pPAcCTPOWCTBA, TAKME KaK HApYIICHWE 3PEHHs, 3aTyMaHUBAHUE 3pPCHUS MM
JTUIUIONHS, TO-BUAUMOMY, sBIsitoTcsS Kiacc-3gpdexramu HIIBII, u oOpatumsl  mocie
IpeKpaleHus: MpuMeHeHHs. BO3MOKHBIM MEXaHH3MOM DPa3BUTHUS TAKHX PACCTPOUCTB SIBISAETCS
MHTHOMpPOBAaHUE CHHTE3a MPOCTArIaHANHOB M APYTUX COMYTCTBYIOIIMX BEUIECTB, YTO U3MEHSET
PEryISIUI0 KPOBOTOKA B CETYAaTKE, KOTOPOE MPOSBIACTCS MOTCHIHAIbHBIMU 3pPUTEIbHBIMU
paccrpoiictBamu. Ilpu pa3BUTHM TaKMX CUMITOMOB Ha ()OHE TEpamuu JUKIOPEHAKOM CIIEAYeT
paccMOTpETh BO3MOKHOCTH O()TAITBMOJIOTHIECKOTO 00CIEIOBAHNUS JIJIsl HCKITIOYEHHUST KaKUX-JTH00
JPYTUX TPHYHH.

COO6H.I€HI/IH 0 IMOJ03PEBACMBIX HCKCIATCIbHBIX PCAKIIUAX

BaxHo coo0mare O TMOA03pEeBAaCMBIX HEXKENATSNbHBIX PEAKIHAX IIOCTEe PETUCTPAINU
JICKApCTBEHHOTO Iperapara ¢ HeNbl0 00eCTIeYeHUsT HEPEPHIBHOIO MOHUTOPHUHTA COOTHOIICHHUS
«I0Nb3a — PHUCK» JIEKAPCTBEHHOTO mpemnapara. MeauIiuHCKUM pabOTHUKAM PEKOMEHIYeTCs
cooluiate O JIOOBIX MOJO3PEBAaEMbIX HEXKEJIATeNIbHBIX PEAKIMAX JIEKApCTBEHHOTO Ipernapara
YCpe3 HALIMOHAJIBHBIC CUCTEMBI COO6HI€HI/I$I 0 HCXKCJIATCIBHBIX PCAKIUAX TOCyAapCTB — YJICHOB
EBpazuiickoro 53KOHOMHYECKOTr0 CO03a.

Poccuiickas ®edepayus

DdenepanbHas cityx0a 1o HaJ30py B cdepe 3apaBooxpaHenus (PoczapaBranzop)

Anpec: 109012, r. Mocksa, CraBstHCKasl TUIOIIAAb, 1. 4, cTp. 1

Temedon: +7 800 550 99 03

DnekTponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAIIMOHHO-TEIEKOMMYHHUKALIHOHHON CeTH «HTEpHET»:
http://www.roszdravnadzor.gov.ru/

4.9. Tlepemno3upoBka

CuMOTOMBI

PBoTa, xeny104HO-KUIIIeYHOE KPOBOTEUEHHE, Tnapesi, TOJIOBOKPYKEHHE, IIYM B yIIaxX, CyJOPOTH.
B citydae 3HaUMTENEHOTO OTPaBIICHUS, BOBMOYKHO Pa3BUTHE OCTPOH MMOYEYHOIN HEJJOCTATOYHOCTH

H IMOpaXCHUA IMCUCHU.
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TENEHOCTE 0001)

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

[TonnepkuBarolniee U CHUMITOMATHUUYECKOE JIEUEHUE IIOKA3aHO IPU TAaKUX OCJIOXKHEHHAX Kak
cHmkeHue AJl, mouedHas HEIOCTaTOYHOCTb, CyAOpord, HapyueHus co crtopoHbl JKKT u
yruereHue apixanus. opcupoBaHHbIN AUype3, reMoIuanu3 Uik reMonepdysus sl BbIBEICHUS
HIIBII, B T.4. nuknodenaka, u3 opranusma Hed((HEKTUBHBI, TaK KaK JIEHCTBYIOIINE BEIIECTBA
3TUX INpernaparoB B 3HAYMTENIBHOM CTENEHU CBS3bIBAIOTCS C OelKamMu IUIa3Mbl KPOBU U
MOJIBEPrat0TC MHTEHCUBHOMY METa00Iu3MYy.

B cnydae xu3Heyrpoarwlued Iepeo3upOBKA IIpU NpHUEME IpernapaTa BHYTPb B LEIAX
CKOpEHIIEro MpeJoTBpAllleHUs] BCACBIBAaHUS JUKIO(PEHaKa CJeayeT IPOBECTH IMPOMBIBAHUE

JKCIIyJlKa U HA3HAYUTDH aKTI/IBI/IpOBaHHBIf/'I YroJib.

5. ®APMAKOJOT'HMYECKHE CBOMCTBA

5.1. d®apmakoauHamMH4ecKHe CBOiicTBa

dapmakoTepaneBTHUECKass TPYINa: HECTEPOUIHBIM  MPOTHBOBOCHAIUTEILHBIA  Iperapar
(HIIBIT).

Kox ATX: MO1ABO5

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie Sd)(beKTbI

[Tpenapat OpTodeH coaepXuT IUKIO(pEHAK HATpUs, BELIECTBO HECTEPOUIHOW CTPYKTYpHI,
OKa3bIBAIOLICE BBIPAKCHHOE MPOTUBOBOCIAIMTEIBHOE, AHATIBIC3UPYIOIIECE U KAaPOIIOHMIKAOLIEE
neiicreue. OCHOBHBIM MEXaHU3MOM JICHCTBHS TUKJIO(PEHAKA, yCTAHOBICHHBIM B UCCIICIOBAHUIX,
CUHTAETCs TOPMOXKEHUE OMOCHHTE3a IPOCTaryIaHANHOB. [IpocTariianAnHbl UTPaOT BaXKHYIO POJIb
B T€He3€ BOCHAJIEHUs, 00N U JIUXOPAIKH.

In vitro nquknodeHak HaTpHs B KOHIIEHTPALIUX, SKBUBAICHTHBIM T€M, KOTOPBIE JOCTUTAIOTCS TIPU
INPUMEHEHUH y YeJIOBEeKa, He MOAaBIIsIeT OMOCHHTE3 IPOTEOTIMKAHOB XPSILEBON TKaHH.

[Tpu peBmMaTmueckux 3a00JI€BaHUSAX NMPOTUBOBOCHATUTENbHBIE U aHAJIbIE3UPYIOIINE CBOMCTBA
npenapata o0ecleuMBaloT KIMHMYECKUH 3(ddekT, XapakTepu3yooluiics 3HAYUTEIbHBIM
YMEHbILIEHNEM BBIPA)KEHHOCTH TaKUX MPOSBIEHUH, KaK 00JIb B IOKOE Y IPU ABMXKEHUU, YTPEHHSS
CKOBAaHHOCTb U IIPUITYXJIOCTh CYCTAaBOB, a TAKXKE yJIyUllIeHUEM (YHKIIMOHATBHOTO COCTOSHUSI.
[Tpr mocTTpaBMaTHUECKUX M IOCIEONEPALMOHHBIX BOCHIAIUTENBHBIX SBICHUSAX IUKIO(EeHaK
ObICTPO KynHpyeT 601b (Kak B IOKOE, TaK U MPH JBUKEHNUHN ), yMEHbLIAET BOCTIAIMTENbHBIN O0TeK
Y OTEK NOCJIEONIEPAI[UOHHON PaHBI.

[Tpu npuMeHeHuu npenapaTa OTMEUEH BbIpaKEHHBIN aHalbre3upyromuil 3¢pdeKT npu yMepeHHOH
U CUJIbHON OO HEPEeBMATHUECKOTO MPOUCXOKICHHS. Takke YCTaHOBJIEHO, YTO TUKIO(EeHaK
CHOCOOEH yMEHbIIaTh OOJeBbIE OIIYIIEHUS M CHUXKATh KPOBOMOTEPIO MpPU MEPBUYHOMN

JIMCMEHOpeEe.
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(NOCNEQCBATENEHOCTE 0001)

5.2. dapmakokMHeTHYeCKHE CBOIiCTBa

AOGcopbuus

[Tocne mpuema BHYTpPh TabJETOK KHIIEYHOPACTBOPUMBIX, MOKPBITHIX IICHOYHOH O0OOJIOYKO,
UKo EeHaK MOJTHOCTBIO BCAChIBAETCS B KUIIEUHMKE. BeackiBaHne IpOMCXOIUT ObICTPO, OJJHAKO
€ro Hayajo MOKeT ObITh OTCPOYEHO M3-3a HAIUYMS Y TAOJIETKU KUIIEUHOPACTBOPUMOM 000T0UKH.
[Tocne omHokparHoro mpuema 50 mr mpenapara (2 Ta0NIeTKH) MaKCHUMallbHas KOHIIGHTPAIUS B
ra3zme KpoBH (Cmax) OTMEUACTCS B CpeHEM Yepe3 2 yaca ¥ COCTaBIseT 1,5 MKI/mMit (5 MKMOJIB/).
KonnuecTBo BCachIBAIOIIErOCs NEHCTBYIOLIETO BEMIECTBA HAXOAUTCS B MIPSIMON 3aBUCUMOCTH OT
BEJIMYMHBI 103bI IIpenapara.

B cnyyae npuema TabiaeTku mpenapaTa BO BpeMst HITH TIOCIIE €7Ibl, IPOXOKICHUE €€ Yepe3 KEITyI0K
3aMmeuIsieTcsl (10 CpPaBHEHUIO C IMPUEMOM HATOIAK), HO KOJMYECTBO BCACHIBAIOLIETOCS
JTUKIo(peHaKa He U3MEHSIETCS.

Tak Kak OKOJIO HOJIOBHHBI JTUKJIO(EeHaKa METa0OIU3UPYEeTCs BO BpeMsl IEPBOr0 MPOXOKICHUS
yepe3 medeHb («dPQEeKT MmepBOTO MPOXOXKICHHS»), IUIOUIAIb MMOJ KPUBOH «KOHLEHTPAIUS —
Bpems» (AUC) B cityyae NpUMEHEHUs penapara BHYTPb WM PEKTAIBHO IIOYTH B 2 pa3a MEHbIIIE,
4YeM B CiIy4ae IapEeHTEPaIbHOrO BBEICHNUS IIpenapaTa B SKBUBAJICHTHOM 103€.

[Tocie MOBTOPHBIX MPHEMOB Ipenapara MokaszaTesn (papMaKOKMHETUKH HE u3MeHstoTcs. [lpu
COOJIOACHUH PEKOMEHIYEMOI'0 PEKHMMA JO3UPOBAHUS penapara KyMyJIsiuUd HE OTMEYaeTcsl.

Pacnopenenenne

CBsi3b ¢ Genmkamu ChIBOPOTKH KpoBu — 99,7 %, mpeumyiiecTBeHHO ¢ aapOymuroMm (99,4 %).
Kaxymuiics o6beMm pacnpenenenus cocrasnser 0,12—0,17 n/kr.

JlukiodeHak MpOHWKAET B CHHOBHAJIBHYIO JKHIKOCTH, TJI€ €r0 MaKCHMallbHas KOHIIEHTPAIIHS
JOCTUTaeTCs Ha 2—4 Jaca mo3Ke, 4eM B IiazMe KpoBu. Kaxymuiicss mepro/1 moyBbIBeICHUS U3
CHHOBHMAJIBHOM >KUAKOCTH cocTaBisieT 3—6 yacoB. Uepes 2 yaca rnocie JOCTHKEHUS] MAaKCUMaIbHON
KOHIIEHTPALUH B IJIa3Me KPOBU KOHIEHTpAIUs JUKJIO(PEHaKa B CHHOBHAIBLHOM JKUIKOCTH BBILIE,
4YeM B IUIa3M€ KpPOBH, M €€ 3HAueHHs OCTAroTcs Ooyiee BHICOKUMH Ha TPOTSIKECHHH IEPHOAA
BpeMeHHU 110 12 yacoB.

Juxnogenak O6bu1 0OHapykeH B HU3KUX KoHIeHTpauusax (100 Hr/mi) B rpyZJHOM MOJIOKE OJTHOM
U3 KopManmx Matepeil. [Ipennonaraemoe KoaMuecTBo JUKIO(pEHAKA, TONAJAIOIIEro ¢ IPyIHbIM
MOJIOKOM B OpraHu3M pebeHka skBuBajgeHTHO (0,03 MI/Kr/CyTKH.

buorpancdopmarms

MeTtabomu3m I[I/IKJ'IO(I)GHaKa OCYHICCTBJIACTCA YaCTUYHO NIYTCM TIIFOKYPOHU3 AN HEU3MEHEHHOMU
MOJICKYJIBI, HO, MNpEUMYIICCTBCHHO, IMOCPCACTBOM  OAHOKPATHOIO W  MHOI'OKPAaTHOTI'O
TUAPOKCUINPOBAHHUA W MCETOKCHUIIUPOBAHUA, YTO MPUBOAUT K o6p33013aHm0 HECKOJBKHX

dbeHonpbHBIX MeTa0oyuTOB (3'-TUIpOKCH-, 4'-TUAPOKCH-, S'-TUIpPOKCH-, 4'5-TUTHIPOKCU- U
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TERRHAGTEAR0 1),

3'-ruapokcu-4'-merokcunukinodenaka), OONTBITMHCTBO 'ﬂé—':-z-}%ﬁﬁf

MY OTYETY

TIIFOKYPOHHJIHBIE KOHBIOTATHI. J[Ba ()E€HONBHBIX MeTa0OIUTa OMOJOTHYECKH aKTUBHBI, HO B
3HAYUTEBHO MCHBIIICH CTETICHH, YeM JUKIO(]EHAK.

OIUMUHALNSA

OOmuit cHCTeMHBIN MIA3MEHHBIM KITMPEHC TUuKIIodeHaKa cocTaBisaeT 263+56 min/mMuH. KoHeuHbId
Nepuoj TONMyBBIBEJCHHs cocTaBisieT 1-2 daca. [lepwon momyBbiBeneHUS 4-X MeTaOOJIUTOB,
BKIItOUas 1Ba (hapMaKOJIOTUYECKH aKTUBHBIX, TAK)KE HEMPOJOKUTEICH U cocTaBisieT 1-3 vaca.
OnuH U3 MeTaboanTOB, 3'-rTUuapOoKCcU-4'-MeToKcHAuKIopeHaK, uMeeT Ooiee JTUTEIbHBIN TEPHO/T
MOJTYBBIBEJICHHUSI, OJJHAKO 3TOT META0OJHUT MOJHOCTHIO HEAKTUBEH.

Oxkono 60 % m03bl BHIBOAUTCS MOYKAMU B BUJIE INIIOKYPOHOBBIX KOHBIOIaTOB HEM3MEHEHHOIO
JEHCTBYIOIIErO BEHIECTBA, a TAaK)Ke B BUJC METa0OIUTOB, OOJIBITUHCTBO W3 KOTOPBIX TOXKE
MPEJICTaBISIIOT COOOM ITIOKYPOHOBBIE KOHBIOTAThl. B Hem3MeHeHHOM Buje BhIBoAUTCS MeHee 1 %
nukiodenaka. OcTaBiiascs 4acTh J103bl BRIBOAUTCS B BUJIE META0OJIUTOB C KEITUBIO.
JIMHEHHOCTh

KonneHTpanus JeMCTBYIONMIETO BEIIECTBA B IUIA3ME KPOBU JIMHEWHO 3aBUCUT OT BEITUYHHBI
MIPUHSTOM J103BI.

DdapMaKOKMHETHKA Y 0COO0BIX T'pVYIIII NAaINMCHTOB

BcaceiBanue, merabonn3M M BBIBEACHHE IUKIO(eHaKa HE 3aBUCAT OT Bo3pacta. Y JeTei
KOHIICHTPaluH AuKIo(eHaka B Iia3Me KpOBH IPU MPUMEHEHHH SKBUBAJICHTHBIX /103 MIperapara
(MI/Kr Macchl Teja) CXOJIHBI C COOTBETCTBYIOIIMMH IOKa3zaTeIsIMH Yy B3pocibix. OmHako y
HEKOTOPBIX MAallMEHTOB IMOKWJIOr0 BoO3pacTa Mmociie 15-MHHYTHOH BHYTpUBEHHOW HWHOY3UH
OTMEUEHO YBEJIMYEHHE KOHIIEHTpaIK AUKIo(deHaka B miaazMe KpoBu Ha 50 % 1o cpaBHEHHIO €
TaKOBBIM I1OKa3aTeIeM Yy 3/I0POBBIX JOOPOBOJIBLIEB O0OJIEE MOJIOAOIO BO3pacTa.

IloyeuHas HEIOCTATOYHOCTh

VY nmanueHToB ¢ HapylmleHHeM (YHKLUHU MOYEK NpU COOIOAEHUH PEKOMEHIOBAHHOTO PEXHMa
JIO3UPOBaHUsl KyMYJIALIMM HEU3MEHEHHOI'O JIEHCTBYIOILEro BellecTBa He orMmedaercs. [lpu
KIUpeHce KpeaTuHMHa MeHee 10 MII/MMH pacyeTHble pPaBHOBECHbBIE KOHIEHTpALlUU
THJIPOKCUMETA00IUTOB TUKI0(EeHaKa IPUMEPHO B 4 pa3a BbILIE, YEM Y 3J0POBBIX T0OPOBOJIBIIEB,
IPU ATOM METabO0JINThI BBIBOAATCS UCKIIOUUTENIBHO C JKEITUbIO.

IIeueHOUHAS HEAOCTATOYHOCTDH

vy NManuceHTOB C XPOHHUYCCKUM TICIIATATOM HWJIM KOMIICHCHUPOBAHHBIM LHUPPO3OM IICUCHU
IIOKa3aTciin (I)apMaKOKI/IHCTI/IKI/I ,Z[I/IKJIO(I)CHaKa AHAJIOTUYHBI TAKOBBIM Y IMAIIUCHTOB C COXpaHHOﬁ

byHKLMEl eYeHu.
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6. ®APMAIIEBTHYECKHUE CBOMCTBA (NOCNEOOBATENEHOCTE 0001)

6.1. IlepeyeHb BcOMOraTe/IbHBIX BELECTB

BcnomorarensHble Bentectsa TadiaeTku 6€3 000JI04YKH

JIaKTO3bI MOHOTHIPAT

Caxapo3za

Kpaxmain kaprodenbHbIii

[MoBumon K-17 (MONMMBUHUINIUPPOIHIOH HU3KOMOJICKYISIPHBIN )
Kanbuus creapar

BcnoMorareabpHEIC BEIECTBA 000JIOUKH

Llemnanedar

Turana TMOKCHU]T

KacropoBoe macio

[TapaduH KuaKuid

Kpacutens Tponeonus 0

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rognoctu (CpoK XpaHeHHUs )

3 roga.

6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH NPH XPaHEHUH

XpaHUTh B 3alIUILIEHHOM OT CBETa MECTE MpHU TemIiepatype He Bbiuie 25 °C.

6.5. XapakTep M coiep:kaHue NePBUYHON YIAKOBKH

ITo 10 TabneTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY U3 IJICHKHU MOJMBUHUIXJIOPUIHON U (HOJIBIU
AJTIOMUHUEBOM NIEYaTHOMN JTAaKUPOBAHHOM.

2, 3,4, 5 unu 6 KOHTYpHbIE SYEHKOBBIE yMakoBKU Mo 10 TabieTok BMecTe ¢ MHCTPYKLHUEH MO
MEAMIMHCKOMY IPUMEHEHUIO IOMEIIAIOT B MIaYKy U3 KapTOHA.

ITo 15 TabneTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY U3 IIJICHKHU MMOJMBUHUIXJIOPUIHON U (POJIBIU
AJTIOMUHUEBOM NIEYaTHOMN JJaKUPOBAHHOM.

2, 3 M 4 KOHTYpHbIE sUEHKOBBIE YHNAKOBKM MO 15 TabieTok BMecTe ¢ MHCTPYKLHUEH 1o
MEAMIMHCKOMY IPUMEHEHUIO IOMEIIAIOT B MIaYKy U3 KapTOHA.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TP  YHUYTOKEHHH  WCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIH OTX0A0B, TMOJY4YEHHbIX IMOcjde MpPUMeHEeHUs:
JICKapCTBEHHOI0 Npenapara, 1 Apyrue MaHMuNyJIsiMHU ¢ IpenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus
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AO «Tarxumdapmipenapatbi» (MOCNEAOBATENEHOCTE 0001)

420091, Pecniy6nuka Tarapcran, r. Kazans, yin. benomopckas, 1. 260
tei.: 8 800 201 98 88, Tein./dakc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru

7.1. IlpeacTtaBuTe/]b JAep:KaTeisi peruCTPANMOHHOIO YI0CTOBEPEHHS

[Iperen3un HOTDC6I/ITGJICI71 HaIpasJIATh 110 aAPECyY.

Poccuiickas @enepanus

AO «Tarxumbapmmpenaparb»

420091, Pecniyonuka Tarapcran, r. Kazanp, yi. benomopckast, a. 260
tei.: 8 800 201 98 88, Tein./dakc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JATA NEPBUYHOM PEIMCTPAIIMM (IIOATBEPXKJIEHHS PETHMCTPAIIWH,
INEPEPETUCTPALIMN)

JlaTta nepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OO0mrast xapakTepucTHKa JeKapCcTBEeHHOro npemnapara OpTrodeH AoCTynHa Ha HH(OPMAILIMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOr0 COI03a B MHPOPMAIIMOHHO-KOMMYHUKALIMOHHON CETH

«Hurepuer» http://eec.eaeunion.org/
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