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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFO TTIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Huknopenak—®DIIO, 25 mr, TabIETKH KUIIEYHOPACTBOPUMBIC, TTOKPBITHIE IJIEHOYHON 000JIOUKOH.

Huknopenak—®DIIO, 50 mr, TabIETKH KUIIEIHOPACTBOPUMBIE, TIOKPHITHIC IICHOUYHON 000JIOUKOM.

2. KAUECTBEHHBIN U KOJIMYECTBEHHbIN COCTAB
JlelicTByto111ee BEIIECTBO: TUKIOPEHAK.

Jluknodbenaxk—PII0O. 25 mr

Kaxnas tabneTka KUIIEYHOPACTBOPUMAs], TIOKPHITasl TUIEHOYHOW OOOJIOUKOHM, COAEPKUT 25 Mr
TuKIoeHaKa HaTpusl.

Juknodbhenaxk—PII0O. 50 mr

Kaxxmas TabieTka KHMIIEYHOPACTBOpUMAs, TOKPBITAs IIEHOYHOU 000JI0UKOM, comaepkut 50 mr
TuKIoeHaKa HATPUSL.

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTkn KAIIEYHOPACTBOPUMBIE, TOKPHITHIE IMJICHOYHOW 000JI0OUKOIA.
Kpyriibie 1BOSIKOBBIYKIIbIE TAOJIETKH, TOKPHITHIE TUICHOYHOW OOOJIOYKON KOPUYHEBOTO IIBETA.

Ha IIOIICPCYHOM Pa3pe3cC AaApo 0e10ro Wi IMoYTH 0eJIoro OBCTA.

4, KIMHUNYECKUE JAHHBIE
4.1. Tloka3aHusl K IPUMEHEHHUIO
Juknodenak—®I1O nmokazaH B3pOCIbIM U AETSIM B BO3pacTe OT 6 JeT.
° BocnanurensHbie ¥ IereHepaTUBHBIE 3a00JIeBaHUS OIOPHO-ABHTATENBHOTO ammaparta,
B TOM YHCIIE:
- PEBMaTOU/IHBIM, FOBEHUJIbHBIN XPOHUYECKUI apTPUT;
- QHKWIO3UPYIOLINKA CIIOHIWIIAT U IPYTUE CIIOHIUIIOAPTPOIIATHH;
- OCTE€0APTPO3;
- IOJJarpUYECKUI apTPUT;
- OypCHUT, TEHOBaruHUT.
° BoneBbie CHHAPOMBI CO CTOPOHBI TO3BOHOYHWKA (JTOMOAro, WIMUAITHS, OCCAJTHS,
HEBPAJITHs, MUAJITUS, apTPAITHS, PAAUKYIIUT).
° [TocTTpaBMaTHYECKUN | TIOCIEOTIEPAIIMOHHBINA 00JICBOM CHHAPOM, COMPOBOKIAIOITUNCS

BOCIAJICHUEM, HAITPUMEDP, B CTOMATOJIOTUH U OPTOIICAUU.
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e UudexmuonHo-pocnanutenpHbie 3a001eBanus JIOP opraHoB ¢ BbIpaK€HHBIM OOJIEBBHIM
CHHJIPOMOM (B COCTaBe KOMILJICKCHOM Teparnuu): GapuHrUT, TOH3UIUTUT, OTHUT.
W3onmupoBaHHast TMXOpaJIKa HE SBIISICTCS MMOKa3aHHEM K IPUMEHEHHIO TTperapara.
HpenapaT npeaHa3sHa4YCH IJid CUMITOMATHYECKON TCpalry, YMCHbIICHUA 60JII/I 1 BOCIIAJICHUA
HA MOMEHT IIPUMEHEHUsI, Ha MPOTPECCUPOBAHKE 3a00JICBaHUS HE BIIHUSCT.
4.2. Pe:xuM 103UPOBAHMSI M CIIOCO0 NMPUMEHEHUs

PexxuM 1o3upoBaHus

Jlo3a mpenapara moadupaercs WHIUBUAYAIbHO, TIPU 3TOM C IETbI0 CHUKCHHS PUCKA Pa3BUTHUS
no00YHBIX 3((}EKTOB PEKOMEHIyeTCs MPUMEHEHHE MHUHUMAaIbHOW A((HEKTHUBHONH 036,
10 BO3MOXXHOCTH C MAaKCHUMallbHO KOPOTKHUM II€PUOJIOM JIEYEHHUS B COOTBETCTBUU C LIEJIBIO
JICYEHUS U COCTOSIHUEM MallMeHTa.

Bspocakie

Pexomennyemass nHaganmpHas no3a — 100-150 wmr/cyr. B OTHOCHTENBHO JIETKHX CITydasix
3a0oneBaHusl, a TakXKe Ui JUIMTEIbHOW Tepanmuu ObiBaeT noctaroyHo 75-100 Mr B CyTKU.
CyTouHyI0 103y CleAyeT pa3AeauTh Ha HECKOIbKO npuemMoB. [jig obneryeHus HOYHOM 60U Win
YTpEHHEH CKOBAHHOCTH B JIOTIOJTHCHHE K MPHEMY IMpenapara B TCUCHUE [HS TPUMEHSIOT
TUKIO(QECHAK B BHJIE CYNIIO3UTOPHEB PEKTAIBHBIX MEpe] CHOM; IMPU 3TOM CyMMAapHO CYTOYHAs
J103a HE JI0JIKHA MpeBbIaTh 150 mr.

Ilepsuunas oucmernopest

[Tpr TmepBUYHON ITUCMEHOpPEE CYTOYHYIO JI03y MOJOUPAOT WHAWBUAYAIbHO; OOBIYHO OHA
coctasisieT 50—150 mr. Hauansnas no3a momkHa coctaBisaTh S0—-100 Mr; mpu HE0OXOAUMOCTH
B TEUCHHE HECKOJbKUX MEHCTPYalIbHBIX ITMKJIOB €€ MOKHO MOBBICUTH A0 150 mr/cyt. Ilpuem
mpernapara clieyeT HaunHaTh [IPH MOSIBJICHUHN TIEPBBIX CUMIITOMOB. B 3aBHCUMOCTH OT TUHAMUKU
KITMHUYIECKUX CUMIITOMOB JICYCHHE MOYKHO TIPOI0JKATh B TECYCHHE HECKOJIBKUX JTHEH.
Pesvamouonwiii apmpum

JIyist TeYeHnsi peBMAaTOMTHOTO apTPUTA CYTOYHAS 71032 MOXKET OBITh MAaKCUMAIBHO YBEIHYCHA 0
3 MI/KT (B HECKOJIBKO MPUEMOB). MakcuMallbHas CyTOYHasl 1032 He JIOJDKHA MpeBbImath 150 mr.

Oco0bIe I'pynnbl DaMCHTOB

Tlayuenmul nosxcunoeo sospacma

Koppekniuss HawambHOW J103bl Y MAIIMEHTOB B BO3pacTe 65 JeT u cTapiie, Kak IMpaBuio,
He TpeOyercs. OnHAKO, UCXOMs M3 OOIIMX MEIMIIMHCKUX COOOpakKeHWM, CleyeT COONI0AaTh
OCTOPOKHOCTH Y OCJIa0JICHHBIX MOKUJIBIX MAlMEHTOB WU MAIlMEHTOB C HU3KOM Maccoil Tena.

Tayuenmul ¢ napywenusamu hyHKyuu novex
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C HapYIICHUSMH (QYHKIHMHA TIOYEK B CBSA3M C OTCYTCTBHEM HCCIIEOBAHUN 0E30MacHOCTH
NpUMEHEHH Tpernapara y HanueHTOB JaHHOM kareropuu. Criemyer coOiaroaaTh OCTOPOKHOCTh
IIpY IPUMEHEHUH Mpenapara y NalueHToB ¢ HapylleHueM (QyHKIMH OYeK.
[Ipumenenue mnpemnapaTa y MalMEHTOB C mouyedHor HemoctaTodHOcThio (CK® wmenee 15
mi/mun/1,73 M%) npoTuBonokasano (cM. paszen «4.3. [IpoTuBonoKa3aHusm»).
Iayuenmel ¢ napywenuamu GyHKyuu nevenu
Her naHHBIX 0 HEOOXOAMMOCTH KOPPEKLHMH [03bl NPH INPUMEHEHHUHU IIpernapara y HalleHTOB
C HapyLICHUsIMU (DYHKIMM TI€YEHU JIETKOM U CpeiHed TSKECTU B CBSI3H C OTCYTCTBUEM
UCCIIEIOBaHM O€30MIaCHOCTH MTPUMEHEHHS MTperapara y JaHHOW KaTeropuu MalueHTOB.
[IpumeHeHue mpenapara y MAlEHTOB C HAPYMICHUSMH (QYHKLIUU TEUCHH TSKEION CTENeHU
IPOTUBOIIOKA3aHo (cM. pa3zaen «4.3. [IpoTuBonokazaHus»).
Iayuenmor ¢ 3a001€6aHUAMU  CEPOEUHO-COCYOUCTNOU  CUCMEMbL  UNU  BbICOKUM  PUCKOM
3a601e8anuUll cepOeyUHO-COCYOUCOL CUCTEMbL
Crnemyer ¢ 0co00il OCTOPOKHOCTBIO TPUMEHATH Mpenapar Yy MalueHToB C 3a00JeBaHUSIMA
CepACYHO-COCYTUCTON CHCTEMBbl MM BBICOKUM PUCKOM Ppa3BUTUS 3a00JE€BaHUN CepJeuHO-
cocynucToil cucremsl. I[Ipn HeoOXoaUMMOCTH JUIMTEeNbHOU Tepanuu (Oosiee 4 HeNENb) y TaKUX
NAMEHTOB CJENyeT IPUMEHSTh NpenapaTr B CyTOUHOH /103€, He npesbimatoiieii 100 mr.

eTH
Jlemu 6 so3pacme om 6 0o 18 rem
V nereit B Bo3pacrte 6 siet u crapiue npenapar Jukinopenak—PIIO B popme TabneTok, MOKPHITHIX
KHUILIEYHOPACTBOPUMON 000J0YKOH, 25 Mr, mpuMmeHstoT u3 pacuera 0,5-2 MI/Kr maccel Tena
B CyTKM (CYTOUHYIO J103y B 3aBUCHMOCTHU OT TSDKECTU IMpOSIBICHUN 3a00JieBaHUS CIEAyeT
pa3fenuTh Ha 2—3 pa3oBbIe JI036I).
Hemu 6 6ospacme om () 0o 6 1em

V nereii B Bozpacte 10 6 JeT npenapar cieayeT IpuHUMaTh B Ipyroi JeKapcTBEHHOU (popme.

Criocob nnpuMeHeHus

BayTtps. TabneTku cieayeT NporiaTeiBaTh LEIUKOM, 3alUBast )KUAKOCTBIO, )KEIATENbHO 10 €/Ibl.
Henb3st nenuTh UK pa3xeBbIBaTh TaOJETKH.
4.3. IlpoTuBONOKA3aHUS

¢ [ UNep4YyBCTBUTEIHHOCTh K AUKIOPEHAKY WM K JTFOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
MePEYHCICHHBIX B paszene 6.1.
OObocTpenne s3BeHHOM 00JIE3HU JKETyIKa M TBEHAIIATHIIEPCTHONW KHUIITKU, KPOBOTCUCHUS

u3 opraHoB xenygouHo-kumeyHoro tpakta (XKKT), nepdopanus opranos XKXKT.

bepemenHocTh B cpoke Oosee 20 Henens.
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C MOJHBIM WJIM HETOJIHBIM COYETaHHEM OpOHXHAIbHOW acCTMbl, PELUIUBUPYIOLIETO
MOJIMII032 HOCA MJIM OKOJIOHOCOBBIX Ma3yX M HENEPEHOCHMOCTH alleTUIICATHIIUIOBOM
KHCJIOTHI MJIH APYTUX HECTEPOHUIHBIX TPOTHBOBOCTIAIMTEIBHBIX MPEMApPaToB (B TOM YHCIIE
B aHaMHe3e).

e Hapymenue GyHKIMHM NEUYEHU TOKEION CTENEHH TSHKECTH, MOYEYHAasi HEAOCTAaTOYHOCTh
(CK® menee 15 mu/mun/1,73 M%), XpoHHdeckas cepiedHas HemocratouHocts (I1-1V
byHKIHOHAIBHBIN Kiacc 1o kinaccudurammu NYHA).

e Hmemnueckas 0oNe3Hb cep/la.

o IlepeOpoBackysipHble 3a00eBaHus, 3a001€BaHUS NTEPUDEPUUSCKUX aPTCPUA.

o [loBBIIEHHBIA PUCK apTEPUANBHBIX TPOMOO30B U TPOMOOIMOOIIHIA, HEKOHTPOJIUpYeMas
apTepHualibHas TUIEPTEH3USI.

o CocTosiHMSI, COMPOBOKIAIOIINECS PUCKOM PAa3BUTUS KPOBOTCUCHUIA.

o [loarBepskeHHas TUIIEPKATHEMHUSL.

® AOpPTOKOPOHAPHOE IIYHTUPOBaAHHE (IEPUONEPALUOHHBIA IEPUON).

e BocnamurensHbie 3a0oneBaHus KulieyHuKa (0one3Hb KpoHa, sSI3BEHHBIM KOJNWT) B (aze
obocTpeHusl.

e AKTHBHBIC 3a00JICBaHUS [TCUCHHU.

e [lepuon rpyAHOTO BCKapMIIMBAHUSI.

e HacnencTBeHHass TsDKenass HETEPEHOCHMOCTh JIAKTO3bl, HEIOCTATOYHOCTH JIAKTa3bl
U TTIOKO30TallaKTO3Hasl MalibaOcopOus (T. K. JIeKapcTBeHHasi opMa COACPKUT JTaKTO3Y).

e He pexomenayercs npumeHenue npemnapara Jukinopenak—®PIIO, TabneTku, MOKPHITHIE
KHIIEYHOPACTBOPUMON 000JI0UKOM, 25 MT, y J1eTei B Bo3pacTe 110 6 JeT.

e He pexomenayercs npumeHenue npenapara Jukinopenak—®PIIO, TabneTku, MOKPHITHIE
KHAIIEYHOPAcTBOPUMON 00004Koid, 50 Mr, y neteii B Bo3pacte 10 14 net.

4.4. OcoOble ykazaHMsl U1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

[Tpu mpumenenun mnpenapara Jukinodenak—®PIIO n apyrux HIIBIT nHeoOxoaumo cobmonathb
OCTOPOKHOCTh W THIATEIbHO  HAONIOAATh MALIMEHTOB C  CHUMITOMaMU/NIPU3HAKaMH,
yKa3pIBalOMMMU Ha mopaxenus/3aboneBanus JXKT, wnm ¢ aHaMHECTHYECKMMH JaHHBIMH,
MO3BOJIAIOIIMMH 3aII0JI03PUTh S3BEHHOE MOPAKEHUE JKEIyJKa WM KUIIEYHUKA, KPOBOTEUEHUE
WM iepQopanuio; manueHToB ¢ nHekuueit Helicobacter pylori B anamuese, s3BeHHBIM KOJIHTOM,
6omne3nnio Kpona, ¢ HapymeHuem (QyHKIIMU TEYEHU B aHAMHE3€, M Y MAIlMEHTOB C ajlo0aMu,

MO3BOJISIOMUMHE  3amoio3puTh 3abonieBanus JKKT. Puck pasButus xemyaodHO-KHUIIIEYHOTO
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KPOBOTEUYEHMsI BO3pAcCTaeT MpPH YBEIMYEHUH | 103bI HiBH 55 Eﬁp%%hl]; “f3BeHoro

MOpa)kKeHUsI B aHAMHE3€, 0COOCHHO KPOBOTEUCHH U Mep(Oopaliuul 386l U Y TOKHIIBIX MAI[EHTOB.
[Tpuem HIIBII, Brirouas aukinodeHak, MOXKET ObITh CBSi3aH C MOBBIIICHHBIM PHUCKOM MPOTEYKH
aHaCTOMO3a, PACIIOJIOKEHHOTO B JKEIyJOYHO-KHIIEYHOM TpakTe. IIpu npumeHneHnn npenapara
Juxnopenak—®PIIO mocne onepaTMBHOIO BMEIIATENbCTBA HA KEIYJOYHO-KUIIEYHOM TPaKTe
PEKOMEH/IyeTCs TIIATEIbHOE MEIUIITHCKOE HAOII0IEHUE | OCTOPOKHOCTb.

Crenyer co0monaTh 0co0yr0 OCTOPOKHOCTH NMPH MpUMeHeHun npenapata Jukiopenak—DIIO y
NAIUECHTOB, TOJY4YalolMX [penaparbl, yBEJIWYUBAIOIIUE PUCK HKEIyIOYHO-KUIICUHBIX
KPOBOTEUCHHMH: CHUCTEMHBbIE IJIIOKOKOPTUKOCTEpOUIbl (B TOM 4YHCIE€ IPEAHU30JIO0H),
AQHTUKOATYJISAHTHl (B TOM uYuclie Bap(apuH), aHTHArPEraHThl (B TOM YHWCIE KIOMUIOTPE,
ALETUICATMIIMIOBAs KMCII0TA) UIIU CEJIEKTUBHBIE MHTHOUTOPBI OOPATHOTO 3aXBaTa CEPOTOHUHA (B
TOM 4MCJIe LuTanonpama, GJyokceTuHa, HapoKCEeTHHA, CePTPAINHA).

OCTOpOKHOCTB HeoOXxoaMMa Mpu  NpuMeHeHuM npenapata Juxiopenak—®PIIO vy
NAIMEeHTOB C HApYUICHHEM (PYHKIIMU MEYCHH JISTKOW M CPETHEH CTENeHH, a TAKXKE y MAIMeHTOB C
NEYEHOYHOH MOp(UPHEH, TaK KaK MpernapaT MOKET MPOBOIMPOBATH MPUCTYIIBI HOPHUPHH.
Crnenyer ¢ OCTOPOXHOCTbIO IMPHUMEHATH Ipernapar y MAlUeHTOB ¢ OpOHXMAIbHOM acTMOM,
CE30HHBIM AIJIEPIrMYECKUM PUHUTOM, OTEKOM CJIM3UCTOW OOOJOYKH HOCOBOH IMOJIOCTH (B TOM
YHCIIe ¢ HOCOBBIMH IOJIMTIAMH ), XPOHHUECKOW OOCTPYKTHBHOM 00JIE3HBIO JIETKUX, XPOHHUECKUMH
NHpeknnoHHpIMU  3200JI€BaHUSIMU  IBIXATENBHBIX MyTeH (0COOEHHO AacCONMUPOBAHHBIMHU C
JJIeprUYeCKUMU PUHUTONOJOOHBIMU CUMIITOMAMH).

Ocobast  OCTOPOXHOCTh TpeOyeTcss NpU JICUEHUH MalUEeHTOB C CepleYHO-COCYIAMCThIMU
3a00JIeBaHUSAMH, HApyHIEHUSMM (DYHKIMM TIOYEK, BKJIIOYas XPOHMUYECKYID IOYEHHYIO
HepoctaTouHOCTh (CK® 15-60 Mn/mun/1,73M2), nucnumnuieMueii/ THICPIUHIEMUCH, CaXapHbIM
nabeToM, apTepHaabHON TMIEepTeH3UeH, MpHU JIeUeHUH KypSIUX MaldeHTOB WIN MalUueHTOB,
3710yHOTPEOIIAIONINX aJIKOTOJIEM, NPH JIEYEHNUHU MOKUIIBIX MAllMeHTOB, MAllUEHTOB, MOIYYaroIuX
JUYPETUKU WIM Jpyrue IMpernapaThl, BIAUSIONIME Ha (QYHKLUHUIO MOYEK, a TaKXKe MallMEeHTOB CO
3HAUUTENbHBIM yMEHbIIEHHEM o0bema Hupkyaupyromei kpou (OLK) mroboit sTHONOrHH,
HanpHuMep B IIEPUOJBI 10 U MTOCIIE MACCUBHBIX XUPYPTUUECKUX BMEILIATENIBCTB.

Crenyer ¢ OCTOPOXKHOCTBIO MPUMEHSATH Mpenapat JJukinopenak—PIIO y nanueHToB ¢ nepexramu
CUCTEMBI T€MOCTa3a.

Cnenyer coOmolaTh OCTOPOKHOCTh MpH MpUMeHeHuu mnpemnapara Juxnopenak—dI1O y
NAIMEeHTOB IOKUJIOTO BO3pacTa. DTO OCOOEHHO aKTyaJbHO Yy OCHAO0JEHHBIX WM HMEOLINX
HU3KYI0 Maccy Teja MOXKWIBIX JIOJEH, y MNalMeHTOB JaHHOW KaTeropuM pPEeKOMEHIYeTcCs
MPUMEHSTH [IpenapaT B MUHUMalbHOU 3 pekTuBHON H03e.

IHopaxenune XKXKT




COOTBETCTBYET 3K

KpPOBOTEUCHHE WU U3bs3BiIeHHe/epdopanus opranoB XKKT, B psine ciaydaeB co cMepTeIbHBIM
ucxonoM. JlaHHbIe SIBJICHHS MOTYT BO3HUKHYTh B JII00O€ BpeMs IpH MPUMEHEHHH JaHHBIX
[pernapaToB ¢ Wik 0e3 MPeaIIeCTBYIOIUX CUMIITOMOB WJIM CEPhE3HBIX 3a00JIeBaHUN OpPraHoOB
KKT B anamuese. Y MOXUJIBIX NAIlMEHTOB MOJOOHBIE OCIOXHEHHUS MOTYT HMETh CEpbe3HbIe
nociencTBus. IIpm pasBUTHM y DalMeHTOB, moiydaromux npenapat Auxiodenak—PIIO
KpoBoTeueHuil wim n3bs3pieHus JKKT npemnapar cienyer OTMEHUTD.

Jns canxenus pucka tokendeckoro aerctsus Ha JKKT y manueHToB ¢ SI3BEHHBIM MOPAXKEHUEM
JKKT, ocoOeHHO OCI0KHEHHBIM KPOBOTEUEHHEM WM Tiepdopalreil B aHaMHese, a Takke y 12 /
16 MOXXUIIBIX MAIIMEHTOB IMIpenapar CleAyeT MPUMEHATh B MUHUMaIbHOU 3(ppeKTUBHOI 103€.

YV nanueHToB C MOBBIILIEHHBIM PUCKOM Pa3BUTHSA KEIIyJOYHO-KUIIECYHBIX OCIOKHEHUM, a TAKKE Y
MAIMEHTOB, MOJYYaOIIUX TEPANUI0 HU3KUMH J03aMU alleTUICAIMIUIOBON KHUCIOTHI, HA (oHe
Tepanuu MpenaparoM cieryeT IPUMEHATh racTPONPOTEKTOPHI (MHTHOUTOPHI TPOTOHHOMN MTOMITBI
WIM MM30IIPOCTOJNI), WJIM JIpYyTHM€ JIEKQpCTBEHHBIE TIpenaparbl JJsl CHI)KEHHS pHUCKa
HexenaresnbHoro Bosaenicreus Ha JKKT.

[Taruentam ¢ nmopaxenuem JKKT B anamHese, 0cCOOGHHO MOXWIJIBIM, HEOOXOIUMO COOOIIATH
Bpaudy 000 Bcex a0 OMUHAIbHBIX CUMIITOMAX.

INanueHTs! ¢ OpOHXHUAIBLHON aCTMOM

O6octpenne OpoHxwanbHOW acTMbl  (HemepeHocumocTh  HIIBII/OponxmanpHas —actMa,
npoBorpyemas npuemom HIIBII), otex KBunke u kpanvBHHIIa HanOOIEE YaCTO OTMEYAIOTCS Y
MAIMEHTOB C OPOHXUAIBHOMN aCTMOM, CE30HHBIM AJIJIEPTHUYECKUM PUHUTOM, HOCOBBIMU MOJIUITAMU,
XPOHUYECKOW OOCTPYKTMBHOM OOJE3HBIO JIETKHUX WJIA XPOHUYECKHUMH HWHOEKITMOHHBIMU
3a00JIeBaHUSMM  JIbIXaTeNbHBIX NyTed (OCOOEHHO  CBSI3aHHBIMU C  AJUIEPIHYECKUMU
PUHHUTOMOMOOHBIMU CHUMIITOMaMH). Y JaHHOW TpyNIbl MAIMEHTOB, a TAaKKe Yy MalUeHTOB C
alyieprueit Ha Ipyrue JeKapcTBEHHbIE Mpenapathl (KOXKHbBIE CHIMb U 3y WIM KPAUBHUIA) TPU
npuMmeHenun npenapara Jluknodenak—®IIO cnexgyer cobmogaTh 0COO0YI0 OCTOPOKHOCTH
(TOTOBHOCTB K NMPOBEJICHUIO PEAHUMAIIMOHHBIX MEPOTIPUSITHIA).

Ko)HBIE peakinuu

Takue cepbe3HblE AEPMATOJIOTMYECKHE PEAKIMU KaK SKCPOIMATUBHBIA JEpMAaTUT, CHHIPOM
CrtuBeHca—/[>)KOHCOHA, TOKCHYECKHWW 3MUAECPMATIbHBIA HEKPOJIU3, B HEKOTOPBIX CIIydasX CO
CMEpTEIbHBIM HCXOJOM, Ha (OHCEe MPUMEHEHHs AUKIO(EeHaKa OTMEYaJUCh OYEHb PEJKO.
Haubosnpmme puck U 4acToTa pa3BUTHUS TSKEIBIX JEPMATOJIOIMUYECKUX PEaKIUi OTMEYaluch B
nepBbIii Mecsl jeueHus nukiodenakoM. [Ipu pa3BuTuM y manueHTa, NOIy4arolero npenapat
Juknodenak—®I1O, nepBbIX NMPU3HAKOB KOKHOM CHINH, MOPAXKEHUS CIU3UCTHIX 000JI0UEK WU

APYrux CUMIITOMOB I'HIICPUYBCTBUTCIIBHOCTU ITperiapaT CICAYET OTMCHUTD.
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B penkux ciydasx IpH NPUMEHEHUM Npenapara Tndhbdenx IOHO | kari Apyrax "HITBIL,

BO3MOXKHO DPa3BHTHE aHA(WIAKTUYECKHX/aHAPUIAKTOMAHBIX PEaKUUil y MalUeHTOB, paHee He
MOJYYaBIIUX JUKIO(PEHAK.

Bo3zaelicTBue Ha Ie4YeHb

[Tockonpky B mepuon mpuMeHeHus npemnapata Juknodpenak—PIIO Moxker oTMedaThes
MOBBIIIIEHNE aKTUBHOCTH OJHOTO WJIM HECKOJBKUX MEUCHOYHBIX (PEPMEHTOB, MPH JIUTEIHHON
TEpanuy NpenapaToM B Ka4eCTBE MEPHI MTPEIOCTOPOKHOCTH OKAa3aH KOHTPOJIb (PYHKIIMHU NICUCHH.
[Ipy coxpaHEHHWH U MPOrPECCUPOBAHUU HAPYIICHUH (QYHKIMU TEUYEHU WM BO3HUKHOBEHUU
MIPU3HAKOB 3a00JIEBaHMI TIEUEHU WU JIPYTHUX CUMIITOMOB (HampuMmep, 303MHOMUIINH, CBIIU U T.
I.), IpHEeM Mpernapara HeoOXOAUMO OTMEHUTh. ClenyeT UMeTh B BUIY, YTO TemaTHT Ha (oHe
npuMeHenus npenapata Juxnopenak—PIIO mMoxeT pa3BUBaThCs 0€3 IPOAPOMAIIBHBIX SIBICHHH.

Bo3aeicTBre Ha TOYKH

Ha ¢one tepanmuu mnpenaparom Juxnodenak—®IIO pexomeHayeTcss MPOBOAUTH KOHTPOIb
(YHKIMU TIOYEK Yy MAalMEHTOB C TUIEPTOHUYECKOH 0O0JIE3HBIO, HAPYIICHUSAMU (DYHKIIMH CepALa
VI M10Y€EK, ITOKWIBIX TALUEHTOB, NAMEHTOB, MOJYYalOIINX JUYPETUKH WU APYTHE NIpenaparsl,
BIIUSIONINE Ha (PYHKIIMIO TIOYEK, a TAK)XKE Y MAI[IEHTOB CO 3HAYUTEIbHBIM YMEHbBIIEHHEM 00beMa
BHEKJIETOYHOM KHUAKOCTH OO0 ATHOJOTHH, HampuUMep, B MEpUOA A0 M IOCJIe MacCHUBHBIX
XUpyprudyeckux BMenarenscTB. [locie npekpaienus Tepanuy npernapaToM oObIYHO OTMEYAETCs
HOpMaJTU3aIys MoKa3aTenei GyHKINH MoYeK 10 HCXOAHBIX 3HAYCHUH.

Bo3zaeicTBrE Ha CEpACYHO-COCYAUCTYIO CUCTEMY

Tepanus HIIBII, B Tom uncie qukinodeHakoM, B OCOOEHHOCTH JJIMTENbHAS TEPANUs U TEPANus ¢
HCIIOJIb30BaHUEM BBICOKHUX J103, MOXKET OBITh aCCOLIMMPOBAHA C HEOOJIBIIIMM BO3pAaCTaHUEM PHCKa
Pa3BUTHUSI CEPHE3HBIX CEPAEUHO-COCYAUCTHIX TPOMOOTUYECKUX OCIIOKHEHUH (BKIJIIOUas MHPapKT
MHUOKap/ia U HHCYJIbT).

VY nauueHToB ¢ 3a00JIEBaHUSMH CEPJIEYHO-COCYAMCTON CUCTEMBI U BBICOKUM PUCKOM Pa3BUTHS
3a00JIeBaHUN CEpAEUHO-COCYIUCTOW CHCTEMbI (HampuMep, C apTepuaibHOW TUIIEPTEH3HUEH,
TUTICPJIMITHIEMHUEH, caxapHbIM IUa0eTOM, KYpSIIMX) CIeIyeT MPUMEHSATH IMpenapar ¢ 0coooi
OCTOpPOKHOCTBIO, B CaMOM HH3KOM 5>(QQEeKTUBHON /03¢ NpH MUHMMAJIBHO BO3MOXKHOU
JUIMTETTLHOCTH JICYEHHUS, TOCKOJBKY PHUCK BO3HHUKHOBEHHUS TPOMOOTHUECKHUX OCIIOKHEHUU
BO3pAacTaeT MpH yBEIUYEHUH J103bl U MPOJOLKUTENBHOCTH JedueHus. [Ipu nmurensHOM Tepanun
(6onee 4 Henenb) CyToyHas 1032 AUKIOPEHAKA y TAKUX MAIlMEHTOB HE JOJKHA mpeBbimarh 100
mr. Crenyer NepHOAMYECKH IMPOBOAUTH OLEHKY 3(PQEKTHMBHOCTH JIEYEHHUS M MOTPEOHOCTH
nmalMeHTa B CUMIOTOMATHYECKOW Tepamuu, OCOOEHHO B TeX CiydYasX, Korja ee

MPOJOKUTENFHOCTh CcOCcTaBisgeT Oonee 4 Henmenb. [Ipu MOSIBIEHUM MEPBBIX CUMITOMOB
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TPOMOOTHYECKUX HApPYIICHUH (Hampumep, 6014 B rpyzu/i %BCEQ‘E&BJ’I@‘E IESHSI'[WIZF cﬁa&)cm,

HapyIICHHs PEUH) MALUEHTY CIIeIyeT He3aMeATUTEIbHO 0OPaTUTHCS 32 METUIIMHCKOM TOMOIIIBIO.

Bo3saelicTBre Ha cUCTEMY KPOBETBOPEHUS

[Ipenapar duknodenak—®PIIO MoxeT BpeMEHHO HMHTHOMPOBATH arperamui TPOMOOIIMTOB,
MO3TOMY Y TMalMEHTOB C HapyIICHUSMU TIeMOCTa3a HEeOOXOAMMO MPOBOIUTH TIIATEIbHBIN
KOHTPOJIb COOTBETCTBYIOIIMX JTAOOPATOPHBIX MMOKAa3aTEIeH.

[Ipu mmutensHoM mnpuMeHeHuH mnpenapara Juxiopenak—®PIIO pexomeHIyeTcs MPOBOIAMTH
peryJispHble KIMHUYECKHE aHaIU3bl TeprupepruuecKoil KpOBH.

MackupoBaHH€E IPU3HAKOB I/IHd)eKHI/IOHHOFO nponecca

[IporuBoBOCTanuUTENbHOE AciicTBue mnpemnapara JukimopeHak—PIIO MoxeT 3aTpymHSThH
JUATHOCTHKY WH()EKIIMOHHBIX TIPOIECCOB.

IIpumenenue ogHoBpemMeHHO ¢ apyruvmu HITBII

He cnenyer npumensars mnpemapaT uknopenak—®@IIO omnoBpemenno c¢ napyrumu HIIBII,
BKJIIOYasi cesieKTUBHbIE MHTHOUTOPHI L{OI'-2 13-3a pucka HexxenaTeIbHBIX SBJICHUN.

4.5. B3anMojelicTBMe C JAPYrHMH JIEKAPCTBEHHBIMHM IpenapaTramMu W JApyrue BH/bI
B3aNMOeliCTBUSA

Nurudurops! nsodepmenra CYP2C9

Crnenyer coOmronaTb OCTOPOKHOCTh IIPH OJAHOBPEMEHHOM NPUMEHEHHM IHUKJIO(pEHaKa u
uHrnouropoB uzodepmenta CYP2CY (Takux Kak BOPHKOHA30JI) U3-32 BOSMOXKHOTO YBEITHUYCHHS
KOHILIEHTPaLUH TUKI0(EeHaKa B CBIBOPOTKE KPOBH U €0 SKCIIO3ULHH.

JINTH, INTOKCUH

I[I/IKJIO(i)eHaK MOKET NOBBIMIATE COACPKAHUC JIMTHUA U KOHICHTPAIWIO AUTOKCHHA B IJIa3ME KPOBHU.
PeKOMeHI[yeTCSI KOHTPOJIb COACPKAHUA JIUTHUA U KOHICHTpAIU AUTOKCHUHA B CBIBOPOTKE KPOBH.

JuypeTnyeckue ¥ TUIIOTEH3UBHBIE CPEICTBA

[Ipy OZHOBPEMEHHOM TIPUMEHEHUH C JUYPETHKaMH M TUIOTEH3UBHBIMM IIpenaparaMu
(Hampumep,  OeTa-aJpeHOONIOKATOpaMH,  HMHTHOMTOpPAaMH  AHTMOTEH3MH-TPEBPAILAIOLIETO
depmenta — AII®) nukimopeHak MOXKET CHMXKaTh MX TMIIOTEH3UBHOE JeiicTBue. B cBs3u c
BBIIIIECKA3aHHBIM Y TAIMEHTOB, OCOOEHHO MOXKWJIOTO BO3pacTa, MpH OJHOBPEMEHHOM
OPUMEHEHUN TUKIO(pEeHaKa M JAUYPETHKOB WM TMIIOTEH3UBHBIX CPEJICTB CIEAYeT PeryJisipHO
u3MepsaTh AJl, KOHTpoiHpoBaTh (GYHKIUIO TOYEK U CTENeHb TUApaTanuu (BCIEICTBUE
MOBBILICHUS pUCKA HE(YPOTOKCUIHOCTH).

LIUKIOCIOPUH U TAKPOJIUMYC

Bnusaue ,[[I/IKHO(I)eHaKa Ha AaKTHUBHOCTb MPOCTAlJIaHAWMHOB B IIOYKAX MOKCET YCHIIMBATDH

HEe(POTOKCUYHOCTh IUKJIOCIIOPUHA M TaKpoJuMyca. B CBS3M ¢ BbIIIECKa3aHHBIM 1032
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IuKIo(eHaKa y MalueHTOB, MOTYJYaloIuX ITHK] ocnopHME-;%Gﬁ&ﬂ%%ﬁgﬁaT G'L';JI;J:'Ijlﬁme,

-

YCM y MAaUCHTOB, HC IMMOJTYYarOIIMX YKA3aHHBIC IPCIapaThl.

[Ipenapatsl, cniocOOHBIE BBI3BATH TMIIEPKAITUEMHUIO

OpHoBpeMeHHOE MpPUMEHEHHE JUKIopeHaKa C  KalnuicOeperamimuMd JIuypeTHKaMu,
LUKIJIOCIIOPUHOM, TaKpOJIUMYCOM W TPHUMETONPHUMOM MOXET TMPUBECTH K MOBBIIICHUIO
COJIep’KaHusl KaJlisd B IUIa3ME KPOBM (B Cilydae TaKOro OJHOBPEMEHHOTO NMPUMEHEHUS JaHHbBIN
[I0Ka3aTelb CIAEAYET YaCTO KOHTPOIMPOBATh).

AHTI/I6aKTeDI/IaJ'II)HI)IC cpeacTBa — IIPOU3BOAHBIC XMHOJIOHA

HNmerorcs OTACIIBHBIC COO6HICHI/I$I O pasBUTUM Cyaopor y IaouCHTOB, IIOJyYaBHIUX
OIHOBPCMCHHO ITPOU3BOAHBIC XMHOJIOHA U l[I/IKJIO(beHaK.

IIpennomaraeMele B3aUMOIEHCTBHUS

HIIBII u enrokokopmuxocmepouobvl

OnHOBpEeMEHHOE CHCTEMHOE INpUMEHeHHe aukiodeHaka m apyrux cucremubix HIIBIT wnm
[JIIOKOKOPTUKOCTEPOHUI0B MOXKET YBEJIMYMBATh YacTOTy BO3HHMKHOBeHus HS (B wactHoCTH, CO
ctoponsbl JKKT).

Aunmuxoazynaumel u anmuazpecanmol

Heo6x01uMo ¢ 0OCTOPOKHOCTBIO IPUMEHSThH IUKIO(EHAK ¢ IpernapaTaMu TUX IPYII U3-3a PUCKa
pa3BUTHUs KpoBoTedeHHH. HecMOTpst Ha TO, YTO B KJIMHUYECKUX HCCIIEJOBAHUSIX HE OBLIO
YCTAHOBJICHO BIUSHHS JUKIO(EHaKa HA JEHCTBUE aHTHKOATYJISIHTOB, CYIIECTBYIOT OTJIEIbHBIC
COOOIIEHNS O MOBBILIEHUM PUCKA KPOBOTEUEHUH Y MAalMEHTOB, NPUHUMABLIMX JaHHYIO
KoMOuHaMio mnpenapatoB. Creayer THIaTeIbHO HAOMIOAATh MAIMEHTOB, IOTYYarOLINX
OJIHOBPEMEHHOE JIeUeHHUE JaHHBIMU JIEKAPCTBEHHBIMHU ITperapaTamH.

Cenexmugnvie un2ubUMoOpsvl 0OPAMHO20 3aX6aMA CEPOMOHUHA

OnHOBpeMEHHOE NPUMEHEHHE TUKIO(PEHaKa C CEeKTUBHBIMU MHTHOUTOpaMU 0OpaTHOTO 3axBaTa
CEpOTOHHHA MOBBIIIAET PUCK PA3BUTHS JKEIYJOUYHO-KUIIEYHBIX KPOBOTEUEHUH.
T'unoznuxemuuecxkue npenapamol

B xiMHHYeCKUX HCCIETOBaHMSIX YCTAHOBJIEHO, YTO BO3MOKHO OJHOBPEMEHHOE IpPHUMEHEHUE
TUKIo(peHaka M THIOTIMKEeMUYECKHX IPernaparoB, MpU 3TOM 3()()EKTUBHOCTh MOCIEAHUX HE
u3Mensierca. OJHAaKO W3BECTHBI OT/ENbHBbIE COOOLIEHHMS O PAa3BUTUM B TAaKUX CIydyasX Kak
TUIOTIMKEMHUH, TaK M THIEPIIIMKEMHH, YTO O0YCJIOBIEHO HEOOXOIUMOCTHIO M3MEHEHHUS J03bl
TUIOTIMKEMUYECKUX TIpenapaToB Ha (oHe mnpuMeHeHUs [ukiodeHaka. B cBsizu ¢
BBIIIIECKa3aHHBIM BO BPeMsI OJJHOBPEMEHHOI'0 IPUMEHEHHUS JUKJIOPEHAKa U THITOTJIMKEMUYECKHX

npenapaTtoB pCKOMCHAYCTCA NPOBOAUTH KOHTPOJIb KOHICHTPALIUH T'TFOKO3bI B KPOBH.
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IToydeHsl OTJeNbHbIE COOOIIEHNUS O Pa3BUTHU weTa6oﬂﬂg&3%§fﬁJ3§QIlﬁﬁl gﬁHEE R oM

NPUMEHEHUN IUKJIOPEHaka ¢ METPOPMHHOM, B OCOOCHHOCTH y TMAlMEHTOB C HapylIICHHEM
(YHKINU TTOYEK.

Memompexcam

Crnenyer coOuolaTb OCTOPOXKHOCTh IIPU IIPUMEHEHUH AUKJIO(PEHaKa MeHee 4eM 3a 24 yaca 10
WM 4epe3 24 yaca mocie mpuemMa MeToTpeKcaTa, Tak Kak B TAKUX CIy4yasX MOJKET IOBBIILIATHCS
KOHLEHTpALUsl METOTPEKCATa B KPOBU M YCHUJIMBAETCS €0 TOKCUYECKOE JIEHCTBHUE.

Denumoun

[Tpr onHOBpEMEHHOM NMPUMEHEHUU (EHUTOMHA U AUKIO(PEHaKa HeoOXOAUMO KOHTPOJIMPOBAThH
KOHIIGHTpaluio (EHUTOMHA B IUIa3ME KPOBU M3-32 BO3MOXKHOTO YCHJICHHSI €0 CHCTEMHOIO
BO3JICHCTBUS.

Hnoyxmopwi usopepmenma CYP2C9

Crnenyer cobmofaTh OCTOPOXHOCTb IPU TNPUMEHEHUH JUKIO(pEHaKa OJHOBPEMEHHO C
uHaykropamu u3zodpepmenta CYP2C9 (takumu kak pudaMOuIMH), MOCKOIBKY 3TO MOXKET
NPUBECTH K 3HAYUTEIHHOMY YMEHBIICHHIO KOHIICEHTPAIMM IHKJIO(PEHAaKa B IUIa3Me€ KPOBH U
YMEHBUICHHUIO €0 SKCIO3UIHH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JJAKTALHS

bepeMeHHOCTB

Henocratouno maHHBIX 0 0€301MaCHOCTH MPUMEHEHHs JUKIOPEHaKa y OepeMEHHBIX JKEHIIUH, B
CBs3U ¢ yeM npuMeHsTh npenapat Juknopenak—PIIO no 20-oif Hegenn 6epeMEHHOCTH ClieIyeT
TOJIBKO B T€X CIIy4asx, KOTJa OKuJaemasl Mojb3a Uil MaTepH MPEBbIIAET MOTCHIUAIbHBINA PUCK
st tioaa. Ilpenapar  Jquknodenak—®IIO, kax npyrue HIIBII (uHrubutopsl cuHTE3a
IPOCTAarjJaHAMHOB), IPOTUBOIOKAa3aH B IMocieAHue 3 Mecsna OepeMEHHOCTH (BO3MOXKHO
MOJIaBJIEHUE COKPATUTENHHONU CIIOCOOHOCTH MAaTKH, HapylleHHe (DyHKIMHM MOYeK y IUIoAa C
HOCEIYIOIUM  MajoBOAMEM  (OJMIOTHAPAMHMOH) W/WIM  MPEXKAECBPEMEHHOE 3aKpbITHE
apTepHalIbHOTO MPOTOKA Y MJI0/A).

[Tpu npumenenun HIIBII y sxenmuH, HaumHas c¢ 20-oif Henenan OEpeMEHHOCTH, BO3MOXHO
pa3sBUTHE MaJOBOAMS W/WIIM TATOJOTMM TMOYEK y HOBOPOXKJIEHHBIX (HEOHATalbHas MOYEYHas
TUCHYHKITHS).

Jlakranus

Hecmortps Ha To, uto npenapat dukinodenak—®IIO, kak u apyrue HIIBII, nponukaeT B rpyaHoe
MOJIOKO B MaJIOM KOJMYECTBE, Ipenapar HE CIEAYeT MNPUMEHATb B IEPUOA TPYAHOTO
BCKapMJIMBaHMUs BO H30€KaHUE HEXeNaTeNbHOro BIUSHHUS Ha pebenka. Ilpu HeobOxoaumoctu
IPUMEHEHHUS IpernapaTa y >KeHIIUHBI B 3TOT NEpUO/I IPyAHOE BCKapMIIMBAHHUE MTPEKPALIAIOT.

DdepTUIbHOCTD
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[Tockonpky mpemnapar [ukinopenak—®DIIO, |kak wu ':wgﬁ;fﬁgﬂﬁﬁﬁfgﬂ%%&T:'d?égﬂlﬁau

OTpHIIATENIbHOE JAEUCTBUE Ha (DepTUIBHOCTH, KEHIIMHAM, IJIAHUPYIOUIMM OEepeMEHHOCTh, He
pPEKOMEH/IyeTCsl IPUHUMATD Ipernapar.

VY nanueHTok, NpoxXo X o0cieI0BaHle U JICYSHHE 10 MOBOAY OecIionus, mpenapar cieayeT
OTMEHUT.

4.7. BausiHMe HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeACTBAMU U padoTaTh C
MeXaHU3MaMH

[Taniuentam, y KoTopbix Ha (oHe mpumeHeHus mnpemnapata Juknodpenak—PIIO Bo3HHKAIOT
3pUTENIbHBIC HAapYLICHHs, TOJOBOKPYKEHHUE, COHIMBOCTh, BEPTUTO WIM APyTrUe HapylIeHUs CO
CTOPOHBI IIEHTPAJIBHON HEPBHOM CHCTEMBI, HE CIEIyeT YIPABIATh TPAHCIIOPTHBIMU CPEICTBAMH
U paboTaTh C MEXaHU3MAaMHU.

4.8. HexkesaTesIbHbIE PeaKIHU

Huxe npuBenensl HexenatenbHble sBiaeHus (HS), koropeie ObUIM BBISBICHBI B XOJ€
KJIMHUYECKUX HCCIIEIOBAHUH, a TAK)KE IPU IPUMEHEHHUHU TUKI0(eHaKa B KITMHUYECKOH MTPAKTUKE.
Jst onenku wacToTel HS Mcnonp30BaHbl ciieayomue KpuTepuu: o4eHpb yacto (> 1/10); gacro (>
1/100, Ho < 1/10); meuacto (> 1/1000, o < 1/100); peako (> 1/10000, Ho < 1/1000); oueHb peako
(< 1/10000), gacTora Hen3BecTHA (HAa OCHOBAHUH HUMEIOIINXCS JAHHBIX OLIEHUTH HEBO3MOXKHO).
HSl crpynmupoBaHbl B COOTBETCTBUHM C CHCTEMHO-OPTaHHBIM KJIACCOM MEIUIIMHCKOTO CIOBapS
JUIE HOpPMaTHUBHO-TIpaBoBOW nesitenbHOCTH MedDRA, B mpemenax kaxmgoro kmacca HS
MIEPEYUCIICHbl B TMOPAIKE yObIBAaHMS YacCTOThI BCTPEUAEMOCTH, B Tpeesiax KaKIOW TpyIIIbl,
BBIJICJIGHHOW 10 4YacToTe BcTpeyaeMocTH, HSl pacmpeneneHbl B mHOpsiike yYMEHBUICHHS HX
BaXHOCTH.

Hapywenus co cmopomnst kposu u iumghamuueckou cucmemul.; 04€Hb PEIKO - TPOMOOLIMTONICHMUS,
JeHKOTIeHHsI, TeMOJIUTHYECKAsl aHEMHUSI, allJIaCTUYeCKas aHEMUsl, arpaHyJIOLUTO3.

Hapywenuss co cmopoHvl uMMyHHOU cucmemsl: PEAKO — TUIEPUYYBCTBUTEIBHOCTD,
aHaduIaKTHYeCKne/aHa(PUIAKTONIHBIE PEeaKIIuH, BKIIIOYas CHUKCHHE apTePUAIbEHOTO JTaBIICHHS
(AJl) 1 mI0K; OYEHb PEeAKO — aHTHOHEBPOTUUECKHM OTEK (BKJIHOYAsi OTEK JIULIA).

Tcuxuueckue napywienus’. O4eHb PEIKO — 1€30pUEHTAlNs, AETIpeccusi, 0ECCOHHMIIA, KOLIMApHbIE
CHOBHUJICHHUS, PA3PAXKHUTEIbHOCTb, ICUXHUECKUE HAPYIICHUS.

Hapywenus co cmoponvl Hep8Hoti cucmembl: 9acTO — TOJIOBHAs 00JIb, TOJIOBOKPYKEHHE; PEAKO —
COHJIMBOCTbH; OUY€Hb PEJIKO — HAPYIICHHUS YyBCTBUTEIILHOCTH, BKITFOYAst TAPECTE3UH, PACCTPOICTBA
namsTd, TPEMOp, CYIOPOTH, OIIYIIEHWE TPEBOTH, OCTpPble HApYILIEHHUsS MO3TOBOTO
KPOBOOOpAIIIEHNUS, ACENTHYECKUIT MEHUHTUT.

Hapywenus co cmoponsl opeana 3penus: OYeHb PEAKO — HApPYIICHHS 3peHHs (3aTyMaHHWBaHHE

3peHus), TUILIONUSI.
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ApyuieHus co cmoponst opeana ciyxa u apGupunmi- waerer Zoge ), (S IpEiiio —
Hapy D D ), Gupunmid el TS OB e it (Qkdiz, Upehix

-

HapylIEeHUE CIyXa, IIIyM B yIIax.

Hapywenus co cmoponwsl cepoya: HedacTo — MHQAPKT MUOKap/a, cepAeuHasl He0CTaTOUYHOCTb,
ollyiieHue cepaueduenusi, Oonb B Tpyad; uactora HeusBecTHa - Cunapom Koynuca
(anmepruyeckuii OCTPhIA KOPOHAPHBINA CHHIPOM).

Hapywenus co cmoponwvl cocyoos.: 04eHb peiKko — noBbllieHne A/Jl, BaCKyJIuT.

Hapywenusa co cmopomnsl OvixamenvHoll cucmemvl, 0p2aHo8 epYOHOU KIemKU U CpeooCmeHUs.:
penko — OpoHxHalibHask acTMa (BKJIIOYas OJIBIIIKY); OYEHb PEAKO — THEBMOHUT.
Kenyoouno-kuuieunvie Hapyuienus: 4acto — abJoMUHaIbHas O0Jb, TOIIHOTA, PBOTA, JAUapes,
JUCIENCHUS, METEOpU3M, CHUKEHHE alllleTUTa; PEOKO — TacTPUT, >KEIYyIO0YHO-KUIIEYHOE
KpOBOTEUYEHHE, PBOTA KPOBbIO, MEJIEHA, TUAPES C IPUMECHIO KPOBH, SI3BbI XKEJIy1Ka U KUILIEYHUKA
(c umm 6e3 KpOBOTEUEHHUS, CTEHO3a WU Nepdopaluu, C BOSMOKHBIM Pa3BUTHEM MEPUTOHUTA);
OYEeHb PEIKO — CTOMAaTUT, TIJIOCCUT, MOBPEXICHHUS  MHUIIEBOJA, BO3HHUKHOBEHUE
nradparMornogo0HbIX CTPYKTYP B KHIICYHHMKE, KOJMUT (HecTenU(pUUECKUi reMopparndecKuii
KOJIUT, WIIEMUYECKHH KOJHT, OOOCTpEHHE SI3BEHHOTO KoiuTa miam Ooje3Hu Kpowna), 3amop,
MIAHKPEATHUT.

Hapywenus co cmoponsi neuenu u scenuesblgo0amux nymeti. 4acCTo — MOBBIINICHUE aKTUBHOCTU
aMHHOTpaHCc(epa3 B IIa3Me KPOBH; PEIKO — TEMATHT, JKENITyXa, HapyIIeHUs! (GYHKINHU TICYCHH;
OUYEHb PEJIKO — MOJIHUEHOCHBII IeNaTUT, HEKPO3 MIEUEHH, [IEYEHOYHAs! HEIOCTATOYHOCTb.
Hapywenus co cmoponvl Kodicu 1 NOOKOMCHBIX MKAHeU: 4YacTO — KOXKHAs ChINb, PEIKO —
KpanmuBHUIIA; OYEHb PEIKO — OyIIJIE3HBIN AepMaTHT, IK3eMa, SpuTeMa, MHOTOpOpMHas spUTeMa,
cunapom CrtuBeHca—/[oHcoHa, cuHapom Jlaiienna (TOKCHYECKU SIUEPMAIbHBIA HEKPOJIHU3),
9KC(HONMATUBHBIN JEpMaTUT, 3yA, aJlolelnus, peakuuu (OTOUYBCTBUTEIBHOCTH, IypILypa,
nypnypa lllenneitna—I'enoxa.

Hapywenus co cmoponsl nouex u mouesvigo0sawux nymei: O4€Hb PEAKO — OCTPOE MOPAKEHUE
MOYeK (ocTpast noyeyHast HEJ0CTaTOYHOCTB), remMaTypus, MPOTEUHYPHS,
TyOyJIOMHTEPCTULIUANIbHBIN HEPPUT, HEPPOTHUUECKUN CUHAPOM, MAMMIUIIPHBIA HEKPO3.

Obwue paccmpoticmea u peakyuu 8 Mecme 88e0eHUs . PeIKO — OTEKH.

HapyI1iieHns co CTOpOHBI CEPACYHO-COCYAMCTON CUCTEMBI

JlaHHble KIIMHUYECKUX HCCIIEIOBAaHUI yKa3bIBalOT Ha HEOOJbIIOE YBETUYEHUE PUCKA Pa3BUTHUS
CEpJICYHO-COCYIUCThIX TPOMOOTHUECKUX OCIOXHEHUH (Hampumep, HH(apkTa MHOKapia),
0COOEHHO IpH JUTUTEIHHOM NPUMEHEHUH JUKIo(eHaka B BEICOKUX J103aX (CyTouyHas J103a Ooee
150 mr).

3DI/ITeJ'II)HI)Ie HapyHICHUA

3puTenbHbIE PACCTPOMCTBA, TAaKHME KaK HapylIeHHE 3pEeHUs, 3aTyMaHUBAaHUE 3PEHUS] WU
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nprMeHeHHs. BO3MOXHBIM MEXaHHU3MOM Pa3BUTHUS TAKUX PACCTPOMCTB SBIISIETCS HHTMOMPOBaHNE
CHUHTE3a IIPOCTAIIaHAMHOB U JIPYTMX COIYTCTBYIOIUMX BEIIECTB, YTO WU3MEHSET DPETYJISLUIO
KPOBOTOKAa B CETYATKE M IPOSBIAETCS NMOTEHLUAIbHBIMU 3PUTEIbHBIMU paccTpoiicTBamu. Ilpn
pPa3sBUTMM TaKUX CHMITOMOB Ha (DOHE Tepanuu AUKIOPEHAKOM ClEAyeT pPacCMOTPETh
BO3MOXHOCTh O()TaJIbMOJIOTHUECKOT0 00CIeI0BaHUs Il UCKIIOUEHHS KaKHX-ITHOO0 Ipyrux
IIPUYMH.

COO6H_IGHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo01math 0 1o/103peBaeMbIX HEXKENaTeIbHBIX PEAaKIIUAX OCIIE PErUCTPAlMY IIpernapara ¢
[ENbI0  O0CCIeUeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIEHUS «IOJIb3a — PHCK»
JIEKapCTBEHHOTO Mpenapara. MeIuuHCKIM pa0OTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIHOOBIX
M0JI03PEBACMBIX HEKENATEIbHBIX PEaKIMIX JIEKAPCTBEHHOrO IMpemnapara depe3 HalloHaJIbHbIe
CUCTEMBbl COOOILEHUS O HEXKeJIaTeNbHBIX pPEaKIUsIX ToCyAapcTB — ujaeHOB EBpasuiickoro
HKOHOMUYECKOTO COI03a.

Poccuiickaa ®@eodepayus:

109012, MockBa, CnaBsiHCKas I101mab, 1. 4, cTp. 1

DdenepanbHas ciryx0a 1o Haja3opy B cdepe 3apaBooxpanenus (PoczapaBramzop)
Tenedon: +7-495-698-45-38, +7-499-578-02-30

daxkc: +7-495-698-15-73

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

4.9. llepeno3npoBka

CumMnromsl

PBoTa, ey 104YHO-KUIIIEYHOE KPOBOTEYECHUE, JUAPEs], TOJOBOKPYKEHHUE, LIIyM B YIIIAX, CYAOPOTH.
B ciywae 3HA4YMTENBHOrO  OTPABJIEHUS BO3MOXHO  pa3BUTHE OCTPOM  IEUYEHOYHOU
HEJOCTATOYHOCTH U ITOPAKECHHS TICUECHH.

Jleuenue

IlopnepxuBaromiee U CUMITOMATUYECKOE JIEYCHUE ITOKA3aHO INPU TAKUX OCJIOKHEHHUAX, KaK
cHkeHne AJl, moyedHas HENOCTAaTOYHOCTb, CyIOporw, Hapymenus co ctopoHbl KKT u
yrHereHue Abixanus. DopcupoBaHHbIN AUype3, reMoInanu3 Wik remonepdy3us 1isi BEIBEACHUS
HIIBII, B 1. u. auknodenaka, U3 opraHu3smMa HedPPEKTUBHBI, TaK KaK JCHCTBYIOIIME BEIIECTBA
3TUX IMIpPernaparoB B 3HAUYMUTENBHOM CTENEHU CBA3BIBAIOTCS C O€JIKaMH IUIa3Mbl KPOBH U

MOABEPTAIOTCSI HHTEHCUBHOMY METa00IU3MY.


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/
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CKOpeiIero mpeaoTBpallleHHs BCAachbIBaHUS IUKIO(EHaKa CleAyeT MpPOBECTH IPOMBIBAHUE

JKCIIyKa U Ha3HAYUThb aKTHBI/IpOBaHHBIfI YIOJib.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOlicTBA

®apMakoTEpPanEBTUUECKAS TPYIINA: HECTEPOUIHBINA TPOTUBOBOCIIAIUTEIbHBIN
npenapar (HIIBII).

Koxg ATX: MO1ABO5

Mexanusm neiicTBus

[Tpenapar [uxnopenak—®PIIO coxepxut auKIOpEeHAK HATPUSA, BEIIECTBO HECTEPOUTHOU
CTPYKTYpbl, OKa3bIBalOIIEE€ BBIPA)KECHHOE IIPOTUBOBOCIAIUTEIIBHOE, AaHAIBIE3UPYIOIIEEe U
XKaporoHwkatoree  aedctBue.  OCHOBHBIM ~ MEXaHU3MOM  J€HCTBHUA  JUKIO(EHaKa,
YCTAaHOBJICHHBIM B MCCIIEJOBAaHUAX, CUUTAECTCA TOPMOKEHHUE OHMOCHHTE3a IMPOCTArjaHINHOB.
[TpocTarnanarHBI UTPAIOT BXKHYIO POJIb B T€HE3€ BOCHIAIICHUS, OO U JIUXOPAIKH.

In vitro nuknodeHak HATPUs B KOHIIEHTPALHSAX, SKBUBAJICHTHBIX TEM, KOTOPBIC JTIOCTHIAIOTCS TIPH
IPUMEHEHUH Y YeJIOBEKa, He MOJIaBiIsieT OMOCUHTE3 MPOTEOIIMKAHOB XPSILEBONH TKAHH.

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

[Ipu peBmaTmueckux 3a00JIEBaHUSX MPOTHBOBOCIIATIHUTEIBHBIE M aHAIBIE3UPYIOMINE CBOICTBA
npenapara 00ecreuMBalOT KIMHUYECKUH 3(]deKt, XapakTepu3yroluics 3HAUYUTEIbHBIM
YMEHBILIEHUEM BBIPAXKEHHOCTH TaKUX MPOSIBIEHUH, Kak 00JIb B IOKOE U ITPU ABUKEHUHU, YTPEHHSIS
CKOBaHHOCTb U IPUITYXJIOCTh CYCTAaBOB, a TAKXKE yJIydIIEHUEM (DYHKIIMOHAIBHOTO COCTOSTHUSI.
[Ipy mocTTpaBMaTHYECKUX U IOCIEONEPAIMOHHBIX BOCHAIMTEIbHBIX SBICHUSAX AUKIOPEHAK
OBICTPO KynupyeT 00Jb (Kak B IOKO€, TaK U MPH JBUKEHNUHN ), YMEHbIIAET BOCTIAIMTEIbHBIN OTEK
Y OTEK IIOCJICONEPAL[UOHHON PaHBI.

[Tpu npuMeHeHuu npenapaTa OTMEUYEH BhIPAKEHHBIN aHaNbre3upyouii 3¢pGeKT npu yMepeHHO!
U CWJIBbHON 00JIM HEPEeBMATUYECKOTO MPOUCXOKJEHUS. Takke yCTaHOBJIEHO, UYTO TUKIO(PEHaK
Croco0eH yMeHbIIaTh OOJEeBblE OMIYIIEHUS M CHUXKATh KPOBOMOTEPIO MpPHU MNEPBUYHON
JUCMEHOPEE.

5.2. ®dapmakoKUHEeTHYECKHE CBOHCTBA

AGcopbuus

[Tocne npuema BHYTpPh TaOJIETOK, MOKPBITHIX KHIIEYHOPACTBOPUMOM 000JI0YKOM, AMKIO(EHAK
MOJTHOCTBIO BCACBIBAETCS B KHUILIEUHUKE. BcacbiBaHME MPOMCXOIUT OBICTPO, OJTHAKO €ro Havyajo
MO’KET OBITh OTCPOYEHO M3-3a HAJW4Msl y TaOJEeTKH KHIledHOpacTBOpuMon oOosouku. [locie

oIHOKpaTHOTO pruema 50 Mr mpemnapata MaKCHMalbHasi KOHIIEHTpAIKs B 1iazme KpoBu (Cmax)
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BCAaCBbIBAKOIICT O I[eﬁCTBymH.[eFO BC€IICCTBA HAXOAUTCA B HpSIMOﬁ 3aBUCHUMOCTHU OT BCJIIMUNWHBI 10361
npernapara.

B cinyuae mpuema TabieTKy mpemnapara BO BpEMst WIIH ITOCIIE bl TPOX0KICHHE €€ uepes3 JKeIyI0K
samemasieTes (M0 CPaBHEHHMIO C TNPHUEMOM HATOIIAK), HO KOJHUYECTBO BCACHIBAIOIIETOCS
nukIoeHaka He U3MEHSIETCS.

Tak Kak OKOJIO MOJIOBHHBI JUKIO(EHAKa METaOOIU3UPYETCS BO BPEMS MEPBOTO MPOXOXKICHHS
yepes neueHb (3GGEKT MepBOro MPOX0KACHHUS), IUIOIIAIb IO KPHBON «KOHIIEHTPALIUSA — BPEMSD)
(AUC) B ciryuae npuMeHEHHs Ipernapara BHYTPh WIH PEKTAIBHO IMMOYTH B 2 pa3a MEHbIIE, YeM B
cilydae MapeHTepaIbHOr0 BBEICHUS MperapaTa B SKBUBAJICHTHOM J103¢.

[Tocse MOBTOPHBIX MPHEMOB Iperapara Mokasarenu (hapMaKOKHHETHKH He u3MeHstorcs. [Ipu
COOJTIOICHIH PEKOMEHIYEMOTr0 PEeXKUMa JO3UPOBAHMS Ipernapara KyMyJISIIIiHd He OTMEYaeTCsl.

Pacupenenenue

CBsi3p ¢ Oenkamu chIBOpoTKH KpoBu — 99,7 %, npeumymiectBenHo ¢ anbOymuHoM (99,4 %).
Kaxymmiics o0pem pacnpenenenus cocrasisier 0,12-0,17 n/kr.

JluknodeHak MPOHUKAET B CHHOBUAIBHYIO JKUAKOCTh, TJI€ €r0 MaKCHMallbHas KOHLIEHTPALUs
JOCTHUTaeTCs Ha 2—4 4aca mo3iKe, 4YeM B IU1a3Me KpoBu. Kakynuiicss mepro/t MoyBhIBEACHUS U3
CHHOBHAJIBHOM KHMJIKOCTH COCTaBisieT 3—6 wacoB. Yepe3 2 wyaca ToOCie JAOCTHKEHHS
MaKCHUMaJIbHOH KOHIICHTPALMU B IUIa3M€ KPOBH KOHLIEHTpAIHs JUKIO(eHaKa B CHHOBHAIBHOM
KMJKOCTH BBIIIE, YEM B IUIa3Me KPOBH, M €€ 3HAYCHUS OCTAIOTCS BBHICOKUMH Ha NPOTSDKCHUU
nepuoJia BpeMeHu 710 12 yacos.

Jluknodenak ObUT 0OHApYXeH B HU3KUX KoHIeHTparusx (100 Hr/mit) B rpyIHOM MOJIOKE OTHOM
u3 KopMsimux Matepeit. [Ipeanonaraemoe KoarMuecTBO JUKIO(QEHaKa, TTONAIAI0NIETO ¢ TPYAHBIM
MOJIOKOM B Oopranu3Mm pedenka sxBuBasieHTHO 0,03 Mr/Kr/cyTKu.

buorpanchopmarms/Meraboausm

Metabonu3m aukiodpeHaka OCyIIECTBISCTCS YACTHYHO IMyTEM TIIOKYPOHHM3AlUU HEM3MEHHOU
MOJIEKYJIBI, HO TIPEHMMYIIECTBEHHO TIOCPEACTBOM  OJHOKPATHOTO W  MHOTOKPAaTHOTO
THJIPOKCWIMPOBAHUS M METOKCHJIMPOBAHMS, YTO NPUBOJUT K OOPa30BaHUIO HECKOJIBKHUX
(eHonpHBIX MeTaboauToB (3'-ruapokcH-, 4'-ruApoKcH-, 5'-ruapokcu-, 4',5-auruapokcu- u 3'-
TUAPOKCU-4'-MeTOKCUIuKIIOpeHaKa),  OONBIIMHCTBO W3  KOTOpPBIX  IpeBpaliaercsi B
TIIIOKYPOHHU/IHBIE KOHBIOTAThl. J[Ba (EHONBHBIX METa0OJIMTa OHOJOTMYECKH AaKTHBHBI, HO
3HAYUTEIHHO B MEHBIIECH CTEIIEHH, YeM JUKIO(PEHAK.

OIuMUHAIMA

OOmuii CHCTeMHBIN IIa3MEHHBIA KIMpPEHC TukiodeHaka cocraBisser 263 + 56 Mi/MuH.

Koneunsrii mepuojy momyBbiBeZieHHus cocTaBisger 1-2 waca. [lepwox momyBwIBeneHust 4-X
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cocrapisieT 1-3 vaca. OiuH u3 MeTabonTOB, 3'-TUIPOKCU-4'-METOKCH-TUKI0(pEHaK, UMeeT Oosee
JUIATENIbHBIA TIEPUO/] TTOTYBBIBEACHHUS, OJJHAKO ATOT METa0O0JIUT IMOJIHOCTHIO HEAKTHBEH.

Oxono 60 % 11036l BBIBOAUTCS MOYKAMHU B BHJIE INIFOKYPOHOBBIX KOHBIOIATOB HEM3MEHEHHOTO
JIMCTBYIOILEro BEIECTBA, A TAKXKE B BHUJE META0OJIMTOB, OOJBIIMHCTBO U3 KOTOPBIX TOXE
NPECTaBISIOT COOOM TITIOKYPOHOBBIEC KOHBIOTATH. B HeM3MeHeHHOM BH e BEIBoaUTCS Menee 1 %
nukinogpenaka. OcTaBmasicst YacTh J03bI BHIBOJUTCS B BUIEC METAOOIUTOB C JKEITYBIO.
KoHueHTpanus AeHCTBYIOLIEr0 BellecTBa B IUIa3M€ KPOBM JIMHEHHO 3aBUCUT OT BEJIMYMHBI
MIPUHSTON 103BI.

(DaDMaKOKI/IHeTI/IKa 4 0CO0BIX T'pVYIIII ITIAITMCHTOB

Iayuenmul nodcuno2o eospacma
BcacbiBanue, mMetabonu3M U BbIBEACHUE AUKIO(EHaKa He 3aBHCAT OT Bo3pacta. OOHaKo y
HEKOTOPHIX MAalMeHTOB IOKUIIOTO Bo3pacTta mocie 15-MHHYTHOW BHYTPHUBEHHOH HHQY3UU
OTMEUCHO YBEIMYECHUE KOHLEHTPALUK AUKIo(peHaka B mia3Me kpou Ha 50 % mo cpaBHEHHIO C
TaKOBBIM II0Ka3aTeJIeM y 3[J0POBBIX JOOPOBOJIBIIEB O0JIee MOJIOAOTO BO3PACTA.
Ioyeunas nedocmamourHocms
VY nmaunueHToB ¢ HapyumeHHeM (YHKIMU MOYeK MPU COOJIIOJICHMH PEKOMEHJIOBAHHOTO peKuMa
JO3MPOBAHUSL KyMYJISIIIMA HEW3MEHEHHOTO JCHCTBYIONIETO BeIIeCTBa He oTMmedaercs. [lpu
KIupeHce KpeaTmHuHa Menee 10 wi/MUH  pacdeTHBIE PAaBHOBECHBIE KOHIEHTPAIHU
THIPOKCHMETA00INTOB IUKIO(PEHaKa IPUMEPHO B 4 pasa BhIIIE, YEM Y 3I0POBBIX JOOPOBOJIBIIEB,
IPU 3TOM METaOO0JINThI BEIBOASTCS UCKITIOUUTENBHO C JKEITYbIO.
Ileuenounas HedoCcmamoyHoCcms
Y manueHToB C XPOHWYECKHM TEMaTHTOM WIH KOMIICHCHPOBAHHBIM LHPPO30OM TICUCHH
nokasarenau (papMaKOKMHETHKH AMKIO(EeHaKa aHATOIMYHbl TAKOBBIM Y MAI[MEHTOB C COXPAHHOM
(byHKLMEH eYeHH.

eTn
VY nereii KOHIEHTpAlMU AWKIO(PEHaKa B IJIa3Me KPOBU IMPH NMPHUMEHEHHH SKBHBAJCHTHBIX 7103

pemnapara (MF/ KT MaCCBbI Tena) CXOOHBI C COOTBCTCTBYIOIIHUMHU IMOKA3aTCIISIMU Y B3POCJIBIX.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOTraTeIbHbIX BElIECTB
[enmrono03a MUKPOKPUCTAIIMYECKAS
Kpaxmain kaprodenbHbIii

Kpocnosunon

Kpemunst nuokcua KOJJIOUIHBIN (a3pOCHIT)
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Kanbuus creapar

Bcnomocamenvhule sewyecmaa 0isi 00010UKU:

MeTtakpuiioBoil KucioTsl ¥ 3tuinakpuiata conoaumep (Kommukytr MAE P100)
['nnpomernnosa (ruApOKCUITPOITMIIMETHIILEIUTI0I03),

IMToBunmoun K30

Tanbk

IIponniieHrIuKoIb

Twutana quokcung

Kpacurens xene3a okcua KOpUUHEBBIT

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs)

3 rona.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH MPH XPAHEHUH

XpaHuts 1pu Temreparype He Boiie 25 °C.

6.5. Xapakrep u cojep:kaHue NePBUYHONH YIAKOBKH

[To 10 mnu 20 TabneToK B KOHTYPHYIO SIMEHKOBYIO YIIAKOBKY U3 MJICHKU MOJTUBUHUIXIOPUTHON U
($oJIbru aMIFOMUHNEBOM NEYaTHON JTAKUPOBAHHOM.

Bropuunas (morpedburenbckas) VIIakOBKa

ITo 1, 2, 3, 10 (mst mo3upoBku 25 mr) wiu no 2, 3, 5, 10 (ans go3upoBku 50 Mr) KOHTYPHBIX
SAYEHKOBBIX YIIAKOBOK C MHCTPYKIIMEH MO MPUMEHEHUIO B MAYKy U3 KapTOHA.

6.6. Oco0Oble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 mMpenmapaTra WJIH OTXO0A0B, TMOJYYEHHbIX TIOCJde NPHMEHEHUs!

JIEKAPCTBEHHOI0 Npenapara u Apyrue MaHUIYJISINMH ¢ MIPenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEP’)KATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHMUSA
Poccuiickas @enepanus

AO «AJINYM»

142279, MockoBckas 00u1., T. CepmyxoB, pi. O6omneHnck, Tep. KBapran A, 1. 2
Ten.: (4967) 36-01-07

aliumpharm.ru

7.1. IIpeacTaBUTENb AEPKATE/S] PETHCTPAIMOHHOIO YI0CTOBEPEeHUs

[Mperen3nn norpedUTENEeH HAOPABIATH 10 aIPECY:
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Poccuiickas @enepanus

AO «AJINYM»
142279, MockoBckast 0011., r. CepmyxoB, pr. O6oneHck, Tep. Ksapran A, 1. 2
Ten.: (4967) 36-01-07

aliumpharm.ru

8. HOMEP PETUCTPALIUOHHOI'O YAOCTOBEPEHUSA

9. IATA TIEPBUYHOM PETUCTPALIMA (IIOATBEPKIEHNS PETUCTPALINN)

JlaTa nepBUYHON PErUCTPALIMM:

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepucTuka JiekapcTBeHHoro rmnpenapara Jluknopenak—®IIO pocrynHa Ha
uHpOpMaMOHHOM TopTane EBpa3suiickoro 3KOHOMHYECKOTO CO3a B HH(OPMAIMOHHO-
KOMMYHHKAIIMOHHOM cetn «HTepHeT» http://eee.eacunion.org.»



