COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 06.12.2024 N2 27030

OBILIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOIO APEHAPATA 21V 15 0003)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

AIEKJIO®EHAK, 100 mr, TabneTku, MOKPHITHIC MIJICHOYHONH 000T0YKOH.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JleiicTByrolee BenecTBO: anekiodeHax.

Kaxxnas tabnerka, HOKphITas IIIEHOYHOU 0000ukoi, coaepkuT 100 mr anexnodenaxa.
BcnoMoratenpHble BElECTBa, HAJMYME KOTOPBIX HAJI0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOIO
npernapara: HaTpui, 1akto3a (cM. pasnensi 4.3, 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTKH, MOKPHITHIE INICHOYHOU 000I0YKOM.

Kpyrnbie TabneTku ABOSKOBBITYKIIOW (DOPMBI, TOKPHITHIE MJICHOYHOW 000JI0YKOM Oenoro mim
HOYTH Oeoro 1BeTa.

Ha IIOIICPCYHOM Pa3pe3€ AAPO 0e10ro Wi Mo4YTH 0eJIoro OBECTA.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Tpenapat ALIEKJIO®EHAK noxka3aH k MPUMEHEHHIO Y B3pOCIBIX B Bo3pacTte oT 18 jer.

- OcTeoapTpuT, peBMaTOUIHBIN apTPUT, AHKUJIO3UPYIOMIMM CIOHAMIOAPTPUT U Apyrue
3a00J€BaHNs  OMOPHO-ABUraTeIbHOIO ammapara, CONpOBOXKJAroIMecs Oo0ibl0 (Hampumep,
IJIeYeI0NaTOYHBIA IEPUAPTPHUT).

- Ycerpanenue 0oy pa3iMyHON ATHOJOTHM (B TOM YHCIE, MOSICHUYHAs, 3yOHash 0OJib U
NepBUYHAs JUCMEHOPES).

4.2. Pesxum 103MpOBaHus U c1IOCO0 IPUMMEHEeHUs

Pexxum go3upoBaHus

HexenarenbHble peaki MOTYT ObITh MUHUMH3UPOBAHBI IyTEM NPUMEHEHHMsS HauMEHbIIen
3¢ peKTUBHOMN 103bI U YMEHBIIECHUS MPOAOKUTEIBHOCTH JI€UEHUs, HeOOX0IUMOTO AJIs1 KOHTPOJIS
CHUMITTOMOB (cM. paznen 4.4).

PexomenioBanHas 0o3a cocrasiser 1 tabnerka 100 mr 2 pasza B CyTKU (YTPOM U BEUEPOM).
MaxkcumanbHasi pekoMeHaoBaHHas 7032 — 200 Mr B CyTKH.

Oco0ble TPVIIILI TAIUEHTOB

Iayuenmul nosxcunoeo sospacma (cmapuwe 65 nem)
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

MeEpBI MPEJOCTOPOKHOCTH, YKa3aHHbIE B pazjene 4.4.
Tayuenmoi ¢ Hapywenuem hyHKyuu novex
Het nanHbIX 0 HEOOXOAMMOCTH B YMEHBILIEHUH JI03bI alleKI0(eHaka y MalueHTOB ¢ HapyILIEHUEM
(GyHKIMY [TOYEK JETKON UITU CpeIHEN CTETIeHH TSKECTH, HO ITPU IPUMEHEHUH Npernapara ciaeayeT
COOJTIOIaTh OCTOPOKHOCTH (M. paznen 4.4).
THayuenmoi ¢ HapywieHuem QYHKYuU neveHu
o3y anekiiodenaka ciaeayeT yMeHbIIUTh Y MAIIMEHTOB € IEYEHOYHOM HeI0CTaTOUHOCTHIO JIETKON
WJIM CpeJTHeH CTENeHHU TSHKECTH. PekoMeHtyemas HadalibHas 103a coctasisieT 100 Mr B 1eHb (CM.
paznen 4.4).

eTH
bezonacuocts u 3dpdextuBnocts npenapata ALIEKJIO®EHAK vy nereii B Bo3pacte ot 0 g0 18
JIET HE YCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

BnyTps.

TabneTku cieayer IporiaTeiBaTh LETUKOM, 3alUBasi TOCTATOYHBIM KOJIMYECTBOM BOJIBI.
[Ipenapatr MOXHO NPUHUMATbH C MMHUILEH.

4.3. [IlpoTuBONOKA3aAHMUS

— ['unepuyBCTBUTENBHOCTS K alleki10(eHaKy Ui K JTI0OOMY U3 BCTIOMOTaTeNIbHBIX BELIECTB,
MEepPEUNCIICHHBIX B paszzene 6.1.

— BbponxocnasMm, KpanuBHULA, PUHUT MOCIE MpUEMa aleTUICATULMIOBON KHUCIOTHI WIIHN
JIPYTUX HECTEPOUIHBIX IPOTUBOBOCTIAINTENbHBIX TpenapaToB (HIIBII) B anamHese (roHbli mim
HEIOJIHBIA CHHJPOM HENEPEHOCHUMOCTH aleTWICAIULNIOBOM KHCIOTBl — PHUHOCHUHYCHT,
KpanUBHUIIA, TOJIUIIBI CTU3UCTON 000JI0YKH MOJIOCTH HOCA, OpOHXHATbHAS aCTMA).

— KpoBoteuenus wnu npoboaenus sxemynouHo-kumedHoro tpakta (JKKT), cBsizanHble
npuemom HIIBII B amamnese. fI3Ba ’xemyaka WM JBEHAAUATUIIEPCTHOM KHIIKH, WA
KpOBOTE€UEHHE B aHamHe3e (Ba WM Oojee SBHBIX W JOKa3aHHBIX OSMNHU304a SI3Bbl WU
KPOBOTEUYEHHS]).

— SI3BeHHbIN KOIUT U Oone3nb KpoHa (B craguu o60cTpeHus).

— [Iepnon nocne npoBeaeHNs a0PTOKOPOHAPHOTO IIYHTHUPOBAHHUS.

— OcTpoe KpoBOTeUeHHE WM 3a00JIEBaHUS, CONMPOBOXKIAIOLINECS KPOBOTEUCHUSIMH, WU
HApYIICHUS CBEPTHIBAEMOCTH KPOBHU (TeMO(UITHS).

— Xponnueckass cepaeuHas HegoctratouHocTh (II-IV  kmacc mo  knaccuduxarmm
Horo-MopKcKoit KapanoIorniecKoil acCoHaIin), HIleMAYecKas 60Ie3Hb Cepla, 3a00IeBaHms

nepudepudeckux apTepuil u/uim apTepuii roIOBHOIO MO3ra.
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— Tspkenas moyedHas HEIOCTAaTOYHOCTH (KiupeHc KpearnHrHa <30 MJI/MUH).

— bepemeHHOCTD U IEpUOJ ITPYIHOTO BCKAPMIIMBAHMUS.

- Herckuii Bo3pact 10 18 ner.

- Heduuut nakra3pl, HEIEPEHOCUMOCTD JIAKTO3bl, TTIFOKO30-TaJlaKTO3HAsl MaJIbaOCOpOLIHsL.
4.4. OcoOble yka3aHMsl 1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

3aboneBanus neudenu, nodek u JKKT B aHamHe3e, OpoHXuajlbHas acTMa, apTepUalIbHAs
TUIIEPTEH3Us, CHIKEeHHE 00beMa LUPKYIUPYIOLIEH KPOBH (B TOM YHCIIE cpa3y M0cie OOIUPHBIX
OIEpaTUBHBIX BMEIIATEIbCTB); XPOHUYECKAsl MOYEYHAs HENOCTATOYHOCTH JIETKOM M cpelnHein
cTerieHu TsbkecTH  (kimpeHc  kpeatmHuHa  60-30 Mu/MuH); XpOHMYECKas TE€YCHOYHAs
HE/IOCTaTOYHOCTh JIETKOM W CpeiHed CTelNeHW TKECTH; XPOHMYECKas cepledHas
nemocraTounocts (I kiace o knaccudukamuu Hpio-Mopkckoii KapIHOIOrHuecKkoil accoluanun);
sizBenHble mopaxenus JKKT B anamuese, Hanmuune nndekiun Helicobacter pylori, 6onesus Kpona
(BHE 00OCTpEHUs1), S3BEHHBIM KOJHUT (BHE OOOCTPEHHMS), CUMITOMBI, CBHJIETEIHCTBYIOUIHE O
Hanunuun  3aboneBanuit  JKKT; cucremnas kpacHas Bomyanka (CKB), mnopdupus,
reMaToJIOTMUecKue 3a00JeBaHMs, HApYIIEHUS TIeMOI033a, IUCIUIUAEMUS/TUIIEPIUIUIEMHUS,
caxapHblii qualeT, KypeHue, NOKUWION Bo3pacT, JuurensHoe npumenenue HIIBII, ankoronusm,
TSKEJIbIE COMaTHYECKHE 3a00IeBaHMs.

Oco0ble yKazaHus

HexxenaTtenbHble peakii MOTYT OBITh MUHUMU3HPOBAHBI MyTeM MPUMEHEHUS MHUHUMATbHON
3 PEKTUBHOHN 1036l U YMEHBIICHHUS POJOIDKUTEILHOCTH JICYSHHS, HEOOXOMMOTO JIJIsl KOHTPOJIS
CHUMITTOMOB (cM. paznen 4.2).

Crnenyer nzberatb 0JJHOBPEMEHHOr0 NMpUMeHeHus anekiodenaka ¢ apyrumu HIIBII, Bxmrouas
CEJICKTUBHBIE HHTHOMTOPHI IIUKI00OKCcHUTeHassl-2 (1JOI-2).

AtnexnoeHak cieayeT MPUHIUMATh ¢ OCTOPOKHOCTBIO W TOJI HAOJIIOJACHHEM Bpada IManueHTaM
MIPU HUKEYKA3aHHBIX COCTOSIHUSX, TaK KaK CYIIECTBYET yrpo3a o0ocTpeHus 3a0osieBaHUM (CM.
paznen 4.8):

- CHMIITOMBI, CBUIETENILCTBYIONIME 0 Hannuuu 3aboneBanuii )KKT, Bkitoyast ero BepxHue u
HUKHHUE OT/IETIBL;

- HaJIMYMe B aHAMHeE3€ 53Bbl, KpoBoTeueHust nin npodoaenus XXKT;

- SI3BEHHBIN KOJIUT (BHE 000CTpEHUS);

— 6ome3us Kpona (BHE 00ocTpeHws ),

- rematosiornueckue 3aboneanusi, CKB, mopdupusi, HapymeHus: reMomnods3sa.
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KpoBoreuenue, s38a nnu npodonenue KKT ¢ setanbHbIM HCX010M HaOIIOAATUCh [IPU [IPUEME
mo6bix HIIBIT B nro6oif mepuoj JiedeHusi, Kak NPU HAIWYHUM CHUMITOMOB U CEPbE3HBIX
3aboneBanuii JKKT B anamue3se (s13BeHHas OO0JIE3Hb JKEIyIKa W JBEHAIIATHUIICPCTHON KHUIIKH,
6ose3ns KpoHa, sI3BeHHBIN KOJIUT | JIp.), TaK U 0€3 HHX.

Puck xpoBoteuenus, oopazoBanus 5386l U npodoaeHus XKKT Bo3zpacraer ¢ yBelIn4eHHEM 03B
HIIBII y nmanueHToB ¢ S3BEHHOW 0OJIE3HBIO B aHaMHE3€, OCOOCHHO €CJIM OHa COMPOBOXKAIACH
KPOBOTEUYCHHEM WM MpodojeHueM (cMm. pazaen 4.3), a Takke y MOXKHWIBIX MAIMEHTOB. JTUM
nanueHTaMm clieyeT IPUHUMaTh MUHUMaIbHYIO 3QdeKTUBHYIO 103y npernapata. im nHeoOxonuma
KOMOMHMpOBaHHasl TEpaIus ¢ IPUMEHEHUEM IIPENapaToB-IPOTEKTOPOB (HAPUMEDP, MU30IIPOCTOJI
WIA WHTUOUTOPBI TPOTOHHON moMITbl). Takoe JedeHne HEeOOXOIUMO TMalHueHTaM, KOTOpHIE
MPUHUMAIOT HEOONbIIINE TO3bl ACIIMPUHA WUJIH APYTUX MPENapaToB, KOTOPbIE HETATUBHO BIMSIIOT
Ha cocrostaue XXKT (cm. pazgen 4.5).

ITaumenTtsl ¢ 3a0oneBanusimMu JKKT B anamHese, B TOM YHCIIE ITOKHUIBIE, JOIKHBI COOOIIAThH O
T0OBIX HEOOBIYHBIX cuMnTOMax, cBsi3aHHBIX ¢ JKKT (ocoOeHHO KpoBOTEUYEHHE), BKIIOYAsS
nepBUUHBbIM mpueM mpenapata. OcoOyi0 OCTOPOKHOCTH CIEAyeT COOJI0AaTh MalleHTaM,
OJIHOBPEMEHHO MPUHUMAIOIIUM IpenapaTbl, KOTOPbIE MOT'YT MOBBICUTh PUCK BO3HUKHOBEHUS
KPOBOTEUEHMSI WJIM SI3BbI, HAllpUMEP, CUCTEMHBIE TIIIIOKOKOPTUKOCTEPOHU b, aHTUKOATYJISTHTHI
(BapdapuH), CEeNeKTUBHbIE WHTHOUTOPHI OOpPAaTHOTO 3axBaTa CEPOTOHWHA WJIM aHTHArpPETraHThI
(aneTHIICATMITIIOBAs KKCI0Ta) (M. paszaen 4.5).

IIpy BO3HMKHOBEHUM HKEIyIOYHO-KHLIEYHOTO KpPOBOTEUYEHMsS] WJIHM SI3BBl y TIAIMECHTOB,
MPUHUMAIOIINX alleKJIo(peHakK, ero cieayeT OTMEHUTb.

Cepoeyno-cocyoucmule u yepeoposackyisapHole 2 pexmol

[TatMeHTsl ¢ apTepHaIbHOM THUIEPTEH3UEeH W/WIM 3acCTOMHON cepleYHOll HeAOCTaTOUYHOCTBIO
JIETKOM WJIM YMEPEHHOH CTeleHH HYXJIAIOTCS B COOTBETCTBYIOIIEM HAONIOJIEHHM, TaK Kak C
npuemom HIIBII acconnnpoBaHbl 3aepKKa )KUAKOCTH U OTEKH.

[TaniueHTHI ¢ XPOHHMYECKOM cepleyHor HemoctaroyHocThio (| Kimacc mo kiaccuduxanuu
Hrro-MopkcKoit KapIuoI0rnueckoii acCOIMAINHT) ¥ TAIHEHTH! CO 3HAYMMBIME (paKTOPAMHU PHCKa
Pa3BUTHSI OCIOKHEHUH CO CTOPOHBI CEPJIEYHO-COCYAUCTON CHUCTEMBI (HallpuUMep, apTepHaIbHas
TUINEPTEH3Us, TUIEepIUNHUIEMUs, caXxapHbli nuaber, KypeHHe) IODKHbl HAauMHATH JICUEHUE
aleKI0(eHakoM TOJIBKO IMOCJE B3BELIEHHOTO PEIIeHMs Jieyallero Bpada. PUCKHM cO CTOPOHBI
CEPJEYHO-COCYIUCTOM CHUCTEMBI MOTYT 3aBUCETh OT J103bl M IPOAOKUTEIBHOCTH JIEUEHUS,
MO3TOMY TpenapaT cileayeT Ha3HadaTh B MUHUMaJIbHOU 3()(heKTUBHOM /103€ U HA MaKCUMAaJIbHO
KOPOTKUH neproj BpemeHu. CriefyeT nepruoJuieck KOHTPOJIUPOBATh MOTPEOHOCTh NAI[MEHTA B

CUMIITOMAaTUYCCKOM JICUCHUH U OLICHUBATH OTBET HA TCPAIIHIO.
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HaOJII0/IEHUEM Y TAlIMEHTOB C AHAMHE30M KPOBOU3JIUAHHUS B FOJIOBHOM MO3T.

Bnusnue na ¢hynkyuu neuenu u nouex

[Tpuem HIIBII moxer BbI3BaTh /10303aBUCHUMOE CHUKEHHE OOpa30BaHMs MPOCTArjaHIUHOB U
OCTPYIO ITOYEYHYI0 HEIOCTATOUYHOCTh. Ba)XKHOCTH IpocTariaHAnHOB AJ1s 00eCeyeHHs I0YEYHOI 0
KPOBOTOKA CJIEAYET YYUTHIBATh IPU MpUEME Iperapara y NalueHTOB ¢ HapyIIeHHeM (QYHKIUU
cepaua, IoYeK WM MEYEHM, Y NMAlUEHTOB, MMOIYYaloluX JUYPETUKHU, WIH Y MALUEHTOB I0CIe
XUPYPru4ecKoro BMEIIATENIbCTBA, a TAKKE Y MOXKHIIBIX.

Crnenyer cobmofaTh OCTOPOXKHOCTH IIPU Ha3HAUYCHMM IpenapaTta MalUeHTaM ¢ HapyLIeHUsSMU
(YHKUIMU TEYEHH U TOYEK JIETKOW WIIM YMEPEHHOW CTENEHH TSKECTH, a TAKKEe MalUeHTaM C
JPYTMMU COCTOSIHMSIMM, MPEAPAcoiaralollluMU K 3a/Iep>KKe KMJIKOCTU B OpraHusMe. Y Takux
nanenTos HIIBII moryT mpuBecTH K HapylleHUIO (DYHKIMH MOYEK M K 3aJEPHKKE KHUJIKOCTH.
[TanmenTam, NPUHUMAIOIIUM JUYPETHKH, JINLAM C MOBBIIICHHBIM PUCKOM THIIOBOJIEMUHU TaKkKe
ClielyeT COOJM0JaTh OCTOPOXKHOCTH MpH TpHeMe mpenapara. HeoOxomumo Ha3HavyeHUE
MUHUMAaIbHON 3()()EKTUBHON 103bl U PEryNIApHBIM BpaueOHBI KOHTPOJb 3a (YHKIUEH MOYEK.
Bnusinue npenapaTa Ha GYHKIUIO IOYEK OOBIYHO 0OPATHMO ITOCIIE €0 OTMEHBI.

[Tpuem aneknodeHaka cieayeT NPEeKpaTUTh, €CIIM W3MEHEHMs IoKa3aTeiaed (QyHKIUM MedeHu
COXPaHSIIOTCS WJIHM YXYALIAIOTCSA, DPAa3BUBAIOTCA KIMHUYECKUE NPU3HAKU WM CHMIITOMBI
3a00JIeBaHUN TI€YEHH, JIMOO BO3HUKAIOT APYTrUe MposiBIeHUs (303uHO(UIUSA, chbilb). ['ematut
MOYKET Pa3BUTHCS 0€3 MPOIPOMATIbHBIX CHMITOMOB.

[Tpumenenue HIIBII y nanueHTOB ¢ ne4eHOUHOM NOppUpUeii MOKET CIIPOBOLIMPOBATEH MPUCTYII.
T'unepuyscmeumenbHocmb U KOJHCHbIE PEaKyull

Kak u ngpyrme HIIBII, npemapar MoKeT BBI3BIBATH AJUIEPIrMYECKUE PEAKIUH, BKIOYas
aHa(uIaKTHYeCKue/aHA(PUIaKTOUAHbIE peaKkIK, Ha PAHHUX CPOKax Kypca JedeHMs. TsoKerble
KOXKHbIE peakiH (HEKOTOpPbhIe U3 KOTOPHIX MOTYT MPHUBECTH K JIETAJIBHOMY HUCXOAY), BKIIOUas
9KC(OJIMATUBHBIA JIepMaTUT, cCUHApoM CTuBeHca-/[)KOHCOHA W TOKCHYECKHH SMUIEpPMalIbHBIN
Hekposns, ocne npuema HIIBIT Habmoganucek ouenb penko (cm. paszaen 4.8). CaMblii BRICOKHNA
PHCK BO3HMKHOBEHUS 3THX pEaKIMi y MarueHToB HAaOI0JaeTcsl B Hayasle puemMa rpernapara, a
pa3BUTHE JaHHBIX HEXKENATeNbHBIX peakuuil HaOmrolaeTcs B TEUEHUE MEPBOro Mecsla rnprueMa
npenapata. [Ipy BO3HUKHOBEHUU NEPBBIX NMPU3HAKOB KOXKHOM CBHINHU, MOBPEXKIEHUS CIU3UCTBIX
000JI04eK WM JIIOOBIX APYTUX CHUMITOMOB THMIIEPUYBCTBUTEIBHOCTH CIEIYET HEMEJIEHHO
NPEKpaTUTh IpUEM alleKIo(peHakKa.

B oTenbHBIX cityyasx Mpu BETPSHOM O0CIe MOTYT BOZHUKHYTh MH(EKIINU KOXKH M MATKHX TKaHEH.
B nacrosimee BpeMsi Henb3st uckiouath posib HIIBII B yxyamienun tedeHus 3Tux MHGEKLIUH,

M03TOMY cllelyeT u3lerarh npruema rnpemnapara npu BeTpsIHON ocTie.
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T'emamonocuueckue Hapyuerus

AneknopeHak MOXKET BBI3BIBATh 00paTHMOE yrHETEHHE arperaiuyd TPOMOOIUTOB (CM. paszien
4.5).

Hapywenus co cmopoHbl ObixamenbHou cucmembl

Crnenyer cobmofaTh OCTOPOXKHOCTb IIPU IpUEME Mpernapara y MalUeHTOB ¢ OpOHXHMAIbHOH
acTMOM B aHaMHe3e WM TeKylleW, Tak kak npueM HIIBII moxeTr cnpoBonupoBaTh pa3BUTHE
BHE3aITHOT'O OPOHXOCMHAa3Ma y TaKUX MaIUeHTOB.

Tlayuenmwi nosicunoco eospacma (cmapue 65 1em)

Crnenyer cobaoaTh OCTOPOKHOCTh MPH IIpUEME Ipenapara y MOXKHUIIbIX MMAUEHTOB, TaK KaK y
HUX Yallle BO3HUKAIOT HEeXKeJaTelbHbIe ABICHHs (0COOCHHO KpoBoTeueHue u npodoaenune XKKT)
npu npueme HIIBIL. OcnoxHeHUss MOTyT NPUBECTU K JIETAJbHOMY HMCXOHy. Takyke MOXKUIIble
HAlMEHTHI Yalle CTPaaaoT 3a00JeBaHUAMU MOYEK, IEUEHU UIIH CePJIeYHO-COCYAUCTON CUCTEMBI.
LnumenvHoe npumenenue

Bce mnamuentsl, nonydaromue maimtenbHoe JedeHue HIIBII, momxHBI HaxXoauTbes TOA
TIIATEIbHBIM HaOIIIOJICHHEM (HampuMep, OOIuii aHaTN3 KPOBH, KOHTPOJb (DYHKIIMU NEYCHU U
MOYEK).

BcnomorarenbHbIe BEIECTBA

Hampuu

Jlannslii npenapat coaepkuT MeHee 1 MMoIb (23 Mr) HaTpus Ha OJIHY TaOJIETKY, TO €CTh, 10 CYTH,
HE COJEPKUT HATPHUSL.

Jlaxmosa

JIaHHBIN JEKapCTBEHHBIN MpENnapar COACPKHUT B CBOEM cocCTaBe JIakTo3y. [lanmentram ¢ penko
BCTpEUaroLIeiicsl HaCIeICTBEHHON HENEPEHOCUMOCTBIO TajJaKTO3bl, 1e(ULIUTOM JIaKTa3bl JJonapen
WY TIIIOK030-TaJlaKTO3HOM ManbabcopOLueil He ciieayeT MpUHUMAaTh 3TOT Ipenapart.

4.5. B3amMmopeiicTBHMe ¢ JAPYIrHMH JI€KAPCTBEHHBbIMHM IpenapaTtaMM W [Jpyrue BHIbI
B3aHMO/AeliCTBUA

3a uckiIroYeHreM BapgpapHHa, UCCIe10BaHUH JIEKAPCTBEHHBIX B3aUMOICHCTBUI HE MPOBOIUIOCH.
Aueknodenak metabomusupyercst npu nomoru uzodepmenta CYP2C9 cucremsl muroxpoma
P450, nannble In VItro mokaspIBarOT, YTO alekiIo(eHaK MOXKET OBITh HMHITHOMTOPOM 3TOTO
uzopepmenta. Takum o00pa3oM, BO3MOXKHO (PapMaKOKMHETUYECKOE B3aHUMOJCICTBHE IPHU
OJIHOBPEMEHHOM IpHeMe ¢ (PEHUTOMHOM, LIHUMETUIAMHOM, TOJOyTaMUAOM, (eHUIO0yTa30HOM,
aMHOJAapOHOM, MHUKOHa30JI0M M cyibdadenazonoMm. Kak u ¢ apyrumu HIIBII, cymectByer
(apMaKOKHHETHYECKOE B3aUMOJICHCTBUE C JIEKAPCTBEHHBIMHU IIperapaTaMu, KOTOPbIE BBIBOAATCS
W3 OpPraHu3Ma IyTeM aKTUBHOM MOYEYHOM CEKpElUH, TAKUMH KaK METOTPEKCAT M Ipenaparsl

JINTHU. AIIeKJ'IO(i)eHaK MPAKTUYCCKU IMOJIHOCTBIO CBA3BIBACTCA C aJ'H)6YMI/IHOM Ij1a3sMbl KpOBH,
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npernapaTamMu, CBSI3bIBAIOIIUMUCS C OeTKaMHU.

W3-3a OrpaHMYEHHOT0 KOJHMYECTBA HCCICIOBAaHUN (PapMaKOKHHETUYECKOTO B3aMMOJCHCTBUS
anekiodenaka cienyromas nHhopMalus OCHOBaHA Ha JIAHHBIX MCCIIEI0BAaHUN B3aUMOJICHCTBUS
npyrux HIIBIIL.

KOM6I/IHaI_[I/II/I, OPUMCHCHUA KOTOPBIX CICAYET n30eraTh

Memompekxcam (npumeHnenue 8blCOKUX 003)

HIIBIIT uaruOupyroT KaHaIbIEBYIO CEKPEIMI0 METOTpeKcara; 0ojee TOro, MOKeT HaOIroAaThCs
HEOOJIbIIOE METa0OIMYeCKOEe B3aUMOJICHCTBUE, YTO MPUBOAMT K YMEHBUICHHIO KJIMpEHCa
MeTtoTpekcaTta. [loaToMy npum NpUMEHEHHMH BBICOKMX J03 METOTpeKcara cieqyeT u30erarb
HaszHaueHnus HIIBII.

Ilpenapamul tumus u Ou2OKCUH

Hexotopsie HIIBII uHruOupyroT MmoveyHbId KIMPEHC JTUTHS U JUTOKCHHA, YTO MPHUBOIUT K
YBEIIMYCHUIO KOHIEHTpalMd OOOMX BEIIECTB B CHIBOPOTKE KpoBH. Criemyer wu3berarsb
COBMECTHOI'O IPUMEHEHMs, €CIIM HE MPOBOJUTCS YaCThlii MOHUTOPUHI KOHLEHTPAUUN JIUTUSA U
JUTOKCUHA.

Anmukoazynaumol

HIIBIT uHrnbupyroT arperamuio TpoMOOIIMTOB M MOBPEXKAAIOT CIM3UCTYI0 000m0uky JXKKT. Oto
MOKET IIPUBECTU K YCUJICHUIO ACUCTBUS AHTUKOATYJISIHTOB U YBEJIIMUNUTh PUCK KPOBOTECUEHUS W3
XKKT y nanmenTtos. CrnenyeT n3deratb COBMECTHOI'O IPUMEHEHUS alleKIo(peHaKka u MepopaibHbIX
AQHTHUKOATYJITHTOB KYMapuHOBOM IPYIIIbI, TUKJIOMUANHA U TPOMOOIUTUKOB, €CJIN HE IPOBOAUTCS
TIATENbHBI MOHUTOPUHI COCTOSIHUS NTAIIUEHTA.

Aumuazpecanmmuvie cpeocmea u cerekmugHbvle UH2UOUMOPbl 0OPAMHO20 3aX8aMda CepOMOHUNA
(CHO3C)

ITpu onnoBpemenHoM npumMeHenuu ¢ HIIBII moryt yBennuuBate puck kpoBoteueHus us JKKT
(cMm. pasnen 4.4).

Cnenvronme kKoMOMHAIMK TPeOVIOT Toa00pa 10361 ¥ IIPUMEHEHHS C OCTOPOKHOCTHIO:

Memompexcam

Crnenyetr umeTs B BUay Bo3MmoxHoe B3aumoserictsue HIIBIT u metoTpekcara, naxe npu HU3KOH
JI03¢ METOTpeKcaTa, OCOOCHHO y MAIMEHTOB C HapylmIeHWsAMU (QYHKIHH Mo4yek. B cioydae
OJTHOBPEMEHHOTO TIPUMEHEHHS CIIeAyeT KOHTPOIUPOBATh MOKazaTenu GyHKIuu moyek. Ciaemxyer
co0mroaaTh 0cTOpokHOCTh, eciu HIIBIT u MeToTpekcar mpuHUMAINCh B Te€YCHHE 24 4acoB, TaKk
KaK KOHUEHTpALMs METOTpEKCATa MOXKET BO3PACTH, YTO YBEIUUYUT €r0 TOKCHYHOCTD.
Luxnocnopun, maxpoaumyc

ITpu ognoBpemenHom npueme HIIBII ¢ mukiocnopnHOM WM TAaKpOJIMMYCOM CIEAYET yUUTHIBATh
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IpocTauykianHa. [103ToMy IIpy OHOBPEMEHHOM IIPHUEME CIIEAYET TILATEIBHO KOHTPOJIHUPOBATH
nokazareiau (pyHKIHH OYeK.

Jlpyeue HIIBII

[Ipy ogHOBpEMEHHOM MpHEME aleTWICATUIWIOBON KuciaoTel win Jpyrux HIIBIT moxer
YBEIMYUTHCS YACTOTa BOZHUKHOBEHHUSI HEXKEIATENbHBIX SBJICHUH, TOITOMY CIEIyeT COOM0aTh
OCTOPOKHOCTb.

I'nrokoxopmuxocmepouovl

Bo3pacraet puck BO3HUKHOBEHUsI s13BbI Wiin KpoBoTeuenus u3 KKT (cm. pasaen 4.4).
Jluypemuxu

Auexnogenak, kak u apyrue HIIBII, MoxxeT ”HruOMpOBaTh AKTUBHOCTD TUYPETUKOB, YMEHBIIIATh
nuypetndeckuii 3pdext dpypocemuna u OymeTaHuAa, a TaKKe aHTUTUIEPTEH3UBHBIN 3P ekt
THazu10B. OJHOBpEMEHHBIN MpPUEM C KaluiicOeperaoummMi TUypeTHKaMU MOKET HMPUBECTU K
YBEJIIMUEHUIO COJIEP)KAHUS Kallus; CJIEA0BaTENIbHO, HEOOXOAUMO PETYISIPHO KOHTPOJIUPOBATH
COJIEpKaHUE KU B CBIBOPOTKE KPOBH.

AueknopeHak He BIMUI Ha KOHTPOJb AapTEpPUaTbHOTO JaBIEHUS NPU OJHOBPEMEHHOM
OpUMEeHEeHUu ¢ OeHApodya3uaoM, XOTs HENb3s HCKIIOYHTh B3aUMOJACWUCTBUA C APYTUMHU
JTUYPETUKAMHU.

T'unomen3susHnvie npenapamol

HIIBII mMoryT Takxe yMeHbIIaTh 3P PEKT TUIMOTEH3UBHBIX MpemnapaToB. OTHOBPEMEHHBIH MPUEM
uHrn6uropoB AII® unu antaronucToB peuentopoB anrnorensuxa |l u HIIBIT moxet npusectu
K HapymieHuio (QyHKIHH Mo4yeK. PUCK BO3HUKHOBEHHS OCTPOM MOYEHYHOW HETOCTATOYHOCTH,
KOTOpasi 0OBIYHO HOCUT OOpaTHUMBIA XapaKTep, MOXET BO3pacTaTh y HEKOTOPHIX MAllUEHTOB C
HapylmIeHUsMH (QYHKIMU TI0YeK, HampuMep, y MOXKWIBIX HIM O00€3BOKEHHBIX MAIMEeHTOB.
[Toaromy mpu onnoBpemenHom mnpumenenun ¢ HIIBII crnenyer cobmiomaTh OCTOPOKHOCT,
OCOOEHHO y MOXWJIBIX MallMEeHTOB. [laleHThl NOMKHBI NOTPEOIATh HEOOXOAUMOE KOJIHUUECTBO
KUJKOCTU U HAXOJUTHCS MOJI COOTBETCTBYIOIIMM HaOIIOJ€HUEM (KOHTPOJb (DYHKIMHU MOYEK B
Hay4ajie COBMECTHOT'O PUMEHEHUS U IEPUOJUUECKH B XOJI€ JICUEHHUS).

T'unoenuxemuueckue cpedcmea

Knununueckue nccienoBaHus MOKa3bIBalOT, YTO TUKIOPEHAK MOXKET MPUMEHSTHCSI COBMECTHO C
NepOpabHBIMU THUIOTIMKEMHUYECKUMU CpeJICcTBaMu 0€3 BIMAHHUS Ha UX KIWHUYECKYIO
3ppekTUBHOCTb. ONHAKO UMEIOTCS OTAENbHbIE COOOLIEHHS O TUIOINIMKEMUYECKUX U
runeprimkeMuyeckux s pexrax. Takum oOpa3oM, mpu nprueMe anekaodeHaxa cieayeT IpoBeCcTr
KOPPEKLHIO /103 TPENapaToB, KOTOPbIE MOTYT BBI3bIBATH THITOTJINKEMUIO.

3udosyoun
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TOKCHYHOCTH. VIMeIoTCst JaHHbIe 00 YBEIMYEHUH PHCKAa BOSHUKHOBEHHUSI TEMapTPO30B M TEMaTOM
y BUY-TI03UTHBHBIX MAIIMEHTOB ¢ TeMO(HITNEH, MOTyJaroIuX 3UA0BYANH U HOYIpOodeH.

4.6. DepTHIBLHOCTD, 0€PEMEHHOCTb U JIAKTALMS

bepeMeHHOCTB

JlaHHbIE 0 TPUMEHEHHH alleKJIopeHaKka mpu 6EpeMEeHHOCTH OTCYTCTBYIOT.

YTHeTeHHEe CHUHTEe3a MPOCTArVIAHAMHOB MOXET HEONaronpuaTHO BIMATH HA TEUYCHHE
OEpEeMEHHOCTH HU/WJIA Pa3BUTHE 3MOPHOHA/TIIOA.

JlaHHBIE 3MMAEMHOJOTHYECKUX HCCIEIOBAaHUN YKa3blBaIOT HA YBEIMYEHHE PUCKA BBIKHJIBIIIA,
pa3BUTUs MOpPOKAa CepAla U TracTpolllM3uca IpU TNPUMEHEHUHM HUHIHOUTOPOB CHUHTE3a
MpocTarjaHAnHa Ha paHHHUX dTanax 0epeMeHHOCTU. AOCOTIOTHBIN PUCK PAa3BUTHS TIOPOKA Cep/Iiia
Bo3pacrtaer ¢ meHee 1 % o mpubnusutensHo 1,5 %. Puck yBenuuuBaercs ¢ yBeIMUEHUEM J03bI
Y IIPOJIOJKUTEIbHOCTH JICUEHUSI.

Y KUBOTHBIX TIpUEM HMHTUOUTOPOB CHHTE3a MpOCTArJIaHJMHA TPUBOAUT K IIpe- U
MOCTUMILJIAHTALIMOHHOW rnOeNnu 1m10/1a ¥ SMOpuo-peTaibHON cMepTHOCTH. Takke yBeInunBaercs
KOJIMYECTBO CIIYYaeB Pa3JIMUHbIX OPOKOB, BKIFOUAsl OPOK CEPALA, Y KUBOTHBIX, MOTYUYAOIINUX
MHTHOUTOPHI CHHTE3a IPOCTArjaH/InHa B IEPUO OpraHoreHesa.

B Teuenme Tperbero Ttpumectpa OEpeMEHHOCTH BCE WHTHOUTOpPHI CHHTE3a MPOCTArjaHIuHOB
MOTYT:

- IPOSIBJISITH CEP/IEYHO-JIETOUHYI0 TOKCHYHOCTh B OTHOIIEHUM IUI0/a (IpEeXkIeBpEeMEHHOe
3aKpBITUE APTEPUATLHOTO MTPOTOKA C Pa3BUTUEM JIETOUHOM TMIIEPTEH3UN);

— BbI3bIBaTh HapylIeHHWE (QYHKIUHM MOYEK IUI0Ja, KOTOPOE MOXKET MpOrpeccUpoBaTh 10
MOYEYHON HEAOCTATOYHOCTH B COYETAHUH C MHOTOBOJHUEM.

V JKeHIMH B KOHIIE 0€peMEHHOCTH U HOBOPOKIECHHBIX OHU MOTYT:

- BJIUATh Ha TMPOJOJDKUTENLHOCTh KPOBOTEUEHHS H3-3a aHTHArperaHTHoro sddexra,
KOTOPBIM MOKET PA3BUTHCS 1aXKe M0CIIE IPUMEHEHHS OYEHb HU3KUX J103;

- MOJIaBIISATh COKPALICHUS] MAaTKH, IPUBOJIS K 3aJI€P’KKE POJIOB MIIU K 3aTSKHBIM POJaM.
Take npu npumenenuun HIIBIT xenmmnamu c 20-oif Hemenn OGEpeMEHHOCTH BO3MOXKHO
pa3BUTHE MaJIOBOJUS /WM MATOJOTHHU IOYEK Yy HOBOPOXKJIEHHBIX (HEOHATalbHas MOYeuHas
TUCHYHKITHSA).

AnexnodeHak npoTHBoNoKa3aH npu OepeMeHHoCTH (cM. paszen 4.3).

JlakTanus

HeoOxoaumo nmpekpaTtuTh rpyJHOE BCKapMIIMBAHHUE WM MPEKPATUTH/BO3/IEPKATHCS OT Tepanuu
anekIo(eHakoM, MpUHUMasi BO BHUMaHKe MPEUMYIEeCTBa IPYAHOI0 BCKapMJIIMBaHuUs s peOeHKa

W/WIA TIOJIB3bI TCparu Jis1 MaTCpH. I[aHHBIC 0 NPOHHUKHOBCHHUU aL[eKJ]O(bCHaKa B TpyAHOC
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14C-anexnodenaka 3aMeTHOro nepeHoca paaHoaKTUBHOCTH B MOJIOKO HE HAOIIOATI0CE.
AnekioeHak MpOTUBOMIOKA3aH B MIEPHOJ IPYIHOT0 BecKapMmiinBaHus (cM. pazaer 4.3).

4.7. BansiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMU CPeACTBAMH M PadoTaTh C
MeXaHU3MaMHu

Crnemyet BO3JEpKaThCsl OT YIPaABICHUS TPAHCTIOPTHBIMH CPEICTBAMH U PaObOTHI C MEXaHU3MaMU
MIPY BOSHUKHOBEHHH CITA0OCTH, TOJIOBOKPYKCHHSI, BEPTUTO WU APYTUX HAPYIIECHUIH CO CTOPOHBI
[IEHTpaJIbHONU HEpBHOM cucteMbl Ha Gone npuema HIIBII.

4.8. HexkennaTesibHbIE peakunu

Pesrome npoduiist 6e3onacHocT

HaubGonee wacro naOmromarorcst ocioxHeHuss co ctopoHbl JKKT. Moryr BO3HUKHYTH s3Ba
xKenyjaka, npodoaenue wim kpooteueHue u3 JXKKT, nHorma mpuBoasIIKe K JIETAILHOMY UCXOY,
0COOCHHO Y OKWJIBIX ManueHToB (cM. pasaen 4.4). [Ipu npueme HIIBIT Habmroganuce TomHoTa,
pBOTa, 1uapesi, B3AyTHE KUIIEYHUKA, 310D, IUCIIENCHUs, 00JIb B )KUBOTE, MEJIEHA, KpOBaBasi pBOTA,
SI3BEHHBI CTOMATHUT, 000cTpeHue KonuTa u 6osie3Hb Kpona (cMm. pazzaen 4.4). Pexe nabmtonaercs
racTpur.

B cBsa3u ¢ mpuemom HIIBII coobmanock 0 pa3BUTHHM HEXKENATEIbHBIX PEAKIMH CO CTOPOHBI
CEpJICYHO-COCY/IUCTOM  CHCTEMBI: OTEK, apTepuajbHas THUIEPTEH3Us U  CcepAcyHas
HEJ0CTaTOYHOCTb.

AneknodeHak MmeTabonu3upyercs 10 AMKIoheHaka u 001aJaeT ¢ HUM CTPYKTYPHBIM CPOJCTBOM.
Kak cBugerenbcTByeT OONBIIOE KOMUYECTBO KIMHMYECKUX U SMUJIEMHOJIOTHYECKHX JaHHBIX,
TUKIO(EHAK MOXKET MOBHIIIATh PUCK apTepHUATIbHBIX TPOMOO030B (Hanpumep, nHpapKTa MHOKapaa
WJIM UHCYJIbTA, 0COOCHHO MPU MPUMEHEHHUH B BBICOKHX J103aX WUJIU MPH JUTUTEIILHOM IPUMEHEHHH ).
ONUAEeMHOJIOTUYECKUE JaHHbIE TAK)KE YKA3bIBAIOT HAa YBEJIMYEHUE PHUCKA Pa3BUTHUS OCTPOIO
KOPOHAPHOTO CHHApPOMa U HH(apKTa MUOKap/Ia, CBI3aHHBIX C IPUMEHEHHEM areknodeHaka (cm.
paznenst 4.3 u 4.4).

PesroMme HexxenaTeabHbBIX PEAKIINT

HexxenarenbHble peakiy MPEACTaBIEHbl B COOTBETCTBUU C MOPaKEHHEM OpPraHOB U CHCTEM
OpraHoB B TIOCJIEJOBAaTEIbHOCTH MEAMIIMHCKOTO CJIOBaps JUIsi HOPMAaTHBHO-TIPaBOBOM
nestenpHocT  (MedDRA). Yactora BO3HMKHOBEHHUS OMNpeAeisjiach B COOTBETCTBHU CO
CJIEMYIOIIMMH KaTeropusMu: odeHb yacto (>1/10), gvacto (>1/100, Ho <1/10), mHeuacto (>1/1000,
HO <1/100), peaxo (>1/10000, vo <1/1000), ouens penko (<1/10000), vacroTa HeusBecTHa (Ha
OCHOBAHMHU UMEIOIUXCS TAHHBIX OLIEHUTh HEBO3MOXKHO).

Hapywenus co cmoponbvl Kpogu u tumg@amuyecKkol cucmemsl. peIKO — aHEMUS; O9€Hb PEIIKO —

yraereHue (yHKIUU KOCTHOIO MO3Tra, TPaHyJOLUTONEHHs, TPOMOOIUTONEHUS, HEHTPONEeHMUs,
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3KCTMEPTHOMY OTYETY

Hapywenus co cmoponsl umMmMyHHOU cucmembl’ PeKO — aHAPUIAKTUIECKUE PEaKINH, BKIIOYAs
10K, TUIIEPYYBCTBUTEIBHOCTD.

Hapywenus memabonuzma u numanus: 04eHb PEIKO — TUIIEPKaTHEMHUSL.

Tcuxuyeckue napywienus’ 04eHb PEIKO — ACTIPECCHs], HEOOBIYHbIE CHOBUICHUS, OECCOHHUIIA.
Hapywenus co cmopomnvi nepeHoli cucmembvl. 4YaCTO — TOJOBOKPYKEHHUE; OUEHb PEIKO —
napecTe3usi, TPEMOp, COHIIMBOCTH, FOJIOBHAsI O0JIb, TUCTEB3Hs (M3BpAIlCHHE BKYCa).

Hapywenus co cmoponwl opeana 3penus:. peako — HApyIICHUE 3PEHUSI.

Hapywenus co cmoponwl opeana ciyxa u 1abupunma’ O4€Hb PEIKO — BEPTHUTO, IIIYM B yIIIax.
Hapywenus co cmoponvl cepoya. peaxo — cepledHas HEJOCTaTOYHOCTb, OYEHb PENKO —
OIIIYIICHUE CEPILICONEHHUS.

Hapywenus co cmoponst cocy0os: peaKo — MOBBILICHUE apTePUATBHOTO JIaBICHUS, YXYALICHUE
TEUEHUs apTePUATbHON TMIIEPTEH3UU; OUYEHb PEJIKO — IOKPACHEHUE KOKHU, «IIPUIUBBD), BACKYIIHT.
Hapywenus co cmopoHvl ObixamenbHOU CUCmeMbl, 0Op2aHo8 2pYOHOU KIemKU U cpedoCmeHus:
PEIKO — OJbIIIKA (3aTPYAHEHUE ABIXaHUs); OUCHb PEIKO — OPOHXOCIA3M.

Kenyoouno-kuuieunvie HapyuwieHus. 49acTo — TUCHENCHs, 00Jb B XKMBOTE, TOIIHOTA, JAUAPES;
HEYaCTO — METEOPHU3M, FaCTPUT, 3a1op, pPBOTA, U3BA3BICHUE CIU3UCTON 00OIOUKH MOJIOCTU PTa;
peako — MeneHa, u3baA3BieHHe causuctod odbonouku JKKT, remopparuueckas auapes,
remopparuu ciauzuctor obonouku JKKT; oueHb peako — CTOMAaTHT, PBOTa KPOBBIO, TPOOOICHHE
KUIIIEYHHKA, YXYALIeHNe TeueHus 0one3Hn KpoHa u s3BeHHOT0 KOJIUTA, TAaHKPEATHUT.
Hapywenus co cmopoHul neuenu u sHcenyesvl800auux nymelti. 4aCTo — MOBBIIIEHHE aKTUBHOCTH
«TIEYEHOYHBIX» ()EPMEHTOB; OUEHb PEIKO — TMOBPEXKJEHUE TMe4YeHW (BKJIoYash TIenaTHT),
MOBBIIICHHE aKTUBHOCTH IIeNTOYHON (pocdarassl.

Hapywenus co cmoponsl Kodcu u NOOKOJNCHbIX MKAHel: HE4acTO — 3y, ChIllb, JAEPMaTHT,
KpPanmuBHUIIA; PEIKO — AaHTHOHEBPOTUYECKUH OTEK; OYEHb PEAKO — OYyJNIe3HbIE peaKINU, BKIIIOYast
cunapom CtuBeHca-J[)KOHCOHA U TOKCUYECKUN ATTUIEPMAIBHBIA HEKPOJIN3; MypITypa, dK3eMa.
Hapywenus co cmoponsl nouex u Mo4egbl00sauux nymeti: HE4acTO — MOBBILIEHHE KOHIIEHTPAIUH
MOYEBHUHBI U KpEaTHHUHA B CHIBOPOTKE KPOBHU; OYECHb PEIKO — HEPPOTHUUECKHM CHHIPOM,
MOYEYHAsI HEJOCTaTOUYHOCTb.

Obwue Hapywienus u peakyuu 8 mecme 66edeHUs. OYeHb PEIKO — OTEK, MOBBIIIECHHAs
YTOMJIIEMOCTD, CIIa3Mbl MBI HUKHIUX KOHEUHOCTEH.

Jlabopamopnvle u uncmpymenmanbHule OaHHble: OYEHb PEIKO — YBEIMUSHNUE MACCHI Tela.

Onucanye OTACIbHEIX HeXKENIaTSAbHBIX PeaKIIUN

Hpyrue knacc-cnieuuduunsie r3¢ppextsr HIIBIT:

Hapywenus co cmoponst nouex u mMouegbl8o0saujux nymei. O4€Hb PEIKO — MHTEPCTUINAIBHBIH

11
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He(pHT.

Hapywenusa co cmopomnsi Kodcu 1 NOOKOJNCHbIX mKauel: B OTACTBHBIX CIydasX HaOJI0JAINCh
cepbe3HbIe KOXKHBbIE MHpEKIUN U MHpeKnun Markux tkaHeil nmpu npueme HIIBIT Bo Bpems
3a00JIeBaHUs BETPSAHOM ocmoit (cM. pasnensl 4.4 u 4.5).

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno coo0miaTh 0 mo/103peBaeMbIX HEKENATEIbHBIX PEAKIUAX MOCIE PErUCTPALIMH MperapaTa C
[ENbI0  O0CCIeUeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOT'O Mpernapara. MeIuIuHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOLIaTh O JHOOBIX
M0JI03PEBAEMbIX HEXKENAaTeIbHBIX PEaKLUAX JIEKApCTBEHHOrO IMpernapara uepe3 HallMOHaJbHbIe
CUCTEMBI COOOINEHUs O HEXKEIATeNbHBIX PEaKIUsIX TOCYAapCTB — UICHOB EBpasmiickoro
HKOHOMHUYECKOTO COI03a.

Poccuiickas ®@eoepayus

109012, r. Mocksa, CnaBsiHCcKas iomans, 1. 4, crp. 1

OenepanbHas cinyx0a o Haa30py B cdepe 3npaBooxpanenus (PocsnpaBHanzop)

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

WuTepuer-caiit: https://roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CuMIITOMBI

JlaHHbIE O TIepe103upOBKe allekiodeHaKa y 4eloBeKa OTCYTCTBYIOT.

Bo3MokHBIE CHMOTOMBI: TOIIHOTA, pPBOTa, OONb B 00JacTH JKETyJKa, TOJOBOKPYKEHHE,
COHJIMBOCTb, TOJIOBHASI 00JIb.

Jleuenue

AHTanuApl, TOJACpPKHUBAIONIAs M CHMITOMATHYeCKas Tepamus OCIOKHEHUHM, TaKuX Kak
apTepualibHas THUIOTEH3Ws, MOYeyHas HeJOCTaTOYHOCTh, cynoporu, pasapaxkenue XKKT,
yrHEeTEHUE JbhIXaHus. JledeHWe OCTpOro OTpaBJICHHWS — B KpaTdalIine CPOKH TPOMBIBAHHE
KeNyjIKa, Ha3HAYeHUE aKTHBUPOBAHHOTO YIJIS B IMOBTOPHBIX J03aXx. DOpCUPOBAHHBIN TUYpe3,
remoriepy3us U TeMOAUATN3 HEIOCTaTOYHO d(h(PEKTHBHBI M3-32 BBICOKOM CTETICHH CBS3BIBAHUS

HIIBII ¢ GenkaMu KpOBU M UX aKTHUBHOTO MeTaboJIM3Ma.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

®apMakoTEpaneBTUUECKAs] TPYIIA: [POTUBOBOCHAIUTEIBHBIE W  IPOTHUBOPEBMATHYECKUE
npemnaparbl; HECCTCPOHUIHBIC IMPOTHUBOBOCHAINUTCIBHBIC W MPOTHUBOPEBMATHYCCKUC IIPCIIapaThl;

IMPON3BOJAHBIC yKCYCHOI\/’I KHCJIOTBI U pOACTBCHHBIC COCITMHCHUA.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 06.12.2024 Nz 27030
Kox ATX: MO1AB16. (NOCNEAQCBATENEHOCTE 0003)

Mexanuszm geiicTBus

AnekiiopeHaK — HECTEPOUIHOEC COSAMHEHHUE C MPOTHBOBOCIAIUTEIBHBIM M aHAIBIC€THYECKUM
nercTBrueM. MexaHu3M €ro JICHMCTBUS OCHOBaH HAa HHTMOWPOBAaHUHU CUHTE3a MPOCTArjaHIuHa.
5.2. DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopouus

[Tocne mpuema BHYTpb ariekiao(eHak ObICTPO BCACHIBACTCS, OMOOCTYITHOCTh COCTABIISICT TIOUTH
100 %. MakcumanibHasi KOHIIGHTpAIMs B TuIa3Me KpOBH JocTuraetcs depes 1,25-3 gaca mocie
npuema. OTHOBPEMEHHBIN MTPUEM TTHUIIN 3aMeJISIET BCAChIBAHUE, HO HE BIIMSICT HA €T0 CTETICHb.

Pacnopenenenne

AneksioeHaK B BBICOKOH CTETICHH CBSI3BIBACTCS ¢ Oenkamu 1uia3mbl (>99,7 %). AnexiodeHak
MPOHUKAET B CHHOBUAIBHYIO JKUIKOCTb, TJ€ €ro KOHIeHTpaius pocturaer 60 % ot ero
KOHIIEHTpaluu B mazme. O0beM pacnpenencHus coctaiseT 30 .

Buorpancdhopmariusa

Cuuraercs, 4to anekiopeHak Meradbonmsupyercs wuszopepmenrom CYP2C9. OcHoBHOU
metabomutr — 4-OH-anexiodeHak, BeposTHO, O00JaAAOMIMKA MHUHUMAIBHBIM KIMHUYECKU
3HaYUMBIM JielicTBUEM. bbutn oOHapyXeHbI pa3iudHble MeTaOONUTHI (BKIIOYas AUKIO(eHak u
4-OH-nuknodenax).

DJIMMUHAIIHS

Cpennunii mepuoa monyBbiBeneHUs (t12) cocraBnser 4—4,3 vaca. Knmpenc cocraBnsger 5 /4.
[Tpubnu3utenbHo 2/3 NpPUHATOW 03B BBIBOJUTCS TMOYKAMH, B OCHOBHOM B BHIE
KOHBIOTUPOBAHHBIX THAPOKCUMETA00IHUTOB. Tosibko 1 % 10361 1OCHE TpueMa BHYTPh BBIBOJIUTCS
B HEU3MEHEHHOM BHUJIE.

IloyeuyHas HEAOCTATOYHOCTh

VY manueHToB ¢ HapylmIeHUSMU (YHKIIMU TOYEK JIETKOM WM YMEPEHHOW CTENEHU THKECTH He
HaOJIIOAIOCh KJIMHUYECKH 3HAYMMBIX Pa3inuuii B (hapMaKOKHHETHYECKUX TMOKA3aTeNsIX TMOCIe
OJIHOKPaTHOT'O IIpHEMa MO0 CPABHEHMIO CO 3JI0POBBIMU JJOOPOBOJIBIIAMH.

[IeueHOYHAs HEAOCTATOYHOCTD

[Tocne 0HOKPATHOTO MPUMEHEHUS Tperapara y MalleHTOB ¢ TMOHWKEHHON (DYHKIUEH MmeueHn
YMEPEHHOW CTENEHU TsHKECTH HaOII0anoch Oojee MEUICHHOE BBIBeACHHE arekiodenaka. B
WCCIICIOBAaHMM MHOTOKPATHBIX 103 mpu mpueme 100 mr arekinodeHaka onuH pa3 B JIeHb HE
HAOI0IAOCH Pa3uuuil B (hapMaKOKMHETHYECKHUX MapaMeTpax YUacTHUKOB C IUPPO30OM IEUEHHU
JIETKOW WJIM YMEPEHHOU CTENEHH TSHKECTH U 3JI0POBBIX JOOPOBOJIBIIEB.

JInia moKujioro Bo3pacra

q)apMaKOKI/IHeTI/IKa aIIeKJ'IO(i)eHaKa Y NOXUJIBIX MMAOUCHTOB HE U3MCHSCTCH.
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COOTBETCTBYET 3KCMEPTHOMY OTYETY

ot 06.12.2024 N= 27030

(MOCNEQOBATENEHOCTE 0003)

6. PAPMAIIEBTHYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

S npo TabieTKu

Kanbuus creapar

Tanpk

Kpemuust nuokcua KoJIOUIHbIN (a3pOCcuit)
[emtrono3a mukpokpuctanyeckas (tur 102)
Kpockapmemnnosa HaTpus (mpuMesio3a)
JlakT03BI MOHOTHIPAT (Caxap MOJIOYHBII)

[TneHouyHas 000JI0YKa TAOJIETKH

Ilnenounoe mokpeitie (Omampait 03F180011 Genblii), conepikaliiee THIPOMENIO3Yy, THTAHA
JUOKCHJI, Makporoj WM TUIPOMENIo3a (OKCUIPONMWIMETUILEIUI0I03a), TUTAaHA JUOKCHUJ,
Makporoi 6000 (mosmatunenrimkosb 6000, moaudTriieHokcua 6000)

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 roga.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHCHUHU

B 3ammiieHHOM OT cBeTa MecTe Ipu Temmneparype He Bbie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

10, 20 TabneTOK B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY U3 IJICHKU MOJIMBUHWIXJIOPUIHON U (HOIBIU
AJIOMUHHUEBOM NI€YaTHOM JTAaKUPOBAHHOM.

10, 20, 30, 40, 50, 60, 70, 80, 90, 100, 120, 140, 160, 180, 200 Tab1eTok B 6aHKY TOTUMEPHYIO U3
MTOJIMITPONIMJIEHA VI ITOJIMATUIIEHA, YKYIIOPEHHYIO HATATMBAa€MOM MJIM HABUHYMBAEMOU KPBIILIKON
MOJIMMEPHOMN IS JIEKAPCTBEHHBIX CPEACTB U3 MOJUIPOIUIICHA WUIIH TOJIMATUIICHA C KOHTPOJIEM
MEPBOTO BCKPBITHSI UM 06€3 KOHTPOJIS, C YILTOTHSIFOIIMM 3JIEMEHTOM WK 06€3 Hero.
JIONOMHUTENBHO JIONMYCKAETCs HCIOJb30BaTh BATy MEAMIIMHCKYIO TUTPOCKOMUYECKYI0 WU
aMOpTHU3aTOpP.

Ha Ganky HakJI€MBaIOT YTHKETKY CaMOKJIESTITYIOCS.

Kaxnayto Oanky, 1, 2, 3,4, 5,6, 7, 8,9, 10 KOHTYpHBIX STUEHKOBBIX YITAaKOBOK C MHCTPYKIIUEH 1O
MPUMEHEHHUIO MIOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. Oco0ble Mepbl NPEIOCTOPONKHOCTH TNPH YHUUYTOKEHHH MCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WJIM OTX0JI0B, TMOJYYEHHBIX TOCJe NpPUMeHEeHus!

JIEKAPCTBEHHOI0 Npenapara, i Ipyrue MaHUNYyJIsSIUH ¢ IPenapaToM
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 06.12.2024 N2 27030

(NOCNEQCBATENEHOCTE 0003)

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanus
OO0I11eCTBO ¢ OTpaHUYEHHON OTBETCTBEHHOCTHIO «Bentpaiimy (OO0 «Bentpaiiny)

115172, r. Mocksa, yn. Haponnas, 1. 14, ctp. 3, o1. 3, nom. |, kom. 3

7.1. llpencraBuTeib AepKaTesisi PerucTPAIIMOHHOTO YA0CTOBEPEHUSA

[Iperen3zun HOTDC6HTCHCﬁ HaIIpaBJIATH I10 aAPECY.

Poccniickas @enepanus

OO011ecTBO ¢ OTPaHUYCHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)
640008, Kypranckas o61., r. Kypran, npocnekt Konctutyuuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

e-mail: fsk@velpharm.ru

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. IATA NEPBUYHOMN PETMCTPAIIMM (IIOATBEPXIEHUSI PETUCTPAILINU,
INEPEPETUCTPALIMN)

JlaTa nepBo perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmast xapakrepuctuka JekapctBeHHoro mpemnapata ALIEKJIO®EHAK noctynHa Ha

I/IH(l)OpMaI_II/IOHHOM nopraje EBpaSHﬁCKOFO O9KOHOMHYCCKOIo COr3a B HH(bOpMaHHOHHO'

KOMMYHUKAIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org.
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