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PE ATA

CNEOOBAT
OBILIAA XAPAKTEPUCTHKA JIE ZAPCTBEHL(}F O HPEHAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

ADPIEK, 100 mr, TabneTku, MOKPHITHIC IIICHOYHONH 000JI0YKOMA

2. KAUECTBEHHBII Y KOJIMUECTBEHHBII COCTAB

JleiicTByIOIIEE BEIIECTBO: aneKIo(eHax.
Kaxknas Tabierka, mokpbITas miIeHOUYHOH o0omoukon, coaepkut 100 Mr anexnodenaka.

BemecTBa, Hamu4ne KOTOPBIX HAIO YYHTHIBATH B COCTaBE JIGKAPCTBEHHOTO Mpernapara: HaTpHid
(cm. paznen 4.4).

[TonHbIi IepeyeHb BCIOMOTATEeNbHBIX BEIIECTB PUBEACH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE IIEHOYHON 000I0UYKOM.

Kpyrible ABOSKOBBITYKIIbIE TaOJETKH, MOKPHITHIE IJICHOYHOM OOOJOYKOM Oenoro IBera; Ha
MIOTNIEPEYHOM Pa3pe3e PO OT OEJIOro 10 NOUYTH OEnoro 1BETA.

4. KIMHUYECKUE JAHHBIE

4.1. IlokazaHuA K IPUMEHEHHIO

ADPIEK noka3aH K IpUMEHEHHUIO y B3pOCIIbIX NAllMEHTOB B Bo3pacTe oT 18 Jer.

* llpu ocreoapTpute, peBMaTOUJHOM APTPUTE, AHKWIOZHUPYIOLIEM CIOHIUJIOAPTPUTE U IPYrHX
3a00JIeBaHUSAX OIOPHO-/IBUraTEeIbHOIO —ammapara, CONpPOBOXKJAKOLUXCS O00Jibl0  (Hampumep,
IUIeYeNIONaTOYHbIN epHapTpuT);

* Jlnsg ycrpaHeHuss 00JIM Pa3IMYHOM ATHOJOTHMU (B TOM 4YHCIE, MOSCHUYHAsA, 3yOHast 0OJb U
MepBUYHAs JUCMEHOPEs]).

4.2. Pe:kxuM 103UPOBaHMS M CIIOCO0 MPUMeEHeHUst

Pexxum 1031MpoBaHus

PexomengoBannas no3a cocrapisier 1 tabmetka 100 mr 2 pasza B cytku (1 yrpom u 1 Beuepom).
MaxkcuManbHast pekoMeH10BaHHas 1032 — 200 Mr B CyTKH.

Oco0BbIe TPYITIEI MAIMEHTOB

ﬂuua NnOJ2HCUNI020 80o3pacma

Kak npaBuiio, He0OXOJMMOCTb YMEHBILIEHHSI J03bl OTCYTCTBYET, OAHAKO CIELYET COOII0IaTh MEPHI
IIPEIOCTOPOKHOCTH, YKa3aHHbIE B pa3zaene 4.4.

Hauueﬁmbz C NOYEeYHOU HedOCMAamo4HOCHbIO

Her nanHBIX 0 HEOOXOIUMOCTH B YMEHBIIIEHUU JI03bI allekiodeHaKa y MalMeHTOB ¢ HapylIeHuEeM
(GyHKIIMM TIOYEK JIETKOW CTENEeHW TsOKEeCTH, HO mpu mpuMmeHeHuHu mnpenapara ADPILIEK crnemyer
COOTFOATh OCTOPOXKHOCTH (cM. pazzaen 4.4.).
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Hauuenmbz C NeYyeHOYHOoU HedOCMAamo4HOCbIO

Jlo3y anekinogeHaka ciaeyeT yMEHbIIUTh Yy MAMeHTOB ¢ TeYCHOYHOH HEeAOCTATOUHOCTHIO JIETKOU
WM YMEPEHHOM CTENEHU TshKECTH. PexoMenayemas HadaibHas j103a coctaisieT 100 mr B 1eHb (cM.
paznen 4.4.).

Leru

[Tpumenenne npenapata ADPLIEK y nerelt u moapocTkoB a0 18 yeT mpoTHBOMOKa3aHO H3-3a
OTCYTCTBHSI TaHHBIX 00 3(HEKTUBHOCTH U OE30TIACHOCTH.

Cooco0 nmpuMeHeHUsT

Buytps. Tabnerku ciemyer mporiaTelBaTh LEIMKOM, 3alIUBasi JOCTATOYHBIM KOJUYECTBOM BOJIbI.
[Ipenapat ADPLIEK M0>kHO nprHHUMAaTh C MUIIEH.

4.3. IIpoTuBONMOKA3aHUS
* ['umep4yBCTBHTENBHOCTh K aleKIOPEHaKy WIM K JI00OMY M3 BCIIOMOTATENIBHBIX BEIIECTB,

MEepPEUYNCIICHHBIX B pazzene 6.1.

* bpoHxocna3m, KpanuBHHIIA, PUHUT IOCIE MPUEMa alleTHIICATUIIMIOBOM KUCIOTHI WK JIPYIHX
HECTePOMIHBIX MPOTUBOBOCTANUTENbHBIX TTpenapaTtoB (HIIBIIT) B anamHe3e (MOTHBIHM WM HEMTOJIHBIH
CHUH/IPOM HENIEPEHOCUMOCTHU alleTHIICATUIIMIIOBOM KUCIOTHl — PUHOCUHYCHUT, KPalMBHUIIA, TOJIUIIBI
CIIU3UCTON 00OJIOUKH MOJIOCTH HOCA, OpOHXMATbHAS aCTMA).

» KpoBoreuenus niau npoOoaeHus xenynouno-kumeunoro rpakra (JKKT), cBa3anHble ¢ npueMoM
HIIBII B anamuese. SI3Ba xeilyiKa WK IBEHAALATUIIEPCTHON KUILKH, NI KPOBOTEUYEHNE B aHAMHE3E
(zBa mm OoJiee SIBHBIX U JI0Ka3aHHBIX SIIU30/1a 3Bbl MJIM KPOBOTEUEHUS).

* SI3BeHHbIN KoaUT U Oone3Hb Kpona (B cTanuu o6ocTpeHus).
* Ilepuox mocie npoBeeHHUsI AOPTOKOPOHAPHOTO HIyHTHPOBAHUSL.

* Octpoe KpoBOTe€UeHHE WIM 3a00JIeBaHMs, CONPOBOXKJIAIOIINECS KPOBOTCUCHUSIMU, WIH
HapyLIEHUs CBEPTHIBAEMOCTH KPOBHU (TeMOpUINS).

» Xponuueckas cepaeunas HempoctatroyHocTh (II-1V kmacc mo kmaccudukanuu Hero-Mopkcekoit
KapAHOJOTHYECKON accoIMaliK), UllleMrudeckast 00Je3Hb cepAla, 3adoeBaHus nepuQepuyecKux
apTepuil U/UIN apTepHii TOJIOBHOTO MO3ra.

* Tsxenas medeHOYHAs! HEAOCTATOYHOCTh MITH aKTUBHOE 3200JIeBaHIE TICUCHH.
* Tsxenas moueyHas HEJOCTATOYHOCTD (KIMpeHC KpeaTuHHHA <30 MJI/MUH).
» bepeMeHHOCTH U MIEPHOJI TPYIHOTO BCKapMiIMBaHus (cM. paszzen 4.6.).

»  Jlerckuii Bo3pacT o 18 ner (cm. pasnen 4.2).
4.4. OcoOble yka3aHHUSl M Mepbl IPEA0CTOPOKHOCTH MPHU NPUMEHEeHUH

C 0CTOPOKHOCTBIO

3a0o0JieBaHUS TIEYCHH, TIOYEK U JKEITYJOYHO-KHUIIIEYHOTO TPAaKTa B aHAMHe3e, OpOHXHUaJIbHAS acTMa,
apTepualibHas TUIEPTEH3MsI, CHIKEHHE 00beMa IUPKYIUPYIOIeH KpoBH (B TOM YHKCIE cpasy Mocie
OOIIMPHBIX ONEPATUBHBIX BMEIIATEILCTB); XPOHWYECKAs TMOYEYHAS HEJOCTaTOYHOCTH JITKOW W
cpenHell cremeHu TspkecTH (kiupeHc kpeatuHuHa 30-60 MII/MHH); XpOHHYECKas TEYCHOYHAS
HEJI0CTaTOYHOCTH JIETKOM M CPETHEH CTENCHH TSHKECTH; XPOHUYECKast cepiedHast HeAocTaTouHoCTh (|
KIace o kiaaccudukanun Horo-Mopkckoil KapHONOrnIecKoil aCCOLMAINN); I3BEHHBIE TOPaKEHHS
xenynouHo-kumreynoro tpakta (OKKT) B anamuese, manmnume wmnpexkuuu Helicobacter pylori,
O6onesur Kpona (BHe o0O0OCTpeHUs), S3BEHHBIM KOMUT (BHE OOOCTPEHHsS), CHMIITOMBI,
cBuzeTenbCTBYIONME o Hanmmuuu 3aboneBanuii JKKT; cucremnas kpacHas Bomvanka (CKB),
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KCMEPTHOMY OTHETY

THIEPIIUIHIIEMUS, CaxapHbIi TuadeT, KypeHue, MOKUIoN Bo3pact, JumTtenbHoe npumenenue HITBII,
QJIKOTOJIU3M, TSDKeJIble COMaTHuYecKre 3a00JIeBaHus.

HexenatenbHple SBICHUS MOTYT OBITh MHUHHUMH3UPOBAHBI IyTEM NPUMEHEHHS MHHHMAILHOU
3¢ (}eKTUBHON 03Bl U YMEHbBILEHUS MPOJOJIKUTEILHOCTU JICUeHUs, HEOOXOUMOT0 ISl KOHTPOJIS
CUMIITOMOB (cM. paznen 4.2.).

Crnenyer u30eratb OJHOBpPEMEHHOTO NpuMeHeHus anekinodenaka ¢ apyrumu HIIBII, Brimrogas
CCJICKTUBHBIC HHTHOUTOPBI IIMKJI0OOKcUTeHasbl-2 (L{OI-2).

ADPHEK cnexyer mpuHHMaTh ¢ OCTOPOXKHOCTBIO W TOJI HAOJIOJEHHEM Bpada NaIlMeHTaM MpH
HIDKEYKa3aHHBIX COCTOSIHMSX, TaK KaK CYIIECTBYET yrposza obocTpeHus 3a0ojieBaHMi (CM. pasien
4.8.):

—  CHMIITOMBI, CBHJETEIbCTBYIOIIUE O HAIWYUU 3a00JIEBaHUM KEJTyJIOYHO-KUIIEUHOTO TPaKTa,
BKJIKOYAsl €r0 BEPXHUE U HUKHUE OTIEINbL;

—  HaJMYHe B aHAMHE3€ 53BbI, KPOBOTCUCHUS WJIH IIPOOOACHUS KEIYT0YHO-KUIIICYHOTO TPAKTA,
—  S3BEHHBIN KOJIUT (BHE 00OCTPEHMUS);
— Oone3np KpoHna (BHE 000CTpeHus);

—  remarojioruueckue 3adonieBanus, cucreMHas kpacHas Bondanka (CKB), mopdupus, Hapyienue
reMornol3a.

Brnusaune ga JXKKT

KpoBoteuenwne, si3Ba mim npodoaenne KKT ¢ nerasbHbIM HMCXOJ0M HAOIOJANCH TIPU TIPHEME
mo6b1x HIIBII B m060# neproa aeueHust, Kak Ipyu HAJTMYUU CUMIITOMOB M C€PbE3HbIX 3a00/1€BaHUI
XKT B anamue3e (si3BeHHast 0OJIe3Hb KeNyJKa W JBEHAALATUIIEPCTHON KUIIKH, Oose3nb Kpona,
SI3BEHHBINM KOJIUT M JIp.), TaK B 0€3 HUX.

Puck xpoBoteueHusi, oOpasoBanust 51386l U npodoaenust JKKT Bospacraer ¢ yBeanueHueM J03blI
HIIBIT y manueHTOB ¢ sA3BEHHOW OOJIE3HBIO B aHaMHE3€, OCOOEHHO €CJIM OHa CONPOBOXAalach
KpOBOTEUEHHEM HJIM MpobojieHueM (cM. pasaen 4.3.), a Takke y MalMeHTOB MOXUJIOro BO3pacTa.
OTUM MalyeHTaM clieAyeT MpUHUMaTh MHUHUMalbHYIO0 3(GQEeKTUBHYI0 103y mpenapata. Hm
HeoOxo/lMMa KOMOMHUPOBAHHAs Tepanus ¢ IPUMEHEHUEM MpernapaToB - MPOTEKTOPOB (HaIpUMeEp,
MU30MPOCTONI UM MHTUOMTOpPHI MPOTOHHOM mommbl). Takoe jeyeHHe HEOOXOAMMO MalMeHTaM,
KOTOpbI€ MPUHUMAIOT HEOOJIbIINE O3Bl acUpUHA WM APYTUX MpPErnapaToB, KOTOPblE HEFaTUBHO
BiusttoT Ha cocrostaue JKKT (em. pasaen 4.5.).

[Taimentsl ¢ 3a0oneBanusivmu JKKT B anamHese, B T. 4. MOXUIOTO BO3pAcTa, JOJIKHBI COOOMIAThH O
MoObIX HEOObIUHBIX cumnToMax, cBs3aHHBIX C JKKT (ocoOeHHO KpoBOTeueHHE), BKIOYas
NepBUYHbI mnpueM mpenapara. OcoOyl0 OCTOPOXKHOCTh CJEAyeT cOO0JIIoaTh MNalUeHTaM,
OJTHOBPEMEHHO NPUHUMAIOIIUM IIpenapaTsl, KOTOpPbIE MOTYT IOBBICUTh PHCK BO3HUKHOBEHUS
KpOBOTEUEHHS] WJIM $3Bbl, HAIpHUMEp, CHCTEMHbIE TIIIOKOKOPTUKOCTEPOUAbl, AHTHKOATYJISHTHI
(BapdapuH), ceneKTHUBHBbIE MHTHMOUTOPHI oOpaTtHoro 3axBara ceporoHnHa (CHUO3C) wumm
AQHTUATPETaHTHI (AIETUIICATHITMIOBAs KUcaoTa) (cM. pazaen 4.5.).

IIpy BO3HMKHOBEHHH JKETYAOUYHO-KHILIEYHOI'O KPOBOTEUEHUS WIIH SI3Bbl Y TAIIMEHTOB, IPUHUMAIOIINX
ADPIIEK, ero cinenyer OTMEHUTb.

CepaedHo-cocyIucThIe U 1IepeOpoBacKyIsspHbIe 3 dEKTHI

[TarueHTHI C apTepUaTbHON THIIEPTEH3UEN U/UITK 3aCTOMHOM cepieYHOM HEJOCTaTOUHOCTbIO JIETKOM
WM YMEPEHHOU CTENeHN HYKJAI0TCs B COOTBETCTBYIOIEM HAOIOACHNH, TaK Kak ¢ mpuemom HIIBII
aCCOLIMMPOBAHBI 33/I€PKKA )KUJIKOCTH U OTEKH.

[TaneHThl ¢ XpOHUYECKOM cepaeuHoil HemoctarouHocThio (I kmacc mo knaccugukanuu Hero-
MopkcKoii kKapHONOrH4ecKoi aCCOMMAINN) U AIUEHTHI ¢ haKTOPaMH PHCKA PA3BUTUS OCIIOKHEHHUIA
CO CTOPOHBI  CEPAEYHO-COCYOUCTOM CHUCTEMBI (HampUMep, apTepualbHas TUIEPTEH3HUS,
TUIIEPIIUINIEMUS, CaxapHblil Tua0eT, KypeHue) JOKHbI HAUMHATh JIEUCHHE aleKI0()EeHaKOM TOIBKO
II0CJIE B3BEILIEHHOT'O PEIICHNUS JIeYallero Bpada. PUCKHM cO CTOPOHBI CEPIEYHO-COCYAUCTON CUCTEMBI
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MUHUMATbHONH 3(PQPEKTUBHON 03¢ M HA MAaKCUMAJIbHO KOPOTKHU mepuoj BpeMeHu. Cremyer
MEePUOJNYECKH KOHTPOJIMPOBATh IMOTPEOHOCTH NAIlMeHTa B CHUMITOMAaTHYECKOM JICUCHUU H
OLICHUBATh OTBET Ha TEPAIIUIO.

ADPHEK crnemxyer Takke HNPUMEHATh C OCTOPOKHOCTBIO M TIOJ TINATEIBHBIM BpadyeOHBIM
HaO0JII0/ICHHEM Y TTAIIUCHTOB C aHAMHE30M KPOBOH3JIMSIHHS B MO3T.

Bansgaue Ha d)VHKI_II/IIO IICYCHU U ITIOYCK

[Tpuem HIIBIT Mo>keT BBI3BaTh J0303aBUCHMOE CHUKCHHIE 00Pa30BaHUS POCTATIIAHMHOB M OCTPYIO
MIOYEYHYIO HEIOCTAaTOYHOCTh. BaskHOCTH MpocTarianANHOB AJi 00ECIeueHus MIOYEUHOT0 KPOBOTOKA
CIIEyeT yYUTHIBATh IPU MPHEME Mperapara y MaueHToB ¢ HapylleHueM (yHKIUU ceplua, MoYeK
WY TI€YECHH, Yy MALMEHTOB, MOJIYYAIOIUX AUYPETUKH, WIM Yy NAUUEHTOB IOCIE XUPYPrUYECKOIro
BMEILIATEIbCTBA, & TAKKE Y MOKUIIBIX.

Crnenyer coOnroAaTh OCTOPOXKHOCTh MPH HA3HAYEHWM Iperapara MalueHTaM ¢ HapyHIeHUSMU
(GYHKIMW TIEYEHW M TOYEK JIETKOW WM YMEPEHHOW CTENeHM, a TaKKe MalueHTaM C JAPYTHMH
COCTOSIHMSIMH, MPEIpacnoiaraloliuMy K 3aJ€pKKe JKUJIKOCTU B OpraHu3Me. Y TaKuX IalMeHTOB
HIIBIT moryt mpuBecTH K HapyleHUIO (YHKIHMU MOYEK M K 3aJepKKe KHuAKkocTd. llanmeHTam,
MPUHUMAKOIIUM JIUYPETUKH, JULAM C [OBBIIIEHHBIM PHUCKOM THIIOBOJEMHUHU TaKXKe CIEAyeT
coOmroaaTh OCTOPOKHOCTH mTpu mnpueme mnpermapara ADPIEK. HeoO0xoaummo HazHaueHHE
MUHUMAIbHON 3(PGEKTUBHON 03Bl U PEryIspHBbIA BpaueOHBbIM KOHTPOJIb 3a (PYHKIHMEW MOYeK.
Bnusiane npenapata Ha GyHKIMIO TOYEK OOBIYHO 00paTUMO MOCIIE OTMEHBI alleKIo(eHaKa.

[Ipuem aneknodeHaka cieayeT NPEKPaTHTb, €CIM W3MEHEHHUs TMokKa3aTeled (YHKIHH IEeYeHH
COXPAHSIIOTCS WIIH YXYAILLIAI0TCS, pa3BUBAIOTCS KIIMHUYECKHE PU3HAKN WX CUMIITOMBI 3a00J1€BaHUM
MEYEeHHU, TINOO0 BOSHUKAIOT IPYTHE MPOSIBICHUS (303UHODUINS, ChITIB). [ 'eaTUT MOKET pa3BUThHCs 0e3
IIPOPOMAIBHBIX CUMIITOMOB.

[Tpumenenue HIIBII y nanueHToB ¢ neyeHOYHOI opdupHei MOKET CIIPOBOLIUPOBATH MIPUCTYII.

I 'MnepyyBCTBUTENLHOCTE U KOKHBIE PEAKIINU

Kak u npyrume HIIBII, npenapar MoKeT BBI3BIBaTh aJUIEPITHUYECKUE PEAKIMM, BKIIOYAs
aHa(uIakTHYecKUe/aHa(UIaKTOMIHbIE peaklMM, Ha paHHMX CpoKax Kypca JjedeHus. Tspkembie
KO>KHbIE peakuy (HEKOTOpbIE U3 KOTOPBIX MOT'YT MIPUBECTH K JIETAIbHOMY MCXOJy), BKJIOYas SKC-
(dhonuaTuBHBIN nepMaTuT, cuHApOoM CTrBeHca-/[>KOHCOHA M TOKCUYECKUH AU ACpPMaIbHBIN HEKPOJIN3,
nocne npuema HIIBII naGmonamuce odeHb peako (cM. pazzmen 4.8.). Camblif BBICOKHH PHCK
BO3HHMKHOBEHHUS 3THX peakluil y NalMeHTOB Ha0Jt01aeTcs B Hayasle puemMa mnpemnapara, a pa3BUTHe
JIAHHBIX HEXXEeNaTeNbHbIX Peaklni HabI0aeTcs B TeUEHUE IIEpBOro Mecsia npuema npenapata. [Ipu
BO3HHUKHOBEHUU MEPBbIX MPU3HAKOB KOKHOM CBIIH, TOBPEXKIEHUS CIM3UCTHIX 000JI0UEK WIIH APYTUX
CHUMIITOMOB THIIEPYYBCTBUTEIBHOCTH CJelyeT HEMEJIEHHO IPEKPaTUTh MpUEM alleKIo(peHaKa.

B oTnenbHbIX ciayyasx MpH BETPSHOM OCIe MOTYT BOSHUKHYTh MH(EKIINN KOXKH U MATKUX TKaHel. B
HacTosIee BpeMst Hellb3st ucKimouaTh poib HIIBII B yxyaimeHun TeueHus 3TUX MHGEKLIUH, TO3TOMY
cnenyet uzberath npuema npemnapata ADPLEK nipu BeTpsiHoit ocrie.

I'eMaToIOrMYeCcKre HAPYILICHUS

AnexioeHaK MOKET BBI3bIBATH OOPATHMOE YTHETCHHE arperand TpoMOOIuToB (cM. pasaen 4.5).

HapylieHus co CTOpOHBI AbIXaTeIbHON CHCTEMEI

Cremyet coOIr0/1aTh OCTOPOKHOCTD TIPH ITPHEME Tperapara y manueHToB ¢ OpOHXHAITBHON acCTMOM B
aHaMHe3e WIM TeKymiei, Tak kak npuem HIIBIT mMoxxeT crmpoBOIMpoBaTh pa3BUTHE BHE3AIMHOTO
OpoHxocma3Ma y TaKuX MarrueHTOB.

JIMIla mOXKUIOTO Bo3pacTa

Crnenyet co0moaaTh OCTOPOXKHOCTh MIPU MpUEME IpernapaTa y MalueHTOB MOXKUIIOT0 BO3pacTa, Tak
KaK y HUX Yallle BO3HUKAIOT M0O0YHBIE siBIeHUs (0cobeHHO KpoBoTeueHue u npodonenue XKXKT) mpu
npueme HIIBII. OcnoxxHeHuss MOTyT IPUBECTH K JIETAIbHOMY MCX0y. Takke malueHThl MOKUIIOrO0
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JImuTenbHOE IPUMEHEHUE

Bce nauuenTsl, nonyyaromue autensHoe gedenue HITBII, momkHpl HAX0AUTHCS MO TIIATEIbHBIM
HabIroAeHeM (HanpuMmep, OOl aHanu3 KPOBH, KOHTPOJIb (DYHKIIMH MEYEHU U OYCK).

BcnoMorarenbpHEBIC BEISCTBA

[Ipenapat cogepxut meHee 1 mMmoab (23 Mr) HaTpus Ha OJHY TabJETKy, TO €CTb, IIO CYTH, HE
COJIEPKUT HATPHSL.

4.5. B3aumojeiictTBie ¢ JPyrUMH JIEKADCTBEHHBIMH TMpenaparaMd MW Jpyrue BH/bI
B3aMMOAeHCTBUSA

3a uckIoYeHHeM BapQaprHa, HCCICIOBAHUN JICKAPCTBEHHBIX B3aMMOJACHCTBHIA HE MPOBOIAMIOCH.
Aueknodenak metabonusupyercs rnpu nomoiu uzopepmenta CYP2C9 cucrems! nuroxpoma P450,
JTaHHBIE IN VIIro MmokassIBaloT, 4TO anekao(eHaKk MOXKET ObITh HHTHOMTOPOM 3TOr0 M30(hepMEHTA.
Taxum 00pa3zom, BO3MOXKHO (papMaKOKMHETHYECKOE B3aMMOJICHCTBUE MPU OJTHOBPEMEHHOM IIpUeMe
¢ (hEeHUTOMHOM, TUMETUIMHOM, TOIOyTaMUI0M, (PEHIIOYTa30HOM, aMUOIAPOHOM, MUKOHA30JI0M U
cynbdadenazonom. Kak u ¢ npyrumu HIIBII, cymectByet hapmakoKkrHETHYECKOE B3aUMOJICHCTBHE
C JICKapCTBEHHBIMU TpernapaTaMu, KOTOPbIE BBIBOJSATCA U3 OpraHU3Ma IyTeM aKTHBHOM MOYEYHOM
CEKpelNH, TAKUMH KaK METOTpeKcaT U MpernapaTsl JUTUs. ALeKIopeHaK MPAKTUYECKU MMOJTHOCTHIO
CBSI3BIBACTCS C AIb,OYMHHOM IIJIa3Mbl KPOBH, IOITOMY CYIIECTBYET BO3MOKHOCTh B3aUMOJICHCTBHUIA
10 TUITY BBITECHEHHS C IPYTUMHU MIperapaTaMu, CBSI3bIBAIOIIMMHUCS ¢ OCIKaMH.

W3-3a orpaHHyYeHHOro KOJMYECTBA MCCIAEAOBAHUN (PapMaKOKMHETUYECKOTO B3aWMOAEHUCTBUS
ariekio(eHaka cienyrooias UHQoOpMaIs OCHOBaHA Ha JIAaHHBIX MCCIEIOBAaHUN B3aUMOJICHCTBUS
npyrux HIIBII.

KOM6I/IH8.HI/II/I, OPHUMCHCHHUA KOTOPBIX CIACAYCT n30erarthb

Memompexcam (npumenenue 8biCOKUX 003)

HIIBII uHrnbupyer KaHalbIIEeBYIO CEKPEIMI0 METOTpeKcara; 0ojiee TOro, MOXKET HaOIt0IaThCs
HEOOJIbIIIOE METAa0OJMYECKOe B3aUMOJCHCTBUE, YTO TMPUBOJUT K YMEHBIIEHUIO KIUPEeHCa
MeToTpekcata. [loaToMy Tpu TpPUMEHEHUU BblCOKUX 003 MemompeKkcama CcieayeT uz0erarb
nasznauenns HIIBII.

IIpenapamul aumus u OUOKCUH

Hekortopeie HIIBII uHruOupyroT Mno4eyHblid KIMPEHC JUTHS U JUTOKCHHA, YTO MPUBOJUT K
YBEJIMYEHUIO KOHIIEHTpAallMd OOOMX BEIIECTB B ChHIBOpOTKe KpoBu. Crenyer wu3beraThb
COBMECTHOTO IIPUMEHEHHUs, €CIM HE MIPOBOJAUTCS 4YACTBII MOHUTOPHUHI KOHLEHTPALMM JIUTUA U
JUTOKCHHA.

AHmuKOClzle}ZHmbl

HIIBIT uHruOupyroT arperanuio TpOMOOIIMTOB U MOBPEXAAIOT ciu3ucTyio o6oiouky JXKKT. Oto
MOXET IPUBECTH K YCHIICHUIO ACUCTBUS AaHTUKOATYJISIHTOB M YBEJIMYNUTH pUCK KpoBoTeueHus u3 KKT
y mnaunueHToB. Creayer u3berarb COBMECTHOTO NPUMEHEHHs alekiIopeHaka U MepopalbHbIX
AHTHKOAryJsiHTOB KYMapHUHOBOW TPYIIbI, TUKIONUAMHA U TPOMOOJIUTHUKOB, €CIH HE MPOBOJUTCS
TIIATEIbHBI MOHUTOPUHT COCTOSIHUS ITAlIEHTA.

AHmuazpezaHmeze cpe()cmea U cejleKkmueHsle uH2u6um0pbl 06pamH020 3axeama CepomoHUHa
(CHO3C)

[Ipu ogroBpemenHom npumenenuu ¢ HIIBII moryt yBenuuuBate pruck kpoBoteuenuit u3 XKT (cm.
pazznen 4.4.).

Crenyromme KOMOMHAIIMK TPeOVIOT moadopa 036 U IIPUMEHEHMSI C OCTOPOKHOCTHIO
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Memompexcam

Crnenyet uMeTh B BI1y BO3MOXkHOE B3aumoeiictsue HITBII u metoTpekcara, gaxe npu Hu3kou 0oze
MemompeKkcama, OCOOCHHO Yy TalMEeHTOB C HapyumieHussMu (yHKIUM T1ouek. B cmyuae
OJTHOBPEMEHHOTO MPUMEHEHUs CIEAyeT KOHTPOJIMPOBATH MOKa3arenu (yHKIUU mouek. Cremyer
cobmoate octopokHocTh, eci HIIBIT m meToTpekcar nmpuHUManuch B TeueHue 24 4, TaK Kak
KOHIICHTpALIUS METOTPEKCATa MOXKET BO3PACTH, YTO YBEIUYUT €r0 TOKCUYHOCTb.

Luxnocnopun, makponumyc

IIpn onnoBpemenHoM npueme HIIBII ¢ NUKIOCIOPMHOM WM TaKpOJIMMYCOM CJIEAYET YUUTHIBATH
PHCK HOBBIIIEHHON HEPPOTOKCUYHOCTH HU3-3a CHHKEHUS 00pa30BaHUs TOUYEYHOTO MPOCTALUMKINHA.
[TosTOMy ITpH OTHOBPEMEHHOM IIPHEME CIEAYET TIIATeIbHO KOHTPOJIMPOBATH OKA3aTeNH (QYHKIIMN
IIOYEK.

Lpyeue HIIBIT

[Ipy opgHOBpEeMEHHOM NIpUEME aUETUICATUIMWIOBOM KuciaoTrel unu apyrux HIIBIT moxer
YBEJIMUUTHCS YacTOTa BO3HUKHOBEHHS ITOOOYHBIX SIBJICHHWH, TIOITOMY CJEAyeT COOJI0IaTh
OCTOPOKHOCTb.

I moxoxopmukocmepouowl

Bo3spacraet puck Bo3HUKHOBEHHUsI 13BbI Witk kpoBoTeueHust u3 XKKT (cm. pazaen 4.4.).

Jluypemuku

Anexknodenak, kak u apyrue HIIBII, Mmoxxer MHrHOMpOBaTh aKTUBHOCTH AUYPETUKOB, YMEHbBIIAThH
mnyperudeckuii dddexr ¢ypocemmuma u OymeraHWaa, a TaKKe AHTUTUIEPTEH3UBHBINA (et
TtHa3uaoB. OJHOBPEMEHHBIM NpHeM ¢ KajauiicOeperarouMu JUYpPEeTUKaMU MOKET NPUBECTH K
YBEIIMUCHUIO COJCP)KAaHHUA Kajlus; CJIEAOBATENbHO, HEOOXOAMMO pETryJISIpHO KOHTPOJIHPOBATH
coJiepKaHue KaJlusi B CBIBOPOTKE KPOBH.

AnexodeHak He BIHSI Ha KOHTPOJIb apTEPUATBHOTO IaBJICHUS TIPH OTHOBPEMEHHOM TIPUMEHEHUH C
benopognyasuoom, XOTs HeNb3sl UCKIIOYUTh B3aUMOJEHCTBHS C JIPYTMMHU JUYPETHKAMHU.

T'unomenszusnvie npenapamnvl

HIIBIT moryT Takke ymeHbIaTh 3()(eKT runoTeH3uBHBIX npenapatoB. OTHOBPEMEHHBINA prUeM
MHTHOUTOPOB aHTMOTeH3UMHIpeBparatomero gepmenta (AIID) nnm aHTaroHUCTOB PELIEITOPOB
anruorensuHa Il u HIIBIT MmoxeT npuBecTH K HapylIeHUIO GyHKINU o4YeK. PUCK BOZHUKHOBEHUS
OCTPOW TOYEYHON HENO0CTaTOYHOCTHU, KOTOpask OOBIYHO HOCUT OOpaTHUMBIH XapakTep, MOXKET
BO3pACTaTh y HEKOTOPHIX MAIMEHTOB C HAPYLICHUAMHU (YHKIMU MOYEK, HApUMep, Y MalueHTOB
MTO’KUJIOTO BO3pacTa Wi 00€3BOKEHHBIX NaleHToB. [loaToMy pu 0AHOBpEMEHHOM TPUMEHEHUU
c HIIBII cnemyer coGmioaTh OCTOPO’KHOCTb, OCOOCHHO Yy MAalMEHTOB MOXMJIOIO BO3pAcCTa.
[TarmeHTHl JOMKHBI MOTPEOATH HEOOXOAMMOE KOJIMYECTBO MKUAKOCTH U HAXOIUTHCS TIOJ]
COOTBETCTBYIOLIUM HaOII0IeHUEM (KOHTPOJIb (PYHKITUH ITOYEK B HaYajle COBMECTHOT'O IPUMEHEHUS
Y IEPUOANYECKU B XOJI€ JICUECHHUS).

T'unozcnukemuyeckue cpe()cmea

Knunnyeckue ucciieoBaHMsl MOKa3bIBalOT, YTO JUKIO(PEHAK MOMKET MPUMEHSTHCS COBMECTHO C
NEPOPANbHBIMA  TUIMOTIMKEMUYECKMMU  CpEACTBaMH  0e3 BIUSHUS Ha UX KIMHUYECKYIO
s¢dexktuBHOCT. OIHAKO HMEIOTCA OTHCNbHBIE COOOIIEHHS O THUIOMNIMKEMHUYECKUX |
runeprimkeMudeckux spdexrax. Takum oOpa3om, npu npueMe aneknopeHaka cieayer MpoBecTH
KOPPEKLHIO J103 MTPENnapaToB, KOTOPbIE MOT'YT BbI3BaTh TMIIOTIMKEMUIO.

3udosyoun

[Ipu omHoBpemenHom mnpueme HIIBII u 3mpoByamHa BO3pacTaeT pUCK TIeMaTOJIOIMYECKOU
TOKCUYHOCTH. VIMEIOTCS JaHHBIe 00 YBEIWYEHUN PUCKa BO3HUKHOBEHUS T'€éMapTPO30B U T€MaTOM Y
BUY-n103uTHBHBIX MAIMEHTOB C TeMOMUIINEH, TTOTYJarOIINX 3U0BYIUH U HOYIIpOdeH.
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4.6. ®epTUIBLHOCTH, 0EPEMEHHOCTDb M JIAKTALMS

bepemeHHOCTD

JlaHHble 0 MpUMEHEHUH alekioeHaka npu 0epeMeHHOCTH OTCYTCTBYIOT.

YTHeTeHHe CHHTe3a MPOCTArJIaHANHOB MOXKET HEOIaronpHusaTHO BIMATH HA TE€YCHHE OEPEMEHHOCTH
W/WIM pa3BUTHE SMOPUOHA/TUIOA.

JlaHHbIE SMHUIEMHOJOTUYECKUX HCCICAOBAHUM YKa3bIBAlOT HAa YBEJIMYEHHWE PHUCKA BBIKUBIIIA,
pa3BUTHE IOPOKA Cep/lla U racTPOoIIU3Uca IPU MPUMEHEHUH HHTMOUTOPOB CUHTE3a MPOCTariaH/InHa
Ha paHHUX dTarnax 0epeMeHHOCTH. AOCOIIOTHBIM PUCK Pa3BUTHUS MOPOKA CEP/Illa BO3PACTAET C MEHEE
1 % no mpubnuzutensHo 1,5 %. Puck yBenuyuBaeTcs ¢ yBeJIMUYEHUEM J03bl U MTPOJOIIKUTETFHOCTH
JICUEHMUSL.

Y  KHMBOTHBIX TMpPUEM HUHTHOUTOPOB CHHTE3a MpPOCTAarjaHIWHA MPUBOAUT K TMpe- U
MOCTUMIUIAHTALIMOHHONW THOeNH miojga u 3MOpuo-(heTanbHO cMepTHOCTH. Takke yBeIHMuuBaeTCs
KOJIMYECTBO CJIy4aeB PA3IMYHbIX MOPOKOB, BKIIIOYAs MOPOK CEPALA, Y >KMBOTHBIX, IMOJYYAIOIIUX
WHTUOMTOPHI CHHTE3a IIPOCTarjaHInHa B IEPHO]T OPTraHOTeHE3a.

Hauunas ¢ 20-ii Hegenu OepemenHocTH, npuMmeHenre HIIBIT MoxeT mpuBecTH K MaJIOBOIHIO
BCJIC/ICTBHE HapylieHus QyHKIUM rmovek mioga. Kpome toro, Ha ¢one npumenenus HIIBIT Bo
BTOPOM TPUMECTpPE OEPEMEHHOCTH OTMEUYAIUCH CITy4Yau CY>KEHHUS apTepUAIbHOTO IIPOTOKA.

B Teuenue TpeTbero TpuMecTpa 6epeMEHHOCTH BCE MHTUOMTOPBI CUHTE3a [IPOCTarjlaHAMHOB MOTYT:
* TPOSBIATH CEPACYHO-JIETOUYHYI0 TOKCHYHOCTh B OTHOIIEHMHM IUIOAA (MPEXIEBPEMEHHOE
3aKpBITHE aPTEPUAIIBHOTO MPOTOKA C PA3BUTUEM JICTOYHOU THIIEPTEH3UN );

*  BBI3BIBATH HapylIeHUE (QYHKIUU MMOYEK IUIOAA, KOTOPOE MOKET MPOrPEeCCUPOBATH 10 MOUYCUHON
HEJ0CTaTOYHOCTU B COYETAHUHU C MHOTOBOJIUEM.

VY JKEeHIIUH B KOHIIE OE€PEMEHHOCTH ¥ HOBOPOXKJICHHBIX OHU MOTYT:

*  BIMATh Ha TPOJODKUTEIHHOCTh KPOBOTEUCHHUS W3-3a aHTHArperaHTHoro 3¢ @dexra, KOTOPBIH
MOXET Pa3BUTHCA JAXKeE MOCIe TPUMEHEHUS OYeHb HU3KUX J103;

*  TOAABJIATH COKPAIICHUS MATKH, MPUBOIS K 3a7€PKKE POJIOB MJIH K 3aTSKHBIM poaam. [Ipenapar
ADPLEK npotuBonokasan npu 6epeMeHHOCTH (cM. pa3zen 4.3.).

JlakTamus

HeoOxomuMo mpekpaTuTh TPyJHOE BCKAPMIIMBAHHE WM TPEKPATUTH/BO3JEPKATHCS OT Teparuu
ariekio(eHakoM, IpUHUMAs BO BHUMAaHHUE TTPEHMYIIIECTBA TPYIHOTO BCKapMIITMBAHUS JIJIsl peOeHKa
W/WIHM TIONB3bI TEpanuu Jjisl MaTepu. /[aHHBIe O BBIAECNEHUU alleKIopeHaKa ¢ KEHCKUM MOJOKOM
OTCYTCTBYIOT; B IOKJTMHIMUECKHX HCCIIEJOBAHMSAX IIPH BBEJICHUH PanoakTHBHOTO 1*C—aneknodenaka
3aMETHOTO MepeHOoca PaIM0aKTUBHOCTH B MOJIOKO HE Ha0JII01aJI0Ch.

[Tpenapar ADPLIEK npoTuBomnokasaH B nepuoj rpyJHOro BCKapMinBaHus (cM. pazaen 4.3.).

DepTUIILHOCTD

[Ipumenenue npenapara ADPIIEK, KaK 51 JIPYTUX WHTHOUTOPOB CHHTE3a
[IUKIIOOKCUTEHA3bI/TPOCTArIaHINHA, MOXET CHIDKAaTh (PEpTHIBHOCTh U HE PEKOMEHIYeTCs
KEHITMHAM, TUIAHHPYIONTUM OepeMEeHHOCTh. JKeHInHaM, UMEIOIUM TPYIHOCTH C 3a4aTHEM HIIH
MIPOXOISAIINM 00CIIeZIOBaHKE TIO TTOBOIY OSCIUIONMS, CIAeAYET MPEKPATUTD MIPUEM alleKIopeHaKa.

4.7. BiusiHue HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMM M padoTaTth ¢
MeXaHu3MaMu

CrnenyeT Bo3fiep>KaThCs OT YIPABIEHUS TPAHCIIOPTHBIMU CPEACTBAMHU M pabOTHI C MEXaHU3MaMHU IIPU
BO3HUKHOBEHUHU CJIA0OCTH, T'OJOBOKPY)KEHHUS, BEPTUTO WM JPYTUX HapYIIEHUH CO CTOPOHBI
LEHTpaJIbHONU HEepBHOU cucTeMbl Ha pone nmpuema HIIBII.

4.8. HesxesiaTeJIbHbIE PeAKIIUH

Pesrome mpoduing 6e30macHoCTH
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KCMEPTHOMY OTHETY

npoboaenue wim kpooteuenue n3 KKT, nnoraa npuBogsmue K JeTalbHOMY UCXOLY, OCOOCHHO Y
MalMEeHTOB MOXWIOro Bo3pacta (cMm. pazaen 4.4.). [Ipu npueme HIIBII mabmtomanuck TomIHOTA,
pBOTa, 1uUapesi, B3AYyTHE KHUILIEYHHKA, 3a110p, AUCIIENCUsi, 00Jb B XKUBOTE, MEJIEHA, KpOBaBasi pBOTa,
SI3BCHHBIN CTOMATHT, 000CTpeHue Konurta u 6oe3nb Kpona (cm. pasmen 4.4.). Pexe nabaromaercs
racTpuT.

B cBs3u ¢ nmpuemom HIIBII coolmianiock 0 pa3BUTHM HEXKENATEIbHBIX PEAKIIUH CO CTOPOHBI
CEpJEUYHO-COCYIUCTON CUCTEMBI: OTEK, apTepUaIbHasi TUIEPTEH3Us U CEpACUHAsi HEAOCTaTOYHOCTb.
Aueknodenak Metabonuzupyercs 10 Aukiodenaka u 001aaaeT ¢ HUM CTPYKTYPHBIM CPOJICTBOM.
Kak cBuzeTensCTByeT OOJNBIIOE KOJMYECTBO KIMHHUYECKUX M OSMUIACMUOJIIOTUYECKUX JTAHHBIX,
IUKI0(EeHaK MOXKET MOBBIIIATh PUCK apTEepHANBbHBIX TPOMOO30B (Hampumep, nHbapkTa MHUOKapaa
WJIU UHCYJIbTa, OCOOCHHO MPU MPUMEHEHUH B BBICOKUX J103aX WJIM MPHU JUTUTEIHHOM MPUMEHEHUN ).
ONUIEeMHOJIOTHYECKIE JaHHbIE TaKKE YKa3blBalOT HA YBEIMYEHHE pHCKa pPa3BUTUS OCTPOrO
KOPOHApHOI'0 CHHJpPOMa M MH(papKTa MUOKap/a, CBSI3aHHBIX C MPUMEHEHHEM alekiodeHaka (cMm.
pasznensi 4.3. 1 4.4.).

TabauaHoe PE3I0ME HEXKEIATCIIHbHBIX PEAKITAI

HesxenarenbHble peakiyy IPUBEAECHBI HIDKE B COOTBETCTBUH ¢ Kiaccubukarnueii MedDRA wu
4acToTOoM: oYeHb vyacto (>1/10), vacro (>1/100, o <1/10), newacro (>1/1 000, o <1/100), peako
(>1/10 000, mo <1/1 000), ouenr pemko (<1/10 000), uactoTa Hewm3BecTHA (HAa OCHOBAHHHU
HUMEIOIINXCS JAHHBIX OLEHUTH HEBO3MOXKHO).

CucremHo-opranublii ki1acc  Hacrora He:kenaTenbHble peakmun
Hapymienus co cropons! KpoBu  [Penko AHemus
1 TUM(PaTHYECKON CHCTEMBI
O4eHb peaKo YrHereHue (GYHKIME ~ KOCTHOTO  MO3ra,
rpaHyJIOLUTONCHHUS, TPOMOOLIUTONIEHUS,
HEHUTpOoNeH!s], TeMOJIUTHYECKas aHEMUS
Hapymenus CO  CTOpOHBI [Penko AHapWIaKTHYECKUE peaKlUy, BKIOYas MIOK,
MMMYHHOMN CHCTEMBbI MIIEPYYBCTBUTEIBHOCTD
Hapymenust merabonusma u1 [(O4eHb pesiko [ nnepkanuemus
UTAHUS
Hapymenus CO  CTOpOHBI [(OYEHb PEKO [Tapecre3usi, TpeEMOp, COHJIMBOCTb, T'OJIOBHAsS
HEPBHOU CHCTEMBI 0071b, TUCcreB3us (M3BpallleHHue BKYCa)
Hapymenus CO  CcTOpOoHBI [Penko Hapyenne 3penus
Oprasa 3peHusl
Hapymenus CO  CcTOpOHbI [(OYEHb PEIKO Beprturo, mym B ymax
oprasa ciayxa u JJabupuHTa
Hapyienns CO  CTOpOHHI |Penko CepaedHasi HeIOCTaTOYHOCTh
cepaua
O4eHb peako Omyenue cepaueOueHus
Hapymenus CO  CTOpOHBI [Penko [loBbIIEHNE apTepUaAIbHOTO JIaBJICHUS,
COCY/IOB YXyALIEHUE TEUYEHUS apTepuanbHOI
TUIIEPTEH3UU
OueHb penko [ToxpacHEeHHE KOXKHU, «ITPUIIUBBD), BACKYIHUT
Hapymiennst co CTOpoHBI Penko Opplmika (3aTpyIHEHUE JIbIXaHUS])
JIbIXaTEIbHON CHCTEMBI,
OPIaHOB IPYIHON KICTKH H O4eHb peako bpoHxocnasm
CPEIOCTEHHUS
Hapymienust co cTopoHbI Hacro Jlucnencusi, 607b B )KUBOTE, TOLIHOTA, AUAPES
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N3bLI3BJIEHUE CIIM3MCTOH OOOJIOUKH ITOJIOCTH
Ta
Penxo MerneHa, U3bI3BIACHHUE CIU3UCTON 000JIOYKHU

JKKT, remopparnudeckas nuapes, reMOpparuu
ciuzuctor o6osouku KKT

O4eHb peaKo CromaTtuT,  pBOTAa KpOBBIO, MPOOOAEHUE
KULIEYHNKA, YXYAIIEHHE TeUeHHsl OO0JIe3HU
KpoHa 1 S3B€HHOI'0 KOJINTA, TAHKPEATUT

Hapyiienust co CTOpoHBI Hacro [loBbIILIEHNE AKTUBHOCTH  «II€YEHOYHBIX)
MEYCHU U >KEITYEBBIBOISIIINX (bepMeHTOB
myTei OueHb peaKo [ToBpexxaeHue neyeH (BKIOYasi T€NaTUT),
MOBBIILICHUE AKTUBHOCTH  IIEJIOYHOMN
(dhocdarassl
Hapymenus co croponsl koxxu  [Hedacro 3y, ChIllb, IEPMATHUT, KPAITUBHUIIA
1 ITOIKO>KHBIX TKaHE! "
Penko AHTMOHEBPOTHYECKUH OTEK
OueHb peaKo bynnesnble  peakiuu, BKIOYas — CHHAPOM
CrtuBeHca-/>xoHcoHa 51 TOKCHUYECKHUIH
PIUIECPMAIbHBIA HEKPOJIU3; MMyPIypa, IK3eMa
Hapyiienus co croponsl noyek  |Heuacto [loBpIlIEHNE  KOHIIEHTPAlMM MOYEBHUHBI H
1 MOYEBBIBOIAIINX MTyTEH KpeaTHHHMHA B CHIBOPOTKE KPOBHU
OueHb peako HedpoTtrueckuit CUHJIPOM, MOYEYHAs
HEJ0CTaTOYHOCTh
OO01re HapylIeHus U peakuu  [(O4eHb PeIKo OTek, MOBBIIIEHHAs! YTOMIISIEMOCTb, CIa3Mbl
B MECTE BBEJICHUS MBIIIII] HUYKHAX KOHEUYHOCTEH
JlaGopaTopHsble u |O4YeHb pesKo YBenuueHue Macchl Tena

HMHCTPYMCHTAJIbHBIC JAHHBIC

Hpyeue xknacc-cneyughuunvle a¢hghpexmor HIIBIT

Hapywenus co cmoponwt nouek u MOUQGblGO()ﬂZMMX nymeu

OueHb peiko: MHTEPCTUIMATIBHBIN HePPUT.

Hapywenus co cmoponsi Kodicu u NOOKONCHBIX MKAHEU

B oTnenpHBIX ciydasx HaOMIOAANUCH CEpbe3HbIE KOKHbIE HHMEKIMH U WHPEKINU MATKUX TKaHen
nipu ipueme HIIBII Bo Bpemst 3a06oneBanus BETpsTHOM octioit (cM. pasnenst 4.4. u 4.5.).

COO6H_ICHI/IC O MOAO03PEBACMBIX HEKEIATCIIbHBIX PCAKIIMAX

Baxxno cooOmiath 0 mo/103peBaeMbIX HEXKeNaTeIbHbIX PEAKIHSIX OCIIE PErUCTPAL[UH JIEKAPCTBEHHOTO
mpernapara ¢ Ielbl0 00ecleYeHus] HENpPephIBHOTO MOHHUTOPUHIA COOTHOIICHHS «II0Jb3a-PUCK»
JIEKapCTBEHHOI0 Mpemnapara. MeaunuHCKUM pabOTHUKAM pPEKOMEHAYeTCs cooOmarh O JIHOObIX
MI0/I03PEBAEMBIX HEXKETATENIBHBIX pEaKLUsAX JIEKAPCTBEHHOI'O Ipenapara 4epe3 HallMOHAJIbHBIE
CHUCTEMBl COOOILEHHS O HEeXKeNaTeNbHbIX peakUusax TocydapcTB-ujieHoB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas @enepanus

denepanpHas ciyx0a mo Haazopy B chepe 3apaBooxpanenus (Poc3apaBHanazop)
Anpec: 109012, r. MockBa, CiiaBstHCKas TUTOIIAh, 1. 4, cTp. |

Tenedon: +7 (800) 550-99-03

DnekrponHas moura: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOPMAIIMOHHO-TEIEKOMMYHUKAITMOHHON ceTn «HTepHeT»:
https://www.roszdravnadzor.gov.ru/
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PecnybOnuka benapychb

Pecnybnukanckoe yHutapHoe npeanpustue «L[eHTp 3KCrepTH3 v UCTIBITAaHUN B 3[paBOOXPAHCHHN)
Anpec: 220037, r. Munck, niep. ToBapumieckuit, 2a

Otnen papmakoHaazopa

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

DnexkrponHas moyra: rceth@rceth.by

Caiit B nH(OpPMALIMOHHO-TEIIEKOMMYHUKAIIMOHHOM cetn «HTepHeT»: https://rceth.by

4.9. Ilepeno3upoBka

JlaHHbIE 0 TIepeI03UPOBKE allCKIO(PEHAKa Y YeTIOBEKa OTCYTCTBYIOT.

Bo03MOXHbBIE CHMIITOMBI: TOLITHOTA, PBOTA, 00JIb B 00JIaCTH XKeJTyIKa, TOJIOBOKPYKEHUE, COHIIUBOCTD,
roJIOBHAs OOJIb.

JledeHue: aHTAUM/IbI, MOJICPKUBAIOIIAS U CHMIITOMATHYECKas TEPAIus OCIOKHEHUH, TAKHX Kak
apTepuabHas TMIIOTEH3HUs, I0YEYHAsl HEA0CTaTOYHOCTh, cyaopory, pazapaxenue JKKT, yruerenne
IbIXaHus1. JIeueHue ocTporo OTpaBiieHUs] — B KpaTyakIlne CPOKH MPOMBIBAHUE JKETY/IKa, HA3HAUCHUE
aKTUBUPOBAHHOTO YTJIsl B IOBTOPHBIX J103aX. POPCUPOBaHHBIN Jype3, reMonepdy3us ¥ TeMOTHaIN3
HEJ0CTaTOYHO 3(P(PEKTUBHBI U3-32 BBICOKOH cTerneHu cBsa3biBanus HIIBII ¢ Oenkamu KpoBH M UX
aKTHMBHOI'O MeTa0OJIM3Ma.

5. PAPMAKOJIOTHYECKHWE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOIiCTBA

CDapMaKOTepaHeBTI/I‘-ICCKaH rpynia: MMPOTUBOBOCIIAIINTCIILHBIC u IIPOTUBOPCBMATUYICCKHUC
npemnaparbl, HCCTCPOUIHBLIC IPOTUBOBOCHAIMUTCIBHBIC W MTPOTUBOPECBMATHYCCKUC IIPCIIApPaTHI;
IIPONU3BOJHBIC YKCYCHOP'I KHCJIOTBI U pOACTBCHHBIC COCIUHCHU.

Koxg ATX: MO1AB16

MexaHu3M aercTeus, hapMakoauHaMuueckue 3pexTol

AHGKHO@)CH&K — HECTCPOUJHOC COCAUHCHHUEC C MPOTUBOBOCHAIWTCIBHBIM W aAHAJIBICTUYCCKUM
JeicTBueM. MeXaHM3M €ro JIeiCTBUS OCHOBAH Ha I/IHFI/I6I/IpOBaHI/II/I CHUHTCE3a MpoCTarjlaH/inuHa.

5.2. dapmMaKoKHHETHYECKHUE CBOHCTBA

AbcopOrus

[locne mnpuema BHYTpb alekio(peHak OBICTPO BCACHIBAETCS, OWOAOCTYNHOCTb COCTaBJISIET
noutnl 00 % . MakcumanbHas KOHLIEHTpAIs B IUIa3Me KpOBU JlocTuraercs yepes 1,25 — 3 1 mocie
npuema. OJHOBPEMEHHBIN TIPUEM MTUIIIN 3aMeJISIeT BCAaChIBaHNE, HO HE BIUSET HA €TO CTETICHb.

Pacopenenenue

AneknoeHak B BBICOKOW CTETIEHM CBSI3bIBaeTCS ¢ Oenmkamu 1uiasmel (> 99,7 %). AnexknodeHak
MPOHUKAET B CHHOBHAIBHYIO JXHJKOCTh, TJ€ €ro KOHIeHTpamus npocturaetr 60 % ot ero
KOHIIEHTpanuu B mazme. O0weM pacnpeneneHus coctaiseT 30 .

BI/IOTDaHCd)ODMaI_II/IH

Cuwnraercs, uto anekinodenak meradomusupyercs uzodpepmerrom CYP2C9. OcHoBHON MeTabOIUT
— 4-OH-anexnogeHax, BeposaTHO, 001aJar0INif MUHUMAJIbHBIM KJIIMHUYECKH 3HAYUMBIM JICHCTBHEM.
bouin 0O6HapyKeHbl pa3nuuHble MeTaO0O0IUTHI (BKII0OYast qukiodenak u 4-OH- nukinodenak).

ONUMHHALIUSA
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ot 16.10.2025 N= 2!
Cpennuii mepuon monyBbiBeneHus (t1/2) cocrabnser 4 — 'I'é—' —l%ﬁxﬁéﬂg E(Bt’h!iBﬂ'ﬂ-gT

COOTBETCTBYET ! -'I'l'_EF'TH MY OTHETY

[MpubnusurensHo 2/3 TpPUHATON J03bI BBIBOAUTCS TOYKAaMH, B OCHOBHOM — B BHJE
KOHBIOTUPOBAHHbIX IMAPOKcUMeTaboauToB. Tonbko 1 % 10361 ocie nprueMa BHYTpb BBIBOAUTCS B
HEU3MEHHOM BUJIE.

Oco0ble T'PVYIIIBI ITIAITWMEHTOB

Toueunas neoocmamounocmo

VY manMeHToB ¢ HapylIeHUSMH (DYHKUIUU MOYEK JIETKOM WM YMEPEHHOM CTENEeHH TSKECTH He
HAOII0AANI0Ch KIMHUYECKH 3HAUYUMBIX Pa3inudil B (apMaKOKMHETHYECKUX IOKa3aTeNsx I0Cie
OJTHOKPATHOT'O IpHeMa M0 CPABHEHUIO CO 3JOPOBBIMU JOOPOBOJIBIIAMH.

Tleuenounas neoocmamounocmes

[Tocie OAHOKpPATHOrO NMPHUMEHEHHWs Ipernapara y MAlMeHTOB C MOHMIKEHHOW (YHKIUCH IeYeHU
YMEpPEHHOH CTeMeHu TsbKeCTH Habmroganoch Ooliee MeIJICHHOE BhIBeICHHE arekiodenaka. B
HCCIIEI0BAaHMM MHOTOKpaTHBIX /103 1pH npuemMe 100 mr aneknodenaka 1 pa3 B eHb HE HAOIIOAAIOCH
paznuunii B (papMaKOKHHETHYCCKUX TapaMeTpax YJacTHHKOB C IIMPPO3OM TICUCHU JIETKOW WIIH
YMEPEHHOM CTETICHHU TSDKECTH U 3J0POBBIX I0OPOBOJIBIICB.

./]ub;a nooaicus1oco so3pacma

CDapMaKOKI/IHCTI/IKa aI_IeKJ'IO(beHaKa Y HagUCHTOB ITOKNUJIOT'0 BO3pacCTa HEC U3MCHACTCA.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeJbHBIX BelIeCTB

Llemmtono3a Mukpokpuctamindeckas (tum 102)
Kpockapmeriosa Hatpus

ITosunmon K 30

Hatpus creapundymapar

CocTaB MJICHOYHOM 000JIOYKHU:

Omnanpaii I 6ensrit (03A280002): runpomMensio3a (TIpOKCUIPONUIMETHIILEIIII0I03a); LEUTI0I03a
MUKPOKPHUCTAJUTNYECKas; TATaHA TUOKCHI; MaKPOTOJI (TTOJIMATUIICHTJIUKOJB).

6.2. HecoBMeCTHMOCTH
He mpumennmo.

6.3. Cpok roaHocTH (CPOK XpaHeHus )

3 roxa.

6.4. Oco0blie Mepbl MPETOCTOPOKHOCTH NMPU XPAHEHUH
ITpu Temmneparype e Boie 25 °C.

6.5. XapakTep u coep:kaHue YNaKOBKH

ITo 10 TabneTok B KOHTYPHYIO STYEHKOBYIO YIAKOBKY U3 IJICHKU MOJMBUHUIXJIOPUAHON Mapku DI1-
73 1 Goabru aTIOMUHUEBON C TEPMOCBAPUBAEMBIM TOKPBITHEM.

[lo1,2,3,4,6,9 uiu 10 KOHTYpHBIX STYEHKOBBIX YIIAKOBOK BMECTE C JINCTKOM-BKJIABIILIEM B MTAYKY
13 KapToHAa, OymMaru 1 KOMOMHUPOBAHHBIX MAaTEPUAJIOB HJIA KapTOHA JIsl TOTPEOUTEIIBCKOM Taphl.
He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYITHBI JIJISl peaTH3aIiu.
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COOTBETCTEBYET 2KCNE F'_T HOMY OTYETY

ot 16.10.2025 N2 25936

6.6. OcoOble Mepbl NMPEeIOCTOPOKHOCTH NMPH YTHIH3ALUN %EB%EEO%Q&EOE%@%@T_EJ H'I'n"i')

npenapara uJjiM OTXO0J0B, MOJYYEHHBIX MOCJe NMPUMEHEHUsl JeKAPCTBEHHOr0 Npenapara, u
Apyrue MAHMIYJISLHMU € PenapaTom

Het 0co0bIx TpeOOBaHUM K yTUIM3ALUH.

7. JEPKATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

000 «IUAMEI-bapmay

141069, r. Kopones, MockoBckas 00:1., yi. Coerckas (I[lepBomaiickuii Mkp.), 1.31
Tenedon: +7 (499) 707-11-52

OnektponHas nouta: Kp@diamed-farma.com

7.1. IlpeacraBuTeIb Aep:KaTe/Isl PErHCTPALMOHHOIO YA0CTOBEPeHUs

[Iperen3un norpeOutenell Ha TEPPUTOPUU TOCYNAPCTB-wIEHOB EBpa3uiickoro 3KOHOMHUYECKOTO
CO03a HaNpaBJIATh 110 aAPECY:

Poccuiickas @enepanns

000 «IUAMEI-hapmar

141069, r. Kopones, MockoBckas 00:1., yi. Coerckas (I[TepBomaiickuii Mkp.), 1.31

Tenedon: +7 (499) 707-11-52

OnektponHas mouta: Kp@diamed-farma.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. KATEIOPHUsl OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

HeKapCTBeHHLIﬁ npemnapat OTHOCUTCA K KaTCTrOpuH OTITYCKa ITO pCUCITY.

O6mras xapaktepuctuka JekapcTtBeHHoro mnpemnapata ADPIEK noctymHa B emmHOM peectpe
3apPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3vilCKOro »KOHOMHMYECKOIO COK03a U Ha
o(uIHaIEHOM CaiiTe YIIOJTHOMOUYEHHOT'O OpraHa (3KCrepTHo# opranu3anmun) https://www.regmed.ru/
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