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10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA

Hekcnym®

Perucrpanmonnbiii Homep: JII1-Ne(003380)-(PT"-RU)

Toprosoe HaMMeHOBaHue: HCKCI/IyM®

MexayHapoaHOe HEMATEHTOBAHHOE UJIM TPYNINIMPOBOYHOE HAUMEHOBAHMeE: Y30MENPa3ol
JlekapcTBeHHasi popma: TeUIeThl, MOKPHITHIC KUIMIEYHOPACTBOPUMOM O000JIOYKON, U TPaHYJIbI
JUTSl IPUTOTOBJICHUS CYCIICH3UU ISl IPUEMa BHYTPh

CocraB

OJIIMH MaKeT COJIEPKUT:

IOEeHCTBYIOIIEE BELIECTBO: 330Memnpa3zon marHui Ttpuruapat — 11,1 mr, skBuBaneHTHbIH 10 Mr

930MCIIpa3oiia,

BCIIOMOTaTeJILHBIC BEIIECTBA: METAKPUIIOBOM KHCIIOTHI M ATHIIakpuiara conoiumep (1:1)—9,5 mr;

Tanbk — 8,4 Mr; caxaposa, cdepuueckue rpaHyibl (caxap, cepuyeckue rpanyibl) (pasmep
0,250-0,355 mm) — 7,4 mr; rtumposioza— 32,2 Mr; rumpomeinio3a— 1,7 Mr; TPUITHILUTPAT —
0,95 mr; maraus creapar — 0,65 mr; rmnepona moHocreapar 40-55 — 0,48 mr; momucopdar 80 —
0,27 mr; mekcrpo3a — 2813 Mr; KpOCTIOBHIOH — 75 MT; KCAaHTaHOBAs KaMeb — /5 MT; JTUMOHHAsI
Kkucnota 6e3BoHas — 4,9 Mr; KpacuTenab OKCHJI Jkeme3a KenThid — 1,8 mr.

Onucanue

brnenHo-)kenThIe TpaHYJBl Pa3jIMYHOTO pa3Mepa (OCHOBHAs Macca— TOHKOHM3MEIIbUYCHHBIC
TpaHyJIbl B 00JIee KPYITHBIC — MEJUIeThI). MOTyT BCTpedaThCss KOPHUHEBATHIC TPAHYJIBI.
dapmakoTepaneBTHYeCKAsl IPYNNA: CPECTBA AT IEUCHHSI KHCIIOTO3aBUCUMBIX 3a00JIeBaHUI;
MPOTUBOSI3BEHHBIE CpPEACTBA M CPEACTBAa IS JIEUeHUs TracTpodsodareanbHOl pedIrokcHON
6one3nu (I'OPB); nHrUOUTOPHI MPOTOHHOTO Hacoca.

Kox ATX: A02BCO05

DapMaKoJIOrHYecKue CBOMCTBA

DapMaKoAUHAMHKA

D30Memnpasoil ABIAECTCA S-H30MEPOM OMENPA30ja M CHMXKAET CEKPELHUI0 COJITHOM KHCIOTHI B
KeNyJIKe MyTeM Celn(puIeckoro MHruOUpoBaHUs MPOTOHHOM MOMIIBI B MApUETATbHBIX KJIETKaX
xenmynka. S- u R-uzomepsl omemnpaszona o0iagaloT CXOAHOM  (hapMaKoAMHAMHUYECKOM

AKTUBHOCTBIO.
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MexaHu3M IeHCTBUS

D30Mempa3oll SBISETCS CIa0bIM OCHOBAHHEM, KOTOPOE MEPEXOANT B AKTUBHYIO ()OPMY B CHIIBHO
KHCIION Cpe/ie CEKPETOPHBIX KAaHAIBIIEB MAPUETABHBIX KJIIETOK CIIM3UCTON OOOIOYKH KEITyaKa U
UHIMOMpYeT MNpOTOHHYK momiy — ¢epmenr HY/K'-ATda3zy, mnpu 5TOM IIPOMCXOIUT

I/IHI‘I/I6I/IpOBaHI/Ie KakK 6333J'IBHOI’I, TaK 1 CTI/IMYJII/IpOBaHHOﬁ CCKpEIUn COJISTHOM KHCJIOTHI.

BiausgHue Ha ceKpeluio COIIHON KUCIOTEI B )KEIYIKE

[elicTBue 330Menpasoiia pa3BUBaEeTCsA B TeUeHUE 1 yaca mocie nepopaibHoro npruema 20 Mr wim
40 mr. Ilpu exegHEeBHOM IpHEME MperapaTa B TeUeHHe S5 aHel B j103e 20 Mr oIMH pa3 B CyTKH
CpenHsisi MaKCUMaJIbHasi KOHIICHTPALIUS COJISTHOM KHUCJIOTHI MOCJE CTUMYJISIIMU TIEHTAaraCTpUuHOM
cHkanace Ha 90 % (mpu M3MEpPEeHNH KOHIIEHTPAIMH KHUCIOTHI Yepe3 6—7 4acoB mocie nmpuema
npernapara Ha 5-i JeHb Teparun).

Y naumeHtoB c¢ ractpodszodareanbHoil pedurokcHo Oonesnpto (I'DOPB) u  Hammumem
KJIMHUYECKUX CUMIITOMOB Yepe3 5 JHEH eKeIHEBHOrO MepOpaIbHOIO IpHeMa 330Merpa3olia B
no3e 20 mr unu 40 Mr 3HaueHue BHYTpHKeIyJouHoro pH Bbliie 4 moaaepKuBaaoch B TEUEHUE B
cpennem 13 u 17 yacoB u3 24 yacoB. Ha ¢one mpuema 330omemnpazona B qo3¢ 20 MI B CyTKH
3HaYeHHe BHyTprxkKenyaouHoro pH Beiie 4 noanep:xuBanoch He MeHee 8, 12 u 16 yacoBy 76 %,
54% wu 24 % mnaureHToB cooTBeTcTBeHHO. s 40 Mr s3omenpaszojia 3TO COOTHOILICHUE
coctaBuiio 97 %, 92 % u 56 % cOOTBETCTBEHHO.

BrisiBneHa koppensiiusi MEXIy KOHIEHTpalueill mpemapaTa B IUIa3Me€ M WHTHOMpPOBaHUEM
CEKpEIMH COJSHOM KHUCIOTHI (IS OIICHKM KOHIIEHTpaluu wucnonb3oBanu mnapamerp AUC

(TUTOIA/Ib IO KPUBOM «KOHIICHTPALIHMS — BPEMS»)).

Tepanepriuecknii ddhdEKT, TOCTUTAEMBIA B pPE3VJILTATE WHIHOMPOBAHUS CEKPEIMU COJSHOMN

KHCJIOThI
Ipu npueme npenapara Hekcuym® B f03e 40 Mr 3axuBieHue pedurokc-330(aruTta HacTyHano
npubimsutensHo 'y 78 % mnanuenToB depe3 4 Henenu Tepanuu Uy 93 % — yepe3 8 Henmenb
TEPaINH.

Jleuenne mnpemapatrom Hexcmym® B 10o3e 20Mr 2pasa B CYyTKH B KOMOWHAIIMH C
COOTBETCTBYIOIIMMU aHTUOMOTHKAMHM B TEYEHHE OJHOM HeAeT MNPUBOJUT K YCIENTHON
spanukarmu Helicobacter pylori nmpubmusutensao y 90 % nanueHToB.

[TarimeHTaM ¢ HEOCTOKHEHHON S3BEHHOM 0O0JIE3HBIO MOCIIE HEIEIBHOTO 3PaIUKAIMOHHOIO Kypca
He TpeOyeTcsl MOcCienyrole MOHOTEpANuy MpenaparaMy, MOHWKAIOIMIMMU CEKPEIUI0 JKeje3

KEITydKa, IJisd 3aKUBJICHUA A3BBI 1 YCTPAHCHUSA CUMIITOMOB.
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Beia mokasana 3¢ dekTuBHOCTH penapara Hexcrym® nﬂal%ﬁol%gé;é{iﬁﬁﬂ Ih'é'l"l—'rlnlééklofrl ;%BBI,

MNOATBCPXKACHHOM SHAOCKOIMNMYCCKUM HUCCICAOBAHHUEM.

[Ipumenenue opu I'OPFE vy nereit (B Bo3pacre 1-11 jer)

3aKUBJIGHUE 3PO3MBHOrO  330(arura, MOATBEPKACHHOE JaHHBIMM  SHAOCKONNYECKOIO
uccienoBanus, Haomonanu y 93,3 % nauuentoB B Bo3pacte 1-11 sier uepe3 8 Henenb Tepanuu
® . ®
npenapatoM Hekcuym ™. Ilanents ¢ Maccoii Tena MeHee 20 Kr npuHUMaiy npenapatr Hekcuym
B CyTOYHOHU n103¢ 5 mr win 10 mr, a manueHTsl ¢ Maccor Tena 6osnee 20 KT — B CYyTOYHOM J103€

10 mr mim 20 wmr.

I[DVFI/IG E)d)d)eKTI)I, CBA3aHHBIC C I/IHFI/I6I/IDOBaHI/I€M CEKPCIMH COJISTHOM KMCJIOTBI

Bo Bpewms nedeHus npenapaTamMy, NOHMKAIOIIUMH CEKPELUIO JKeJle3 Kelly/aKa, KOHLUEHTpalus
racTpuHa B IUIa3M€ IIOBBIIIAETCA B PE3YJbTAaTE CHUKCHHMS CEKPELUH COJSHOM KHCIIOTHI.
BcenenctBue  CHWKEHHST  CEKpPELIMM  COJSHOM — KHCJIOTHI  IIOBBIIIAETCS  KOHUEHTpaLuUs
xpomorpannHa A (CgA). IloBeienue konuentpaimuu CgA MOXKET OKas3blBaTh BIMSHHE Ha
pe3ynbTarthl  OOClIeOBaHMM  JUIsl  BBISIBJICHUS  HEHPOSHAOKPUHHBIX  omyxonei. Jlng
IPEJOTBPALICHNUS JaHHOTO BIMSHUS TEPAlUI0 MHTUMOUTOpAMH NMPOTOHHOM MOMIIBI HEOOXOAUMO
IPUOCTAHOBUTH 3a 5—14 nHel 1o npoBeneHus uccienoBanus KoHuenTpauuu CgA. Ecnu 3a 3to
Bpems KoHLeHTpauuss CgA He BepHysJach K HOPMaJIbHOMY 3HAU€HUIO, MCCIIEI0BAaHUE CIEAyeT
HOBTOPHTb.

VY nereil ¥ B3pOCIHBIX NAIMEHTOB, JJIUTEIBHOE BPEMs IMOJYYaBILIHUX 330MENpPa3ojl, OTMEYaaoch
YBEJIMYEHUE KOJMYECTBA SHTEPOXpoMapPUHONOJOOHBIX KIETOK, BEPOSTHO, CBS3aHHOE C
MOBBIIEHNEM KOHIEHTPALlMU FacTprHA B I1a3Me. KIMHnueckoil 3HaUuMMOCTH JAHHOE SIBJICHUE HE
UMeEeT.

VY nmanueHToB, IPUHUMABIIKX MpENapaThl, HOHWKAIOIINE CEKPELMIO JKEee3 KeNyaKa, B TeUEHUE
JUINTEJIBHOTO TMPOMEXYTKa BPEMEHH, dyallle OTMEYajioch OOpa3oBaHHE KENE3UCTHIX KUCT B
Kenmynke. OTH  sgBIEHHS OOYCIIOBJIEHBl (U3MOJIOTUYECKUMHU HM3MEHEHUSIMH B pe3yJibTaTe
BBIPQXEHHOIO MHTUOMPOBAHUS CEKPEMH COJISHOW KHUCIOTHl. KHCThl 100pOKadecTBEHHbBIE U
MOJIBEPTaloTCsl 00paTHOMY Pa3BUTHIO.

[IpuMeHeHrEe JNeKapCTBEHHBIX IIPENapaToB, IOAABISAIONIUX CEKPELMIO COJSHOM KHUCIOTHI B
KenmyJIke, B TOM 4YHCJIE€ HMHIMOUTOPOB MHPOTOHHOM IOMIIBI, CONPOBOKAAETCS YBEIMUYCHHEM
CoJIepKaHus B )KeTyIKe MUKPOOHOM (Iopbl, B HOPME MPUCYTCTBYIOLIEH B KTy A0YHO-KUILIEYHOM
TpakTe. [IpumMeHeHre HHrHOUTOPOB MPOTOHHOM MOMIIBI MOXKET NMPUBOAUTH K HE3HAYUTEIbHOMY
YBEJIMYEHHUIO PUCKAa MH(PEKIIMOHHBIX 3a00JIeBaHUI JKEITy0YHO-KUIIEYHOTO TPAKTa, BHI3BAHHBIX
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Salmonella spp., Campylobacter spp. u, y roanTdﬁﬂ/f;%EEalfﬁ i%'T%%BJj];&)%;&HO,

Clostridium difficile.

I[penapar Hexcuym® mokasan nydmryio 3(p(EKTHBHOCTh MO CPABHEHHIO C DPAHUTHAMHOM B
OTHOUICHUM 3aXHMBJCHUS 53B OKEIyAKa Yy TAlMCHTOB, IIOJYYaBIIUX HECTEPOMHBIC
npotuBoBocnanutensHpie  npenapartsl  (HIIBIT), Bkmiowass ceneKTHBHBIE ~ WHTHOWUTOPEI
uksiookcurenassi-2 (110I-2).

I[penapar Hexcuym® mokasanm BbICOKYI0 3()(EKTHBHOCTH B OTHOIIEHHH NPODMIAKTHKH 3B
KeJTyaKa ¥ JBEHAALATHIICPCTHON KUIIKY y ManueHToB, noxy4dasmux HIIBII (Bo3pacthas rpymnmna
crapuie 60 JIeT u/WIM ¢ NeNTUYECKON S3BOM B aHAMHE3€), BKJIIOYasl CEJIEKTUBHBIC HHTUOUTOPEI

LOT-2.

DapMaKOKHMHETHKA

AOcopO1us 1 pacupeelicHue

D30Menpa3osl HEYCTOWYMB B KHCIOW Cpele, MOITOMY sl TepOpajJbHOr0 IpPUMEHEHUS
UCIIOJIB3YIOT MEJUIETHI, TIOKPBITHIC KMIIEYHOPACTBOPUMOM 0005104K0ii. B ycimoBusx in Vivo muiib
HE3HAaYWTelbHAs YacThb »J30Mempaszojia mpeBpam@aercs B R-uzomep. Ilpemapar OwicTpo
abcopOupyercsi: MakCHMallbHas KOHIIEHTpalus B IUIa3Me JOCTUraercs uepe3 1-2 yaca mocie
npuema. AOGCO0THAsE OMOJOCTYITHOCTh A30MeEIpa3osia Mocae OJJHOKPATHOTO Ipruema 0361 40 Mr
cocraBisieT 64 % u Bo3pacTaer 10 89 % Ha PoHe exeAHEBHOro MpHUeMa OJUH pa3 B CyTkH. Jls
o361 20 Mr 330Merpa3oiia 3TH mokazaTtenu coctaBisaioT 50 % u 68 % cooTBercTBeHHO. O0BEM
pacripefieieHUs 1pH  PaBHOBECHOMW KOHIEHTpPALlMM y 3[0POBBIX JIIOAE€H  COCTaBIseT
npubimsutensHo 0,22 1/Kr Macchl Tena. D30Menpa3oil CBsI3bIBaeTCs ¢ OeKamu 1mia3mbel Ha 97 %.
[lprem mumm 3amMeUIsieT W CHIDKAeT BCACHIBAHHME 330MENpa3olia, OJHAKO ATO HE OKa3bIBAaeT

CYHICCTBCHHOI'O BJIMAHUA HA B(b(beKTI/IBHOCTL I/IHFI/I6I/IpOBaHI/IH CCKpeLUn COJISTHOM KMCIIOTBHI.

MeTaboans3M 1 DKCKpenus

D30Menpa3o MoABEpPraeTcs MeTadoIM3My C y4acTHeM CHCTeMbl 1utoxpoma P450. OcHoBHas
4acTh MeTaboJIM3UpYyeTCsl MNpU YYacTUU CHEHU(PHUECKOro MOIMMOpP(HOro u3zodpepMeHTa
CYP2C19, npu 3ToM 00pa3yroTcsi THAPOKCUIMPOBAHHBIE U JI€3METUIMPOBAHHBIE METAOOINTHI
330Menpasosa. MerabonusMm ocTaBiielcs yacT ocyiecTisercst nzopepmentom CYP3A4; npu
3TOM 00pa3zyeTcsl cynb(ONpPOU3BOJAHOE 330MEIPa30iia, SIBISIIOIIEECS OCHOBHBIM METa0OIUTOM,
OIpEAEIIAEMBIM B IIJIa3M€.

[TapameTpsl, NMpHUBEIEHHbIE HIKE, OTPaKalOT, B OCHOBHOM, XapakTep (apMaKOKUHETUKU Y
MAIMEeHTOB ¢ COXpaHHOU QyHKuei n3opepmenta CYP2C19.
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OO0mmit KIMpeHC cocTaBisieT npuMepHo 17 mfg nocnénbﬁﬁo H'-BFJ %Iﬁgbra"'gﬁ'eﬁab'ﬁa u

9 n/a — mocne MHOTOKpaTHOro mpuema. Ilepwon momyBbIBeNEHUs coctaBiseT 1,3 aca mpu
CHCTEMaTHUYECKOM IpHeMe OJIMH pa3 B cyTku. 3HaueHrne AUC Bo3pacTaeT nmpu MOBTOPHOM IpUEMe
330Menpasona. JlozozaBucumoe ysennyenne AUC npu HoBTOpHOM IIpHUeMe 330Menpa3oiia HOCUT
HEJIMHEHHBIM XapakTep, 4YTO SBJSETCS CIEACTBUEM CHWXKEHUS METabolM3Ma IpU «II€PBOM
IIPOXOXKACHUN» YePEe3 NEYEHb, & TAK)KE CHIYKEHUSI CUCTEMHOI'O KJIMPEHCA, BEPOSITHO, BI3BAHHOIO
uarunOupoBanueM m3odpepmenta CYP2C19 33omenpa3onoM w/wiv €ro Cyib(OIPOU3BOIHBIM.
[Tpu exeqHEBHOM IpueMe OIMH pa3 B CYTKHM 330MENpa3oil MOJHOCThIO BBIBOAUTCS U3 ILIa3Mbl
KPOBHU B IIEpEpPhIBE MEXly IPUEMaMH U HE KyMYJIUpPYeT.

OcCHOBHBIE METAa0OJHMTHI 330MeENpa3ojia HE BIMAIOT HAa CEKPELHI0 COJITHOW KUCIOTHL. [lpu
nepopagbHOM npuMeHeHuu 10 80 % 103bI BEIBOJUTCS B BUJIE METAOOIMTOB C MOYOH, OCTAIbHOE
KOJINYECTBO BBIBOAUTCS ¢ (pexkamusimu. B moue oOHapyskuBaeTcs mMeHee 1 % HEM3MEHEHHOro

230MCIIpa3oJia.

OcobenHocT hapMAKOKUHETUKH B HEKOTODBIX IPYINAX HAMEHTOB

[TpubnuzutensHo y 2,9+1,5 % Hacenenus cHmxeHa akTUBHOCTH u3odepmenta CYP2C19. ¥V
TaKuX IaLUEHTOB MeTa0OJM3M 330MeIpa3oja, B OCHOBHOM, OCYIIECTBISIETCS B pe3yJibTaTe
neiictBust CYP3A4. [Ipu cucremaruueckoM npueme 40 Mr s3omenpasoia OJHOKPATHO B CYTKU
cpennee 3HaueHne AUC na 100 % mnpeBblaer 3Ha4eHHE HTOrO NapaMeTpa y MalUueHTOB C
coxpanHoit ¢Qynkuueir m3odepmenta CYP2C19. Cpennue 3HaueHUS MaKCHMAaIbHBIX
KOHIIEHTpaluil B IJIa3Me y MalMeHTOB CO CHIKEHHON aKTMBHOCTBIO M30()epMEHTa MOBBIIIEHBI
npuomM3uTeNbHO Ha 60 %. YkazaHHbIe 0COOCHHOCTH HE BIMSIOT HA JI03Y U CIIOCOO MPUMEHEHUS
’30Menpasoa.

VY mnanuentoB noxuioro Bodpacta (71-80 ner) mMetaGonusM 330Memnpaszofia HE HpeTepreBaeT
3HAYUTEIbHBIX U3MEHEHUH.

[Tocne ognokpaTHoro npuema 40 mr 33omenpazona cpeanee 3Hauenue AUC y sxenmun Ha 30 %
IPEBBILIAET TAKOBOE y MY>K4MH. [Ipu exelHeBHOM IIpUeMe MpenapaTa oJIMH pa3 B CyTKU pa3anduit
B (hapMaKOKMHETHUKE Y MY>KUYMH U KESHIIHMH HE OTMeUaeTcs. YKa3aHHbIE OCOOCHHOCTH HE BIIUSIOT
Ha JI03Yy ¥ C1I0CO0 NMPUMEHEHHsI 330MeTpa3oa.

VY nanueHToB ¢ JIETKOM M yMEpeHHOM! MTeYeHOYHON HEeJJ0CTaTOYHOCThIO METa00JIM3M 330MeTpa3olia
MOXXET HapylarbCd. Y IMANHEeHTOB C TSKEIOM NEYEeHOYHOM HEIOCTaTOYHOCTBIO CKOPOCTh
MeTaboIM3Ma CHUKEeHA, YTO IPUBOAUT K yBenuueHuto 3Hauenuss AUC juist a30menpa3zona B 2 pasa.
JU1s  manmeHToB € TSDKENOW IEYEHOYHOW HENOCTaTOYHOCTBIO HE CIEAYeT IIPEBbIIATH
MaKCHUMaJbHYI0 CyTOuHYyI0 n03y — 10 Mr mis manmeHToB B Bo3pacte 1-11 mer m 20 mMr mis
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OCHOBHBIX METa0OJIUTOB OTMEYEHO He OBLIO.

N3yuenne (apMaKOKMHETUKH Yy TMALMEHTOB C MOYEYHON HEIOCTATOYHOCTHIO HE MPOBOIMIIOCE.
[TockonbKy dYepe3 TOYKM OCYIIECTBISCTCS BBIBEJACHHE HE CaMOro 330Mernpa3ojia, a ero
METa0OJIMTOB, MOXKHO II0JIarath, 4TO METa0OJIM3M 330MEIpa3oja y MalUeHTOB C TOYSYHOH
HEIOCTaTOYHOCTHIO HE U3MEHSETCS.

V nereii B Bo3pacte 12-18 ner nocne nosropuoro npuema 20 mr u 40 Mr 330Menpasona 3HaueHUe
AUC u Bpems 10CTHKEeHUS MakcuMaabHON KOHIIEHTPAHH (T Cmax) B IJ1a3Me KPOBH OBLITH CXOXKH
co 3HadeHUsIMU AUC U TCax Y B3pOCIIBIX.

VY nereit B Bo3pacte 1-11 ner mocie noBropHoro npuema 10 Mr 33omenpaszona 3HaueHue AUC
6bu10 cxoaHO co 3HauyeHneM AUC y moagpoCTKOB U B3pOCIbIX Ipu Iipreme 20 MT 330Menpasolia.
VY nereit B Bozpacte 1-11 net mocne noBTopHOro npuema 20 mr s3omenpasona 3Hauenue AUC
Oob10 B 6-11 pa3 Boime 3HaueHus AUC y MOAPOCTKOB M B3pOCHbIX mpu mpueme 20 mr

930MeIIpa3oJia.

IToxka3zaHusi K MPUMEHEHUIO

I'acTpo33odareanbnas pedirokcuas 6osiesnn (I'IPB):

e JIeUEHHE IPO3UBHOTO pedIroKkc-330(arura

e JIMTENIbHOE  TOAJCPXKUBAIOIIEe  JIYeHHe  [OCIe  3aKHMBICHHA  DPO3MBHOTO
pedirokc-330(daruta 11 MPEIOTBPAIICHHS PEIIUINBA

e cumnroMarnueckoe neueHue [ DOPb

SI3BeHHAas1 0OJIE3HD KeJTYAKA U IBEHATIATHNIEPCTHON KHIIIKH

B cocraBe koMOMHUpPOBaHHOIT Tepanuu 1Jsi spagukanuu Helicobacter pylori:

e JIcUCHHME SI3BbI JIBEHA/IIIATHIIEPCTHON KHIIKH, acconnupoBanHoi ¢ Helicobacter pylori

e npoduIaKTHKA PEIHINBOB MENTHYECKOI 3BbI, acconnupoBanHoi ¢ Helicobacter pylori
JlMTebHAs KHCJI0TOMOAABJISIONIAs TEPANUS Y MANMEHTOB, MEPEHECIIUX KPOBOTEYEHHE U3
NeNnTHYEeCKOi sI3BbI (MOC/Je BHYTPHBEHHOI0 NPHUMEHEHHs MPENapaToB, MOHUKAIOIINX

CeKpeNHIo JKeJie3 JKeayaKa, I NPOPHIAKTHKH PelnnBa)

IHauuenTsl, AauTeabHo npuauMaromme HITBII:
® 3)KMBJICHUE S3BbI XKENYJIKa, CBsI3aHHOM ¢ mpuemoM HIIBIT
e TmpoduIaKTHKA SI3BBI KEITyAKa U IBEHAANATUIICPCTHON KUIIIKH, CBsi3aHHOM ¢ mpuemom HIIBII,

Yy NAaUEHTOB, OTHOCAIIUXCA K I'PYIIIC PUCKaA
6
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Cunapom 3o/uIMHrepa-JJ/UIMCOHA WJIM JIpyrHe COCTOSIHHMSI, XapaKTepusymoumuecs
MaTOJIOTHYECKOl TIumepcekpenuei :Kejiae3 »KedylaKa, B TOM 4YHCJIe HWIHONATHYECKAS

rUnepceKpenus

IIpoTuBONOKa3aHMSA

['MnepyyBCTBUTENFHOCT, K 330MENpa3oily, 3aMElICHHBIM OCH3MMHIA30jlaM W JPYTUM
BCIIOMOTaTeNIbHBIM BEIIECTBAM, BXO/SIIIMM B COCTaB Ipernapara.

HacnenctBennass HernepeHOCMMOCTh (DPYKTO3bI, TIIIOKO30-TajJakTo3Has MajababcopOuus wiu
caxapa3o-u30MajbTa3Hasi HEIOCTATOYHOCTb.

Jerckuit Bozpact 10 1 roga wim macca tesna MeHee 10 kr (B CBA3M C OTCYTCTBHEM JIaHHBIX 00
s dexTrBHOCTH U 0€30MACHOCTU MPUMEHEHUS Ipernapara y JaHHOW IpyIIbl HAl[UEeHTOB).
Hetckuit Bozpact 1-4 roga mo IpyruM MoKa3aHUSIM, KpOME JICUEHUS 3PO3UBHOTO 30darura u
cumnromaruyeckoro jgeuenus ['OPb.

Herckuit Bo3pact 4-11 neT mo ApyruM MOKa3aHHUSIM, KPOME JICUEHHUS 3PO3UBHOTO 330¢arura,
cumnToMmarudyeckoro JnedeHus [DOPBb u neueHus s3BbI  JBEHAALIATUIIEPCTHON  KHUIIKH,
accoruupoannoii ¢ Helicobacter pylori, B coctaBe koMOMHUPOBAHHON TepaIuu.

Jerckuii Bo3pacT crapuie 12 et mo aApyruM mnokasaHusiM, kpome ['OPB u neuenust s13Bbl
JIBCHAINATUIIEPCTHOW  KWIIKKM, accouunpoBanHoii ¢ Helicobacter pylori, B cocrase
KOMOWHUPOBaHHOM Tepamnuu.

O30Menpa3osl He [JODKEH IPUHUMAThCSd COBMECTHO C aTa3aHaBUPOM HIM Hell(UHABUPOM

(cM. pazznen «B3aumoneicTBue ¢ IpyruMH JIEKAPCTBEHHBIMU CPEJICTBAMUY).

C 0CTOPOKHOCTBHIO

Tsoxenas modeyHast HEAOCTATOYHOCTh (OHLIT IIPUMCHCHU OFpaHI/I‘leH).

IIpumMenenune Bo BpeMsi 6epeMeHHOCTH U NMEePHO/I TPYTHOI0 BCKAPMJIUBAHUS

B HacTosIee BpeMs HEeT JOCTaTOYHOTO KOIMYECTBA JaHHBIX O IpUMeHeHHH npenapara Hexcuym®
BO BpeMsi OEepeMEHHOCTH. Pe3ynpTaThl 3MUIEMUOJIOTHYECKHUX HCCIeIOBaHUN OMerpasoda,
NPECTaBISIIOIET0 COOON pPAalEeMHYECKYI0 CMeCh, TOKa3all OTCYTCTBHE (ETOTOKCHYECKOTO
JeVCTBYS WK HAPYIICHUS Pa3BUTHUS TUIOIA.

[Tpu BBeeHUM 330Merpa3oia KUBOTHBIM HE BBISBJICHO KaKOr0-THOO MPSIMOro WM KOCBEHHOTO
OTPHIIATEILHOTO BO3JEHCTBHUS Ha pa3BUTHE >MOpHOHA WM Iulofa. BBeneHue pareMudeckoit

CMECH IIpfCriapaTa TaKKe HEC OKa3bIBAJIO KaKoTo-JIn00 OTPpULATCIIBHOT'O BOS)IGf/iCTBHS[ Ha ) XUBOTHBIX
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COOTBETCTBYET 3KCMEPTHOMY OTUYETY
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B TIepro]1 0epeMEHHOCTH, POJIOB, a TAKXKE B IEPHOJT nocfﬁTﬁﬁ;lg&b'B;é"éE%H"—' CTb 0005)

Haznauath nmpemnapar 6epeMeHHBIM CJICOAYCT TOJILKO B TOM CJIy4dac, KOraa OXXuaacmas 1mojib3a I
MaTCpH MPCBLIIACT BO3MOXKHBIN PUCK IJId T1044.
HCI/ISBGCTHO, BBIACIIACTCA JIM 930MEIIPa30JI C IpyAHBIM MOJIOKOM, IIO3TOMY HE CIICAYET Ha3HAYaTh

npenapat Hexcuym® Bo BpeMs KOPMIIEHHS TPYIBIO.

Cnocod npuMeHeHHs U 103bl

[penapar Hekcuym® B jekapcTBeHHOH (opMe MemIeT, MOKPHITBIX KHIIEYHOPACTBOPUMOI
000JI0YKOM, W TpaHysd I TPUTOTOBJICHHUS CYCIEH3WM JUIsl TIpUeMa BHYTPh IpEIHA3HAUYCH,
TJIABHBIM 00pa30M, JJIsl MAITUEHTOB JIETCKOTO BO3PACTa M JIHI] C 3aTPYyTHEHUEM TIIOTAHUSI.
Buytps. Jns npuema 10 Mr mpemapata Hekcuym® crefyer BBICHINATh COAEPIKUMOE OIHOTO
MaKeTa B CTakaH, cojepxanuid 15 mu Boasl. s nmpuema 20 Mr npenapara HeKCHyM® cienyer
BBICHITIATh COJEPKUMOE 2 MAKETOB B cTakaH, cojepxaniuid 30 mur Boubl. Jlima mpuema 40 mr
npenapara Hexcnym® criemyer BBICHIIATh COmEpKUMOE 4 TAKETOB B CTAKaH, COIEPKAIIHI 60 M
Boabl. CoJlep)KMMOE CTakaHa CIIeAyeT NepeMeniaTh W IOJ0XKIATh HECKOJIbKO MHHYT, YTOOBI
oOpa3zoBayiack cycrnensus. CycrneH310 MOKHO MPUHATh BHYTPb cpa3y Wid B TeueHue 30 MUHYT
nociie MPUTOTOBJIICHHS, €Ile pa3 IepeMelniaB mepen ymnorpebiaeHueMm. 3aTeM clieyeT CHOBa
n00aBUTh B CTakaH 15 My BOJABI, pa3Meliarh OCTaTKM W TPHHITH BHYTpb. He cremyer
WCIIOJIH30BATh TA3UPOBAHHYIO BOAY. [lemieTsl u rpanyIibl Helb3s pa3KeBbIBATh HIIH IPOOUTH.
[IpuroTtoBneHHass CychneH3usl TPEACTaBIsAeT CO00M BA3KYIO IKHAKOCTh JKEITOTO IIBETa,
COJIEpKAIILYIO MEIIJIETHI.

CycCreH3u0 MOXKHO BBOJHWTH YE€pe3 HA30TacTPaIbHBIM 30HJ. YKa3aHUs MO TOJITOTOBKE U
BBEJICHHIO MperiapaTa yepe3 Ha30racTpaibHbIN 30H]1 IPUBEIEHBI B pa3jeie « BBenenue npemnapara

qepe3 Ha3OFaCTpaHBHBIﬁ 30HI.

Jern 1-11 net ¢ maccoii tena = 10 kr

I'DOPE

Jleuenue 3po3usHo2o pegrioxc-3zopacuma: njig NameHToB ¢ Maccoi tena 10 xr u Gosee, HO

MeHee 20 kr — o 10 Mr oauH pa3 B CyTKH B TedeHUe 8 Helenb. /[ manueHToB ¢ Maccoi Tena
20 xr u 60mee — 1o 10 Mr mm 20 MT OJTMH pa3 B CYTKH B TEUCHHE 8 HEJEIb.

Cumnmomamuueckoe nevenue I’ IPB: 1o 10 Mr oguH pa3 B CyTKH 10 8 HEZETb.

HpI/IMeHeHI/IC 930MCIIpa3oja B 103axX ooiee 1 MF/KP/CyTKI/I HC U3Yy4aJIOCh.



COOTBETCTBYET 3KCMEPTHOMY OTUYETY

ot 08.04 2025 N= 3333

Tetn ¢ 4 et (MOCNEOOBATENBHOCTH 0005)

Az6ennas 6onesns HcenyoKa u 08eHAOYAMUNePCMHOU KUWKU
B cocmase kombunuposannou mepanuu ois spaouxayuu Helicobacter pylori:

Jleuenue 513661 dsenaduamunepcmuol kuwxu, accouuuposannou ¢ Helicobacter pylori

[Tpu monbope KOMOMHUPOBAHHOM TEepaIuu ClelyeT YYUTHIBaTh O(UIMAIbHbIE HAIlMOHAJIbHBIE,
pETHOHANIBHBIE W JIOKAJIBHBIE PEKOMEHIAIMU OTHOCHTEIBHO PE3UCTCHTHOCTH OaKTepHid,
JUTUTEIBHOCTU Tepanuu (Jaie Bcero 7 qHei, uHoraa a0 14 qHei) U HaaexKamiero npuMeHEeHHs
aHTHOAKTEepUaIbHBIX MIPEapaToB.

Jleyenue HEOOXOAMMO MIPOBOAUTD IO/ HAOIIOIEHUEM Bpaya.

Pexomenpanuu 1o q03UpoOBaHUIO:

Macca tena Pexum no3upoBanus

<30 kr IIpenapar Hexcnym® 10 Mr 1Ba pasa B CyTKHU B TeueHne | Hememnu
B KOMOWHAallMM C AaMOKCHIMJUIMHOM U KJIAPUTPOMHIIHOM.
KnaputpoMuniiH ¥ aMOKCHUITWJUTMH HA3HAYAIOTCS B PEKUME
JO3UPOBAHUSI  COTJIACHO  HMHCTPYKIUSM [0  MPHUMEHEHHIO

KJIapuTpOMHUIMHA U aMOKCHUIIUJIJINHA.

3040 kr Ipenapar Hekcuym® 20 mr 1Ba pa3a B CyTKHu B TeueHue 1 Hezenu
B KOMOWHAallMM C AaMOKCHIWJUIMHOM U KJIAPUTPOMUIIHOM.
KnaputpoMuiiuH ¥ aMOKCHUIIWJTUH HAa3HAYAIOTCS B PEKUME
JO3UPOBAaHUSL  COTJIACHO  HWHCTPYKIHUSM MO  MPUMEHEHHUIO

KJIIapUTPOMHIMHA 1 aMOKCULIUJIJIMHA.

> 40 kr Ipenapar Hexcuym® 20 Mr 1Ba pasa B CyTKu B TedeHue | Hezmenu
B KOMOMHallMM C AaMOKCUIWJUIMHOM M KJIAPUTPOMHUIIMHOM.
KnapuTpoMMIIuH ¥ aMOKCHLIMJUIMH Ha3HA4YalOTCd B PEXUME
JO3UPOBAaHUSI  COTJIACHO  MHCTPYKIHMSM IO  MPHUMEHEHHIO

KJIIaPUTPOMHIMHA 1 aMOKCULIUJIJIMHA.

B3pocable u getu ¢ 12 et

I'DOPb

Jleuenue 3po3uenozo peghrioxc-s3o0¢acuma: o 40 Mr oJIvH pa3 B CyTKH B TeueHUE 4 HENIETb.

P CKOMCHIAYCTCA JOMOJIHUTEIIbHBIN 4-HeI[eJ'ILHBII71 KypcC JICUCHH: B ClIy4asx, KOraa 1ocje nepBoro
KypcCa 3a’)KUBJICHUC 330(1)3.1"I/IT8. HC HACTYNaCT, WA COXPAHAKOTCA CUMIITOMBI.

numenvroe noddepofcueaiomee JIeYECHUE Nnocie 3axHCU6i1eHusl 3po3Uu6H020 ped)ﬂiokc-as'od)azuma

015 npedomepawerus peyuouga: 1o 20 MI OJIUH pa3 B CyTKH.
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Cumnmomamuueckoe aeyerue I DPB: 20 Mr oqvH pas B él;llllzlnj Mﬁi&%yﬁb(ﬁéﬁTé‘ :ECJH/I

nocie 4 Henenb JICUCHHS CHUMIITOMBI HE MCUY€3al0T, CJIEAYeT IMPOBECTU JIOMOJIHUTEIIbHOE
obcnenoBanue namuenTa. [locine ycTpaHeHUsT CUMIITOMOB MOKHO MEPEUTH HA PEKUM IpUEMa
Tpernapara «I1o oTpeOHOCTHY, T.¢. IpuHUMaTh npenapat Hekciuym® mo 20 Mr oJMH pa3 B CyTKH
Py BO30OHOBJICHHH cUMITOMOB. J[ns manmentoB, npuHumMaromux HIIBIT u oTHOCsmuxcs k
TPYIINEe PUCKA Pa3BUTHUS S3BBI KEIYJKA WIM JIBEHAIUATUIICPCTHON KHILIKH, HE PEKOMEHIYETCs

JICYCHUC B PCIKUME «I10 HOTpe6HOCTI/I>).

B3pocnbie

Azeennas 6one3ns dncenyoxka u 08eHaAOYyamunepCcmHol KUUKY
B cocmase kxombunuposannoti mepanuu ons spaouxayuu Helicobacter pylori:

Jleuenue 536wl 0senaduamunepcmuou kKuwku, accoyuuposannou ¢ Helicobacter pylori: nmpemapar

Hekcuym® 20 mr, amokcunminH 1 T 1 xaapurpomunud 500 mr. Bee mpenaparsl IpHHAMAIOTCS
JIBa pa3a B CyTKH B TeueHue | Heaenu.

Ipoduraxmuxa peuuousos nenmuueckol s36vl, accoyuuposanrou ¢ Helicobacter pylori:

npenapatr Hexcuym® 20 mr, amokcunmuua 11 u kmaputpomunun 500 mr. Bee mpemapats
NPUHUMAIOTCS JIBa pa3a B CYTKU B TeUeHHE | HeJemH.

Jnumenvhas Kuciomonooasisilowas mepanus y NAYUEHMOS8, NepeHecuiux KpoomeyeHue u3
nenmuyeckoll A36vl (NOCie HYMPUBEHHO20 NPUMEHEHUs NPenapamos, NOHUNCAIOWUX CeKPeyuro
Jrcenes dtcenyoka, 0 NpoPUIAKMUKU peyuousa)

Ipenapatr Hexkcuym® 40 Mr 1 pa3 B CyTKH B TedeHHe 4 HefleNb TI0Ce OKOHYAHUS BHYTPUBEHHOM

TCpaIinu MnperapartamMu, MMOHMXKAIOIIUMU CCKPECLUIO KCIIC3 JKCITY KA.

THayuenmoi, onumensvro npunumarowgue HITBIT

Sadicusnenue a36b1 Jcenyoka, ceszannoli ¢ npuemom HITBIT: npenapar Hexcuym® 20 mr umm 40 mr

OJIMH pa3 B CYTKH. NN TENEHOCTD JIGYEHUS COCTABIISIET 4—8 Henelb.

Ipoduraxmura 3661 dHcenyoKa U 08eHAOUAMUNEDCMHOU KUWKU, ceszannoll ¢ npuemom HIIBII,

Y RAYUeHmos8, OMHOCAWUXCA K 2pynne pucka. npemnapar HCKCI/IYM® 20 mr nnm 40 mr OIHWH pa3 B

CYTKH.

Cunapom 3o/umMHrepa-JJUIMCOHA WJIM  JIDyrHe COCTOSIHMS, XapaKTepu3yloluecs
MaTOJIOTHYECKON TUIepceKpenue :xejae3 :KeayakKa, B TOM 4YHC/Ie, HAUONATHYECKAH
THIepCceKpenus

Pexomen ryeMas HadanbHas 103a — npenapat Hexcuym® 40 mr 1Ba pasa B cyTku. B nansreifmem
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
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NocC CIB A HOCTE 00051 .
J03a TOAOUpaeTCs WHAWBUIYAIbHO, JJIATEIRHOCTH '-Jﬂaqenﬂ[ﬁ*]' e;ggllgllé'ﬂ’ 'IIJTI/IIII:Ill/IUIGCIKOI/I

KapTUHOW 3a0ojeBaHus. VIMeeTcs OmbIT MpUMEHEHHs Ipenapara B 1o3ax a0 120 mr 2 pasa B

CYTKHU.

Jetu B Bo3pacte 10 1 roga uwiam ¢ Maccoid Tesja MeHee 10 Kr: m3-3a OTCYTCTBHS JaHHBIX 00
3¢ deKTHBHOCTH U 6€30MacHOCTH He CleayeT npuMensTs npenapat Hexcuym® y nereit B Bospacte

no 1 roxa miu ¢ maccoit teaa meHee 10 kr.

IToyeyHasi HeJOCTATOYHOCTBL: KOPPEKLUHMsA J03bl Ipenapara He Tpedyercs. OAHAKO OMBIT
npuMeHenus npenapata Hekcuym® y manmeHTOB C TSDKENIOH MOYEYHON HEAOCTATOYHOCTHIO
OTpaHMYEH; B CBA3M C 3TUM IIPU HAa3HAYEHUHM IIperapaTa TaKUM MallMEeHTaM cieayeT coOIoaaTh

OCTOPOXKHOCTH (cM. pazaen «DapMaKOKUHETHKA).

IleyeHOYHAs] HEAOCTATOYHOCTH: NPU JIETKOW M YMEPEHHOW MEYEHOYHOW HEJOCTATOYHOCTH
KOppeKIHs J03bl Ipemapata He tpedyercsa. Jlis TAMEHTOB C  TSHKEIOW TEYCHOYHOUN
HEJOCTAaTOYHOCTHIO HE CIIEAyeT MPEeBbIaTh MaKCHUMalbHYIO CyTO4YHYIO 103y — 10 mr mms

nanueHToB B Bo3pacte 1-11 ner u 20 mr ju1st manueHToB crapiie 12 jer.

ITanmeHTHI MOKUIIOT0 BO3PACTA: KOPPEKIIMS 103bI IIpernapaTa He TpeOyeTcs.

BBenenue npenapara 4yepes Ha30racTpaJbHbIA 30HA:

1. Jlns Beemenus 10 mr npenapata Hekcuym® BBICHITIATE CONEPKMMOE OHOTO MAKeTa B CTAKAH,
cojaepxamiuii 15 M BoJibl.

2. Jlna BBenenus 20 mMr mpemapata Hekcuym® BbICHINATh cofepKUMOe 2 MaKeTOB B CTaKaH,
coaepxamuii 30 M1 BOJIBI.

3. Ina sBenenus 40 mr mpemapata Hekcuym® BHICHITIATH cofepkuMoe 4 MaKeTOB B CTakKaH,
coaepkaruii 60 M1 BOJIBI.

4. ConepxuMoe CTakaHa IepeMeniarb U MOA0XKIaTh HECKOJIbKO MUHYT, 4TOOBI 00pazoBasiach
CYCIIEH3HSI.
[IpuroTtoBneHHasi CyCIEH3Usl MpPEICTaBIseT COO0OM BA3KYIO MKHJAKOCTh JKEJITOrO IIBETa,
COJIEPIKaIIYIO MEJIETHI.

5. Ilepememiath CyCleH3HIO €llle pa3 U HabpaTh €€ B IUIPHIL.

6. CycrneH3uio BBECTH cpa3y WM B TeueHue 30 MUHYT MOCiIe IPUTOTOBICHHUS.

7. HaGpats B mmpwurr emte 15 mi (st 10361 10 mr), wiw 30 Mot (muast 10361 20 mr), vt 60 Mt (st
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110361 40 MT) BOJIbI, BCTPAXHYTH IIIPHI] M BBECTU OCTaTEchv&lr:e';lL 17 E -I;E%Qcmani}mﬁ 30H.

Heuncnonp30BaHHYyI0 CYCIIEH3UIO CIEAYET YHUUTOXKUTD.

ITo0ouHoOE nelicTBHE

Huxe npuBeieHbl HeKellaTeIbHBIC PEaKIMK, HE 3aBUCSINNE OT JI03bI Iperapara, OTMEUYCHHBIC B
X0/JIe KJIMHAYECKUX MCCIIEAOBAaHNUN U TIPU TOCTMAPKETUHTOBOM MPUMEHEHHUH Mpernapara.
UacTtoTa HEXEIATENbHBIX PEAKIMi TpUBEICHA B BUJIC CICAYIOIMIECH TpaJaluu: OYEHb YacTo
(> 1/10); wacto (>1/100, < 1/10); neuacro (> 1/1000, < 1/100); peaxo (> 1/10000, < 1/1000);
ouecHb peako (< 1/10000), yacrora HenzBecTHa (Ha OCHOBAHMU HMMEIOIIMXCS IaHHBIX OILCHHUTH
HEBO3MOYKHO).

HapyieHus co CTOpOHBI KOXKHU U MOJIKOKHBIX TKaHEN

Heuacmo: nepmarur, 3y, Cblllb, KpallMBHULIA,

Peoxko: anonenus, poroceHCHOMIHM3AIINS;

Ouenv peoxo. MynbTHQOpPMHas s3pureMa, cuHapoM CruBeHca-/[KOHCOHA, TOKCHYECKUI
SNUACPMAIBHBIA  HEKPOJIW3, OCTPBIM TIE€HEPAIM30BAaHHBIA  OJK3aHTEMATO3HBIM  IIyCTYJIE3,
JIeKapCTBEHHas ChIIb ¢ 303MHOGMINEH U cucteMHbIMU cuMnToMamu (DRESS-cunpom).

Hapynienus co cTOpOHBI MBIIIICYHON, CKEISTHON M COSIMHUTEIIFHON TKaHU

Peoxko: aprpanrus, Mmuanrus,
Ouenb pedko: MblllIedHas C1abOCTb.

Hapyi1iieHns co cTOpOHBI HEPBHOM CUCTEMBI

Yacmo: ronoBHas 00JIb;
Heuacmo: TonoBOKpYyKeHHE, TAPECTE3UH, COHIIHMBOCTE;
Peoxko: napyuienue Bkyca.

[Icuxuyeckue HapyIIeHUs

Heuacmo: 6eccoHnuna;
Peoko: nenpeccus, BO30yxaeHUE, 3aMEIIATEIHCTBO;
Ouenwv pedxo: TALTIONMHAIIAN, arPECCHBHOE TIOBEJICHUE.

KenyaouHo-KUIIeYHbIC HAPYIICHHS

Yacmo. 601 B )KUBOTE, 3a10p, AUAPEs], METEOPU3M, TOLITHOTA/PBOTA;
Heuacmo: cyxocts BO pTY;

Peoko: ctomatut, KaHANIO3 KETyT0YHO-KUIIIEUHOTO TPAKTA;

Ouenb peoxko: MUKPOCKOITMUECKUH KOJIHT.

Hapyiienus co CTOpOHBI IEUYEHH U JKETYEBBIBOISAIINX MyTEH

Heuacmo: noBelllIeHNE AKTUBHOCTHU «II€YEHOUYHBIX» (DEpMEHTOB;
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(NOCNEONCBATENBHOCTL 0003)

Peoko: renatur (c xentyxou uiam 6e3);

Ouenb pedko: TIEYEHOUHAS HEJIOCTATOYHOCTH, SHIE(DANTONaTHs y MAIEHTOB C 3a00JI€BAHUAMHI
MIEYCHHU.

Hapynienns co cTOpOHBI pENPOIYKTUBHOM CHCTEMBI M1 MOJIOYHBIX JKEIe3

OuyeHb pedKo: THHEKOMACTHS.

Hapyuienus co cTopoHbl KpoBU M JIMMGMDATUUECKOU CUCTEMBI

Peoxo: neiikoneHus, TpPOMOOITUTOIICHUS;
Ouenb pedko: arpanyJIONUTO3, TAHIIUTOTICHUSI.

Hapynienus co cTOpoHBI MMMYHHON CHCTEMBI

Peoko: peakuuu THIIEpYYBCTBUTEILHOCTH (HAPUMEp, JIMXOPAIKa, aHTHOHEBPOTHYECKUI OTEK,
aHaUIaKTHYECKas peakius/aHapuIaKTHIECKUH MI0K).

Hapynienus co cTOpOHBI JIBIXaTeJIbHOM CHCTEMBI, OPraHOB I'PYJIHOM KJICTKH U CPEAOCTEHHS

Peoko: 6ponxocmnasm.

HaDVIHeHI/IH CO CTOPOHBI ITOYCK M1 MOYCBBIBOAAIINX HVTCﬁ

Ouenb pedxko: UHTEPCTUIHATBHBIN HeQPHUT;
Yacmoma Heusgecmua: SpeKTUIIbHAS TUCHYHKIHUS.

Hapymienusi co cTOpOHBI OpraHa 3peHus

Peoko: HeueTKOCTh 3peHHUs.

Hapvymennsa Merabonn3Ma U MATAHUS

Heuacmo: nepudepuueckue oTekH;

Peoko: runoHaTpueMus;

Ouenv pedko: TUIIOMarHWEMUs; TUIOKAJIbIIMEMMsI BCJIEICTBUE TSDKEIOW TUIIOMarHueMuw,
TUIIOKAJIMEMUS BCIIEJICTBUE THIIOMarHuEMHUH.

O6H_[I/Ie HapyImeHHUA U pCaKIiMi B MCCTC BBCACHUA

Peoko: HCAOMOI'aHHUC, ITOTINBOCTD.

Ilepeno3uposka

Ha Hacrosmmii MOMEHT onucaHbl KpaliHE pEAKHE CilIydau YMBIIUIEHHOW NEepefo3UpOBKH.
[TepopanbHblii TpueM 330Memnpazona B jgo3e 280 MI' CONMpOBOXKAAICS 0OLIeH CilaboCcThio U
CHMITOMaMH CO CTOPOHBI JKEIYJOYHO-KUIIEYHOro TpakTa. Pa3oBeiii mpuem 80 Mr mpemnapara
Hekcuym® He BBI3BAaN KaKMX-THOO OTPHMIATENBHBIX IOCTEACTBHH. AHTHIOT 330MENpa3ona
HEM3BECTEH. 30MEMNpa3osl XOpOILIO CBSA3bIBACTCA € O€IKaMH IUIa3Mbl, MOITOMY JMAJIH3
mano3ddexrusen. IIpu nepeno3nupoBke HEOOXOAUMO MPOBOJUTH CUMIITOMAaTHUECKOE M OOIee

MNOoAACPIKUBAKOIICE JICHCHHUC.
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(NOCNEONCBATENBHOCTL 0003)

B3aumopeiicTBue C APYIrdMHU JEKAPCTBEHHBIMHU CPEACTBaAMHA

BansHne 330Menpasoiia Ha (baDMaKOKI/IHeTI/IKV JAPYIuX JCKAPCTBCHHBIX IIperiapaToB

CHIKeHHUE CeKpeluu COJISTHON KUCIIOTHI B JKeTyIKe Ha (DOHE JICUeHHUs 330MEIPa30JIoM U APYTUMU
MHTUOUTOPAaMU MPOTOHHON MOMITBI MOXKET MPUBECTH K CHI)KEHUIO WIIM MOBBIIICHUIO a0COpOIum
IpenapaToB, BCACHIBAHME KOTOPBIX 3aBHCUT OT KHUCJIOTHOCTH cpeabl. IlomoOHO apyrum
mpernapaTaM, CHUXKAIOIIUM KHCIOTHOCTh JKEIYJOYHOTO COKa, JICYCHHE 330MENpPa30jIOoM MOXKET
IPUBECTH K CHIDKEHHIO BCACHIBaHUS KETOKOHA30J1a, UTPAKOHA30jla M JPJOTHHHOA, a TaKkxke
MOBBILIEHUIO BCACBIBAHMS TAKUX IIPENApaToOB, Kak TUrOKCHH. COBMECTHBIN ITPUEM OMEIpa3oJia B
no3e 20 Mr OMH pa3 B CYTKH W JAWTOKCUHA IMOBBIMIAET OMOMOCTYMHOCTh AurokcuHa Ha 10 %
(OMOIOCTYMHOCTH TUTOKCHHA TOBbIIIaNack Ha BenuduHy A0 30 % y 20 % nanueHToB).

bbulo mokazaHo, 4YTO OMeEMNpa3osl B3aWMOJAEWUCTBYET C HEKOTOPHIMH aHTHUPETPOBUPYCHBIMHU
npenapatamMu. MexaHu3Mbl U KIMHUYECKOE 3HAUYEHUE ITUX B3aUMOJICHCTBHUI HE BCEr/1a U3BECTHBI.
VYBenmuyenne 3HaueHus pH Ha ¢oHe Tepamuu OMENpazosioM MOXKET BIIMSATH Ha BCACHIBAHHE
AHTUPETPOBUPYCHBIX MpenapaTtoB. Takke BO3MOKHO B3aUMOJACHCTBHE HA YPOBHE M30(hepMeHTa
CYP2C19. Ilpu coBMECTHOM NPUMEHEHMH OMEINpa3ojia U HEKOTOPbIX aHTUPETPOBHPYCHBIX
IpenapaToB, TaKUX KaK ara3zaHaBUp W Hel(UHABHP, HA (HOHE TEparTui OMEIPA30JI0M OTMEYACTCS
CHI)KEHHME MX KOHLIEHTpAallMM B ChIBOPOTKE. [l03TOMy HMX OZHOBpEMEHHOE NPUMEHEHHUE He
pekoMenayerca. CoBMeCTHOe NpuUMEHeHHe omemnpaszona (40 Mr OOMH pa3 B CYTKH) C
atazaHaBupoM 300 mr/putoHaBupoM 100 Mr 310poBBIMH JTOOpPOBOJIBLIAMHM  MPHUBOAMIIO K
CYLIECTBEHHOMY YMEHBIICHHUIO OHMOJOCTYMHOCTH aTa3aHaBupa (IUIOIAAb IMOJA  KPHUBOM
«KOHIeHTpanust — Bpems», MakcuManbHas (Cmax) ¥ MuHHUManbHast (Cmin) KOHIIEHTpAITUH
yYMEHbLIATUCh NpHOIM3UTENbHO Ha 75 %). YBennueHue n03bl atazaHaBupa ;10 400 mr He
KOMIIEHCHUPOBAJIO BO3/IEHiCTBHE OMenpa3osia Ha OMOJOCTYITHOCTh aTa3aHaBUpA.

[Ipy ogHOBpEMEHHOM MPUMEHEHHWH OMENpa3ojia U CaKBUHAaBHpa ObUIO OTMEYEHO IOBBIIIEHHE
KOHIEHTPAllUl CaKBUHAaBHpa B CHIBOPOTKE, MpPU MPUMEHEHUH C HEKOTOPBIMU APYTUMHU
AQHTUPETPOBUPYCHBIMHU IIpENaparaMyd WX KOHIEHTpAalUs HE MEHsUIach. YUUTHIBas CXOAHbIE
dapmakokuHeTHdeckne M (apMakoJAMHAMHUECKHE CBOMCTBAa OMeNpasojia U 330Memnpasoa,
COBMECTHOE TNPUMEHEHHE H30MENpaszoja ¢ AaHTUPETPOBUPYCHBIMU IperapaTaMmy, TaKUMHU Kak
aTa3zaHaBUP U HeI(PUHABUP, HE PEKOMEHYETCS.

O3omenpazon unrubupyer CYP2C19 — ocHOBHOM uH30(EepMEHT, YYacCTBYIOLIIUH B €ro
meTtabonmusme. COOTBETCTBEHHO, COBMECTHOE IPUMEHEHHE 330Mernpa3ojia C JApyruMu
npenapaTamu, B MeTa0oIu3Me KOTOPbIX MpuHUMaeT yuactue uzopepmeHt CYP2C19, Takumu kak

Aua3cnaM, nuTajonpam, UMHUIIPpAMHH, KIIOMHIIpAMUH, (bCHI/ITOI/IH U p., MOXCET NPHUBCCTHU K
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N noc DB HOCTE 0005
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notpedoBaTh CHMXKEHUS 103bl. OO0 3TOM B3aMMOJEHCTBHM OCOOEHHO BAaXKHO MOMHHTH INIpHU
npuMenennu npenapara Hexcuym® B pexume «o motpe6HOCTH». [IpH COBMECTHOM HpueMe
30 Mr »30Memnpasofia U aua3enamMa, KOTOphId siBiseTcsa cyocrtpatom mzodepmenta CYP2C19,
OTMEYaeTCsl CHUKCHUE KIIMpeHca nuasenama Ha 45 %.

[Ipumenenue 330Mernpasoa B 103€¢ 40 Mr mpuBOAWIO K MOBBIIICHUIO OCTATOYHOW KOHIIEHTPALUU
¢enuronHa y mnamueHTtoB c¢ osnwiencued Ha 13 %. B cBA3M ¢ 3TUM peKOMEHIyeTcs
KOHTPOJIMPOBATh KOHIICHTPAUU ()EHUTOMHA B IIa3Me B HaYase JICUCHHUS 230MENPa30JioM U TIpU
€ro OTMEHE.

[Tpumenenne omenpasona B g03e 40 Mr ouH pa3 B CyTKH NMPHBOJMIO K YBEJIWYCHUIO TUIOMIAAN
1I0J] KPUBO# «KOHIIEHTpanus — BpeMs» U Cmax BOprKOHa30J1a (cyocrpar uzopepmenta CYP2C19)
Ha 15 % u 41 % COOTBETCTBEHHO.

CoBmecTHBIN TipueM BapdapuHa ¢ 40 Mr 330Mernpas3oia HE MPUBOAMT K M3MECHEHUIO BPEMCHU
KOAryJisiqui y NalWeHTOB, JIUTEIbHO NpUHUMAIMUX BapdapuH. OgHAKO cOOOIIANIOCH O
HECKOJIBKUX CIy4asiX KIMHHYECKH 3HAYMMOTO TIOBBIIICHHUS MEKAYHAPOIHOTO HOPMaITH30BaHHOTO
otnomeHust (MHO) npu coBMecTHOM IpuMeHeHHH BapdaprHa 1 330Menpasoiia. Pekomenayercs
koHTpoarpoBath MHO B Hayajie ¥ 10 OKOHYaHUU COBMECTHOTO NMPUMEHEHUS 330Menpasoia u
Bap(daprHa WK APYrux NPOU3BOIHBIX KyMaprHa.

[To pesynpTaTam wucciaeAOBaHUN OTMEYEHO (apMaKOKHHETHYECKOe/hapMaKOJUuHAMUYECKOE
B3aUMOJIEIiCTBHE MEXAy KionmuaorpenoM (HarpysouHas qo3a 300 Mr v mojjepkuBaroiias 103a
75 Mr B CyTKH) U 330Menpa3osioM (40 MI B CYyTKH BHYTPb), KOTOPO€ NMPUBOIUT K CHUXKEHUIO
AKCIO3UIMU AaKTHUBHOro MeTabonuTta kionujorpena B cpenHeM Ha 40 % W CHMIXKEHUIO
MaKCHUMaJIbHOTO HHTHOupoBanus A J{D-nHIyIMPOBaHHO arperaii TPOMOOIIMTOB B CPEHEM Ha
14 %.

Knuanyeckast 3Ha4MMOCTb 3TOTO B3aUMOAEHUCTBUS HE sicHA. B MPOCHEKTUBHOM HCCIIEOBAaHUH Y
NAIMEeHTOB, TMOJYYaBIIMX IJIanedo Wi omenpa3oil B go3e 20 M B CYTKH OJHOBPEMEHHO C
Tepamnuein KJIOMUI0TPEeIoM H aneTuicanuimioBoi kuciaoro (ACK), u mpu aHaM3e KITHHUIECKUX
UCXOJIOB MAcCIUTaOHBIX PaHJAOMH3UPOBAHHBIX HMCCIEJOBAHMN HE OBUIO IMOKA3aHO MOBBIIICHUS
pHCKa CEpIeYHO-COCYIMCTHIX OCJIOXHEHHH MpPU COBMECTHOM IPHUMEHEHHH KIOMMJIOrpena H
WHTUOUTOPOB MPOTOHHOM MTOMITBI, BKITFOYAst 330MEIPa3o.

PesynbraTel psga HaOMOMATETFHBIX HCCIEIOBAHNN TIPOTHBOPEUYHBHI U HE JTAIOT OJTHO3HAYHOTO
OTBETa O HAJUYMU HWJIM OTCYTCTBHM IOBBIIIEHHOTO PHCKAa TPOMOOIMOOIHMUYECKUX CEepJeUHO-
COCYJIUCTBIX OCJOXHEHUH Ha ()OHE COBMECTHOIO MPUMEHEHHUS KIOMHMJIOTpena U MHTMOUTOPOB

MPOTOHHOM MTOMITBHI.
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[Ipy npUMEHEHHH KJIOMUAOrpeIa COBMECTHO C daﬂi%'ciﬂ&&%ﬂ%%fﬁ}aﬁﬂéﬁ“éb ML

a3omenpazona U 81 Mr ACK sKkcro3unms akTUBHOTO METa0OJHTa KIIOMUAOTpENia CHU3MIIACH
nouty Ha 40 % 1o cpaBHEHMIO C MOHOTEpaIuedl KIOMMIOIPEIOM, IPU 3TOM MaKCHUMaJlbHbIE
ypoBHU uHTHOUpOoBaHusa AJlD-uHIyHpOBaHHON arperaiui TpOMOOIIMTOB ObLITN OJIMHAKOBBIMH,
YTO, BEPOSITHO, CBSI3aHO ¢ 0lHOBpeMeHHbIM pruemoM ACK B HU3KOI 103€.

D30Merpa3ol, mogo0oHo omenpasony, uaruoupyer nzopepment CYP2C19. CoBmecTHBIM ipreM
mtoctasosna u 40 Mr omenpazosia MPUBOJINUT K YBETMUYCHHIO (PapMaKOKWHETUYECKHX ITapaMeTpOB
[IAJIOCTA30J1a Y 3A0pPOBBIX M0OpOBONBIEB: Cmax 1 AUC Ha 18 % u 26 % COOTBETCTBEHHO.
AHaJOTHYHbIE MapaMeTPbl OJHOTO U3 AKTHUBHBIX META0OJMTOB IMJIOCTAa30j1a MOBBIIIAIOTCS Ha
29 % 1 69 % COOTBETCTBEHHO.

CoBMecTHBI npueM mu3anpuaa ¢ 40 Mr szomenpasosa MPUBOJUT K IMOBBILEHUIO 3HAYEHUN
(bapMaKOKMHETHUECKUX MapaMeTpoB Iu3anpuaa y 310poBbix qo0poBonibie: AUC — Ha 32 % u
nepuofa nonyBeiBeneHus Ha 31 %, oqHaKo MakcuMaabHas KOHILIEHTpALMS [IU3alpyuia B Iia3zMe
IIpU 3TOM 3HAYUTENBHO He M3MeHsercsa. HesnauutenbHoe ynnuHenue uHTepBana QT, xotopoe
HAGIIOATIOCh TIPM MOHOTEPANMM ILM3ANpPUIOM, Hpu noGaBneHun mnpenapata Hexcuym® me
YBEIMYMBAIOCH (M. paszen «Ocolbie yKazaHHs»).

[Tpu oTHOBpEMEHHOM MPUMEHEHHH 330MEINpPa3oyia U TaKpOJIUMyca ObUIO OTMEUYEHO MOBHIIICHUE
KOHIIEHTPAIIUU TaKPOJIMMYCa B CHIBOPOTKE KPOBH.

VY HEKOTOpBIX MAalMEHTOB OTMEYajd IOBBIIIEHWE KOHIIEHTPAlMM METOTpeKcara Ha (QoHe
COBMECTHOT'O TIPUMEHEHUSI C UHTHOMTOPAaMH MPOTOHHOH momiibl. [Ipu mprMeHeHHH BBICOKUX 103
METOTpeKcaTa CcleAyeT pacCMOTPETh BO3MOKHOCTh BPEMEHHOM OTMEHBI 330METNpa3oa.
IIpenapar Hekcuym® He BBI3BIBAaeT KIMHWYECKH 3HAYNMBIX HM3MEHEHWHl (hapMaKOKHHETHKH
AMOKCHIIWIIJTMHA U XUHHUIUHA.

HccnenoBanust MO OLIEHKE KpPAaTKOCPOYHOI'O COBMECTHOTO TPUMEHEHHUS 330Menpasoyia U
HanpoKceHa WM podekokcrda He BBISIBIIIM KIMHUYECKH 3HAYUMOIO (hapMaKOKHMHETHYECKOTO
B3aUMO/ICHCTBUS.

BiausnHue nekapcTBEHHBIX OpenapaToB Ha (baDMaKOKI/IHCTI/IKV 930MEIpasojia

B merabGommusme 330menpazonia mpuHuMaioT ydactue uzodepmentst CYP2C19 u CYP3A4.
CoBMecTHOE IPUMEHEHHUE 330Merpa3zoia ¢ KiaputpoMunHoM (500 mr 2 pasza B CyTKH), KOTOPBIH
unruoupyer mopepment CYP3 A4, npuBoaut k yBenuuenuto 3Hauenuss AUC 330menpazona B
2 pa3a. CoBMECTHOE TNPUMEHEHHE H30MENpa3oia U KOMOMHUPOBAHHOIO HHTHOMTOpA
uzopepmentoB CYP3A4 u CYP2C19, nanpumep, BOpuKOHA30I1a, MOXKET MIPUBOJIUTH K OoJiee ueM
2-xpatHoMy yBenmueHuro 3HaueHus: AUC st a30menpa3zona. Kak mpaBuiio, B TaKUX cliydasix HE
TpeOyeTcsi KOPPEKLUH JI03bI 330MEMpPa3oa.
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Koppekiust 10361 330Menpa3oa MOXKET MoTped OB&TBCH"J ﬁﬁl@%ﬁ'“@%ﬁ& Eab e

(YHKINY TIEYSHH U TP JUTUTEIBHOM €ro IPUMEHEHUH.

JlninrensHbIN IpUeM Ipenapara He I0Ka3aH JETAM U IOJpOCTKaM B Bo3pacte 10 12 jer.
JlexapcTBennble npemnapatel, HHAyHUpYyonme nzodhepmentel CYP2C19 u CYP3A4, takue kak
pudaMOuIMH W TMpenapatsl 3Bepo00si MPOIBIPSBICHHOIO, MPU COBMECTHOM IPHUMEHEHUU C
330MENPa30JI0M MOT'YT IPUBOAMUTH K CHUKEHUIO KOHIIEHTPALMK 330MENpa3oiia B IJIa3Me KPOBH 3a

CUeT YCKOpEHHs MeTadoIn3Ma 330Menpasola.

Oco0ble ykazaHus

[Tpu HanMuKy TOOBIX TPEBOKHBIX CUMIITOMOB (HalIpUMEp, TAKUX KaK 3HAYUTEJIbHAs CIOHTaHHAas
MOTEPS MACCHI TEJIa, TOBTOPHAS PBOTA, TUC(Arusi, pBOTa C MPUMECHIO KPOBH MITH MEJICHA), & TAK)KE
IOpU HaJIWYMM SI3BBI KeNyJKa (WIM MPU MOAO3PEHUU Ha SI3BY JKEIyJAKa) ClelyeT UCKIIYUTh
HaJMYKe 3J10KAYECTBEHHOTO HOBOOOPA30BaHMs, MOCKOJIBLKY JeueHue mpemapatom Hekcuym®
MOJKET IIPUBECTHU K CIIIAKUBAHUIO CUMITOMAaTUKU U OTCPOUYUTH IOCTAHOBKY AMArHO3a.

B peaxux cnyyasx y DalUEeHTOB, MJIUTEIBHOE BpEMs MPUHUMABIIMX OMEINpPa3oil, IpU
THCTOJIOTUYECKOM MCCIIEIOBAHUU OMONTATOB CIU3UCTOM OOOJOYKHM Tena >KeTyAKa BBISBISICA
aTpo(HUUECcKuUil racTpHur.

[TarueHTs!, IPUHUMAIOILKE [IpENapaT B TEYEHHUE JJIUTENIBHOTO Ieproja (0coO0eHHo Ooee roaa),
JIOJIKHBI HAXOAUTbHCS MO/ PETYJIIPHBIM HA0JI0/IEHUEM Bpaya.

JlnrensHBINA IpUEM IIpenapara He IOKa3aH AETAM U IOJPOCTKaM B Bo3zpacTte 10 12 jer.
[auuentsl, TpuHEMalomue npernapaT Hekcuym® «mo  TOTPeGHOCTHY, JOKHBI  OBITH
IPOUHCTPYKTUPOBAHBI O HEOOXOJMMOCTH CBSI3aThCS CO CBOMM BpauoM IIPH U3MEHEHUH XapaKTepa
CUMIITOMOB.

[TpuHuMas BO BHMMaHUE KOJIOaHUS KOHIIEHTPALMHU H30MENpa3oia B IUIa3Me MpPU Ha3HAaYeHUHU
TEpanuy «Io MOTPeOHOCTH», CIIEAYyeT YUMUTBHIBATh B3aWMOJICHCTBHE Npemnapara ¢ APYTUMH
JIEKapCTBEHHBIMU CpeAcTBaMH (cM. pa3znen «B3aumoneiicTBue ¢ JIpyrumu JIeKapCTBEHHBIMU
cpencTamm»). Ilpn HasHauenwn npenapara Hexcnym® mns spamuxammm Helicobacter pylori
JIOJKHA YYUTBIBATHCS BO3MOYKHOCTD JIEKAPCTBEHHBIX B3aMMOJECHCTBUI 1JI1 BCEX KOMIIOHEHTOB
TpoitHO#M Tepanuu. KiapuTpoMuIH sBisieTcs MOLTHBIM HHrHOUTOpOoM n3odepmenta CYP3A4,
MO3TOMY MpPU HA3HAYEHUHM DJPAJUKAIUOHHON Tepanuu MalueHTaM, IOIy4alolluM Jpyrue
npemnaparsl, MeTabonusupytommecs ¢ yuactueM nzopepmenta CYP3A4 (manpumep, uuzanpun),
HE00XO0IMMO YUUTHIBaTh BOZMOKHBIE TPOTHBONOKA3aHUS U B3aUMOJICHCTBUS KIAPUTPOMUIIMHA C
ATUMM JIEKAPCTBEHHBIMU CPEJCTBAMHU.

Ipenapar Hexcuym® comepuT caxaposy u IIOKo3y (IEKCTpO3y), TI03TOMY OH HPOTHBOTIOKA3aH
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MaibabcopOIel WK caxapazo-u30MaJIbTa3HONW HEOCTaTOYHOCTBIO.

[To pesynbpTaraMm wHCCIEAOBaHUN OTMEUEHO (apMaKOKHMHETHUECKOE/(hapMaKOIUHAMUIECKOES
B3aUMOJICHCTBHE MEKIY KiIomuaorpesoM (Harpy3ouHas qo3a 300 Mr v mojyiep>kuBaromias 103a
75 Mr B CyTKH) M 330Menpa3onoM (40 Mr B CyTKH BHYTPb), KOTOPOE NMPHBOJMUT K CHUKCHHIO
OKCMO3MULIMU AKTUBHOTO MeTabonura kionujaorpena B cpegHem Ha 40 % W CHHKCHHUIO
MaKCHUMaIbHOTO MHTUOMpoBaHus A JID-uHIyIMpoBaHHON arperaiui TPOMOOIIUTOB B CPETHEM Ha
14 %. IToatomy ciemyer u3beratb OHOBPEMEHHOTO TPUMEHEHHS 330MENpa3oia v KIOMHI0Trpesa
(cm. pasnen «B3aumoeicTBrE ¢ APYTHMU JICKAPCTBEHHBIME CPEICTBAMUY).

OtnenbHbIe HAOMIOJATEIbHBIE MCCIIEOBAHUS YKAa3bIBAIOT HA TO, YTO TEepamus WHTHOUTOPAMHU
IPOTOHHOW TOMITBI MOXXET HE3HAYHTEIbHO IOBBIINIATH PHUCK CBS3aHHBIX C OCTEOMOPO30M
NIEPEIOMOB, OJTHAKO B JIPYTHX MOJO0HBIX UCCIICIOBAHUSX IMTOBBIIICHUE PUCKA HE OTMEYCHO.

B paHIOMU3HMPOBaHHBIX JBOWHBIX CJCMBIX KOHTPOJIHMPYEMBIX KIMHUYECKUX HCCICIOBAHMIX
OMeEIpa3oia M 330Menpa3oiia, BKIOYAs J[BA OTKPBITHIX HCCIEIOBAHHS UIMTEILHOUW TEparuu
(6ostee 12 met), He ObLUTa TOATBEPIK/ICHA CBSI3b NIEPETIOMOB Ha (POHE OCTEOmopo3a ¢ MPUMEHEHUEM
UHTUOUTOPOB MPOTOHHOM MTOMITBI.

XO0Ts MPUYNHHO-CJICICTBECHHAS CBSA3b IPUMEHEHHS OMEIPa30J1a/330Mernpa3olia ¢ epeoMamMu Ha
¢doHe ocTeonopo3a He yCTaHOBIIEHA, TAIIMEHTHI C PUCKOM Pa3BUTHUS OCTEOTIOPO3a HITH IIEPETOMOB

Ha €ro (1)OH€ AOJDKHBI HAXOAUTHCA IO COOTBECTCTBYIOIUM KIIMHUYCCKUM H&6J’IIOJI€HI/I€M.

Bansinne Ha CIOCOOHOCTH YNIPABJIATH TPAHCIIOPTHBIMH CPEeACTBAMH, MEXaHM3MAMHU
B cBasum ¢ Tem, 4TO BO BpeMs Tepamuu TpenapatoM Hekcuym® MoryT HabmomaThes
TOJIOBOKPY>KE€HUE, HEUETKOCTh 3PEHHSI U COHJIMBOCTH, CIEAYET COONI0JaTh OCTOPOKHOCTh MPH

YHpaBJICHUH aBTOTPAHCIIOPTOM U JPYTHUMU MCXAaHU3MAaMU.

dopMa BbIIIYCKa

[lenneTsl, MOKPHITHIE KHUIIEYHOPACTBOPUMOM OOO0JIOUKOW, W TpaHyldbl IJs TNPUTOTOBIICHUS
CYCIIEH3MH JUIs IpuemMa BHYTpb, 10 mr.

[To 3042,7 Mr mnemieT, MOKPHITHIX KHUIIEYHOPACTBOPHMOW o00Oosoukoid, W rpanyn (10 mr
930MeTpa3oa) B JTAMHUHUPOBAHHBIN 3-x CJIOMHBIN TaKkeT
(monmmaTHNIeHTEepePTAIAT/aMIOMUHUI/TIONMATUIIEH HU3KOW 1ioTHocTtH). [lo 28 maketoB ¢
MHCTPYKLUMEH MO0 MEAMIMHCKOMY IPHMEHEHHIO B KapTOHHOM IauKe C KOHTPOJIEM IIEPBOTO

BCKPBITHA.
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YcaoBusi XxpaHeHust

[Tpu Temmneparype He Bbime 25°C, B MeCTax, HEJOCTYITHBIX JUISI IETEH.

Cpok rognocTu

3 rojaa. He IIPUMCEHATH 110 UCTCUCHUHN CPOKA 'OJHOCTH.

YcaoBus ornycka

OTIyCKaloT MO peLernTy.

HaumeHoBaHue ¥ OpUIANYECKHH aapec jaep:kareis (BJagejblia) PerducTpPalMOHHOIO
Y0CTOBepPeHUs

Actpa3eneka Ab, SE-151 85 Coneprainbe, llIBenns

AstraZeneca AB, SE-151 85 Sodertalje, Sweden

IIpousBoaurens, (¢acoBmMkK (mepBUYHAA  YNAKOBKAa), YHNAKOBIUMK (BTOPpHMYHAasA
(moTpeduTesIbCKas) YIIAKOBKA) M BBINYCKAIOLIHI KOHTPOJIb KauecTBa
Actpa3eneka Ab, I'aptynaBaren, 152 57 Coneptanbe, lIBenus

AstraZeneca AB, Gartunavagen, 152 57 Sodertalje, Sweden

HaumeHnoBaHue, ajpec OpraHu3aluM, YNOJTHOMOYEHHOH Jep:KaTejieM MU BJaJeblieM
PErUCTPAIMOHHOTO Y/JIOCTOBEPEHHsI JIEKAPCTBEHHOr0 TMpemnapara [Jsi MeIUIUHCKOro
NpuMeHeHHUsl HA MPUHATHE NPeTeH3Ui 0T MOTpeduTeIsI:

00O «Acrpa3enexka PapMacblOTHKAI3»

123112, r. Mocksa, 1-it KpacHorBapaerickumii mpoesn, 1. 21, ctp. 1, atax 30, komHater 13 u 14
Ten.: +7 (495) 799 56 99

dakc: +7 (495) 799 56 98

Hekcnym — TOBapHBIif 3HaK, COOCTBEHHOCTH IPYIIIBI KOMITaHUN AcTpa3eHeka.

© AstraZeneca 2019-2024
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