COOTBETCTBYET 2KCNEPTHOMY OTUYETY
ot 06.10.2023 N= 19730

MHCTRYKITANOCNIEDOBATENEHOCTS 0002)

IO MEJUILTUHCKOMY ITPUMEHEHNIO JIEKAPCTBEHHOI'O IIPEITAPATA

Hekcnym®

Perucrpannonubiii HOMep:

Toprosoe naumenosanue: Hexcuym®

MeskayHapoaHOe HeMATEHTOBAHHOE WJIH IPYNIHPOBOYHOE HAMMEHOBAHHE: 330MEIPa3oll
JlekapcTBeHHasi (popMa: IEIICTHI, ITOKPHITBIC KHIICYHOPACTBOPUMOM OOOJIOYKON, M TPAHYJIBI
JU1s1 IPUTOTOBIIEHUS CYCIIEH3HUH TSl [TIpUeMa BHYTPb

Cocras

OnMH NaKkeT COJEPIKHUT:

JEHCTBYIOIIEE BELIECTBO: 330Melpa3zosl MarHuil tpurugpar — 11,1 mr, skBuBaneHtHsii 10 mr

930MCIIpa3oia;

BCIIOMOTaTeJIbHbIE BENIECTBA: METAKPUIIOBOM KHCIOTHI M dTHIIaKpuiiaTta conouumep (1:1)—9,5 mr;

TabK — 8,4 Mr; caxaposa, cepudeckre rpany.isl (caxap, cepuueckue rpanyis) (pazmep 0,250-
0,355 mm) — 7,4 mr; runposioza — 32,2 mr; runpomeiiosa — 1,7 mr; tpustuinurpar — 0,95 mr;
MarHus creapat — 0,65 mr; runeposna moHocreapaT 40-55 — 0,48 mr; nonucopdat 80 — 0,27 mr;
JeKcTpo3a — 2813 Mr; KpoCOBUAOH — 75 MI; KCaHTAHOBAsl KaMeab — 75 MI; JUMOHHAs KHUCJIOTa
oe3BosHas — 4,9 Mr; KpacuTelb OKCH/I JKeJe3a )KeIThI — 1,8 Mr.

Onucanue

brnenHo-kenTele TpaHyJbl pa3IUYHOTO pasMepa (OCHOBHAs Macca — TOHKOM3MENbUEHHBIE
rpaHyJibl U 00Jee KpyIHbIe — MeJUIeThl). MOTYT BCTpedaThesl KOpUUHEBAThIe TPAHYJIbI.
dapmakoTepaneBTUYECKAas TPYNNA: CPESACTBA JJIS JICUCHUS KMCIIOTO3aBUCUMBIX 3200JICBAaHUM;
MPOTHUBOSI3BCHHBIC CPEACTBA M CPEACTBA JJs JICUCHHUs racTpod3odareanbHON pedIiroKCHOM
6one3nn (I'OPB); nuHrHOUTOPHI TPOTOHHOTO HAcCOCA.

Kon ATX: A02BCO05

®APMAKOJIOTUYECKHUE CBOVMCTBA

dapMakoIUHAMHUKA

DJ30MeMNpasoil SIBIAETCS S-M30MEPOM OMEMPA30Ja U CHHXKAET CEKPEIHUI0 CONSHOW KHUCJIOTHI B
KEIyIKE MyTeM CIeHn(PUIeCKOro HHTHONPOBAHUS IPOTOHHOM TIOMIIBI B APUETAIBHBIX KJIETKAX
xemynka. S- u R-uzomepnl omenpaszona  o0nagaroT  CXOAHOM  (hapMaKOAMHAMHYECKOM

AKTUBHOCTBIO.
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(MOCNEOOBATENEHOCTL 0002)

Mexanuzm deticmeus

D30Menpa3od1 SBIAETCs ClIa0bIM OCHOBaHUEM, KOTOPOE NEPEXOAUT B aKTUBHYIO (POpMY B CHIIBHO
KHCJION Cpejie CeKPETOPHBIX KaHAIbLEB MaPUETAILHBIX KICTOK CIIM3UCTON 000JIOUKH JKellyaKa U
MHruOupyer nporoHHyio momny — ¢epment HY/K'-AT®asy, npu 3TOM [POUCXOJHUT

WHTHOMPOBaHHE Kak 0a3aJbHOM, TaK U CTUMYJIHPOBAHHOU CEKPELIH COJITHON KHUCIOTHI.

Brusnue na cekpeyuio consiHoul KUCIOMbL 8 JHCenyoKe

JleiicTBue 330Merpa3oiia pa3BuBaeTcs B TeueHue | yaca mocie nepopanbHoro rnpuema 20 mMr win
40 wmr. IIpu exenHeBHOM IpUeMe Mpernapara B TeueHue S5 aHeil B go3e 20 Mr oAuH pa3 B CyTKH
CpeaHsisi MaKCUMallbHasi KOHIEHTPALUA COMSHOM KHCIOTHI MOCIe CTUMYJISINY EHTaracCTpUHOM
cHmkanach Ha 90 % (1pu n3MepeHuu KOHLEHTpAaLMKU KUCIOTHI uepe3 6—7 4acoB Iocie npruemMa
1perapara Ha 5-i JIeHb TeparuH).

VY namueHTOB ¢ ractpod3odareanbHON pedurokcHoi OonesHsto (I'OPB) u  Hanmmuuem
KJIMHUYECKHX CHMITOMOB 4epe3 5 JHeH eXeIHEBHOIo INepopalbHOrO IMpUeMa 330MeNpasona B
no3e 20 mr win 40 Mr 3HaueHue BHYTpHKelyno4Horo pH Beiiie 4 nouepxuBaiocs B TEUEHUE,
B cpexnem, 13 u 17 gacoB u3 24 vacos. Ha ¢one npuéma s3omemnpasona B 1o3e 20 M B CyTKH
3HaUYeHHEe BHYTpHKeiynouHoro pH Beiie 4 nogaepkuanocs He MeHee 8, 12 u 16 waco 'y 76 %,
54 % wn 24 % nauueHToB, cooTBeTcTBEHHO. [ 40 mMr »s3oMemnpaszona 3TO COOTHOLIEHHE
coctaBmiio 97 %, 92 % u 56 %, cOOTBETCTBEHHO.

BrisiBiieHa Koppensilus MEXAy KOHLEHTpauued mpenapara B IUIa3Me M HHIHOMPOBaHUEM
CeKpelMH COSIHOM KHCIOTHI ([UI1 OLIEHKM KOHLEHTpauuu Hcnoib3oBanu napamerp AUC

(TToImaah Mo KPUBOU «KOHIIEHTPALIHS — BPEMS»)).

Tepanesmuueckuii 3¢pgexm, docmuzaemviii 8 pe3yibmame UHSUOUPOBAHUSL CeKpeyul COJISIHOL
Kuciomol

I[Ipu npueme npenapara Hexcuym® B 03¢ 40 Mr 3auBienue pediokc-330(arura HaCTYIao
npubIM3UTENbHO y 78 % malueHToB uepes 4 Henenu Tepanuu 1y 93 % — yepes 8 Heienb Tepanuu.
Jledenne mpemapatoM Hexcuym® B moze 20Mr 2 pasa B CyTKM B KOMOHHAIUH C
COOTBETCTBYIOIIMMU AaHTUOMOTHKAMHM B TeUYEHHE OJHOM HeAeau MPUBOIUT K YCIEUIHOU
spagukaunu Helicobacter pylori npubnusurensno y 90 % nanuenTos.

[TarmenTam ¢ HEOCIOXKHEHHOM S3BEHHOUN 00JIC3HBIO MTOCIIE HEACTHLHOTO 3PAAUKAIIMOHHOTO Kypca
He TpeOyeTcsl Mmocneayrolledl MOHOTepanuy MpernaparaMy, MOHWKAIOUUMH CEKPELUI0 Kelle3

KEIYAKaA, AT 3a’KUBJICHHS SI3BblI U YCTPAHCHHSA CHMIITOMOB.
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Bruia okasana > dextusnocTs npenapara Hexenym® d&%ﬁ&b@%&%@mﬂ;ﬁﬂfr}é&%ﬂ&%%@m,

MOATBCPKACHHOM DHAOCKOIMMUYCCKHUM HCCIICOIOBAHHUEM.

Ipumenenue npu I'IPB y oemeu (6 eozpacme 111 nem)

3aXUBJIEHHE 3PO3MBHOIO  330(arura, I[OATBEPKICHHOEC JAHHBIMH  SHIOCKOIIHMYECKOI'O

uccienoBanus, Hadmoganu y 93,3 % nanueHToB B Bospacte 1-11 smet uepes 8 Henens Tepanun
® > ®

npenaparoM Hekcuym . [TanmenTsl ¢ Maccolt Tena Menee 20 Kr npuHUManu npenapat Hekcuym

B CyTOYHOMW g03¢ 5 Mr miu 10 mr, a manueHTsl ¢ Maccoit Tena 6onee 20 Kr — B CyTOYHOM J03€

10 mr i 20 mr.

Hpyeue aghghexmul, ceazannvle ¢ uHSUOUPOBAHUEM CEKPEYUU CONAHOU KUCIOMbI

Bo Bpems jeudeHus mpenaparaMmu, HOHIKAIOUMMH CEKPELUIO JKelle3 KelyaKa, KOHIEHTpalus
racrpyHa B IUIa3ME IIOBBILIAETCS B PE3yJbTare CHUXKEHMSI CEKpELUH COJISIHONM KHCIIOTHL
BenencrBue  CHMDKEHUsI  CEKpPELIMM  COJSHOM  KHUCIOTHI  IIOBBIIAETCS  KOHLEHTpaLus
xpomorpanuHa A (CgA). Ilopwimenne koHueHTpanuu CgA MOXKeT OKa3blBaTh BIMSHHE HA
pe3ynbTaThl  OOCIEAOBAaHWM  JUI  BBISABICHHWS  HEHPOOSHIOKPUHHBIX  omyxoneid. s
HPEAOTBPALICHUS JAaHHOTO BIMSHUS TCPANUI0 MHTUOMTOPAMH IPOTOHHOM IOMITBI HEOOX0IUMO
IIPUOCTAaHOBUTH 3a 5—14 nHel 1o nposeneHus uccienoBanus konuentpaunu CgA. Ecnu 3a 310
BpeMs KoHUeHTpauus CgA He BepHyJach K HOPMAalbHOMY 3HAUEHUIO, HCCIEAOBAHUE CIEAYET
HOBTOPUTb.

VY nereil ¥ B3pOCIBIX MALMEHTOB, JUIMTEIBHOE BPEMs MOJyYaBIIUX J30MENPA30i, OTMEUYanoch
YBEIMYCHNE KOJIMYECTBA JHTEPOXpoMadPUHONOJOOHBIX KIETOK, BEPOSTHO, CBSI3aHHOE C
IOBBILICHUEM KOHLIEHTPALMU TacTpUHa B 11a3Me. KimmHuueckoil 3HauuMOCTH JaHHOE SBJICHUE HE
UMEET.

VY manveHToB, MPUHUMABIINX MpenapaThl, MOHWKAIOIINE CEKPEIHIO JKejle3 KeTyaKa, B TeUeHHe
JUIMTEILHOIO IIPOMEXYTKa BpPEMEHH, Yalle OTMEeYaoch O0pa30BaHHE HKEJIE3UCTHIX KHUCT B
KENMyIKe. OTH SABICHHUS OOYCIOBICHB (DU3HOIOTUYCCKUMH HW3MCHCHHSMH B pPE3YJIbTaTe
BBIPQXEHHOTO MHTUOMPOBAHUS CEKPElUN CONSHOM KucnoThl. KucTbl g0oOpoKauecTBEHHBIE U
MOJIBEPraloTCcs 0OpaTHOMY Pa3BUTHIO.

[IpuMeHeHHE JIEKapCTBEHHBIX IIPENApaTOB, IIOAABISIOMIUX CEKPELUI0 COJISHOM KHCIOTHI B
KeNMyJIKe, B TOM 4YHCIC, MHTHOMTOPOB MPOTOHHOW IIOMIIBI, CONPOBOXIACTCS YBEIUYCHUEM
CoJIepKaHus B KellyIKe MUKPOOHOM (10pbl, B HOPME MPUCYTCTBYIOLIEH B JKEITYJOUHO-KUILIEYHOM
Tpakte. [IpuMeHeHre HHIHOUTOPOB MPOTOHHOM MOMITBI MOYKET NMPUBOAUTH K HE3HAYUTEIIHHOMY
VBEJIIMUCHUIO PUCKA MH(EKIHOHHBIX 3a00JICBAHUN KEITYyAOYHO-KUIICTHOTO TPAKTA, BHI3BAHHBIX
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Salmonella spp., Campylobacter spp. u, y FOCHHTMQ@J)%%;IETXTEM&%&:‘ f;%'mo,

Clostridium difficile.

IIpenapar Hekcuym® mnokasan aydiryro 3((EKTHBHOCTh MO CPABHEHHIO C PAHUTHAMHOM B
OTHOLLICHUM 3@KMBICHHS $3B OKENyJKa y [AlMEHTOB, IIOJIyYaBIIMX HECTEPOUIHBIC
npoTtuBoBocnanurensubie  npenaparst  (HIIBIT), Biirodass  CelNEeKTUBHbIE  MHTHOMTOpPBI
nuKIookcureHaspl-2 (L{OI-2).

[Tpenapar Hekcuym®

MOKa3aJl BBICOKYIO 2()(EeKTHBHOCTE B OTHOIIEHHM MPOMUIAKTUKU 3B
JKEITyKa U ABCHAALATUIICPCTHOM KUIIKY y nanreHTos, nosrydasmux HITBII (Bo3pacrhas rpyra
crapiie 60 IeT W/ ¢ NENTUYCCKON sS3BOM B aHAMHE3€), BKIIIOYAs CEIICKTUBHBIC MHTHOUTOPHI

HOorI-2.

P®apMaKOKHHETHKA

Abcopbyus u pacnpedenerue

D30MeMnpas3oyl HEYCTOWYMB B KUCIOW Cpeae, MOATOMY [Jisi MEPOPaJbHOTO IMPUMEHEHUS
UCIIOJIB3YIOT MEJUIEThI, MOKPBIThIE KUILIEYHOPACTBOPUMON 000104KoM. B ycnoBusx in vivo nuiib
HE3HAYMUTENbHAsT YacTh 2330Memnpaszona rmpespamiaercss B R-uzomep. Ilpemapar OsbicTpo
abcopOupyercs: MakCUManbHas KOHICHTpAIMS B IUIa3Me JOocTUraeTcst depe3 |—2 yaca mocne
npuemMa. AGCOIIOTHAs OMOJOCTYITHOCTh H30MeEIpa3oa Mociae OAHOKPATHOTO MpueMa 10361 40 mr
coctaBisieT 64 % u Bo3pactaer 10 89 % Ha (oHe exxeAHEeBHOIO MpUeMa OAUH pa3 B CyTkH. Jls
1036l 20 Mr 330Menpasona 3TU nokaszarenu coctaBisitor 50 % u 68 %, coorBercTBeHHO. O0BEM
pacupesneneHrss IPpU  PAaBHOBECHOM  KOHLCHTPALMM Yy  3JO0POBBIX JIIOJEH  COCTABIISICT
npubnusurensHo 0,22 1/Kr Macchl Tena. D30Menpa3oi CBsI3bIBaeTCs ¢ OeaKamu 1m1a3msl Ha 97 %.
[Iprem mumy 3aMensieT W CHUXKAeT BCAChIBAHHME D30MeIpa3olia B JKeNyJKe, OJHAKO ITO He
OKa3bIBACT CYIICCTBEHHOTO BIUSHUS HA 3(PPEKTUBHOCTH WHTMOMPOBAHUS CCKPELIHMU COJISHOMU
KHUCIIOTBL.

Memabonusm u sxckpeyus

D30Menpaszoll MOABEPraeTcss METabOoIN3My C y4acTHeM CHCTeMbl Iuroxpoma P450. OcHoBHas
4acTh METabOJIM3HPYETCST HpPH YYacTHH CHCHU(PHYECKOro MOIMMOp(HOro u3odpepMenTa
CYP2C19, npu stoM 00pa3yroTcs THAPOKCHIMPOBAHHBIC U JIECMETUIMPOBAHHBIC METaO0INTHI
n30Merpasona. MeTaboausm octaBieicst 4acTu ocymecTBisaeTcsa nsopepmentom CYP3A4; npu
TOM 0oOpa3yeTcs CyJb(OMpoOnU3BOIHOE H30MENPA30a, SBISIONIEECS OCHOBHBIM META0OIUTOM,
OIIpE/CIIIEMBIM B ILJIa3Me.

[lapameTpsl, MPUBEACHHBIC HMKE, OTPAXKAIOT, B OCHOBHOM, XapakTep (apMaKOKUHETHUKU Y
MalMEeHTOB C MOBBIMICHHON aKTUBHOCTHIO H3odepmenta CYP2C19.
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OOmwmii KIMPEHC COCTaBISIET PUMEpPHO 17 11/4 fiocie oﬁgw%ﬁp%ﬂgﬁ@ﬁ;ﬁa% B9 /a

— TMOclie MHOTOKpaTHOro mnpuema. Ilepuoa mnonyBbIBeAeHUsA cocTaBiaser 1,3 yaca 1ipu
CHCTEMAaTUYECKOM MPUEME OAMH pa3 B CyTkH. 3HaueHue AUC Bo3pacTaeT npu OBTOPHOM IIPUEME
a3omenpasona. Jloszozasucumoe ysenuuenrne AUC Ipy IOBTOPHOM IIPUEME 330MEIPa30J1a HOCUT
HCJIMHEHHBIN XapakTep, 4YTO SBISCTCA CIIEACTBUEM CHUXKECHHUA MeETaboiau3Ma IIpH «IIEPBOM
IIPOXOXKICHUW» 4Yepe3 I[IeYeHb, a TaKKe CHIDKEHHEM CHCTEMHOIO KIHUPEHCa, BEPOSITHO,
BbI3BaHHOTO uHruOupoanuem wu3odepmenta CYP2C19 »o3oMmenpa3zonioM W/WIH  €ro
CyIb(orpon3BoaHbIM. [Ipy €XKEIHEBHOM MpPHEME OAMH pa3 B CYTKH 330MENPA30Jl IMOJIHOCTBIO
BBIBOJMTCS U3 IUIa3Mbl KPOBH B IIEPEPHIBE MEXK/ly IPUEMaMU U HE KYMYJIUPYET.

OcHOBHBIE MeTaOOJUTH 230MEMNpPA30Jia HE BIHIIOT Ha CEKPEUHIO COJISTHOW KHCIOTHL Ilpum
nepopaibHOM IpuMeHeHur 10 80 % 03Bl BBIBOJUTCS B BUIIE META0OOIMTOB C MOYOH, OCTAIEHOE
KOJINYECTBO BBIBOAUTCS ¢ (pexkanmmsmu. B moue obGmapyxuBaercst menee | % HEHM3MEHEHHOTO
330Melpazoa.

Ocobennocmu (hapmaxkoKuHemuKy 8 HeKOMOopPsIX 2PYRNAX NAYUEHMO8

[Tpubnusurensuo y 2,9+1,5 % HaceneHus cHUKeHa akTHBHOCTh u3odepmenta CYP2CI19. ¥V
TaKUX [ALUEHTOB META0O0JIM3M 330MEINpa3oia, B OCHOBHOM, OCYIIECTBISIETCS B pe3yibTare
neiicreust CYP3A4. [lpu cucremarundeckoM rpueme 40 Mr 33omernpasosa OJHOKPATHO B CYTKH
cpennee 3HaueHne AUC Ha 100 % npeBsllIaeT 3HaYE€HHWE JTOTO TapaMeTpa y MAIMEHTOB €
MOBBINIEHHOW akTUBHOCThIO u3odepmenta CYP2C19. Cpennue 3HaueHHST MaKCHMaTbHBIX
KOHILICHTpaUUi B IUIa3Me y NALUCHTOB CO CHH)KEHHOW aKTMBHOCTBIO M30()EPMEHTA IOBBIIICHBI
npudbamsuresbHo Ha 60 %. YkazanHble 0COOCHHOCTH HE BIUSIOT HA A03Yy U CIOCOO NMPUMEHECHUS
»30Melpasoa.

VY nanuenToB mokuioro Bo3dpacrta (71-80 mer) MeTabonmu3M 330Memnpaszolia He IMpeTeprieBaeT
3HAYUTEIJIbHBIX U3MEHEHUH.

[Tocne onnokparnoro npuema 40 mr 33omenpasoa cpegnee 3nadenue AUC y xxenmun Ha 30 %
MPEBBILIAET TAKOBOE Y MY KUuH. [Ipu exxeJHEBHOM IpueMe npenapara OJIUH pa3 B CyTKH Pa3IH4nn
B (hapMaKOKHMHETHKE Y MYKUHH U KEHIIMH He OTMevaeTcs. YKa3aHHble OCOOCHHOCTH HE BIUSIOT
Ha JI03Y U CI10CO0 MPUMEHEHHS 330MeIpa3oJia.

Y nanuMeHToB ¢ JIETKOH U YMEPEHHO! [TeYeHOYHOM HEAOCTAaTOYHOCTEHIO METab0IM3M 330Merpa3oia
MOXKET HapylmlatbCa. Y MNAUUEHTOB C TSKEIONM MNEYEHOYHOM HEIOCTAaTOYHOCTBI) CKOPOCTh
MeTabosIM3Ma CHUYKEHA, YTO IPUBOAUT K yBenndeHuto 3HaueHus AUC mys s30Menpasona B 2 pasa.
Jns manuMeHToB € TSDKENOM IIEYEHOYHOM HEIOCTAaTOYHOCTBID HE CIIEAYyET IIPEBBIIATH
MaKCUMaJbHYI0 CyTO4YHYIO 103y — 20 wmr. Ilpu mnpueme oauH pa3 B CYTKM KyMYyJIALMU
930MEIPa30a U €r0 OCHOBHBIX METa00IUTOB OTMEUYEHO HE OBLIO.
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M3yuenue (papMakOKMHETHKH y HAHUEHTOB C queqﬂdfﬂgé%agéﬁﬁ-g%%f%% titocs.

[lockonpKy uyepe3 MOYKH OCYILIECTBISETCS BBIBEJCHHE HE CaMOro 330MeMNpas3oyia, a €ro
MeTabONMUTOB, MOKHO IOJaraTh, 4TO MeTabOIM3M H30MeENpa3zonia y MAlUEHTOB C IMOYEYHOU
HEI0CTaTOYHOCTBIO HE U3MEHSCTCH.

V nereii B Bo3pacte 12—18 ser nociie nosropuoro nprema 20 mr u 40 Mr 330Merpas3osna 3Ha4eHue
AUC u BpeMst TOCTIKEHUST MAaKCUMaTbHON KOHIEHTPAIUH (T Cmax) B I71a3Me KPOBH OBLITH CXOKU
co 3HaueHUsIMH AUC U TCrax y B3pOCIBIX.

VY nereii B Bo3pacte 1-11 ner mocne nosropHoro npuema 10 mr s3omenpasona 3Hauenue AUC
obu10 cx0aHO co 3HaueHHeM AUC y oIpoCTKOB M B3pOCIBIX Ipu npueme 20 Mr 330Memnpasodia.
V nereit B Bo3pacte 1-11 netr nocne noropHoro npuema 20 mr 33omernpasoda 3HadyeHue AUC
opto B 611 pa3 Beime 3HaueHHs AUC y MoApOCTKOB M B3pOCHBIX IpH mpHeme 20 Mr

330MCIIpa3oia.

MMOKA3AHHUS K MTPUMEHEHUIO

Iacrpolzodareanvuas peduirokcuas 6o.1e3ub (I'IPb):

® JICUECHHUE 3PO3UBHOTO pedIioKc-330(aruta

& JIIUTENbHOE TMOAJEPKUBAOIIEE JIEUEHHE T[OCHE 3aKUBJIEHHUS DPO3UBHOTO pedIroKc-
n30¢arura 1Jid Npe1oTBPALICHHUS peLUuINBa

o cuMnroMarunyeckoe igeueuue I OPb

SI3BeHHas1 60/1€3HB KeTYyAKA U ABeHAAUATHIIEPCTHOH KULIKH

B cocTaBe KOMOMHMPOBAHHON Tepanuu:

e JleUEHHE S3BBI ABEHALATUIIEPCTHON KUIIKH, accolluupoBanHoil ¢ Helicobacter pylori

e npodHUIAKTHKA PEIIHIUBOB MENTHYECKON A3BbI, acCOLUUPOBaHHOi ¢ Helicobacter pylori
JlMTeIbHAA KHCJIOTONOAABIAIOIIASA Tepanus y NAUHEHTOB, IepeHecIINX KPOBOTeYeHHe U3
NEeNTUYeCKOH #3BbI (IOC/I¢ BHYTPUBEHHOIO0 IPHMCHCHHMS IIPENapaToB, NOHHMKAIOMIMX

CEKPeILHUIO JKeJle3 JKeJIYAKA, I NPOPUIAKTHKH PeluInBa)

HHauuenTsl, AauTebHO npuHuMaromue HITBIL:
® 3QXMBJICHHE SI3BBI XKEIYJKA, CBs13aHHOM ¢ npuémom HIIBII
¢ npoQUIAKTHKA A3BBI )KEITyAKA U ABCHAAUATUIICPCTHOMN KUILIKHU, CBs3aHHOM ¢ mpuémom HIIBII,

y IALMEHTOB, OTHOCALIUXCS K TPYIIIE PUCKA

Cunapom 30/UIMHIepa-JJIMCOHA WM  JAPYIHWe COCTOSIHMS, XAPAKTepPH3YIOIIHeCs
6



COOTBETCTBYET 3KCINEFTHOMY OTHETY
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MaTOJNOTHYECKONH TIHUIepceKpenne xeues menyméiﬂ':’i;ﬂ%%}:’Ei;%ﬁ@b'ﬂ&}ﬁo‘}a%ﬁ@é@ma

runepcexKpenns

IMMPOTUBOIIOKA3AHUSA

['MrepuyBCTBUTENBHOCTE K 330MEIPA30Ly, 3aMEIIEHHBIM OCH3MMHIA30JIaM WM JPYIHM
BCIIOMOTaTeIbHBIM BELIECTBAM, BXOAAIINM B COCTaB IIpernapara.

HacnencrBeHHass HenepeHOCHUMOCTh (PYKTO3bI, INIIOKO30-TANaKTO3HAs MalbaOCopOnus WIx
caxapa3o-u30MajibTa3zHas HeIOCTaTOYHOCTD.

Jerckuii Bo3pact 1o | roga wim Macca Tena MeHee 10 Kr (B CBS3M C OTCYTCTBHEM JIAHHBIX 00
7 PeKTHBHOCTH 1 O€30IaCHOCTH MPUMEHEHUS Ipernapara y JaHHOW IPYIIIbI MAlUEHTOR).
Jetckmii Bo3pacT 1-4 roga mo ApyruM IMOKa3aHUAM, KPOME JICUCHUs YPO3HBHOTO »30(darura u
cuMmIromatuyeckoro Jgeuenusi [ OPb.

Herckuii Bo3pact 4—11 ner mo apyruM MHOKa3aHWsM, KPOME JICUEHHUS 3PO3MBHOTO 330(arura,
cuMnOToMaTuyeckoro JedeHuss [DPb u  JedyeHua A3BBI  ABEHAJUATUIEPCTHOM  KHUIIKH,
accounupoBaHHoU ¢ Helicobacter pylori, B cocTaBe KOMOMHUPOBAHHOW Teparuu.

Jerckuii Bo3pacTt crapue 12 Jier no ApyruMm InokasaHusiM, kpome I'DOPb u sieueHus s3BbI
JBCHAIATUIICPCTHON  KWILIKM, accouuupoBanHo ¢ Helicobacter pylori, B coctase
KOMOMHHMPOBaHHOW TEparnu.

D30Menpas3oi He J0JKEeH IPUHUMATHCSI COBMECTHO C aTa3aHaBUPOM U HEJ(UHABUPOM (CM. pazzien

«B3aumoaencTBue ¢ APYTUMH JICKapCTBCHHBIMHU CpG,Z[CTBaMI/I»).

C OCTOPOXHOCTBIO

Tspkenast moyedHas HEAOCTATOUYHOCTD (OTBIT MPUMEHEHHS OTPAaHUYEH).

NPUMEHEHHUE BO BPEMsA BEPEMEHHOCTHU M B IIEPHUO/J I'PYJIHOI'O
BCKAPMJIUBAHMUS

B HacTosiee BpeMs HeT J0CTaTOYHOIO KOJTMYEeCTBa AaHHBIX O IPUMeHeHnH npenapara Hexcruym®
BO BpeMsi OCEpEeMEHHOCTH. Pe3ynpTaTbl 3MUACMHOIIOTUYCCKUX HCCICIOBAHUNA OMEIpas3ona,
IPEACTABIAIOIETO COOOH pPALEMHYECKYI0 CMECh, IOKa3ald OTCYTCTBHE (PETOTOKCHYECKOIO
JENCTBUS WIN HapyLICHHs Pa3BUTHA IUI0JA.

ITpu BBeneHUH 330Menpa3oiia KUBOTHBIM HE BBIABICHO KaKOro-nmuOo MpsSMOro WJIH KOCBEHHOTO
OTPHULIATEILHOTO BO3ACHCTBHS HA pa3BuTHe »MOpHOHa wWin Iuioga. Beenmenue paremuueckon
CMeCH IIperiapaTa TaKKe He 0Ka3bIBAI0 KaKOI0-JI0O OTPULIATEIIbHOTO BO3ACHCTBHS Ha )KMBOTHBIX

B nieproj OEpeMEHHOCTH, POJOB, a TAKXKE B IEPUO]I IOCTHATAIBHOTO PA3BUTHSL.
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Hasznauare npenapar 6epeMEHHBIM CIICAYET TONLKO B o ghﬂge;f;(%‘ﬁg %ﬂgﬂ;ag b UIS

MaTepHy MPeBbIIIAET BOZMOXHBIA PUCK JJIS TIOAA.
He n3BecTHO, BbIENAETCA 1M 930MENPA30J1 C TPYAHBIM MOJIOKOM, IOATOMY HE ClIeAyeT Ha3HA4YaTh

npenapat Hexcuym® Bo BpeMst KOPMIJICHHS! TPY/IBIO.

CIIOCOB ITPUMEHEHMUS 1 103bI

[Ipenapar Hekcuym® B jekapcTBeHHON ()OpMe MeNNeT, MOKPHITHIX KHIIEYHOPACTBOPHMOM
000II0YKOM, W TIpaHyll AN HPUTOTOBICHHWS CYCIICH3HM [UIS IIPHEMa BHYTPb IPEIHA3HAYCH,
ITIaBHBIM 00pa3oM, AJisi TALMEHTOB ACTCKOTO BO3PACTa M JIUIL C 3aTPyIHCHUEM TJIOTAHHUSL.
BuyTps. Jns mpuema 10 mr mpemapata HekcuyM® ciiefyeT BHICHIIATE COAEPKHMOE OJHOTO
MaKeTa B CTaKaH, colepskainuii 15 mu Boxsl. Jna npuema 20 Mr mpenapata Hekcnym® cremyer
BBICHIIIATh COJEPKMMOE 2 IIaKeTOB B crakaH, coxaepxkauuii 30 mi Boxbl. s nmpuema 40 mr
npenapara Hexcuym® cieyeT BBICHIIATE CONEPKUMOE 4 TAKETOB B CTAKaH, CoAepsKamuil 60 M
Boabl. ConepuMoe cTakaHa cielyeT MepeMelarh U MOA0KIaTh HECKONBKO MHHYT, 4YTOOBI
obpasoBanacek cycrneHsus. CyCcleH31n0 MOXKHO NPUHATh BHYTPh ¢pa3y Wi B TeueHue 30 MUHYT
[I0CJIC NPHUTOTOBJICHHS, CILIC pa3 IepeMelnaB mepe] ymnorpedieHreM. 3aTeM CileayeT CHOBa
n00aBUTh B CTakaH 15 Mi Boabl, pasMmemiaTb OCTaTKM M IpUHATH BHYTph. He cuemyer
UCIIONB30BaTh Ta3UPOBaHHYIO BoAy. [leneTsl u rpaHysibl Helb3s Pa3KeBbIBATh WU APOOHTE.
IlpuroroBneHHas cycneH3us NPEACTaBIsAeT CcOOOM BI3KYH JKAIKOCTh JKEITOrO IIBETA,
COJIEPIKALIYIO I1€JUIETHI.

CycrieH3ni0 MOKHO BBOJUTH UE€pe3 HAa30racTpaibHBI 30HI. YKa3aHUA 110 IOATOTOBKE U
BBEJICHHUIO IIperapara yepes Ha3oracTpajbHbli 30H1 IIPUBEACHEI B paszaeie « BBenenue npenapara

qyepe3 Ha30racTPAIbHBIN 30HI».

Jetu 1-11 Jet ¢ Mmaccoi Teaa > 10 kr

I'9Pb

JleueHue 3po3UBHOTO pedIrokc-330haruTa: 1711 ManueHToB ¢ Maccoli Tena 6onee 10 Kr, HO MeHee

20 kr — no 10 mMr ouH pa3 B CyTKH B Te4CHHUE 8 HeAenb. [ nanuenToB ¢ Maccou tena 20 kr u
6ostee — o 10 mr unu 20 Mr oIMH pa3 B CyTKU B TCUCHHE 8 HENIEINb.

Cumnromarnyeckoe aedenrne 'OPb: mo 10 Mr onuH pa3 B CyTKu 10 8 HElelb.

[IpuMeHeHue r30Menpasoia B 103ax 6oyiee 1 MI/KI/CyTKH HE H3Y4aloCh.

[letu ¢ 4 et

B cocraBe KOMOMHUPOBAHHON Tepanuu



COOTBETCTBYET 3KCINEFTHOMY OTHETY

ot 06.10.2023 Ne 19790

JleyeHue s3BbI IBCHAMMATUIICPCTHON KUILKH, ag connnpé%%ﬁ&g;ﬁézégwg 'z—ﬂ{;l(-)rﬁ 0002)

[Ipu noabope KOMOMHUPOBAHHOHN TEpANUU clAeAyeT YUYUTHIBATh O(UIIHATIbHbIE HAIMOHAJIBHBIE,
pErHOHAIBHBIE M JIOKAaJbHblE PEKOMEHIAUUN OTHOCHTEIBHO PE3UCTEHTHOCTH OaKTepuii,
JUIMTEILHOCTH TEpanuu (4aie Bcero 7 aHel, nHorna no 14 gmneii) u HaJuieKanero mIpuMeHCHUS
aHTHOAKTePUAILHBIX [IPEIapaToB.

JleueHne HEOOXOIUMO MTPOBOIUTH 11O HAOIIOAEHHUEM Bpaya.

PCKOMGHIIaI_II/II/I IO JO3UPOBAHHUIO!

Macca Tena Pexxum no3upoBanus

<30 kr IIpenapat Hexcuym® 10 Mr 1Ba pa3a B CyTKU B TeueHHe | Heaenn
B KOMOWHAallMM C AaMOKCHULWUIMHOM U KJIapUTPOMHUITHOM.
KJIapI/ITpOMI/ILII/IH U aMOKCHIWJUJIMH HA3HAYAaKOTCA B PCKUMC
AO3UPOBAHHUA COrjaCHO HHCTPYKIHUAM 10 IIPUMCHCHHIO

KIIApPUTPOMHIIHHA U aMOKCHIIUJIJIMHA.

3040 kr Ipenapat Hexkcuym® 20 Mr 1Ba pa3a B CyTKU B TeueHHe 1 Heenn
B KOMGI/IHaLII/II/I ¢ AaMOKCHULIMWIUIMHOM H KIApUTPOMHULIMHOM.
K.HapI/ITpOMI/ILII/IH H aMOKCHIWJUJIMH HA3HAYAaKOTCA B PCKUMC
JIO3UPOBAaHUSA  COTJIACHO  HHCTPYKLUMSM 1O IPUMEHEHHUIO

KIIApPUTPOMHUIHHA 1 aMOKCHIIUJIJIMHA.

> 40 xr Ipenapar Hexkcuym® 20 Mr j18a pasa B cyTku B Teuenue 1 Heaemm
B KOMOMHAIMM C AaMOKCHULWUIMHOM M KJIAPUTPOMHUIIMHOM.
KnaputpoMumH M aMOKCHLMJJIMH HAa3HA4YalOTCA B PEXKHUME
JO3MPOBAHMA  COMVIACHO  HMHCTPYKLUHSAM 10 INPUMEHEHUIO

KIIApUTPpOMUIIMHA 1 aMOKCHIIUJUIMHA.

Bspociabie u getn ¢ 12 Jer

I'9Pb

Jleuenue 3po3uBHOrO pedrokc-330darura: mo 40 Mr oauH pas B CYTKH B TCUCHHE 4-X HEACTb.

PexomMenyercs 1O10IHUTENbHBIN 4-X HEAEIbHBIN KypC JIEUEHHUS B ClIydasiX, KOIa 110CiIe IEPBOro
Kypca 3aKUBJIEHHE 330()aruTa He HacTylaeT, WK COXPAHSIOTCA CHMIITOMBI.

JnuTenpHOoe MOAASPKUBAKOIIEE JICUSHHE TOCIE 3a)KUBICHUS YPO3UBHOIO pediIroKc-330¢arnra

AUIA IpEAOTBPAIICHUA PCIIMAKMBA: 110 20 Mr OAMH pa3 B CYTKH.

Cumnromaruyeckoe siedenre ['OPb: 20 mMr oaun pa3 B cyTku — namuentam 0e3 33o¢aruta. Ecim

nocie 4-X Heaenab JE€YeHHS CUMOTOMBI HE MCUE3al0T, CJEAyeT MPOBECTH NOMOJIHHUTEIbHOE
oOcnenoBanue nanueHTa. Ilocne ycTpaHeHHs CUMOTOMOB MOYHO NMEPEUTH Ha PEKUM IpHUEMa
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npernapara «Ipu HeoOXOAUMOCTHY, T.€. IPUHUMATD Hp%%éﬂ @&%VJ‘EHE%@ Mt %ﬁlﬁ}';'%'az. B

CYTKH IIpH BO30OHOBIEHUH CUMITOMOB. /{7151 marenToB, npuauMaromux HIIBII u oTHOCSIIMXCA
K TpyMIle pUcKa Pa3BUTHUS A3BbI XKellyJKa WM ABECHAALATUIIEPCTHON KUILIKH, HE PEKOMEHIYEeTCs

JICHCHUC B PCIKHUME «IIPpH HGO6XO}II/IMOCTI/I)).

B3pocisbie

SI3BeHHas1 00JIe3Hb JKEJIYAKA M IBCHAAUATHIICPCTHOH KUIIKU
B cocTaBe koMOMHUpOBaHHOM Tepanuu Aas spaaukauuu Helicobacter pylori:

JICUCHME S13BBI JIBCHANNATUICPCTHON KUIIKK, acconuupoBannoii ¢ Helicobacter pylori: npemnapar

Hexcuym® 20 Mr, aMoKCHIMIHH 1 T 1 kiaputpoMuid 500 Mr. Bee mpenapatsl MpHHAMAIOTCS
JIBa pa3a B CYTKHU B TeueHue | Heaenu;

npoduIaKTUKA PEIUINBOB IENTUYCCKUX 3B, ACCOLMUPOBAHHBIX ¢ Helicobacter pylori: npenapat

Hekcuym® 20 mr, amokcunmmind 1 r u kaapurpovunun 500 mr. Bee mpenapars! IpHHAMAIOTCS
JIBa pa3a B CyTKHU B TeueHue | Henenu.

Jiure/ibHAS KHCJIOTOIOAABJSIIOIIAS TePANUsl Y HALUEHTOB, lePeHeclInX KPOBOTeYeHHe U3
NeNTHYeCKOH #A3BbI (MOCIe BHYTPUBEHHOIO MNPHMEHEHHMs NPenapaToB, NMOHHKAIMIHX
CeKpeLHIo kKeJie3 JKeJdyAKa, 15 NPOPUIAKTHKH PpeliInBa)

ITpenapat Hekcuym® 40 Mr 1 pas B CyTKH B TeueHHe 4 Heslelb 110CIe OKOHYAHUS BHYTPHBEHHOI

Tepanuu npenapaTamu, MOHKAIOIIUMU CEKPELHIO JKeTe3 JKeTyIKa.

IMauuenTsl, AnuTebHO NpuHUMaromue HIIBII:

3a)KUBJICHUE SI3BbI JKeJIYIKa, cBa3anHol ¢ npuémom HIIBII: mpenapat Hexcuym® 20 mr uu 40 mr

OJMH Pa3 B CYTKU. [[TUTEILHOCTD JIEUEHUS COCTABIAET 4—8 Heleb;

npodMIAKTUKA S3BbI KEIYAKA U IBCHAILATUIICPCTHONM KUIIKK, CBiI3aHHOW ¢ npuémom HIIBII:

npenapar Hexcuym® 20 mr mmm 40 Mr ouH pa3s B CyTKH.

CocTosinus, CBA3aHHbIE € ATOJOTHUYECKOM THIlepceKpenueii kejies JKeayaKa, B TOM YucJie,
cHHAPOM 30/IMHrepa-JJIJIMCOHA H UIMONAaTHYeCKas THIepPceKpenns:

pexoMeH Tyemas HauaibHas 103a — npenapar Hexcuym® 40 Mr 1Ba pasa B cyTku. B nansueiinem
n03a MoAdupaeTcs WHAMBUAYANbHO, [UIMTEIBLHOCTb JIEUEHUs] OIpeleseTcs KINMHUYeCKOU
KapTUHOU 3a0osieBanus. MMeeTcs ompIT MpUMEHEHHUs Ipenapara B go3ax a0 120 mr 2 paza B

CYTKHU.

Hderu B Bo3pacre 10 1 roga uiau ¢ Maccoii Tesa menee 10 Kr: u3-3a OTCYTCTBHs JaHHBIX 00
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COOTBETCTBYET 2KCNEPTHOMY OTUYETY
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3 PEKTHBHOCTH 1 GE30IaCHOCTH HE CIIELYET IPUMEHSTE. Hbdnapar Heke iy itrdirs sdsphcre

no 1 roga wiim ¢ maccol Teaa MeHee 10 Kr.

IToyeyHass HeAOCTATOYHOCTB: KOPPEKLMs [03bl Ipenapara He Tpedyercs. OmHAKO, OIBIT
npuMeHeHus npenapata Hekcuym® y ManueHToB C© TSOKEJIOH MOYEYHOW HENOCTATOYHOCTHIO
OIpaHHUYEH; B CBA3U C ITUM, NIPU HA3HAUCHUU Mperapara TaKUM NallueHTaM clielyeT COOIoAaTh

OCTOPOXKHOCTH (CM. pazzaen «DapMaKOKHMHETHKA).

ITeyeHOYHAs HEIOCTATOYHOCTBH: [IPU JIETKOH M YMEPEHHOH NEYEHOYHOM HEAOCTaTOYHOCTU
KOPpeKIHs [03bl Ipemapara He TpeOyercs. Jlnsd DanUeHTOB C TSOKEIOW IeYeHOYHOU
HEJOCTAaTOYHOCTBIO HE CIIEAYeT IPEBBIATh MAaKCHUMAIBHYK CYTOUHYK n03y — 10 mr aus

nanreHToB B Bo3pacte 1-11 ser u 20 Mr muist manuenTos crapie 12 ser.

IMauueHTHI MOKUIJIOTO BO3PACTA: KOPPEKIHS T03bI IIpenapaTa He TpedyeTcsl.

BBegenue npenapara 4yepes Ha30racTpajJbHbIN 30HA:

1. s senenus 10 mr npenapara Hekcuym® BBICHIIATH COAEPKIMOE OIHOTO MAKETa B CTAKAH,
coaeprKamuii 15 M1 BOaebI.

2. Jlna Beemenus 20 Mr mpemapata Hekcuym® BBICHIIATh COAEpKMMOE 2 TaKeTOB B CTaKaH,
cozepxamnii 30 Mi1 BOJBL.

3. Jlns Beenenus 40 mr npenapara Hexcuym® BbichInaTh cojepikumoe 4 MaKeTOB B CTaKaH,
conepxxaminii 60 M1 BOJBL.

4. Cogepxumoe CTakaHa IepeMelniaTh U MOA0KAaTh HECKOJBKO MUHYT, YTOOBI 00pa3oBasiach
CYCIICH3HS.
[IpuroroBneHHass CyCIICH3HMS MPEACTABISACT COOOW BSI3KYIO JKMIKOCTH IKEITOI'O LIBETA,
COJIEPIKAIILYIO MENIETHI.

5. IlepemeniaTh CyCIIeH3HUIO €Ie pa3 U HAOPATh €€ B ILIPHUII.

6. CycreHsuio BBECTH cpa3y WK B TeucHrue 30 MUHYT 1IOCIIC IPUTOTOBICHUSL.

7. Habpats B mmpwui eme 15 mit (st 1o3st 10 mr), mnu 30 v (ans go3e1 20 mr), wim 60 vt (s
10351 40 Mr) BOJIbI, BCTPSXHYTh IIMPUI] ¥ BBECTH OCTATKU CYCIIEH3HH B Ha30racTpaIbHbIN 30H].

Heuncnonp30BaHHYI0 CYCHEH3UIO CIEAYET YHUUTOXKUTD.

IMOBOYHOE JIEMCTBUE
Huxe npuBeaeHbl HEXENATENbHBIE PEAaKLMK, HE 3aBUCAILNE OT peKUMa J03UPOBAHUS IIpenapara,
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COOTBETCTBYET 2KCNEPTHOMY OTUYETY
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OTMECUYCHHBIE B XOJ€ KIMHHUYECKUX HCCIECHOBAHUH M I{H)I;{:HE%%K%M% Bﬁﬁk’[ﬁé—g‘éHI/H/I

npernapara.
YacToTa HeXeNnaTeNnbHBIX PEeakUuil MpHBEIACHA B BHAE CIEAYIOIIEH TIpaJalii: OYeHb YacTo
(= 1/10); wacto (= 1/100, < 1/10); meuacto (= 1/1000, < 1/100); penxo (> 1/10000, < 1/1000);
oueHb penako (< 1/10000).

Co cmoponbl Kodicu U ROOKOICHBIX MKaHeu

Heuacmo: nepmatut, 3y, ChIllb, KPAIMBHUIIA;

Peoxo: anonenusi, poToCCHCUOUITH3ALIHS;

Ouenv peoxo: wmynbTHQOpPMHAS 3putema, cuHApoM CruBeHca-/[PKOHCOHA, TOKCHYCCKHI
SIUJCPMATIBHBIM  HEKPOJIM3, OCTPBI TIEeHEePATU30BAHHBIM  HDK3aHTEMAaTO3HBIA  IYCTYJIE3,
JIEKapCTBEHHASI CHITb ¢ P03uHOGUIHEN 1 cucteMHbIMU cuMntomamu (DRESS-cunapom).

Co cmoponbl cKeremuo-MblueyHOU U COCOUHUMENIbHOU MKAHU

Peoxo: aprpairusi, MHaNTHS,
Ouenb pedxo: MBIIIIEYHAs CI1a00CTb.

Co cmoponbl HepeHou cucmembl

Yacmo: ronoBHas 00Jb;
Heuacmo: ToI0BOKpYKEHUE, TTAPECTE3UH, COHIUBOCTB;
Peoko: napynienue Bkyca.

Hapywenusa ncuxuxu

Heuacmo: 6eccOHHMIIA;
Peoko: nenpeccus, Bo30yXI€HHE, 3aMEILATEILCTBO;
Ouensv pedxo. TANMIOLUHALIMN, arPECCUBHOE NOBECHHUE.

Co CIMOPOHbL cheJZVOO'{HO—KumeHHOZO mpaxma

Yacmo: 6016 B )KUBOTE, 310D, AUAPES], METCOPU3M, TOLITHOTA/PBOTA;
Heuacmo: cyXxocTb BO pTY;

Peoro: cToMaTuT, KaHAMI03 KNy TOYHO-KUIIIEYHOTO TPAKTA;

QOuenb pedxo: MUKPOCKOITNYECKHI KOJIUT.

Co cmoporbl neyeny U JHcendesbl8o0suux nymeu

Hevyacmo: noBBIIIEHNE aKTHBHOCTH IICUCHOYHBIX) (I)epMeHTOB;

Peoko: renaturt (c xenTyxou uim 6e3);

Ouens pedko: TIEUICHOYHAS HEJIOCTATOYHOCTH, DHIE(aIonaTus y MaleHToB ¢ 3a00JIeBaHUSIMU
IICYCHMU.

Co cmopoHbl NOA0BLIX OP2AHO8 U MOJOUHOU HCENE3bl

Quenb pedxko: THHEKOMACTHS.
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(MOCNEOOBATENEHOCTL 0002)

Co cmoponwsl kposu u ﬂMMGbamMUQCKOZZ cucmenpl

Peoko: nelikoneHus, TpOMOOIIMTOIICHHUS;
Ouenwv pedxo: arpaHyoUTO3, MAHIIUTOIIECHHUSI.

Co cmoporbl UMMYHHOU CUCHEMb

Peoxo: peakuuu ruIepuyBCTBUTEIILHOCTH (HAIIPHUMEP, JIMXOPAIKA, AHTUOHEBPOTHUECKUI OTEK,
aHa(UIaKTHYECKas peakus/aHahUIaKTHIeCKHNA TI0K).

Co cmoponbl OvixamenbHOU CUCIEMbL, OP2AH08 2PYOHOU KIEMKU U CPe0oCmeHus

Peoxo: Gporxocnasm.

Co cmoponsl nouyex u Moqeebzeoaﬂmux nymetl

Ouenb pedxo: UHTEPCTHIHAIBHBIA HeQPUT.

Co cmopounst opcana 3perus

Peoko: HeueTKoCThb 3peHHUsl.

Co cmoponwi obmena seuiecme U nuUmaHusl

Heuacmo: nepudepuyeckre OTeKy;

Peoro: runonarpuemMus;

Ouenv pedko: THIIOMATHUCMUS, THIIOKAJIBIMCMUS BCICACTBHE TSDKEIOW THIIOMArHHEMUH,
TUIIOKATUEMUS BCICACTBHAE TUIIOMArHUEMUH.

Obwue paccmpoicmesa

Peoko: Henjomoranue, TOTIUBOCTb.

INEPEJ1O3UPOBKA

Ha nacTosmuii MOMEHT ONMUCAHBI KpailHE peaKkue Cilay4yau YMBIIUIEHHOW NEepeI03UPOBKH.
[lepopanpHblii mpueM 330Memnpaszoia B go3e 280 Mr compoBokaancs oOmel ciadocTeio U
CUMIITOMaM{ CO CTOPOHBI KEIYJ0YHO-KHIIEYHOro Tpakra. Pa3zoBelii npuem 80 mr npenapara
HCKCI/IYM® HC BLI3bIBAJI KaKI/IX-JII/IGO OTpULATCIIBHBIX HOCHGHCTBHﬁ. AHTI/II[OT 230MCIIpa30Jia
HEU3BECTEH. J30MEMNpa30oi XOpOIIO CBS3bIBaeTCa ¢ OelKaMH IUIa3Mbl, MOSTOMY AUATH3
Manodddexruren. [Ipu nepenosnpoBke HEOOXOIUMO MPOBOAUTH CHMIITOMAaTHYECKOE H OOIIee

MOAACPIKUBAKOIICC JICYCHUC.

B3ANMOJIEMCTBHUE C IPYTUMHU JEKAPCTBEHHBIMHA CPEICTBAMHA

Bnusanue s3omenpaszona na papmaxoxunemuxy opy2ux 1eKapcmeeHnbix npenapamos

CHuXeHUE CeKPELNHU COJITHOW KUCIIOTHI B KEITyIKE Ha (DOHE JICUCHHS 330MEIPa30JIOM U IPYTHMHU
MHIUOUTOPAaMH IPOTOHHOHN TIOMITBI MOKET MPUBECTH K CHIDKCHHUIO MIIM MOBBIICHUIO a0COpOIru

IPenapaToB, BCAChIBAHME KOTOPBIX 3aBUCUT OT KHUCJIOTHOCTH cpeabl. [logoOHO apyrum
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npenaparaM, CHUKAIOMIMM KHUCIOTHOCTD JKEILY| 104HOr0 Q&%J%@%ﬁfé-@?@ﬁgﬂé&gﬂdﬁ Nomer

IPUBECTH K CHUKEHUIO BCAChIBaHUS KETOKOHA30Ja, UTPaKOHa30Jla U JPJIOTUHHOA, a TaKKe
MOBBILIIEHUIO BCACBIBAHUSI TAKUX MPENapaToB, KaK TUTOKCHH. COBMECTHBIN MIPHEM OMEIpa3oiia B
o3¢ 20 Mr oguH pa3 B CYyTKH W JAMTOKCUHA TMOBBIMIACT OMOJOCTYNHOCTH AurokcuHa ua 10 %
(6Mo0CTYIIHOCTD AMIOKCHHA [TOBBIIIAIACH HA BeJnuuHy 110 30 % y 20 % naiueHTros).

beuto mokaszaHo, YTO OMeENpa3osl B3aWMOACHCTBYET C HEKOTOPBIMH AHTUPETPOBUPYCHBIMU
npenaparamu. MexaHu3Mbl U KITMHUYECKOE 3HAU€HUE S TUX B3aUMOJEHCTBUNA HE BCETIa U3BECTHBI.
VYBenuuenue 3HaudeHus pH Ha QoHe Tepanuu OMENpa3oioM MOXKET BJIMSTh HA BCACBIBAHHE
AHTHPETPOBUPYCHBIX IpenaparoB. Takke BO3MOXKHO B3aUMOJICHCTBHUC HA YPOBHE H30(EepMEHTA
CYP2CI19. Ilpu coBMECTHOM IPUMEHEHHH OMEINpPa3ojia U HEKOTOPBIX aHTHUPETPOBUPYCHBIX
IpenapaToB, TAKUX KaK aTa3aHaBUp U HeJIPHUHABHUpP, HA (HOHE Tepaluy OMeNpa3oioM OTMEYaeTcs
CHI)KCHME MX KOHLIEHTpalMM B CbIBOpOTKE. [103TOMy MX OJHOBpPEMEHHOE IIPHMMEHEHUE HE
pexkomenayercsi. CoBmecTHOE TMpuUMEHCHHE omenpazona (40 Mr oguH pa3 B CYTKH) C
arazaHasupoM 300 mr/putoHaBupom 100 Mr 3m0pOBBIMH JOOPOBOJBIAMH TMPUBOIUIO K
CYLIECTBEHHOMY YMEHBIIEHUIO OHOJOCTYMHOCTH ara3aHaBupa (IUIOIIagh TMOA  KPHBOMU
«KOHUEHTpauuss — Bpems», MaKCUMAIbHAA (Cmax) W MuUHUMANbHAA (Cpin) KOHLICHTPALUU
YMEHBLIANUCH NpHOIM3UTENbHO Ha 75 %). YBennyenune m03bl arazanHaBupa a0 400 mr ne
KOMIIEHCHPOBAJIO BO3JEHCTBHE OMENpa3oia Ha OMOJ0CTYIHOCTh aTa3aHaBUpa.

[Ipy oAHOBpEMEHHOM NPHMEHEHUH OMEINpa3oyia U CaKBUHABHpa ObUIO OTMEYEHO MOBBIIICHUE
KOHLICHTpAalMK CaKBHHABHpPAa B CBIBOPOTKE, IpPH IPUMEHEHUU C HEKOTOPBIMHU JIPYyTUMU
AHTUPETPOBUPYCHBIMU [pEIapaTaMyd HMX KOHILICHTPALMS HE MEHsUIaCh. YUWTBHIBAs CXOJHbBIC
dapmakokuHeTHYeckre M (apMaKoAMHAMUYECKHE CBOICTBa OMempaszoiia M 330MeIpasola,
COBMECTHOE TMPUMEHEHHE I30MENpas3oja ¢ aHTHUPETPOBUPYCHBIMHU IIperapataMy, TAKUMH Kak
aTa3aHaBUP U HEI(DUHABHUD, HE PEKOMEHIYCTCS.

33omenpazon uuarubupyer CYP2C19 — ocHOBHOH H30(EpMEHT, YYaCTBYIOLIMH B €ro
merabom3zme. COOTBETCTBEHHO, COBMECTHOC IPUMECHEHHE 330MeEnpas3oja ¢ JAPYTHMH
npernapatamu, B METaboau3Me KOTopbix npuHumaeT yuactue nzopepment CYP2C19, takumu kak
nuazernaM, [UTATONpaM, UMUIPAMHUH, KIOMHUIPaMuH, (EHUTOMH U Jp., MOXET NPUBECTH K
MOBBIIEHUIO KOHLIEHTpPALlMH 3TUX MpenapaToB B IUIa3Me, 4YTO, B CBOI OYepedb, MOKET
notpeboBaThk CHMXKEHHS [103bl. OO0 3TOM B3aMMOACHCTBUH OCOOCHHO BaKHO TOMHHUTH MPU
npuMeHenun npenapara Hexcuym® B pesxumMe «IIpu HeoOx0auMocTHy. [Ipu cCOBMECTHOM TIpHeMe
30 Mr n30Memnpasoia W aua3enama, KoTopeld siBiserca cyOctpatom mzodepmenta CYP2CI19,
OTMEYaEeTCs CHUKEHHE KIMpeHca auasenama Ha 45 %.

[Ipumenenue 330Merpasoa B j103¢ 40 Mr IpuBOAMIO K MOBBIIICHUIO OCTATOYHOU KOHLICHTPALIUN
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COOTBETCTBYET 2KCNEPTHOMY OTUYETY
ot 06.10.2023 N= 19730
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KOHTPOJIMPOBaTh KOHIEHTPAMH ()eHUTOHUHA B IUIa3Me B HAaYaJIe JIEUEHUs] D30MENPa3ojioM U Ipu
€ro OTMEHeE.

[Ipumenenue omenpasoina B 03¢ 40 MI OJIMH pa3 B CYTKH HPUBOAMIO K YBEIMUYCHUIO [LIOIIAN
110]1 KPUBOM «KOHIIEHTpaLus — BpeMs» U Cmax BOpUKOHa3ou1a (cyOcTpat nuzodpepmenra CYP2C19)
Ha 15 % u 41 %, COOTBETCTBEHHO.

CoBmectHbIl mpueM Bapdapuna ¢ 40 Mr s3oMenpasona He NPUBOAUT K M3MEHEHHIO BPEMEHU
KOAryJSIW¥M Yy I[MAUMEHTOB, IUIMTEIILHO NpuHUMaromux BapdapuH. OmHako cooOIiaioch O
HECKOJBKMX CIly4asiX KIWHWYeCKH 3HauyuMoro moseimeHuss MHO  (mexaynapoaHoro
HOPMaJIM30BAaHHOTO OTHOIIEHHS) MPH COBMECTHOM IPUMEHEHUH BapdaprHa U 330Menpasoa.
PexoMennyercs konTposupoBatb MHO B Havane U 1o OKOHYAHUU COBMECTHOTO MPUMEHEHHS
930Memnpasona u BaphapuHa WIH IPYTHX TPOU3BOAHBIX KyMapHHa.

[lo pesynbTaramMm HCCIEAOBAHUN OTMEUCHO (HapMAKOKMHETHYECKOE/(hapMaKoINHAMUYCCKOE
B3aUMOJICHCTBHE MEXAY KJIOMUAOrpenoM (HarpyszouHas fo3a 300 Mr U moaaepKuBaroIIas 103a
75 mr/cyt.) u a30MenpazonoM (40 Mr/cyT. BHYTPh), KOTOPOE MPUBOIUT K CHIDKEHHIO DKCIO3UIIUN
aKTUBHOTO MeTabosmrta Kiomuaorpena B cpegHeM Ha 40 % M CHIKCHHMIO MakCHUMAaJIbHOTO
unruouposanus AJ{P-nHAYHPOBAHHON arperaui TPOMOOIUTOB B cpenHeM Ha 14 %.
Knunnyeckasi 3HaUMMOCTB 3TOTO B3aUMOJEHCTBUS He sICHA. B MpOCNeKTUBHOM HCCIEN0BaHUU Y
NAlUEHTOB, MOMYyYaBIINX IIae00 Wik oMenpasoi B 103e 20 MI/CyT. OJHOBPEMEHHO € Tepanuen
KJIONUAOTPEJIOM U aueTmicanuuuiioBoit kuciaoroi (ACK), u npu anannse KIMHUYECKHX UCXO0/10B
MacIITa0HBIX PaHIOMH3UPOBAHHBIX MCCICAOBAHUN HE OBUIO II0KAa3aHO IIOBBIIICHUS PHCKA
CepIEYHO-COCYIUCTBIX OCIOKHEHHWH TMpH COBMECTHOM IIPUMEHEHUHM KIONUAOoIrpena u
UHTHOUTOPOB MPOTOHHOM MOMITHI, BKITIOYAS 330MeIpa3oll.

Pesynbrarel psia HaOIIOAATEIBHBIX UCCICIOBAHUNA MPOTHBOPEYMBEI M HE JAIOT OJHO3HAYHOIO
OTBETa O HAIMYUKM HJIM OTCYTCTBHH IOBBIIICHHOTO PHCKa TPOMOO3MOOIMYECKUX CEpACYHO-
COCYAMCTBIX OCIIOKHEHUH Ha (pOHE COBMECTHOrO NMPUMEHEHHs KIIOMHAOTpeNa U MHTHOUTOPOB
MIPOTOHHOH ITOMITBI.

[lpy mnpuMEeHEHUH KIOMUAOTpENa COBMECTHO C (pUKCHUpOBaHHON KomOuHammendr 20 mr
3omeripazona U 81 mr ACK skcrio3unus akTUBHOIO METabOJIMTa KIOMMAOTPENa CHU3MIACH
noutd Ha 40 % 1o CpaBHEHUIO ¢ MOHOTEpANHEH KIOMHAOIPESOM, IPU 3TOM MaKCHMAJIbHBIE
ypOBHH HHTHOUpoBaHusa AJIP-uHIyIUPOBAHHON arperaliud TpOMOOIIMTOB ObBLTH OJTUHAKOBBIMH,
4TO, BEPOSITHO, CBA3aHO ¢ ogHoBpeMeHHbIM IpueMoM ACK B HU3KOIT 103€.

330menpa3zoi, mogo6Ho omenpa3zony, narudupyer uzopepment CYP2C19. CoBmecTHbIil npuem

uuinocrasona u 40 Mr omenpasosa NPUBOIUT K YBETMUYEHUIO (PapMaKOKHHETHYECKUX IapaMeTpOB
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
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AHanoruuHeple napaMeTpbl OJHOTO W3 aKTUBHBIX METa0OJUTOB LMJIOCTA30J1a MOBBILAKOTCS Ha
29 % u 69 %, COOTBETCTBEHHO.

CosmecTHbIi npueM mu3anpuaa ¢ 40 Mr s3omeripasoiia IPUBOAUT K IOBBILCHHIO 3HAYCHUH
(hapMaKOKMHETHYECKUX MAapaMETPOB Lu3anpuaa y 310poBsix pooposonbue: AUC — na 32 % u
nepuoJia 1nostyBbiBefieHus Ha 31 %, oHaKO MakcHMallbHAs KOHLEHTpalUus LU3alpuaa B IIa3me
IpY 5TOM 3HAYUTEIbHO He u3MeHsercs. HesnauutensHoe yanuHeHue uHtepBana QT, xoropoe
Ha6MI0A0Ch TIPM MOHOTEpAaNMM LHU3ampuaoM, npu AobapneHum mnpenapata Hekcuym® He
YBEIMYHUBAIOCH (CM. pasaen «Ocolble YKa3aHusy).

[Ipy ogHOBpPEMEHHOM NMPUMECHEHUH 330MEIPa30ia U TAKPOIUMYCca ObLIO OTMEYEHO TOBBIIICHHE
KOHIIEHTPALUU TaKPOJIMMYCa B CBIBOPOTKE KPOBH.

VY HEKOTOpBIX NAallMEHTOB OTMEYalM IOBBIIIEHHE KOHLEHTpAllUM MeToTpekcara Ha (oHe
COBMECTHOT'O IPUMECHEHUS C HHTHOUTOPAMH IPOTOHHOH rmomiibl. [Ipu nprMeHeHHH BBLICOKUX 103
METOTpEeKcaTa CIeAyET PACCMOTPETh BO3MOKHOCTh BPEMEHHOM OTMEHBI 330MEIPa30ia.
IIpenapar HekcuyM® He BBI3BIBA€T KIMHMYECKH 3HAYAMBIX HM3MEHEHHIH (DapMaKOKHHETUKH
AMOKCULIWJUTMHA M XUHUJMHA.

VccnenoBanust 1O OLIGHKE KPAaTKOCPOYHOIO COBMECTHOTO IIPUMEHEHHUS 330MENpasoyia U
HAIPOKCEHA WK poderokcuba He BBIABWIM KIMHHYECKH 3HAYMMOTO (PapMaKOKHHETHYECKOTO
B3aHMOJEHCTBHSL.

Bnuanue nexapcmeennvix npenapamos Ha QapmakoKuHemuKy 330Menpasona

B meraGonusme »3omenpaszona npuHuMarot ydactue uzodepmeHntel CYP2C19 u CYP3A4.
CoBMecTHOE PUMEHEHUE 30MelIpas3oa ¢ kiapurpoMuuuaoM (500 mr 2 pasa B CyTKH), KOTOPBIi
unrudupyer uzodpepment CYP3 A4, npuBoaut k yBenmuenuto suadenus AUC »3omenpasona B
2 pa3a. CoBMeCTHOE IpUMEHEHHE H30Menpa3oja M KOMOMHMPOBAHHOTO HHIHUOHTOpA
uzopepmentoB CYP3A4 u CYP2C19, Hanpumep, BOPpHKOHA3051a, MOKET MMPHUBOIUTH K OojIee yeM
2-kpatHoMy yBesinueHuto 3HaueHuss AUC uis 33omeripazosia. Kak npasuiio, B Takux ciaydasix HeE
TpeOyeTcsi KOppEeKIMM JO3Bl 330Memnpaszona. Koppekmust H03bl  330Menpa3oiia  MOXKET
noTpeOOBATHCS Y MAIMEHTOB C TSHKEJIbIM HapylleHueM (PYHKLUU MEeYeHH U IIPU JUIUTEIBHOM €ro
NpUMEHEeHNHU. J{MuTenbHbl MpUeM IpenapaTa He MOKa3aH JeTAM U MOAPOCTKaM B BO3pacTe A0
12 ner.

JlekapcTBeHHbIe npenaparsl, naayuupylomue nzopepmentsl CYP2C19 u CYP3A4, takue kak
pudaMuuuH ¥ OpenapaTsl 3BEpo00s] IPOABIPABICHHOIO, IPH COBMECTHOM IPHMEHEHHH C
H30MEMPA30JI0M MOTYT MPUBOJIUTH K CHHKEHHIO KOHIIEHTPAIMH 230MENpa3oia B Tia3Me KPOBH 32
CUeT YCKOpeHHs MeTab0JIn3Ma 330MeIpasoia.
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COOTBETCTBYET 2KCNEPTHOMY OTUYETY
ot 06.10.2023 N= 19730

(MOCNEOOBATENEHOCTL 0002)

OCOBBIE YKA3ZAHUS

[Ipu HanuuKK THOOBIX TPEBOKHBIX CUMIITOMOB (HallpUMep, TAKMX KaK 3HAUUTENbHAs CIIOHTAHHAsS
MIOTEps MACChl TEJa, IOBTOPHAS pBOTA, 1UC(harus, pBOTa C IPUMECHIO KPOBH WJIM MEJICHA), & TAKKE
IpY HAIMYUH S3BBI XKEJIyAKa (WIM MpPU MOAO03PCHUHM Ha $3BY JKEIYJKa) CICAyeT HCKIIYHTH
HAJIHYME 30KAYECTBEHHOTO HOBOOOPA30BAHHMSA, MOCKOJBKY JedyeHue npenapatoM Hexcmym®
MOYKET [IPUBECTH K CTIIAKUBAHUIO CUMIITOMATUKH H OTCPOYUTH MMOCTAHOBKY AMArHO3a.

B peakux ciydasx y MaOUEHTOB, [UIMTEIBHOC BpPEMsS NPUHUMABIIUX OMENPa3oil, IpH
THCTOJIOTHYSCKOM HCCIICIOBAaHUKM OHONTATOB CIU3UCTOH OOOJIOYKH TENa KEIyAKAa BBISIBIISLICS
aTpo(UUeCKUil TaCTPUT.

[TanieHTHI, MPUHUMAIOIIKE TIPernapar B TeUSHHE JIUTENBHOr0 eproaa (oco0eHHo Oonee rojaa),
JIOTKHBI HAXOAUTHCS MO PETYJISPHBIM HAOIIOICHUEM Bpava.

JUMTenpHBIA IPUEM TIpernapara He MOKa3aH ACTSIM U MOJAPOCTKAaM B Bo3pacTe 10 12 mer.
[ManuenTsl, NpuHuMarompe npenapaT Hekcuym® «IIpu HeOOXOAUMOCTH», NONKHBI OBITh
MPOUHCTPYKTHPOBAHBI O HEOOXOUMOCTH CBSI3aTHCS CO CBOMM BPauoM MPU U3MEHEHHHU XapaKTepa
cumnToMoB. [IpuHIMasi BO BHUMaHuE KojeOaHWs KOHLICHTPAIMHA 330MEIPa30Jia B IUIA3ME TpU
HA3HAYCHWH TEPAITHH «IIPU HEOOXOIUMOCTIY, CICAYET YUMTHIBATh B3aUMOACHUCTBHE TIperapara ¢
OpyIMMH JEKapCTBEHHBIMH cpeAcTBamMHu (cM. paszaen «BsaumopaeiictBue ¢ Aapyrumu
JIEKApCTBEHHBIMH CpelcTBaMu»). Ilpn HasHaueHuu npemapata Hekcuym® [ dpaauKaluu
Helicobacter pylori nomxHa y49UTHIBATHCS BO3MOXKHOCTH JICKAPCTBEHHBIX B3aUMOACHCTBHUMA IS
BCEX KOMIIOHEHTOB TpOMHOW Tepanuu. KiapurpoMuLMH SBISIETCS MOIIHBIM HHTHOUTOPOM
uzopepmerra CYP3A4, modToMy Npu HazHAYEHMHM DPATUKAIMOHHOW Tepanuy MaIlueHTaM,
MOJTyYaIOLUM IpyTHe Iperaparbl, MeTabonusupytomuecs ¢ ydactueM uzodpepmenta CYP3A4
(Harpumep, UU3anpua), HEOOXOAMMO YYUTHIBATH BO3MOXKHBIC IPOTHBOIIOKA3AHHUS U
B3aMMOJICHCTBHS KIIAPUTPOMUIIMHA C STUMHU JICKAPCTBCHHBIMHU CPEACTBAMH.

IIpenapat Hekcuym® comepskuT caxaposy H A€KCTpO3y, HOYTOMY OH IPOTHBONOKA3aH TalMEHTaM
C HaCJIEACTBEHHON HEMEPEHOCHUMOCTRIO (DPYKTO3BI, ITTIOKO30-TATAKTO3HOW MallbabCcopOLue 1
caxapaszo-mu30MalIbTa3HOH HEAOCTATOUYHOCTERIO.

[lo pesynbTaramMm HCCIEAOBAHUN OTMEUCHO (HapMaKOKMHETHYECKOE/(hapMaKOINHAMUYCCKOE
B3aUMOJICHCTBHE MEXAY KJIOMUAOrpenoM (HarpysouHas go3a 300 Mr U moaaepKUBaroIIas 103a
75 mr/cyt.) u 330MernpazonoM (40 Mr/cyT. BHYTPh), KOTOPOE MPUBOIUT K CHIDKEHHIO DKCIIO3UIIUN
aKTHUBHOTrO Merabosnra kiomnuporpena B cpegHeM Ha 40 % M CHIDKCHHMIO MaKCHUMAaJIbHOTO
uHrubuposanus AJ@-unayIMpOBaHHON arperaun TpoMOOUTOB B cpeatem Ha 14 %. [TosTomy
crenyer nm30erarb OJJHOBPEMEHHOIO IPHUMEHEHHUs 330MeIpasosia U Kiomuaorpena (CM. pasien
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«B3anMonencTBue ¢ IpyruMH JI€KapCTBEHHBIMY CpeHCTﬁEk;ﬁ;')-! EAOBATENBHOCTE 0002)

COOTBETCTBYET 2KCNEPTHOMY OTUYETY

OtnenpHble HaOMIOAATENbHBIE UCCIENOBAHMS YKA3bIBalOT Ha TO, YTO Tepamusi MHIHOUTOpaMu
IPOTOHHOM MOMIIBI MO>KET HE3HAYMTEJIBHO MOBBIIATH PHUCK CBSA3AHHBIX C OCTEONOPO30M
[IEPEIIOMOB, OJTHAKO B APYTUX IMOAOOHBIX UCCICIOBAHUSX ITOBLIIICHUE PUCKA HE OTMEYCHO.

B paHIOMU3MpPOBAHHBIX JABOWHBIX CIICHBIX KOHTPOJIUPYEMBIX KIMHUYECKUX HCCIECIOBAHUIX
OMeIpa3oia U 330MENpa3ona, BKIKOUAs JABa OTKPBITBIX HCCIEJOBAHMS UIMTEIBHOM Teparnuu
(6onee 12 net), He ObLIa MOATBEPIKIIEHA CBSI3b MEPETOMOB Ha (JOHE OCTEOIOPO3a C MPUMEHEHUEM
UHTUOUTOPOB MPOTOHHOM TTOMITEL.

XOTS IPUYMHHO-CIICICTBECHHAS CBA3b IPUMCHCHHS OMEIPa30J1a/330Menpasosia ¢ epeioMaMu Ha
¢doHe ocTeonopo3a He YCTAHOBJIEHA, MAIUEHTHI C PUCKOM Pa3BUTHS OCTEONOPO3a UIIN IEPETOMOB

Ha €10 (bOHe JOJDKHBI HAXOAUTHCA 1OA COOTBETCTBYOIIHUM KIMHUYECKUM Ha6J'IIOI[eHI/IeM.

BJIUSSTHUE HA CIIOCOBHOCTDb YIIPABJIATH TPAHCHOPTOM M JPYI'UMHU
MEXAHU3MAMHU

B cBI3M C Tem, 4TO BO BpeMs Tepanmuu IpemapatoM HekcuymM® MOryT HaGmrogaThes
TOJIOBOKPY’KEHHE, HEYCTKOCTh 3PCHHS U COHJIHBOCTB, CIEAYET COOIMIOIATh OCTOPOXKHOCTH IPU

YIIPaBJICHUU aBTOTPAHCIIOPTOM M APYTUMHU MEXaHU3MAaMHU.

®OPMA BBIITYCKA

[lesnersl, MOKPBITHIC KHUILIEYHOPACTBOPUMON 00O0JIOUKOM, M TpaHyjbl Ul HPUTOTOBICHHS
CYCICH3UH Ul IpHeMa BHYTpb, 10 Mr.

[To 3042,7 Mr mnemner, HOKPHITHIX KHIIEYHOPACTBOPUMOU oOosoukoid, u rpanyn (10 mr
»30MeENpasoia), B JTAMHUHUPOBAaHHBIN 3-x CJIOMHBIN MaKeT
(monmaTHACHTEpE P TANAT/ATIOMUHUI/TOIUATHICH HU3KOW 1uiotHocTH). [lo 28 makeroB ¢
WHCTPYKUMEH 1O MEIMIHMHCKOMY IPUMCHCHHIO B KAPTOHHOM Iayke € KOHTPOJEM IIEPBOTO

BCKPBITHS.

YCJIOBUA XPAHEHU A

IIpu temneparype He Belle 25°C, B MecTax, HEAOCTYIIHBIX ISl IEeTEH.

CPOK T'OJJHOCTH

3 roga. He mpuMeHATh O UCTEUEHUH CPOKA FOAHOCTH.

YCJIIOBHUA OTIIYCKA
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COOTBETCTBYET 2KCNEPTHOMY OTUYETY
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(MOCNEOOBATENEHOCTL 0002)

OTIycKaroT 110 pEeLEnTy.

HaumeHoBanue W HOpHAUYECKUH aapec aep:kareass (BJageblia) PerucTpannoOHHOIO
YAOCTOBepPeHHs

Actpa3eneka Ab, SE-151 85 Coneprainbe, IlIBenus

AstraZeneca AB, SE-151 85 Sodertalje, Sweden

[IpousBoaurens, (acoBmuk (MepBHYHAA  YNAKOBKA), YIOAKOBLUIMK (BTOpPUYHAas
(moTpeduTeNIbCKAs) YIAKOBKA) U BHIMYCKAKLIMI KOHTPOJIb Ka4ecTBa
Actpa3eneka Ab, 'aprynasaren, 152 57 Cogepranse, [IBenus

AstraZeneca AB, Gartunavagen, 152 57 Sodertalje, Sweden

HanmeHoBaHMe, aapec OpraHu3alMy, YNOJHOMOYEHHOH [ep:kaTejieM WJIH BJajJelbleM
PEruCTPALMOHHOIO Y/AOCTOBEpPEHHS JIEKAPCTBEHHOIO Ipenapara Ui MeIHIHHCKOIO
NPUMEHEHHS HA IPUHATHE IPEeTEeH3Uid 0T moTpeduTeIst:

00O Acrpa3eneka @apMacblOTHKAI3

123100, r. Mocksa, 1-it Kpacuorsapaeiickuii npoesn, a. 21, crp. 1, atax 30, komuarst 13 u 14
Ten. +7495 7995699

dakc +7495 7995698

Hexcuym — ToBapHbIi 3HaK, COOCTBEHHOCTb I'PYIIIBI KOMIAaHUN AcTpa3eHeka.

© AstraZeneca 2019-2023
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