COOTBETCTEYET E_I‘i. li:_ [NEFTHOMY OTYETY

ot 15.04_ 2026 Nz 7681

(NMOCNEQOBATENEHOCTE 0007)

OBILIASA XAPAKTEPUCTHKA JIEKAPETBEHHOTO HPEHAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Nmoamym Dkcmpecc, 2 Mr, TabJIeTKU-THO(UIN3AT

2. KAUECTBEHHBIN U1 KOJIMYECTBEHHBIN COCTAB

JelicTBytolI€e BENIECTBO: JIOMIEPAMHU/I.
Kaxnas Tabnerka cogeput 2 Mr jonepaMmuaa (B BUIE THAPOXIOPUIA).

BeiecTBa, HalMuue KOTOPBIX HAI0 YYHUTHIBATh B COCTAaBE JICKAPCTBEHHOIO Iperapara:
acnapram (cMm. pazzaen 4.4.).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbIX BELIECTB MPUBENIEH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku-muodunuzar.

Benple unu moutu Oenble, Kpyrible TuodUIM3UpoBaHHbIe TabneTku. Ha onHON cTOpoHe
TaOJETKN JOIYyCKAeTCsl HaJM4Yhe BBIMYKIOCTH II0 IIEHTPY, HEPOBHOW IIEPOXOBATOM
MIOBEPXHOCTH U HEPOBHBIX HCTOHUEHHBIX KpaeB TabieTku. Ha npyroif cropone TabneTku —
dacka, ToIycKaeTcs IMepoXoBaTOCTh MOBEPXHOCTH.

4. KIMHUYECKUE JAHHBIE
4.1. [loxka3zanusi K NPUMEHEHUIO

NMoanym Dkcrnpece noka3aH K IPUMEHEHHIO y B3pOCIIBIX U IeTel B Bo3pacTe ot 6 10 18 sier
TUTST:
® CHUMIITOMAaTHMYECKOTO JIEYEHHUS OCTPOM U XpOHUYECKOW Juapen (reHesa:
aJJIEPTUYEeCKOro, 3MOLUOHAIBHOTO, JEKAPCTBEHHOI'O, JyYEBOI'0; IPU HU3MEHEHHH
peXrMa MUTaHUS U KaueCTBEHHOT0 COCTaBa MUIIH, TPU HAPYILIEHUH METaboIu3Ma 1
BCACHIBaHUS);
e B KayecTBe BCIOMOIaTEJIbHOIO JIEKAPCTBEHHOIO CpEICTBA IIpU  AHapee
WH(EKIIMOHHOTO TeHEe3a;
® pEryJsIlUM CTyJa y MalluEHTOB C UIEOCTOMOM.
Nmonnym Dkcnpecc moka3zaH K IPUMEHEHHUIO Y B3pOCIBIX B Bo3pacte oT 18 ner nis:
® CHUMIITOMAaTHYECKOTO JICYEHUS OCTPBIX AMHU30/I0B JTUAPEU, CBSI3aHHBIX C CHHJIPOMOM
pazapaxenHoro kumeynuka (CPK).

4.2. Pe:kum 103MPOBAHUA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

Ocmpas ouapes

Havansnas no3a — 2 Tabnetku (4 Mr) Ais B3pocibix U 1 TabneTka
(2 Mr) s mereit, nanee mo 1 Tabrmerke (2 MT) mocie KakI0ro akTa nedexanun B ciryqae
KUJKOTO CTYJIa.

Xponuueckas ouapes
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Janee HayalbHas 1032 JI0JDKHA OBITh OTKOPPEKTHPOBAHA TaKUM 00pa3oM, YTOOBI 4acToTa
HOPMAJIBHOTO CTyJa COCTaBisla 1-2 pa3a B CyTKHM, 4TO OOBIYHO JOCTUTACTCS MpHU
noepKuBatoiieit nose ot 1 1o 6 Tabnetok (2—12 mMr) B CyTKH.

MakcumanbHasi CyTOYHas /1032 HE JIOJDKHA MpeBbIaTh 6 TabneTok (12 Mr); MakcuMasmbHas
CYTOYHAs /1032 Y JIETeH pacCUUTHIBACTCS, UCXOMs U3 Macchl Tena (3 TabneTku Ha 20 KT MacChl
Tena pedeHKa), HO He JI0/DKHA MpeBbImaTh 6 TadaeTok (12 mr).

[Ipu HOpManM3auM CcTyJa UM IIPU OTCYTCTBUU CTyJa Ooisiee 12 9 npenapat OTMEHSIOT.

Cumnmomamuueckoe JjeyeHue OCMpbIX 3SNU30008 Ouapeu, CEA3AHHLIX C CUHOPOMOM
pasopadicentozo kuueunuxa (CPK)

HavanpHast mo3a cocrtaBisier nBe Tabnmetku (4 wmr), 3arem mo 1 Tabnerke (2 mr) mocnie
KaKI0ro KUAKOTO CTyJia UJIK B COOTBECTCTBUU C PCKOMCHIAIIUAMUA Bpaya. Makcumanbaas
CyTOYHas J103a He J0HKHA MPEeBHIaTh 6 TadaeTok (12 mr).

Oco0ble rpyInel NALKMEHTOB

Jluya nooxcunozo eospacma
[Tpu neyeHnn MOKUIIBIX MALMEHTOB KOPPEKTUPOBKA J03bI HE TpeOyeTCH.
Tayuenmol ¢ noueunol HeOOCMamouHOCmMobio

[Ipu neyeHuM NAIMEHTOB C HAapyWICHUSAMU (DYHKIUM TOYEK KOPPEKTHPOBKA J03bI HE
Tpedyercs.

Tayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCbIO

Xotsa (hapMaKOKMHETHUYECKUE IAaHHBIE Yy TAIMEHTOB C TIEUYCHOYHOH HEIOCTAaTOYHOCTHIO
OTCYTCTBYIOT, y TaKUX OOJBHBIX TIpernapar cjielyeT MNPUMEHSATh C OCTOPOKHOCTBHIO
BCJIEZICTBHE 3aMEIJIEHHOTO MTPECUCTEMHOTO MeTabomm3Ma (cM. pasnen 4.4).

eTu
Jlemu om 0 0o 6 nem

BezonacHocts u 3¢ dexTuBHOCT mpenapara Umoauym Dkcnpecc y aereit B Bozpacte oT 0
10
6 JeT He yCTaHOBIIEHBI. /laHHBIE OTCYTCTBYIOT.

Jlemu om 6 0o 18 nem

Hetsim crapiie 6 JIeT mpu OCTPOM M XPOHUYECKOM quapee Ha3HAuYaloT: HadallbHas J03a —
1 Tabnerka (2 mr), nanee mo 1 Tabmerke (2 Mr) mocie Kaxaoro akra aedekanu B ciaydae
JKUJIKOTO CTYJIA.

Jlemu om 0 0o 18 nem

I1o MMOKAa3aHUK0, CUMIITOMATHUYCCKOC JICHCHHUC OCTPBIX 3IHU3040B AWAPCHU, CBA3AHHLIX C
cuHapoMoM pazapaxkenHoro kumeunuka (CPK) y gereit B Bo3pacte ot 0 mo 18 mer, He
HPUMEHSIETCSL.

Croco0 ImpuMeHeHus

BuyTps. Tabnerky Ki1aayT Ha S3bIK, B TEUCHHE HECKOJIBKUX CEKYHJ] OHA PacTBOPSIETCS, OCTe
YEro ee MporjaaThIBalOT CO CIKOHOW, HE 3allUBasi BOJIOM.

[TockonbKy TabNeTKU-THO(PUIN3AT JOBOJIBHO XPYIKHUE, BO H30€KaHUE MOBPEXKICHHS UX HE
CIIe/TyeT MPOJABINBATH CKBO3b (OJIBTY.

Jns Toro yToOBl JOCTaTh TaOJETKy M3 OymcTepa HEOOXOAUMO BBIMOIHUTH CIEIYIOLIHE
NICUCTBUA:
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Ta0JIeTKa;
- OCTOPOKHO HAJIaBUTE CHU3Y U U3BIICKUTE TAaOJETKY M3 YITaKOBKH.

-
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4.3. [IpoTuBONOKA3aAHUS

e ['unepyyBCTBUTENBHOCTh K JIOMEpPAMHIy WM K JIOOOMY M3 BCHOMOIaTEIbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3zene 6.1.;

e [lepBeIif TpuMecTp 6epeMeHHOCTH (CM. pa3zen 4.6.);

e  (DCcHUWIKETOHYpUS;

e Hmonnym DKcnpecc Heb3s MIPUMEHSTh B KaU€CTBE OCHOBHOW TE€paIHu:
- Yy NalMEeHTOB C OCTPOMl AM3EHTEpUEH, KOTOpas XapaKTEpU3yeTcs CTYJIOM C
MPUMECHIO KPOBHU U BBICOKOI TEMIIEPATYPOi;
- y MALMEHTOB C SA3BEHHBIM KOJIMTOM B CTaJIMU OOOCTPEHHUS;
- Yy TAalMeHTOB ¢ OaKTepUalbHBIM JHTEPOKOJIUTOM, BBI3BAHHBIM IaTOT€HHBIMU
MUKpOOpraHu3Mamu, B ToM uucie Salmonella, Shigella n Campylobacter;
- y TAalMeHTOB C IICEBJAOMEMOpPAHO3HBIM KOJIUTOM, CBSI3aHHBIM C Tepamnuen
AHTHUOMOTUKAMH LIUPOKOTO CHEKTPa ACHCTBHSL.
Nmonnym Dkcmpecc He CleayeT MNpPUMEHSTh, €cld HeoOXoIuMo U30exXaThb
YTHETEHUs NEpPUCTAIbTHUKU U3-32 BO3MOXHOIO pPHCKAa pPa3BUTUS CEPbE3HBIX
MOCNIEACTBUM, BKIIIOYasi KUIIEYHYIO HEMPOXOJUMOCTh, METAKOJIOH M TOKCHYECKHI
METAKOJIOH.
[Ipuem mnpenapara ciexyeT HEMEJICHHO MPEKPAaTUTh MPH Pa3BUTHH KHUIIEYHOMN
HENPOXOAUMOCTH, 3a110pa WM B31yTHs )KUBOTA.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

Jleuenne amapeu npemnaparoM Mmoaumym DKcrpecc HOCUT TONBKO CHUMITOMATHYECKHUI
xapaktep. B Tex cimyuasix, Korma BO3MOKHO YCTaHOBUTH NMPUUMHY JUaped, HEOOXOAUMO
MPOBOANTH CHEU(PUIESCKYIO TEPATTHIO.

VYV manueHToB ¢ auapeeil (0COOEHHO y JeTei) MOXKET UMETh MECTO TOTeps KUIKOCTH U
DIIEKTPONIUTOB. B  Takux ciydasx HEOOXOJUMO TMPOBOJUTH COOTBETCTBYIOIUIYIO
3aMECTHUTENBHYIO Teparuio (BOCIOIHEHHUE )KUIKOCTH U SJICKTPOIIUTOB).

[TockonbKy mepcucTupyromas auapesi MOKET OBITh IOKa3aTeleM IMOTeHIHAIbHO Oojee
CEpbE3HBIX COCTOSIHUM, NpenapaT He ClIeyeT IPUHUMATh B TEUEHUE JJINTENBHOIO NEpHoaa
BpPEMEHH, [T0Ka He Oy/eT BbIACHEHA OCHOBHAsI IPUUUHA JTUAPEH.

[Ipu ocTpoii quapee, ecnu KIMHUYECKOE YIIydllleHHE He HaOmronaeTcs B TedeHue 48 4acos,
npueM npernapara Mmonuym Dxcrpecc ciaeayeT MPeKpaTuTh UM MPOKOHCYJIbTUPOBATHCA C
BpauoM.

[Tatmentol co CIIMlom, nmpunHumatromue HMMoauym OIKcmpecc s JICUCHHUS THAPEH,
JOJKHBI IPEKPATUTh IIPUEM IIpenapara Ipu MEepBbIX MPU3HAKaX B3AYTHUS )KUBOTA, a TAKKe
IPU3HAKAX KUIIEYHOH HenpoxoauMmocTH. [locTymanu enuHUYHBIE COOOLIEHUS O 3aIlope C
NOBBILIEHHBIM PUCKOM Pa3BUTHUsI TOKCUYECKOTO MerakosioHa y mauueHToB co CIIM[lom u
MHQEKIMOHHBIM KOJIUTOM BUPYCHON U OaKTepHaTIbHON STHOJIOTUHU, KOTOPHIM ITPOBOANIACH
Tepanusl JoIepaMHuIoM.
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MEYECHOUYHOM HENOCTaTOYHOCTBhIO, TaK KaK 3TO MOXET TMPUBECTH K TOKCHYECKOMY
BO3JICUCTBUIO Ha ILEHTpanbHyr0 HepBHYyI0 cucteMy (IIHC) BcrmemcTBue OTHOCHTENHHOM
NEPEI03UPOBKHU.

3noynoTpebiieHne WM HeMpaBWIbHOE NMPUMEHEHHE JIONEPaMUa B KaUeCTBE 3aMEHUTENS
OMMUOUJIOB ONUCHIBAIM Y JIUI] C ONMOUIHON 3aBUCUMOCTBIO.

Ecnu nmanuentsl mpuHumaror WmMomuym Oxcmpecce Uit KOHTPOJISL SMHU30[0B AHApPEH,
CBA3AaHHBIX C paHee I[I/IaI‘HOCTI/IpOBaHHBIM CI/IH,Z[pOMOM pa3;[pa>KeHH0r0 KHIICYHHUKA, U
KJIIMHWYECKOe YJIydllleHWe He HaOmrojaeTcss B TeueHue 48 dYacoB, MpHUEM JIOTIEpamuaa
TUAPOXJIOPUAA CIENYET IPEKPATUTD U IIPOKOHCYIIBTUPOBATHCS € BpadoM. [laruentam raxxe
ciemyeT oOpaTUThCA K Bpady, €CIM XapaKTep WX CHUMIITOMOB MEHSETCS WM €ClIH
MOBTOPSIONIUECS SMU30/Ibl AUAPEU TPOJOIIKAIOTCS OoJiee 2 HEIeTb.

Coobmanock 00 yanmuaenun natepsaia QT u pa3BUTHU KeITyJOUYKOBOW apUTMUH, BKIIIOYAS
TaxXUKApJUIO MO TUIY «IHUPYIT», B CBSI3U C MEPEJO3UPOBKOM JionepamMuaa, B HEKOTOPHIX
ClIy4asiX CO CMepTeNnbHbIM HcxonoM. [lepeno3upoBka MOXKET BBIIBUTH CYIIECTBYIOLIUI
cunapom bpyraga. Imonuym Dkcenpecc He claeAyeT UCHOIb30BaTh B TEUEHUE JUTUTEIBHOTO
nepuoga BpeMeHH Oe3 HaOJIOAeHHs Bpaya, NAIUEHTHl HE JOJDKHBI IPEBBIIATH
PEKOMEHIYEMYIO 103y H/HIIN PEKOMEHIYEeMYIO TPOAOIKUTEIHHOCTD JICUSHUS.

Ecnu nmanueHThl IPUHUMAIOT 3TOT Mpenapar AJis CUMITOMAaTUYECKOTO JICYEHUS 3MH30]10B
OCTpOM Juapeu, CBSA3aHHBIX C CHUHAPOMOM pazapaxeHHoro kumieunuka (CPK), gomxHbl
coOroAaThCsl JOMOTHUTEIbHBIE MEPHI MPEJOCTOPOKHOCTH MPHU UCTIOIH30BAHUU:

. [TarmeHTH! TOJIKHBI IPUHUMATh IpenapaT g jJedeHus cumnroMoB CPK, Tosbko
€CIIM paHee JaHHbIM J1UarHo3 OblLI IOCTABJIEH BPAuOM.
. [TarmenTam B Bo3pacte 40 jeT U crapiue cilieqyeT NPOKOHCYIBTUPOBATHCS C BPauOM

nepes UCIob30BaHUEeM mpenapara, eciau cuMntombl CPK He mposBIsUINCH B TE€UEHUE
HEKOTOPOrO0 BPEMEHU WJIM €CJIM TEKyIlas CUMIITOMAaTHYEeCKas KapTUHA OTJIMYAeTCSd OT
npenapaymux cumntomoB CPK.

. [TatieHTHl AOMKHBI MPOKOHCYJIBTUPOBATHCA C BpauOM IE€pel] HCIOJIb30BaHUEM
npernapara, ecil Yy HUX: KUIIEYHOe KPOBOTEUEHHE, CHIIbHBIN 3aIrop, TOIIHOTA WU PBOTA,
MOTeps alMeTUTa WM CHUKEHUE MAcChl Tella, TPYJHOCTH UM 00JIbh PU MOYCUCITYCKAHUH,
BBICOKAsl TEMIIEpaTypa Teja; eCcay MallueHThl HEJaBHO BbIE3)KAIN 3arpaHHuILy.

Ecnu cumMnToOMBl yXyOIIAKOTCS, €CIU TOSBISIOTCS HOBBIE CUMIITOMBI, €CIIA XapakTep
CUMIOTOMOB MEHSIETCSI UJIM €CIIM MOBTOPSIOLINECS SMU30/Ibl JUapen MpoAosLKalTes Oolee
JBYX HEIeNb, HEOOXOAMMO He3aMeITUTEIIFHO O0OPATUTHCS K Bpady.

BcnoMorarenbHEBIC BEIECTBA

JlaHHBIH eKapcTBEHHBIN npenapat coaepxut 0,75 Mr acnaprama B Ka)XJI0i TabJieTKe, 4To
skBUBaNIEHTHO 0,056 Mr/Mmr.

AcnapTam sIBJISE€TCSI ICTOYHUKOM (peHmnananuHa. OH MOKET ObITh BPEICH, €CIIM Y MAI[MeHTa
dbenunkeronypus (PKYVY) - peakoe reHeTHIECKOE HAPYIIICHUE, TP KOTOPOM HaKaIUTUBACTCS
(eHnnanaHnH n3-3a HeCIIOCOOHOCTH OpraHU3Ma MPaBUIIBHO BBIBOJUTH €TO.

CTH

VY mamnueHToB ¢ nuapeeil (0COOCHHO y JeTel) MOXKET MMETh MECTO TOTeps KUIKOCTH U
JMEeKTpoNUTOB. B Takux ciayyasx HeoOXOIHMMO TPOBOJIUTH  COOTBETCTBYIOILYIO
3aMECTUTENBHYIO TePANHIO (BOCIIOTHEHUE JKUIKOCTH U IEKTPOJIUTOB).

4.5. BzaumoaeiicTBue ¢ IPYruMHu JIEKAPCTBEHHbIMHU NpenapaTaMu U Ipyrue BUabl
B3aUMOJACHCTBUSA
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riukonporenHa. [Ipy oHOBpeMEHHOM NMPUMEHEHUH JionepaMua (0OJHOKpAaTHO B 03¢ 16
MI) M XUHHMJIWHA WJIM PUTOHABUPA, SBIAIOLIMXCA HHruouropamu P-rmmkomnporenHa,
KOHIIEHTpalusl JiollepamMKuia B IUIa3Me€ KPOBM yBenuuuiach B 2-3 pasza. Knmauueckoe
3HA4YEHUE OIMCAaHHOTO (apMaKOKMHETHYECKOIO B3aUMOJEHCTBUA ¢ MHruburopamu P-
[JIMKOIIPOTENHA IIPU IPUMEHEHNUH JIONIEPaMU/Ia B PEKOMEHA0BAHHBIX J03aX HEU3BECTHO.

OpnHoBpeMeHHOE MPUMEHEHHUE JonepaMua (OAHOKPAaTHO B J03€ 4 MI) M MTpaKOHa307a,
unruouropa uzopepmenta CYP3A4 wu P-ramxomnpoTrenHa, MpHUBENO K YBEIMUYCHHIO
KOHIIEHTpallul JonepamMuja B IUia3Me KpoBu B 3—4 paza. B sToMm ke wuccienoBaHuU
npuMeHeHue uHruouropa uopepmenta CYP2C8, rempudposuia, NpuBesno K yBEINICHUIO
KOHIEHTpAIlUK JIoTlepamMKia B Iia3Me KpoBH IpUOIU3UTENbHO B 2 pasa. [lpu npumenenun
KOMOMHAIIMM HUTpPaKoOHa301a W TeM¢puOpo3mia MHUKOBas KOHLEHTpAIMs JIONepaMuaa B
MJIa3Me KPOBH yBEIMYMIIACH B 4 pasa, a o0mias KoHIeHTpanus — B 13 pa3. ITo MOBBIIICHHUE
He ObL10 cBsi3aHo ¢ BnusHEEeM Ha [{HC, uTo onieHuBanoch 1o ncuXxoMOTOPHBIM TeCTaM (T. €.
CyOBEKTUBHOH OIICHKE COHJIMBOCTH U TE€CTY 3aMEHBI ITU(POBBIX CHMBOJIOB).

OpnHOBpeMEHHOE MPUMEHEHHE JonepaMuaa (OJHOKpAaTHO B 03¢ 16 Mr) M KeTOKOHA301a,
uaruoutopa CYP3A4 wu P-rmukonpoTenHa, TPUBENIO K TMSATHKPATHOMY ITOBBIIICHUIO
KOHIIEHTpAIlMU JIONEpaMua B ITUIa3Me KPOBU. DTO TMOBBHIIIEHHWE HE OBUIO CBS3aHO C
yBeJIMYEHUEM (papMaKOINHAMHUECKOT0 AeHCTBUSI, OLIEHEHHOTO 110 BEJTMYHUHE 3payKa.

I[Ipy  OXHOBPEMEHHOM  MEPOpPAJIBHOM  IIPUEME  JIECMOINPECCHMHA  KOHLEHTpalus
JIECMOIIPECCHHA B IUIa3Me€ KpPOBHU YBEIMUYMIach B 3 pa3a, BEpOSTHO, M3-3a 3aMeIJICHUs
MOTOPHKH K€Y IOUHO-KHILIEYHOI'O TPAKTA.

Oxwunaercsi, 4To MpemnapaTbl CO CXOXUMHU (HapMaKOJIOTMYECKUMU CBOWCTBAMU MOTYT
YCWINBATh JEHCTBHE JIONIEpaMK/Ia, a PENapaThl, yBEIMUNBAIOIINE CKOPOCTh MPOXOXKIEHUS
yepes XKeyJOYHO-KUIIEYHbIA TPAaKT, MOTYT YMEHbIIATh ICUCTBUE JIONIEpaMUa.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD U JAKTALMS

bepemeHHOCTD

[IpenapaT He peKOMEHAYETCS MPUMEHSTH BO BpeMsi OEpPEMEHHOCTH.

JlakTanus

[Ipenapar npoTUBONOKAa3aH K NPUMEHEHUIO B IEPUOJ IPYTHOIO BCKapMiIMBaHus. B nepuon
JIEYEHUs TPyIHOE BCKapMIIMBAHUE CIIEYET IPEKPATUTD.

DepTUILHOCTE

BozneiictBue Ha (hepTUIBHOCTD Y JIIO/IEH HE OLIEHUBAJIOCH.

4.7. Bausinue HA CMOCOOHOCTH YNIPABJIATH TPAHCIIOPTHBIMHU CPeACTBAMHU M PadoTaTh €
MeXaHNU3MaMu

Umonnym Okcrpecc oOka3blBaeT ciaboe BIMSHUE Ha CIOCOOHOCTh  YNPaBIISAThH
TPAHCHOPTHBIMH CPEICTBAMH U paboTaTh ¢ MEXaHU3MaMHU, MIOCKOJIbKY mpenapar MMonnym
DKCIIPECC MOXKET BBI3bIBATh TOJIOBOKPYKEHUE U IPYTHE HEKENATEIbHbBIE PEAKIIUU, KOTOPBIE
MOTYT BJIMSTH HA MOBBIIICHHYIO KOHLIEHTPAIIMI0 BHUMAHUA U OBICTPOTY MCHUXOMOTOPHBIX
peakuuii. llpu mNOSIBIEHUMM TOJOBOKPYKEHUS W JIPYTUX HEXKEIATEIbHBIX pEeaKuui
HEOOXOIMMO BO3JEPXKATbCsA OT YIPABJICHUS TPAHCHOPTHBIMU CPEICTBAMU U PalbOTHI C
MEXaHU3MaMH.

4.8. He:xkesnaTesibHbIE peaKIUU

Pesrome nipoduiis 0e3onacHocT
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HexxenarenbHble peakuuu, HaOmroaaBmuecs y >1 % nanueHToB, NpuHUMaBIUX MMonnym
DKcrpece Ipu OCTPOil Juapee: rojgoBHas 00Jib, 3a0p, METEOPU3M, TOIIHOTA, PBOTA.
HexxenarenbHble peakuuu, HaOmroaaBmuecs y >1 % nanueHToB, NpuHUMaBIUX MMonnym
DKcHpecc NpU XpOHUYECKON AUapee: TOJIOBOKPYKEHHUE, METEOPU3M, 3aIl0p, TOLIHOTA.

TabauyHoe PEe3IOME HEXKENATEIbHBIX DEAKIIUN

[IpuBencHHBIC HIDKE HEXEIaTelbHbIC PEaKIUU KIACCH(PUIIMPOBAIH CIIEAYIOIIUM 00pa3oM:
oueHb vacto (>1/10), wacro (>1/100, HO <1/10), HewacTo (>1/1000, HO <1/100), peaxo
(>1/10000, HO <1/1000), ouensr peaxo (<1/10000), yacTrora Heu3BecTHa (Ha OCHOBAaHUHU
HUMCHOIINXCA JaHHBIX OLICHUTH HGBO3MO)KHO).

CucreMHO-OpraHHbIi
KJace

Yacrtora

HesxkenarenbHble peakunuu

Ilo OanHbIM  NOCMMAPKEMUH208bIX UCCIE008AHUL  (CHOHMAHHBLIX COOOWEHU O
HedCcelamenbHblX peaKyusx U KIUHUYECKUX UIU INUOeMUON02UYECKUX UCCTIe008aHULL)

Hapymenust co croponsl | Penko peaKIu TUMEPUYBCTBUTEIBHOCTH,
MMMYHHOU CHCTEMBI aHapUIaKTHYECKHE peakuuu,
BKJItOYasi aHa(PUIAKTUIECKUH MIOK, U
aHapUIAKTOUTHBIE PEAKIIII
Hapymwenuss co cropons! | Hacto roJIoBHas 00JIb, TOJIOBOKPYKEHHE
HCPBHOH CHCTCMBI Heuacto COHJIMBOCTH
Penxo HapyuIeHUE KOOpJAWHALINH,
YTHETEHUE CO3HAHUSI, THUIIEPTOHYC,
MOTEPsI CO3HAHUS, CTYIIOP
Hapymenust co cropons! | Penko MHO3
opraHa 3peHus
Hapymwenust co cropons! | Hacto 3a110p, TOLIHOTA, METEOPU3M
KCIYN0UHO-KHUIICTHOTO Heuacto 0oJb B JKHUBOTE, IUCKOMGOPT B
Tpaxta o0nacTu XKUBOTA, CyXOCTh BO PTY,
00JIb B 3MHUTAacTpajbHOM 00J1aCTH,
pBOTa, AUCHENCUs
Penxo B3IyTHE ’KUBOTA, KUIIeYHas
HEMPOXOAUMOCTh (B TOM YHCIIE,
napaJuTH4eCKas KHILIEYHast
HEMPOXOANUMOCTh), MErakoJIoH (B
TOM 4HCIIE, TOKCHUUECKHUH
METaKOJIOH), TJIOCCANITHUS
OCTPBIN NTAHKPEATUT
Yacrora
HEN3BECTHA
Hapymenust co cropons | Hewacto KOJKHasl ChIMb
KOXH H TIOZKOKHBIX TKaHCH Penxo AQHTMOHEBPOTHUYECKUN OTEK, KOKHBIN

3yJ, KpanuBHUIA, OyJUIe3HAas CHIIb,

BKJItouass cuHapom CruBeHca —
J>xoHCOHa, TOKCHYECKHUI
AMUAEPMAIIbHBIN HEKPOJIN3 u

MHOTO()OPMHYIO IpUTEMY
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Hapymenuss co croponsl | Peiko saibpokka Moty = D TE UL
MOYEeK U MOYEBBIBOASILINX
yTen
O6mme  wHapymeHus | | Penko YTOMJISIEMOCTh
peaKIu B MECTE BBEJICHUS

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHO co00maTh O MOMO3PEBAEMBIX HEKENIATENBHBIX PEAKIUAX II0CIE PETUCTPAINH
JIEKapCTBEHHOI'O Tpernapara ¢ Ielbio o0ecredeHHs] HEeNpepbIBHOTO MOHUTOPHHTA
COOTHOILIEHUS «II0JIb3a — PUCK» JIEKAPCTBEHHOTO MpenapaTta. MeIuIuHCKIM paboTHUKaM
peKoMeHayeTcsl cooOlaTh O JIOOBIX IOJ03PEBAEMBIX HEXKENATelIbHBIX pPEaKIMIX
JIEKapCTBEHHOTO IpenapaTa uepe3 HallMOHAJIbHBIE CHCTEMBbI COOOILEHHS O HeXeNaTeIbHbIX
peakuusax rocyJapcTB — wieHoB EBpa3uiickoro 53KoHOMU4ECKOro COr03a.

Poccuiickas @eoepayus

depnepanbHas cnyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CraBsiHCKast miiomaip, 1. 4, ctp. 1

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

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru
Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHON ceTH «MHTepHeT»:
https://www.roszdravnadzor.gov.ru

Pecnyonuxa Kazaxcman

PITI ma IIXB «Hauuonansnsiii LleHTp OKCHepTU3bl JIEKAPCTBEHHBIX CPEACTB H
MEIULIUHCKUX u3Aenui» Komurtera MenumuHckoro M (apMaieBTHYECKOIO KOHTPOJIS
MunucrepcTBa 3apaBooxpanenus Pecyonuku Kazaxcran

010000, r. Acrana, paiion baiikonsip, yi. A. iMaHoBa, 1. 13

Tenedon: +7 7172 235 135

OnekTponHas nmoyta: farm@dari.kz

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHHUKALIMOHHOM ceT «HTepHET»:
https://www.ndda.kz/

4.9. Ilepeno3npoBka

CUMOTOMBEI

[Ipun nepemozupoBke (B TOM 4YHUCIE, MPU OTHOCUTEILHON IEpPEIO3UPOBKE BCIICICTBUE
HapymeHus: (YHKIMM TE€YeHHW) MOTYT TMOSIBHUTBCA 3aJepKKa MOUYCHCITYCKaHWUS,
napaauTHIecKasl KUIIEYHas HEMPOXOAUMOCTb, 3aM0p, MPU3HAKKA YTHETCHUS IIEHTPAIbHON
HepBHOU cuctemsbl (LIHC) (yraeTenue apixanus, 0OCTPYKIIHS AbIXaTSIbHBIX MYTEH, pBOTA C
HApYIICHUEM CO3HAHUS, CTYTIOP, HApyIIEHHUE KOOPIUHAINH, COHJIHBOCTh, MUO3, THIIEPTOHYC
MbI). Jleth u manmueHThl ¢ HapymieHHeM (YHKIMH TI€YeHH MOTyT OBITh Oosee
YyBCTBHUTEILHBI K BIIUsHUIO Jonepamuaa Ha [ITHC, geM B3pocbie.

VY nun, mpeaHaMepeHHO MPUHSABIIMX Ype3MepHYyro 103y (oT 40 mr mo 240 Mr/CyTKm)
JonepamMuia THAPOXJIOpUAA, OTMEUaIoCh yJuIMHeHHe uHTepBana QT u xomrmuiekca QRS
U/WIA Cepbe3HbIEC >KENyJIOUYKOBBIE apUTMHH, BKIIOYAs TAXUKAPAMIO MO THUITY IHPYIT»;
OCTaHOBKa cepia, oOMOpok. Takke OMHMCHIBAIMCH CIy4dad CMEPTEIbHOIO HCXoJa MpH
peHaMEepEeHHON nepeo3upOBKeE.

3noynorpebiieHue, HenpaBUIbHOE NPUMEHEHUE H/UITH TepelI03UPOBKA BRICOKUMH JI03aMH
JI0TIepaMKia MOKET IIPUBECTH K KIIMHUYECKOMY IPOSIBJICHUIO CMHApOoMa bpyrana.

Jleuenue
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yanuHeHus uarepsana QT.

[Tpu mosiBIEHUH CUMOTOMOB MEPETO3UPOBKU B KaueCTBE aHTUAOTAa MOKHO HCIIOJIB30BaTh
HAIOKCOH. [10CKOIBbKY NITUTENLHOCTD IEHCTBUS JonepaMuia 0ombIine, 4eM Hamokcona (1-3
yaca), MOXKET TOTpeOoBaThCsl MOBTOPHOE MPUMEHEHHE HaoKcoHa. [ToaTomMy HeoOXoammo
TIIATCIBbHO Ha6JIIOI[aTB 34 COCTOSAHHUECM IMAlIUCHTA B TCUCHUC KAK MUHUMYM 48 yacoB ¢ ICJIBIO
CBOEBPEMEHHOT'0 0OHAPYKEHUS MTPU3HAKOB BO3MOxKHOTO yruerenus [THC.

B cBa3u ¢ Tem, 4TO TaKkTMKa KYNHUPOBAHMS IEPENO3UPOBKU IIOCTOSIHHO H3MEHSETCH,
PEKOMEHIyeTCsl CBA3ATHCS C TOKCUKOJIOTUYECKUM IIEHTPOM (TIpU HATMYUH) AJIS TOJTy4YEHUs
Han0oJiee aKTyalbHBIX PEKOMEHAALNH 110 JICYSHUIO TIepe03UPOBKH.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA
5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

dapMakoTepaneBTUYeCcKas rpynna: MIPOTUBOAUAPEIHBIE, KHILIEYHbIE
IPOTHBOBOCTIAJIMTENbHbIE / MPOTUBOMUKPOOHBIE CpEICTBA; CPEACTBA, CHIDKAIOIIME
MOTOPHKY KEITYAOYHO-KUIIEYHOTO TPAKTA.

Kox ATX: AO7DAO3

MexaHu3M IeHCTBUS

Jlomepamu i, CBSI3BIBAsICh C OMHOUIHBIMU PEIENTOPAMH B CTEHKE KHUIICYHUKA, MOIABIISET
BBICBOOOXKJICHHE AallETWIXOJIMHA W TPOCTArjaHIuHOB, 3aMeIsis TakuM o00pa3oM
NEPUCTATHTUKY M YyBEIWYHBAS BPEMS MPOXOKIACHHS COJEPKUMOTO IO KHUIIEUHUKY.
[ToBbIIaeT TOHYC aHATBHOTO COHUHKTEpA, YMECHbBIIAS TEM CaMbIM HelEp>KaHHE KaJlOBBIX
MAacC U MO3bIBBI K JIe(heKaIIHH.

dapmakognaamMuyeckue P PeKTel

B pesynpTare KIMHUYECKOTO WCCIEAOBAHMUS OBUIM TONYYCHBI IaHHBIE O TOM, 4YTO
MPOTUBOIMAPEHHBIN A (DEKT HACTyNaeT B TEUEHHE OJHOTO Yaca Mociie MprueMa OJHOKPATHOM
10361 (4 MT).

5.2. DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopbuus

Bonbiiass 4acte jomepaMuia BCAchIBACTCS B KHUIIEYHHWKE, HO BCJCICTBHE aKTHBHOTO
MPECUCTEMHOTO METa0OIU3Ma CUCTEMHAsI OMOIOCTYITHOCTh cocTaBisieT mpumepHo 0,3 %.

Pacnopenenenue

JlaHHBIE TOKIMHUYECKUX UCCIICAOBAHUHI CBUIETEILCTBYIOT O TOM, UTO JIONIEPAMHU/T SIBIISICTCS
cyoctpatom P-rimkomporenna. CBsi3pIBaHHME JonepaMpaa ¢ OeIKaMH IUTa3Mbl KPOBH
(MpenMyIECTBEHHO ¢ aIbOYMUHOM) cocTaBisieT 95 %.

Buorpancdhopmarims

JlomepamMu TPEUMYLIECTBEHHO METAa0OIM3UPYETCsl B IEUYEHH, KOHBIOTHUPYETCS H
BbIIENSETCS ¢ Kenmublo. OkucauTensHoe N-IeMeTUIIUPOBAaHUE SIBISIETCS OCHOBHBIM ITyTEM
MeTaGOHI/I3Ma JonepaMua U OCymeCTBIIACTCA NPCUMYIICCTBCHHO ITPU YUaCTUH I/IHI‘I/IGI/ITOpa
nzodepmentoB CYP3A4 u CYP2CS. BenenctBue akTHBHOTO TTPECUCTEMHOTO METab0IM3Ma
KOHICHTpaud HCU3MCHCHHOTI'O JIOIICpaMu/Jia B IMJIa3MC€ KPOBU HUYTOKHO Majia.

OIMMUHALKS
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Bapbupys oT 9 10 14 uvacoB. HemsmeHeHHBIH JonepaMua U €ro MeTabOJIUTHl BBIBOJSATCS
IIPEUMYIIECTBEHHO C KaJIOM.

®apMaKOKMHETUYECKUE HCCIENOBAaHUS Yy JeTed He mnpoBoawauck. Oxupaercs, YTO
(apMaKOKMHETHKA JIONepaMKa M €ro B3auMOJEHCTBHE C JPYIMMHU JIEKAPCTBEHHBIMU
npenapatamu OyJIyT aHaJOTHYHBI TAKOBBIM Y B3POCIIBIX.

6. PAPMAIIEBTUYEKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

Kenatun

Mannuton

AcnapTtam
ApomaTtuzatrop MATHBIN
Hatpus runpokapOoHar

6.2. HecoBmMecTUMOCTH
He npumenumo.
6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

5 ner.
6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh Nipu Temnepatype He Boiie 25 °C.
6.5. Xapakrep u coaepkaHue yNaKOBKH

ITo 6 nnu 10 TabneTok-muopuIN3aT B OIMCTEPE U3 ATFOMUHUS/ATFOMUHUSI.
ITo 1 6auctepy (mo 6 umu 10 Tabnerok), 2 6mucrepa (o 10 TabneTok) umu 3 6muctepa (Mo
6 TabJIETOK) BMECTE C JINCTKOM-BKJIQ/IBIIIIEM B KAPTOHHOW TTauKe.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TNPH  YTHIH3AUMU HCHOJIb30BAHHOIO
JIEKAPpCTBEHHOr0 Tpenapara WJIH OTX0I0B, NOJYYEHHBIX TOCjJIe TPUMEHEHHs
JIEKAPCTBEHHOT0 Mpenapara, u Apyrue MaHUMyJsIUU ¢ PenapaToM

Het 0co0bIx TpeOOBaHM K yTHIIM3AIUH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHMUSA

Poccuiickas @enepanus

OO6mmecTBO ¢ orpaHn4eHHOM 0TBEeTCTBEHHOCTHIO «J kel THIDy (OO0 «Ixei THII»)
Poccus, 121614, r. MockBa, BH.Tep.r. MyHUUMNAIbHBI OKpyr KpbuiaTtckoe, yiI.
Kpsinarckas, a. 17, k. 3,

Ten.: +7 495 726-55-55

7.1. IlpeacTaBUTENb AEPsKATE/SI PETHCTPALMOHHOIO Y10CTOBEPEeHHA

[Iperen3un noTpeOUTENEN HAIPABIITH 110 aJPECY:

Poccuiickas ®enepanust, Pecnyonuka Kazaxcran
000 «/IxxeitTHJI», Poccus



COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 15.04.2026 Ne 7681

121614, r. MockBa, BH.T€p.I. MyHUIIUTIAJIbHBIA OKPYT Kbﬂﬁh&c@'%ﬁi“ﬁgﬂﬁﬂgﬁ;;}r 5'1131:5',? )

K. 3, Ten. +7 495 726-55-55
Anpec anekTpoHHOM nouThl: safetyru@kenvue.com
8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHUSA

JITI-Ne(005926)-(PT-RU)

9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

JlexkapcTBEeHHBIH MpenapaT OTHOCUTCS K KaTeropuH OTIycKa 0e3 pelenTa.

OOmiasi xapaKTepHCTHKa JIEKapCTBEHHOTO mpenapara Mmoaumym DKcmpecc TOCTyImHa Ha
MH(OPMAIIMOHHOM TopTane EBpa3uiickoro SKOHOMHYECKOrO CO03a B HH(OPMAIMOHHO-
KOMMYHHUKaIIMoHHOH cetu « THTepHeT» https://eec.eacunion.org/.
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