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OBIIAST XAPAKTEPHCTHKA JTEKAPCTBEHIFOFPOTIPEITAPATA U007

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA
Bonbrapen, 25 mr, TabJaeTKH KMIIEYHOPACTBOPUMBIE, TIOKPBITHIE 000I0YKOM.

BoawsTapen, 50 Mr, TaOJIETKH KHIIIEYHOPACTBOPUMBIE, ITOKPHITHIE 000JIOUKOA.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB
JleiicTByromee BemecTBO: AUKI0(eHak HaTpusl.

BonabTapeH, 25 Mr, TaOIETKU KUIIIEYHOPACTBOPUMBIE, TOKPHITHIE 000IOUKOMA

Kaxxgas TabneTka KUIIEYHOPACTBOPUMASL, TIOKPBITAas 000JI0YKOM, COAEPKUT 25 Mr aukiiodeHaka
HaTpUAL.

BonabTapen, 50 mMr, TaOIETKU KUIIIEYHOPACTBOPUMBIE, TTOKPHITHIC 000JI0UKOM

Kaxnas TabneTka KUIIEYHOPACTBOPUMAsI, TOKPBITasi 000JI0YKOM, conepkuT 50 Mr aukinodenaka

HaTpUSL.

BcrnomorarenbHbie BEIIECTBa, HAJTHMYME KOTOPBIX HAJIO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTHUIpAT (CM. pasnensl 4.3, 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TalneTku KUIIEYHOPACTBOPUMBIE, TOKPHITHIE 000JIOUKOI.

BonabTapen, 25 mr, TaOJIETKU KUIIIEYHOPACTBOPUMBIE, TOKPBIThIE 000JI0UKON

Kpyribie 1BOSKOBBITYKIIBIE OT JKEATOr0 O KOPUYHEBATO-KEITOro 1BeTa, ¢ (hackoil. Ha oxHolt

cTopoHe TabneTku BbAaBiIeHO «CGy», Ha Ipyroit cropoHe — «BZy.

Bonbrapen, 50 wmr, Ta0JIEeTKU KHIICYHOPACTBOPHUMEIC, ITOKPLITHIC 000JI0UKOH

Kpyribie ABOSKOBBITYKIIbIE CBETIIO-KOPUYHEBOTO 11BETa, ¢ ackoil. Ha onHol cTopoHe TabneTku

BbIZIaBIIeHO «CG», HA Apyroit ctopone — «GTy.

4. KIMHUYECKUE JAHHBIE
4.1 Iloka3zaHusi K IPUMEHEHHIO
[Ipenapar BonbrapeH mokazaH K MPUMEHEHHUIO Y B3POCIBIX U MOAPOCTKOB cTapimie 14 met (mms
J03UPOBOK 25 Mr u 50 mr), AeTeit B Bo3pacTe oT 6 10 14 neT (171 J03UPOBKHU 25 MT):
e BocnanutensHble U JeTeHEpaTUBHBIE 3a00JIEBaHMs OMOPHO-IBUTAaTEILHOTO amnmapara, B
TOM YHCIIE:

— PEBMaTOUIHBIN, OBEHUJIbHBIM XPOHUUYECKUI apTPUT;
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—  0CTE0apTpo3;
— TNOJAarpu4ecKuil apTpurT;
— OypcHT, TEHJOBarHUT.
e boneBbie CHHIPOMBI CO CTOPOHBI IO3BOHOYHHUKA (JTIOMOAro, WIIMAITUs, OCCAITHS,
HEBpaJII'sl, MUAJIT U, apTPAJITUs, PAAUKYJIUT).
e [locTTpaBMaTHUECKUi U TMOCIEONEPAIIMOHHBIN OO0JIEBOM CHHAPOM, COIPOBOXKIAOIIUNACS
BOCIIAJICHUEM, HAIIPUMEDP, B CTOMATOJIOTHH U OPTOIEIUN.
e  AJBroJUCMEHOPEs; BOCIAIUTENbHBIE IPOLIECCH] B MAJIOM Ta3y, B TOM YHCJIE aJHEKCUT.
e Uudexnuonno-socrnanurenbubie 3a0oneBanusi JIOP opraHoB ¢ BBIpaXEHHBIM OOJIEBBHIM
CHHJIPOMOM (B COCTaBE KOMILJICKCHOM Tepanuu): (GapuHrUT, TOH3UIUTUT, OTHUT.
W3onupoBaHHas IMXOpaiKa HE SBISAETCS ITOKa3aHUEM K IPUMEHEHHUIO TIperapara.
[Tpenapat npenHa3zHaveH sl CHMOTOMATUYECKON Tepanuy, yMEHbIICHHUs 00U U BOCHIAJIEHHS Ha

MOMCHT IIPUMCHCHHA, Ha ITPOI'PECCHPOBAHUC 3a0071€BaHUs HE BIIHAET.

4.2 Pe:kxuM 103MPOBaHUs U CIIOCO0 NPHMMEHeHHUs

PexxuM J103upoBanus

Jlo3a mpemnapata noadupaeTcs HHAMBUYaJIbHO, IPH 3TOM C LIE€JIbI0 CHUKEHUS PUCKA PAa3BUTHUS
no00YHBIX 3()(PEKTOB pEeKOMEHIyeTcs NPUMEHEHHEe MUHUMAIbHOM S(PQPEeKTUBHON A03bI IO
BO3MOXXHOCTH C MAaKCUMAJIbHO KOPOTKUM TIEPHOJIOM JICYCHHUSI, B COOTBETCTBUH C LIEITBIO JICUCHUS

" COCTOSIHHEM ITallUCHTA.

Bspocnvie

Pexomennyemass HawyanmpHas no3a — 100-150 mr/cytku. B OTHOCHTENBHO JIErKMX Cllydasix
3a00JeBaHts, a TAKXKE JUIS AJTUTEIbHON Tepanuy ObIBaeT 00BIYHO 10cTaTOYHO 75-100 MT B CyTKH.
CyTouHy10 103y CleayeT pa3euTh Ha HECKOJIbKO MpreMoB. J1Jis o6sieryeHust HOUHOM 60IM nin
YTpEHHEH CKOBaHHOCTM B JONOJHEHHE K MpUeMy Ipenapara B TEUYEHHUE AHS NPUMEHSIOT
TUKI0(EeHaK B BHUJIE CYNIO3UTOPUEB PEKTAIBHBIX MEPE] CHOM; MPH 3TOM CyMMAapHO CyTOYHAas

J103a HE JOJDKHA NpeBplaTh 150 mr.

[Ipu nepsuunoli OucmeHnopee CYTOUHYIO 03y TOIOUPAIOT WHIAMBUAYAIbHO; OOBIYHO OHA
coctasisieT 50-150 mr. HawanpHas mo3a gomxHa coctaBisaTh 50-100 mr; mpu HEOOXOAMMOCTH B
TEUEHUE HECKOJIBKUX MEHCTPYaIbHBIX ITUKIOB €€ MOXKHO MOBBICHTH 110 150 mr/cytku. [Tpuem
npenapara cjie1yeT HauMHATh [IPH MOSBJICHUH IEPBBIX CUMITOMOB. B 3aBUCHMMOCTH OT IMHAMUKHU

KIIMHUYCCKUX CUMIITOMOB JICUCHUEC MOYKHO MMPOAOJIKATh B TCUCHUEC HCCKOJIBKHUX I[H€I>'I.
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10 3 Mr/kr (B HECKOJIBKO MpHEeMOB). MakcuMaibHas CyTOYHas 71032 HE JOJDKHA MPEBBIIIATH

150 mr.

Oco0nlie I'PYHOIIbI TAMEHTOB

Jluya noosicunoco eospacma (> 65 1em)
Koppekunu HavanpbHOW M103bI y TMAIMEHTOB B BO3pacTe 65 JeT W cTapiie, Kak IPaBHIO, HE
tpebyercs. OaHaKo, MCXOAd M3 OOIMX MEAMLIMHCKUX COOOpakeHWi, cienyeT coOmoaarh

OCTOPOIKHOCTD Y 0CJa0JIEHHBIX OXKUJIIBIX IMalMCHTOB HUJIN ITalIUCHTOB C HM3KOM MaccoM Teia.

Hayuenmor ¢ 3a601€6aHUAMU  CEPOCUHO-COCYOUCTIOU  CUCTEMbl UTU  B8bICOKUM  PUCKOM
3a601e8anull cepOeuHO-COCYOUCOL CUCTEMbL

Crnemyer ¢ 0co0Ol OCTOPOKHOCTBIO TPUMEHSTH Ipernapar y MalUdeHTOB C 3a00JeBaHUSIMU
CEpPACYHO-COCYTUCTON CHCTEMBbI MM BBICOKUM PHUCKOM pa3BHTHSI 3a00JCBaHUN CEPICUHO-
cocynmucToi cuctembl. [Ipu HEOOXOIUMOCTH JUIMTENBbHON Tepanuu (Oosiee 4 Helenb) Yy TaKHX

MAUEHTOB CJIEeNyeT MIPUMEHSTH Npenapar B CyTOUHOH /103€, He npesbimatoeii 100 mr.

Tlayuenmol ¢ napywenuem @yHKyuu novex

Her naHHBIX 0 HEOOXOIUMOCTH KOPPEKLHUHU A03bl NIPH MPUMEHEHUH Ipernapara y MalueHToB ¢
HapyleHUsIMU (YHKIMM TOYeK B CBS3M C OTCYTCTBHEM HCCIElI0BaHMM Oe30macHOCTH
NPUMEHEHHU Npenapara y NalueHToB JaHHOW kaTeropuu. Cremyer coOaoaaTh OCTOPOKHOCTh
IIpU IPUMEHEHUH TTpenapaTa y HallMeHTOB ¢ HapyllleHueM (QyHKIUH ITOYeK.

[IpumeneHne mpemapaTa y NAUEHTOB ¢ TNoyedyHoM HenoctaroyHocTelo (CK® Menee

15 ma/mun/1,73M%) npotusonokasano (cM. pasaen 4.3).

THayuenmol ¢ napywenuem @yHKkyuu neyeHu

Her nanHbIX 0 HEOOXOIMMOCTH KOPPEKIUH J03bI IPU NMPUMEHEHUH INpenapara y HalleHTOB C
HapyIeHUsIMU (DYHKIIUH TEYSHU JIETKOH M CpeAHEN CTEeNeHU TSHKECTH B CBS3U C OTCYTCTBHEM
UCCIIeIOBaHUH O€3011aCHOCTH MTPUMEHEHMS MperapaTa y JaHHON KaTerOpuH MaleHTOoB.
[IpumeHeHue npenapara y MalMEHTOB C HApyIIEHUSMH (QYHKIMU TI€UEHU TSKEIOM CTENeHU

MIPOTHUBOIIOKA3aHo (cM. pasnen 4.3).

eTH
Y ngereii B Bo3pacte 6 Jjer u crapumie npemnapar BonbrapeH B ¢opme TabiIeToK
KHUILIEYHOPACTBOPUMBIX, TOKPBITHIX 000JI0UKOM, 25 MT, TPUMEHSIIOT U3 pacuera 0,5-2 MI/Kr Macchl
Tela B CYTKHM (CyTOYHYIO J03Y B 3aBUCUMOCTU OT TSKECTU TNPOSIBICHUN 3a00JIeBaHUS CIEAyeT
pa3zienuTh Ha 2-3 pa3oBbIC 103bI).

V nereii B Bo3pacte 110 6 JeT mpemnapar cieayeT IpUMEHSITh B JPYroi JeKapcTBEeHHOH (opme.
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Croco0 ImpuMeHeHus

BnyTps.
TabneTku ciemayeT NporiaThiBaTh LEIUKOM, 3aIMBAast KHUIKOCTBIO, XKeIaTeIbHO J0 €JIbL.

Henp3s ACJIUTDb UKW Pa3XCBbIBATh TaOJIETKH.

4.3 IIpoTuBONOKA3AHUA

¢ [ 'Unep4YyBCTBUTEIBHOCTh K JUKJIOPEHAKY HATPUS WIH K JIFOOOMY M3 BCIOMOTAaTEIbHBIX
BELIECTB, IEPEUNCIIEHHBIX B pa3zene 6.1.

e OO0ocTpeHue A3BEHHON 0OJIE3HH JKEITyIKa U ABCHAIATUIICPCTHON KUIIKH, KPOBOTCUCHHS
U3 OpraHoB xenynouHo-kumeyHoro tpakra (JKKT), nepdoparms opranos XKXKT.

e bepemenHocts B cpoke 6osee 20 Heaenb.

e [lepuos rpyIHOro BCKapMJIMBaHUS.

e Kak u npyrue HecrepouaHble nIpoTHBOBOcHanuTenbHble npenapatsel (HIIBII), npenapar
BosnbrapeH nNpoTHMBONOKAa3aH MalMeHTaM C IOJHBIM WM HENOJHBIM COYeTaHHEM
OpOHXHMAJIPHON aCTMbI, aHTHOHEBPOTHYECKOTO OTEKa, KPAalHMBHHUIBI, OCTPOrO PHHHUTA,
PELUIMBHUPYIOIIETO MOJIMII03a HOCA WM OKOJIOHOCOBBIX Ma3yX M HENEepPEeHOCUMOCTHU
alleTWICAIMLIUIOBOM KHUCIOTHI MM JIPYTUX HECTEPOUAHBIX MPOTHBOBOCHAIUTENIBHBIX
IpernapaToB (B TOM YHUCIIE B aHAMHE3E).

e Hapymenue ¢yHKIMM TEUEHU TSDKEIOW CTENEHH, MovyedHass HemocTtaTodHocTh (CKOD
meHnee 15 wi/mun/1,73M%), XpoHuueckas —cepieuHas HejpoctatouHocts  (II-IV
(GyHKIMOHATBHBIN Ki1acc 1o kinaccudukanuu NYHA).

e lmemuueckas 60J€3Hb Ceplia.

e IlepeOpoBackymnsipHble 3a00aeBaHus, 3a001€BaHMs IEpUPEPUUECKUX apTEPHA.

e [loBbIIEHHBIH PUCK apTEPUATBHBIX TPOMOO30B U TPOMOOIMOOIMI, HEKOHTPOIUPYEMas
apTepuanbHas TUIIEPTEH3US.

e CocTosiHMSI, CONMPOBOKIAIOIINECS PUCKOM Pa3BUTHS KPOBOTEUCHHUI.

e [loaTBepkaeHHAs THIIEPKATUEMHUSL.

e AOpPTOKOpOHApHOE LIYHTHPOBAHUE (IIEPUONEPALIMOHHBIN IEPUON).

e Bocnamurensabie 3a0oneBanus kuiiedHuka (0one3nb KpoHa, s3BeHHBIN KOIUT) B (asze
obocTpeHus.

e AKTHBHBIE 3200JI€BaHHS [IEYEHHU.

e HacnencTBeHHass TspKenas HEMEPEHOCHMMOCTb JIAKTO3bl, HEIOCTaTOYHOCTh JAaKTa3bl M
TJIFOKO30-TaJIaKTO3HAs: MajTbaOCcopOIus (T.K. JIeKapcTBEHHAs (hopMa COEPIKUT JIAKTO3Y).

e He peKoMeHyeTcs [IPUMEHEHUE mpemnapara Boabrapen, TabJIeTKH
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e He peKOMEHAyeTCS IIPUMEHEHNE npernapara BonbTapes, TaONeTKu

KHIIIEYHOPACTBOPUMBIE, IIOKPBITHIE 000104K0H, S0 Mr, y neteid B Bo3pacte 10 14 nerT.

4.4 OcoOble yka3aHusi 1 Mepbl PeI0CTOPOKHOCTH NPH NPHMMEHeHHH

C 0CTOPOKHOCTBIO

Hapywenus co cmopoHbul d#ceny00uHo-KumeyHo20 mpakma

[lpu npumenenun mnpenapata Bombrapen u npyrux HIIBII neob6xoaumo cobironath
OCTOPOKHOCTh M THIATENBHO HAOMIONATh MAUEHTOB C  CHMOTOMaMH/TIpU3HAKaAMH,
yKasplBaomuMKu Ha mnopaxeHus/3aboneBanus JKKT, mim ¢ aHamMHecTHYeCKMMH JaHHBIMH,
HO3BOJISIOIIMME 3aM10/I03PUTh SI3BEHHOE MOPa)KEHUE XKeNyJIKa WM KUIIEeYHHKA, KPOBOTCUCHHE
i niepdopanuio; nanpenToB ¢ uHpekuueit Helicobacter pylori B anaMHe3e, I3B€HHBIM KOJIUTOM,
Oone3npto Kpona, ¢ HapymeHneM (QyHKIMU MEYCHH B aHAMHE3E, M Y MAIMEHTOB C jkKajmobamu,
NO3BOJISAOIIMMEU  3ar0103puTh 3aboneBanus JKKT. Puck pas3Butusg xenya04HO-KHILEYHOTO
KpPOBOTEUEHMsI Bo3pacTaeT npu yBeaundeHuu no3bl HIIBII wim npu Hamuuum s13BEHHOTO
HOpa)kKeHUsI B aHaAMHe3€, 0COOCHHO KPOBOTEUCHHH 1 Iep(opaliuu S3BbI U Y MOKUIIBIX NAIIMEHTOB.
[Tpuem HIIBII, Brirouas aukiodeHak, MOXKET ObITh CBSi3aH C MOBBIIICHHBIM PHUCKOM MPOTEYKH
aHACTOMO3a, PACIOJIOKEHHOTO B KEIyAOYHO-KHILIEYHOM TpakTe. [Ipu mpuMmeHeHun mpenapara
Bonbrapes 1mocie ONEpaTMBHOIO BMEIIATENbCTBA HA  JKEIYJOYHO-KHIIEYHOM TPAKTE
pEKOMeH1yeTcs TIATebHOE MEIUIIUHCKOE HAOII0IeHUE U OCTOPOKHOCTD.

Cnenyer coOmoaath 0co0yr0 OCTOPOXKHOCTh NpU MPUMEHEHHWM Ipernapata BombTapen y
NAlMEHTOB, TOJYYalolMX Mpenaparbl, yBEJIUYUBAIOLIUE PHUCK IKEIYJIOUYHO-KUIIEUHBIX
KPOBOTEUCHHMI: CHUCTEMHBbIE TJIIOKOKOPTUKOCTEPOUIBl (B TOM 4YHCIE TMPEAHU30JIOH),
AQHTUKOATYJIAHTHl (B TOM 4uclie Bap(apuH), aHTHArperaHtsl (B TOM YHUCIE KIOMUIOTpE,
alEeTUJICATMIIMIIOBAs KMCII0TA) UJTU CEJIEKTUBHBIE MHTUOUTOPBI OOPATHOTO 3aXBaTa CEPOTOHUHA (B

TOM YHCJIE HUTANONpaMm, (hIyoKCETUH, TAPOKCETHH, CEPTPAJINH).

Hapywenue ¢pynkyuu nevenu
OcCTOpOXKHOCTh HEOOXOJMMa TpH TPUMEHEHWHW IMpernapata BonbTapeH y MalMEeHTOB C
HapymieHneM (PYHKITUY TIEYSHH JIETKOW U CPEAHEH CTETICHH, a TAKXKE Y MAIMEHTOB C MeYEHOYHON

nopdupueil, Tak Kak npenapart Mo>KeT MPOBOLMPOBATH MPUCTYIIbI TOPPUPHUH.

Hapywenus co cmoponul Ovixamenvhotl cucmemsl u aniepeuieckue 3a001e6aHus.
CrnenyeT ¢ OCTOPOKHOCTBIO TPUMEHSTH Mpenapar y MalHeHTOB ¢ OpOHXHMATbHOW acTMOM,
CE30HHBIM AJUIEPTHYECKUM PHUHUTOM, OTEKOM CIM3UCTON 00OJOYKM HOCOBOW MOJOCTH (B TOM

YHCJIe C HOCOBBIMHU IMOJIUIIAMU ), XPOHHUUECKON 0OCTPYKTHUBHOM OOJIE3HBIO JIETKUX, XPOHUYECKUMU
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AUIEPTUICCKUMHI PUHUTOIIO00HBIMU CUMIITOMAMH ).

Hapywenus co cmoponwl cepOeuno-cocyoucmotr cucmemsl U nodex

Ocobast  OCTOPOXKHOCTh TpeOyeTcsi NpU JIEYEHUM [ALUEHTOB C Ceple4YHO-COCYAUCThIMU
3a00JI€BaHUSAMY, HapylIeHUSAMH (QYHKIMM [0Y€K, BKJIKOYas XPOHUYECKYI0 IIOYEYHYIO
nenocratounocts (CK® 15-60 mn/mun/1,73M?), muciaunuieMueii/ TunepIunuaeMueii, caxapHbim
nrabeToM, apTepHaIbHON THIEPTeH3HEH, MPH JCYCHUH KypSIIMX MAlUeHTOB WM HAIMEeHTOB,
3JI0yNOTPEOIIAIOLIMX ATKOT0JIEM, [IPU JICYEHUH MOXKHMIIBIX MAllMeHTOB, MAUEHTOB, MOTYYatoIIX
JUYPETUKH WIN JApYrHe Ipernaparsl, BIMAIONME HAa (YHKLHUIO MOYEK, a TaKXKe MAlHUEeHTOB CO
3HAYUTEIBHBIM yMEHbIIeHHEM oObema mupKymupytomieir kpou (OLIK) mroboit sTmonoruwm,

HaImpuMmep B IICPUOAbI 10 U ITOCJIC MACCUBHBIX XUPYPIruiCCKUX BMCIIATCIILCTB.

HapymeHuﬂ cemocmasa
CJ'IGI[YGT C OCTOPOKHOCTBIO IIPUMCHATD IIpCIiapaT BOJ'IBTapeH Yy NalueHTOB C I[e(I)CKTaMI/I CHUCTCMbI

remocrasa.

Loowcunvie nayuenmsi (6o3pacm =65 nem)

Cnenyer coOiroaTh OCTOPOXKHOCTh TMpPH NPUMEHEHUHU Mpernapata BoibTapeH y MNalMeHTOB
MOKUJIOTO BO3pacTa. ITO OCOOCHHO aKTyallbHO 7Sl OCTabIeHHBIX MIIM UMEIOLIUX HU3KYIO Maccy
Tea MOXKWIBIX JIFOJICH, — y MAIIMeHTOB JAHHON KaTerOpHH PEKOMEHIYETCSl IPUMEHSTh Mpernapat

B MUHUMaJIbHOU () (PEKTUBHOM J03€.

Oco0ble yKazaHus

Bosoeticmsue na dceny0ouHo-KuueyHbll mpaxkm

[Ipu npumenenun nukiaodenaka, kak u apyrux HIIBII, oTmeuanuce Takue sBIEHHS Kak
KpOBOTEUEHHE WM u3bs3BieHue/meppopanus opraHos XKKT, B psage ciayyaeB co cMepTeIbHBIM
ucxonoM. JlaHHbIe SIBJICHHMS MOTYT BO3HUKHYTh B JII00O€ BpeMs IpH MPUMEHEHHM JaHHBIX
npenapaToB ¢ WiIM 0e3 MpPEeAIIECTBYIONIMX CHUMITOMOB MJIM CEpPbE3HBIX 3a00JE€BaHUN OpPraHOB
KKT B anamne3e. Y MOXHWIBIX MAIlMEHTOB TOJI00HBIE OCIOKHEHHSI MOTYT UMETh CEpPhE3HbBIC
nocnencteus. [Ipy pa3BuThM y manuMeHTOB, NOMYYaOIUX npenapar BoaprapeH, KpoBOTeUEeHUN
wu n3ba3BieHus XKKT, npenapar ciaenyer oTMEHUTD.

Jnsa camkenuns pucka tokcnyeckoro aeiictsus Ha JKKT y manueHToB ¢ A3BEHHBIM NMOPAKEHUEM
JKKT, ocoOeHHO OCIOKHEHHBIM KpPOBOTEYCHHEM WM Tiepdopainueld B aHaMHE3e, a TaKXkKe Yy
MOKUJIBIX MAIIMEHTOB Mpenapar cieayeT NPUMEHITh B MUHUMaIbHOU 3¢ (eKTUBHOMN J03€.

YV nanueHTOoB C MOBBIILIEHHBIM PUCKOM Pa3BUTHS XKEIIyJOYHO-KUIIEYHBIX OCIIOKHEHUH, a TAKKE Y

ManuCHTOB, MOJYyYaromux TCPAIlM0 HU3KUMHU 103aMU aHeTHHCMHHHHOBOﬁ KHCJIOTBI, HA (I)OHG



COOTBETCTBYET ZKCNEPTHOMY OTUETY

T
7.03.2026 N2 6324

OT £/ U220

Tepanuu MpenapaTroM cjieayeT IPUMEHATh rac OHDOTekQ&gr}EQﬁ;%ﬁiTB%QI:l"m':c—r%;ﬁd%:ggﬂ/mm

WIM MM30IIPOCTOJNI), WIM JIpyrHMe JIEKApCTBEHHbIE IIpenapaThl JUIsl CHMJKEHUS pHCKa
HexenatenbHoro so3aercreusd Ha JKKT.
[Taimentam ¢ mopakennem JKKT B anamHe3e, 0COOEHHO MOXKHIJIBIM, HEOOXOIUMO COOOIIATH

Bpagy 000 Bcex a6I[OMI/IHaJ'IBHBIX CHUMIITOMaAx.

Bosoeticmsue na Ovixamenvhyro cucmemy (v nayuenmos ¢ OpoHxXuaibHoU acmmoi)

Oboctpenne OpoHxwanbHOW acTMbl  (HemepeHocumocTh  HIIBII/OponxuanpHas —actMa,
npoponupyemas mpuemoM HIIBII), otek KBuHke u kpanuBHHUIIA Han00JIee YaCTO OTMEYAIOTCS Y
MAIMEHTOB C OPOHXUAIBHOMN aCTMOM, CE30HHBIM AJJIEPrUUYE€CKUM PUHUTOM, HOCOBBIMU MOJIMITAMU,
XPOHUYECKOH OOCTPYKTMBHOH OOJIC3HBIO JIETKUX WM XPOHHYESCKHUMU HWH(EKIIMOHHBIMU
3a00JICBAaHUSIMH ~ JIBIXAaTENbHBIX  TyTeld (OCOOCHHO  CBSI3aHHBIMA C  AJUICPTHYCCKUMU
PUHHUTOMONAOOHBIMU CHUMIITOMaMH). Y JaHHOW TpyNIbl MAlMEHTOB, a TAaKKe Yy MalUeHTOB C
ajyieprued Ha Ipyrue JeKapCTBEHHbIE Mpenaparhl (KOXKHbIE CHIMb U 3y WM KPalUBHUIIA) TPU
NpUMEHEHHH TIpernapara BoabTapen ciemyer co0monaTh 0co0yI0 0CTOPOKHOCTh (TOTOBHOCTD K

MIPOBEICHUIO PEAHUMAIMOHHBIX MEPOTIPUSITHIA).

Kooicnvie peaxyuu

Takue cepbe3HblE AEPMATOJIOTMYECKHE PEAKIMU KaK SKCPOIMATUBHBIA JEpMAaTUT, CHHIPOM
CruBeHnca-J[>kOHCOHA, TOKCUYECKHH SHUIACPMAIbHBIA HEKPOJU3, B HEKOTOPBIX CIydasX CO
CMEpTEIbHBIM HCXOJI0M, a TAaK)Ke FeHepann3oBaHHas Oyiie3Has (UKCUpOBaHHAsH JIEKAPCTBEHHAs
ChIlIb Ha (OHE NMPUMEHEHUs IUKIo(peHaKka OTMEYaUCh OueHb penko. Hambomblime puck u
4acTOTa PA3BUTHS TKEIIBIX IEPMATOJIOrHYECKUX PEAKIUN OTMEYAINCh B IIEPBBIN MECHL] JICUECHUS
mukinodenakoM. Ilpu pasBuTumM y namueHTta, Mojdydvaromiero mnpemnapaT BoibrapeH, mHepBbIX
IPU3HAKOB KOXHOW CBIMM, TMOPaXEHUsI CIM3UCTBIX O000JOYeK WM JPYIHMX CHMIITOMOB
TUIIEPUYYBCTBUTEIILHOCTH IIpENapar CiIeayeT OTMEHUTb.

B penkux ciy4asx npu npuMeHeHuM npenapara Boiabrapen, kak u apyrux HIIBII, Bo3moxHO
pa3BuTHE aHaUIAKTUUECKNX/aHa()UIAKTOUIHBIX PeaKuil y NallMeHTOB, paHee He MOIy4YaBIINX

TUKIO(EHaK.

Bo3zoeiicmeue na neuenw

Ilockonbky B Iepuoj IPUMEHEHUs Ipernapara BonbTapeH MOXKET OTMEYaThbCsl IMOBBILIECHUE
AKTUBHOCTH OJIHOTO WJIM HECKOJBKUX «IIEYEHOYHBIX» (EPMEHTOB, MpPU JUIUTEIBbHOM Tepanmuu
IpernapaToM B KauecTBE MEphl MPEJOCTOPOKHOCTH MOKa3aH KOHTPOJb QyHKIMH nedeHu. [Ipu
COXpPaHEHHUHU U MPOTPECCUPOBAHNY HAPYILIEHUH (PYHKIUH IIEUEeHH HJIM BOZHUKHOBEHUH NIPU3HAKOB

3a00JIeBaHUN TICUEHH WJIM JPYTUX CUMIITOMOB (HallpuMep, S03MHOPHINM, CHIIU U T.I1.), IPHEM
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npenapara HeoOXoauMO OTMEHUTh. ClieTyeT UMETh B BI‘/HV, 'q;lg 'TI/I-I;EFELI:(SL)HG Lp'mweHe'Hm

npemnaparta BoabTapeH MOXKET pa3BUBAThHCS 0€3 MPOIPOMAaTHHBIX SIBJICHUM.

Bosoeticmsue na nouxu

Ha ¢one tepanuu npenaparom BosbTapeH peKkOMEeHIyeTCs IPOBOJAUTH KOHTPOJIb (PYHKIIMU ITOYCK
y TAIUEHTOB C THIIEPTOHWYCCKOW OO0JIC3HBbIO, HAPYIICHHSAMH (YHKIIMH CepJIa WM I0YeK,
MOKUJIBIX MMAIMEHTOB, MAIMEHTOB, MOMYYAIONIUX JUYPETHKHU W APYTHE TPENapaThl, BIUSIONNE
Ha (QYHKOMIO TOYEeK, a TakkKe y TAIlMeHTOB CO 3HAYUTEIBHBIM yMEHBIIEHUEM OOBhemMa
BHEKJICTOYHOM KHUJIKOCTH JIIOOOW 3THOJIOTHH, HApPHUMEp, B IEPHOA JO0 M IOCIEe MAaCCHBHBIX
XUPYPrudecKuX BMemarelabCTB. [locie npekpaleHus Tepanuy IpernapaToM 00bIYHO OTMEYAeTCs

HOpMAaJTH3aIHs MoKa3aTeNel GYHKITNH MTOYEK IO HCXOIHBIX 3HAYCHUM.

Boszoeiticmsue na cepoeuno-cocyoucmyro cucmemy

Tepanus HIIBII, B Tom uncie qukinodeHakoM, B OCOOCHHOCTH AMUTENbHAS TEpaIus U Teparus ¢
MCIIOJIb30BaHNEM BBICOKHUX 103, MOXKET OBITh ACCOLIMUPOBAHA C HEOOJIBIINM BO3pACTAaHHEM PUCKA
Pa3BUTHS CEPbE3HBIX CEPIIEYHO-COCYAUCTHIX TPOMOOTHUECKUX OCIOKHEHUH (BKIIO4as MHPAPKT
MHUOKapJia ¥ HHCYJIbT).

VY nanueHToB ¢ 3a00JIeBaHUSMU CEPJIEYHO-COCYAUCTON CHCTEMBI U BBICOKUM PHUCKOM Pa3BUTHUS
3a00JIeBaHUN  CEPJIEeYHO-COCYAUCTON CHUCTEMBbI (Hampumep, C apTepUalbHON TUIepTeH3ueid,
TUTICPJIMITHIEMHEH, caxapHbIM IUa0eTOM, KYpsIIMX) CIeayeT MPUMEHSATH Mpenapar ¢ 0co0oit
OCTOPOXKHOCTBIO, B CaMOM HH3KOM 7(Q(EeKTUBHON [103€ NpPU MHUHUMAIBHO BO3MOXKHOMN
JUINTEJIbHOCTU JIEYEHMS, IOCKOJIbKY PHUCK BO3HUKHOBEHHUS TPOMOOTHYECKHX OCIOKHEHHUN
BO3PACTaeT MPHU YBEJIWYECHUHU JI03bl U MPOJOJDKUTENBHOCTH JiedeHus. [Ipu anmutensHON Tepanuu
(Gonee 4 Henenb) cyTouHas 103a MUKIO(EHAKA y TaKMX MAI[UEHTOB HE JIOJDKHA TPEBBIIIATH
100 mr. CrnenyeT mepruouYecKd MPOBOIUTE OIEHKY d(PPEKTUBHOCTH JICUEHUS U MOTPEOHOCTH
nalMeHTa B CHUMITOMAaTMYECKOW Tepamuu, OCOOEHHO B TeX CclydyasX, Korja ee
IPOJIOJDKUTEIBHOCTh cocTaBisier Oojnee 4 Henenb. llpu mNOSBIEHMHM NEPBBIX CHUMIITOMOB
TPOMOOTHYECKUX HapyllleHu# (Hanpumep, 00 B TPYyJIM, YyBCTBAa HEXBATKU BO3/lyXa, CI1a0OCTH,

HapyLICHUs peyun) MaUEeHTy CcleAyeT He3aMeITUTeNIbHO 00paTUThCS 32 MEIULIMHCKOMN TOMOIIBIO.

Bo3zoeiticmsue Ha cucmemy KpogemeopeHusi

[Ipenapat BonbTapeH MOXET BpEMEHHO MHTHOMPOBATh arperanuio TpOMOOIMTOB, MO3TOMY Y
MAlMEHTOB C HapyLIEHUSIMM TeMOCTa3a HEO0OXOJWMO IMPOBOJAUTH TIIATEIbHBIH KOHTPOIb
COOTBETCTBYIOIIMX JIAOOPATOPHBIX MMOKa3aTenei.

ITpu nuTenpHOM NMPUMEHEHHMH INpenapara BosbTapeH peKOMEHAYETCsl IPOBOIUTE PETYJIIPHBIE

KIIMHUYECKHE aHATN3bI TePUPEPUIECKON KPOBH.
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Mackuposanue npusnaxkos un@eKyuoHHo20 npoyecca

IIpoTuBOBOCIIAIUTENILHOE ACHCTBUE Ipenapata BoapTapeH MOXKET 3aTpyIHATH JHATHOCTUKY

UHQEKIIMOHHBIX MTPOIECCOB.

Ilpumenenue oonospemenuo c opyeumu HIIBIT
He cinenyer mpumensars mnpenapat BonbsTapen ognoBpemenHo c¢ apyrumu HIIBII, Bkirouas

CEJICKTHBHBIC MHTHOUTOPHI MKII0OKcureHasbl-2 (IIOI'-2) u3-3a prucka HexenaTenbHbIX SIBICHUN.

BcrnioMmorarensHble BEeCcTBA

[Ipenmapatr BonbTapeH, TabieTKu KHIIEYHOPACTBOPUMBIC, MOKPBHIThIE O0O0JIOUKOW, COIEPIKUT
JakTo3pl  MoHoruapar. Ilammentam ¢ peako  BCTpewaromieicss  HacleACTBEHHOMN
HENEPEHOCUMOCTBIO TaJlaKTO3bl, ACPUIMTOM JIaKTa3bl JIOMAapell WM IUIIOKO30-TajlaKTO3HOU

MasibabcopOIHel He ciaeyeT MPUHIMATh 3TOT Mpernapar.

4.5 B3aumoaeiicTBHe ¢ JPYrMMH JeKAPCTBEHHbIMH MNpenapaTtaMH M [Jpyrue BH/bI
B3aNMOeliCTBUSA

BsaumonetictBue ¢ yyactueM uaruoutropon uzodbepmenra CYP2C9

Crnemyer coOmogaTh OCTOPOKHOCTH TIPH OJHOBPEMEHHOM NPUMEHEHHH IUKIO(EeHaKa u
uHruouTopoB nzopepmenta CYP2C9 (Takux Kak BOPUKOHA30JI) U3-32 BOZMOXKHOTO YBEIHUCHUS

KOHICHTpALUH JII/IKJ'IO(beHaKa B CBIBOPOTKEC KPOBU U €T0 3KCIIO3UIUH.

BzauMoeicTBUE ¢ INTHEM, TUTOKCHUHOM

]_—[I/IKJ'IO(I)GHaK MOJKET MOBBIIIATL COACPKAHUC JIMTHUA U KOHIICHTPAIIUIO IUT'OKCHHA B I1JIa3ME KPOBU.

PeKOMeHI[yeTCSI KOHTPOJIb COACPKAHUA JTUTHUA U KOHICHTpAIU AUTOKCHUHA B CBIBOPOTKE KPOBH.

BzauMoneicTBrie ¢ IMYPETUISCKUMH U THIOTEH3UBHBIMU CPEACTBAMU

[Ipy OAHOBPEMEHHOM NPUMEHEHUU C JUYPETUKAaMU M THIOTEH3MBHBIMHU IpenaparaMu
(Hampumep,  OerTa-aJpeHOONIOKATOpaMH,  HMHTHOMTOpPAMHM  AHTMOTEH3UH-TPEBPAILAIOLIETO
depmenta — AIID) nuknodeHak MOXKET CHMKAThb HUX THIIOTEH3MBHOE JeiicTBue. B cBs3u ¢
BBIIIIECKA3aHHBIM, Yy TAIMEHTOB, OCOOCHHO IIOXKWJIOrO BO3pacTa, MHpPHU OJHOBPEMEHHOM
NPUMEHEHUN NUKIO(PEeHaKa U TUYPETHUKOB WM TUIIOTEH3UBHBIX CPEJACTB CIIEAYET PEryJSIpHO
U3MepATh apTepuanbHoe naBieHue (AJl), KOHTpoOIMpoBaTh (YHKIMIO IOYEK U CTENeHb

ruaparanuu (BC.IICI[CTBI/IC TOBBIIICHUA pUCKaA He(prTOKCI/I‘-IHOCTI/I).

B3aumoaelicTBre ¢ HUKIOCIIOPUHOM U TAKPOJIUMYCOM

BrnusHue puknodeHaka Ha AaKTUBHOCTh MPOCTArjJaHAMHOB B TIOYKAaX MOXKET YCHIIMBATh
HE(POTOKCUYHOCTh IHMKJIOCIIOPHHA M TaKpoiumyca. B CBSi3M C BBINIECKAa3aHHBIM, /1032
TUKIo(eHaka y MalueHToB, NOMyJYalouX [UKIOCIOPUH WM TaKPOIUMYC, JOJIKHA OBITh HUXKE,

YeM y MaleHTOB, He MOIYyYalolIuX YKa3aHHbIe peraparsl.
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OpHOBpeMEHHOE TpPUMEHEHHE JuKIo(eHaka C  KanuidcOeperaromuMud  IUYyPETHKAMH,
UKJIOCIIOPUHOM, TaKpOJIUMYCOM U TPUMETONPUMOM MOXKET TPUBECTH K IOBBIIICHUIO
COZIEPKaHMS KajJHs B IUTa3Me KPOBH (B CIIydae TaKOro OJHOBPEMEHHOTO NPHUMEHEHHUS JaHHBIN

IMOKa3aTejib CICAYCT 4acToO KOHTpOHI/IpOBaTB).

BzanmoeiicTBre ¢ aHTI/I6aKTeDI/IaJ'IBHBIMI/I cpeacTBaMu — IMPOU3BOJHBIMHU XMHOJIOHA

HNmerorcs OTACIIBHBIC COO6HI€HI/I$I O pasBUTUM Cyaopor y IIallMCHTOB, IIOJYy4YaBIIHUX

OIHOBPCMCEHHO ITPOU3BOAHBIC XWHOJIOHA U ,Z[I/IKJ'IO(bCHaK.

Bsaumogericteue ¢ HIIBII 1 THIIOKOKOPTUKOCTEPOUIAMU

OpnHOBpeMEHHOE CHCTEMHOE MpHUMEHEeHHe aukiopeHaka U aApyrux cucremHbix HIIBIT wnum
TIFOKOKOPTUKOCTEPOUIOB MOKET YBEJIMYMBATH YaCTOTY BO3HHKHOBeHUsI HS (HexenarenbHbIX

aBJIeHUH) (B yacTHOCTH, co cTopoHbl JKKT).

B32H/IMOI[€I710TBH€ C AaHTUKOAryJdHTaMH1 U aHTHArperaiTaMiu

Heo06x01mMo ¢ 0CTOPOXKHOCTHIO IPUMEHSTh TUKJIOPEHAK ¢ TperapaTaMy 3TUX TPy U3-32 pPUCKa
pa3BUTHs KpoBOTeUeHHMH. HecMOTps Ha TO, YTO B KIIMHHUYECKHUX HCCIEIOBAaHHUSIX HE OBLIO
YCTaHOBJICHO BIIUSTHHSI JUKIO(EHAKa Ha JCHCTBUE aHTHKOATYJISIHTOB, CYIECTBYIOT OTJIEIBbHBIC
COO6HI€HI/I$[ O TIIOBBINICHHMU PpHCKA KpOBOTeLICHI/Iﬁ Y ManucHTOB, IMMPUHHUMABUIUX IOAHHYIO
KOMOWHanuio mnpemnapatoB. CrenyeT TIaTeabHO HAOMIOAATh TAIMEHTOB, IOJYYarOIIUX

OIHOBPEMCHHOC JICUCHUC JAHHBIMU JICKAPCTBCHHBIMU ITPCIIapaTaMu.

B3aHMOI[€fICTBH€ C  CCICKTHBHBIMH I/IHFI/I6I/ITO‘[)aMI/I 06‘[)aTH01"O 3axBaTa CEPOTOHHHA

OpnHoBpeMeHHOE NPUMEHEHHE TUKIIOPEHAKa C CEJIEKTUBHBIMU HHTUOMTOpaMH OOpPaTHOTO 3aXBaTa

CCPOTOHHHA MOBLIIACT PUCK PA3BUTHS KECITYJOYHO-KUIIICYHBIX KpOBOTe‘leHI/II\/'I.

BzauMoencTBue ¢ TUIIONIMKEMUYECKUMHU OpenapaTaMu

B knuHHYECKHX HCCIICAOBAHUAX YCTAHOBJICHO, YTO BO3MOXHO OJHOBPEMCHHOC NPHUMCHCHUC
I[I/IKJ'IO(I)CHaKa U TUIOTIIMKEMHWYCCKUX MpCaparoB, IIpU 3TOM 3(I)(I)CKTI/IBHOCTB OoCICIHUX HE
HU3MCHSACTCA. OJIHaKO, HU3BECTHBI OTACIIBHBIC COO6H.[€HI/I$I O PasBUTUM B TaKHUX ClIydasdx KakK
THUIIOTTIMKEMHUH, TaK W THUIICPIIIMKEMUHU, YTO O6yCJ’IOBJ’II/IBaJ'IO H606XO)II/IMOCTI) HU3MCEHCHHUA OO3bI
THUIIOTTIMKCMUYCCKUX IMPCIapaToB Ha (I)OHC MNPUMCHCHUA I[I/IKJ'IO(I)CHaKa. B cBm3u ¢
BBIIIICCKAa3aHHBIM, BO BpEMs OJTHOBPEMCHHOT'O ITIPUMCHCHU A ,Z[I/IKJ'IO(bCHaKa U THIIOTJTIMKCMHUYCCKUX
npenapaTroB pEKOMCHAYCTCA IPOBOAUTE KOHTPOJIb KOHICHTPAIUW I''TFOKO3bI B KPOBH.

HOJ’Iy‘—IeHLI OTACIIBHBIC COO6HIGHI/I${ O pPa3sBUTUH METa0O0INYECKOI0 annuao3a nmpu OAHOBPEMEHHOM
MNPUMCHCHUHA I[I/IKJ'IO(I)CHaKa C MeT(bOpMI/IHOM, B 0COOEHHOCTH Y HanuMEeHTOB C HAPYHIICHHUECM

(GYHKINU TOYEK.
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B3anMoelicTBHE C METOTPEKCATOM

Crnenyer co0m0aTh OCTOPOKHOCTh NPH MPUMEHEHUH AUKIOo(peHaka MeHee, 4eM 3a 24 yaca 10
WM yepe3 24 yaca 1mocjie npueMa MeToTpeKcara, Tak Kak B TaKMX CIIy4asX MOXET IMOBBIIIATHCS

KOHICHTPpAusa METOTPEKCAaTa B KPOBH U YCHUIIMBATHCA €I'0 TOKCUYCCKOC HeﬁCTBHC.

Bsaumoneticteue ¢ HGEHUTOMHOM

[Tpu ogHOBpEeMEHHOM MpUMEHEHUU (EHUTOHMHA U TUKIOo(PeHaka HE0OXOAMMO KOHTPOJIUPOBAThH
KOHIEHTpaluilo (EeHUTOMHA B IJIa3Me€ KPOBH M3-32 BO3MOXKHOT'O YCHJIEHUS €r0 CHCTEMHOI'O

BO3/1€HCTBUA.

Bzaumoneiicteue ¢ naaykropamu nzodhepmenra CYP2C9

Crnemyer coOm0aTh OCTOPOXKHOCTH TMPH TMPUMEHEHHH JUKJIO(PEHaKa OJHOBPEMEHHO C
unaykropamu m3opepmenta CYP2C9 (takumu, kak pudaMIuIMH), TOCKOJIBKY 3TO MOXET
IPUBECTH K 3HAYUTEIHOMY YMEHBIICHHMIO KOHLEHTPAalUM IUKJIO(PEHAaKa B IIa3Me KPOBH U

YMCHBIICHHUIO €T0 SKCIIO3UIIUH.

4.6 ®epTHIBHOCTD, 0ePEeMEHHOCTb M JIAKTALUSA

bepemennocTh

Mmeercss HEAOCTATOYHO JAHHBIX O OE30MAaCHOCTH MPUMEHEHUs IUKIO(pEHaKa y OepeMEeHHBIX
JKEHIIMH. J[aHHBIE HEKOTOPBIX SMUAEMHOJIOIMYECKUX HCCIEAOBAHUN T'OBOPST O NOBBILIEHHOM
pHUCKE BOSHUKHOBEHMSI BBIKUBIIIA MOCJIE MPUMEHEHUSI HHIMOUTOPOB CHHTE3a MPOCTarjaHANHOB
(nanpumep, HIIBIT) Ha panHuX cpokax OepeMEeHHOCTH, OJJHAKO OOIIMI 00bEeM JaHHBIX SBISETCS
HeyOenuTenbHbIM. He crienyer mpuMeHsaTh npenapar sxeHiuHaM ¢ 20-it Heaenu 0epeMeHHOCTH B
CBSI3U C BO3MOXKHBIM PUCKOM Pa3BUTHS MaJOBOAMS W/WJIM MATOJIOTMU IMOYEK Y HOBOPOKIECHHBIX
(HeoHaTasIbHAs TOYEYHAsI TUCHYHKIUSA).

[Ipenapar Bonbrapen, xak u apyrue HIIBII (MHruOGuTopsl cHHTE3a NPOCTArJIaHIUHOB),
IPOTHBOIOKA3aH B OCeHHE 3 Mecsiia 0epeMeHHOCTH (BO3MOKHO MOAABICHUE COKPATUTEIbHON
CHOCOOHOCTH MaTKH, HapylleHue (YHKIMHM TOYeK Y IUIOAA C IOCIEAYIOUIMM MajOBOANEM

(0MrorupPaMHUOH) W/WJIH MPEXIEBPEMEHHOE 3aKphITHE apTEPUATIBHOIO IPOTOKA Y ITUIOAA.

Jlakranus

Hecmortps Ha To, uTo npenapar Bonbsrapen, kak u npyrue HIIBII, npoHHKaeT B rpyAHOE MOJIOKO
B MaJIOM KOJIMYECTBE, IIpenapar He CIEeLyeT IPUMEHATh B IIEPUOJ I'PYIHOIO BCKAPMIIMBAHUS BO
n30exaHue HeXKeIaTeNIbHOT0 BIUsHUSA Ha pebenka. [Ipun HeoOxo1MMoCcTH IpUMEHEeHus penapara

y JKEHIIMHBI B 3TOT MEPUOJI TPYIHOE BCKapMJIMBaHUE IIPEKPaLIatOT.

DdepTUabHOCTD

ITockoneky npemnapar Bombsrapen, xak u apyrue HIIBII, MoxeTr oka3blBaTh OTpHULIATENIBHOE

11



COOTBETCTBYET 3KCNEPTHOMY OTYETY

ot 27.03 2026 Nz E-.Ei._'i

r.-——-.

neiicTBUe Ha (EepTUIILHOCTh, JKEHIIMHAM, IUIa I/IDVIOH.[II/H\/F 6?]3%‘1;} ' 'o 'F[)ﬂlhlél S OMBHI[VGTCSI

MPUMEHSATD Mpenapar.
VY nanueHToK, IpOXOAAIIMX 00CIIe0BaHHUE U JICYCHHE MO MOBOY OECIUIOANS, IpenapaT cleayer

OTMCHUTHD.

4.7 BansiHue Ha CIHOCOOHOCTH YNPaBJATH TPAHCMOPTHBIMH CpeICTBAMH M PadoTaTrh C
MeXaHNU3MaMu

[Tarpentam, y KOTOpbIX Ha (pOHE IMPUMEHEHHs mperapata BombrapeH BO3HHUKAIOT 3pUTENBHBIC
HapYILEHUS, TOJIOBOKPYKEHUE, COHJIMBOCTb, BEPTUTO WITH JIPYTHe HAPYLIEHHS CO CTOPOHBI LIEHTPAILHOM

HGpBHOfI CHUCTEMBI, HE CJICAYCT YIIPABJIATH TPAHCIIOPTHBIMU CPEACTBAMU U pa6OTaTB C MCXaHU3MaMH.

4.8 HexxennateibHbIe peakuuu

Pesrome nipoduiis 6e3onacHocT

Huxe npuBenensl HexenatenbHble peakiuu (HP), koTopeie ObIM BBISIBICHBI B XOJI€

KIIMHHUYCCKHUX HCCHCHOB&HHﬁ, a TaKXKC IIPpU ITPUMCHCHUHN ,Z[I/IKJIO(I)CHaKa B KIIMHUYECKOH IIPpaKTHUKCE.

Jlist onieHKH 9acToThl HP MCIob30BaHbl CIIEAYIOIINE KPUTEPUH: «0UYeHB YyacTo» (>1/10); «gactox
(= 1/100, <1/10); «aeqacto» (> 1/1000, <1/100); «peaxo» (>1/10 000, <1/1000); «oueHb pEeIKO»
(<1/10 000).

HP crpynmupoBaHbl B COOTBETCTBUH C CHCTEMHO-OPTaHHBIM KJIACCOM METUITTHCKOTO CIIOBAPS IS
HOPMAaTUBHO-TIPaBoOBo# nestenbHocTH MedDRA, B npenenax kaxmoro kinacca HP nmepeunciiens
B MOPsJKE yOBIBAHUS YaCTOTHI BCTPEYAEMOCTH; B Mpejeaax KaXKJa0i TPYIbl, BBIICICHHOW 1O

4acToTe BcTpeuaeMocT, HP pacnipeneneHsl B mopsiike yMEHBIIEHNs HX BaKHOCTH.

Hapywenus co cmopoHbl Kposu u tumgpamuiecko cucmembyl
OueHb penko — TPOMOOLUTONEHUS, JIGHKOIEHUS, TEMOJIUTUYECKas: aHEMHUS, alUIacTHYECKas

aHCMUs, arpaHyJIOIruTO3.

Hapywenus co cmopoHbl uMMYHHOU CUCmeMbl
Penxo — runepuyBCTBUTENBHOCTD, aHA(UIAKTHYECKHE/aHA(DMIAKTOUTHBIE PEaKIIH, BKIIOYast
CHW)KEHHE apTepuasibHOro AasneHus (A/Jl) u moxk;

OdeHb peIKo — AHTHOHEBPOTHUECKUN OTEK (BKIJIIOYasi OTEK JIUIA).

Hcuxuueckue HapyuieHus
OueHb pe€aAKo — AC30pucHTanuA, JACIPECCus, 6eCCOHHI/II_Ia, KOIIIMAapHbI€ CHOBUACHUA,

pPas3apaKUuTCIbHOCTD, ICUXUYCCKHUC HAPYIIICHUA.

Hapywenus co cmoponvl nepenoti cucmembi

Yacro — roioBHast 00JIb, TOJIOBOKPYKCHHE;

12
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Penko — COHIUBOCTD;

OueHb pelIKo — HapyIICHUS] 4yBCTBUTEIILHOCTH, BKIIIOYAs MAPECTE3UH, PACCTPONCTBA MAMATH,
TPEMOp, CYJOpOTH, OILIYIIEHWE TPEBOTH, OCTPbIE HAPYIIEHUS MO3TOBOIO KpPOBOOOpAIIEHHUS,

aceNTHYCCKU MEHUHTHUT.

Hapywenus co cmoponuvl opeana spenust

OdeHb peiKo — HapyILIEeHUs 3peHUs (3aTyMaHUBAaHUE 3PEHNUS ), TUTLIONHU.

Hapywenus co cmoponwl opeana ciyxa u nabupunma
YacTo — BepTUTO;

OdeHb peiKo — HapyILIEHUs CllyXa, IIyM B yIax.

Hapywenus co cmoponul cepoya
Heuacto — mH(apKkT MuOKapia, cepieyHas HEIOCTaTOYHOCTh, OUIYIICHUE CEpIIcOMCHHS,
00JIb B TpyIu;

Yacrora HeusBectHa — Cunapom KoyHuca (aymuiepruueckuil ocTpblii KOPOHAPHbBINA CUHIIPOM).

Hapywenus co cmoponwl cocyoog

OueHp PCAKO — ITOBLIIICHUEC AH, BAaCKYJIUT.

Hapywenus co cmoponbl 0bixamenibHOU CUCeMbl, OP2aH08 ePYOHOU KIeMKU U CPeOOCHeHUs
Penko — O6ponxuanbHas actMa (BKJIHOYas OJBILIKY );

OueHb PEAKO — ITHECBMOHMUT.

Kenyoouno-kuweunvie napyuienus

Yacto — abiomuHanbHas 00Jib, TOIIHOTA, PBOTA, AMApEs], AUCIIETICUS, METEOPU3M, CHUKEHUE
anmneTuTa;

Penko — racTtpur, jKemyIO4YHO-KHUIIEYHOE KPOBOTEUYEHUE, PBOTA KPOBBIO, MEJIEHA, qUapes C
IPUMECBhIO0 KPOBH, S3BBI JKETyJKa M KUIIeYHHKa (C miM 0e3 KpOBOTEYEHHS, CTEHO3a HIIU
nepdopaiuu, ¢ BO3MOKHBIM pa3BUTHEM IIEPUTOHUTA);

OdeHb penKo — CTOMAaTUT, TIJIOCCUT, TIOBPEXJEHUS THILEBOAA, BO3HUKHOBEHHE
nradparMonogoOHBIX CTPUKTYP B KHILIEYHUKE, KOJTUT (Hecnenuduyeckuii reMopparu4eckui
KOJIUT, UIIEMHYECKUI KOJIUT, 000CTpeHHe S3BEHHOro KoiuTa win Oone3nu Kpowa), 3amop,

MTAaHKPEATHT.

Hapywenus co cmoponvl neuenu u sxcenuegbl8o0auux nymeti
YacTo — noBbIllIeHNe aKTUBHOCTH aMUHOTpaHc(depas B Mia3mMe KpOBH;
Penxo — rematut, xenTtyxa, HapylmeHus (yHKIHH eUeHH;

OueHp PEAKO — MOJIHHCHOCHBIN rermaTuT, HCKPO3 MEYCHU, IICYCHOYHAA HEA0CTAaTOYHOCTh.

Hapymenuﬂ CO CNMOPOHBL KOJHCU U NOOKOMCHBIX MKAHel

13




.
L

AL

[ |

(OCAEQOBATENEROC T 000

[l o B B o W e o Lo o o

YacTo — KOXKHas ChIIlb;

Penxo — kpanuBHuULa;

Ouenb penko — OyJIIE3HbIN JepMaTUT, SK3eMa, IpuTeMa, MHOropOopMHasi 3puTemMa, CHHAPOM
CruBenca-JI>xoHcona, cunapom Jlaiiemna (TOKCHMYECKHH AIUIESPMAIBHBIA HEKPOJIU3),
9KC(HONMATUBHBIN NIEPMATHUT, 3y[A, AIOMNEIUs, peakuuud (HOTOUYBCTBUTEIHHOCTH, MYpPILypa,
nypnypa lllenneinna-I' enoxa.

Yacrora Hen3BecTHA — (PUKCUPOBAHHAS JIEKAPCTBEHHAS ChIIlb, TeHEpaIN30BaHHas OyJuie3Has

(bHKCI/IpOBaHHaH JICKApCTBCHHAsA CBIIIb

Hapywenus co cmoponvl nouek u Mo4egblgo0Auux nymei
OdeHb peIKO — OCTPOE MOpaKEHUE MOYEK (0cTpas MovYeyHasi HeZJ0CTaTOYHOCTh), FeMaTypusl,
NPOTEUHYpHS, TYOyIO-UHTEPCTULIMATBHBINA HeQPUT, HEPPOTUUECKUN CUHIPOM, TATHIUISIPHBIHN

HEKPO3.

Obwue Hapywenus u peakyuu 8 mecme 68e0eHUs.

Penko — oreku.

OnwncaHue OTACIBHBIX HEXKEIATSAbHBIX PeaKITUM

Hapywenus co cmoponul opeana 3penus

3puTenbHbIE PACCTPOMCTBA, TAaKUME KaK HapylIEeHHE 3pEeHUs, 3aTyMaHUBAaHUE 3PEHUS] WU
JUIUIONUS, MO-BUJIUMOMY, sBIstoTcs kiacc-a¢p¢pexkramu HIIBII, u oOpatumsl mocie
IIPEKPALEHUS IPUMEHEHUS. BO3MOKHBIM MEXaHU3MOM Pa3BUTHS TaKMX PACCTPOMCTB SBISAETCS
MHTUOMPOBAHUE CUHTE3a MPOCTATNIAHAMHOB U JPYTHX COMYTCTBYIOLIMX BEILECTB, YTO U3MEHSET
peryJsiliii0 KPOBOTOKA B CETYaTKE, KOTOPOE MPOSIBISIETCS MOTEHUUATbHBIMU 3PUTEIbHBIMU
pacctpoiictBamu. [Ipu pa3BUTHM TaKMX CHMIITOMOB Ha (hOHE Tepanmuu AUKIO(EHAKOM CIETyeT
paccMOTpeTh BO3MOKHOCTh O(TaIbMOJIOTHUECKOT0 00CIeJOBAHUS ISl UCKITIOUEHUS KaKUX-T1100

JpyTUX MPUYUH.

Hapywenus co cmoponul cepoya u cocyoos

JlaHHble KIIMHUYECKUX KCCIIEOBAaHUI yKa3bIBalOT Ha HEOOJbIIOE YBEITMUYEHUE PUCKA Pa3BUTHUS
CepAECYHO-COCYTUCTHIX TPOMOOTHYECKUX OCIOKHEHUH (Hampumep, HH(papKTa MHOKapaa),
0COOEHHO IpH JUTUTEIHHOM NPUMEHEHUH UKIo(eHaka B BBICOKUX J103aX (CyTouyHas J103a Ooee

150 wmr).

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

Baxno COO6H.[3.TB 0 TIOAO3PCBACMBIX HECKCIATCIBHBIX pPCaKIUAX II0CJIC PCrucTpanmuun
JICKApCTBCHHOTO IMIperiapaTa C LCJIbIO obecrnieueHUs HCMIPEPBIBHOI'O MOHUTOPHUHTA COOTHOIICHUSA

«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpemnapara. MeIuIUMHCKUM pabOTHUKAM pEeKOMEHAYeTCs
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4YCpe3 HAIMOHAJIIBHBIC CUCTCMBbIL COO6H_IGHI/I$I 0 HCXKCJIATCIIbHBIX PCAKIUAX IOCyAapCTB — YJICHOB

EBpa3uiickoro 3K0HOMHYECKOIr0 COI03a.

Poccuiickag ®eneparus

®depnepanbHas ciyx0a 1mo Haa30py B chepe 3npaBooxpanenus Poccuiickoit deneparun

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl IiIomiaip, 1. 4, ctp. 1

Ten.: +7 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Caiit B WH(POPMAITMOHHO-TEIEKOMMYHUKAIIMOHHON cetu «HTepHeT:

https://www.roszdravnadzor.gov.ru

PecniybOsnka Benapych

VII «LleHTp 3KCrepTU3 U UCTIBITAaHUH B 3[paBOOXPAHEHUID)
Anpec: 220037, r. Munck, niep. ToBapuieckuii, 2a

Ten.: +375 (17) 242-00-29

dakc: +375 (17) 242-00-29

OnexTpoHHas noyra: repl@rceth.by

Caiit: https://www.rceth.by

4.9 Ilepeno3upoBka

CHUMIOTOMBI

PBorta, )xeny10uHO-KUIIIEYUHOE KPOBOTEUEHHUE, TUapesi, TOJIOBOKPYKEHHE, IITYM B yIIIaX, CyJOPOTH.
B citygyae 3HaunTEIFHOTO OTPABIEHUS, BO3MOXKHO Pa3BUTHE OCTPOM MOYEUHON HEAOCTATOYHOCTH

" TTOpaXXCHUA IICUCHU.

Jleuenue

ITognepxuBaromee M CHMITOMAaTHYECKOE JIEYEHUE IOKA3aHO IPU TAKUX OCIOKHEHUSAX KAk
cHmkeHne AJl, moyedHas HENOCTATOYHOCTh, CyJIoporu, HapymeHus co ctopoHsl KKT wu
yrHeTeHue Apixanusi. DopcupoBaHHbIN 1uype3, TeMOoHanu3 Wik reMonepys3us s BbIBEJCHUS
HIIBII, B T.u. quxinodenaka, u3 opranusmMa Hed((EeKTUBHBI, TaK KaK JEHCTBYIOLIHE BELIECTBA
STUX IMpernapaToB B 3HAYUTEIBHOM CTENEHU CBS3BIBAIOTCA C O€lKkaMu IUIa3Mbl KPOBH U
MOJIBEPTalOTCsl HHTEHCUBHOMY METa00JIU3MY.

B ciydae »xu3HEyrpoxkamole Nepelo3UpOBKH IIpU IIPUEME Ipernapara BHYTPb B LEJAX

CKOpeHIlero mpeaoTBpallleHus BCachbIBaHUS JUKIO(EHaKa CleAyeT MpPOBECTH IPOMBIBAHUE
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KEIIyJdKa 1 HA3HAYUTDH aKTHBHPOBaHHBII;'I YIoJib.

5. PAPMAKOJOTMYECKUE CBOMCTBA

5.1 dapmakoanHaMu4ecKue CBOCTBA
dapmakoTepaneBTUUYeCKass Ipynna: IPOTUBOBOCHAIUTENbHBIE M MPOTUBOPEBMATUUYECKUE
Ipenaparbl; HECTEPOUJHbIE MPOTHBOBOCHAIUTENbHBIE U MPOTUBOPEBMATUYECKUE IIPENaparhl;

IMPONU3BOAHBIC yKCYCHOfI KHCJIOTBI U pOACTBCHHBIC COCIMHCHUA.

Koxg ATX: MO1ABOS5

MexaHu3M IeHCTBUS

dapmakogngamuyeckue 3P HeKTol

[Ipenapat BonbTrapen comepkuT AWKIO(PEHAK HATPHs, BEIIECTBO HECTEPOUIHON CTPYKTYpHI,
OKa3bIBAIOLIEE BBIPAKEHHOE MPOTHUBOBOCHIAIUTEILHOE, AHAJIBI€3UPYIOLIEE U KAaPOIIOHMIKAIOLIEe
neiictBue. OCHOBHBIM MEXaHMU3MOM JICUCTBUA TUKIO(]EeHaKa, yCTAHOBICHHBIM B UCCIIEIOBAHUSIX,
CUMTAETCSl TOPMOXKEHHE OMOCHHTE3a MpocTariananHoB. [IpocTarnanAnHbI UTPAIOT BaAXKHYIO POJIb
B I'€HE3€ BOCIAIICHUS, OOJIU U JTUXOPAIKHU.

In vitro muknogpeHaKk HaTpUs B KOHIICHTPALUIX, SKBUBAJICHTHBIM TEM, KOTOPBIE IOCTUTAIOTCS TIPU
MPUMEHEHUH y YeJIOBEKa, HE MOAABIIeT OMOCHHTE3 MTPOTEOTIMKAHOB XPSIIIEBON TKaHH.

[Tpu peBMaTHUecKHX 3a00JE€BaHHUSIX MPOTUBOBOCHIAIUTENHFHOE M aHAIBIE3UPYIOIIEee CBOWCTBA
npernapata OOECHEeYMBAIOT KIMHUYECKUH d3(PPeKT, XapaKTepu3yrolUics 3HAUYUTEIbHBIM
YMEHBIIIEHUEM BBIPAKEHHOCTH TaKUX MPOSIBICHUH, KaK 00JIb B TOKOE W TIPHU JBU>KEHUU, YTPEHHSS
CKOBaHHOCTb U IIPUITYXJIOCTh CYCTABOB, a TAKXKE YIyUIIEHUEM (PYHKIIHOHATHHOTO COCTOSHUS.
[Ipy mocTTpaBMAaTUUYECKUX U TOCIEONEPAIIMOHHBIX BOCHAIUTEIBHBIX SBICHUSIX NUKIOPEHAK
OBICTPO KynupyeT 00Jb (Kak B TIOKOE, TaK W MPHU JBUKEHUHN ), YMEHBIIIACT BOCTIAIUTEILHBIN OTEK
Y OTEK IIOCJICONIEPAL[UOHHON PaHBbl.

[Tpu mpuMeHeHuH MpenapaTa OTMEUEH BRIPAKEHHBIN aHANbre3upytomuit 3p ekt npu yMepeHHOH
U CHJIbBHOW OO0JIM HEPEeBMATUUYECKOTO MPOMCXOXKIEHUs. Takke yCTaHOBJIEHO, UYTO TUKIO(PEHAK
CIocOOEH yMeHbIIaTh OOJIeBble OUIYHUIEHUS U CHIDKATh KPOBOMOTEPIO MpPU TMEPBUYHOMN

JIMCMEHOpeEe.

5.2 ®apmakoKkuHeTHYECKHE CBOHCTBA

AOGcopbuus

[Tocne mpuema BHYTpb TaOJETOK KHUIIEYHOPACTBOPUMBIX, HMOKPBHITHIY 000JIOUKON, NUKIOPEHAK
IIOJTHOCTBIO BCACBHIBAETCS B KHILEYHUKE. BcackiBaHME POUCXOAUT OBICTPO, OJHAKO €ro Havasuio

MOXET OBITh OTCPOYECHO M3-3a HAIMYMA y TaOJETKHU KUIIEYHOPACTBOPUMOM obomnouku. Ilocne
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OJHOKpaTHOro npuema 50 Mr mpemnapara Makcy Manbﬁaﬁ%ﬁﬁlﬁ%; '“ﬁTEJHheﬂi;Ié' ilc_ﬁbgi;ll:'(—émax)

OTMEYaeTcsl B cpelHeM yepe3 2 yaca u cocrtaBisgeT 1,5 Mkr/mu (5 mxmoinw/n). KommuectBo
BCACBHIBAIOIIETOCS JICHCTBYIOMIETO BEIIECTBA HAXOJUTCA B MPAMOM 3aBUCHMOCTH OT BEIHMYUHBI
J103bI Mpenapara.

B ciydae mpuema TabieTku npenapara BO BpeMs UM I1OCIIE €/1bl, IPOXOXKIEHUE €€ Uuepes Kelry 10K
3aMemisieTcss (IO CpPaBHEHHMIO C TNPUEMOM HATOLIAK), HO KOJUYECTBO BCACHIBAIOIIETOCS
nukIoeHaka He U3MEHSETCS.

Tak Kak OKOJIO IOJOBHUHBI JTUKJIO(EeHaKa METa0OIM3UPYETCs BO BPEMs MEPBOrO MPOXOXKIAECHUSL
yepe3 neyeHb (3P(EKT «IepBOro MpOXOKACHHs»), IUIOLAAb MOJA KPUBOM «KOHLEHTpaLMs —
Bpems» (AUC) nociie npuMeHeHus npenapara BHYTPb WM PEKTAIBHO MOYTH B 2 pa3a MEHbIIIE,
YeM B Cllydae MapeHTepaJIbHOr0 BBEICHUS Mpernapara B 9KBUBAICHTHOH J103€.

[Tocie MOBTOPHBIX MPHEMOB Ipenapara Moka3aTrenu (apMakKOKMHETHKH He u3MeHstorcs. [Ipu

CO6J'IIO,I[€HI/II/I PEKOMECHAYCEMOTI'O pC)KUMa JO3UPOBAHUS IIPCIIapaTa KyMYJIIIIUU HE OTMEUYACTCH.

Pacnpenenenne

CBs3b ¢ OenkamMu CBHIBOPOTKH KpoBH — 99,7%, mpeumymiectBeHHO ¢ anbOymuHOM (99,4%).
Kaxymuiics o0bem pacnpenenenus cocrapiusiet 0,12-0,17 a/kr.

Juknodenak MpoHUKAET B CHHOBHAIBHYIO KHUAKOCTh, TJI€ €r0 MaKCHMalbHas KOHIEHTpaIus
JocTuTaeTcs Ha 2-4 gaca mo3xke, 4eM B Iu1a3Me KpoBu. Kakymuiics mepuo1 MoTyBEIBEACHHS U3
CHHOBHUAJILHOM KUIKOCTH COCTaBIISIET 3-6 yacoB. Uepes 2 yaca rocie JOCTHKEHUS MaKCUMaJTbHON
KOHIIEHTPAIIMHU B TUIa3Me KPOBH KOHIIEHTpAlUs TUKIOo(eHaKa B CHAHOBUAIBHON KHUJAKOCTH BHIIIIE,
yeM B IJla3M€ KPOBU, U €€ 3HA4eHHsI OCTaloTcs Ooyiee BBICOKUMHU Ha MPOTSDKEHUU IMEepHoja
BpeMeHHU 110 12 yacoB.

Huknodenak 6pu1 0OHapY)eH B HU3KUX KoHIeHTpanusx (100 Hr/mir) B TpyJHOM MOJIOKE OJHOU
U3 KopMAlmx marepeil. [Ipeanonaraemoe KoIu4yecTBO IUKIOPEHAKA, OMAJAIONIETO C TPYAHBIM

MOJIOKOM B OpraHu3M peOeHka, skBuBajeHTHO 0,03 MI/Kr/CyTKH.

buorpancdopmarms

Metabonu3m aukinodeHaka OCylecTBIsIETCS YaCTUYHO MyTeM TIIIOKYPOHU3AIMA HEM3MEHEHHOU
MOJIEKYJIBl, HO, IPEUMYLIECTBEHHO, IIOCPEICTBOM OJHOKPAaTHOIO W  MHOIOKPAaTHOIO
THJIPOKCUJIMPOBAHUS UM METOKCHJIMPOBAHMS, YTO TPUBOIUT K OOpPa30BAaHHIO HECKOJIBKUX
¢deHonpHBIX MeTabonauToB (3'-ruapokcu-, 4'-ruapokcu-, S'-rugpokcu-, 4',.5-nuruapokcu- u 3'-
TUAPOKCU-4'-METOKCUIUKIIOpEeHaKa),  OONBIIMHCTBO W3  KOTOPBIX  IpeBpamiaercsi B
[JIIOKYPOHHU/IHBIE KOHBIOTaThl. JIBa (eHONBbHBIX MeTaboyinTa OMOJIOrMYECKH AaKTHBHBI, HO B

3HAUYNTEILHO MEHBIIICH CTCIICHH, YEM [[I/IKJIO(beHaK.
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OIMMUHALKS

OO0t cucTeMHBIHN TIa3MEHHBIN KIIMPEHC UKIo(eHaka coctapuseT 263+56 mi/mun. Koneunsii
HepuoJ IMOJyBBIBEICHUST cocTaBisieT 1-2 waca. Ilepuox momyBbiBeeHHS 4-X METaOOJIMUTOB,
BKJIIOYas ABa (papMaKoJIOIMYeCKH aKTUBHBIX, TAK)KE HENPOJOKUTENIEH U cocTaBiseT 1-3 yaca.
OnuH 3 MeTaboJIUTOB, 3'-THAPOKCH-4'-METOKCH-ANKIOPEHAK, UMeeT 00JIee ITTUTEIbHBIA TEPUO.T
MOJTYBBIBE/ICHUS, OTHAKO 3TOT META0OIUT NOTHOCTHIO HEAKTUBEH.

Oxkono 60% 103bl BHIBOAUTCS MOYKAMH B BUJE INIFOKYPOHOBBIX KOHBIOTaTOB HEU3MEHEHHOI'O
JICMCTBYIOIEr0 BEIECTBAa, a TAKXKE B BHJE META0OJIMTOB, OOJBIIMHCTBO M3 KOTOPBIX TOXKE
IPEACTaBIAI0T COOOM INIIOKYPOHOBbIE KOHBIOTaThl. B Hen3MeHeHHOM Buie BbIBOAUTCS MeHee 1%

IH/IKJ'IO(l)eHaKa. OcraBiiasics 4acThb J03bI BBIBOAUTCA B BUJIC METa0O0JIUTOB C KEITYBIO.

JInHelHOoCTh (HEIMHEHHOCTD)

KOHI_ICHTpaI_II/IH I[CﬁCTB}HOH.ICl"O BCIUICCTBA B IINIa3MC KpPOBU JIMHEMHO 3aBHCUT OT BEIWYHMHEI

MIPUHSITON J103BI.

[ToyeyHas HETOCTATOYHOCTD

VY nanueHToB ¢ HapymieHHeM (QYHKIMH MOYEK MPH COOJIOJICHUU PEKOMEHIOBAHHOTO PEXHMa
JO3UPOBAHUSL KYMYJSIIMM HEM3MEHEHHOT'O JIEHCTBYIOIIETO BellecTBa He oTMedaercsa. l[lpu
KIUpeHce KpeaTuHWHa MeHee 10 MIJI/MHUH pacyeTHbIE pPAaBHOBECHBIE KOHIIEHTpPAIIUU
TUAPOKCUMETA00IUTOB NUKIO(EHaKa TPUMEPHO B 4 pa3a BBIIIE, YEM Y 3J0POBBIX JOOPOBOJIBIICB,

IIpu 5TOM MeTa0O0IUTEI BBIBOJATCSA UCKIIIOYUTCIIBHO C KCIIYbIO.

[IeuyeHOYHAs HEAOCTATOYHOCTh

Yy MNanueHTOB C€ XPOHUYCCKUM TICIIATUTOM HWJIW KOMIICHCUPOBAHHBIM LHUPPO3OM IICUCHU
IIOKa3aTCiIn (i)apMaKOKI/IHeTI/IKI/I )II/IKJ'IO(i)eHaKa AHAJIOTHUYHBI TAKOBBIM Yy MAIKUCHTOB C COXpaHHOﬁ

byHKIMEH neyeHu.

JIniia moXKMI0r0 BO3pacTa

BcaceiBanue, MeTabomu3M U BbIBEICHUE TUKIO(EHaKa HEe 3aBUCAT OT BO3pacTa.
OnHako y HEKOTOpBIX NAIMEHTOB IOXKWJIOTO BO3pacra Iocie |5-MUHYTHOW BHYTPHBEHHOW
MH(QY3UU OTMEYEHO YBEIMYEHHE KOHIIEHTpaluu IukiodeHaka B 1iazme kpoBu Ha 50% mo

CpaBHCHHIO C TAKOBBIM ITOKA3aTCJICM Y 3JOPOBBIX r[[OGpOBOJ'H:I_IeB Ooiee MOJIOOOTO BO3pacTa.

eTH
VY nereil KoHIEHTpanuu AUKIO(EHaKa B IUIa3Me KPOBU MPU NMPUMEHEHHH 3KBHUBAJEHTHBIX /103

npemnapara (MI/KI Macchl Tejla) CXOJHBI C COOTBETCTBYIOIIMMHU MOKA3aTEISIMU Y B3POCIBIX.

6. PAPMAIIEBTUYECKHE CBOMCTBA
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6.1 IlepeyeHb BcmoMorareJibHbIX BellleCTB

BonbTapeH, 25 Mr, TaOIETKU KUIIIEYHOPACTBOPUMBIE, TOKPHITHIE 000I0UKOMA

Kpemuust auokcua KOJTOUIHBINA O€3BOIHBII

[emnron03a MUKPOKPUCTAIIINYECKAS

JlakT03BI MOHOTHIpAT

Maruus creapat

Kpaxman kykypy3HbIi

IMoBunou K 30

Kapbokcumeruiakpaxman HaTpust

Obonouxa

I'mnpomennosa

Makporosa rauuepuiruIpoKcucTeapar

[TpemMuKc 000TOUKH KENTHIN (THIIPOMEII03a, KPACUTENb Kelle3a OKCUJ KENThI)
Tanpk

[Ipemukc 06omouky Oenblil (THITPOMEITIO3a, TUTAHA THOKCH]T)
Kuweunopacmeopumas obonouxa

MeTtakpuaoBOH KUCIOTHI U ATUJIaKpuiiaTta conojiumep [1:1]
Makporoin 8000

CunukoHoBasi NPOTUBOBCIIEHUBatoMascs IMybcus SE 2
Tanpk

Oxpauennasn 060104ka

I'mnpomennosa

Makporosia rIuuepuiIruIpoKcucTeapar

[TpemMuKc 000TOUKH KENTHIHN (THIIPOMEII03a, KPACUTENb Kelle3a OKCUJ KENThI)
Tanpk

[Tpemuxc 060m0uKH Oenblil (THIpOMeIIo3a, TuTaHa TUOKCU).

BonawTrapen, 50 mr, TaOJIETKH KUIIEYHOPACTBOPUMBIE, IIOKPHITHIE 000TOUKOM

Kpemuus nuokcua KomouHbIH 0e3BOIHBIH
[emntono3a MUKpOKpUCTAIIINYECKast
JlakT03BI MOHOTHIPAT

Maruus creapat

Kpaxman kyKypy3HbIi

[ToBuaon K 30

Kapbokcumeruiakpaxman HaTpust
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Obonouka

I'unpomennosa

MakporoJia ridiepuiIruIpokcucTeapaT

Kpacutens xeneza oKCu KpacHbIM

Kpacurens xene3a OKCU KEIThIH

Tanpk

Turana TMOKCHU]T

Kuweunopacmeopumas obonouxa

MeTtakpuaoBOH KUCIOTHI U ATUJIaKpriiata comnojumep [1:1]
Makporoiu 8000

CunukoHoBasi NPOTUBOBCIIEHUBaOIasACs IMyJbcus SE 2
Tanpk

Oxpauwennasn 060104Kka

I'mnpomennosa

MakporoJia ridiepuiIruIpokcucTeapaT

Kpacurens xene3a okCu KpacHbIM

Kpacurens xene3a OKCU KENThIH

Tanbk

Turana TUOKCUII.

6.2 HecoBMecTHMOCTD

He npumenumo.

6.3 Cpok rogHocTu (CPOK XpaHeHHUs )

3 rona.

6.4 OcoObie Mepbl MPEJOCTOPOKHOCTH NIPH XPAHCHUH

ITpu Temneparype He Boime 30 °C.

6.5 Xapakrep u coaepkaHMe YIIAKOBKH
10 TabyeTOK, MOKPBITHIX KUIMIEYHOPACTBOPUMON 00010uK0ii, B O6muctepe u3 [IBX/TIBAX/TIOD u

AIIFOMHUHUEBOM (I)OJ'IBI‘I/I. ITo 2 i 3 6J'II/ICTCpa BMCECTC C JINCTKOM-BKJIaJIbIIIICM B KapTOHHOﬁ ITayke.

6.6 OcoObie MepbI MPEAOCTOPOKHOCTH NP YTHJIM3AIUM UCTI0JIb30BAHHOIO JIEKAPCTBEHHOI 0
npemnapara ujad 0Txoa0B, IMOJYYCHHBIX MOCJI€C MPUMEHEHHUSA JEKAPCTBEHHOI'0O Mmpernapara u
Apyrue u Apyrue MaHuNyJIsIMH ¢ IpenapaToM

Oco0ble TpeOOoBaHUS OTCYTCTBYIOT.
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COOTBETC TEn ET_-'I' CINEPTHC 'H fFOTUETY

032026 N2 6324

7. IEPKATEJb PETUCTPAIIMOHHOT O YJ:[OCT%EBEﬁn%r TENBHOCTE 0007)

HIBeitnapus / Switzerland
Hogaptuc ®@apma AI' / Novartis Pharma AG
JluxTmrpacce 35, 4056 bazens / Lichtstrasse 35, 4056 Basel

7.1 llpeacraBuTeib AepaTesisi PErHCTPALMOHHOIO YI0CTOBepeHus Ha TeppuTopun Corsa

[Iperen3un HOTDC6I/IT€HCI71 HaIpaBJIATH 110 aApECy:

Poccuiickaa ®eoepayus

000 «HoBaptuc ®apmay

125315, r. Mocksa, JIenuHnrpaackuii mpocnexr, 1. 70
Ten. +7 (495) 967 12 70

®axc +7 (495) 967 12 68

OnextponHas noyra: drug.safety russia@novartis. com

Pecnybnuxa benapyco

[IpencraButensctBo AO «Novartis Pharma Services AG» (IlIBeitmapckas Kondenepamus) B
Pecny6nuke benapychb

Anpec: 220069, r. Munck, np-T J[3epKuHCKOTO, 5, 1oM. 3, oduc 3—1

Ten.: +375 (17) 360 03 65

OnekTtponHas noyra: drugsafety.cis@novartis.com

8. HOMEP PETUCTPAIMOHHOTI'O YOCTOBEPEHUA

JITI-Ne(009713)-(PT-RU)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA
JlexapcTBEHHBIN ITpenapaT OTHOCUTCS K KATETOPUU OTITYCKa 10 PELECITY.

OO0mias xapakTepUCTHKA JICKAPCTBEHHOTO Mperapara {TOProBoe HAaWMEHOBAaHME| OCTYIHA B
€IMHOM PEecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeicTB EBpasuiickoro sSKOHOMHYECKOTO
coro3a M Ha O(UIMAILHOM caiiTe YMOJIHOMOYEHHOTO opraHa (dKCIEPTHOM OpraHu3aluuf)
(https://lk.regmed.ru/Register/EAEU_SmPC).
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