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COOTBETCTEYET 3KC
ot 20.04 202

EPTHOMY OTY

> 8095

EHOLTE Q001)

OBILIAA XAPAKTEPUCTUKA JIEK4

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
No6ynpoden, 200 mr, TaOIEeTKH, TOKPHITHIE CaxapHO 000JI0YKOA.

2. KAYMECTBEHHBIN 1 KOJITMYECTBEHHBINA COCTAB

JleiicTBytol1ee BemecTBO: HOynpodeH.

Kaxxnas Tabnerka comgepxut 200 mr ubynpodena.

BemiectBa, Hamu4Me KOTOPBIX HAJ0 YYMTHIBATH B COCTAaBE JIEKAPCTBEHHOIO Iperapara: caxaposa,
Kpacutenb a30pyOuH (cM. pazzaensl 4.3, 4.4).

ITonneri MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIICCTB IMIPHUBCACH B Pa3CJIC 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, MOKPBIThIE caxapHO 000I0YKOH.
TabneTku, MOKPHITEIE 000I0YKOM, PO30BOTO I[BETA, TBOSKOBBIMYKJIBIC.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3zanusi K NPUMEHEHUIO

[Mpenapar N6ynpodeH nokaszan kK MPUMEHEHUIO y B3POCIBIX U JAETEH B BO3pacTe OT 6 JIET ¢ MacCoi
Tena oT 20 Kr IpU CIEAYIOIINX COCTOSHUSX:

e TrOJIOBHas 00JIb, MUTPEHB, 3yOHas 00Jb, 00JIC3HEHHBIE MEHCTPYAIUH, HEBPAITHs, OOJIH B CIIHMHE,
MBIIICYHBIEC ¥ peBMaTH4YECKHE 00JH, 00U B CyCTaBax,

JIMXOPaJI0UHbIe COCTOSHUS NPU TPUIIE U MPOCTYAHBIX 3a00JIeBaHUAX (JIMXOpajKa, rOJOBHAs
00116, 00I1I1as1 MBIIIEYHAsE 00J1b, 00JIb B TOpJIE, JIOMOTA B TEJIE U 03HOO).

[Ipenapar npeaHa3HayeH JUIsi CUMIITOMAaTHYECKOTO JICYEHUS: YMEHBIIEHUS OOJM, BOCHAJCHUS U
CHIDKEHHS TTOBBIIIIEHHOW TEMITEPaTyphI Tela.

4.2. Pe:xuM 103MPOBAaHUSA U CIIOCO0 MPUMEHEHMsI

Puck pa3BuTHs HEKeNaTeNbHBIX PEAKIMNA MOKHO CBECTH K MUHUMYMY, €CJIM IPUHUMATh Ipernapar
MaKCUMaJbHO KOPOTKMM KypcOM B MHUHUMAaJIbHOW 3(QQEeKTUBHON 103€, HEOOXOIuMOM g
yCTpaHEHUs] CUMIITOMOB (CM. pa3zien 4.4).

Pexxum no3upoBanus

1 Tabnetka (200 mr) go 3—4 pa3 B cryku. s qoctuxkeHust 6ojee OBICTPOrO TEPaneBTHYECKOTO
s dexTa y B3poCIiIbIX pa3oBasi 1032 MOKET ObITh yBenn4ueHa 110 2 Tadnetok (400 Mr) 10 3 pa3 B CyTKH.
WuTepBan Mexay nmprueMaMu npernapara J0DKEeH COCTaBIATh 6—8 yacoB. MakcumanbHasi CyTO4HAs
no3a coctasisieT 1200 mr (6 Tabnerox).

PekoMeHnayercss mpekpaTuth Je4eHHE U OOpaTUTHCS K Bpady MPU HEOOXOAMMOCTH MPUMEHEHUS
rpenapara JoJblie 2—3 JHeH WIK NIPU YXYALIEHUH COCTOSHUSA.

[TanuenTam ¢ 3a0oneBaHusIMU kenynouHo-kuineunoro Tpakta (JKKT) pexkomeHnayercs mpuHUMATh
JAHHBIN TIperapar BO BpeMsl MpueMa IHIIH.

[Ipu npuMeHeHUN Nocye mprueMa MUK IeHCTBUE TIpernapaTa MOXKET 3aMeNTUThCS. B TakoMm ciydae
HE clieflyeT MPUHUMATh OOIBINYI0 103y npemnapaTta. Heobxoaumo coOmroaaTh TpeOyeMblil HHTEpBaI
MEXIy ABYMS JO3aMH.

Oco0ble TpynIbl MAIMEHTOB

Iayuenmoi nodcunozo eospacma

Koppekuus 10361 a8 TOXWIBIX IMAallMEHTOB HE Tpedyercs. M3-3a BO3MOXKHOTO pPa3BHUTHS
HeXelaTeNbHBIX peakiuii (CM. pa3zaen 4.4) peKkOMeH 1yeTcs TIIATEIbHOE HAOII0ICHUE 32 COCTOSIHUEM
MOKIJIBIX TTAIIMEHTOB TIPU MPUEME TIpernapara.

Ilayuenmoi ¢ HapyweHuem QyuKyuy novex
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

He Tpebyercs (A7 MANMEHTOB C TSDKEIOW MOYeYHOW HEeTOCTaTOYHOCTHhIO mpemnapaTt MOympoden
IPOTUBOIOKA3aH).
THayuenmo ¢ HapywieHuem QYHKYuu neveHu
VY manueHToB ¢ JIETKUM HIIM YMEPEHHBIM HapylieHneM (DyHKIUY MeYeHU CHUKEHHE JI03bI Ipenapara
He TpeOyercst (JUIs MAIMEeHTOB ¢ TSHKEJION MEeYSeHOYHOH HeAO0CTaTOYHOCThIO mpemnapat Moynpoden
IPOTUBOIIOKA3aH).

eTH
Jetsm ot 6 1o 12 ner (¢ maccoit Tena ot 20 xr) npuHuMath 1o 1 tabdaerke (200 mr) o 3—4 pa3 B
cyTku. MakcuManpHasi CyTOYHAs J103a JUIs 1eTeit B Bo3pacte oT 6 1o 9 met (20-30 kr) — 3 Tabnetku
(600 mr), ot 10 1o 12 ner (31-40 xr) — 4 Tabaetku (800 mr), oT 13 mo 18 et — 4-6 TabaeTok (800-
1200 wmr).
Pexxum no3upoBanus U1l MOAPOCTKOB OT 12 10 18 neT He oTinyaeTcs OT pexkuma JI03UPOBaHUs Jis
B3pOCJIBIX.
[Ipenapar MOympodeH He ciienyeT NpUMEHTh y IeTel B Bo3pacTe /10 6 JeT U Maccoit Tena 10 20 kr
B CBSA3M C HEBO3MOKHOCTBIO O0ECIIEUNUTh PEKUM J03UPOBAHMS.
Crnioco0 npuMeHeHus
Jns mpuema BHYTpb. TaOmerky ciemyer 3ammuBaTh BOJOW. TONBKO Ui KpPaTKOBPEMEHHOTO
MIPUMEHEHHUS.

4.3. [IporuBonoKa3zanust

— Tl'unepuyBcTBUTENBHOCT, K HOyHpodeHy MU K JIOOOMY H3 BCIOMOTaTENbHBIX BEIIECTB
npernapara, IEpEeYnCIeHHbIX B paszaene 6.1.;

— IIOJIHOE WJIM HEIOJIHOE COYeTaHHEe OpPOHXHMAIBLHOM acTMbI, pEHUAUBUPYIOLIETO MOJINI03a HOCA U
OKOJIOHOCOBBIX Ta3yX, U HEMEPEHOCHUMOCTH alleTUIICAUIIMIOBOM KUCIOoThl win apyrux HIIBIIL, B
TOM YUCJIE B aHAMHE3E;

— DSPO3UBHO-S3BEHHbIE 3a00JIEBAHUS OPraHOB HKEIYAOYHO-KUIIEYHOTO Tpakra (B TOM 4YHUCIE
sI3BEHHAs1 OOJIE3HP KENy/IKa U JIBCHAIIATUNICPCTHOW KUIIKU, O00sie3Hh KpoHa, I3BEHHBIN KOJIHT)
WK S3BEHHOE KPOBOTEUCHHE B aKTUBHOH (pa3e miim B aHaMHe3e (1Ba WK 0oJiee OATBEPKICHHBIX
3MU30/1a S3BEHHON O0JIE3HU WU S3BEHHOTO KPOBOTEUEHHS);

— KpoBoTeueHuss wunu mnepdopanuu s3Bbl opraHoB JKKT B aHamnese, CIpOBOIMPOBAaHHBIC
npumenenneM HIIBII;

— TsDKeJas cepjedHasi HeIoCTaTOYHOCTh ((PpyHKImoHaIbHBIN Kiace IV no knaccudukamuu NYHA);

— MEeYeHOYHasi HEJOCTaTOYHOCTh WU 3a00sIeBaHue eYeHH B aKTUBHOM (hase;

— TMOYeYHas HEJOCTATOYHOCTh TSDKENOW CTeMmeHM TsDKeCTH (KJIUpeHC KpeaTMHHHa MeHee 30
MJI/MUH);

— TMOATBEPKICHHAS THIICPKATHEMHUS;

— MEepHOJ MOCIIE POBEICHUS AOPTOKOPOHAPHOTO UTYHTUPOBAHNUS;

— BHYTPHUYEPEIHOE UJIU IPYTroe KPOBOTCUCHHUE;

— reMomIIUS W JOpyrHe HApYIICHHS CBEPTHIBAEMOCTH KPOBU (B TOM YHCIIE THIIOKOATYJISIIHS),
reMOpparuuecKue JuaTesbl;

— OepeMeHHOCTh B cpoke Ooiee 20 Henemb;

— JIeTCKUI BO3pacT 10 6 JieT;

— neduruT GepMeHTa riIroK030-6-hocdaraeruiporeHassl,

— JIEKOMIIEHCUpPOBaHHasI cepieyHasi HeI0CTaTOYHOCTh;

— Macca tena MeHee 20 Kr.

4.4. OcoOble yka3zaHHusl U MepPbI NPETOCTOPOKHOCTH NP NMPUMEHEHUN

[Tpu mprMeHeHnH Ipernapara MaKCUMaTbHO KOPOTKUM KypCOM B MUHUMAIIbHOH 3 pekTrBHOMU 103¢e,
H€06XOJ]I/IMOI>1 IJId YCTPAHCHUS CUMIITOMOB, PUCK Pa3BUTHUS HECXKEIATCIIBHBIX peaKHI/Iﬁ MOX>XXHO CBE€CTU
K MUHUMYMY (cM. HHxke nHpopmarmio o puckax 1 KKT u cepaedHo-cocyiucToi cucTeMsi).
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COCTOSIHUSIX BO HM30€KaHHEe MX OO0OCTpeHHus: ogHOBpeMeHHbIH mpuem apyrux HIIBII, Bkmrouas
ceneKkTuBHbIe HHIUOUTOPH! [{OI'-2, KOTOpBIE MOBBIAIOT PUCK PA3BUTHS HEXKEJIATEIIBHBIX PEAKLIUI;
HAJIMYHME B aHAaMHE3€ OJHOKPATHOTO 3IM30/1a SI3BEHHON OOJIE3HU XKENTy/lKa M JBEHAaTUIIEPCTHON
KUIKY uian si3BeHHoro kposoTeueHust JKKT; ractpur, sHTEpUT, KOJUT, Hajduuue HH(EKUUU
Helicobacter pylori, s3BeHHBII KOJIWT; OpOHXMAJIbHAS acTMa WIHM aJUIeprUdecKkure 3a00JIeBaHus B
cTaguu 00OCTPEHHUs WM B aHaMHE3€ — BO3MOXKHO Pa3BUTHE OpOHXOCMa3Ma; CHUCTEMHasl KpacHas
BOJYaHKA WJIM CMEIIaHHOE 3a00JIeBaHUE COCTUHHUTENBbHON TKaHHM (cuHapoMm lllapma) — moBbleH
PHUCK acCEeNTUYECKOr0O MEHUHIUTA; BETPsAHAs OCIA; MOYE€YHas HEIOCTATOYHOCTb, B TOM YHCIE IPU
obOe3BokuBaHuu (kimupeHc kpearnHuHa wenee 30-60 wmu/muH), HeppoTHUECKHU CHHIPOM,
IICYCHOYHAss  HEJOCTaTOYHOCTb,  LHMPPO3  II€YEHH C  MNOPTAJIbHOM  TUIEPTEH3HEH,
rUnepOmIMpyOMHEMUs, apTepHajbHas THIEPTEH3UsS W/WIM  CepledHas HeIO0CTaTOYHOCTbD,
1iepeOpoBacKyIsApHble 3a00sieBaHUs, 3a00J€BaHUS KPOBHM HESICHOM 3THONOTMM (JIEHKONEHHsS U
aHeMus1), TSDKENbIe COMAaTHYeCKHe 3a00JeBaHMs, JUCIUIUICMUS/TUIICPIUIUICMUS, CaxapHBINA
nuaber, 3a0osieBaHUs nepupepudecKux apTepuil, KypeHue, 4acToe YHOTpeOJIeHHE aJKorous,
OJIHOBPEMEHHOE TPUMEHEHHE JIEKAPCTBEHHBIX CPEACTB, KOTOpPHIE MOTYT YBEJIHWYHUTb PHUCK
BO3HMKHOBEHUS 513B MM KPOBOTEUEHHS, B YACTHOCTH, NEPOPATBHBIX TIIOKOKOPTUKOCTEPOUAOB (B
TOM 4YHUCJI€ IMIPEIHU30JI0HA), AHTUKOAryJISHTOB (B TOM u4ucie BappapHHa), CEIEKTUBHBIX
MHTUOUTOPOB OOpaTHOrO 3axBaTa CEPOTOHMHA (B TOM YHMCIE LUTalonpama, (IyoKCeTHHa,
MapOKCETHHA, CEpTpaliiHA) WJIM aHTUArperaHTtoB (B TOM YHUCIE AalETWICATUIUIOBON KUCIIOTHI,
KJIonuaorpesna), 6epeMeHHOCTh B cpoke 10 20 Hepelnb, Nepruo/l TPyJHOr0 BCKapMIIMBAHUS, TOXKUION
BO3pPAaCT, Bo3pacT muafme 12 jer; mociae oOMHMPHBIX XUPYPTUIECKUX BMEIIATEIbCTB.

[TanMeHTHl NOKUIIOTO BO3pacTa

¥V nanueHToB noxuioro Bo3pacra npumenenre HIIBIT wanie conmpoBoxkaaeTcs HexenaTeaIbHbIMU
peakuusMu, pEeKOMEHAYETCsl THIaTeNbHOEe HAOMIOJEHUE 32 COCTOSHUEM IMallMeHTOB IPH IMpHEeMe
npemnaparta. OcoOeHHO BBICOK PUCK pa3BUTHUS KpoBoTeueHHs U nepdopanun crenku KKT, kotopsie
MOTYT MPUBECTH K cMepTeIbHOMY Ucxoay (cMm. pazzen 4.2). [Tanuentam, B 0COOEHHOCTH MOXKHIIBIM,
HE00X0IMMO COOOIIATH O JIFOOBIX HEOOBIUHBIX cuMIITOMax co cTopoHbl JKKT (ocobeHHo kemypouHo-
KHILIEYHOTO KPOBOTEUYEHHMSI), 0COOCHHO Ha HaYaJIbHBIX dTarax JeueHusl.

Bausuue na XXKT

Crnenyer nmpumeHsATh mnpenapat MOympodeH ¢ OCTOPOXXKHOCTBIO MU CIEAYIOIUX COCTOSHUSIX:
HaJIMYHME B aHaMHE3€ OJHOKPATHOTO 3IM30/1a SI3BEHHON OOJIE3HU XKeNy/lKa M JBEHaIaTUIIEPCTHON
KUIIKK win si3BeHHoro kposoreueHus JKKT; ractpur, sHTepUT, KOJIUT, Haauuue HH(EKIUU
Helicobacter pylori, 13BeHHBIN KOJUT.

[Nanentam ¢ 3aboneBanusiMu JXKKT pekomeHnnyercs NpuUHUMATh JAaHHBIM IpemnapaTr BO BpeMs
npuemMa numu. IIpy mnosiBIEHMM CHUMIOTOMOB TacTpPONATHHM I10Ka3aH TIIATEIbHBIH KOHTPOJIb,
BKJIIOYAIOLIUI MpoBeJeHne 330(aroracTpoyoleHOCKONNH, OOIIMHA aHaJIn3 KpOBH (ONpenesieHne
reMorjio0unHa), aHaIu3 Kajla Ha CKPBITYIO KPOBb.

Crenyer ¢ OCTOPOKHOCTBIO PEKOMEHI0BaTh Mpenapar NalueHTaM, IPUHUMAIOIIUM JIEKapCTBEHHbIE
IpenapaThl, KOTOpbIE MOTYT YBEIMUYUTh PUCK Pa3BUTHS $3Bbl WJIM KPOBOTEUECHMs, HalpuMep,
NepopanbHble KOPTHUKOCTEPOMJIbl, AHTUKOATYJSHTHI, Takue Kak BappapHuH, CeJIEeKTHUBHBIE
MHTHOUTOpHl 0OpaTHOro 3axBara cepoToHuHa, apyrue HIIBII wnm antuarperanTs! (Hampumep,
aleTWICAIUIIMIOBAs KHUCioTa) (cM. pasnen 4.5). Bo3sMoXHO pa3BUTHE KEITYJOYHO- KHUIIEYHOTO
KPOBOTEUEHHSI, U3bSI3BICHUE WU epdopalys, KOTOpble MOTYT HIPUBECTH K CMEPTEIbHOMY UCXO.Y,
nipu npumeHennu Bcex HIIBII B 1100601 MOMEHT BHE 3aBUCUMOCTH OT HAJIMYUS HPEIYTPEKTAIOLINX
CHUMIITOMOB, a TaKxe npu yenuueHuu 10361 HIIBII n Hanmuuuy si3BeHHOH 00J1€3HU B aHaMHe3e.
[Mpumenenne Noynpodena ciemyer npekpaTuTh B CIy4ae CHIIbHOW OOJHM B JKUBOTE, MEJICHBI WIIH
KpPOBaBOH PBOTHI.

Tspxenple KOXKHbBIE PEAKINU

bbun mosryueHsl COOOIIEHHSI O Pa3BUTUHU TSKEIBIX KOXKHBIX HEXKeJaTeJIbHbIX peakluil, BKIoYas
9KC(OIMATUBHBIA  JIEPMATHUT, JSpPUTEMY MyIbTHPOPMHYIO, cuHApoM CrtuBeHca-/)kOHCOHA,
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703UHO(UINEN W CHCTEMHBIMM CHUMITOMAaMH), OCTPBIM T€HEPaJM30BAHHBIM HK3aHTEMAaTO3HBIN
nyctyie3 (AGEP), koTopble MOr'yT OBITh U3HEYI'POXKAIOIIMMU WIM CMEPTEIbHBIM, CBA3aHHBIE C
npuMeHeHneM ndymnpodena (cMm. paznen 4.8). [Ipumenenne Uoynpodena crneayer npekpaTuTh Ipu
IIEPBOM IOSIBJICHUH IIPU3HAKOB M CUMIITOMOB CEPbE3HBIX KOXKHBIX PEAKIIMH, TAKUX KaK KOXKHasl ChIIIb,
MOPaXKEHUSI CIIM3UCTON 000I0YKH, WU JIFOOBIX JPYTUX MPU3HAKOB TMIEPYyBCTBUTEIBHOCTH.

B MCKITIOUMTENbHBIX CIy4asiX BO3MOXKHO Pa3BUTHE TSXKENbIX HHPEKIIMOHHBIX OCI0KHEHUI BETPSHON
ocIibl: HHPEKITUU KOKU U MoAKokHOU kierdatku. Pone HIIBIT B o6ocTpernn 3THX MHPEKIUH 10
KOHIIa HE U3yuyeHa U He uckmouaercs. [loaTomy npumenenue npenapara Moynpoden npu BeTpsiHOM
OCII€ HE PEKOMEHIyEeTCSl.

BoznelicTBue Ha cepIeYHO-COCYANCTYIO CUCTEMY U COCY/IBI TOJIOBHOTO MO3Tra

Crnemyer oOCyIUTH C JICUallMIM BpPadyoM WM PaOOTHUKOM AamnTeKH IIeIeCO00Pa3HOCTh JICUCHUS
MAIUEHTOB C apTepUalIbHON rUnepTeH3uel /M nHpapkToM MHOKapaa B aHaMHe3€e, ITOCKOJIbKY B
CBSI3W C MPHUMEHEHHMEM JaHHOTO Tpenapara COOOIANIOCh O 3aJep)KKe >KUIKOCTH B OpraHHU3ME,
apTepHabHON TUNIEPTEH3UU U OTEKaX.

CormacHo pe3ynabTaTaM KIMHHYECKHAX MCCIIEOBaHUM, MpUMEHEeHHe HOymnpodeHa, O0coOeHHO B
BBICOKMX J03ax (2400 Mr/cyTku), MOXeT OBbIThb CBSI3aHO C TMOBBIIIEHHBIM PUCKOM Pa3BUTHUS
TPOMOOTHYECKHIX OCIIOKHEHHH (Hampumep, MHQApKT MUOKapaa WM UHCYNbT). B menom, cormacHo
JAHHBIM JTHJIEMUOJIOTUYECKUX HCCIEIOBAaHU, CBSI3b MpUMeHeHUs HOymnpodeHa B HM3KUX J03aX
(marmpumep, < 1200 Mr/CyTKH) C MTOBBIIIEHHBIM PUCKOM PA3BUTHUS TPOMOOTHYECKUX OCIIOKHEHHH HE
BBISIBJICHA.

[TanpeHTaM C HEKOHTPOJIUPYEMOM apTEpUAIBHOM TMIIEPTEH3UEH, 3aCTOMHOM CEepIeYHON
HenocTaTtouHOCThIO (Kimace [1-I11 mo HL}O—ﬁOpKCKOﬁ aCCOIIMAITUU KapIUOJIOTOB), TIOATBEPKICHHON
WIIIeMHYECKON  OOJIe3HBIO  cepAma, 3a0oJieBaHUSMU  TEepU(EPUUSCKUX  apTepuil  W/WiH
1epeOpOBACKYISIPHBIMU 3a00JI€BaHUSIMU CJIeIyeT Ha3HaYaTh UOYNPOdeH TOIbKO MOCie THIATeIbHOM
OIICHKH COOTHOIICHHUS TMOJIb3a—pucK. CiemayeT n3deraTh mpreMa rnpemnapara B BEICOKHX g03ax (2400
MTI/CYTKH).

Taxke crneayeT TIIATEIBHO B3BECUTH 11€1€CO00Pa3HOCTh JOJITOBPEMEHHOIO JIEUEHUS NAI[UEHTOB C
(akTopaMu pHUCKa pa3BUTUS CEPACUHO-COCYTUCTHIX 3a00JeBaHUM (apTepuanbHas THUIEPTEH3US,
THIEPIUIHIEMES, CaxapHbIid TuabeT, KypeHHe), B OCOOCHHOCTH MPH HEOOXOIMMOCTH PUMEHEHHUS
noynpodena B BRICOKHX J03ax (2400 mMr/cyTKn).

Coobmanocs o ciydasix cuHapoMa KoyHuca y manmeHToOB, MOMydaBmInX uOympoden. Cunapom
Koynuca (amnepruueckuil OCTpbIii KOPOHAPHBIA CHUHIPOM) — 3TO TPYIIa CEepAeYHO-COCYAUCTHIX
CUMIITOMOB, BBI3BAHHBIX BBICBOOOKJIECHHEM MEAMATOPOB BOCIMAJIEHMS BCIEACTBUE aJIJIEPrHUYE€CKON
peaKIuy, CBA3aHHBIX CO CIIa3MOM KOPOHApPHBIX apTepHii, KOTOpas MOXKET MPUBECTH K UHPAPKTY
MHUOKap/a.

IIpouue ykazanus

B ouenp penkux ciydasx cooOmanoch 00 OCTPBIX PEaKIHAX THIIEPUYBCTBHTEIBHOCTH (HApUMED,
aHaunakTueckuil mok). [Ipy mepBBIX NpU3HAKaxX Pa3BUTUS PEAKIMU TMIIEPUyBCTBUTEIBHOCTU
Iocjie IpueMa IpernapaTa JI€4YeHHE HEOoOXOOUMO MpEeKpaTUTh. B 3aBUCUMOCTH OT TSXKECTH
CHUMIITOMOB MEIUIIMHCKUIA NIepCOHAI JIOJKEH MPUHATHh HE0OX0AUMbIE MEPBHI.

Noynpodern MoXeT MacKMpoBaThb CHMIITOMBI HH(EKIMOHHOTO 3a00JIeBaHUSI, KOTOPOE MOXKET
MIPUBECTH K 3a/€pKKE Hayajla COOTBETCTBYIOILIEIO JICYEHUS M TEM CaMbIM OCJIOKHUTH TEUECHHE
3aboneBanus. Korma mpemapar NpUMEHSIOT NpH TOBBILIEHUH TEMIIEpPAaTyphl Tena WA IS
oOneryenust 00iaM HpU HHPEKIUU, PEKOMEHIYETCS MPOBOAUTH MOHUTOPUHI HHQPEKIHMOHHOIO
3a0oseBaHus. B ycloBusX JiedeHUs] BHE MEAMLIMHCKOTO YUPEXKICHHS MAaLUEHT J0JIKEeH 00paTUThCs
K Bpady, €CJIi CUMIITOMBI COXPAHSIOTCS WIH YCUIINBAIOTCS.

[Ipumenenne MOynpodena cieayeT NMpeKpaTUTh B ciydae IMOSIBICHUS CHUMITOMOB HapyIICHUs
KpOBETBOpPEHUS, a TaKK€ IpPU BO3HUKHOBEHMHM WIM YCWIEHHH CUMIOTOMOB HWH(EKIHOHHOIO
3a0oJeBaHUsl BO BpeMsl IPUMEHEHUsI Ipernapara.
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TpoMOOoLKTOB. [l03TOMY pekomMeHnyeTCsl YCTaHOBUTh TIIATEIbHOE HAOJIO/IEHNE 3a MallMeHTaMu C
HapyLICHUSIMU CBEPTHIBAEMOCTH KPOBHU.

B cnyyae panuTenbHOrO NpUMEHEHUs Hpernapara HEOOXOJHMMO PpEryjsipHO KOHTPOJIMPOBATH
HoKa3zarenu GyHKIMU NeueHH, QyHKIMM [TOYEK M aHAJIN3a KPOBH.

JlnmuTensHOE MPUMEHEHHUE JII00BIX 00€300JMBAIOIINX CPECTB MPH FOJIOBHOM OOIM MOXKET MPUBECTH
K YCHJICHHIO BBIPQ)KEHHOCTH CUMIITOMOB. B 3TOM citydae nanuenry ciieyeT NpOKOHCYJIbTHPOBATHCS
C BpauoM M IMpPEKpaTuTh IpueM mnpenapara. [Ipy AMarHoCTUKE MAaLMEHTOB C YaCThIMM WU
©)KEHEBHBIMHM TOJIOBHBIMM OOJIIMH, HECMOTpPSI Ha PEryJjsipHOE NPUMEHEHUE 00e300JIMBaIOLINX
npernapaTtoB (WIM U3-3a HX [PUMEHEHMsI), CJEAYeT Y4YUThIBaTb BO3MOXHOE pa3BUTHE
MeAMKaMEHTO3HO-MHAYIIUPOBAHHOM (a0y3yCHOI) TOJIOBHOI 00JIH.

HeoOxonuma KoHCyJbTalMsl C BpayoM Iepej NMPUMEHEHHEM Ipenapara MNauueHTaM C M0YEeYHOU
HEJI0CTaTOYHOCTbIO, ITOCKOJIBKY CYIIECTBYET PUCK YXY/IIEHUS (YHKIIMOHAIBHOI'O COCTOSIHUS ITOYEK.
Perynspuoe npumeHeHue o00€300JIMBAIOIIMX IIPENapaToB, B OCOOEHHOCTH IPU COBMECTHOM
INPUMEHEHUH HECKOJbKUX 00€300JIMBAIOIIMX CPEJCTB, MOXKET IPHUBECTH K HeoOpaTuMomy
MOBPEXKICHUIO IIOYEK C PHUCKOM PA3BUTUS IIOYEYHOW HENOCTAaTOYHOCTH (aHaJbreTHYecKas
Hedpomnatus). ITOT PUCK MOBBIIIAETCS [IPU OTEPE COJIeH U 00E3BOKUBAHHH.

[Mpumenenne HIIBIT omHOBpeMeHHO ¢ ynoTpeOIeHHEM aJIKOTOJIsl MOXKET MPUBECTH K yCyryOIeHHUIO
He’KeNaTesbHbIX 3(p(EKTOB, CBA3aHHBIX C JEHCTBYIOIINUM BEIECTBOM, B OCOOEHHOCTU CO CTOPOHBI
KKT u nentpaabHON HEPBHOW CHCTEMBI.

CylecTByIOT OTrpaHMYEHHbIE J10Ka3aTelIbCTBA TOTO, YTO JICKAPCTBEHHBIE Ipernaparbl, KOTOpbIE
MHTUOUPYIOT CHUHTE3 LUKIOOKCHUI'€HA3bl WM MPOCTArJIaHJUHOB, MOTYT BbI3bIBATH CHI)KEHHE
PEenpoIyKTUBHOM (PYHKIMH y JKEHILMH U3-3a BIUSHUS HA OBYJIALUIO. DTO SIBJIEHUE 00paTUMO TOCIe
MpeKpanieHus jgeuenus (cM. pasaen 4.6).

HeoGxonuMo oTmeHuTh mnpemapar 3a 48 yacoB [0 MCCIEIOBaHUS IpU ompenesneHun 17-
KETOCTEPOU/JIOB.

BcrmomorarenbHbIe BeliecTBa

Caxaposa

[TanieHTaM ¢ peIKo BCTPEYANOMICHCS HACICICTBEHHON HEMEPEHOCUMOCTBIO (DPYKTO3BI, TIIFOKO30-
TaJIaKTO3HOM MalibabcopOnmel uiu ASPUIMTOM caxapasbl-H30MalbTa3bl HE CIEAyeT MPHUHUMATH
JIAHHBII JIEKAPCTBEHHBIN Mpernapar.

Kpacumenwv asopyoun

JlaHHBII ~ JIGKAPCTBEHHBI Mpenapar COACPKUT KPAaCUTENlb, KOTOPBIA MOXET BBI3bIBAThH
QIIIEPTUYECKIE PEaKIIMU ¥ OKa3bIBaTh OTPHUIATEIILHOE BIIMSHUE HA AKTUBHOCTh U BHUMaHUE JIETEH.

eTu
V neteii ¥ MOAPOCTKOB MPHU 00E3BOKUBAHUU CYIIECTBYET PUCK HAPYIICHUS (DYHKITUH MTOYEK.

4.5. BzaumopeiicTBHe ¢ JAPYIMMH JICKADCTBEHHBIMHM IMpenaparaMM W Jpyrue BHABI
B3aMMO/AEHCTBUA

CJIGIIVCT n30eraTh OJHOBPEMECHHOI'O MPUMCHCHUA I/I6VHDOd)eHa CO CJICAVIOMHWMH JCKAPCTBCHHBIMHA
CpeaACTBAMM:

Ayemuncanuyunosas Kucioma (3a UCKoYeHuem HusKux 003 e bouee 75 me/cymxu)
OpnHOBpeMEeHHOE TpHMEHEeHHE MOynpodeHa W aleTHICATAIUIOBON KHUCIOTHI, KaK TPaBHIIO, HE
PEKOMEHIYETCS W3-3a TIOBBIIICHHSI PHUCKA Pa3BUTHS HEXEaTeIbHBIX PEaKIINH.

JIOKJIIMHUYEeCKUE JTaHHBIE CBUICTEILCTBYIOT, YTO NMPHU OJHOBPEMEHHOM NPHUMEHEHHUU HOYIpodeH
MOJKET CHI)KATh BIUSHUE HU3KOU JJ03bI allETHIICATUIMIIOBON KUCIOTHI HA arperanuio TPOMOOIIUTOB.
XOTs TIOKa HET YBEPEHHOCTH B MPUMEHUMOCTH JTUX JAHHBIX K KIMHUYCCKUM YCIIOBUSAM, HEJB3S
UCKJTFOUUTh BEPOSITHOCTh TOTO, YTO JUIUTEIILHOC NMpPUMEHEHHE UOynpodeHa MOXKET YMEHBIIATh
KapAHOMPOTEKTOPHBIHN 3(PPEKT HU3KUX 103 Al THIICATHIIMIOBON KHCIOTHI.

[Tpu HEcHCTEMAaTHYECKOM MTPUMEHEHHH HOYTpodeHa TOCTHIKCHNE KIIMHUYECKH 3HAaUUMOoro 3ddekra
MaJIOBEpOSITHO (cM. pazzaen 5.1).
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

OpnnoBpemenHoe npumeHneHue Heckoiabkux HIIBII Mo)ker moBbIcMTh puck 00pa3oBaHUs SI3B U
KEJIyJOYHO-KUIIEYHOTO KPOBOTEUEHUS B PE3yJIbTaTe CHHEpru3ma mnpenapatos. lloatomy Ttaxke
cienyeT uzderaTh OJITHOBpEMEHHOTO TpuMeHeHust noynpodena u qpyrux HIIBII (cMm. pa3gen 4.4).

CraenyeT IposIBISITh OCTOPOKHOCTEL IMPH NMPUMEHEHUH I/I6VHDOd)eHa B COUYCTAHHUHM CO CICAYIONIMMHU
npenaparaMu:

I iuxo3uovl (Hanpumep, OUeOKCUH), (heHUmouH, npenapanmvl TUmus.

[Ipy OnHOBpPEMEHHOM TPUMEHEHUHM TJIHMKO3UIOB (HAampuMmep, IWTOKCHHA), (EHUTOMHA WU
MpenapaToB JUTHUS U JaHHOTO MpenapaTa BO3MOKHO MOBBIIEHNE YPOBHS 3THX MPENAPATOB B IIa3Me
kpoBu. OnHoBpemMeHHoe mnpumeHnenue HIIBII u cepieyHbIX TIMKO3UI0B MOXET MPHUBECTH K
yCYT'yOJICHHIO CepI€YHOM HEeJOCTATOYHOCTH, CHIPKEHUIO CKOPOCTH KITYOOUKOBOM (DMIIBTpAIIH.
[Ipn nmpaBunbHOM NpuMeHeHUH (He Oosiee 4 aHEN) HEOOXOAMMOCTh MOCTOSIHHO KOHTPOJUPOBATH
yYpOBEHb MpEenapaToB JUTHS, AUTOKCUHA WM (PEHUTOMHA B TUIa3Me OTCYTCTBYET.

I'moxoxopmuxkocmepouovl
[ToBhIIatOT pPHUCK pa3BUTHA HEXKENATENIbHBIX peakiui mpexae Bcero co crTopoHbl JKKT
(oOpa3oBaHuMe 3B ¥ pa3BUTHE KEITYIOUHO-KUIIEYHBIX KPOBOTEUEHUH) (cM. pazaen 4.4).

Anmuaepecanmol u cenekmusHvle uHeUOUMOpvl 0opamuozo 3axeama cepomonuna (CHO3C)
[ToBbIIIAIOT PUCK PA3BUTHSI JKETYI0YHO-KUIIIEUHOTO KPOBOTEUEHUS (CM. paznen 4.4).

Anmuxoazynanmel u mpomooIumuiecKue npenapamol
[Mpumenenne HIIBIT moxer ycunuBaTh 3(@eKT Takux aHTHUKOATYJISHTOB, Kak Bap(apuH, U
TPOMOOIMTHYECHX TIpenapaToB (cM. pazzaen 4.4).

Ilpobeneyuo u cyrvghpunnupazon
JlekapCTBEHHBIC Tpemaparthbl, CoAepKaliue NpoOSHEIHI U CYIb(QHHIIUPA30H, MOTYT 3aMEIJIHTh
BbIBEJIeHUE NOYNpodeHa.

Jluypemuxu, uneuoumopoir AIID, bema-610Kamopvl U AHMALOHUCTILL PEYEnmopos aneuomenzura Il
HIIBII moryT cHM»XaTh TEpareBTUYECKOE JCHCTBUE NUYPETHUKOB U IPYIHX aHTUTMIIEPTEH3UBHBIX
MpenapaToB. Y HEKOTOPHIX MAI[MEHTOB ¢ HapylleHneM (yHKIHMU MOYeK (HampumMep, y MalleHToB ¢
00€3BOKMBAaHUEM WM Y TOXWIBIX MAllMEHTOB C HapylmleHHeM (YHKIWHU MOYEK) OAHOBPEMEHHOE
npuMeHeHne HHruouTopos AIl®, 6era-6510kaTOPOB WIIM AHTATOHUCTOB PELIETITOPOB AHTMOTEH3UHA
II 1 npenapatoB, THTHOUPYIOUINX LUKIOOKCUTE€HA3Y, MOXKET IMPUBECTHU K JalbHENIIEMY CHUKEHUIO
(GYHKIIUM TIOYEK, BKIIIOYash BOZMOXKHYIO OCTPYIO MOUEYHYIO HEJOCTaTOUYHOCTh, YTO OOBIYHO HOCHUT
oOpatuMblii xapakrep. Takue codeTaHus cleayeT NPUMEHATbh C OCTOPOXKHOCTHbIO, OCOOEHHO Y
MOXKUJIBIX TanueHToB. CrenyeT yOenuThCs B JOCTAaTOYHOM YPOBHE THApaTallid MalMeHTa |
paccMOTpeTh BO3MOKHOCTh MOHUTOPHHTA (DYHKIIMU MTOYEK B Havaje KOMOMHUPOBAHHOW TEpanuy U
C OIpeIeJIeHHON MepUOAUYHOCTBIO MOCIIE €€ OKOHYAHMUS.

Kanuticoepezarowue ouypemuxu
OnHOBpEeMEHHOE TPHMEHEHHE JaHHOTO TMpernapara M KaluicOeperarmnmx TUYPETUKOB MOXKET
MIPUBECTH K TUTIEPKATIEMHUH.

Memompexcam

[Ipuem ganHOTrO mMpemnapaTta B TeUeHHE 24 4acoB J0 WIH MOCJE MPUMEHEHHS METOTPEKCcaTa MOXKET
BbI3BaTh TMOBBIIICHHE KOHIEHTPAllMM METOTpeKcaTa B IJla3Me€ W YCWIHTh €ro TOKCHYECKOe
BO3JICHCTBHE.

Luxnocnopun

Puck mnoBpexneHHMs TMOYEK B pe3yjbTaTe Tepanud LUKIOCIOPHUHOM IOBBIIIAETCS IIPH
OJTHOBpeMEeHHOM nipuMeHeHnu ¢ onpezneneHapiMi HITBII. Bo3aukHOBeHME yKazaHHOTO YQdeKTa He
UCKITIOYAeTCs IPU Tepanuy HOynpopeHoM B COUETaHUU C LIUKIIOCTIOPUHOM.

Taxponumyc
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IIpu opnoBpemenHom mnpumenenun HIIBIT u TaKponHMvD,a: :BQMFI ngggﬁldq'eH ¢ 'lrmc a

HE()POTOKCUIHOCTH.

3udosyoun

CylecTByIOT yKa3aHUS Ha IOBBIIIEHHBIM pPHUCK pa3BUTHUA TremapTpo3a u remarom y BHY-
UHOUIUPOBAHHBIX MAIMEHTOB ¢ reModuiIneld Mpu OJHOBPEMEHHOM JIEYEHUHM 3HJIOBYIWHOM U
uoynpodenom. [lpu omHoBpemenHom mnpumeHennn HIIBII w 3umoBynnHa TOBBIMIACTCS PHUCK
pa3BUTHS T€MATOTOKCUYHOCTH.

Ilepopanvhule eunoznukemuyeckue 1eKapcmeentvle cpeocmeda, NPOU3800Hble CYIbPOHUIMOYEBUNDI,
U UHCYTIUH

IIpn ognoBpemennom npumeHenun HIIBII u nepopanbHBIX TMIIOTIIMKEMUYECKUX JIEKAPCTBEHHBIX
CPEACTB, TNPOU3BOJHBIX CYyJb(OHUIMOYEBHUHBI, M MHCYJIUHA MOXET YCHIUBATbCcd 3QeKT
IIPENapaToB.

AHMUOUOMUKU XUHOIOHOB020 PsOA
[ToaToMy cCyliecTByeT MOBBIIIEHHBIA PUCK PAa3BUTHS CYAOPOr Yy NAUMEHTOB, MOJIYYaKOIINX
koMOuHupoBaHHyIo Tepanuto HIIBII 1 aHTHOMOTHKaMU XHHOJIOHOBOTO psifa.

Mugenpucmon
He pexomenayercs npumenenne HIIBII B Teuenme 8—12 nneii mocie mpuema MudenpucroHa,
MOCKOJIBKY OHU CHHXKAIOT 3 (PEKTUBHOCTh MU(DEPUCTOHA.

Hneubumopvr CYP2C9

[Tpumenenne ndynpodena B couerannu ¢ uaruouTopamu CYP2C9 mMoxeT npuBECTH K yCUICHUIO
addexra ubympodena, mnockonbky oH sBasercs cybcrpatrom CYP2C9. B  wuccrnenoBanum
BOpHKOHa301a U QuiykoHaszona (uHruouTopsl CYP2CY9) oTMedeHO MOBBINIEHHE aKTUBHOCTU S(+)-
uoynpodena Ha 80 % — 100 %. CnenyeT paccMOTpeTh BOZMOXKHOCTh CHUKEHHSI 103bI HOyNpodeHa
py OAHOBPEMEHHOM JiedeHUH MOIIHbIMU uHrHOUTOpamMu CYP2C9, ocoGeHHO NpHu NpUMEHEHUU
ubynpogeHa B BBICOKHX /103aX B COYETAHUH C BOPUKOHA30JIOM U (IIyKOHA30JIOM.

Llegpamanoon, yegponepaszon, yeghomeman, eanvnpoesas KUCI0ma, RAUKAMUYUH
OpnHOBpeMEHHBIN IPUEM MPUBOIUT K YBETUUECHUIO YACTOTHI PA3BUTHS THIIONPOTPOMOUHEMHH.

Jlexapcmeennvie cpeocmea, 610Kupyloujue KaHanbyesyro CeKkpeyuro
[IpuBOIAT K CHMXKEHUIO BBIBEJICHUS M MOBBIIICHUIO TUIa3MEHHON KOHIIEHTpauu noymnpodeHa.

Hnoykmopvl MuKpocomanvbHo2o oKucieHus (¢eHumouH, 3mauon, dapoumypamsl, pugamnuyuH,
(enunbymason, mpuyukiuieckue aHmuoenpeccanmol)

YBEIUUMBAIOT MPOTYKITUIO THIPOKCHIIUPOBAHHBIX aKTUBHBIX METAa0OJIMTOB, a TAKIKE CIIOCOOCTBYIOT
YBEIUYCHUIO PUCKA PA3BUTHUS TSHKEIIBIX HHTOKCHKAIIHH.

HHZU6um0pbl MUKDPOCOMAIIbHOCO OKUCIERHUA
CHmXaoT PHUCK I'€lIaTOTOKCUYCCKOI'O ﬂeﬁCTBHH.

Anmayuoul u korecmupamun
CHmwxkarT abcopO1uio mpenapara.

Ypurozypuueckue npenapamol
CHuxenne 3(p(peKTUBHOCTH PENapaToB.

Kodgheun
[TpuBoauT K ycuneHuro anansresupytomero 3gpdexra HIIBII.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

NurubupoBanne CHHTE3a MPOCTArjaHIUHOB MOXET OKa3aTh OTPHUIATEIFHOE BIIMSHHAC Ha
OepeMeHHOCTh U/UITU Pa3BUTUE IMOPHOHA HITH T10/a. JlaHHbIe STTHIEMUOTIOTHYECKUX HCCIIE0BaHUI
YKa3bIBAIOT Ha TOBBIMICHHBIA PUCK CaMOIPOHM3BOJILHOTO a00PTa, BPOKICHHBIX MTOPOKOB CEepAIA H
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OepeMEeHHOCTH. AOCONIOTHBIM PHCK pPa3BUTHA NAaTOJOTUU CEPACYHO- COCYAHMCTOH CHCTEMBI
noBblmancs ¢ menee yeM 1 % no npumepHo 1,5 %. Ilpenmonaraercs, 4yTo pUCK BO3pacTaeT ¢
YBEITUYEHUEM JI03bI M JUTUTEILHOCTH TEPAInu.

CornacHo pe3ynbTaTaM HCCIEAOBAaHUN, Y JKMBOTHBIX NPUMEHEHHWE HMHTUOMTOPOB CHHTE3a
MIPOCTArJIaHAMHOB IIPUBOJIMIIO K YBEJIMYCHHUIO CITY4aeB MPe/I- ¥ TOCTUMIUIAHTAIIHOHHBIX BBIKHAIBIIICH
u rubenmu smOpuonHa (Tuioma). Kpome Toro, cooOmianoch O MOBBINIEHHOW YacTOTE Pa3IMYHBIX
MTOPOKOB Pa3BUTHS, B TOM YHCIIE CO CTOPOHBI CEPACYHO-COCYTUCTOM CHCTEMBI, y )KUBOTHBIX, KOTOPBIE
MOJTy4aIl UHTUOUTOPHI CUHTE3a MPOCTArJIaHANHOB B MEPHOJ] OPraHOreHesa.

[Tpu 6epemenHOCTH B cpoke MeHee 20 Helelb cieayeT n3deraTh MpUMEeHEeHNs HOynpodeHa, KpoMe
Clly4aeB, KOTJa B OTOM €CTh OCTpas HeoOXOoAMMOCTh. JKeHIIMHAaM, KOTOpbIe MBITAIOTCS
3a0epeMeHeTh, a TaKXKe Mpu OepeMeHHOCTH B cpoke MeHee 20 Henmenb, CleayeT NPUMEHSATH
MUHUMAIIBHO 3P (PEKTUBHYIO 103y B TEUEHUE MAKCUMAIBHO KOPOTKOTO MEPUO/IA.

Bce nnruOuropsl cuHTE3a NpocTarjaHAMHOB U IpUMeHEeHUH ¢ 20-0ii Heenu 0epeMEHHOCTH

®  MPEJCTaBISAIOT MEPEUUCIICHHBIC HIKE PUCKH TS (DOPMHUPOBAHUS TLIO/IA:

—  KapAHOMYJIbMOHApHAs TOKCHYHOCTH (XapaKTEPU3YIOINASCS MPEKIEBPEMEHHBIM 3aKPhITHEM
apTepHabHOTO MPOTOKA U JITOYHOU TUTIepTeH3UueH);

— BO3MOXXHO Pa3BUTHE MaJIOBOJIHSI W/WIIM TATOJIOTUH MTOYEK Y HOBOPOXKICHHBIX (HEOHATaIbHAS
rmoveyHast Tuc(yHKIHs);

® Ul MaTepH U HOBOPOXKICHHOTO B KOHIIE OEPEMEHHOCTH:

— BO3MOXKHO YBEJIMYEHHE TMPOJOJDKUTEIBHOCTH KPOBOTEUEHHS, AHTUTPOMOOIUTAPHBIM
3¢ (}eKT, KOTOPBIi MOXKET Pa3BUTHCS JNaKe MPU NMPUMEHEHWHU Tperapara B OYeHb HU3KHX
7103aXx;

— TIOJAaBJCHHME COKpallleHUH MaTKd, KOTOpPO€ MPHUBOJUT K 3aJEP’KKE WM YBEIUYCHUIO
MIPOIOIDKUTEIHHOCTH POIOB.

[Ipumenenue npenapata Moympoden ¢ 20-oif Hemenn 6epeMEeHHOCTH TPOTUBOIIOKA3aHO.

Jlakranus
N6ynpoden (MeTabonuThl) B HU3KUX KOHLIEHTPALUAX MPOHUKAIOT B TPYTHOE MOJIOKO YEJIOBEKa.

OTpunaTenbHOTO BIMSHNAS HA HOBOPOXKJIEHHBIX (J€Te!), HaXOIAUIMXCS Ha IPYAHOM BCKapMJIMBaHUU
MaTepsIMH, TPUHUMAIOIIMMH ITpenapar Npyu KPaTKOBPEMEHHOM JICUEHHH B PEKOMEHIOBAaHHBIX J103aX
JUIsl yCTpaHeHus: 00JeBOr0 CHHAPOMA U JIMXOPAI0YHBIX COCTOSIHUI HE 00HApYKEeHO, HE00OXO0AUMOCTH
B MIPEKPALIEHUH TPYAHOTO BCKAPMJIMBAHHSI HE BO3HUKAET.

B cnydyae He0OXOAMMOCTH JUIUTENILHOTO IPUMEHEHU MpenapaTa He0OXOAMMO MPUHATH PEIIEHUE O
MPEKPALIEHUH TPYAHOTO BCKAPMIIUBAHHS.

DepTUIILHOCTD

Cyl1ecTBYIOT OTrpaHHMYEHHBIE CBHJIETENbCTBA TOrO, YTO JIEKAPCTBEHHBIE Ipernaparbl, KOTOpbIE
UHTUOMPYIOT CHHTE3 IUKIOOKCUI€Ha3bl WM IPOCTarjaHJUHOB, MOTYT BBI3bIBATh CHMKCHHE
PENpOAYKTUBHON (DYHKUMHU y KEHIIMH H3-3a BIMSHHUS Ha OBYJISIMIO. JTO SIBJICHHE MOJIHOCTHIO
00paTUMO TocIe IpeKpalleHus nprueMa npenapata (cMm. pasznen 4.4).

4.7. BausiHue Ha CHOCOOHOCTH YNPABJSATHL TPAHCHOPTHBIMU CpPeACTBAMU M PadoTaTh C
MeXaHU3MaMH
[TanimenTam, OTMEYAIOUIUM TOJIOBOKPYKEHHE, COHJIMBOCTb, 3aTOPMOKEHHOCTb WJIM HAPYIICHUS
3peHus NpH mpueme uoyrnpodeHa, ciaeayer u3beratb yrnpaBieHUs TPAHCIIOPTHBIMU CPEJCTBAMU
MEXaHU3MaMH.

4.8. HexenaTeJibHbIe peakIMu
Pestome npoduns 6e30nacHOCTH
Yame Bcero HaOMOamuCh HexenaTenbHble peakiuuu co ctopoHbl JKKT. Bo3aMoxkHo oOpa3oBaHme
NENTUYCCKUX 3B U PA3BHUTHUC XKCIIYAOUYHO-KHUIICYHOI'O KPOBOTCUCHUSA, MHOIJa CO CMEPTCIIbHBIM
HCXOJIOM, B OCOOCHHOCTH y TOKUJIBIX ManueHToB (cM. pazaen 4.4). CooOmanoch 0 CIeayoImx
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HE)KeNaTeNIbHBIX peaklusax Mocjae NpuMeHeHus noynpodena: JfEIIEIH:OjllE%; "EIT Ep@lb@; I1;1;_17éc5|r)1/|r'3 ",

3aropsl, JHUCIIENCHsl, 00Jb B KMBOTE, MEJIEHA, KPOBaBas PBOTA, S3BEHHBI CTOMATHUT, 000CTpeHHE

sI3BEHHOTO0 KoJuTa u 6one3nu Kpona (cm. pasnen 4.4). Pexxe HaGmtogancs racTpur.

Puck xemyn04HO-KUIIEYHOTO KPOBOTEUEHHS B OCOOCHHOCTH 3aBHCUT OT JO3bI M JUIMTEIBHOCTH

TEparuu.

Coobmanocs 00 0TeKax, apTepruaIbHON TUIIEPTEH3UH U CEPJIEUHON HEAOCTATOYHOCTH, CBSI3aHHBIX C

tepanueit HITBII.

JlaHHbIE KIMHUYECKUX UCCIIEI0BAHMI YKA3bIBAIOT HA TO, UTO MPUMEHEHHE NOynpodeHa, 0cOOEHHO B

BBICOKHX J103aX (2400 Mr/CcyTKH), MOKET ObITh CBSI3aHO C HECKOJIBKO IMOBBIIIIEHHBIM PUCKOM Pa3BUTHUS

apTepUANBHBIX TPOMOOTHUYECKUX OCJIOXHEHUH (HampuMmep, MH(papKTa MUOKapa WIN HHCYJIbTA)

(cm. paznen 4.4).

Coo0rmanoch 00 aJUIEPrHYECKUX PEAKIUIX, HATIPUMED:

e HecrnenupuUecKre alUIepTUIecKue peakliuu U aHAPHIAKCHs;

® PCAaKTUBHOCTh JBIXaTENbHBIX IIyTeH, Hampumep, OpoHXHaNbHas acTMa, O0OCTpEeHHE
OpOHXHUATBHON acTMBI, OPOHXOCTIAa3M, O/IBIIIKA;

®  DPEaKIMU CO CTOPOHBI KOXKHM, TaKHE Kak 3yJl, KpallMBHUIIA, AaHTHOHEBPOTUYECKUN OTEK U pexe
skconuaTuBHBIL U OyJule3HBIH JAepMaTo3bl (Takue Kak OSIUAEPMAIbHBIN HEKpOJINU3 H
MyJIbTH()OPMHAs 3pUTEMA).

TabanyHoe pe3romMe HeKenaTeabHbIX peakIui

B HmkenpuBeieHHBIN CIIMCOK BKJIFOUEHBI BCE HEXKENATENbHbBIE PEaKIiy, 3aperuCTPUPOBAaHHbBIC TIPU
puMeHeHnu noynpodeHa, B TOM YKciie MpHU IIUTEbHOM IPUMEHEHUH TIperapara B BBICOKHUX J103aX
y TAlMEeHTOB C pPEBMATHYECKUMHU 3a00JIeBaHMSAMH. YKa3aHHbIC HEKENaTeNlbHBIE PEaKIUH CO
CTENEHbIO YacTOThl PA3BUTHUA BBIIIE «OYEHb PEIKO» HAOMIOJANINCh MPU KPAaTKOBPEMEHHOM
MPUMEHEHUH CYyTOYHBIX 103 10 1200 mr ubynpodena ams npruemMa BHYTpPb.

[IpuBeeHHbIE HUXKE HEKETATEeNbHBIE PEAKIUU SIBISIFOTCS MPEUMYIIECTBEHHO J0303aBUCUMBIMU U
MOTYT HO-Pa3HOMY HPOSIBJIATHCS Y Pa3HBIX MALUEHTOB.

HexenarenbHble IeKapCTBEHHBIE PEAKIIMH CTPYIIUPOBAHBI B COOTBETCTBUHU C UX YaCTOTOM.
['pymmbl 4acTOTHI ONPEEIISAIOTCS CIeAyIOImUM 00pa3oM: o4eHb yacTo (> 1/10), vacto (ot > 1/100, HO
<1/10), mewacto (ot > 1/1000, HO <1/100), peaxo (ot >1/10000, HO <1/1000), OYeHb pemko
(<1/10000), gactoTa HEM3BECTHA (HA OCHOBAHWY UMEIOIIMXCS TAHHBIX OIEHUTh HEBO3MOKHO).
BHyTpH Ka)kJ0H TPYMIBI YaCTOTHI HEXeNaTebHbIE PEAKIUH MPEICTABICHBI B MOPSAKE CHUKCHUS
CEpbE3HOCTH.

CuCcTeMHO-OpPraHHbIN Yacrora HexesaTesbHbIC peakunu
KJ1acce
Hnghexyuu u unsazuu Ouensb penko OOocTtpeHre  BOCHAJCHUS, CBS3aHHOTO  C
uHbeKkuuen (Hampumep, pa3BUTHE

HEKPOTU3UPYIOLIET0  (aciuura), B  PEAKHX
ClydasX TSDKENbIe KOXHble HH(EKIHH U
OCJIO)KHEHHSI CO CTOPOHBI MSTKHX TKaHEH
BO3MOXHBI BO BPeMsI BETPSIHO# OCIIBI.

[Tpy BO3HMKHOBCHUU WM YCUJICHHH CUMIITOMOB
MHQEKIIMOHHOTO  3a00JIeBaHUsI  BO  BpeMs
npuMeHeHus mpemnapara MOympoden cremyer
HEME[UICHHO OOpaTHThCS K Bpady, KOTOPBIN
JOJDKEH OIPEAeNnTh, €CTh JIN HEOOXOANMOCTh
nedyeHuss HMHQEKIMH  aHTUOMOTHKAMHU WM
JPYTMMHU aHTUMHAKPOOHBIMU MpenapaTaMu.

Hapywenua co cmoponsr | O4eHb pelko Hapyuienus KPOBETBOPEHUS (anemus,
Kpo8u U Jaumpamuieckou JICHKOTIEHHUS, TPOMOOIIMTOIICHHUS, TTAHITUTOTICHHUSI,
cucmemul arpanynouuto3). [lepBeiMH CUMOTOMaMU TaKHX

HapyLIeHUH SBJISAIOTCS JIUXOpajKa, 00J1b B ropJe,
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MOJIOCTH PTa, TPHUIIONOAOOHBIE CHUMITOMBI,
MOBBILIEHHAS. YTOMIIIEMOCTh, KPOBOTECUEHUE W3
HOCA U TEMATOMBI.

B Ttakux caydasx mNDanmueHTy pEKOMEHIYEeTCs

HEMCAJICHHO MMPEKpPaTUTH IIPUMCHCHUC
npernapara, BO3ICPXKATbCI OT  CaMOJICYCHHUS
00€300/IMBAIOIIMMU U KapONIOHMKAIOIIUMU

CPEICTBAMU U MMPOKOHCYIBTUPOBATHCS C BPAYOM.
[Ipu nauTENbHOM JIEYEHUU CIEAYET PEryJsipHO
MPOBOJNTH AaHAIN3 KPOBHU.

Hapywenus co cmoponwi
UMMYHHOU CUCTEMbl

Heuacto

Peakun THIIEPYYBCTBUTEILHOCTH -
HecneuupuyecKue aiepruueckue peakuuu (3y/,
KpanuBHUIIA).

Ouensb penko

Tspkenple peakuuu THUIEPYyBCTBUTEIBHOCTH, B
TOM YHCJI€ OTEK JINLIA, A3bIKAa U TOPTAHH, OJIbIIIIKA,
TaXuUKapaus, TUNOTeH3us (aHaduiIakcus, OTEeK
KBuHKe min Tsokenbli aHadUIaKTHYECKHi 1I0K).

Yacrora BponxuanbpHas actMa U pa3BUTHE OpOHXOCHa3zMa
HEU3BECTHA WM OABILIKH.
Icuxuyeckue napywenus | O4eHb PEIKO [IcuxoTnyeckue peakuuy U Jenpeccusl.
Hapywenus co cmoponwr | Heuacto I"onmoBHas 6071b.

H€p6H017l cucmnenmnsl

Ouenb peako

AcenTHueckuii MEHMHTUT (€IMHUYHBIE CIIydau
CHUMIITOMOB aCENTHYECKOI'0 MEHUHIUTA, TaKUX
KaK PUTHIHOCTb 3aThUIOYHBIX MBIIIL], TOJOBHAS
001b, TOLIHOTA, PBOTA, JIMXOpagKa U TMOTeps
OpHCHTAIlMM, HAONMIOMaINCh TPHU  JICYCHHUH
uOynpodeHoM y MalKueHTOB ¢ ayTOUMMYHHBIMU
3a00JIeBaHUSAMU (CUCTEMHAs KpacHAast BOJTYaHKA H

cMellaHHOe  3a0o0JieBaHME  COEAMHUTEIIbHON
TKaHM).

Hapywenua co cmoponwr | Hewacto Hapyenus 3penus.

oOp2ana 3peHus

Hapywenus co cmoponer | Penko TUHHUTYC, yXyILIEHUE CIIyXa.

op2ama cuyxa u 1adupunma

Hapywenua co cmoponer | HactoTa Ceppeunast HEIOCTaTOUYHOCTb, IIPHU UIUTEIBHOM

cepoya HEU3BECTHA NPUMEHEHUH MOBBIIIEH PUCK TPOMOOTHYECKUX

OCJIOXKHEHUH (Hampumep, UHPaApKT MHUOKapAa
VI UHCYJIBT).

Ouensb pesiko

Cunnpom Koynuca.

Hapywenus co cmoponwvr | HactoTa ApTepuanbHasi TUTIEPTEH3UA.
€0Cy008 HEU3BECTHA
Hapywenus co cmoponwr | Heuacto Kano6sr Ha padoty XKKT, Takue kak nucnerncus,
HCENYOOUHO-KUULEYHO20 u3kora, OOIb B JKHUBOTE, TOIIHOTA, pPBOTA,
mpakma METEOpHU3M, Juapesi, 3amop U IKEIYJOYHO-
KHILIEYHbIE KPOBOTEUYEHUsl JIETKOW CTEMeHH,
KOTOPBIE B OT/ACIBHBIX CIy4asX MOTYT IMPUBECTH
K AaHEeMUH.
Penxo OO6pa3oBaHue s3B, MHOTJA C KPOBOTEYEHUEM H

nepdoparueit  crenku  JKKT.  SI3BeHHbIi
CTOMAaTUT, OOOCTpEHHE S3BEHHOTO KOJIUTa U
6one3nu Kpona (cM. pazznen 4.4), racTpur.
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ot 20.04 2026 N= 80395

a1

Ouensb penko D30arut, ' Tankpeatnr | W © 00pa3oBatuec

MEMOPaHOTIOJOOHBIX CTPUKTYP KHIIICTHHKA.
[TanuenTa HYX)HO NPOUH(DOPMHUPOBATH, UYTO B
cllydae CHJIBHOW OOJNHM B JKMBOTE, MEJICHBI WU
KpOBaBOM  pBOTHI  CIEAyeT  MPEeKpaTUTh
NMpUMEHEHHWE  Tpemapara U HEMEIJICHHO
MPOKOHCYJTBTUPOBATHCS C BPAYOM.

Hapywenus co cmoponer | O4eHb penko Hapymienne ¢yHKIMM T1€YeHH, TMEeYECHOYHAS
neyenu u HEJIOCTAaTOYHOCTb, OCTPBIA reNaTuUT.
JHCENUeBbIBOOAUIUX NY MLl

Hapywenus co cmoponwr | Heuacto PaznuyHbIie TUTIBI BHICHITIAHUIA.
Koxcu U nookodxcHuix | OUeHb PEIKO Tsoxenble KOXKHBIE PEaKUWd, BKIKOYAs IPUTEMY
mKaHeti MyJIBTU(DOPMHYIO, 3KC(HOIMATUBHBIA JepMaTuT,

cunapoM CruBeHca-/[>KOHCOHA, TOKCHYECKHM
SMUCPMAIBHBIN  HEKpoJn3;  anonenus. B
OTJICNBHBIX CIy4Yasx MpU 3a00JIeBaHUN BETPSHOU
ocrou BO3MOKHO pa3BuTHE TSKEIIBIX
MH(EKIIMOHHBIX OCJIOXKHEHUH CO CTOPOHBI KOXKHU
U TOJKOXXHOM KJIEeTYaTKu (CM. TaKkKe pasfen
«MH}eKmn 1 HBa3UM»).

Yacrora JlexapCTBEHHO-UHAYLIMPOBAHHASL ~ PEaKIUs  C
HEU3BECTHA 703uHOMINEHl W CHUCTEMHBIMH CHMIITOMAMH
(DRESS-cunapom), ocTphlii TeHEpaTn30BaHHBIN
sk3aHTeMaro3Hbil myctyne3 (AGEP), peakuun
(hOTOYYBCTBUTEIILHOCTH.

Hapywenus co cmoponer | O4eHb pesko OOpazoBanue mnepupepuuecKkux OTCKOB, B
NOYeK U MOo4e8bl8O0AUSUX OCOOCHHOCTH Yy TAIIMeHTOB C apTepUaIbHOM
nymeti TUIIEPTEH3UEH W IIO4YE€YHON

HEJI0CTaTOYHOCTbIO, HEPPOTUUYECKHH CHHIPOM,
NAWUIIPHBIA ~ HEKPO3,  MHTEPCTULHAIbHBINA
He(QPUT, KOTOPBIM MOKET MPUBECTH K Pa3BUTHUIO

OCTpOM MOYEYHOMN HEJIOCTaTOYHOCTH.
Heobxonum perymnspHbIii MOHUTOPUHT (PYHKITHH
MOYEK.

JlabopamopHvie u | Peaxo CHmxeHne ypoBHS reMOTJIO0HHA.

UHCMPYMEHMAbHbLE

OanHbvie

Co00111eH1E 0 TOA03PEBAEMBIX HEXKEIATCILHBIX PEAKIIMAX

BaxxHo cooOmare 0 TMOAO3pEBAaEMBIX HEKENIATeNbHBIX pPEaKIHSIX TOCIEe PErUCTpaluu
JICKapCTBEHHOTO Tpernapara ¢ Helbl0 00CCIICYeHUS HEMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHHUS
«IONb3a — PHUCK» JIGKAPCTBEHHOrO TMpemapaTa. MEeIUIMHCKAM paOOTHUKAM pPEeKOMEHIYyeTcs
CO00IIAaTh O JIOBIX MOI03PEBACMBIX HEXKENATEIBHBIX PEeaKIMsIX JIEKAPCTBEHHOTO Mpernapara uepe3
HAaIIMOHAJIBHBIC CHUCTCMBbI COO6I]_[CHI/I$I 0O HCXKCJIATCIBbHBIX pCaKI_[I/ISIX FOCY}IapCTB — YJICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COHO3A.

Poccuiickas @enepanust

denepanbHas ciryx0a 1o Haa30py B cepe 3ApaBOOXPaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKasi 1I0maip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnektpoHHas moura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru
Caiit: www.roszdravnadzor.gov.ru
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4.9. Ilepeno3npoBka

CuMITOMBI

Y OonpIIMHCTBA TMAIUMEHTOB, MOJYYMBIIUX KIMHMYECKH 3Hauumoe konudectso HIIBII,
HaOJTI01aJTMCh TOJIBKO TOITHOTA, PBOTA, 00JIb B BEPXHEH YaCTH )KHBOTA WUJIH, B 00JIee PEIKUX CITydasX,
nuapes. Bo3MOXXHO Takke MOSBIEHWE THHHUTYCA, TOJOBHOM OONM U JKETyJO0YHO-KHILIEYHOTO
KpoBoTeueHUs. [IpH TKENbIX OTpaBJICHUSIX HAOIIOJATUCh TOKCUYECKUE TTOPAKEHUsSI LIEHTPATbHOMN
HEpPBHOW CHCTEMBI COHJIUBOCTb, PEAKO — BO30YXJEHHE, CYJOpOTH, JAe30pHeHTalus, kKoma. B
OTJIETIbHBIX CIIy4asiX pa3BUBAIOTCS cyaoporu. [Ipu TsDKENbIX OTpaBIEHUSX MOXKET HAOII0aThCA
MeTabONIMYECKUH anua03 U yBEJIMYEHHE MPOTPOMOMHOBOTO BpEeMEHH / MEXKIYHApOJHOTO
HopManu3oBaHHoro otHomeHus (MHO), BeposTHO, M3-3a B3aUMOJEHCTBUS C LUPKYJIHUPYIOIHUMU
(akTopaMu CBEpTHIBaHUS KpOBU. MOXKET pa3BUBATHCS OCTpas MOYEYHAsl HEAOCTATOYHOCTH HIIU
TIOBPEX/ICHHUE TEUCHU, TUITOTCH3US. Y TAIMEHTOB C OPOHXMATHHONW acTMOW MOXKET HAOIFOIaThCS
o0ocTpeHue TeueHus 3a00aeBaHusl.

Jleuenue

JleueHne CHUMNOTOMATHYECKOE U TIOJAEpPKUBAIOIIEe: HEOOXOAMMO OOECHEeUUTh MPOXOJUMOCTD
JBIXATEeNBHBIX MYTEH M KOHTPOJMPOBATH OCHOBHBIC MOKA3aTEIH KXU3HEIACITCILHOCTH U (PYHKIIMH
cep/ua 0 HopMajau3aluu COCTOSTHUS nanuenTa. Ecnu nmanueHT oOpaTuiics 3a MOMOIIBIO B TEUEHHE
1 wvaca mocie mnpueMa MNOTEHIHUATBHO TOKCHUYECKOW JI03bl IMpernapaTa, MOKHO Ha3HAYHUTh
aKTUBHPOBAHHBIN yrolib BHYTPb WU TPOMBIBaHUE kenyka. Eciau ubynpoden yxe abcopbupoBaics,
MOJKEeT OBITh Ha3HAUEHO MIEIOYHOE IMUTHE C [EJIbI0 BBIBEJICHUS KUCIOTO IPOU3BOIHOTO HOYIpodeHa
noukamu, (OpcUpOBaHHBIN auype3. [Ipyu YacThIX WM AIUTENBHBIX CYJOpOTax CJlelyeT BBECTH
JMaszernaM Wid Jiopa3enaM BHYTpUBEHHO. B ciywyae mpucrtyna OpOHXHUATbHOM acTMbl CIIEIYeT
MPUMEHSTh OPOHXOIMIATATOPHI.

Crienn¢uryeckoro aHTU0Ta HE CYIIECTBYET.

[Tpuem nbymnpodena y nereii B 1o3e 6osee 400 MI/Kr MOKET BBI3BaTh HHTOKCHKAIIAIO. Y TTOJPOCTKOB
U B3pPOCIBIX 3aBUCHUMOCTB «J103a—OTBET» HE BbIpakeHa. [lepmon moiiyBbIBeEeHUsI Tpernapara mpu
nepeo3upoBKe coctanisier 1,5-3 yaca.

5. DPAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoauHaAaMHYeCKHe CBOMCTBA

dapmakoTepaneBTUUYeCKass Tpylmna: MNPOTUBOBOCHAIMTENbHBIE W HPOTUBOPEBMATUYECKHE
npenaparbl; HECTEPOUJIHBIE TMPOTUBOBOCHAIUTENIBHBIE W TPOTUBOPEBMATUYECKHE IMperapaThl;
IPOU3BOHBIE TPONMMOHOBOM KHUCIIOTHI.

Kon ATX: MOTAEO].

MexaHu3M J1eHCTBUS

JlelicTBYIOIIMM ~ BEIIECTBOM TIpenapaTta sBisercs uOympodeH. B xone JOKIMHMYECKHX
WCCIIeIOBaHUM TPaAUIIMOHHBIX MoJiesel nH(EKIIMOHHBIX 3a0oeBanuil HOynpodeH JeMOHCTPUPYET
3¢ (PEeKTUBHOCT, B KadecTBE HMHTHOMTOpa CHHTE3a MPOCTArJIaHAWHOB — MEIHATOpPOB OOJIH,
BOCMAJICHUS M THUIEPTEPMUYECKON peakiuu. Y uyenoBeka HOympodeH oka3bBaeT ObIcTpoe
HampaBlIeHHOEe  JelcTBHE  mpoTuB  Oomu  (0Oe30onmBaromiee),  KapOMOHIDKAIOIIEe |
MMPOTHBOBOCTIANIUTENIbHOE JnelicTBre. Kpome Ttoro, mbympoden obparumo uHrHOMpyeT AJID 1
KOJUIareH-UHAYLHHPOBAHHYIO arperamnuio TpoOMOOIMTOB.

dapmakoHaMuIeckre Y GeKTh

WNbynpodgen  sBusgercs MOLIHBIM  HHTHOMTOPOM  (EPMEHTOB  LUKIOOKCHUIeHa3pl 1 u
[IUKIOOKCHTEHA3bI 2, BCIEACTBUE YETO TOPMO3HUT CHHTE3 MpocTariananHoB. OynpodeH momasisier
HKCHEPUMEHTATBHO UHAYIUPOBAHHYIO MUTPALIUIO JISHKOLMTOB B 00J1acTh BocnalieHHs. Takke OblIo
MOKa3aHo, 4YTO HOYNIPOQEeH OKa3bIBACT BEIPAYKEHHOE JIEHCTBHE Ha CIIMHHOW MO3T, YTO, TI0-BHIUMOMY,
YAaCTUYHO CBA3aHO C MHTMOMPOBAHUEM LIMKJIOOKCUTE€HA3BI.

CunTaercs, UTO JKapONOHWXKAlOIIME CBoOMcTBa MOynmpodeHa CBsi3aHbl C  LEHTPAIbHBIM
MHTUOMPOBAHNEM MPOCTArJIaHIMHOB Ha YPOBHE rMIIOTajamMmyca.

DKCcIepUMEHTabHBIE JaHHBIE CBUAETEIBCTBYIOT O TOM, YTO HOYNMpo(eH MOXKET KOHKYPEHTHO
CHIKaTh BJIMSHUE HU3KOM 03Bl alleTUIICAIMLMIOBOM KUCIOTHI Ha arperanuio TpoOMOOIMTOB HpU
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(hapMakoIMHAMUKHA CBHJICTEIILCTBYIOT O TOM, YTO NIPH OAHOKPATHOM NMPUMEHCHHH HOympodeHa B
no3e 400 mr B TeueHure 8 yacoB 10 WK B TedeHre 30 MUHYT MOCJie TPUMEHEHUS alleTUIICATTUIIMIIOBOM
KHCJIOTBl C HEMEUICHHBIM BBICBOOOXKAECHHEM (81 Mr) HaOmMIONanoch CHIDKEHUE BIMSHUS
AlETUIICATUIIMIIOBON KUCIOTH Ha 00pa30BaHUE TPOMOOKCAHA WIIM arperamyio TpPOMOOIUTOB. XOTs
MOKa HET YBEPEHHOCTH B MPUMEHUMOCTH O3THUX JAHHBIX K KIMHHUYECKUM YCJIOBHUSIM, HEIb3s
UCKJIIOYUTH BEPOSITHOCTh TOrO, YTO JIMTEIbHOE MpHUMEHEeHHE HOynpodeHa MOKET yMEHbIIATh
KapAHOMPOTEKTOPHBIN 3(PPEKT HU3KUX J103 Al THIICATHIIMIOBON KACIIOTHI.

[Ipu HecucTemMaTuecKoM NMpUMEHEHUH NOYTIpo(eHa JOCTIKEeHNE KIMHUYECKH 3HaYuMoro 3¢ dekra
MaJIOBEpOSTHO (CM. pazzen 4.5).

5.2. ®DapmMakoKUHEeTHYECKHE CBOMCTBA

AbGcopbuus

AOGcopO1Hst — BRICOKAsA, OBICTPO M PAKTUYECKHU ITOJIHOCTHIO BCACKIBAETCS U3 KEITYI0YHO-KUIIIEUHOTO
tpakta (OKKT). [Tocne nmpuema nOynpodeH 4acTHYHO BCACHIBACTCS B JKEIYJIKE U JIajiee MOJHOCTHIO
BCAChIBACTCS B TOHKOM KHIIIKE.

[Tocne mpuema uOynpodeHa B JieKapcTBEHHOW (opme TaOJIeTKH, TOKPBITBIE O0OJIOYKOM, IMHK
KOHIIGHTPALlMU B TUIa3Me KpOBH AocTHraercs uepe3 1-2 daca. [Ipuem mpemapara Bmecte ¢ enou
MOJKET YBEJIMYMBATh BPeMs JOCTIKEHHSI MakcUMalTbHOW KOHIEHTPAUH (TCmax).

ITocne nmpuema npenapata Uoynpoden odbe3donuBaromuii 3pPekT MOKeT UIUTHCS 10 § 4acoB.

Pacnipenencnue

[Tpu npueme nbynpoden ovicTpo BeacsiBaercs U3 JKKT B kpoBoTok. CBs3b ¢ OelTKaMu M1a3Mbl KPOBU
99 %. MenneHHO NMPOHUKAET B IOJIOCTh CYCTaBOB, 3aJCPKUBACTCSI B CUHOBHAIBHOW JKUAKOCTH,
co3/1aBasi B Hel 0OJIbIINE KOHIEHTPALMH, YEM B IIa3ME KPOBH.

Buotrpancdopmarius
[Toce abcopbimu  okomo 60 % ¢dapmakoJOTHYeCKH HEaKTHBHOW R-bopmbl  MemneHHO
TpaHchopmupyeTcs B akTuBHYIO S-hopmy. [TogBepraercst MeTab0oIM3My B TICUCHH.

OnMMHUHALUA
IToce pacmeruieHuss B TeUeHH (THAPOKCHIMPOBAHUE, KapOOKCHUIMPOBAHHME, KOHBIOTAIIHS)

oOpa3oBaBimecss (papMaKOJOTHUECKH HEAKTHBHBIE META0OIUTHI TMOJHOCTHIO BBIBOISATCS U3
opraHusma, B OCHOBHOM moukamu (90 %), HO Tarkke U ¢ xemubto. Ileproa momyBbIBeIEHUS Y
3JI0pOBOT0 YEJIOBEKA U MAllMEHTOB C HAPYIIECHUSIMHU (PYHKIIMM MEYEHU U Mouek cocrasiser 1,8— 3,5
Jaca.

[Tocne nmpuema npenapaTta nOynpodeH onpeaessercs B IiIa3Me KpoBH CITyCTs 8 4acoB U OoJiee.

B orpaHnueHHBIX HUCClIeA0BaHUIX HOYNPO(pEeH 0OHAPYKUBAJICS B IPYTHOM MOJIOKE B OUEHb HM3KHX
KOHIICHTPALUSX.

JInna nouaoro Bo3pacra
VY MOXWIBIX JIF0JIel He 00HAPYKUBAIOCH 3HAYUMBIX PA3IMYUil B (DapMaKOKHHETHIECKOM TPOQuIIe
Mpernapara 1o CpaBHEHHUIO ¢ 00JIee MOIOABIMU JTIOAbMH.

6. PAPMAIIEBTUYECKHE CBOVCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BelleCTB

Kpaxmain kaprodenbHbIi

Maruus creapat

BcnomoratenbHble BemiecTBa 000J1049KH

KpeMHuust auokcu KOJIIOUIHBIH (a3pOCHi)

Bock muenunblii

Banwnnun

Kenatua MeTUITMHCKIH

Kpacutens az3opyous (kucnoTHbIi kpacHblil 2 C ans hapmaleBTHUECKUX 1ereil)
Marnus ruipokcukapOoHat (MarHust KapOOHAT OCHOBHON)

13




- -

oT 2L L

Myxa e (NOCNEOOBATENEHOCT 0001)

COOTBETCTEYET 3KCMEFTHOMY OTYETY

[ToBuAOH (MOMMBUHWINIMPPOINIOH HU3KOMOJIEKYJISIPHBIN MeauuuHcKui, K-17)
Caxap (caxapo3sa)
Turana quokcun.

6.2. HecoBmecTUMOCTD
He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)
3 rona.

6.4. OcoObIe MepbI IPEAOCTOPOKHOCTH NPU XPAHEHUH
XpaHUTh B CYXOM, 3aIMILIEHHOM OT CBE€Ta MECTE, P TemIieparype He Bbiie 25 °C.

6.5. Xapakrep u coaepxaHue YNIaKOBKH

ITo 10 TabneTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY M3 IJICHKH MOJMBHUHUIXJIOPUIHON U (OIBIU
AITIOMUHHEBOM U1 YIAKOBKHU WX (HOJIBIY aJIFOMHUHHUEBOM C TEPMOCBAPHUBAEMBIM MMOKPBITHEM.

ITo 50 Tabnerox B OaHKM M3 MOJMATHICHA HU3KOro AaBieHus tuna BIl ¢ HaBHHYMBaeMbIMU
KPBILIKaMHU W3 MOJUITUIEHA HU3KOTO JTaBJICHHUS.

Ha OaHKu HaKJIEUBAIOT STUKETKY U3 OyMaru 3TUKETOYHON WU MUCYEH, HITH CaMOKJIESIITYIOCS.
Kaxnyro Oanky umm 2, 3, Wik 5 KOHTYpPHBIX SYEHKOBBIX YIAKOBOK BMECTE C MHCTPYKLUEH IO
MPUMEHEHMIO MTOMEIIAIOT B MAUKy U3 KapTOHA JJIsl TOTPEOUTENbCKOM Taphl.

6.6. OcoOble Mepbl MPeAOCTOPOKHOCTH NMPH YTHIN3ALNN HCIOJb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WJiH OTXOJ0B, MOJYYEeHHBIX MOCJe NMPUMEHEHHs JIEKAPCTBEHHOIO Tpemnapara, u
Apyrue MAaHUMYJISIUHU € MPenapaTom

OcoOble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIHMUOHHOI'O YIOCTOBEPEHUSA
Poccuiickas @enepanys

AO «Mapouodapm»

424006, Pecrry6nuka Mapuii i1, r. Momkap-Ona, yi1. K. Mapkcea, 1. 121
Tenedon: +7 (8362) 42-03-12

daxkc: (8362) 45-00-00

e-mail: marbiopharm@marbiopharm.ru

7.1. IIpeacTaBuTENBb AEPKATEIS] PETHCTPANMOHHOIO YI0CTOBEPEHHA
[Iperen3un norpeduTeneil HANPaBIATH 110 ATPECY:

Poccniickas @enepanms

AO «Mapb6uopapm»

424006, Pecrry6iuka Mapuii D, r. Momkap-Onna, yi1. K. Mapkea, 1. 121
Tenedon: +7 (8362) 42-03-12

daxkc: (8362) 45-00-00

e-mail: marbiopharm@marbiopharm.ru

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI'O ITPEITAPATA
JlexapcTBEHHBIH Mpenapat OTHOCUTCS K KaTErOpUU OTITycKa Oe3 perernTa.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 20.04 2026 N= 28095

OO0mas xapakTepucTHKa JIEKApCTBEHHOTO MperapaTa H6ynﬂgl£él:i-l)§jg'%g @Eﬂd@glx];%gé%b

3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB EBpasuilcKOro 3KOHOMHYECKOTO COK03a W Ha
ouraTbHOM caiite YIOJTHOMOYEHHOT'O opraHa (9KCIepTHOIM OpraHMU3aIix)
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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