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1. HAUMEHOBAHMUE JIEKAPCTBEHHOI' O ITPEIIAPATA
U6ynpoden-JID, 400 Mr, OpOIIOK AJIs MPUTOTOBJIEHHs PacTBOpA IS IPUEMa BHYTPb.

MexkayHapoaHOe HEMATeHTOBAHHOE HAUMEHOBaHHE
N6ynpoden (Ibuprofen).

2. KAUECTBEHHBIN 1 KOJIUMYECTBEHHBIN COCTAB

Kax(pIii IIaKeT ¢ MOPOIIKOM JJIsl IIPUTOTOBJIEHUS PacTBOPA JIjIsl IPUEMA BHYTPh COJEPIKHT:
oeiicmeyiowee eeujecmso. noynpoden — 400,0 mr (B Buze ubynpodena musunara — 683,34 mr);
BCNOMO2aMENbHbIE  BeWecmed, HAIu4yue KOMOpulX Cledyem YYyumvléamo 6 COCmase
JIeKapcmeeHHo20 npenapama. HaTpHUs caxapuHaT, HaTpus LUTpart, 6eTanekc, caxap (CM. paszel
4.4).

[TonHBIH TIEpeYeHb BCIIOMOTaTeIbHBIX BELECTB IPUBE/EH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA

HOpOI_HOK JJIs1 TIPUTOTOBJICHUS paCcTBOpa I ITpHeMa BHYTPb.
HOpOI.HOK 0€eJIOro MJIM ITOYTH OEJIoro 1BeTa C 3alaxoM BHIIHU. I[onycxaeTcx HaAJIMYUEC MATKHUX
KOMKOB.

4. KINHUYECKHUE JAHHBIE

4.1 lMoka3aHus K NPHUMEHEHHIO
Jlnst o6neruenus IErkoi ¥ yMepeHHOM 60JTH, CBS3aHHOH € TOJIOBHON 60JIBI0, MUTPEHBIO, OOJIBIO B
cruHe, 3y0HO# 0010, peBMAaTHYECKOH U MBIIIEYHOH 60IIbI0, ¢ 00JIE3HEHHBIMUA MEHCTPYALIMSIMH.

4.2 PesxuM 103MPOBAHHUSA M CMIOCO0 MPHMEHEHHSA

[Tpenapar npeaHa3HaveH TOJIBKO JJIs KpaTKOBPEMEHHOTO MMPUEMa BHYTPb.

Bspocneie, noscunvie 1100u u noopocmku om 12 0o 18 nem:

C 1e/ibl0 MMHMMHU3AIMA PUCKOB Pa3BUTHs HexelaTeNbHbIX peakuuit, Moynpoden-JI® crexyer
NPUHUMATh B MUHHMAIbHON 3((GeKTUBHON 03¢ M Ha MPOTHKEHUH MUHMMAJIBHO KOPOTKOIO
Tnepro/ia, He0OXOAUMOTO TS OCTHXKEHHs KITMHIYecKoro agdexra (cM. pasuen 4.4).

Ecay aeTsM ¥ moapocTKaM HeoOX0AUM MpPHEM JAHHOTO JIEKAPCTBEHHOIO Ipernapara B TCYCHHUE
Gosee 4yeM 3 JHEH WK €CIM CHMIITOMBI yCyryOJssIoTCs, CIEAyeT IPOKOHCYJIBTHPOBATLCH C
BpavOM.

B3pocieiM crielyeT NMpOKOHCYJIBTHPOBAThCS C BPadoM, €CJIM CHMIITOMBI HE IPOXOMAT HIIH
YCHJIMBAIOTCSI MJIH €CJT HeOOXOMM IIPUEM JIEKapCTBEHHOro Ipenapara B Teuenue dosnee yem 10
JHEM.

Pestcum oo3uposanun

Hemu u noopocmku 6 gospacme om 12 0o 18 nem

[TpuHKMaTh BHYTpb 0 | maKeTy 40 TpeX pa3 B CYTKH ITPH HEOOXOAMMOCTH.

B3spocnvie

[TpuHUMATL BHYTpPb 11O | makeTy 10 TpeX pa3 B CyTKH IIPU HEOOXOIMMOCTH.

WuTepBan Mex 1y MprHeMaMy Ipernapara J10JKeH COCTaBIIATh HE MeHee 4 JacoB.

He npunumats Oonee 3 makeToB B CYyTKH.

Cnoco6 npumenenun

Conep)kuMoe MakeTa paCTBOPUThH B CTAKaHE BOJIbI, IEPEMEIIATh U BBIITHTH KaK MOXHO CKOpEE.
[TpUroTOBJIEHHBIN PAacTBOP MpeAcTaBisieT co00H OeCLBETHBIM MM C JKEITOBATHIM OTTEHKOM
MIPO3pavHbIi WK ONATIECHUPYIOIUNA PACTBOP € 3al1aXOM BHUIIIHU.
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4.3 TIpoTHBONOKA3AHHUS 3014p-2022 e SUVAINN DRAADIE

— IloBbIIEHHAsT YYBCTBUTEJIBHOCTh K HOynpodeHy WM K JIHOOBIM BCIIOMOTATEbHBIM
BEIIECTBAaM, [IEPEUYHUCIICHHBIM B nojpasjaene 6.1;

— Peaknuy runepuyBCTBUTEILHOCTH B aHaMHe3€ (B YaCTHOCTH, OpOHXHabHAs acTMa, PUHUT,
AQHI'MOHEBPOTUYECKUH  OTEK  WJIM  KpalUBHUIA),  CIPOBOLUPOBAHHBIE  IPUEMOM
AleTHICATUIIMIOBOM KHUCJIOTBI WJIM JPYTUX HECTEPOUAHBIX IMPOTHBOBOCIAIUTEIBHBIX
npenapatos (HIIBII);

— PeuummuBupyromas si3BeHHas 00JIe3Hb JKeIyJIKa U JIBEeHaIUATUIEPCTHON KHUINKH / SI3BEHHOE
KpOBOTEUEHHE B AaKTUBHOM ¢aze uiau B aHaMHe3e (aBa miM OoJsiee SBHBIX 3IMH3071a
MOATBEPXKACHHON SI3BEHHON 00JIE3HU UITH S3BEHHOTO KPOBOTEUEHHS);

— KpoBoreuenne wmum  mepdopanus  IKEIyJOYHO-KHIIEYHOrO TpakTa B  aHAMHese,
crpoBouupoBanHble npumenenuem HIIBIT;

— Tsaxenas cepmedHas HexocTaTodHocTh (kimace IV mo knaccuduxanuu Hbfo-ﬁopxcxoﬁ
kapauosiornyeckoi acconnanuu (NYHA), modyeunas uiu neyeHoYHasi HEAOCTATOYHOCTD;

— bepemennocts (III Tpumectp);

— Jletckuit Bo3pact 10 12 ner.

4.4 OcoOble yka3aHus H MepPbI IPEI0CTOPOKHOCTH MPH NPHMEHEHHH

PUCK BO3HMKHOBEHHS HEXEJIAaTeIbHBIX PEAKIMI MOXXHO MHUHMMHU3MPOBATH IYTEM IPUMEHEHHUS
HauMeHbIeH 3GGheKTHBHON 103l B TEYCHHE MHHUMAJIBHOTO MEPUO0/Ia BPEMEHH, HEOOXOAUMOTO
JUISl yCTPAHEHUsI CUMIITOMOB.

Iayuenmor nodicunozo 6éospacma

VY MOYKHJIBIX TAIIMEHTOB HAOIF01aeTCs MOBBILIEHHAS YacTOTa HeXKenaTenbHbIX peakuuit Ha HIIBII
(0COOEHHO KETyIOYHO-KHINEYHBIX KPOBOTEYEHHH U mepdoparuii), KOTOpble MOTYT OBITh
CMEpTENbHBI.

Mackuposka cumnmomos 0cHo8H020 UHPEKYUOHHO20 3a00N1e6aH U

[Tpuem HGynpoden-JI® moxeT MacKHpOBaTh Ba)KHbIE CHMITOMBI HH(EKIHH, YTO MOXKET
IPUBECTH K Y/UIMHEHHIO CPOKOB IOCTAHOBKM IPAaBHJIBHOTO JHAarHo3a, OTCPOYEHHOMY Hayaly
aJIeKBaTHOW Tepamuu M YXYAIIEHHIO HCXOoda MHQEKIHOHHOro 3aboneBaHus. YXyALIEHUE
Habronanock Ha (oHe OaxTepuanbHON BHEOOJIBHUYHON IMHEBMOHMM U IpU OaKTepHaIbHOM
OCIIO)KHEHUH BeTpsiHOU ocmbl. B ciyuae HasHaduenuss WMOympoden-JI® npu mHbeKnHoHHOM
3a00JIeBaHUM U1 CHIDKEHHUsT TeMIepaTyphl Tela WiIM obyieryeHus OosM, peKoMeHIyeTcs
obecrieyeHHe MOHUTOpUHTA HH(peKunOoHHOTO 3aboneBanus. Ha amOynaTtopHom atame, B ciydae
€CJIH CUMIITOMBI COXPAHSIOTCS HIIH YXYALIAIOTCS, ITALIUEHTY He0OX0AUMO 0OpaTUTHCS K Bpayy.
[bixamenvras cucmema

VY manueHToB ¢ OpOHXHATBHOW acTMOH WM JPYTMMH aJUIEPIrHYECKUMH 3a00JIEBaHUSMH B
aHaMHe3e MpHeM IIpernapara MOXeT CIIPOBOILHUPOBATH OPOHXOCHa3M.

Jpyaue HIIBIT
Cnenyer wu3beraTb COBMECTHOTO NpUMEHEHHs HOympodeHa ¢ IpyTMMH HECTEPOHIHBIMH
MPOTHUBOBOCTIATUTEILHBIMH npenapaTaMmu, BKJTIOYas CEJIEKTUBHBIE UHTHOUTOPBI

[IHKJIOOKCHTE€HA3bI-2.

Cucmemnas KpacHas 6ON4aHKA U cmewantoe 3abone6anue coeouHumebHou mKaHu
[Tpumenenue ubynpodeHa y Takux MallieHTOB CBSA3aHO C ITOBBIIIEHHBIM PUCKOM aceNTHYECKOTO
MEHHHTHUTA.

IIpumenenue y nayuenmos ¢ HapyuieHuem yHKyuu nodex

[Ipemapar MOXeT BbI3BAaTh yXyJALIeHHE (YHKIHUHM TOYEeK C pPa3BUTHEM IOYEYHOH
HeocTaToOYHOCTH. CyIlecTByeT pPUCK IOYEUYHON HEIOCTaTOYHOCTH Yy JeTed M IMOAPOCTKOB C
00€e3BOKHBaHHUEM.

IIpumenenue y nayuenmos ¢ HapyuieHuem QyHKyuu neveHu

[Tpemapart MOXeT BbI3BaTh HapyllIeHHe (PYHKIIUU [IEUEeHHU.
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Cepoeuno-cocyoucmas cucmema e
Be111 ostydeHs! cooO1IeH s 0 cllydasx pa3BUTHs cuHapoMa KoyHuca y manueHToB, MoJTyYaBIInx
ubynpoden. Cunapom KoyHuca (annepruueckuii ocTpblii KOpOHAPHBIA CHHIPOM) — 3TO IPyIIa
CEpAEYHO-COCYUCTBIX CHMIITOMOB, BBI3BAHHBIX BBICBOOOXIEHHEM MEIMATOPOB BOCHAIICHUS
BCJIEJICTBHE AJIJIEPIrHYECKON peaklM, CBS3aHHBIX CO CIIa3MOM KOPOHApHBIX apTepHii, KOTopas
MOJKET IPUBECTH K HHPAPKTY MUOKap/a.

Cepoeuno-cocyoucmas u yepebposackyisapHas cucmema

[TaupienTam ¢ apTepraabHON THIEPTEH3UEN H/WIIHA CEPAEUHON HEAOCTATOYHOCTHIO HEOOXO0IUMO C
OCTOPO’KHOCTBIO TPUMEHATh Ipenapar (CIeAyeT MPOKOHCYJIbTHPOBATECS C BpauoM HIIH
paboTHHKOM anTeku), nockosubky Tepanuss HIIBII Mo)xeT BbI3bIBaTH 3aJepiKKy JKHUIAKOCTH,
MOBBILIEHUE apTEPUATILHOTO IaBJICHUS U MOSBJICHUE OTEKOB.

JlaHHble KIMHHUYECKHUX HCCJIEJOBaHUM YyKa3plBalOT Ha TO, 4YTO INpuUMeHeHue wuoOympodena,
oco0eHHO B BbICOKOH m03e (2400 Mr/cyTt), MoKeT OBITH CBSI3aHO C HEOOJIBIIUM IOBBIIIEHHEM
pHuCKa apTepUaNbHBIX TPOMOOTHYECKHX SBJIEHHH (HampuMep, HWH(papKTa MUOKapaa WIH
HHCYJIbTa). B 1leoM, TaHHBIE 3MHAEMHOJOTHYECKUX HCCIIEI0OBaHUN HE YKa3bIBalOT HA TO, YTO
npumeHeHue ubynpodena B Hu3koi noze (< 1200 Mr/cyT) cBSI3aHO C MOBBIIIEHHBIM PHUCKOM
apTepHalIbHBIX TPOMOOTHYECKUX SBIICHHUH.

[TaqmeHTaM ¢ HEKOHTPOJMPYEMOM apTEpUAIbBHOMW THUIIEPTEH3UEH, 3aCTOMHON CEpAEeYHOHN
nHenocrarounocteio (II-I1I xmace mo knaccupuxanuun NYHA), ycTaHOBIEHHOH HIIEMHYECKOH
00J1e3HBI0 cepala, 3a00IeBaHUsIMU MEpUPEPUUECKUX apTepUuil W/HUIH 1epeOpoBacKyIIPHBIMA
3abosieBaHUAMH HOYTIpodeH cllelyeT Ha3Ha4yaTh TOJIBKO MOCJIe TIIATEILHOTO PACCMOTPEHHUSI, ITPH
3TOM cliefyeT u3beratb MIPUMEHEHHs BBICOKUX 7103 uOynpodeHna (2400 mr/cyTkn).

Taxoke TIareapbHOE pacCMOTpeHHEe He0OX0IMMO 10 Havasa JUIMTEIbHOM Teparnuu noymnpodeHom,
0CcOOeHHO BBICOKMMH m03amu (2400 Mr B CyTKH), Y MallMEHTOB ¢ (aKTOpaMH PHCKa Pa3BHTHS
CepAeYHO-COCYMCTBIX OCIOXHEHUH (HampuMep, THIEePTEeH3UEH, TUIepIunuIeMuen, caXxapHbIM
1abeToM, KypeHHEM).

JKenckas penpooykmuenas @yHkyus

HekxoTopble CBUAETENBCTBA YKa3blBAIOT HAa TO, YTO IpenapaThl, UHTUOMPYIOLIHE CHHTE3
[IUKJIOOKCUT€Ha3bl / MpocTarjiaHinHa, MOTYT CIIPOBOLIMPOBATH HAapyIIeHUE (EePTUIBHOCTH 32 CYET
BO3/ICHCTBHS Ha OBYJIALMIO. DTOT 3¢ (heKT 0OpaThM IIpH OTMEHE JICYECHHUSL.
Kenyoouno-xuweunolii mpakm

Heo0GxoauMo ¢ OCTOPOXKHOCTBIO Ha3HAuaTh Ipernapar MalHeHTaM, MMEIOUIUM B aHaMHE3e
3a00JIeBaHMsl JKEJTYyI0YHO-KHUILIEYHOTO TpakTa (Hecrnenuu(uyeckuil si3BEHHBIH KOJNUT, OOJIE3HB
Kpona), nockonbky npu ucnosns3zoBanu HIIBII BosmoxuO 060cTpenHne 3TuX 3a00/1eBaHHiHA.
JKenynouHO-KUIIEYHOE KPOBOTEUEHHUE, M3BA3BICHHE WM Nepdoparusi, KOTOpble MOTYT OBITH
cMepTenbHbl, oTMmeuanuch ana Bcex HIIBII B mo6Goe Bpemss B Xome JjeueHus, Kak ¢
IpeaynpeKIaloIIMMU CUMITTOMAMH Uit siBeHUsIMH co cTopoHbl J)KKT B anamHe3se, Tak u 6e3 HUX.
Puck BO3HMKHOBEHMS JKEIIyJ0YHO-KHIIEYHOIO KPOBOTEUECHHS, M3bA3BICHUS WIH nepdopanun
Bo3pactaet ¢ nosbinenuem 103 HIIBII y maniueHToB ¢ si3BeHHOM 60J1€3HBIO B aHAMHE3€, 0COOEHHO
€CJIA OHA OCJIO’)KHEHA KPOBOTEUEHHEM MU Nepopalueil, a Takxke y MoKUIbIX MalMeHTOB. Takum
HalMeHTaM ClleyeT HaUMHATh JIEYEHUEe C HAUMEHBIIEH JT03BL.

[TanuenTsl, UMEIOLIME B aHaMHE3€e JKeTyJ0UHO-KHUIIeYHbIe 3a00/IeBaHNUs, B YACTHOCTH, TIOXKHUIIbIE
JIOM, JOJDKHBI co00IaTh O JIOOBIX HEOOBIMHBIX OONSAX B JKelnynke (0COOEHHO Keyma04HO-
KHALIEYHBIX KPOBOTEYEHHUAX ), 0COOEHHO Ha HA4YaJIbHOW CTaJUH JICUCHUSI.

Cnenyer colmonaTh OCTOPOXHOCTE NPH IpUEME Ipernapara y MalueHTOB C COMYTCTBYIOIIEH
JEKapCTBEHHOW  Tepamued, yBENUYMBAIONIEW PUCK HU3BSA3BICHHS WIH  KPOBOTEUEHHS
(mepopajibHble KOPTHKOCTEPOHbI, AHTUKOATYJISIHTBI, Takue Kak Bap(apHH, CEIEKTHBHBIE
MHTUOMTOPBI 0OPATHOrO 3aXxBaTa CEPOTOHMHA MJIM aHTUTPOMOOLIUTapHBIE MTpenapaThl, TAKHE Kak
aleTHICAIMIUIIOBAs KHciIoTa). [Ipu BOZHUKHOBEHHUH JKEITy1I0UHO-KUIIEYHOTO KPOBOTEYEHHS HITH
U3BA3BICHHUS NTpHeM HOynpodeHa NomKeH ObITh IMpeKpalieH.

Tsicenvle KoJICHbIE HedlceNamelbHble PeaKyuu



HO P

(> LA AN

371PABOOXP/

KU BEJAPYCh

3 U ] l(. 5 - 2 U 2 2 kA3 I'\mqu.xvn;-%t'\ul'ru.t‘rs.‘fiy‘r‘jf“,"’ii””“‘”“
beutn nmosrydeHs! COOOLIEHHS O PAa3BUTHH TSDKETBIX KOKHBIX Hemenﬁwﬁ;{-‘:plé&&;ﬁ;ﬂmroqaﬂ
5KC(ONMATUBHBIA J€pMAaTUT, MyJIbTH(GOPMHYIO dpuTemy, cuHapoMm CTuBeHca-J[)KOHCOHa,
TOKCHYECKMH OSIHUAepMalbHbIi  Hekponu3, DRESS-cunapom (nexapcTBeHHas peakumust c
303UHOMHUIMEH M CUCTEMHBIMH CHMIITOMaMH), OCTPBIA T€Hepald30BaHHBIA JK3aHTEMAaTO3HbIN
IyCTYyJI€3, KOTOPhIE MOTYT OBITh XKHU3HEYTPOKAIOIIUMH UM CMEPTEIBHBIMH U KOTOPBIE CBS3aHbI C
npuMeHeHneM ubynpodena (cm pazzaen 4.8).

Bousbliast yacTh 3TUX peakiuii BO3HHKaJIa B TEUEHHE TIEPBOTO MECHIIa.

Ecnu npu3sHaky ¥ CUMITOMBI IIPEANOJIAraoT pa3BUTHE ITUX peakiuii, uOynpodeH n0KeH ObITh
HEMEIUIEHHO OTMEHEH, U paCCMOTPEHO aIbTEPHATHBHOE JICYEHHE, ECITH HEOOXOIUMO.
Bcnomozamenvhule éewgecmea

JlexapcTBEHHBIH IIpemapaT COIEpXKHT caxap. [lammenTaM ¢ penko BeTpewaromencs
HACJIEZICTBEHHON HENEPEHOCUMOCTBIO (PYKTO3BI, IIFOKO30-TalaKTO3HOW MaibabcopOimeit uiu
Je(pHULIUTOM caxapa3bl-H30MaIbTa3bl HE CEAYeT MIPHHUMATH 3TOT IIpenapar.

JlekapCTBEHHBIH IIperapar COAEPKHUT OeTasieKec, KOTOPbIE MOXET BbI3BaTh MPOOJIEMBI C
[HUINEBApEHHEM, TaKue Kak auapes. [lepen mpuemMoM jekapcTBEHHOro mpernapaTta HeoOXOAHMO
MIPOKOHCYJIETUPOBATHCS C BPAYOM.

JlexapcTBeHHBIA mpenapar coaepXkHT 39 Mr Hartpus Ha [J03y. HeoOXommMo y4YHTHIBATH
NalueHTaM, HaxXOAAIIUMCS Ha UeTe C OTpaHUYECHHUEM MOCTYIIJICHHs HATPH.

4.5 BsaumopeiicTBHe ¢ APYrHMH JIeKAaPCTBEHHBIMH TNpeNapaTaMH M JApyrue BHIbI
B3aHMOJAEHCTBUSA

Hoynpogpen (kax u opyzue HIIBII) ne cnedyem npumeHams 6 KOMOUHAUUU C MAKUMU
npenapamamu, KaK:

Ayemuncanuyunogasn kucioma

OnHOBpeMEHHOE IIPUMEHEHHE UOYNPO(pEeHa U aleTHJICATHIMIOBOH KHUCIIOTHI, KaK MPaBHIIO, HE
PEKOMEH/YETCs M3-3a BO3MOYKHOTO YCHIJICHHUsI HEXKEJIATE/IbHBIX SBJICHUH, €CITH TOJIBKO aCIIMPHH B
HHU3KOH 103¢ (He Gosiee 75 Mr B CyTKH) He OBLI pPEKOMEHIOBAH BPauoM.

OKCIIEPUMEHTAILHBIE [IaHHBIE CBUAETENIBCTBYIOT O TOM, YTO UOYNMpodeH MOKET KOHKYPEHTHO
MHTHOMpOBaTh BO3JAEHCTBHE HM3KHX 03 AUETHJICATHIMIOBOM KHCIOTHI Ha arperauro
TpOMOOLIMTOB IIPH OIHOBPEMEHHOM Ha3Ha4eHWH. M XOTs cyiiecTByeT HeONpeae/ieHHOCTh
OTHOCHTEJIBHO KJIMHUYECKOH 3HAUUMOCTH 3THUX JIaHHBIX, TOTEHIIHAIbHAS BOSMOXHOCTE TOTO, YTO
PEryJIApHBIN, IIMTENBHBIA TpHeM HOynpodeHa MOXKET CHH3UTh KapAHO3AIMUTHBEIA 3(deKT
HHU3KHX /103 alleTHICAIMIUIOBOM KHUCIIOTBI, HE MOXKET OBITh UCKITIOUeHA. KIIMHUYECKH 3HAYMMOE
B3auMoJelcTBre HOynpodeHa mpu 3MU30ANIECKOM IPUMEHEHHH MaIOBEPOSITHO.

Jpyeue HIIBII, exniouas cenekmugHvle UH2UOUMOPbL YUKIOOKCULEHA3bL-2

Heobxonumo u3berate 0JHOBPEMEHHOIrO NMpHMeHeHHUs AByX W Oonee HIIBII, mockomeky 310
MOJKET IOBBICUTh PUCK BO3ZHHKHOBEHHSI HEXKEJIATEIbHBIX PEaKIIUH,

Hoynpogpen cnedyem c¢ o0cmopodicHOCMbIO HPUMEHAMbL 6 KOMOUHAUUU C MAKuUMu
npenapamamu, KaK:

Kopmuxocmepouowi

[Ipu oxHOBpemeHHOM npHeMe HOymnpodeHa W KOPTUKOCTEPOHIOB IOBBIMIEH PUCK pa3BHTHS
YKEJLYJOUYHO-KHUIIIEYHOTO U3bSI3BICHUS HIH KPOBOTECYECHHS.

I'unomensuenvle npenapamul (uneubumopvr AIID, anmazonucmol peyenmopos anzuomensuna I,
ouypemuxu)

HIIBIT moryT cHu3uth >GdexT 3THX mpenaparoB. Y HEKOTOPBIX MALMEHTOB C HApYIIEHHEM
GyHKIMH MOYeK (HampuMep, y MAalHMeHTOB ¢ 00Ee3BOXKHBAHMEM WJIM Y IMAlMEHTOB IOXKHIOTO
BO3pacTa ¢ HapylIeHHeM (YHKIMH 1OYEK) OJHOBPEMEHHOE Ha3HaueHne HHruOuTopoB AIID wam
AQHTAaroHUCTOB aHruoreHsuHa II u mnpemapaToB, MHrHOUPYIOIMX ITMKIOOKCHIEHA3Y, MOMKET
NPUBECTH K JAIbHEHIIEMY yXYIIICHHIO IMOYEYHOH (YHKIUH, BKIIOYAs BO3MOXKHOE pa3BHTHE
OCTPOii MOYEYHON HEAOCTATOYHOCTH (KaK IPaBUIIO, 0OpaTHMOH). DTH B3aUMOIEHCTBHS ClleIyeT
YYUTBIBATD Y MALUCHTOB, IPUHAMAIOIIUX KOKCHOBI OJJHOBPEMEHHO ¢ HHrHOUTOpaMu AITD wmu
aHTaronucramMu aHruoteHsuHa II. CooTBeTCTBEHHO, KOMOMHALMIO BBIICYKA3aHHBIX IIPENAPaTOB
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CIIElyeT Ha3HAa4aTh C OCTOPOXKHOCTBIO, OCOOCHHO y NOXWIBIX 'fanpentos. Heobxommmo
peI0TBpalaTh 00€3B0KMBAHKE Y MALMEHTOB, a TAKXKE PACCMOTPETh BO3MOKHOCTH MOHHTOPHUHTA
MOYeYHOH (YHKIMHU 10cIIe Hayana KOMOMHHUPOBAaHHON TEpPAIUK M MIEPUOINYECKH B JaTbHEHIIEM.
JlnypeTHKH MOTYT IOBBICUTH pUCK HepoTokcuynocta HITBII.

Anmukoazynsaumuol

HIIBII MmoryT ycunuBath 3 (peKkThl aHTHKOAryJIIHTOB, TAKHX Kak Bap(apuH.
Anmumpomboyumapuvie npenapamel U CeleKMueHvle UHUOUMOPLL 0OpamHO20 3axéama
cepomonuna (CHO3C)

[TOBBIIIEHHBIH PUCK JKEJTyTOYHO-KHIIEYHBIX KPOBOTCYCHHH.

Cepoeunvle 2n1uK03uU0bL

HIIBIT moryTr ycyry6uTh cepaedHyl0 HENOCTaTOYHOCTb, CHH3HTH CKOPOCTh KIyOOUKOBOM
(GunbTpanMy U MOBBICUTE YPOBEHb CEPACUHBIX TNTUKO3UIOB B IIa3Me KPOBH.

IIpenapamuvr aumus

OnHoBpeMeHHBIH NpueM ubynpodeHa ¢ npenaparaMu JUTHSI MOXKET MPHBOIUTH K MOBBIIIEHHIO
KOHIIEHTPALIUU JIUTHS B IIJIa3M€ KPOBH.

Memompexcam

OnHoBpeMeHHBIH mpHeM HOympodeHa ¢ METOTPEKCATOM MOXKET NPHBECTH K ITOBBIIIEHHIO
KOHIIEHTpallMHd METOTpEKcaTa B IIa3Me KpPOBH.

Luknocnopun

[ToBbIIEHHBIH PUCK HEPPOTOKCUYHOCTH.

Mugpenpucmon

[Tpuem HIIBII cnenyer Havate He paHee, yeM uepe3 8-12 el mocie mpuema Mudenpucrona,
nockoaeky HIIBII MoryT cunxkath 3 peKTHBHOCTh MU ETIPUCTOHA.

Takpoarumyc

[ToBbimaercss puck He(POTOKCHUYECKOIO BO3AEHCTBHS NpU omgHOBpeMeHHOM mpueme HIIBII ¢
TaKpPOJHUMYCOM.

3uooeyoun

OnnoBpemenneli nmpuem HIIBII u 3upoBynmHa MOXET NpPUBECTH K IOBBIIEHHIO pPHCKA
reMaToJI0rHYeCKOH TOKCUYHOCTH. VIMeroTcss naHHbIE O TMOBBINIEHHOM pPHUCKE BO3HUKHOBEHHS
remMapTrpo3a ¥ remaroM y BHWY-monoXUTENbHBIX NAlMEHTOB € TreMOGHIMEH, MOIyYaBLIHNX
O/IHOBPEMEHHOE JIEYEHUE 3UJOBYIUHOM U UOYIPOdEeHOM.

Anmubuomuxu Xuno10H08020 psoa

B 10oKJIMHAYECKHUX HCCleoBaHuAX Obl10 nokaszano, uto HIIBII MoryT noBbImaTh puck pa3BUTHS
CYJOpOT IPHU COBMECTHOM IIPUMEHEHHH C aHTHUOMOTHKAaMHU XMHOJIOHOBOTO psifa. Y MallMeHTOB,
nojydaromux oaHoBpeMeHHoe JjedeHue HIIBII v aHTHOMOTHKaMH XWHOJOHOBOTO psna,
BO3MOJKHO YBEJIMYEHUE PUCKA BO3HUKHOBEHHSI CYA0POT.

4.6 PepTHIBLHOCTDb, 6€PEMEHHOCTh M JIAKTALHA

Bepemennocmo

Wurubuposanue CUHTE3a MPOCTArJIaHINHOB MOXKET OTPHLATENBHO MOBIHUATh Ha OEPEMEHHOCTH
W/UTH pa3BUTHE SMOpUOHA U IJI0/1a.

JlaHHBIE SMUIEMHOIOTHYECKHX UCCIEI0BAaHUN YKa3bIBAIOT HA MOBBIMICHHBIH PUCK BBIKHJIBIIIA,
IIOpOKa CEepAIa ¥ racTPOIIU3HCa [10C/Ie IPUMEHEHHS] HHTUOUTOPOB CHHTE3a MPOCTarjiaHAlnHa Ha
pPaHHUX CpoKax OepeMEeHHOCTH.

AGCOIIOTHBIH PUCK Pa3BUTHUSI AHOMAIUH CEPIECYHO-COCYTUCTON CUCTEMBI OBLT MOBBILIEH ¢ MEHEE
1% no mpubmusurensHo 1,5%. CumrTaercs, 4TO PUCK BO3pacTaeT C IOBBIIIEHHEM 03Bl H
YBEJIMYEHUEM TTPOJIOJKUTEIBHOCTH TEPANIUU HOYIPOhEeHOM.

B HccrnenoBanusaX Ha JKMBOTHBIX OBUIO IIOKa3aHO, YTO BBEJCHHE HHICHOUTOPOB CHHTE3a
IPOCTArIaHIMHOB IPUBOAMUT K YBEJIMUYEHHUIO J10- U IMOCTHMILIATAMOHHOM THOENd Iulona u
CcMepTHOCTH 3MOpuoHa 1 mroaa. Kpome Toro, coobmanock 0 NOBBIIIEHHONW YaCTOTE pa3IdYHBIX
IIOPOKOB Pa3sBUTHs, BKIIOYAs CEPAEYHO-COCYIMCTHIX, Y JKUBOTHBIX, MOJIyYaBIIHNX HHIHOUTOP
CHHTE3a MIPOoCTarjaH/uHa B IIEpHUOJ OpraHoTeHes3a.
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FDA npenynpexnaer, 4to HpHMCHCéHD I—]Hé&l'EnpvfMan) fia 20 HenEie it Ha Gonee mo3aHmX
CpoKax OepeMEHHOCTH MOJXKET BBI3BaTh DPa3BUTHE HapyUICHHH (GYHKIHH [OYEK Yy IUIOJA,
NPUBOASIIEE K OJIUTOTHIPAMHUOHY, @ B HEKOTOPBIX CIIy4asx, K MOYEYHOH HEIOCTATOUHOCTH Y
HOBOPOJKIEHHOTO.
JlaHHbIe HEOIAroNpHATHBIE MCXOJBl B CPeJHEM HAOIIOMAIOTCS MOCIE HECKOJIBKHUX IHEH WM
nenens npuema HIIBII, XoTs B pekux ciy4dasx coo0IIanock 0 pa3BUTHH OJMTOTHAPAMHHOHA YIKe
yepe3 48 yacos nocine Havana npuema HIIBIT.
MasoBoue 4acTo, HO HE BCErza, SBISETCS OOpaTUMBIM II0CJIE€ MPEKpAaIleHUs MPHMEHEHHS
HIIBII.
[Ipy JUTHTENEHOM NEPUOIE MATIOBOAHS MOTYT pa3BUBATLCS OCI0)KHEHHUS, BKIIFOUAs KOHTPAKTYPbI
KOHEUHOCTEH M 3aJIepXKKY CO3peBaHUs JIETKUX. B mocTperucTpanmoHHOM nepuoie coodmanock o
CllyyasiX HapylIeHus QyHKIMU 04K Y HOBOPOXKACHHBIX, TPEOYIOINX MPOBEICHHS HHBA3UBHBIX
MpOIEayp, TAKUX KaKk OOMEHHOE NepeIMBaHue KPOBH UITH JTHAITU3.
Eciu neobxomumo HasHauuth HIIBIT Gepemenno# jkeHmuHe B TeueHue | wim 2 TpuMecTpa
OEpeMEHHOCTH, TO CIEAYET IPUMEHSATH MUHUMAaJbHbE Y(PQEKTUBHBIE 036 B MHHHUMAIBHO
BO3MOXHBIN NeproJ BpeMeHU. Pekomennyercst nuzberate npumenenus HIIBIT na 30 venene u Ha
Hosee MO3AHUX CpoKax GEpEeMEHHOCTH BCIIEACTBHE AOMOTHUTEIFHOIO PUCKA MPEXKICBPEMEHHOTO
3aKpPBITHsI apTEPHATIBHOTO IIPOTOKA IUI0A.
IIpu npumenenun HIIBIT Gonee 48 wacoB, HEOOXOAMMO NPOBOJIUTEH YJIBTPa3BYKOBOE
HCCIIEZIOBAHUE AMHUOTHYECKON XHAKOCTH. [Ipu pa3BUTHM ManoBOAMs, ClIE€IyeT MpPEeKpaTHTh
npueM HIIBII u nponomkuts HaOMOAEHHE B COOTBETCTBHH C YCTAHOBJICHHBIMH KIHHHYECKUMH
IPOTOKOJIAMHU.
Kpome TOro, Bo Bpemsi TPETbEro TpUMECTpa OEpeMEHHOCTH JIOOble MHTHOUTOPHI CHHTE3a
IpoCTarjaHuHa MOTYT BBI3BATh Y N1004:
— CEpAEYHO-JIETOYHYI0 TOKCHYHOCTh (C TIPEXKAEBPEMEHHBIM 3aKpPbITHEM apTepUaTbHOTO
IIPOTOKA U JIETOYHON FHIIEPTEH3HEN);
— HapyumeHue (yHKIMH TOYeK, KOTOpPO€ MOXET MpPOTrpecCHpoBaTh [0 IOYEHHOMH
HEJ0CTAaTOYHOCTH C MaJIOBOJMEM;
Y Mamepu u nnooa 6 KoHye bepemeHHoCmu.
— BO3MOXHOE YAJHHEHHUE BPEMEHH KPOBOTEUEHUS, aHTHAr PETAHTHBIH 3((HEKT, KOTOPBIH MOXKET
OTMeYaThes JaKe MPH OYeHb HU3KHX J03aX;
— YrHETEHHE COKpalleHHH MaTKHM, 4TO MOXKET IpPHUBECTH K 3aJepXKKe pPOJOB WM Oolee
JUITEIBHBIM POJIaM.
CnenoBarenbHO, HOYIPO(EH MPOTUBONIOKA3aH BO BPEMSs TPETHEr0 TpPUMECTpa OepeMEHHOCTH.
Jlakmayus
B orpaHn4eHHBIX HCCIEIOBAaHUAX OBUIO yCTAHOBJIEHO, YTO UOYNMpo(eH NMPOHUKAET B IPyAHOE
MOJIOKO B OYE€Hb HHU3KHMX KOHIEHTpauusix. OTpuuarenbHOe BO3JeHCTBHE Ha pebeHKa,
HaXO/AIIErocsi Ha TPyTHOM BCKapMJIMBaHHH, MaJIOBEPOSITHO.
DepmunvHocms
VmeroTcss OrpaHuMYeHHBIE JaHHBIE O TOM, YTO T[penapaTbl, HHTUOHPYIOIIHE CHHTE3
[UKJIOOKCHUT€HAa3bl/IPOCTAarIaHIMHOB, MOTYT BBI3BIBAaTh CHH)KECHHE JKCHCKOW (PepTHIILHOCTH 3a
CUeT BIUSHHS Ha OBYJSLHUIO (cM. moapaznen 4.4).

4.7 BausHHe Ha CNOCOOHOCTHL YNPABJAATH TPAHCHOPTHBIMH CpPEACTBAMH H padoTaTh ¢
MeXaHH3MaMH

B pexomeH10BaHHOH 103€ M MPU PEKOMEHI0BAaHHOW MPOIOJKHTEIBHOCTH TEPAllHH BIMSHUS HA
ylpaBJIeHHE TPAHCIIOPTHBIMHU CPEACTBAMH U Ha paboTy ¢ MEXaHU3MaMH HE OJKUIAeTCH.

4.8 HexkenaTesibHbIE peaKLHU

HexenatenpHble SBIEHUS, CBSI3aHHBIE C IpUeMOM HOyTpodeHa, epedrcIeHbI HIKE 10 KilaccaMm
CUCTEM OpPraHOB M YaCTOTE UX Pa3BUTHS.

YacToTa pa3BUTHUS HEXKEJATEIbHBIX peaklUi IMpUBEIEHA B CIICIYIOIIEH rpaJallii: 0YeHb YacTo
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(>1/10), gacto (>1/100, o <1/10), Hewacto (>1/1000, HO <1/100),-pe,ailegl{:'>_~il/-i{}060,;ﬁcr<'l/l000),
oyeHb penko (<1/10000), gacToTa HeW3BeCTHA (MUCXOIsl M3 HMEIOMIUXCS MAaHHBIX, YacTOTY
BO3HUKHOBEHHMSI ONPEIETUTH HEBO3MOIKHO).
HuxenepeuncieHHble HEXeIaTeIbHbIE PEAKUUKU OTMEYAIHCh IPU KPAaTKOBPEMEHHOM IIpHUEME
ubynpodeHna B no3ax, He npesbinaromux 1200 mr/cytku (3 makera). [Ipu neueHHH XpOHUIECKHX
COCTOSIHMHM W TpH JJIUTEIHHOM NPUMEHEHHH BO3MOXKHO IOSIBIEHHE IPYTUX HEXKeIaTeTbHBIX
peaxkLuii.
Haubonee yacto HaOMIOAAMKCh HEXKENATEIbHBIE PEAKIUH CO CTOPOHBI JKEITYJOYHO-KUILIEYHOTO
TpakTa. HexenatenpHble SBIEHHS, B OCHOBHOM, [0303aBHCHMBI, B YaCTHOCTH, PHCK
BO3HUKHOBEHHSI IKETYJOYHO-KHIIEYHOrO KPOBOTEUEHHS 3aBUCHUT OT JMana3oHa 03 H
IPOJOKUTEILHOCTH JICYECHHS.
JlaHHBIE KJIMHUYECKHUX HCCJIEOBaHUM YyKa3plBalOT Ha TO, 4YTO INpUMeHeHue udbympodena,
0coOeHHO B BBICOKOH J103€ (2400 Mr/cyTkH), MOKeT OBITh CBSI3aHO ¢ HEOOJBIINUM IOBBIIICHHEM
pHCKa apTepUalbHBIX TPOMOOTHYECKUX SIBICHHH (Hampumep, HH(papKTa MHOKapAa WIH
UHCYJIBTA).
Hapywenus co cmopoHel Kposu u Ium@pamuieckou cucmemvl: OYEHb PEIKO - HapyLICHUS
KPOBETBOPEHHUsl (aHEMHs, JCHKONEHHUs, TPOMOOLMTONEHHUs, MaHIHUTOIECHHs, arpaHyJIOLHTO3).
[TepBBIMH CHMOTOMaMH TaKUX HApYLIEHUH SBIIAIOTCA JIUXOpajka, 60/1b B ropiie, IOBEPXHOCTHBIE
SI3BBI B IOJIOCTH pPTa, 'PUIIONOAO0HBIE CUMITOMBI, BBIpaKE€HHAsl C1a00CTh, KPOBOTEUEHUS H
reMaToMbl HEYCTaHOBJIEHHOM 3THOJIOTHH.
Hapywienus, co cmoponbl UMMYHHOU CUCHeMbl; HEYACTO - PEAKLMH THIEPYYBCTBUTENLHOCTH
CONPOBOJKAAIOIIMECST  KpAalMBHHULEH M 3yJOM; OYEHb PEAKO - TSDKEIble PpEaKIUH
TUIIEPYYBCTBUTEILHOCTH (IaHHBIE PEaKIMU MOTYT MpPOSIBJIATECS B BHJE OTEKa JIMIA, A3bIKa H
rOpTaHW, 3aTPYAHEHHUs [bIXaHWs, TaXWKapAuH, MaJCHUs AapTEPUAIBHOTO  JIaBJICHUS
(aHaduIaKTHYECKUH 0K, AaHTHOHEBPOTUYECKUH OTEK MIIH TSDKEIBIH II0K); 4YacTOTa HEU3BECTHA -
peakIuyu CO CTOPOHBI JbIXaTEIbHOW CHCTEMBI (acTMa, 000CTpeHHE acTMbl, OpPOHXOCHA3M HIH
3aTPyAHEHHOE [BIXAHHUE).
Hapywenus co cmoponbl HepeHOU Cucmembl. HEYACTO - TOJOBHAas 0OJb, OYEHb PEIKO -
acenTHYeCcKHil MEHUHTHT?,
Hapywenus co cmoponsl cepoya: 4acTOTa HEU3BECTHA - CepAeYHasl HEIOCTaTOYHOCTh, OTEKH,
cunipom Koynuca.
Hapywenus co cmopoHsl cocy006: 4acTOTa HEU3BECTHA - apTepHasIbHas THIIEPTEH3HUS.
JKenyoouno-kuweunvie HapyuwieHus, HE4acTo - OOIb B )KUBOTE, TOIIHOTA, JUCIEIICHS, PEIKO -
auapesi, METEOpH3M, 3alop W pBOTa; OYEHb pPEAKO - S3BEHHas OO0Ne3Hb JKelyaka H
JIBEHA/IIIATUIIEPCTHON KHUIIKH, nepdopaius WK JKeJTyI09HO-KHIIEYHOe KPOBOTEUYEHHE, MEJIeHa,
KpOBaBasi pBOTA, B HEKOTOPBIX CIIydasX CO CMEPTEIbHBIM UCXOIO0M, OCOOEHHO Yy MalHeHTOB
MOXKHJIOTO BO3PACTa, I3BEHHBIH CTOMATHUT, FaCTPUT; YaCTOTAa HEU3BECTHA - 000CTpEHHE KOJIUTA U
6onesznu Kpona.
Hapywenus co cmopoHel newenu u Jcenueébl600aujux nymeu. 04eHb peIko- HapyleHUs QyHKIIUA
TMIeYEHHU.
Hapywenus co cmoponbl KOJCU U NOOKOJCHBbIX MKAHEU: OYEHb PEIKO - TSHKEJIble KOXKHBIE
HE)KEJIaTEe/IbHBIE PEAKIMK, BKIIOYass MyJIbTH(QOPMHYIO 3pHTEMY, 3KC(OIHATHBHBIA JE€PMATHT,
curapoM CtuBeHca-/[PKOHCOHA, TOKCUYECKUH SMHUIEPMATBHBINA HEKPOJIM3; YaCTOTa HEU3BECTHA -
DRESS-cunzapom (JekapcTBeHHasi peakuus € 303MHOGUIMEH M CUCTEMHBIMH CHMIITOMAaMH),
OCTPBIH IreHepallu30BaHHBIN 3K3aHTEMATO3HBIH ITyCTye3, peakiui ()OTOUYBCTBUTEIHHOCTH.
Hapywenus co cmoponbl novex u M0O4eebi600AuUx nymet. OUY€Hb PEAKO - OCTpas IMoYeyHas
HEJ0CTAaTOYHOCTh, MNAaNMJUIAPHBIA HEKpO3, OCOOEHHO TpH JUIMTENIEHOM IPUMEHEHHH,
COTPOBOKAAOLIHUICS MOBBIIEHUEM YPOBHS MOYEBHHBI B CHIBOPOTKE KPOBU U PA3BUTHEM OTEKA;
4acTOTa HEM3BECTHA - [IOYEYHAs! HEJOCTATOUHOCTD.
Jlabopamopuvie u uncmpymenmanvhvie OanHble: OYEHb PEIKO - CHI)KEHHE YPOBHS FeéMOII00UHA.
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Onucanue omoebHbIX HeHCeNAMENbHbIX PeaKyull. Pecnybanku Benapych

'O peakuMsAX rMNEpUYyBCTBUTEIBHOCTH COOOLIATIOCH MOCIE IeueHHs HOynpopeHoM. OHU MOTYT BKITIOYaTh:
(a) HecneuMuUecKHe alsiepruueckue peakuu U aHadunakcHio; (0) akTHBHOCTD JIbIXATENbHBIX ITyTEH,
BKJIFOYAIOIYIO acTMy, 000CTpeHHe acTMbl, OPOHXOCMa3M, 3aTPYJAHEHHOE JbIXaHHE; WK (B) pas/IMyHbIe
HapyLIEHHUs] CO CTOPOHBI KOXH, BKJIFOYAs ChHIMM pa3sIWYHbIX THIOB, 3y, KpanWBHULY, Iyprypy,
AHTHOHEBPOTHYECKHH OTEK W, pexe, — dSkcdonuatuBHple W Oysie3Hble JepMarosbl  (BKIHOUAs
SMUAEPMAIbHBIA HEKPOJTU3 H MHOTO(OPMHYIO 2PHUTEMY ).

2 [TaToreHHbI MEXaHU3M MEIAMKAMEHTO3HOIO aCENTHYECKOr0O MEHHHIUTAa U3yUeH He MOJIHOCThIO. Tem He
MeHee, JIOCTYIHbIE JaHHbIe 00 acenTHUecKoM MeHUHruTe, cBasanHoM ¢ HIIBII, ykasbiBaroT Ha peakiuio
FUIEPUYBCTBUTENBHOCTH (32 CUET BPEMEHHOH CBA3M C NMPUEMOM MNpernapaTa i MCUE3HOBEHHs CUMITOMOB
nocsie npekpaiieHus npuema). [IpumeyaTenbHO, YTO OTAE/IbHBIE CIy4an CHMITTOMOB acenTHYeCKOro
MEHHMHTUTa (TaKWe KaK PUTHAHOCTb 3aTBUIOYHBIX MBbILIL, rOJOBHas 00Jb, TOIIHOTA, PBOTA, JKap H/IH
Ne30pyeHTalrs) HaOMIOfaINCh TpU  JleueHHH MOynpodeHoM y TNaLMeHTOB C ayTOWMMYHHBIMH
HapylIeHUsAMH (TAKUMM KaK CHCTeMHas KpacHas BOJIYaHKa, CMELIAHHOe 3a00JIeBaHHE COEMHHUTENIBHOM
TKaHHM).

Coo0l111eHHE 0 0I03PEBAEMbIX HEXKEJATEIbHbIX PEAKIUIX

BaxxHo coo0Imarh O IO03PEBAEMBIX HEXKENATElIbHBIX PpEAaKUMAX II0C/Ie PETUCTPalUu
JIEKapCTBEHHOTO TIperapara ¢ LeIblo 00ecreyeH sl HEMPEPHIBHOIO MOHUTOPHHTA COOTHOILICHHUS
«T10JIb3a — PHUCK» JIEKAPCTBEHHOTO Tpenapara. MeIuIHHCKHM pPabOTHHKAM PEKOMEHIYETCs
coo0IaTs O IMOJ03PEBAEMBIX HEKENIATEIbHBIX PEaKLUAX JIEKAPCTBEHHOrO Iperapara dYepes
HAIlMOHAJIBHBIE CHCTEMBI COOOIIEHHS O HEXENaTeNbHBIX pPEaKUMAX TIOoCyIapCTB-4JICHOB
EBpa3suiickoro 3KOHOMHUYECKOT0 COK03a.

PecnyGnuka benapyce

220037, Munck, ToBapuieckuii nep., 2a

VIT «L{eHTp SKCHEepPTH3 U UCIIBITAHHH B 3[paBOOXPAHECHUI)

Tenedon otaena papmakonanszopa: +375 (17) 242-00-29

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

DnexktponHas noura: repl@rceth.by, reeth@rceth.by

Caiit: https://www.rceth.by

4.9 Ilepexo3upoBka

V nereit npuem Gonee yem 400 Mr/xr ubynpodeHa MOKET MPUBECTH K Pa3sBUTUIO CHMIITOMOB
Tepe03upOBKH. Y B3POCIBIX 10303aBUCHUMBIN 3QdexT MeHee BeIpakeH. [lepruo moyBbIBeA€HUS
TIpH TepeI03upoBKe cocTasseT 1,5-3 Jaca.

Cumnmombi

V GOJILIIMHCTBA MAIIMEHTOB, KOTOPHIE MPUMEHSUTH KIMHUYECKH 3Ha4uMble KonuuecTBa HIIBII,
pa3BUBAIKCh TOJBKO TOLIHOTA, pBOTA, OO B SMUIacTPabHOM 00JIacTH WIIH, PEXE, - JAuapes.
MoryT BO3HHKATh IIyM B yIIIaX, FOJIOBHAs OOJIb H JKEJTy JOYHO-KHIIEUHOE KpoBoTedeHue. B Gosee
TSOKEJIBIX CITydasX MOTYT BO3HMKATh TokcHueckue nopaxkenus [[HC, mposBisromuecs B BHIE
COHJIMBOCTH, B OTAEJIBHBIX CIIy4asX - BO30YKIEHHOTO COCTOSIHHS U J€30PUEHTALIUU MU KOMBI.
Wuorpa y mNanudeHTOB OTMEYAlOT CyAopord. [Ipm TsKenoMm OTpaBlIEHHH MOXKET pa3BUTHCS
MeTabOJIMYECKHI  alMI03, YBEJIWYCHHE MPOTPOMOMHOBOTO  BPEMEHHU/MEXIYHAPOIHOTO
HOPMAaJIM30BAaHHOTO OTHOIIEHUS (BEPOSITHO, U3-3a2 B3aUMOJECHUCTBHS ¢ (aKTOpaMHU CBEPTHIBAHUS
KPOBH, UMPKYJIUPYIOUIUMH B KpOBSHOM pycie). Moryr BO3HHKaTh OCTpas IOYEYHas
HEJIOCTATOYHOCTh M MOpaXKeHHe rneueHu. Bo3moxkHo o6ocTpeHne OpOHXUATBHONU aCTMBI.
Jlevenue

Jleyenne nOKHO OBITH CHMIOTOMATHYECKHMM M TMOJNEPXKUBAIOIIMM, a Takke BKJIIOYATh
obecrieueHHe TMPOXOJUMOCTH [bIXaTENbHBIX MyT€H W MOHUTOPHHI CEpACYHOU (YHKIHH U
OCHOBHBIX TIOKa3aTeledl JKU3HEAESATENbHOCTH JI0 HOpMalM3allid COCTOSIHHS TIAllHEHTa.
PexomeHayercs mepopaibHOEe MPUMEHEHHE aKTHBHPOBAHHOIO YIJII B Te4YeHHWe | Yaca mocie
npueMa MOTEHUHUAIBHO TOKCHYECKOH 103bl mpemapara. [Ipu 4acThIX HIIM NMPOIOIKHTETBHBIX
crla3Max MBIIII] JIEYEHHE CIeAYyeT IPOBOIUTEH IyTeM BHYTPHBEHHOTO BBEACHHS JMa3erama HiIH
nopazenama. B ciiydae 6poHXHaIbHON acTMBI CIIEAYET IPUMEHATH OPOHXOIUIATATOPHI.
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5. PAPMAKOJIOT'NYECKHE CBOUCTBA ~_ Peemybauky Benapyek
5.1 ®apmakoaMHAMHYeCKHE CBOHCTBA
dapmakoTepaneBTHYecKkas  rpynna:  HecTepouaHble  MPOTHBOBOCHAIUTENBHBIE U

[IPOTHBOpPEBMATHYECKHE NpenapaThl. IIpor3BoAHbIE IPOITMOHOBON KHCIIOTHI.

Koax ATX: MO1AEOI.

JleiicTByromee BemectBO — uOynpodeH B Buae uOynpodeHa u3uHATa (JIM3HHOBAs COJIb
ubynpodena).

UGynpoden sABIseTCS HECTEPOMIHBIM NPOTHBOBOCHANMTENbHEIM Tpenapatom (HIIBII),
[IPOM3BOJHBIM ITPOMMOHOBOM KHCIIOTHI.

Mexanusm JeiictBust uOynpodena oOycIOBIeH HHTHOMPOBAHMEM CHHTE3a IPOCTArjaHIHHOB.
M6ynpodeH oka3bIBaeT MPOTHBOBOCHAIMUTENBHOE, JXKAPONOHMIKAIOUIEE H aHaJIble3UpYyHOLIee
neiictBue. Kpome Toro, 06patiMo HHrHOUpPYET arperanuo TPOMOOLKUTOB.

DKCHepUMEHTaIbHbIE JaHHbIE YKa3plBAlOT HA TO, YTO HOYNpPo(eH MOXKET KOHKYpPEHTHO
WHIMOMPOBATh BO3JCHCTBHE HHU3KUX [J103 AalETHJICATHMIUIOBOW KHCIIOTBI Ha arperamuio
TPOMGOIMTOB TPH OJHOBPEMEHHOM IpHeMe. Pe3ynbTaThl HEKOTOPBIX (apMakoAWHAMHYECKUX
WCCIIeIOBaHMH yKa3bIBAIOT HA TO, YTO OJHOKpATHBIN mpueM uOympodena B nose 400 mr Ha
nporTshkeHuH 8 uacoB n0 uiu 30 MHHYT IOCI€ MpUeMa aleTHICATUIUIOBON KHCIOTHI B
JIEKApCTBEHHOM (hopMe ¢ HeMeUICHHBIM 0CBOOOKIEHHEM (81 MT) COMPOBOKAANICS YMEHBILICHHEM
BIMSHUS ALETHJICAIMIMIOBON KHCIOTHI Ha oOpa3oBaHHEe TpOMOOKCaHa WIJIM arperamnuio
TpoMGonuTOB. HecMoTps Ha 3TO, CYIIECTBYET HEONPEAETEHHOCTh B OTHOLICHUH SKCTPATIOJISIIHH
3TUX JAHHBIX HA KIMHUYECKYIO CHUTYallUIO, BEPOSITHOCTH TOrO, YTO PETYJISIPHOE, UIHTEIBHOE
IpUMeHeHHe HOynpodeHa MOXET YMEHBUINTh KapAHO3aUTHBIA 3PGEKT HU3KHX 1103
AIlETWICATUIMIIOBOM  KHCJIOTBI, HE MOXET ObIThb ucKIo4YeHa. KIMHHMYECKM 3HAuYMMOe
B3aHUMO/IEHCTBHE TP HEPETYIIIPHOM IpreMe uoynpodeHa MaJoBEPOSTHO.

[Tocne mepopansHOro nprema uOynpodeHa JTH3HHAT JUCCOLMMPYET HAa MOYNpodeH W JHM3HH.
JIuzun He o6namaer (apMaKoJOrHYecKOod aKTUBHOCTBIO. (DapMaKoIOTHYecKHe CBOMCTBA
n6ynpodena Tu3nHaTa MOA00HEI CBOiicTBaM HOynpodeHa.

5.2. ®apmMaKkOKHHETHYECKHE CBOIICTBA

Abcopbyus

N6ynpoden GICTPO BcacklBaeTCs U3 HKETYAOYHO-KMIIEYHOIO TPAKTa ¥ aKTHBHO CBSI3BIBACTCS C
OeKaMH I1J1a3MBl.

Pacnpeoenenue

Makcumanbhas koHeHTpamus (Cmax) B IU1a3Me JOCTHraeTcs yepe3 45 MHHYT IIOC/IE IpHEMa
HATOIIAK, [IPH TIPUEME C MHIIIEeH MMKOBask KOHLEHTPAIUs B CBIBOPOTKE KPOBH OTMe4aeTcs yepes 1
- 2 yaca riocJie mpuema ubynpodena.

buompancghopmayus

N6ynpoden MeTaboNMU3UpyeTcs B MIEUYEHH 10 JBYX OCHOBHBIX METa0OJHMTOB C OCHOBHBIM ITyTEM
BBLIBEJICHHs 4epe3 TMOYKH JTUO0 B HEM3MEHEHHOM BHUE, JIMOO B BHIE OCHOBHBIX KOHBIOTaTOB
BMECTE C HE3HAYUTEIbHBIM KOJIMYECTBOM HEM3MEHEHHOro HOynpodeHa.

Inumunayus

BriBeieHHME MTOYKAaMU SABJISETCS OJHOBPEMEHHO OBICTPBIM M MONHBIM. Ilepuon monyBeiBeneHUS
coCTaBJIsIeT MPUOIU3UTENIHHO 2 Yaca.

Ocobuvle epynnel nayuenmos

Iayuenmot noscuno2o eospacma

V NOXHIIBIX MalHEHTOB HET CIEMUPUYECKHX OTIMYUN B (papMaKOKHHETHUKE IO CPAaBHEHHIO C
6oJiee MOJIOIBIMY MTALIUEHTAMHU.

5.3. JlanHbIe JOKJIMHHYECKOH 0€30MacHOCTH
Baxnas nundpopmanus, B nornonHenue k npuseaeHnoi B OXJIII, orcyrcTByer.
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6. QAPMAHEBTH‘IECKI/IE CBOﬁCTBA ) Pecnybauru Besapycs

6.1 [lepeyeHb BCIOMOraTe/IbHBLIX BEIIECTB

Bcnomoeamenvuvie 6eujecmea: HATPUs caxapuHAT, HATPHUsSl LIUTPAT, apomaru3arop «BuiHsay,
Oeranekc, caxap.

Cocmae apomamuszamopa «Buwinsay: apoMaTHYECKHME BELIECTBA, HATYypalbHBIC apOMaTHYeCKHe
BellleCcTBa, MajIbToAeKcTpuH, Tpranetud E 1518, rymmuapabux E 414,

6.2 HecoBMeCcTHMOCTD
[IpUroTOBICHHBI pAacTBOp Ul IIpUEMAa BHYTPb HE CJEAyeT CMEIIMBaTh C JAPYTUMH
JIEKapCTBEHHBIMH IIpenapaTaMHu.

6.3 Cpok roaHocTu
2 roza.

6.4 OcoOble MepbI MPEJOCTOPOKHOCTH NPH XPAHEHHH
XpauuTh 1pu Temrnepatype He Boie 25°C.

6.5 XapakTep U cojiep:KaHHe EPBUYHOH YyNIAKOBKH

ITo 4,13 r mopoIIKa B MaKeTe W3 KOMOMHUPOBAHHOTO MaTepraa (ILIEHKa IOIMITHIIEHTepedTaaTHast
Tpo3payHasl, TJIeHKa OJUIPOINHIeHoBas Oenas, Gonbra, MIeHKa MOJMITHIEHOBAs IPO3pavHas).
[To mecaTh WM ABAAUATh MMAKETOB BMECTE ¢ MHCTPYKIMEH 10 MEAMIMHCKOMY NMPHUMEHEHHUIO B
mayke U3 KapToHa.

6.6 OcoObIe MepbI NPEIOCTOPOKHOCTH NIPH YHUYTOKEHHH
HeT 0co0bIx TpeOOBaHHWH K yTHIIH3AIUH.
OcTaTKH JIEKAPCTBEHHOTO Tperiapara 1 OTXO0AbI CI€AYET YHHYTOXKUTh B YCTAaHOBJIEHHOM IMOPSIZIKE.

6.7 YcioBusa OTIyCKA
[To peuenty Bpaua.

7. IEP)KATEJIb PETUCTPAIITUOHHOTI'O YIOCTOBEPEHMUSI

COOO «Jlexpapm», Pecry6nuka Benapycs, 223141, r. Jloroiick, yn. Munckas, 1. 2A, k. 301.
Ten./pake: (01774)-53801.

DnextponHas noura: office@lekpharm.by.

IIpemen3suu nompebumenei HanPaeIAMb NO AOpPecy:

COOO «Jlekpapm», Pecybiuka Benapyce, 223141, r. Jloroiick, yn. Munckas, 1. 2A, k. 301
Ten./dakc: (01774)-53801.

Dnektponnas nouta: office@lekpharm.by, sideeffi@lekpharm.by.

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. IATA MIEPBUYHOM PETUCTPALIUU

10. JATA IIEPECMOTPA TEKCTA

OO6miass  XapakTepUCTHKa JiekapcTBeHHoro mpenapara MOynpoden-JI® pocrynmna Ha

opHULIHATEHOM CaiiTe YIOJIHOMOYEHHOro opraHa rocynapctBa — YII «lleHTp askcmepTH3 u
HCIIBITAHUM B 37]paBOOXpaHEHUH» B HH(OPMAIMOHHO-KOMMYHHKAIIMOHHON ceTn «MHTepHeT»

www.rceth.by.



