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OBILASI XAPAKTEPUCTHUKA JJEKAPCTBEHHOI'O ITPEITAPATA
1. HAUMEHOBAHME JJEKAPCTBEHHOI'O IIPEITAPATA. Haii3 tabnerku 100

MI

MEXIYHAPOJHOE HENMATEHTOBAHHOE HA3BAHME. Humecynun /
Nimesulide.

- - Mnnnc%g’gr}g)ﬁ SHQAIE&? o i
2. KAYECTBEHHBIN 1 KOJTMYECTBEHHBII CO(RARFEw st smiavycs, |
Peciy G Bonaprer T |

3 27 L2200 P |

CocraB Ha 1 TaGieTKy: —

axmueroe geujecmeo. HuMecynua - 100 mr;

genomozamenbHule geujecmea; 0e3BOHBIN KanbLus rugpodocdar,
MHUKPOKpHCTAINYECKast LEJI0N03a, Kpaxma KyKypy3HbIH, HATPHs KpaXMasrTHKOJSIT
(Tur A), cTeapaT MarHus, KpeMHHsl AHOKCHIL KOJUIOUAHBIH 0e3BOJHbIH, TallbK
OUMIIIEHHBIH.

JTEKAPCTBEHHASI ®OPMA. Ta6nerku 100 mr.

4. KIMHUYECKHUE JAHHBIE

4.1 Ioka3zaHUusl K NPHMEHEHHIO

- JleueHne ocTpoH GoIH

- [lepBuyHas AHCMEHOpPES

Humecynu1 MOXKET Ha3HauaThCs JIMIIb B KAUeCTBE CPE/ICTBA TePANUU BTOPOH JTHHHH.
Pelllenye 0 Ha3HAYEHUHM HUMECYJIMAA JOMKHO ObITh OCHOBAHO Ha OOLLEH OLIEHKE pUCKa
A1 KQKIOTO MalueHTa.

4.2 Pe;kuM A03HPOBAHHSA H CNI0CO0 MPUMEHEHHU 1

4.2.1 PexxuM 103MPOBAHMA

JIjis TOro, 4TOOBI CBECTH K MUHUMYMY HEXeJaTesbHbIE no6ouHble 3P HeKThI, clieayeT
MpHHUMaTh MMHUMAaJIbHYTO 5GGHEKTUBHYIO 103y MPH HAUMEHbILIEH NJTUTETbHOCTH
fevyeHus.

MakcuMaabHas IJIUTeNbHOCTD JIEYEHNUs. HUMECYTU/IOM COCTaBJISIET 15 nHeH.

4.2.2 Ocobble rpyNIlbl NAUEHTOB

Bspocnvle nayuenmeol.

100 Mr HUMECYJIM1a ABa pa3a B CyTKH M0C/1€ NPpUeEMa MHLIH.

[ayuermovl NOACULO20 803PACTA.

Tpu JieueHUH MOXKHIIbIX MALUCHTOB HEOOXOAUMOCTH B CHMIKEHUU CYTOUYHOM J03bl HET.
[emu u NOOPOCMKU:

Jletu (o 12 neT): Adsi JaHHOW KaTeropvy NaluMeHTOB Ha3HAYEHHE HUMECYTH/I-
coepXKalllkX JIEeKapCTBEHHBIX CPECTB POTHBOMOKA3AHO.

[Mozpoctku (0T 12 10 18 neT): Ha OCHOBaHMH (HaPMAKOKUHETHUECKOro npoduns y
B3pOCTBIX U (PAPMAKOAMHAMUYECKUX XapaKTepUCTHK HUMeCYJIU1a HEOOXOAUMOCTH B
KOPPEKTHUPOBKE J103bl Y TOJAPOCTKOB HET.
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BIMKN BEJAPYCE

Ha ocHoBaHuN papMaKOKMHETUYECKUX AaHHbIX HEOOXOo1{IreeT 5 mwywpwe* 3bl Y
[1allMeHTOB C JIETKOH ¥ YMEPEeHHOH popmamu MOYEUHOH OCTAaTOYHOCTI (RITHPEHT
kpeatnauna 30-80 MJI/MUH) HET, B TO BpeMsl KaK MalHeHTaM ¢ TSKEJION [T0YEYHOH
HeI0CTATOYHOCTBIO (KJIMpeHC kpeaThHuHa <30 MJI/MUH) Ha3HadyeHue Haii3
MpOTHBOINOKA3aHO.

[layuenmol ¢ ne4eHOUHOU HedOCMamoUHOCMeIO.

Haif3 mpOTHBONOKA3aH MallMeHTaM ¢ eYeHOYHOH HeI0CTaTOYHOCTBIO.

HesxenaresnbHble 3G HEKTHI TepaMy MOTYT OBITh CHI)KCHBI ITyTeM Ha3HaYeHHs
HauMeHbLIel 3PGEKTUBHOM 03Bl IEKAPCTBEHHOTO CPEJICTBA Ha IMIPOTSHKEHUH KaK MOXKHO
Golee KOPOTKOTO BPEMEHH, TpeOyeMOoro Aisl IeHeHHsl COOTBETCTBYIOLLETO 3a00sieBaHMUsl.

4.3 [IpoTHBONOKAa3aHHUA

- VI3BecTHAs MOBBIILIEHHAs YyBCTBUTENBHOCTE K HUMECYJIMIY WM K OTHOMY U3
BCIIOMOraTeIbHBIX BEIECTB JIEKAPCTBEHHOI'O CPENICTBA.

- MiMeBILIME MECTO B TPOLLIIOM THIIEepepPruuecKue peakuuu (Hanpumep, OpoHxocnasm,

PUMHHT, KpaliMBHHULA) B CBA3H C IPUEMOM AUETHUIICATUIIMIIOBON KUCJIOTBI WK APYTHX
HITBC.

- VIMeBIiIHe MeCTO B TPOIIJIOM TellaTOTOKCHYECKHe PeakliMi Ha HUMECY UL,

- ConyTCTBYIOILUH NTPHEM IPYTUX BELLECTB C MOTEHLMaJIbHON renaToTOKCUYHOCThIO.

- ATIKOrOJIM3M, HAPKO3aBUCHUMOCTb.

- BO3HHMKaBILKE paHee XKeJyA04HO-KHIIEUHbIe KPOBOTEUEHH sl WK NIep(OpaLnH,
CBSI3aHHBIE C [IPEAIIECTBYIOIIEH Tepanuei HIIBC.

- $SI3Ba eNy[Ka WK JIBeHaUATUIIEPCTHON KUILIKH B dhaze o0ocTpeHus, HaJIMUKE B
aHaMHe3e 73Bbl, ep(opaliy WM KpOBOTEUEHUs B XKey 10YHO-KHIIEYHOM TPaKTe.

_ Hanuuue B aHaMHe3e LepeOpoBacKyIspHbIX KPOBOTEYEHHUH WIIH APYTHX
KpOBOM3JIMAHUH, & TAKXKE 3a00J1eBaHUM, COMPOBOXKAAIOLUUXCS KPOBOTOUHBOCTBIO.

- Tspkesble HApyLIeHUs CBEPThIBaHHs KPOBH.

- Tspkenast cepieuHast HEJOCTaTOYHOCTb.

- Tspkenasi moyeyHasi HeIOCTaTOYHOCTD.

- [leyeHoO4YHas HEJOCTATOYHOCTh.

- [MalKeHThl ¢ CUMIITOMaMU NPOCTY bl WK IPHUIINA.

- Bospact 1o 12 ner.

- HazHayeHwue JeKapCTBEHHOTO CPeCTBA MIPOTHBONOKA3aHO B TPETHEM TPUMECTPE
GepeMeHHOCTH ¥ B TIEPUOA KOPMJIEHUSA IPYIIBIO.

4.4. Ocobbie yKa3aHHsl U Mepbl NPEJ0CTOPOKHOCTH NPH NPHMEHEHHH
HesxenaTeabHble 1000UHbIE 3P (EKTH MOXKHO CBECTH K MUHUMYMY, HCTONB3Y4
HAHMEHBLIYIO dP(EKTUBHYIO 03y MPH HauMEHbILUEH JUTUTENBHOCTH, HEOOXOAUMON ISt
KOHTPOJISE CHMIITOMOB 3a00JIeBaHMUS.

[Tpy OTCYTCTBHH yJIyULICHUS CHMIITOMATHKHN TEPATIHIO JIEKApCTBEHHBIM CPEICTBOM
cllelyeT OTMEHUTh.

V NalHeHTOB MOYKUIIOr0 BO3PACTa MOBBIIIEHA 4aCTOTa HEXeIaTe/IbHbIX peakuui Ha
HITBC, 0coOeHHO 4acToTa XKelyA09HO-KHILIETHBIX KpoBOTeueHUH 1 npodoaeHHs (B
HEKOTOPBIX CITydasXx Jaxe CO CMEPTE/IbHbIM MCXOLOM), @ TAK)KE HapyIIeHUs QyHKLHH
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HapyiieHusi co CTOPOHbI MEYEHHN ,
Co0B1IAeTCst O PEAKUX CIIyuasX CEPbe3HBIX PEaKLUH CO CTOPOHBI MEUEHH, B TOM HHCIE, 00
OUeHb PEIKHX CITyuasix JIeTaIbHOrO UCXO/a, CBA3AHHBIX C IPUMCHEHHEM HUMECY M-
CO/IEPIKALLIX JIEKAPCTBEHHBIX CPEACTB. [TalneHTh, OLlyAKOe CHMITTOMBI, OXOXHE Ha
CHMITOMBbI TOpaKeHHs MeYeHH BO BpeMs eueHns npenaparom Haiis (Hampumep,
aHOpeKCHs, TOLIHOTA, PBOTA, 60JIb B )KUBOTE, yTOMJIEMOCTb, TEMHBIN LBET MOYH) UIH
MAlMEeHTD], Y KOTOPBIX JaHHBIE JaO0PAaTOPHBIX aHAIM30B (QYHKLMH NEYEHH OTKIIOHSAIOTCS
OT HOpMAaJbHbIX 3HAYEHNH, IOJDKHBI OTMEHUTh JIeUEHHE JIEKAPCTBEHHBIM CPEACTBOM.
TToBTOpHOE Ha3HAYEHHE HUMECYJIN/A TaKKM TIalMeHTaM NPOTHBONOKA3aHO. Coob1uaercs
0 MOpaKeHHH Me4eHH, B OONBIIMHCTBE CI1y9acs 00paTHMOM, 110CJI€ KPATKOBPEMEHHOTO
BO3/IEHCTBUS JIEKAPCTBEHHOTO CPEACTBA. |

Bo Bpewms euenns Hali30M ManmeHT JOMKEH BO3EPKUBATBCS OT PHEMa IPYTHX
ananpretuxos. CiemyeT u3beraTh COMmyTCTBYIOIIEro npumeHeHust Hal3a n npyrux HIIBC,
B TOM UMCIIe, CEJEKTUBHBIX HHIUOUTOPOB LUMKJIOOKCHUTeHA3bI-2.

[TalMeHTsl, OTy4aBIle HUMECYJIM U Y KOTOPBIX Pa3sBUIMCh CHMITOMBI, TOXOXKHE Ha
FPUIII MK IPOCTYLY, IOJKHBI OTMEHUTB JICUEHUE JIEKAPCTBEHHBIM CPE/ICTBOM.
HapyieHusi cO CTOPOHBI XKy IOYHO-KHUIIEYHOI0 TpaKTa

Kenyno4HO-KHLIEIHOE KPOBOTEYEHHE, A3Ba U npoboaeHue S3Bbl MOTYT YIPOXKaATh KU3HH
MaLMeHTa, eCId B UCTOPUH OOJIE3HH HMEIOTCS 3aMUCH O BOSHUKHOBEHHH Mo100OHbBIX
npobseM rnpu npuemMe mo6ex HIIBC Bo Bpemst ieueHus (HE3aBUCHMO OT MPOLIEALIEro
BpeMeHH), C HATMUMeM Wi Oe3 Hau4us ONacHbIX CHMITOMOB, A1u00 HaJIUYKS B aHAMHe3e
Ccepbe3HbIX HApyIUEHUH XKelly 104HO-KULLIEIHOrO TPAKTa.

PlCK BO3HUKHOBEHUS! JKeTyJ0YHO-KUILIEYHOr0 KPOBOTEHEHH S, S3BbI HIH MPOOONEHHS
a38b1 OBbILIaeTcs ¢ ypenudyenviem fo3el HIIBC y nanueHToB ¢ HalM4YKUeM 53Bbl B
aHaMHe3e, OCOOEHHO, OCIIOXKHEHHON KPOBOU3IUAHUEM HIIH npoOOoJeHUEM, a TAKKE Y
HOYKMIIBIX [TaLHeHTOB. [Uisi 5TUX TIAlMEHTOB JeueHHe ClieflyeT Ha9nHATh C HalMeHbLICH
BO3MOJKHOM 103bl. JUIS 3THX MalUeHTOB, a TAlKe MalleHTOB, KOTOPbIE MPUHUMAOT
COMYTCTBYIOLIME HU3KUE 103bl ACTIUPHHA I IPYTHX CPEACTB, YBEIHUHBAIOLIHMX PHCK
BO3HUKHOBEHUS XKETy 10UHO-KHILIEUHOTrO 3a00s1eBaHus, ClIelyeT paCCMOTPETh
BO3MOYKHOCTH TPUMEHEHHs] KOMOMHUPOBAHHOH Tepanuu ¢ MPUMEHEHHEM 3allUTHBIX
BelLlecTB (HAMpUMep, MU30MPOCTOJNA UK HHIMOUTOPOB NPOTOHHOIO Hacoca).

[MalyeHTbl ¢ TOKCHUECKUM TOPAKEHHUEM KTy JOYHO-KUIIEYHOTO TPaKTa, 0COOEHHO
HOXKHJIbIE, NODKHBI COOOLIATE O IOOBIX HEOOBIUHBIX CHMITOMAX, BOSHUKAIOWIMX B
0G1ACTH ey JOYHO-KUILIEUHOrO TPakTa (OCOOEHHO 0 ey A0HHO-KHLISHHBIX
kpOBOTEUeHMsIX ). DTO 0COOEHHO BaXHO Ha HAYANIBHBIX CTAUAX JICUCHHUA.
YKeny104HO-KHMIIEYHOE KPOBOTEYEHNE, a TAKKE obpaszoBaHue 3B WU nepdopaluu
ormeuarotcs aist Beex HITBC Ha pa3sHbIX 9Tamax JeUeHHs HE3aBUCHMO OT HaIH M3
CHMITTOMOB-TIPEJBECTHUKOB /M HAJIMYHA B AHAMHE3E [1aTOIOTHH CO CTOPOHBI XKKT. I'lpu
pa3BHTHH XKeITyJ0IHO-KHIIEYHOTO KPOBOTEUEHMS HIIH U3bsABJIEHUS HUMECYJIU/ CliellyeT
oTMEeHUTh. HuMecy 1 cliefyeT ¢ OCTOPOXKHOCTBIO HasHadaTh NalUeHTaM ¢
3260eBaHMAMH KTy 10YHO-KUIIEYHOTO TPaKTa, BKIHO4as NENTHIECKYIO A3BY,
JKeJyI0UHO-KHIIEYHOE KPOBOTEUEHNE B AaHAMHESE, sS3BEeHHbIN KOMUT U Oone3nb Kpona.
[aLpeHThl, TPMHUMAIOLIHE COMYyTCTBYIOLINE JIEKAPCTBEHHBIE CPEACTBA, KOTOpbIE MOTYT
yBEJIMUKMTH PUCK BOSHUKHOBEHMS S3BbI UITH KpOBOTEUEHHs, HarpuMep, nepopasbHble
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[TOBTOPHOTO MOTJIOLIEHHUs] CEPOTOHUHA UITH AHTUTPOMOOLIUT pprIe ep@ﬁweéﬁ,eiha}cmg KaK.
ACTIUPUH, TOJDKHBI OBITH HHPOPMHUPOBAHBI O HEOOXOAMMOCTH COOJIFOIEHUSI OCTOPOKHOCTH
TpU MpreMe JIEKapCTBEHHOTO CPelCTRa.

B ciyuae BO3HHKHOBEHHUs Y NALMEHTOB, MOJy1alOLKX Npenapar Haii3, xxenyno4Ho-
KMIIIEYHOTO KPOBOTEUEHHs! UITH A3BBI, JIEYCHHE JIEKAPCTBEHHBIM CPEACTBOM CIIELY €T
OTMEHMUTB.

HITBC ciiefyeT ¢ OCTOPOXKHOCTHIO Ha3HAYaTh MALHEHTaM C JKely A0YHO-KHILCHHBIMH
32607IeBAHUSAMH B aHaMHe3e (HecrelnbUUeCcKri s3BeHHbIH KOJIUT, 6one3nb Kpona),
[OCKOJIBKY BO3MOXHO 0OOCTpEHHE 3THX 3a007I€BaHUH.

VY MaLUeHTOB C [TOYEUHOM WU cepeYHON HeIOCTaTOYHOCTHIO Hali3 cnenyer npuMeHsTh ¢
OCTOPOXKHOCTBIO, IOCKOJIBKY JIEKapCTBEHHOE CPEACTBO MOXKET yXyALIMTH GbyHKLUIO
nodek. B ciryuae yxyAIIEHHs COCTOSIHUS JIEYEHUE CIIEAYET OTMEHUTD.

PeakllMy cO CTOPOHBI KOXHBIX MOKPOBOB

MeroTcst JaHHbIE 00 0UeHb PENKUX CITydasiX TSKeNbIX KOXKHBIX peaKklHi Ha HIIBC, B Tom
yuce 3kchOoTUaTUBHBIA 1ePMATUT, CHHIPOM CrueHca-J[)KOHCOHA U TOKCUYECKUH
SMUAepMasIbHbII HEKPOIIN3, HEKOTOPbIC U3 KOTOPBIX MOTYT MPHBOAUTE K CMEPTH. [To Bceit
BUIMMOCTH, HAaUBOJIbILEMY PUCKY PA3BUTHS KOXHBIX PEaKIUH NALMEHTbI TOABEPXKEHDI B
HauasbHBIH epro Teparnuu. Hails ciesyeT OTME@HNTB MPU NMEPBBIX MPHU3HAKAX KOXHOM
CHITNH, NOPAKEHNH CIM3UCTHIX 000104k 1 APYTHX MPU3HAKAX IMIEPHyBCTBUTEILHOCTH.
HapylieHHUsi O CTOPOHBI ITOYeK

Heo6x011MO ¢ OCTOPOXKHOCTBIO Ha3HAUaTh JIEKapCTBEHHOE CPEACTBO MalMeHTaM ¢
HapyLeHueM QYHKIFH MOYeK Ui CepLa, NOCKONbKY MPUMEHEHNE HUMECYIIM/A MOKET
BeCTH K yXyALIEHHIO QYHKINHU novek. B ciyqae yxyaeHus eueHue 10/DKHO ObITH
pepBaHo.

BausHue Ha GEepTUIBHOCTD

[IpuMeHeHHe HUMECYJIH/a MOXKET CHUKATD KEHCKYIO (GepTUIBHOCTD, TO3TOMY €70 He
peKOMeH/lyeTCsl Ha3Ha4aTh XKEHILMHAM, [IaHHPYIOLINM GepeMeHHOCTh. Y XEHIIUH, ¥
KOTOPBIX UMEIOTCS TIPOOIIEMbI C 3a4aTHEM HIIH POXOAS LM obOcreoBaHUE HA MPeaAMET
Gecrionus, clieflyeT paCCMOTPETh BO3MOXXHOCTh OTMEHBI HUMECY TH/IA.

HapyIleHust cO CTOPOHbI CepIeYHO-COCYIUCTON U 1lepeOpOoBacKyISPHOW CUCTEM
TTalueHTaM ¢ apTepUAIbHON IUIepTeH3UeH W/unu cnaboi/ymMepeHHON OCTPOH CeplevHON
He0CTATOYHOCTBIO B aHAMHe3e, a TAKKe MallieHTaM ¢ BOSHUKHOBEHUCM 3a/1CPIKKU
JKUIKOCTH B OPFaHM3Me U OTEKOB, KaK peakLMy Ha MPUMEHEHWUE TeparKy HIIBC,
TpeGyeTcsi COOTBETCTBYIOLIMHA KOHTPOIb COCTOAHMS M KOHCYIbTALMHK BpaUa.

K TUHHUECKHEe UCCeloBaHus ¥ ATIUAEMHUOTIOIHYeCKHe JaHHbIe ITO3BOJIAIOT CACaTh BBIBOA
o ToM, uto HekoTopble HITBC, 0coGeHHO B BBICOKHX 1103aX W MPH ANMHUTEIbHOM
[IpPUMEHEHUHU, MOTYT IPUBECTH K HE3HAYMTENIbHOMY PUCKY BOSHUKHOBEHHS apTepHalbHbIX
TPOMOOTHYECKUX COOBITHH (HaNpUMED, nH(apKTa MUOKapaa Uiy UHCynbTa). s
HCKITIOUEHHMST PHCKA BO3HUKHOBEHHS TAKMX COOBITHH NPH MPUMEHEHHH HUMECYTHIA
JAHHBIX HEIOCTATO4YHO.

[MauMeHTaM C HEKOHTPOJIMPYEMOH apTepHabHON rHIlepTeH3NeH, 3aCTOWHON cepAeuHON
HeOCTAaTOYHOCThIO, YCTAHOBJICHHOH HIIEMHUYECKOH O0NE3HbIO CEPILA, 3a00JI€BaHHEM
nepudepuiiHbIX apTepuil u/uim 1epeOpoBacKyISIpHBIM 3a00JIeBaHNEM, HUIMECYTTHL
clieflyeT Ha3HAYaTh MOCIe TIATEIbHONW OLEHKH COCTOSHHSL. CToJib K€ TLIaTeNbHast OLEeHKa
COCTOSHUSA NOJKHA OBITh BHINOJHEHA [1€pe/l HaualoM JUTMTENIBHOrO JICYEHHUS MALHCHTOB C
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[T0CKOJIbKY HUMECYJIH/ MOXET BIUATEH Ha (GYHKLMIO TPOMOOLIMTOB, €ro CJICAYeT ¢
OCTOPOXKHOCTBIO HA3HAYATH [ALMEHTaM C reMOpparnieckum nuate3zom. OnHako Haiis e
saMeHsieT alleTUIICAITHLIMIIOBYIO KMCIIOTY MTPH npoduIaKTHKE CepAeUHO-COCY AUCTBIX
3300JIeBaHUH.

4.5. BzaumoeiicTBHe ¢ APYTMMH J1eKaPCTBEHHBIMH NpenapaTtaMH H 1pyrue Buibl
B3aHMMOeHCTBHS

DapmaKoOuHaMuuecKue 63aumooelicmeusn

Jlpyrue HeCTEPOH/IHbIEC TPOTUBOBOCIIANUTENbHBIC CPEACTBA (HITBC)

COBMeCTHOE TPUMEHEHHE JIEKAPCTBEHHBIX CPECTB, COAEPKALLMX HUMECYITIHA, 1 APy X
HIIBC, BK/OUas aleTHICATHIUIOBYIO KHCIOTY B TPOTUBOBOCHATUTEIILHBIX 033X >1r
OJIHOKPATHO WK > 3 T B KauecTse oOuieH CYTOYHOM 7103bl), HE PEKOMEHYETCH.
KOpTHKOCTEPOUIbI: MOBBIIIAIOT PUCK BOSHUKHOBEHMS KeJyTOUHO-KHUILIEYHOH SI3Bbl HIIK
KpOBOTEUEHWUSL.

Antukoarynsarel: HIIBC MOryT ycHIMBaTh 1eHCTBUE aHTUKOArYJITHTOB, TAKAX KakK
BapdapuH HJIM aLETUIICATHLIUIOBAS KUCIIOTA. 13-3a MOBBILLIEHHOIO PUCKa KPOBOTEUEHHH
Takasi KOMOUHALKS He PEKOMEHIyeTCs U POTHBONOKa3aHa MalMeHTaM ¢ TAOKEbIMU
HapyLIEHHSIMH Koarymsiuuu. Eciu KOMOUHMPOBAHHON TEPAIIUM BCE XKe Hellb3s H30exar,
HEOOXOIUMO TIPOBOANTE TIIATENIbHBIM KOHTPOJIB nmoka3zarelieli CBepThIBAEMOCTH KPOBH.
AHTUTPOMOOLIUTAPHBIE CPENICTBA U CENIEKTUBHBIC WHTUOUTOPEI TIOBTOPHOTO MOTJIOIICHHUS
ceporoHnHa (SSRIS): yBenu4YMBaOT PUCK BO3HHKHOBECHHA YKeJTy TIOUHO-KUIIEUHOTO
KPOBOTEUEHUS.

Jluypemuku, UH2UOUMOPbI AHZUOMEHIUH-NPESPAUAIO U420 pepmenma (unzudumopest
AII®), aHmazoHucmbl AHZUOMEH3UHOBLIX PeUenmopos 2 muna (AIIA):

HITBC moryT cHHXarh 9 GEKTHBHOCTD AMYPETHKOB U APYTHX MUIOTCH3UBHBIX CPEACTB.
Y HeKOTOpbIX MALMEHTOB C HapyIeHHeM GYHKLHU MO4EK (HarnpuMep, y MalHeHTOB ¢
0Ge3BOKMBAHMEM WIIM Y MALMEHTOB B MOXKUIIOM BO3PACTe) COBMECTHOE HAa3HAICHHE
uuruouTopoB AII® uiu aHTAarOHWCTOB AHTMOTEH3KHA [1, a Tak)xe BELIECTB,
[TOJABJSIOIINX CUCTEMY LIMKIOOKCHT€Ha3bl, MOXKET BbI3BATh JanpHel1lee CHHKEHHE
(QYHKLMH NOYEK BIIOTE 10 OCTpOM MOYEYHOH He0CTATOYHOCTH, KOTOPOE HOCHUT, KaK
NpaBuII0, OOpaTUMBbIH XapaKTep.

JlaHHOE B3aUMO/EHCTBHE CllellyeT MPUHUMAThL BO BHUMAHUE y MALMEHTOB, MPUHAMAIOLLUX
Haits comecTHO ¢ uuaruoutopamu AII® unu AIIA. IToaToMy, NpH Ha3HAYCHHH JaHHOH
KOMGUHALMM JEKAPCTBEHHBIX CPEICTB, CeAyeT COOM0AaTh OCTOPOXKHOCT, O0COOEHHO Y
OYKUITBIX NAMEHTOB. [TalMeHTh! JOMKHBI [10Ty4aTh AOCTATOYHOE KOJIMHECTBO KUAKOCTH,
1 NOJIKHA OBITh pacCMOTPEHa HEOOXOAMMOCTE MOHUTOPUHTA noyeyHor QyHKUUH 0OCe
Hayana KOMOMHMPOBAHHOH Tepanuu U NepHOAHYECKH BIOCICACTBHH.
DapMaKOKUHEMULECKUE 63AUMO0CHCMEUA: 8030elicmeue HUMecyiuoa Ha
(apMaKOKUHEemuKy Opyzux J1eKapcmeeHHbLX cpeocme:

dypoceMul: Y 30pOBbIX J0OPOBOJIBLIEB HUMECY U/ BPEMEHHO CHHOKA JeicTeue
dypoceMHnia Ha BbIBEACHHE HATPHs, B MeHbllIel CTereHu, Ha BbIBEACHHUE KaJlUs, U CHHXKal
nnypetnuecknit orBeT. COBMECTHBIH MpUEM HUMECYIHIa U GypoceMuaa NpUBOJAHUT K
yMeHbILIEHHUIO (MTPUOIM3NUTENBHO Ha 20 %) ruioiany noa kpuoii “KonueHTpalus-Bpems”
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(AUC) ¢ CHHXEHHIO KyMYJISTUBHON 3}(3}(66%1414 bypocem fﬁ%%%ﬁiﬁ%ﬁ&%ﬁ%%‘%%ﬁ%%’&ro
kauperica dypocemMma. B =20 2 Prowe Momeresems grenens
CoBMecTHOe HazHaueHue hypoceMu/ia U JIEKapCTBeHHbIX CPEACTE; CONCPRATIAX
HEMeCYINI, TpeOyeT OCTOPOKHOCTHU Y MAIMEHTOB C HapyICHUAMMU [O4YeYHOU Ur
cepleuHoi QyHKUNN.

Jlwtuii: umerotcs nanubie o ToM, uTo HITBC yMeHbIIAIOT KIMPEHC JIKTHS, YTO MPUBOAMT K
MOBBILLIEHHIO YPOBHS JIMTHS B IJIa3Me W TOKCUYHOCTH JIUTHSA. [Tpu HasHauenuu Haiis
[alyeHTaM, MoJyJarliiM Tepanuo JEKapCTBEHHbIMU CPEICTBAMHU JIMTHS, CIeNYeT
OCYLIECTBIISITh YaCTBIH KOHTPOJIb YPOBHS JIUTHS B I1a3Me.

BbUIH POBEIEHbI UCCIEI0BAHUS i1 ViVO C LIENbIO BBIABIEHHS BO3SMOXKHbIX
(apMaKOKMHETHYECKUX B3aUMOIENCTBUIH ¢ INIMOEHKIaMUIOM, TEODUIUHOM,
BapdapyHOM, IUIOKCHHOM, IMMETHIMHOM 1 aHTaLHUJAHBIMU I€KADCTBEHHBIMH CPEACTBAMY
(HarpuMep, KOMOMHAIYS aTOMUHUA U MarHus ruapokcua). KnuHu4eckn 3Ha4uMbIX
B3aUMOEHCTBUM He HaOMONAIOCh.

HuMecyn/ NOAaBsieT akTHBHOCTD (pepMeHTa CYP2C9. ITpu 01HOBpEMEHHOM MpHEME C
Haii3 nexapcTs, sBISIOLIMXCA CyOcTpaTaMy 3TOro (GepMeHTa, KOHLEHTPALIUS JaHHbIX
fleKapCTEHHBIX CPEJCTB B MIa3Me MOKET MOBBILIATHCS.

[lpy Ha3HAUEHMH HUMECYJIH]a MEHEE YeM 32 24 yaca 10 UK MeHee 4eM uepes 24 yaca
rnocJie mpremMa MeToTpeKcara TpebyeTcsi cOOII0AaTh OCTOPOXKHOCTD, TAK KaK B TAKUX
cllydasX ypOBEHb METOTpEKcaTa B IIa3MeE U, COOTBETCTBEHHO, TokcHueckue 3 eKThl
JIAaHHOTO JIEKAPCTBEHHOTO CPEACTBA MOTYT MOBBIMIATHCS.

B cBS3U ¢ JeMCTBUEM HA MOYEeUHbIE MPOoCTarjiaHAMHbI, MHTMOUTOPBI CUHTE3A
MpOCTArNaHINHOB, K KAKMM OTHOCHTCS HUMECYJINI, MOTYT MOBbILIATE HEPPOTOKCHYHOCTD
MKJIOCIIOPUHOB.

dapmakoKkuHemuieckue e3aumooelicmeus: 3hphexkmol Opy2ux 1eKapCcmeeHHbLX
cpedcme Ha hapMaAKOKUHEMUKY Humecyauoa:

VcerenoBanust in vitro TIoKa3aliy, 4YTO HUMECYIIU/L BBITECHAETCS C MECT CBA3bIBAHHA
TONOYTaMUIO0M, CAIMLIMIOBOH KHCJIOTOM M BallblpoeBOH KUca0TON. HecMoTps Ha TO, 4TO
NaHHbIEe B3aUMO/IEHCTBHUS OBLIN ONPEJCNICHbI B I171a3M€ KPOBH, yKa3aHHBIC b dHexTs! He
HAOTIONANKUCH B IPOLIECCE KIMHUYECKOTO MPUMEHEHHS JIEKApCTBEHHOrO CPE/CTBA.

4.6. ®epTHIBLHOCTH, GEPEMEHHOCTD U JIAKTALHS

4.6.1 bepeMeHHOCTb

B TpeTheM TpuMecTpe 6€peMEHHOCTH NpUMEHEHHE Haii3 npoTrBONOKa3aHo.
[MoaBieHne CHHTE3a MPOCTArJTaHIMHA MOXET HeOaronpusaTHO MOBIUSTh Ha
GepeMeHHOCTh /UK Pa3BUTHE M7101a. JlaHHBIEe, IIOJTyYEHHBIE TIPH SMUAEMHOIOTHUECKHX
HCCIIeIOBAHMSX, TI03BOJISIOT CAENaTh BbIBOJ O TOM, YTO Ha PaHHUX CPOKax OepeMeHHOCTH
[IpUMeHeHHe JEKapCTBEHHBIX CPE/ICTB, NONABMAIOLIMX CHHTES npocTarjiaHAnHa, MOXeT
YBEJWUMTh PUCK CAMOTIPOU3BOJIBHOTO abopTa, BO3HUKHOBEHU Y T110/1a [IOpOKa Cepaua 1
racTpolu3ica. AGCOMOTHBIH PUCK aHOMATHH CepIeYHO-COCY AUCTOH CUCTEMBI
HoBbIcuICs MeHee deM ¢ 1 % mpumepHo 10 1,5 %o. CuuTaeTCsl, 4TO PUCK yBEIMIUBALCTCA C
yBeJIMUEeHHEM J103bl ¥ JJTUTENIbHOCTH MPUMEHEHHA.

V 5KHBOTHbIX Ha3HAUEHHE HHIMOUTOPA CUHTE3a MPOCTAraH/iHa MPHUBEJIO K yBEAHHCHIIO
70- W MOCTUMILIAHTALMOHHOM NOTEPE U yBEJIHICHUIO 3MOPHOHATIBHOM CMEPTHOCTH.
Kpome Toro, GbLITH MOy YeHb! JaHHbIS O TOM, 4T0 Y JKUBOTHBIX, M0JTy4aBLINX MHTUOUTOP
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CUHTe3a POCTATVIAHIMHA B IEPUOJ OPraHOrCHESd, yB nnnfpce ST BOSHIRIOBCHY
pasIM4HBIX TOPOKOB PAa3BUTH IJI0/A, B TOM HHCIIE, CEPICH 0-COC Y RUTReHE BHCHOMDbI.
He ciiefryeT NIPUHMMATh HUMECYJIUL BO BPEMsl IEPBOTO ¥ BTOPOTO TPAMECTpa
GepeMeHHOCTH 03 KpaiHeH HeoOXOOUMOCTHU. B ciiyuae npuMeHeHus Ipenapara
JKeHIIMHAMM, TIBITAIOIIIMHUCS 3a0epPeMeHeTh, MO0 B NIepBbIA 1 BTOpPOU TPUMECTP
GepeMeHHOCTH, CleTyeT BhIOMpaTh HAMMEHBLIYIO BOSMOXHYIO 103y 1 HAaUMEHBUIYIO
BO3MOXHYIO JJIUTEIBbHOCTD JIEHCHHS.
B TpeTheM TpHMECTpe OepeMEHHOCTH BCe MHIMOUTOPbI CUHTE3a NpoCTarjiaHAuHa:
1) MOTyT IPUBECTH K PA3BUTHIO Y MJIOAA:
- [IHEBMOKapAHAIbEHOTO TOKCHYECKOTO NOPaKeHHUs (C MPEXAEBPEMCHHBIM 3aKphITHEM
apTepHaNbHBIX [IPOTOKOB M TMIIEPTEH3UEH B CUCTEME JIETOYHOM apTepUn);
- nucdyHKIMH MOYeK, KOTopast MOXKET NPOrpeccupoBark 110 NOYe4yHOH
HEeJIO0CTAaTOYHOCTHU C Pa3BUTHEM MaJIOBOAMS,

2) y MaTepy ¥ IJ10Ja B KOHILE OpEeMEHHOCTH BO3MOKHO:

- yBeJMYEeHHE BPEMEHHN KPOBOTEICHHS, aHTHATPEralMOHHBIN 3P HEKT, KOTOPHIA
MOKET BO3HHKHYTH J@Ke ITPU NPUMEHEHUH OYeHb HU3KUX J103 TIperiapata,

- [IOJlaBJIEHHIE COKPATUTEIbHOH eI TeNbHOCTH MAaTKH, YTO MOXET IPUBECTH K
3a7epXKKe WK yUIMHEHHUIO NIEpHo/ia POAOB.
[To3TOMY HUMECYJIU IPOTUBOIIOKA3aH B TPETHEM TPUMECTPE OepeMEeHHOCTH.
4.6.2 JlakTanus |
Ha naHHBIH MOMEHT He M3BECTHO, BBIIENISETCS JI HUMECYTU] B MATEPHHCKOE MOJIOKO.
Haii3 mpoTHBOIIOKa3aH AJIs IPUMEHEHHS y KOPMALINX Marepen.
4.6.3 OepTUIBLHOCTD
Kak u gpyrue HITBC, nekapcTBeHHbIC IIPENapaThl, COACPKAIINE HUMECY I, HE
peKOMEH/IyeTCs Ha3Ha4aTh KeHIIMHAM, 1aHUpPYOIIM OepeMEHHOCTb.

4./7. BiysiHHe HA CNOCOOHOCTD YNPABJISITH TPAHCMIOPTHLIMH CPEACTBAMH H paboTaTh ¢
MeXaHH3MaMH

WccenoBanys 10 BO3IEHCTBIIO HUIMECYJIHA-COEPIKALIETO JIEKAPCTBEHHOTO CPEACTBA Ha
CHOCOGHOCTD K BOXKIEHUIO TPAHCIIOPTHLIX CPEACTB U YIPABICHUIO MallIMHAMU 1
MeXaHH3MaMH He [poBoiiMch. HecMoTps Ha 3T0, MalHeHThl, HCIIBITEIBAIOINE FOIOBHYTO
60J1b, FOJIOBOKPYIKEHUE MIIH COHJIMBOCTE 1OCIIE MTpHeMa Haii3, He TOJDKHBI YIPABIIATh
TPaHCTIOPTHBIM CPECTBOM, MAIIMHAMK WITH MEXaHU3MaMH.

4.8. HexenartejibHbie peaKUHH

BaykHO COOBIIATH O TTO03PEBAEMBIX PEAKLIMSIX TOCNIe PETUCTPALMHK JICKAPCTBEHHOTO
[pernapara ¢ LeJplo 00ecrne4eH s HePEPLIBHOTO MOHUTOPHHIA COOTHOIIIEHUS «I10/1b3a-
PMCK» JIeKapCTBEHHOTO TIpenapara.

MenuUMHCKUM paOOTHHMKAM PEKOMEHIYeTCs co001LAaTh 0 JIHOOBIX MMOJ03PEBACMBIX
HesKeNaTeNbHBIX PeaKIMsX JIEKapCTBEHHOTO MpernapaTa 4epe3 HallMOHAJIbHbIC CHCTEMB
COODIIIEHHS O HEXKeNIaTeJIbHBIX PEaKLUIX roCy1apCTB-1/IeHOB EBpazuiickoro
3KOHOMHIUYECKOTo coto3a. B PecyOnuke benapych peKOMEHAYETCs co001IaTh O
HexeNaTeNbHBIX PeaKIMsaX B HHHOPMALMOHHYIO 0a3y aHHBIX M0 HeXeIaTe/bHbM
peakLusAM ([efiCTBHAM) Ha JIeKapCTBEHHBIE TPerapaThl, BRIOHAd COOOILIeHHS O
Hea(p(HEeKTUBHOCTH JIEKAPCTBEHHbIX MPENapaTon (VI «LIeHTp KCIepTH3 U UCTIBITAHUH B
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4.8.1. Pestome npocduiist 6€30acHOCTH

CoryacHo pe3ysbTarTaM KIMHHYIECKUX MCCIIeIOBAaHUH 1 STIUIEMUONIOTHCCKUM JIAHHBIM,
npumenenue HekoTopbix HITBC, 0COOEHHO B BBICOKHX J103aX B TEYEHHUE JIUTEIIBHOrO
BPEMEHH, MOYKET COTPOBOX/IATECS HEKOTOPBIM YBEMUEHNEM PUCKA PA3BUTUS 1aTONIOTHH,
BBI3BAHHOM TPOMO030M apTepuii (Hanpumep, HHpapKTa MHOKapaa Uil MHCYJIbTA).

Ha ¢one neuennst HIIBC coobianock Takxe 00 oTekax, MOBBILIEHUH apTepHaIbHOTO
JIaBJICHYS U CEpACYHON HEAOCTATOYHOCTH.

Ipu npumenerry HITBC uMeroTcs HaHHbIe 00 OUEHb PEIKUX ClTyHasiX OyJU1e3HBIX
peakiyi, B TOM YKCJIe CHHAPOM CrtuBeHca-DKOHCOHA U TOKCHUYECKUH dIUAepMabHbIA
HEKpOJIU3.

Tpu neuennn HITBC Haubosiee 4aCThIMK HEXENATEbHBIMH SBICHUAMH ObUIM SABJIEHUS CO
CTOPOHBI XKeTy JOYHO-KHIIIEYHOro TpakKTa. Bo3MOXHO pasBuTHE MIENTHYECKOH SI3BHI,
nepdOpaIMK WA JKEITYJOIHO-KUILIEYHOTO KPOBOTEUEHHS, MHOTA CO CMEPTE/bHbIM
HCXOJIOM, OCOBEHHO Y MAlIMEHTOB MOXKHJIOTO Bo3pacTa. VIMeroTcest CBEICHHUS O MOSIBICHUH
TOLLIHOTBI, PBOThI, IMaPeH, METEOPH3MA, 3a10pa, AUCTIETICHH, Ooseli B )KHUBOTE,
JerTe06pasHoro CTyNa, PBOThI KPOBBIO, I3BEHHOI0 CTOMATHTA, 000CTpEeHUH KOJIUTA U
Gonesun KpoHa rociie nprema npemnapata. Pesxxe HabII01aeTCs racTpyT.

4.8.2 Pestome B hopMe TaOIMIIbI HEXKETATEITbHBIX DEAKLIUH.

[TepeuncrieHHbIE HIKE TTOOOYHBIE 3¢ dHeKTH OCHOBAHbI Ha JJaHHBIX, TOJY4YEHHBIX U3
KOHTPOJIUPYEMBIX KIHHHUECKUX HccleIoBaHun™.

YacToTa claydaeB KIacCuPUUUPYeTCs CAEeAYIOLNM obpaszom: o4eHb yacto (=1/10), uacto
(>1/100, <1/10), uHorna (>1/1000, <1/100), penko (=1/10 000, <1/1000), oueHb peaKo
(<1/10 000), B TOM 4HucCiIe — OTAEJbHbIC CITy4aH.

o

Hapywenus co cmopoHbl Penko Anemus*, 203UHOPUIUS ™

KDOBEHOCHOT U Ouenb peaxo |TpomOouuTONEeHUs, TAHIUTOINECHHS,

TUMPamuyeckol  Cucmem nypIypa

Paccmpoticmea ummyrHou  |Penko [ToBBIILIEHHAs YYBCTBUTEIBHOCTE™

cucmembl QOuenb pefko |AHaUIAKCHS

Paccmpoucmsa Penko ['nnepkanueMus™®

memabonuzma u nUMaHus.

[cuxuampuuecKue Penxo UyBCTBO cTpaxa*, HepBO3HOCTH™, HOYHbIE
accmpoiicmea KOLIMAapHbIe CHOBUIEHUA™

Hapywenus co cmopoHbl Wuorna ["onoBokpyx)eHue™*

HepeHOU cucmembl QOuenb peako |['osoBHas 00Jb, COHIMBOCTD,

sHuedanonarus (cunapom Peiie)

Hapyuwenus co cmopoHbl Penxo Heuertkoe 3peHue™

Op2aH08 3peHUs. Ouens penxo |Hapynienue 3peHus

Hapywenus co cmopoHbl Ouenb penko |Bepturo

OpeaHo8 cayxa u

nabupuHmHo20 annapama

3abonesanus cepoya Penxo Taxukapaus™

Cocyoucmoie HapYUerus WNuorna ApTepualbHas TUIepTeH3us ™

L Penxo ['emopparus™, 1a0UIbHOCTD ]
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Hapywenus co cmopoHbi
OvixameibHblX nymet

Huorna

I‘(
apTepHaIbHO @pﬂéﬁrﬂéﬁ 1o
SUUSPDARCHWST

OﬂbII_UKa* PecnryG.iurz Bes APYCh

OueHb peako

AcTMa, OpoHXocnasm

Hapywenusa co cmoporbl
2HCeNY 00 UHO-KUUEYHO20
mpaxma

Yacto

Huapes*, TomHoTa*, pora*

Nuorna

3anop*, MmeTeopu3aM™, XKenyJO4HO-
KHMIIIeYHOE KPOBOTEUEHHE, A3Ba U
nepdopanust 12-m. KUIIKH, A3Ba XKeITyaKa U
ee nepdopanus

OdeHb penko

actput®, 60516 B )KUBOTE, AUCIIENCUS,
CTOMATHT, IETT€00pa3HbIN CTYJI

Hapywenusa co cmoponul
neweHuU U JHCeniedbl800A el
cucmembl (CM. pasfen
Oco0kle npeaynpexaeHus 1
MepBI PeIOCTOPOXKHOCTH)

Yacto

[ToBbIllIEHHBIN YpOBEHb (EPMEHTOB
MEYeHU

OueHb penko

I'enaTuT, MOJIHUEHOCHBIN
(bynTBMHUHAHTHBIN ) renaTyT (BKJIrO4Yas
JeTalbHbIE UCXO/IbI), )KENTYXa, X0JIeCTas3

Tlamonozus koocu u
NOOKONCHOU KIEeMYamKu

Wuorna

3ya*, chIlb™, MOBBILIIEHHAs TOTJIUBOCTh™

Penxo

Dputema*, nepmatut*

OueHbp penko

KpanuBHHIa, aHTHOHEBPOTHUYECKUH
OTeK, OTEK JIMIa, IpUTemMa NoauMopdHas,
curapom CtuBeHca — J[KOHCOHa,
TOKCHUYECKHUU dMUAEPMalIbHbIA HEKPOJIU3

Hapywerus co cmopoHbl
NoYeK U MOYEB8bLBOOAULEL
cucmembl

Penko

Jusypus*, rematypus™

OueHb penko

3amepxka MOUn™, moyeyHas
HEeJIOCTATOYHOCTb, OJIUTYPHUS,
WHTEPCTULIMATBHBIN HeQPUT

Obwue HapywerHus u Huorna Orek*™
MecmHble peakyuu Ha Penko Henomoranue®, acrenus™
npenapam Ouenb peako |['unorepmus

*_ yacTOTa OCHOBBIBAETCA Ha pe3yiabTartax KIMHUYCCKUX HUCIIBITAHUHN

4.9. Ilepeno3upoBKa

CumntoMsl ocTpoit epeno3uposku HIIBC 00bIMHO OrpaHUYHBAIOTCS CIIEIYIOLIHM:!
anaTysl, COHJIUBOCTb, TOIIHOTA, PBOTA U 00k B 3NUracTpanbHoi obnactu. [1pu

MO IePKUBAIOIIEN TepaIliy 3TH CUMIITOMBI 00BIYHO 00paTHUMBbI. Bo3mMoKHO
BO3HHUKHOBEHHE JKEJIYJOUYHO-KUILIEYHOr0 KpOBOTeUeHUs. B peaKux cirydasX BO3MOXKHO
[OBBILLIEHHE APTEPUATBHOTO 1aBJIEHUsA, OCTpas o4eyHas Hel0CTaTOUYHOCTb, yTHETEHUE
npIxaHus U koMa. Coof1aercst 0 BO3HUKHOBEHUH aHA(MUIAKTOUIHBIX PeaKUui pu
npueMe Teparnestidecknx 103 HIIBC u nipu nepeao3MpoBKe TaKMX JIEKapCTBEHHBIX

CpPEeICTB.

B cnyuae nepenosupoku HITBC nevenue cumnroMaTiieckoe U MoAepKHUBatoLLee.
CrieLpMUECKOro aHTUIO0Ta He uMmeeTcs. He mMeeTcs aHHBIX OTHOCHUTEBHO BbIBECHUS
HUMECYJIM/IA TyTEM FeMOJHaNN3a, OJHAKO Ha OCHOBAHWU BBICOKOTO YPOBHSI CBSI3bIBAHMS C
Heskamy MasMal (10 97.5 %) MOXKHO CIIeIaTh BBIBOJ O TOM, YTO JMaIu3 ManodQdeKTHBEH
[P MEPeI03UPOBKE JIEKAPCTBEHHOTO cpeicTBa. [Ipy HanuYuy CHMIITOMOB NEPe03UPOBKH
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WY TI0CJIE TIpHeMa GOJIBILIO# IO3BI IEKAPCTBEHHOTO CPEACTBA B TEUSHHUE 4 HaCOB IOCIIe
[pYeMa MalueHTaM MOTYT ObITh Ha3Ha4eHbl: BbI3bIBAHHE PBOTDI W/WITU TIpUem
axTHBMpoBaHHOTro yris (60—100 rpamMmoB Ajis B3POCJIBIX) W/WIU [IPUEM OCMOTHYECKOIO
CaBGUTENPHOTO CPEACTBa. [ [pHHY AUTENIBHBIN WY pe3, OTIIEaYUBaHUE MOYH, FEMOAHATIN3
WK reMoriep@y3usi MOTyT OBITh HEd(DPEKTUBHBIMH BCISCTBUE BBICOKOTO YPOBHS
CBA3bIBAHMS TIpenaparta ¢ 6enkamu kposu. CrielyeT KOHTPONMPOBaTh QYHKLMH MOUeK U
TIeYeHHU. ;

COTHACOLANO |
MUHUCTEPCTBOM 3IPABOOXPAHEHMIS ?
b PECIIVAJILIKY YChb k

5' (DAPMAK OJIOFH"IECKI/IE CB OI/ICTBA IIpukas MuHuCTEPCTBE BARGAOOSPAHEHUSA 5
PecnyGanru Beunopych t

dapmakoTepaneBTHYECKas rpynna:

HecTeporaHble IPOTUBOBOCHANMTENbHBIE X MPOTHBOPEBMATHIECKHE CPEICTBA.
Kon ATX MO1AX17

5.1 ®apMakoIMHAMUYECKUE CBONCTBA

HuMecy i SBISIETCS HECTEPOUIHBIM IIPOTHBOBOCTIAIMTEIEHEIM CPEICTBOM (HIIBC) ¢
aHaJIbTe3UPYIOIMMH K JKapOIIOHIKAIOLIMMU CBOUCTBAMMU, KOTOPBIH IGHCTBYET KaK
MHrHOUTOP (pepMeHTa [IMKITOOKCUI€Ha3bl, OTBEHAIOLLEro 3a CHHTE3 NPOCTArIaHAMHOB.

5.2 ®apMaKOKMHETUYECKHE CBOMCTBA

Abcopbyus

HuMecyi XOPOLIO BcachlBaeTCsl IPH TepopalibHOM npreme. [locsie nprema o1HOKpaTHOH
10361, cocTapnsromiedl 100 Mr HUMeCyJIa, Y B3pOCI/IbIX MakCHMallbHas KOHLEHTpalus B
MasMe JocTuraeTcs depes 2-3 4aca u coctasiset 3-4 mr/n. [Tnomans nox kpusoi (AUC)
coctapiseT 20—35 mr u/n. [1pu npueme HuMecynuaa B 1oze 100 Mr oiuH WK iBa pasa B
CYTKH Ha [POTSDKEHUM 7 HEN He ObIJI0 OTMEUSHO HUKAKUX pasnuuui
(apMaKOKMHETUIECKMX CBOUCTB.

Jl0 97,5 % HuMeCyTia CBA3BIBAETCS ¢ O€JIKaMy I1a3MBbl.

Memabonusm

HuMmecynua akTHBHO METabO0IM3UPYETCs B [IEUCHH PasIUIHBIMK Iy TSAMU C yHaCTHEM
nsodepmenta wuroxpoma P450 (CYP)2C9. [ToaTomy, B cirydasx COBMECTHOTO NPUMEHEHHUS
HUMECYJIHIA ¢ MEAUKAMEHTaMHU, KOTOPbIe META0O0IU3UPYIOTCS IIPH y4aCTUH IAHHOTO
130(hepMeEHTa, CIIeAyeT yUUTHIBATH BO3MOXXHOE BOSHHKHOBEHHE JIEKAPCTBEHHBIX
p3auMoaeiicTBri. OCHOBHBIM MeTa0OIUTOM SIBIISIETCS (PAPMAKOJIOTHUECKH aKTHBHOE
MaparupOKCU-TIPOU3BOJHOE HUMeCYI1Ia. Bpems 1o OOHapy>KeHHUs JAHHOrO MeTaboJIUTa B
LMpKyIupytotei kposu Maio (0,8 1), HO BeIM4KMHA ero 00pa30BaHKs HEBENNKA 1
3HAYUTEbHO MEHbIIIE, YeM BeJIMYMHA aOCOpOIMK HUMeCYIuaa. I MAPOKCHHUMECY UL
SBIISETCS €IMHCTBEHHBIM METabOoIMTOM, OOHApYKUBaeMbIM B I1a3Me. JlaHHBIH MeTabOoJIUT
[IOYTH TIOJTHOCTBIO IPUCYTCTBYET B CBSA3AaHHOM BUJie. [1epro noTyBEIBEAECHHS COCTABIIACT
ot 3,2 10 6 4.

Buigedenue

Humecy ¥z BBIBOAMTCS U3 OPraHM3Ma TJIaBHBIM 00pa3oM ¢ MOYOH (oxosio 50 % ot
NpuHsTOM 103b1). JIniub 1—3 % BEIBOIUTCS B HEM3MEHEHHOM BHe. ['MApOKCHHUMECY THAL -
OCHOBHOMW MeTa0O0JIUT, 0OHAPYKUBAETCS UCKIIFOYMTEIbHO B BUE MIIOKYypOHATa.
[Tpuban3utensHo 29 Y% OT NPUHSTON JO3bI BBIACIIAETCA B MeTabOoJIM3UPOBAHHOM BHUJIE C
KaJoM.
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DapMaKoKUHETUIECKHH npobuis HUMECYJIU/A y JIHLL MOXKHUJIIOTo BO3pacTa He W3MEHSIETCsl
Tpy Ha3HAUEHNUH OJIHOPA30BBIX 1 MHOTOKPATHBIX/TIOBTOPHBIX 1103. 23 9 8 B - 7 022
B KpaTKOBpeMEHHOM SKCTIEPUMEHTATILHOM JCCJIeIOBaHUH, IPOBOAMBIIIEMCS C y1aCTHEM
MALIMEHTOB C JIETKOH 1 yMepeHHOH popMaMu [OYEUHOU HEJOCTATOYHOCTH (KIIMPEHC
kpeatuHuHa 30-80 MJI/MHUH) ¥ 370POBBIX 0OPOBOJIBLIEB, MaKCHManbHas KOHLICHTpaHi
HUMeCYJIJa ¥ €ro OCHOBHOT'O MeTa6oNiTa B Tia3Me OONbHBIX OblTa HE OOJbILe, YeM
KOHLIEHTpaLus y 340pOBbIX no6pososbles. [Liowans noa KpUBOMH “KoHLEeHTpaLus-BpeMs
(AUC) u nneprio/] oy BbIBEICHHNA (t12 beta) y MaLKeHTOB ¢ MOYEYHOH HE0CTATOYHOCTEIO
6uu1M Ha 50 % BBbIlLE, HO BCErJa HaXOIMIIUCh B IMAla30HE (hapMaKOKMHETHYECKUX
3HaueHM, HaOIFOIaBIIMXCS Y 30POBbIX 10GPOBOJBIIEB, IPUHUMABLIMX HUMECYJIUA.
[ToBTOpHBIH MPHEM MperapaTa He MPUBOIHIT K akkymyJsiiiy. Humecynua mpoTHBONOKa3aH
MalMeHTaM ¢ MeYeHOUHON HeJ0CTaTO4YHOCTBIO.

6. PAPMALIEBTUUECKHUE CBONCTBA o SOTIACOLANO
6.1. [lepeueHb BCIIOMOTaTEIbHBIX BEIICCTB plf’ﬁlfgﬁfm‘;*j;& CAHBHRS |
Ee3B0ﬂ,Hblﬁ KaJII:LII/ISI FH}IpO(bOC(I)aT { Hpukas hgé'g;f;é;ﬂ:.gks ;-é:"ﬁzsfao‘oxpaﬁe;m .
MHuKpOKpHCTaJUTHYECKask UEJIIF0JI03a i

Kpaxmai KyKypy3HbIH

Harpust kpaxMaranKOJsIT (tum A)

Creapatr MarHus

KpemHHUs TUOKCH KOJUTOWUIHBIN O€3BOAHBIN
Tanpk OYMIIEHHbIN.

6.2. HecoBMeCTHMOCTDb
He npumeHUMO

6.3 Cpok roiHOCTH
3 rona. He MCIIONB30BATh 110 UCTEUEHUH CPOKa FOAHOCTH, yKasaHHOTo Ha yMaKoBKe.

6.4. Ocobble Mepbl PeI0CTOPOKHOCTH NPH XPAHEHUH
XpaHUTb [IPY TEMIEPAType HE BBIIIE 25 °C B 3alLMIIEHHOM OT CBETA U BJlaru MeCTe.
XpaHUTb B HEAOCTYITHOM UL JeTel MecTe.

6.5. XapakTep H coJiep:kaHHe nepBUYHOH YNAKOBKH

o 10 TabIeTOK B KOHTYPHOH SHEHKOBOH yIaKkoBKe. [To 2 KOHTYpHbIE AUEHKOBBIE
yIIaKOBKM BMECTE C WHCTPYKIMEHN 110 MEIMUHHCKOMY NPUMEHEHHIO [TIOMEIHAIOT B mayvky u3
KapTOHa.

6.6 Ocobbie Mepbl NPEI0CTOPOKHOCTH NPH YHHYITOKEHHH HCI0JIb30BAHHOTO
leKapCTBEHHOTO NpenapaTa ujiK 0TX0A0B, noJiy4eHHBIX Noc/ie NPHMeHeHHUs
slekapCTBEHHOrO Npenapara, u ipyrue MAHHUNYJISILUHA ¢ TPenapaTrom

HeT ocoGbIx TpeOGOBaHHUH

YcioBusi OTIYyCKA
[To peuernTy.
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7. AEPXKATEJIb PETMCTPAIIMOHHOTI'O YAOCTOBEPEHIPE g 8Bb-2022
JI-p Pepau'c JlaGopatopuc JItn, 8-2-337, Poan Ne 3, banbspa Xuiic, Xaitnepabdan,
Unnus, Ten. +91 40 4900 2900, dakc +91 40 4900 2999, aneKTpoHHAas NOHTA!
mail@drreddys.com -

T RN

COTHACOLAHG |

MUHUCTEPCTROM BIPAS0GK P AHEHIS |
7.1 TIpeCTABUTENb AePKATE/s1 PErHCTPAUHOHHOTO yuﬁfTon’ﬁpaungﬁf 2 Jz%’c}‘;lHL‘MHE
- uKas I\ CTCRONE 200
Ipemen3uu nompedumeneu Hanpasiims no aopecy: D st 200X paseHms |
Pecny6iuxka Benapycs, [TpeicTaBuTeIbecTBO KOMIIAHUH /1p. Perin e Thboparopre~-

Jumuten (Pecrybnuka Munns) B Peciybnuke benapyce, yn. Tumupszesa-72, opuc 22,53,
ten. +375 17 336 17 24, 26, 28, daxc: +375 17 336 17 30.

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHH
No 10545/17

9. IATA MEPBUYHOM PETUCTPALIUU (TIOATBEPKIEHUSA
PETUCTPAIIMU, IEPEPEI'HCTPALINN) :
22.07.2017



