HE B

Keronan 100 Mr cynmno3suropuu ) n N BY
Texcr oOIIel XapaKTEPUCTHKY JEKapCTBEHHOIO Ipenapara 8 5 5 0 - 2017

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEIIAPATA
KETOHAJI® 100 Mr cynmo3uropun

1. HANMEHOBAHUE JJEKAPCTBEHHOTI'O IIPEITAPATA
Keronaa® 100 Mr cynmosaropun
MHH: Ketonpogen/Ketoprofen

2. KAYECTBEHHBI 1 KOJIMYECTBEHHBIN COCTAB

Axmuenoe eeujecmeo:
K . . COTJTACOBAHO
K eI cymmosuTopuit conepxxut 100 Mr xeTonpodena. MUHUCTEPCTBOM BJIPABOOXPAHEHELS

PECIIYBIIVKN B
ITepeyeHnb BCIOMOTaTEILHEIX BEIIECTB IPUBEIEH B pasjene 6.1 | Ipuxas Munncrepersa iﬁfiﬁﬁﬁaneﬁm

Pecny6 Ben
3. JJEKAPCTBEHHAS ®OPMA RPN 10, Gy oy
Cynnosuropuu : £ ‘ g

Z_ N
Omnucanue: benple rOMOTreHHEBIE OJHOPOIHBIC CYIIIIO3UTOPUH.

4. KINMHUYECKUE JAHHBIE

4.1 Iloxa3aHHA K NPUMEHEHUIO

[ToxazaHusaMHM K IPUMEHCHUIO CYNIo3uTopreB KeToHan™ ABIAIOTCA:

— PEBMATOMIHBIA aPTPUT, AHKHUIO3UPYIOIME CIOHAUINT, OCTPBIA IPUCTYII IIOJArPBL;

— 0CTE0apTPO3 PasTMIHON JIOKAIM3AIMH;

— HIIWAc, PaJuKyJIUT, MAAJITHSL,

— OypCHT, TEHHNT, TCHOBarMHUT, CAHOBUT, KaIlCyJIHT;

— ymwObl, PaCTSUKEHUSI CBA30K, BBEIBUXHM, PACTAKEHHE MBI,

— (e6uT, TOBEPXHOCTHBI TPOMOODIEOUT, TUMPAHTHT;

— GoJNe3HEHHBIE BOCIIAIMTENLHBIE 3a00I€BaHIS B CTOMATOIOTH], OTOJIAPHHIOJIOTHH, YPOJIOTHA
¥ IIyJIbMOHOJIOTHH.

®

4.2  PexuM K03UpOBaHUSA B CNOCO0 MPHMEHEHUS

BBoauTcs peKTaIbHO. '

PexoMeHyeMas T03APOBKa:

Bspocnvim:

OmuH cyrmosuropuit KeroHaa BBOAUTCA ITy6OKO B IPAMYIO KHIIKY OZVH YA 1BA Pa3a B CHB.
Cymosuropur Keromana (100 Mr) Moryr KOMOMHHPOBATBCS C JIEKApCTBEHHBIME (opMaMu
KeTonana jjis mepopaibHOTO IPUMEHEHHS, HalIpUMED:

- oxHa Kxancyia Keromana (50 mMr) yrpom i B o6ex 1 ofuH cymosuropuit (100 Mr) Bedepom wimm
- omua tabetka Kerorana gopre (100 Mr) yrpom u ogus cymmosuTopuii (100 Mr) Beuepom.
MakcuMalbHas cyTo4Has 1o03a keronpodena cocrapisger 200 mr.

Ilepen Hauamom nedeHus B foze 200 wmr xerompodeHa B JEHB, CIEIYET TIIATENHHO
IPOAHAM3APOBATE GaaHC MEXy BO3MOXKHBIM PUCKOM U TONB30H. JI03BI BEIIIE MaKCHMATHHOU
CYTOYHOM HE PEKOMEHIYIOTCS.

Hesxenarensaaie 5GOEKTE MOTYT OBITH CBEACHbI K MUHMMYMY TIPH HCIIONb30BAHII HANMCHEIICH
5((GeKTHBHONM O3Bl B TEUCHHE MAKCHMAIBHO KOPOTKOIO BPEMEHH, HEOOXOAUMOTO  JIIS
KYIIIPOBAHUS CUMIITOMOB (cM. pazzien 4.4).

OcoOble TpyIIIE! TAUEHTOB

HCIL]M@HWZbZ C NOYeyHOU HeOOCMAMOYHOCMBIO U NAYUCHMbBL NOJACUNLI020 603pACmA
PEKOMeHﬂyeTCﬂ CHU3UTh HAYAIBHYIO H IOIACPKHUBAOIILYIO TCPANICBTUYCCKUE JO3BI JO
HapMEHbINHUX 3(1)(1)6KTI/IBHBIX. HOI[60p I/IHI[I/IBPI,E[yaJIBHOfI 036l MOXKHO HA4YWHATH TOJIBKO IOCJIC
TOr0, KaK YCTaHOBJICHA XOpo1asi epPEHOCUMOCTH JIEKapPCTBCHHOI'O cpeacTna.
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Iayuenmpl ¢ neweHOYHOU HEOOCMAMOUHOCMBIO
[lamuenTs! MaHHOM TPYHIBl JODKHBI HAXOMUTHCA IIOJ  TINATENBHBIM — MEHIMHCKAM
HabmonerneM. Tepamus JOJKHA IIPOBOJUTHCS HAUMEHBINEH 5QQEKTUBHON CYTOYHOM 0301,

Jlemu

BezomacHOCTE ¥ 3Q(HEKTUBHOCTH IPUMEHEHHS KeTONpoeHa y NeTel He yCTaHOBJICHA.

4.3  IlporuBomoxasanus

[TpoTHBOIIOKA3aHISAMY K IIPIMEHEHHUIO CynIIo3uTopres KeTonan™ ABIsIoTCS:

— IOBBLUIIEHHAS TyBCTBATEIEHOCTE K KETONPOGEHY MM MOOOMY M3 BCIIOMOTATENILHEIX BEIIECTB
JIAHHOTO JIGKapCTBEHHOI'O CPEZICTBA;

— HaJKY¥e B aHaMHe3e OpOHXOCIIa3Ma, IPUCTYIIOB OpOHXHUAIBHON aCTMBL, PUHATA, KPAMBHHAIIE]
WM JpYyIHX peakiuii —aUIeprHdeckoro THIIA IIOCHEe IIPAMEHEHHS KeTolpodeHa,
ALETHICANMIAIOBOA KHUCJIOTHI MM JPYTHX HECTEPOUAHBIX IIPOTHBOBOCIIAIMTENLHEIX
IpernaparoB, y TaKuX [AIMCHTOB ONMCAHBI TKENBle (B PEOKHX CIydasX JeTalbHEIE)
anaduIaKTHYeCKre peakuu (cM. paszen 4.8);

— TsDKeast CepAeUIHas HeT0CTaTOYHOCTh;

— XpOHHMYECKas TUCIEIICUA B aHAMHESE;

— IenTHyYecKas A3Ba B OCTPOH (ase, a TakKe XKeIyTOUHO-KHUIIEYHOEe KPOBOTEUCHHUE, A3Ba MU
niepdopanys B aHaMHE3E;

— reMopparmyeckuil 1uarTes;

— TSDKENIoe HapyIIeHUe QyHKIMHI IT0YeK;

— TKENIoe HapyleHrue QyHKIMA IEeUYCHH;

~ MPOKTHT WU IPOKTOpparvs B aHaMHe3e;

— TocienHni TpuMecTp 6epeMeHHOCTH (eM. 4.6);

®

4.4 Oco0ble yKa3aHUsI M MePBI IPEJ0CTOPOKHOCTH

HesxenaTenpHEIE peakii MOTYT OBITH CBEIEHBI K MUHUMYMY HIPH HCIIOJIb30BAHUY HAMMEHBIICH
> (EKTHBHON 036 B TEYCHHE MaKCHMANbHO KOPOTKOTO BPEMEHH, HEOOXOMUMOro UL
KyIIAPOBAHUS CUMIITOMOB.

Crnenyer m3berarth mnpuMeHeHus kerompodena coemectrHo ¢ apyrmmu HIIBIL - Bromodas
CEJEKTUBHBIE MHIMOUTOPHI IUKIOOKCUT€HA3BI-2.

MacKApOBKa CHMITOMOB OCHOBHOI0 MH()EKXIHOHHOI0 32a00/1eBaHU

IIpuem xerompodeHa MOKET MacCKMPOBATh BaKHBIE CUMIITOMBI HHPEKIHH, YTO MOXKET IPUBECTH
K Y/UIMHEHHIO CPOKOB IIOCTAHOBKY IPABHJIBHOIO JWArHO3a, OTCPOYCHHOMY Havally aJeKBaTHOK
Tepaluy U yXy/UICHAIO MCX0Ja HHPEKIMOHHOTO 3a00neBanus. YXyIIIeHne HaOIoNaIoch Ha
(dome GakTeprANBHOM BHEGOIPHIYHOM ITHEBMOHMH U IPY GaKTePHabHOM OCII0XKHEHIH BETPAHOHN
ocmbl. B ciyuae HasHaueHus KerTompodeHa OpH MHQEKIHOHHOM 3a00JCBAHUU UL CHIDKCHHS
TeMIepaTypsl Tema Wi obnerdenns OONMM, DPEKOMEHAYeTCs OOCCHCYCHHe MOHUTOPHHIA
pHGeKnIoRHOro 3abonesanys. Ha aMOynaTopHOM 3Talle, B CIIydae eC/Id CHMITOMBI COXPaHIOTCAL
WTH yXyAIIAroTCs, MAleHTy HeoOX0uMOo 00paTAThCs K Bpady.

ety 109HO-KA EIHbIE PeaKIII

Oco6yI0 OCTOPOKHOCTH CIIEIyeT COOMI0NATh NPY OJHOBPEMEHHOM HA3HAUCHHM C NpETapaTamy,
CIIOCOOHBIME ~ YBENWYMBATH PHCK IIOSBIEHMS S3BBI MM KPOBOTEYCHMA, HalpUMep, ¢
IepOPaTEHEIME KOPTHKOCTEPOUIaME, AHTUKOATY IAHTaMH (Hamp., Bap(apuHOM), CETIEKTUBHEIMU
MHrHOMTOPAaMH  OOpaTHOro 3axXBaTa CEPOTOHWHA WM AHTHArPEraHTaMy, TaKuMM Kak
AIeTAJICAMIAIOBAs KUCIOTA MM HUKOPAHIWT (CM. pasien 4.5).

XKenymouHO-KAIIEYHOe KPOBOTCUCHUE, s3Ba MM nepdoparus, KOTOPEIE MOTYT OKa3aTbCs
CMEpTENBHBIMH, ONMCAHBI JUIT BCEX HITBII u moryT paSBI/ITBCH..&XO,H.G—-H-G&@H-H&I-B—J‘I-I@@@@‘B eV ST
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Kax Ipy HalIM4YKH, TaK ¥ OTCYTCTBUHU IIPCAIICCTBYFOIMINX CHMIITOMOB WM TSDKEJIBIX 3a00/IeBaHmi
KTy JOYHO-KHUICYHOr'0 TpaKTa B aHaMHE3C.

V DOXMIBIX JIONEeH uwaine BO3HMKaioT HebiarompustHble peaknuu Ha HIIBII, ocobenno
JKeITy JOYHO-KHIIETHOE KPOBOTEUEeHNE U IepdOpaIis, KOTOPEIE MOTYT OBITh CMEPTENBHBIMY (CM.
paznein 4.2).

Ecmm Yy IanueHTOB HA (1)OHG JICUCHUA KCTOHpO(i)eHOM BO3HHKACT XKCJIYIOYHO-KHIIICIHOC
KPOBOTCUCHHUEC WK A3Ba, JICUCHUEC IIPEIIapaTOM JOJDKHO OLITE IpCKpanICHo.

Puck BO3HHUKHOBEHHS KEIyJOYHO-KHMIIEYHOI'O KPOBOTEUEHHS, 3B MIM Iephoparuu
yBenuuuBaetcs Ipu nossiueHuy 103 HIIBII, y nmanueHToB ¢ A3BEHHON OOJE3HBIO B aHAMHESE,
0COOEHHO OCIIOXKHEHHOM KpoBOTeUeHHMeM wmm nepdoparmueit (cM. pasmen 4.3), a Takxe y
HOXWIBIX ozed. JledeHne STHX MAIMEHTOB CIeAyeT HAYMHATH C CaMOM HH3KOM MMeEIoIencs
TO3BL.

Jlng STHX NANUMEHTOB, a TakKe JUI1 IAIUEHTOB, COBMECTHO IPHHHMAIOINMUX HHU3KHE O3B
Al TUIICAIMLIMIIOBOM KUCJIOTH WM ApPYyTHE Mpelaparhl, OBLIUIAIOIMIME PHCK JKEITyIOIHO-
KHIIEYHBIX OCTOKHEHMH, CIenyeT pacCMOTpPEeTh HasHaYeHHEe KOMOWHHPOBAaHHOM Tepamuu ¢
3aIIUTHBIME JIEKAPCTBEHHBIMH CpEACTBAMH (HAIp., MM30IPOCTONOM MM  OioKaTopamu
IPOTOHHOM ITOMIBI) (CM. HIDKE ¥ pasjien 4.5).

ITamuedTer ¢ IIPOABICHUAMHA )KGJIYIIO‘IHO-KI/IIHC'CIHOI‘;I TOKCUYHOCTH B dHAMHE3C, 0COOEHHO
IIOXKHJIbIEC JIXOOH, JOJIZKHBL COOGHI&TB 0 MOOBIX HEOOBIIHBIX a6I[OMI/IHaJIBHLIX CHAMIITOMAX
(OCO6€HHO 0 XeJIy JOYHO-KHIITECYHOM KpOBOTC‘IeHI/II/I), 0COOCHHO B Havaje JCYCHHUS.

ComIacHo SIUIEeMHIOIOTHYECKAM JaHHBIM, KeTONpOo(eH MOXKET OBITh CBA3aH C BHICOKMM PHCKOM
TSDKEIION XKeITyI0UHO-KAIIETHOM TOKCHIHOCTH, YTO XapaKTepHO i HeKoTophix apyrux HITBII,
0COGEHHO IIpH IIPHEME BEICOKUX 103 (CM. Takxe paszen 4.2). '

HIIBII crmemyer ¢ OCTOPOXKHOCTBHIO Ha3HA4aTh IIAIMEHTaM C 3a00NeBaHUSAMH IKEITyOIHO-
KHIIEYHOrO TPaKTa B aHaMHe3e (I3BEHHBIH KOJHUT, 60ne3Hb KpoHa), MOCKONbKY y HHX MOLYT
BOSHHUKHYTH 000CTPEHHUS TAHHbIX 3aboneBanuit (cM. pasaen 4.8).

Cepeuno-cocyaucThIe H HepedpoBacKyIsipHbIe Peakun

Kimamgecke uccilefOBalys U SIUAEMUOIOTHYECKUE TaHHbIE JAI0T OCHOBAHME IIPEIIIONIararh,
9YTO WCIONB30BaHHe HeKOTOphIX HecelnekTuBHBIXK HITBII (ocoOeHHO B BEICOKHMX J103aX U IPH
JUTUTEIFHOM JIEUEHHH) MOXKET OBITH CBSI3aHO C HEOOIBIIMM IIOBLIIIEHHEM PUCKa apTepUaIbHOTO
TpoM603a (Hampumep, HHPapKTa MEOKapa WM MHCYJIbTa). [l HCKIOYCHHS TaKOTo PHCKa B
OTHOIEHHUH KeTOIpoeHa JTaHHBIX HEA0CTaTOYHO.

V [al#eHTOB ¢ HEKOHTPOIMPYEMOW apTepHalbHOM I'MIEpTeH3MeHd, 3acTOMHO#M CcepaedHon
HEIOCTATOYHOCTHIO, YCTAHOBJIEHHEIM JIMArHO30M HINeMITIECKOH O0Ne3H) cep/iua, 3a00IeBaHreM
nepudepHIecKuX apTepuil i/mim nepedpoBacKyIIPHBIM 3a00ICBaHIEM JICICHHE KeTorpodeHoM,
xax 7 mo6emM apyruM HIIBII, oIDKHO IPOBOJUTECS TONBKO MOCTE TIATEIBHOM OIIEHKY I10JIB3bI
u pucka. IlonoGHEM 006pasoM HeoOXOAMMO MOCTYNATh W Hepej HasHAYCHHEM JUIATENHbHOTO
NeueHWs TAr@eHTaM ¢ (aKTopaMd pHCKa CEpIedHO-COCYAWMCTRIX 3aboneBanuii (Hamp.,
apTepuanbHAs THIIEPTEH3Ms, THISPIMIHIEMUS, CAXapHbIH 1uabert, KypeHue).

Co00Imanoch 0 HOBBINEHHOM PHCKE Pa3BUTHA TPOMOO30B apTepuil y MaieHTOB, MOTyJaBIINX
reacrpuEonbie HITBIT 11t KyIEpoBaHIs IEPHONEPAOHHOK OOIH IIPY BEITOTHEHHH ONEPaIy
aoprokoporaproro uryHTEposanms (AKIID).

TlampenTaM ¢ HAIMYIHeM B aHAMHE3€ apTepHabHOM IMIISPTEH3HH W/HWIIM 3aCTOXHON CepAeTHOH
HEOCTATOYHOCTH JIETKOM M CpefHEed CTENeHM THKeCTH TpeOYyIoTCs COOTBETCTBYIOLICE
HabmoIeHne W KOHCYIbTAIMs, MOCcKoIbKy npy mpuMenerny HIIBIT coo0manock. 0. 3anepiKe

KUINKOCTH M OTCKax. COFJIACOBAHO
MI/IHI/ICTEPCTBOM 3HPABOOXPAHEH;/I‘T i

TSI

1.¥.L VL uu-u.‘.u. DEcvr~g
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Koxnbie peaknuu

Kpaiine penko omuchBaroTcs cpazanHble ¢ mpumeHenneMm HIIBII Tsoxernbie KOXHBIC peaxIiy
(HEKOTOpBIE U3 HUX CO CMEPTEILHBIM HCXOIOM), TaKHe KaK SKC()OTMAaTUBHBIA JepPMaTHT, CHHIPOM
CruBeHca-/[KOHCOHA U TOKCHYECKUH STUIepMaNbHbIH HeKpoau3 (cM. paszgen 4.8). Hanbonpmmii
PUCK PAa3BUTHS OTHX PEaKIUi MMeEeTCs B Hadale Kypca JI€YeHus; B OONBUIMHCTBE CIIyYacs
PeaKIyy BO3HUKAIOT B TIEPBBIM Mecsl JiedeHus. [IpenapaT 1o/pkeH OBITh OTMEHEH IPH IEPBOM
HOSABIEHUN KOXHOM CHINM, MOPaKEHWH Ha CIM3HCTHIX 000J0YKaxX WM JAPYTUX IPH3HAKaX
CHIIEPIyBCTBATEILHOCTH.

PecriupaTopHble HApYIIEHUA

[ManmenThl, CcTpamgaroLue 6pOHXI/IaﬂBHOI/I acTMOH B COYETaHUH C XPOHUYECKUM PHHUTOM,
XPOHUYECKUM CHHYCHTOM W/HIIH IIOJIMIIO30M HOCA, MMEIOT OOJBINYIO BEPOATHOCTH MOABIIEHUS
QUIEPTUYECKUX PEaKI|il Mocie IpUeMa aleTUICAITUIMIOBOY KHCIOTEl M/HIIM HECTEPOHIHBIX
IPOTUBOBOCIIANUTEIFHEIX IPEeIlapaToB, YeM OCTalbHblE NanueHTsl. Hasmauenue mpenapara
MOKET BBI3BATH IIPUCTYI OPOHXHATFHOH acTMBI MIIM OpOHXOCHA3M, OCOOCHHO Yy HMAalUEHTOB C
ayleprueit Ha anermwicatunmioByio kucxory mwm HIIBII (em. pasznen 4.3).

I'nnepxanmemMust

[Ipu npueme KeTompodeHa MOXKET BO3HHMKATH TI'MIEPKATHEMHSA, OCOOEHHO Y MAlMEHTOB C
naberoM, II0Y9€YHOM HEeJNOCTATOYHOCTHIO ¥/WIM COIyTCTBYIOIIMM JICYCHHEM IIpelapaTaMu,
CTUMYIHpYIOIAME Tunepkanuemuto (cM. pasmen 4.5). Ilpm moZoOHBIX 06CTOATENLCTBAX
Heo0XOIMO KOHTPOIUPOBATh YPOBEHb KaJIUs B IIa3Me.

DOyHKIMA HOYEK

V HanMeHTOB ¢ CepAeYHON HEeJOCTATOYHOCTHIO, IMUPPO30M H HE(PPOTHIECKAM CHHIPOMOM, &
TAaKKe y NAMEHTOB, IPAHUMAIOMNIX IAYPETHKH, ¥ Y IAIUEHTOB ¢ XPOHMYIECKOM IOYCUHOH
HEOCTATOUHOCTBIO, OCOOEHHO IOXWJIBIX, B Hadalle JIEUYEHHsS CJEeNyeT TINATeIbHO
KOHTPOIMPOBATH (DYHKI[FIOHATPHOE COCTOSHHE IIOYEK. Y TaKWX MAlMeHTOB HasHAYCHUE
KeTompo(eHa MOXKeT BHI3BATh CHIDKEHHE II09E€YHOTO KPOBOTOKA BCIICIICTBUE YTHETCHHUS CHHTE3a
IIPOCTArJIaHUHOB ¥ IIPUBECTH K A€KOMIICHCAMH (yHKIMU TTOYCK.

OyHKIASA HeIeHn

V [anueHTOB C OTKJIOHMIOIMMHUCA OT HOPMBI ITOKa3aTeNiMH TECTOB (QYHKIHMOHAILHOIO
COCTOSHHUS I€UYeHH MM ¢ 3a0ojeBaHHEM II€YEHW B aHaMHe3e CIEQYeT IICPUOTMICCKU
KOHTPOJIMPOBATH YPOBEHB TPAHCAMHUHA3 KPOBH, OCOOEHHO BO BPEMs MPOJOIDKUTEIBHON TCPAITHH.

B cBs3u ¢ IpuEMOM KCTOHPO(I)GHH. OITHCAHBI PCAKHC CIIyYaHd XEITyXHU 1 I'ClIaTUTa.

Jpyrue 3¢¢exrTnI
Kax i Bce HeCTEpOMIHbIE IIPOTHBOBOCIATUTEIBHEIC IPEIIapaThl, KeTOmpoden dnaroxaps coemy

IPOTHBOBOCIIANATENBHOMY, 00€300NMBAIOMIEMY MM JKAPONOHIDKAIOIIEMY [EHCTBHIO MOXKET
MAaCKHpOBATh MPH3HAKK DPasBUTHA WH(EKIHMOHHBIX 3a00NCBAHUM, Takye Kak IIOBBIICHHAT
TeMIIepaTypa Tela.

V xemmuna HecenektuBHble HIIBII moryt cHmxarh G(epTunpHOCTE. IlosToMy ux He
PEKOMEHJIyeTCsl TPUMEHATH OJKCHITMHAM, IBITAIOMEAMCS —3a0epeMeHeTs. Y  KCHINWH,
VCIIFITHIBAIONTIX TPYAHOCTH C HACTYIUICHHEM OepPeMEHHOCTH MM OOCIEeIyIOIUXCs IO IOBOILY
Becrnomu, CleyeT PaCCMOTPETh OTMEHY KeToIpodeHa.

Jleuenne clenyeT OTMCHHUTD IIPY ITOABJICHUN HapyIIIeHI/Iﬁ 3pCHMS, TAKUX KaK HEICTKOCTEL 3pCHHA.

4.5 BzaumoeiicTBHe ¢ IPYTUMH JIEKAPCTBEHHBIMH IPENapaTaMu U Apyrue Gopmor
B3aMMOJdeHCTBUSA ‘

HepexoMeHyeMble KOMOWHAIMY IPENapaToB

Jlpyaue HIIBII (sxnio4as ceileKmusHble UH2UOUmopbl YUKIOOKCULEHA3bI-2) U CANUYUILAMbL 8

BbLICOKUX 003ax; OBBIINEHHEBIR PHCK pa3sBUTHUA A3B U KpOBOTG‘I@HI/II/I B KNV I0YHO-KHIICIHOM
PR COTJACOBAHO
MI/IHI/ICT EPCTBOM 3)1?&133035};1}}13
FECHY SAriy s arew T
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Anmuxoazynsnmel. TOBBIIECHHBIH PUCK KPOBOTCUCHUS

- TeNapyuH

- agTaroHucTHl BuTamuHa K (Hamp., BapdapuH)

- HHTEOMTOPHI arperaiy TPOMOOIUTOB (HAIp., THKIONHINH, KIOIHAIOTPENb)

- THTEOUTOPLI TpoMOWMHA (Hamp., Ja0urarpan)

- IIpAMBIe HHrEOUTOPE! (akropa Xa (Hamp., anmukcabaH, puBapoKkcadan, s10Kkcaban)

Eciu coBMeCTHOE IPUMEHEHHE KeTonpodeHa ¢ aHTUKOATyJLIHTOM Hen30eXHO, TpeOyeTcs
IPUCTATHFHOES METUIIMHCKOE HAOIFOICHUE 32 TAIMEHTOM.

JIumuti: pUCK TIOBBIIICHNS YPOBHS JIATH B IIa3Me, KOTOPBIA HHOI A MOXKET JOCTHIaTh
TOKCHYECKUX 3HAYEHUH N3-3a CHYDKSHUS BBIBEACHUS TUTHA IToukamu. I1pu Heo6xoaumMocTa
CIIeIyeT TIIATEIEHO KOHTPOIUPOBATH KOHIIGHTPAIIMIO IUTHS B IUIa3Me U KOPPEKTUPOBATE 103y
mutas Bo Bpemst nederus HIIBII u mocie mero.

Memompexcam 6 0o3ax, npesviuiarouux 15 me/nedens. NOBBLIMIEHHBINA PUCK TEMATOTOKCHYHOCTH
MeTOTpeKcaTa, 0COOEHHO €CIIM OH HCIIOIB30BAJICS B BRICOKUX H03aX (>15 MI/Hemend), 9ro
BEPOSTHO 00YCIOBIEHO BRITCCHEHAEM METOTPEKCATa U3 CBA3M C OENKAMU U CHIKEHUEM €ro
IIOYEYHOTO KIIMPEHCA.

Kombugarwu, Tpedyomue 0CTOPOXKHOCTH

JlexapcTBEHHbIE IPEnapaThl, KOTOPBIE MOTYT CIIOCOOCTBOBATE THIIEPKATMEMUY (HAIIPUMED, COIIA
KaJvsl, Kanaiicoeperatomme qinypeTuky, THrHOuTope!l AIID 1 aHTaroHUCThI PENENTOPOB
arruorensuHa I, HIIBC, renapuss! (HU3KOMOIIEKYIIIPHEIC HIH HePaKIMOHKPOBAHHEIE),
I[MKJIOCIIOPHUH, TAKPOIMMYC ¥ TPHEMETOIIPHM).

Prck runepKaaueMur MOXET BO3pacTaTh B CIIydae, KOT/ia yIOMSHYThIe BBIIC IIpenapaTsl
BBOJISITCS. OJHOBPEMEHHO.

JTuypemuxu: y TTAAEHTOB, IPAHUMAIOITAX JXYPETUKHA, OCOOEHHO y IIALMEHTOB C
IeruapaTanyel, UMeeTCst IOBBIIICHHBIM PHCK IOUYEYHON HEJIOCTATOYHOCTH B CBSI3U CO
CHYDKEHVEM [IOYEYHOT0 KPOBOTOKA BCIIECTBUE YTHETCHHS CHHTE3a IIPOCTArIAHIMHOB, Takum
HalpreHTaM HeoOX0IMMO aIeKBAaTHO BOCIIONHUTD AeUIUT XKUIKOCTH IO Havajla COBMECTHOIO
TIPUMEHEHHS TAKKX TIPENAPATOB, a B Hadyaye JICUCH S KOHTPOIMPOBATh QYHKIUIO OYEK (CM.
pasnen 4.4).

Hnezubumopul anzuomensun-npespawaioue2o gepmenma (AIIO) u anmazonucmer peyenmopos
anzuomensuna II; y Mal@eHTOB ¢ HapyuieHHeM QYHKIHH Hod9eK (Hanp., y MalueHTOB ¢
JeTHpaTaliel WK IIOKIIIBIX JIOIeH) COBMECTHOE IpEMeHerre naruduTopa AIID wmim
AHTATOHMCTA PENENTOPOB aurnoTeH3uHa Il 1 mpenaparos, yrHETAIOIIX IKIIOOKCUTEHA3Y,
MOYET BEI3BATH JIOTOJHATEIHHOE VXY IICHAE (YHKITHE IOUeK, BKITF0YAsT BOSMOXKHYIO OCTPYIO
OYEYHYIO HEJJOCTaTOYHOCTb. '

Memompexcam 6 0osax nusice 15 m2/nedea: B IIEPBBIC HENSTH KOMOHMHHUPOBAHHOTO JICYEHUS
HeOBXOIIMO Pa3 B HEJIEIO KOHTPOIMPOBATh Pa3BEPHYTYIO KapTuHy Kposw. ITpu xakom-mudo
HapyIeHny QYHKIUE TOYeK ¥ Y TOXKUIBIX NAlHEHTOB KOHTPOIB TODKEH IIPOBOAUTECA Jalle.
Ienmoxcuguniun: yBeIaauBaeT PUCK pasBUTH KpoBoTeueHuil. HeoOxonum Goee qacTbit
KIMHAYECKIH MOHATOPHUHT ¥ 6oJiee 9acThlif KOHTPOIb BPEMEHN KPOBOTCICHHS.

Tenoghogup: COBMECTHOE IPAMEHEHHE TEHO(OBAPA AU30IPOKCHI dbymapara u HITBC moxer
YBEJIMYATE PUCK IIOUEYHON HE[OCTATOTHOCTH.

Huxopandun: coBMecTHOE puMenerne Hukopanmna 1 HIIBII MOXeT yBeIHIHTE PUCK
PasBHTHS CEPHE3HBIX OCIOKHEHNH, HAIPEMED, A3B, IEppopaliuit 1 KpOBOTCICHHH B

JKeJTy TOYHO-KUIIEIHOM Tpakte (cM. paszen 4.4).

Cepdeunvie 2nuko3udbL: MEXKTY KETOIPOYEHOM M TUTOKCHHOM HE OBLIO IPOJAEMOHCTPUPOBAHO
(hapMaKOKHHETHIECKOT0 B3auMO/iecTBrs. OIHAKO IIPY COBMECTHOM NPUMCHEHHH IIPEIapaTon
PEKOMEH/TyeTCst COOIIONATh OCTOPOKHOCTD, OCOOCHHO Y IAlHEHTOB C MOYeYHON
HEI0CTATOYHOCTEIO, mockonbKy HIIBII MOryT CHIDKATh (DYHKIIMIO IIOYCK ¥ yMEHBIIATE

[OYEYHBIH KIMPEHC CEPACUHbIX ITTMKO3U/I0B. COTJIACOBAHO

MEHUCTEPCTBOM BIPABOOXPAHEHL
b}
PECUYBJIVKY BEJAPYCH

Hpukas Munucreperss ammassoynasens
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Kopmuxocmepoudsl: TTOBBIIICHHBIA PACK Pa3BUTHS 3B WK KPOBOTCYCHUH B XKEITy JOTHO-
KAIIEYHOM Tpakte (cM. paszeln 4.4).

KoM0OuHaImu, KOTOphIe HEOOX0MMO YUUTBIBATH

Anmuzunepmensuenvle npenapamel (bema-6roxamopbl, unzubumopst AID, ouypemuxu)
KeTompogeH cumkaer JeiicTBIEe aHTUIHIEPTEH3UBHEIX IPeNapaTos (YTHETCHHE CHHTE3a
BA30IMIATATOPHEIX IPOCTATTIAHANHOB).

Tpombonumuxy. TIOBBIIEHHBIH PUCK KPOBOTECUCHHUH,

Cenexmugnvie UH2UOUMOPLL 0OPAMHO20 30X6aMA CEPOMOHUHRA: TIOBBIICHHBIN PHCK PA3BUTHS
eIy JOUHO-KHUIIEYHOr0 KpoBoTeueHus (cM. pasznen 4.4).

IIpobeneyud: cOBMECTHOE IIPAMEHEHHE IIPOOEHEINIa MOKET 3HAYUTENHEHO YMEHBIIUTE
IUIa3MEHHBIHA KIMPEHC KETOpopeHa.

KoMmbunanyy, nHGOPMAIIHMIO 0 KOTOPEIX TAKXKe HE0OX0AUMO NPUHATE K CBEICHUIO
LJuxnocnopun, mMaxkpoIuMyc: PUCK DPA3BUTHASA aITUTHBHOTO 3(QQpeKTa He(YPOTOKCHIHOCTH,
0COOEHHO Y MOKUIBIX ITAIAEHTOB.

4.6 bepemeHHOCTH H KOPMJIEHHE I'PYALIO

bepemennocmeo

VTHETeHHe CHHTE3a IPOCTArIaHANHOB MOXKET OKa3hIBAaTh HETATUBHOE BIMAHME HA OEPEMEHHOCTh
w/uma passutEe sMOpuoHa/mnona. COINacHO BHUIEMHOJIOTHYECCKUM JaHHBIM MPUMCHCHHUE
HHIHOMTOPOB CHHTE3a IMPOCTArTaHAMHOB HAa DAHHHX CPOKaX OEpEMEHHOCTH CBS3aHO C
[IOBBIICHHBIM PHUCKOM BBHIKUJ(BIIIA, PA3BUTHS OPOKOB CEPJIA M racTpoInmu3uca. AGCOTIOTHBIH
PHCK Pa3BHTHSA BPOXK/IEHHBIX TIOPOKOB CEPJIEIHO-COCY IUCTOH CHCTEMBI IIOBBIIIATICS OT MeHee 1%
go mpumepHo 1,5%. Ilomararor, 9YTO pHCK BO3pacraeT IpH YBEIHYCHHM JO3BI H
IPOJOIDKATENBHOCTH jieueHus. HasHadenne MHruOMTOpa CHHTE3a IPOCTarTIAHAMHOB Y KIBOTHBIX
IPUBOIMIO K YBEJMYCHHIO UKCIa BRIKMIBIUIEH IO ¥ IOCTE UMIUIAHTAIMH, ¥ K IOBBIICHUIO
sM6puo-peranpHOl cMepTHOCTH. Kpome TOro, ommcana MOBBINCHHAS YacTOTAa PA3JIMIHBIX
BPOJKIEHHBIX aHOMAIAH, BKIIFOUas CePIeUHO-COCY AUCTBIE, IIPH HAa3HAYCHHUM MHIMOUTOpa CHHTE3a
IIPOCTATNAHUHOB JKHBOTHEIM B IIEPHOJ OpraHoreHesa. B mepBEif u BTOPOH TPHMECTPEI
GepeMEHHOCTH He Clle[yeT HasHadaTh Kerompoden Ges kpaiimed HeoGxommmoctu. Ecmu
KeTOIpodeH NPUMEHAETCS JKCHINMHON, NBITalomedcs 3a0epeMeHeTh WM HaxXONImedcs Ha
IIepBOM MM BTOPOM TPUMECTpax OepeMEHHOCTH, J03a JOJDKHA ObITh KaK MOXKHO HIDKC, 2
JUIATENHFHOCTD JICUSHHS — KaK MOXKHO KOpOdYe.

B tpetheM TpumecTpe OEpeMEHHOCTH BCE HMHIMOMTOPHI CHHTE3a IIPOCTAaIIaHIMHA MOTYT
OKa3BIBATH CIeMyIOIIee BIUSHIE Ha IIO/I:

- Kap/HOIyIbMOHANbHAS TOKCHIHOCTS (C IPEeXIeBPEMEHHBIM 3apanienuem boramiosa npotoxa
¥ PasBUTHEM JIETOYHOM THIIEPTEH3HN);

- Hapymenue (QYHKUIMM II0YeK, BIUIOTH MO pasBUTAS IOYEYHOH HEIOCTATOYHOCTH C
OJIUTOTHPOAMHHOHOM;

B xoHIE GEPeMEHHOCTH HHTHOMTODPHI CHHTE3a IIPOCTArlaHIMHA MOTYT CIEIYOIEM 00pasoM
[OBJIMSATEH Ha MaTh ¥ HOBOPOJXKIEHHOIO:

- BepOSTHOCTD Y UTMHEHS] BpeMEHH KPOBOTEUEHHU S — aHTUAIPETaHTHOE NEeUCTBHE, KOTOPOE MOXKET
OTMEYaThCs JaKe P MPIMEHEHUY OYeHb HU3KUX JI03 Mperapara;

- yTHETEHHUE COKPATUTEIBHON TeATeNbHOCTH MAaTKH, IPUBOJIAIICE K 3a1€PXKKE HACTYIIICHHUS POIOB
U UX yJUIMHCHUIO.

ClleoBaTeNbHO, IpUMEHEHHe KeTompo(eHa B TPEThEM  TPUMECTpe  OEpPEMEHHOCTH
MPOTHUBOIIOKA3AHO.

Kopmnenue epyovio
JlaHHbIe 0 IPOHAKHOBEHUH KeTONPO(EeHa B MOJIOKO y YeloBeKa OTCYTCTBYIOT. He peKoMenITyeTcs

Ha3HA4YaTh KETOIPOPEH KOPMAIIUAM MATEPAM. COTJACOBAHO

PECIIYBIVKY BEJIAPYCD

TIpuras MunKcTepCTBA 3APaBOOX A
Pecnybuuxu Benxapycs
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4.7 BausiHue Ha CHOCOOHOCTH YIPABJIATH TpaHCHOpTHblMH cpeacTBaMu U paborarth ¢
MeXaHN3MAaMU '

[lanyeHTOB HEOOXOAMMO IIPEAYNpPEUTs O TOM, 4YTO IOAHHEBIA IpemapaT MOXET BLI3BIBATH
COHJIMBOCTD, TOJIOBOKPY KEHUE WK CYIOPOTH ¥ IIOCOBETOBATEL UM HE YIIPABJIATH TPAHCIIOPTHHIMU
CpENICTBaMH ¥ HE paboTaTh ¢ MEXaHU3MaMH IIPU IOSBICHUY JaHHBIX CHMITOMOB.

4.8 HexenareabHble peakuun

Kaccubuxarus 0XuIacMbIX JacTOT BCTPEIAEMOCTH HEXKeIATEbHBIX PEAKIHH:

ouenb vactiie (>1/10), gacteie (>1/100 u <1/10), megactsie (>1/1 000 u <1/100), pexxue (=1/10
000 u <1/1 000), ouens peaxue (<1/10 000), yacToTa HEM3BECTHA (HE MOXKET OBITH OLEHEHA Ha
OCHOBE UMCFOIIMXCS TAHHBIX).

V  B3pOCHBIX MANHEHTOB, [PUHAMAIOMZX KeTonpodeH, HaOIoJamuch — CIEAyIOIIHe
HeXeaTebHbIe peakiuy (MPUBEIEHHEIE HIKE JaCTOTHI BCTPEYAEMOCTH IIPHUMEHUMEI TOJIBKO JUIA
HepopaIbHBIX GopM Keronpodera):

Hapyimenus co cTOPOHBI KPOBH ¥ TUM(paTHISCKOH CUCTEMBI

- Penxue: mocrreMopparndeckas aHeMusd,

- YacToTa HE YCTAHOBICHA: arpaHyJIOIUTO3, TPOMOOIMTONEHH:, HEAOCTATOYHOCTH KOCTHOTO
MO3Ta, TEMOJIUTHIECCKAS aHEMUS, JIEUKOTIEHUS.

Hapyienys co CTOPOHBI IMMYHHOHR CUCTEMEL

- YacTOTa He yCTaHOBIEHA: aHaQUIAKTHICCKIE PEaKIy (BKIIFOUas IIOK).

Hapymenus co cTopoHE! 00MeHa BEIECTB ¥ IUTAHKS

- YacToTa He yCTaHOBJIEHA: THIIOHATPHEMUS, THIepKamueMus (cM. pasjen 4.4).

HapyiieHus ICUXUKHI

- YacToTa He yCTaHOBJICHA: CIIyTAHHOCT CO3HAHNSA, H3MEHINBOCTH HACTPOCHHUS.

Hapyienys co CTOPOHEI HEPBHOH CHCTEMEBI ‘

- Heyactele: ronoBHas 0015, TOJIOBOKPYKEHUE, COHITMBOCTE;

- Pemxue: mapecresus;

- YacToTa He YCTaHOBJICHA: aCeTITHYCCKUHA MEHUHIHT, CYI0POTH, AUCTEB3UA, BEPTUTO.

Hapynienust co CTOPOHBI Opraga 3peHus

- Penxue: HedeTkoCTh 3peHns (cM. paszmen 4.4).

Hapyimes#s co CTOPOHBI Oprana ciryxa U JaOMPUHTHLIE HAPYIICHUS

- Penkwue: 3BOH B yluax.

Hapyierss co CTOPOHEI cepALa

- YacToTa He yCTaHOBJICHA: CEpIECYHAsd HENOCTATOYHOCTE.

Hapyirenus ¢o CTOPOHBI COCYIIOB

- YacToTa He YCTAHOBIEHA: apTepUaibHas THICPTEH3HS, Ba30IUIATAMs, BACKYIAT (BKIHOYAs
TEeHKOLUTOKIACTHYESCKIN BaCKYJINT).

HapyIienus co CTOPOHBI ABIXATEIBHON CHCTEMBL, OPTaHOB IPYIHON KIETKHM U CPETOCTCHUL

- Penxue: OponxuanpHas acTMa,

- VUacroTa He YyCTaHOBIEHa: OpomxocmasM (0COOEHHO y TAWEHTOB C HM3BECTHOH
TUIEPYYBCTBUTEILHOCTHIO K AIlETHIICATUIUIOBOM KHCIOTE B IPYT UM HIIBII), punwuT.

HapyImeHns co CTOPOHBI JKeIy I09IHO-KHAIIEYHOr0 TPaKTa COTJACOBAHO ¢
~YacTple: MUCIENCHS, TOIHOTA, 005 B JKUBOTE, PBOTA; MEHIICTEPCTBOM 3IPABOOXPAHEHIS
- HewacTsle: 3amop, quapest, METeOPU3M, TaCTPHT; PECIIVBI/IMKY BEIAPYCH

Tipuxas Munvcrepersa sapaRooxpateHia
- Pe,I[KI/IeZ CTOMATHUT, IIEUTHYCCKad A3Ba, Pecnybanxu Bexapycs

- YacroTa He yCTaHOBJEHA: 0OOCTPEHHE S3BEHHOTO KonmuTa X OoNe3HH KpOHA, JKEIyOTHO-
KUIIUHbIE KpOBOTEUCHUS ¥ IIephopanys, MaHKpeaTnT.

K Haubosee YacTHIM HEXKENIATEILHBIM PEAKIIsIM OTHOCATCH PEAKIHH CO CTOPOHBI XKEJIy J01HO-

KHIITEYIHOTO TpakTa. BO3MOKHO PasBHUTHE NENTAYECKHX S3B, eppopanuit u KpOBOTCUCHUH B
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YKEJLY IOYHO-KHIIEYHOM TPaKTe, KOTOPEIE HHOT/A, OCOOEHHO Y TOMKMIBIX TIAIHeHTOB, MOTYT OBITE

cMeprenbHbIME (CM. pazaen 4.4).

HapymieHnst co CTOPOHBI IEYESH P YKSTYESBEIBOISIIMX Iy TSR

- Pejikuie: renaTyT, OBBINEHHE TPaHCaMIHA3, TOBBINICHAE YPOBHS CBIBOPOTOYHOr0 OMmmpyOuna
BCJIEICTBHE I'ellaTuTa.

Hapymenns co CTOPOHBI KOKH M IOJKOKHBIX TKaHEH

- HegacTeie: ChIIb, 3y,

- UYacrora He YyCTaHOBICHA: peakmus (OTOCCHCHOMIN3AIUY, alONennsd, KpaluBHUIA,
AHTMOHEBPOTUYECKIA OTEK, OyJUIE3HBIE peakluy, BKIogas cuHapoM Crusenca-JKoncona u
TOKCHYECKHN OIHIEPMATBHBIA HEKPOIN3, OCTPHI TI€HEpalM30BaHHBIA 3K3aHTEMATO3HBIN
IIyCTyJIes.

HapyImeHus co CTOPOHLI HOYEK M MOYEBBIBOIAIINX ITYTEH

- YacToTa He yCTAaHOBIEHA: OCTpas IIOYeUHas HEXOCTATOYHOCTh, TyOyJIOHMHTEPCTHUIUATBHBLHA
HedpuT, He)PUTUYECKUH CHHAPOM, OTKIOHEHHS IIOKasareled TecTa (yHKIHOHAIBHOIO
COCTOSTHUS TIOYCK.

O061wme pacCTpOMCTBA X HAPYIIICHUS B MECTE BBEICHUS

- Hegactrie: oTek;

- JacToTa HE YCTAHOBIIEHA ;| YTOMIIAEMOCTE.

JIabopaTopHble X MHCTPYMCHTAIbHBIC TAHHBIE

- Penxue: IOBBIIEHHE MACCHI TENA.

JlaHHBIE IPOBEACHHBIX KIMHIICCKUX H SIHIEMUOIOTHIECKAX UCCIEN0BAHNY II0KA3bIBAIOT, YTO
npuMenenne psia HeceneKTuBHEX HIIBII (0c06eHHO B BEICOKHX J1038X ¥ B TCICHHE IIUTEEHOTO
BPEMEHHM) MOYKET GBITh CBA3aHO C IIOBBIIEHHEIM PHCKOM apTepHaTbHOro TpoM60o3a (Hampumep,
nHE(apKT MEOKAp/Ia WIK HHCYIBT) (cM. pasnen 4.4).

Coofuienne 0 I0I03PEeBaeMbIX HEXXEIATEIBHBIX PEAKIMIX

Baxxro coobmars ©O IIOJO3PEBAaeMbIX HEXETAaTeNbHBIX pPEaKIUaX II0CJE PEruCTparuu
JNEKapCTBEHHOrO Iperapara ¢ LeNblo O0eCledeHus Ul Hero HEIpPEephIBHOIO MOHHTOPHHTA
COOTHOIIEHMS «IONB3a/pucky. CrenuamicTaM 3ApaBOOXPAaHEHHS NPEIIaracTcs cooOwars o
JFOOBIX TOO3PEBAEMBEIX TOGOUYHBIX PEaKIWsIX dYepe3 HaIlHOHANBHYIO CHCTEMY COOOMIEHHSA O
HEKeJIaTeTbHbIX PeaKIUaX.

TlamuenTy, €coM y HEro BO3HHKAIOT KaKue-THOO HeXENarelbHBIC Peakiny, PEeKOMEHIYeTCH
IIPOKOHCYTLTHPOBATECS ¢ BpadoM. JlaHHAs PEKOMEHJAINHUA pPacHpOCTPAHSETCS Ha JEOOBIC
BO3MOIKHBIE HEXeJIATeIbHbIC PEaKIWy, B TOM YUCIE Ha HE IEPEUYHCICHHBIC B HHCTPYKIUHU II0
npuMenenuo rpenapara. Coobmas o HEXENaTeNbHBIX PEeaKiHsiX, BbI [IOMOraeTe IIONYYHTh
GonblIe cBeeHUH 0 6e30IIaCHOCTH Ipenapara.

4.9 Ilepeno3upoBka

Omyicanbl CIydan IepeJo3UpOBKH KeTompodeHa B goze mo 2,5 r. B OombliuHCTBE CIydacB
HaOMIOMABITHECS CHMOTOMBI WHMEITH JIETKYI0 CTENeHh TOKECTH ¥ OIpaHWYIUBAIIUCH
3aTOPMOKEHHOCTHIO, COHIIMBOCTHIO, TOIMHOTOM, PBOTOMN ¥ OOJIBIO B SIHTaCTPHH.

CrenuarsHOr0 aHTHI0TA IIPHU TIEPEN03UPOBKe KeTonpodena He cymecTByeT. [Ipu moxosperny Ha
3HAUUTENBHYIO IIEPEIO3UPOBKY PEKOMEHIYETCs IIPOMBIBAHME DJKEIyJKa H IPOBEICHUE
CHMIITOMATHIECKON ¥ TIOUICPKMBAOIIEH Tepauy C [eNbI0 YCTPaHEeH s Aerraparaye. Tawke
HYIKHO KOETPOJHPOBATH JIypPe3 ¥ KOPPEKTUPOBATH alu/i03 (IIpH PasBHTHH TaKOBOI'0).

IIpu pasBUTHHE IIOYEYHON HEJOCTATOYHOCTH [T yAaICHIA IUPKY IMPYIOMIEro B KPOBY [pelapara
MO>KET OBITH MCIIOJIE30BaH I'eMOIHAIIN3.

. COTJIACOBAHO
5. PAPMAKOJOI'NYECKHNE CBOUCTBA MUHFCTERCTROM 8{PABOOXPAHEHI
51 dapMaKoIMHAMUAYIECKHE CBOWCTBA PECIIVBIUKY BETAPYCH
Tipuxas MuHICTePCTBA 3APABOOXPaeHINA
dapmakoTepaneBTHYIECKAst rpynna Pecny6uuku Berapycs
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HecTepormable IPOTUBOBOCIANUTEILHEIE X IPOTHBOPEBMATHYECKHE CPECTBA. [ Ipor3BOAHbIE
IPOMXOHOBOM KHCIIOTEI

Kon ATX: MO1AEO3.

MexaHu3M AeilcTBHA

V CTaHOBIICHO, UTO KETOIPO(EH YIHETAeT CHHTE3 IPOCTATIAHIMHOB 1 JEHKOTPHEHOB, OIOKUPY S
(hepMeHT MUKIIOOKCUuTernasy (1o KpaitHei Mepe, nBa m3odepMenTa - muknookcurenasy-1 (LIOI-1)
1 1uknookcurenasy-2 (IIOI-2), KOTOphI KaTanu3upyeT CHHTE3 IPOCTaIJaHIVHOB B
MeTaboIM3Me apaxug0HOBOH KHCIOTEL.

Keronpoden crabuimsupyer IH30cOMaibHbIE MeMOpaHBI in Vilro W in Vivo, B BBICOKHX
KOHIIEHTPALKAX ITOJABIIET CHHTE3 JISHKOTPHEHOB in Vitro ¥ obnamaeT aHTHOPaIMKUHHHOBOH
aKTUBHOCTBIO i ViVOo.

MexaHu3M JKapoOIOHIKAIOIIEro AeHCTBHS KeTonpodeHa HEU3BECTEH, BO3MOXKHO, OH yrHETaeT
CHHTE3 IIPOCTArTAHINHOB B IEHTPAIbHOI HEPBHOH crcTeMe (BEPOSTHEE BCEIO — B THIIOTANAMYCE).
V HEKOTOPBIX JKEHIUH KeTOMPOo(heH YMEHPNIAET CHMITOMBI IIEPBHYHON TUCMEHOPEH, BEPOSTHO
3a CYeT NOMABJIEHUS CHHTE3a U/MTH 5 GEKTUBHOCTH IIPOCTATIAHINHOB.

5.2 dapMaKoKHHEeTHIECKHE CBOHCTBA

BroOCTYIIHOCTE KeTompodena u3 JekapcTBeHHOH QopMmel B Buae cymmosuropres (1
cymmosuropuii 100 Mr) cpaBHHBaNach ¢ GHOZOCTYNHOCTHIO M3 Karcyn (2 Kamcyisl mo 50 mr).
Pe3y pTaThl MOKA3JIH, YTO HE HMEETCs 3HAUMTENbHBIX Pa3IHIMi MEX/y OHOMOCTYHOCTHIO IBYX
JIeKapCTBEHHBIX HOPM.

ITocie mpuvenerns 100 Mr keronpodena peKTanbHO ero IHKoBas KOHIeHTpanys B miasme (10,4
MKI/MIT) JocTHraercs 3a 1 yac 22 MUHYTHL. BHOJOCTYIHOCTE KeTONpodeHa IMocie Ha3HAYCHHs
BHYTpb B 03¢ 50 MT cocTasisieT 90% ¥ IMHEHHO BO3pacTaeT K NOBBIIEHIH 10351 Keronpodex
ABIIIETCS PALEMUYECKON CMECHIO, HO (hapMaKOKMHETHKA JBYX S9HAHTHOMEPOB CXOXKa.
Pacopenenenue

99% KeTompodeHa CBA3BIBACTCSA ¢ GeKaMu ITa3MBl, IPEHMYIIECTBEHHO ¢ hpakimel ab0yMuHa.
Ero ofpem pacmpenenenus B TKamsx cocrtaBmger 0,1-0,2 n/xr. KerompodeH npoHukaeT B
CHHOBHATBHYIO JKMAKOCTh. Uepes Tpu dwaca mocine HasHadenumsa 100 wmr kerormpodena ero
KOHIIGHTPAIMs B IUIa3Me COCTABISET OKONO 3 MKI/MI, & KOHIEHTpAUHs B CHHOBHAIBHOH
KUIKOCTH — 1,5 MKT/MIL. Uepes IeBSTh YacoB ero KOHIEHTPAlus B IIa3Me COCTaBIseT 0koo 0,3
MKI/MJ, 8 KOHIIGHTpaIus B CHHOBHATbHOW >kumkoctd — 0,8 MKr/mii Oro O3HAYaeT, Yro
KETOIPO(EH MEICHHO IPOHUKACT B CHHOBHAIIBHYIO XKUIKOCTh M TAK)Ke MCIUICHHO BRIBOAUTCS U3
Hee, B TO BpeMs KAK €ro IUIa3MeHHas KOHIGHTpAIHA CHIDKAeTCs Janblie. Ecmu kerompodeH
IpUHAMAeTCs. ¢ e7of, ero adbcopOms 3aMeUIsIeTcs, a KOHICHTpalus B IIa3ME CHIDKACTCH
HE3HAYMTEIHHO, HO IIPH 9TOM €r0 OHOIOCTYIIHOCTS He m3Merstercd. [Tocie npuema BHYTpS S0 Mr
KkeTompoderHa BO BpeMs ellBl YeThIpe pasa B CYTKH IIMKOBas KOHIEHTpays, paBHas 3,9 MKr/MIL,
JocTUranack 3a 1,5 gaca mo cpapHeHHIO ¢ 2,0 MKI/MII depes [Ba Jaca IIpU OpHeMe KeTonpodena
HATOIIaK.

PaBHOBeCHBIE KOHIIEHTPAIMH KeTONpodera ycTaHaBINBAOTCA Yepe3 24 yaca Iociie ero npuema.
YV HONKMIBIX TAIHEHTOB PABHOBECHAS KOHIIEHTPAIMA TOCTHIaIach Yepes 8,7 1aca U COCTaBIIa
6,3 MKI/MIL

MeTa00J1d3M M BbIBeIEHHE

KeTonpo(eH MHTEHCHBHO MeTab0IU3HPYETCs TIeYEHOTHBIMU MAKPOCOMAIPHEIME (epMEHTAMH.
OH CBA3BIBAETCA © [TIFOKYPOHOBOH KMCIOTOM U BBIBOXUTCS B 3T0M Qopme u3 opranusma. [loce
npreMa BHYTPh €ro IUIA3MEHHBIA KIMPEHC COCTABIACT 1,16 wmu/mus/xr. W3-3a OBICTpOroO
MeTaBGOoTI3MAa ero GHONOTHUYeCKI IEPHo;I IOy BRIBEACHIS COCTaBIIIET Beero apa yaca. o 80%
keTonpoderna BBIBOLUTCA C MOYOH, IIIABHBIM oOpazom (ceemme 90%) B BHIE TIIFOKYPOHKZAA
keronpodena, 1 0koao 10% BBEIBOAUTCS C KAJIOM. COTJACOBAHO
Oco0bIe rpynmbl NAaNyeHToB MUHUCTEPCTBOM BIPABOOXPAHEHUA

o — PECITYVBIIMIKH BEIAPYCH
Hpuxas MurucTepeTBa 3ApaBOOXPAIEHHT
Pecny6nuxnu Benapycs

20 mas 2021 r. CDS_ Ketoprofen_oral rectal_09_2020 ctp. 93 10



HO PB

Keroman 100 Mr cynmo3suTopun BY

Texcr 061relf XapaKTePUCTIKH JICKAPCTBEHHOrO Tpenapara Q& i 0«72 Nni7
VY [aUeHTOB ¢ IIEYEHOYHOM HEeJ0CTATOYHOCTHIO, BEPOSTHO BCICACTBHE TMIIOANbOYMAHEMAN
(cBOGOXHBI OHOJNOTHYECKH aKTHBHBIA KETOIPO(EH), KOHIEHTpAlus KeTOnpodeHa MOYTH
yIBamBaeTcs, uro TpeOyeT HasHAYCHHMS MHHEMATBHOH CYTOYHOM JO3BL, 00ECIeYrBAIONICH
JIOCTATOUHBINA TepaneBTIIecKuit 3G HeKT.
C nopaxeHueM moueK
V HaIMeHToB ¢ IOYeYHON HeJM0CTATOYHOCTRIO CHIDKAETCS KITpeHe keronpodeHra. Iloatomy npu
TSOKENION IIOYEYHOH HEJJOCTATOYHOCTH TPeOyeTCs. yMEHBIIEHUE JO3BL

6. OAPMAIIEBTUYECKHUE JAHHBIE
6.1 IlepeueHBH BCIIOMOraTeJbLHBIX BEIIECTB
Tsepmpie XKUPHI, TPUTIHLEPUABL CPENHEN IIETIH.

6.2 HecosMmecTuMOCTD
He onmcana.

6.3  Cpoxk rogaocTn
2 rona. He Hcmonp30Bath MO HCTEYEHUH CPOKa TOAHOCTH, YKa3aHHOI'O Ha YIIaKOBKE.

6.4  Oco0Obie NPegOCTOPOKHOCTH NPH XPAHEHHH
XpauuTh IpH Temueparype He Beume 25°C
XpaHuUTh B HEJOCTYIIHOM JIJI JIETEH MECTe.

6.5  XapaxTep M COAEPAKHUMOE YIAKOBKHU
2 cTpuIa 10 6 CYMIIO3UTOPHEB BMECTE ¢ HHCTPYKIHEH 110 IPUMEHCHHUIO B KAPTOHHOH YIIAaKOBKE.

6.6  OcoGple MephI IPEI0CTOPOIKHOCTH NP YHHYTOKECHHH HCHOIL30BAHHOI0
JIEKAPCTBEHHOI0 PeNapaTa WiH 0TX010B, NOJYIEHHbIX [I0C/Ie IPUMEeHCHUS
JEeKAPCTBEHHOr0 MpenapaTa, i Apyrue MAHAIYJISIHH ¢ NpenapaToM

OcoOble TpeOOBaHUSL OTCYTCTBYIOT.

6.7. YcaoBHsI OTIyCKa
OTIycKaeTcs MO PerenTy.

. BJAIEJEL PETUCTPAITMOHHOI'O YIOCTOBEPEHUS U
ITPOU3BOIUTEJID

Brajienen perucTpanuoHHoro yaocrosepennd: Jlek a.1., Crnoserus
IIpoussoautens: ['enseon Vinau Canait Be Tumxaper Anorum [lnpkern, Typrus

IIpencTaBuTeTh AepKaTells PETUCTPAIIOHHOrO YiIocToBepeHus B Pecybnuke benapyce:
IpencrasurensctBo AO «Cannos @apmacsroTakans 1. 1.» (Pecybmuka Croserns), 220141,
r. MuHck, yi1. Axanemuka Kynpesurda, 3, momemenue 49 ten. +375 (17) 396 22 35,

drugsafety.cis@novartis.com.
COTJACOBAHO
MUHVCTEPCTBOM BIPABOOXPAHEHUA
PECIIYBJIAKY BETAPYCH

Tipuras MrHUCTEPCTBA 34PaBOOXPATIEHUA
PeenyGuuxy Benapycs
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