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OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI'O ITPEITAPATA

1. HANMEHOBAHME JEKAPCTBEHHOTO IIPEAPATA |/ /01000 caresoo o
Keronan, 50 Mr/r, KpeM i1l Hapy>KHOI'O IIPUMEHEHHUS. PCTEA 3ADABOCX paBenIss |
] ’ A OL RO 3o 72 |
2. KAYECTBEHHbBIU U KOJIMYECTBEHHBIU COCTAB R
1 r kpema 1 HapyxHOTo mpuMeHenus Keronain copepxxut 50 Mr ketonpodena.

Bcnomozamenvhvie eujecmea, Haluyue KOMopvlx HA0O Y4Umvléame 6 COCmMaese 1eKapCmeeHH020
npenapama:

1 r kxpema Ketonan copepxut 2,0 Mr meTunnaparuapokcubensoara (E218),

1 r kpema Keronain cogepxut 0,5 Mr nponunmnaparuapokcudensoara (E216),

1 r kpema Keronai copepxut 70,0 mr nponunenriukos (E1520).

[ToJTHBIH CIMCOK BCIIOMOTaTeIbHBIX BEIIECTB NIPHBECH B pasaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Kpem 1151 Hapy»KHOTO IPUMEHEHHMS.
Onucanue: TOMOT€HHBIH KpeM OeIoro Ui MouTH O6€J10ro 1nBeTa.

4. KJIMHUYECKHUE JAHHBIE
4.1. IloxazaHus K NpMMEHEHHIO
KeToHau sBJISieTCS HECTEPOUIHBIM IPOTHBOBOCTIAIMTEIbHBIM NpenaparoM. OH 06/1a1aeT MECTHBIM
aHaJIbIeTHYECKHM M IPOTUBOBOCHAIMTEIBHBIM JIEHCTBUEM.
KeTroHas HCIIOJIB3YETCS /111 MECTHOI'O CUMIITOMATHYECKOTO JICUCHHUS:
— 60JM ¥ BOCIIAJIEHUS CYCTaBOB IPH PEBMAaTHYECKHUX 3a00/I€BaHUSAX;
— IpH MOCTTPaBMaTHYECKUX OOJISX.

4.2. PexxuM 103MpOBaHHS B cI0c00 NpUMeHEeHHs

Pexxum 103UpOBaHUS

B3pocnvie nayuenmeoi:

Kpem 1 HapyXHOro npuMeHeHHnss KeToHan cieayeT HAHOCHTh Ha OOJIE3HCHHbBIA HIH
BOCHAJICHHBIA y4acTOK 2—4 pa3a B CyTKH, OCTOPOXHO BTHpas B KOXy. [Ipomo/DKHTENsHOCTH
ileyenns 1o 7 aHeit. JIo3upoBKa J0/bKHA ObITH O00paHa Mo pa3Mepy IMOpaKEHHOH 00/1acTH.

CHGL[}'CT n30erath KOHTaKTa ¢ riia3amMy WiId CIA3UCTBIMHA 000JI0YKaMH.

He pekoMeHIyeTcsi HOCHTh TECHYIO OJEXy (cM. paszen 4.3).

[Tocre kak10ro HaHECEHUsI KpeMa CIIely€eT TIATEIbHO MBITh PYKH.

Kpem ju1s HapyskHOro npuMeHeHus KeToHal MOXKeT HCIO/Ib30BaThCsl B KOMOMHALMH € JAPYTHMH
nexapcTBeHHbIMH  (opmamu  Keromanma  (kamcymamu, —TaGleTKamH, — CYNIIO3UTOPHSMH).
MakcuMasbHas CyTOYHas J103a, HE3aBUCHMO OT JIEKapCTBEHHOH (OPMBI, HE JI0JDKHA IIPEBBIIATH
200 mr keronpodeHa.

THoorcunvie nayuernmol

JUIst TOXMIIBIX MAIllMEHTOB HE CYINECTBYET OCOOBIX PEKOMEHJANMH MO JO3MPOBKE. Y TeX, KTO
Hanboyiee CKJIOHEH K HEXEIaTeJIbHBIM peakiusiM, CIEAyeT COYeTaTh HAaWMEHBIIYIO 103y C
a/IeKBaTHBIM KOHTPOJIEM KIMHHYECKON O€301acHOCTH.

Jemu

He pexomeHIyeTcs, ITOCKOIbKY 6e30MacHOCTh IPUMEHEHHUS Y IETeH He YCTaHOBJICHA.

Cnocob npuMeHeHHUs
Kpem Keronai npeiHa3HadeH [Uls HApyKHOTO IPUMEHEHHUS.

4.3. lIpoTHBONOKA3AHHUA
[Ipumenenue kpema KeToHan mpoTHBOIIOKA3aHO:
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— [palMeHTaM C [IOBBIIEHHONW YyBCTBHUTENBHOCTBIO K KeTOHNpodeHy WM JrodoMy H3
BCIIOMOTATEILHBIX BEIIECTB Mpenapara (cM. paszzen 6.1);

— [alMeHTaM C M3BECTHLIMHU PEaKIHsIMH TMIIEPYyBCTBUTEIBHOCTH (HAmp., OpOHXOCHa3M, PUHHT,
KpanvBHUIA) Ha KeTompo(deH, APYyrHe HECTEPOMIHBIE MPOTHBOPEBMATHYECKHUE CPEICTBA,
CIMIMIATHI (HAIp., alleTHICATHIMIOBAs KHCIoTa), heHodhuOpaT 1 THaNpOPEHOBYIO KHCIIOTY;

—  [alMeHTaM C OCTPOi S3BOH XKey/IKa UK JBEHAALaTHIIEPCTHON KHUIIKH;

—  Ha NMOBPEXJIEHHYIO W W3MEHEHHYIO MaTOJIOTHYECKHM MPOIECCOM KOXY (HAapHMEp, JK3eMa,
YI'PH, pa3jIM4HBIE A€PMATO3bl, OTKPHITHIE PaHbl UIIM HHOEKIIMOHHBIE MOPAXKEHHU),

— ¢ o0useraroieii 0JIeXI0H;

—  I10JI OKKJTFO3HOHHBIE MTOBSA3KH;

—  OJIHOBPEMEHHO Ha TOM € Y4acTKe C JPYTMMH MECTHBIMH CPEJICTBAMH;

—  BO BpeMsl TPEThEro TPUMECTpa OEPEMEHHOCTH;

— [alnMeHTaM C HAJIMYMEM B IPOILIOM peakiuii poToceHCHOnIn3aum;

— [anMeHTaM ¢ HaJMYMEM B MPOLUIOM AJUIEPTHYecKHX peakiuil Ha keronpodeH, dpenopuodpar,
THANPO(PEHOBYIO KUCIIOTY, Y D-010KaTOPHI MM OT/YLIKH;

[IpoTHBONOKA3aHO BO3/ICHCTBHE HA 001aCTh HAHECEHUs KPEMa COJIHEYHOTO CBETA (B TOM YHUCIIE B

MacMYPHYIO 10roj1y), a Taioke Y@ u3mydeHus (Conspuii) Ha NPOTSHKEHHH BCETO MIEPUO/IA JICUYCHHS

M B Te4eHHUe 2 HeJIENb M0C/Ie IPEKpaleHUs IPUMEHEHH JIEKAPCTBEHHOTO Mpenapara.

Jlemu: He PEKOMEH IyeTCs, TIOCKOJIbKY 0€3011aCHOCTh IPUMEHEHHS Y JIETEH HE yCTaHOBJIEHA

4.4. Ocobble yKa3aHHusi M1 Mepbl PeJ0CTOPOKHOCTH NPH NPHMEHEHHH

HexenarenbHble 3p(EKThI MOTYT ObITh YMEHBIIIEHBI ITyTEM Ha3HAYeHHs HauMEHbIIeH 3 HeKTUBHOM
JI03bI HA CaMBbIi KOPOTKH MTEPHOJ] BpEMEHH, HEOOXOAUMBIH /11 KOHTPOJIMPOBAHUS CHMIITOMOB.

XOTs BEpOSTHOCTh CHCTEMHBIX HEXENATeNbHBIX PEaKIMi OT MECTHOIO NPUMEHEHHUs KeTonpodena
HM3Kas, CJIEYET ¢ OCTOPOKHOCTBIO UCIIOIB30BaTh KPEM Y IMALMEHTOB C MMOYEYHOU, CEPACYHON HITH
[IeYeHOYHOM HEJOCTATOYHOCTHIO, HMEIOIMX B aHAMHE3€ S3BY JKEITyJKa WUIIM JBEHAIUaTHIIEPCTHOM
KMIIKA WM BOCHAJTUTENbHBIE 3ab0JieBaHMs TOJICTOTO KHINEYHHKA, IepeOpoBacKysipHOE
KPOBOTEUYECHHUE UM T€eMOPParu4yeCcKui uares.

He cnenyer HaHocuTh kpeM KeToHan juisi Hapy>KHOTO NPUMEHEHHs Ha CIM3HCThIE OOOJIOYKH,
00J1acTH aHAIBLHOTO OTBEPCTHSI ¥ TEHUTAIM, BOKpYT I1a3. Crexyer u3berarsb monajianus B rjiasa.

B cinyuae mosBIeHHS JOOBIX KOXHBIX PpEaKlui, B TOM YHCIIC KOXHBIX PpEakKUui mocie
OJIHOBPEMEHHOTO MPUMEHEHUS CPEACTB, COAEPXAIIMX OKTOKPHJICH, JICYEHHE IpenaparoMm
HEOOXOIUMO HEMEJICHHO IIPEKPATUTD.

MecTHOE IpUMEHEHHE KeTonpodeHa MOXKET IMPOBOLMPOBATh aCTMY y MPEAPACIIOIOKCHHBIX JIHIL.
BoJblIIoe KOJIMYECTBO HAHECEHHOIO KPEMa MOXKET BBI3BIBATh CHCTEMHBbIE 3((EKTHI, BKIIOYas
TUIIEPYYBCTBUTEIBHOCTD H aCTMY.

Bo BpeMmsi JiedeHusl U B TeUCHUE 2 HEZENb MOCTIE €r0 3aBEPIICHHS YIaCTKU KOXKH, O/IBEPraloIrecs
neyeHnto kpemoM KeToHasr, HEOOXOIMMO 3alIMINATh ONEKI0H, YTOOBI n30exarh Bo3nercTBus YO-
M3JTy4EeHHs ¥ PUCKA IPOSIBICHHUS (POTOCEHCUOUIM3ALIAH.

[Tocne kaxxaoro IIPUMECHEHHUSA KpEMa KeTronan CJICOYyET TIIATEIIbHO BBIMBITH PYKH

He cnefyeT npeBblaTh peKOMEHyeMYIO IPOIOKUTENBHOCTD JIEYEHHUS, TaK KaK 3TO yBEIHIABACT
PHCK pa3BUTHsI KOHTAKTHOTO J€PMATHTA M PeaKlui (OTOCEHCHOMIM3AIHN.

3anpemaeTc;1 HAHOCHUTD KPEM I10]] OKKIFO3UOHHBIC ITOBA3KH.

MacKiupoBKa CUMITOMOB HH(EKIUH

KeToHa1 MOKET MAaCKMpOBaTh CHMIITOMBI MH(EKLIUH, YTO MOXET IPHUBECTH K OTCPOUYKE Hadana
COOTBETCTBYIOIIETO JIEYEHHs M YXYAUICHHIO HCXONa MH(EKIHOHHOTo 3ab0JeBaHMs. YXyIUICHHE
Habmonanoch Ha (oHe OakTepuaibHOW BHEOOJIBHMYHOH NHEBMOHMM W NpH OaKTepHalbHbBIX
OCJIO)KHEHHSAX BETPAHOM ocmbl. [Ipy Ha3HauyeHHH KeTonpoeHa /s CHIKEHHs TeMIepaTyphl Tesa
Wi s o0e30onMBaHMs NpH  HMHPEKIMH, pPEKOMEHIYETCS OCYIIECTBIIATE MOHHTOPHHI
uHbeKIMoHHOoro 3aboneBanus. Ha amOynaropHOM JTane MarueHTy CeayeT 00paTuThCs K Bpady,
€CJIM CUMIITOMBI COXPAHSIOTCS TN YXy/ALIalOTCS.

Baxnas nnd)opmaunﬂ 0 HEKOTOPBIX BCIIOMOI'aTe/IbHBIX BeHIECTBAX KpeMa Keronau
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Kpem Keroman comepxut MeTwinaparuapokcubensoar (E218) m mponmimaparuapokcuOeH3oar
(E216), 0 KOTOpBIX W3BECTHO, YTO OHH MOTYT BBI3bIBaTh KpanuBHHIlY. OOBIMHO BCTpedaeTCs
3aMeJUICHHBIH TUII THIIEPYYBCTBHTEIILHBIX PEAKIMH, TAKUX, HAIIPUMED, KaK KOHTAKTHBIA ICPMaTHT.
Peko MOIyT BCTpeYarTbCsi PEAaKIMH TMIEPYYBCTBHTEIBHOCTH HEMEJICHHOTO THIIA, TaKHE Kak

KpaniBHUIA U OPOHXOCIIA3M.
Kpem KeToHasl COAEp)XUT MPONHUIIEHIIIMKOIIb, KOTOPBIA MOXKET BbI3BaTh Pa3ipaXKeHUE KOXKH.

4.5. BzaumoaeiictBue ¢ JAPYrMMH JIEKAPCTBEHHBIMH MNpenapaTtaMd H [pyrdHe BHABI
B3aUMOIeHCTBUS

XOTs1 B3aUMOJICHMCTBUS C JPYTHMH JICKapCTBCHHBIMHU IIp€liapaTaMd MaJIOBCPOSTHEI, IIOCKOJIBKY
KOHIICHTpaluu KCTOHpO(t)CHa B KpPOBH I10CJIC MECTHOTO IIPUMEHCHHS HHU3KHC, CICOYyET 06pa111aTb
0c000€e BHUMaHHUE Ha MMAallU€HTOB, NPpUHUMAKOIKUX METOTPEKCAT.

Omnucanbl cephe3HbIe B3aUMO/IEHCTBHS [OCIIE IPUMEHEHHS BBICOKOH /10361 MeToTpekcara u HIIBII,
BKJIIOYAsi KeTONpo(eH, MpH Ha3HAYEHHH BHYTPb WM MAPEHTEPAIBHO.

Ilenecoo6pa3Ho KOHTPOJIMPOBATH TAIIMEHTOB, MOJTyYAOLIUNX JICYCHHES KyMapUHAMH.
4.6. ®epTHILHOCTH, 0€PEMEHHOCTD H JIAKTALMA

bepeMeHHOCTD
OTCyTCTBYIOT KIMHUYECKHE JJAHHBIC IPUMEHECHHUS BO BPEMS OepeMEHHOCTH JIEKapCTBEHHBIX (GopM

npenapara KeTonas Juist Hapy XHOTO IIpEMEHEHUS. Jaxe ecii CHCTEMHOE BO3JICHCTBUE HApyKHBIX
dopM mpenmapata MeHbIUE 110 CPaBHEHHIO C TEPOPATLHBIM (OpMaMH, HEH3BECTHO, MOXET JIH
CHCTEMHOE Bo3jeiicTBUe mpenapara KeToHan mocie HapyXHOro MPUMEHEHHUS, HAHECTH BpEN
SMOPHOHY/TUIONY .

He crnemyer wucmosib3oBaTh KeToHanm B IepBOM M BTOPOM TpPUMECTpe OEpPEeMEHHOCTH, oe3
HACTOSATENHHON HEOOXOMUMOCTH. B ciiydyae nmpuMeHeHHs] HEOOXOAMMO NPUMEHSITh MUHUMAIIBHYIO
> eKTHBHYIO 03y B MHHHMAIBHO BO3MOXHBIH M€pHOJ BpeMeHH. B TperheM TPUMECTpPE
GepeMeHHOCTH, CHCTEMHOE IIPHMEHEHHE WHIMOUTOPOB CHHTE3a MNPOCTArJaHMHOB, BKIIHOYas
KeToHaI, MOXET BBI3BAaTh CEPAEYHO-JIETOYHYI0 U IOYEUHYI0 TOKCHYHOCTh y mioga. B koHue
GepeMEHHOCTH BO3MOXKHO YBEIMYEHHE BPEMEHH KPOBOTEUYEHHS! Y MATEPH H HOBOPOXICHHOTO, 9TO
MOJKET MPUBECTH K 3aII03/1aJIbIM HJIH 3aTSHKHBIM POJAM.

KeToHAI IPOTHBONOKA3aH JUIsl IPUMEHEHHS B 3 TpUMecTpe GepeMeHHOCTH (CM. paszen 4.3).
JlakTauus

KeToHan He [JOJDKEH NPUMEHSThCS BO BpeMsl KOPMIICHHS Tpy/blo, Tak Kak 0e30macHOCTb
MCIIOJIb30BaHuUs KeTompodeHa B IEPUO/] JIaKTALlMK HE JOKa3aHa.

DepTUILHOCTD

JKeHmuHaM, IUIAHHPYIOIMM OepeMEeHHOCTh, Ha3HAYaTh IIPENapaThl, COJEpKallue KeTONpodeH,
clieayer B HauMeHbIei 5GGEKTHBHON 03¢, @ MPOJIODKUTENBHOCTD JICYCHHs JOJDKHA OBITh Kak
MOKHO 00Jiee KOPOTKOH.

4.7. Biusinde HA CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPEACTBAMH H PpadorTarth ¢
MeXaHH3MaMH

BimsHME Tpenapara Ha CIOCOOHOCTh YIPaBIIATh TPAHCTIOPTHBIMH CPEACTBAMH H paboTaTh ¢
MeXaHH3MaMHU HECYIECTBEHHO.

4.8. HexxesaTe/IbHbIE PeAKIHH

Pe3rome [IDO(bI/UI}I 0€e3011acCHOCTH

HaubGonee d4acThIMM HEXEJATEIbHBIMH pEaKIUsIMH, CBA3aHHBIMH C MCCTHBIM IMPUMECHCHUEM
KCTOHpO(bCHa, SIBJISIIOTCS. MECTHBIE KOXXHBIE PEaKIMH, TAaKME€ KaK J3pUTEMa, 3y H OIIYyICHHC
JOKEHUSI, KOTOPBIE MOT'YT paclIpoCTPaHATLCA 3a npeneibl MECTa IPUMCHCHU S

[IepeueHb HEXENIATEIbHBIX PEAKIUI

YacToTa Pa3BUTHS HEXENATENbHBIX PEaKIMH KIacCHpUIMPYeTCs CIeAyIomuM 00pa3oM: O4YeHb
gacto (> 1/10); wacto (> 1/100, Ho < 1/10); medacto (= 1/1000, HO < 1/100); peaxo (> 1/10000, HO
< 1/1000); ouens peaxo (<1/10 000) u yacToTa HEU3BECTHA (HE MOXKET OBITH OLICHEHA HA OCHOBE

UMEIOIIUXCS JAHHBIX).
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Hapymenusi co cTOPOHbI HMMYHHOH CHCTEMbI:
Yacmoma mHeu36ecmna: AHTHOHEBPOTHYECKUH OTeK, aHA(QUIAKTHYECKUH IIOK, pEaKIHuu
TUIEPYYy BCTBUTEIBHOCTH.
HapymeHusi co CTOPOHBI KOKH H IOJKOKHBIX TKAHEH
Heuacmo: MeCTHBIE KOXHBIE PEaKI[UU, TAKHE KaK SpUTEMA, IK3€MA, 3yl ¥ OLIYLIECHUE HOKCHHS .
Peoko: xpanuBHHUIA, peakun poroceHcrOmmm3anuu. Coodmanoce 0 TSKEIbIX KOKHBIX PEaKLHUsX,
TaKMX KaK »JK3eMa C BOJIABIPSIMH, KOTOpPBIE MOIYT pacHpOCTPaHATHCS M CTaHOBHUTHCS
reHepaJIM30BaHHbIMH.
Kak npu CHCTEMHOM, TaK U IIPH MECTHOM NPHMEHEHHUHU KETOIpo(eHa coodIanocs 0 KpaluBHHUIIE,
KOXKHOM  CBIIMA, peakuusX (POTOUYBCTBUTEIBHOCTH, OyJIIE3HBIX BBICBIIAHUAX, IYpIype,
MyJIbTH(GOPMHON SpHTEME, JTHUXCHOMIHOM JEPMaTHUTE, HEKpo3e KOXH M cHHApome CTHBEHca-
JI>koHCOHA.
KetonpoeH MOXXET BBI3BIBATH OYEHb IPOIOJDKUTENBHYIO (DOTOCEHCHOMIM3AIMIO JaXe IocIie
OJIHOKPATHOTO MECTHOT'O IIPUMEHEHHS.
OmnucaH TOKCHYECKHH SMUIepMAJIbHBIN HEKPOJIU3.
Omnucanbl cirydan 0Gojiee TSDKENBIX KOXHBIX peakIMi, TakuxX Kak Oyiuie3sHas U (QuukTeHye3Has
9K3€Ma, KOTOpasi MOXET pacIpOCTPAHITHCS UIIM CTAHOBUTHCS F€HEPATM30BAHHOM.

HapymeHusi co CTOPOHBI MOYeK U MOYEBbIBOASIIHX Iy TeH
Ouenb pedko: OTIMCAHBI CITy4ad yXyALUICHUS yXKe CyIIEeCTBYIOIIEH T0Y€YHOM HEOCTATOYHOCTH.

Coo01IeHHE 0 OJ03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIUAX

Baxno coobmare 0 noA03pCBAaCMbIX  HEXEIATCIBbHBIX PpEaKOHUAX II0CJIIE€ PEruCTpaluu
JICKapCTBEHHOI'O IIpe€riapaTta € IEJIbIO obecnieueHus HETIPEPHIBHOTO MOHUTOPHHIAa COOTHOIICHHS
«I10JIb3a-pUCK» JICKAPCTBECHHOI'0 IIp€lapara. MeguuuHCKUM pa60THIdKaM PEKOMEHIYETCA
coo01mare o JIOOBIX IIOA03PEBAEMBIX HEXKEIATCIIbHBIX PEAKIUAX JIEKAPCTBECHHOI' O IIp€IiapaTa 4€pe3
HaIlHOHAJIBHYIO CUCTEMY COOOIIEHHUS O HEXEJIaTEIbHBIX p€aKknusax.

Pecny6niuka benapych

220037, r. Munck. ToBapuieckuii nep.,2a

VII «lleHTp 9KCIEePTU3 U UCIIBITAHUMH B 3/[paBOOXPaHEHUH»
Tenedon otaena papmakonanzopa: +375 (17) 242 00 29;
daxc: +375 (17) 242 00 29

511. moura: repl@rceth.by, reeth@rceth.by
http://www.rceth.by.

4.9. Ilepeno3upoBka

VuuThiBas HU3KKME yPOBHHU KETONPO(deHa B KpOBU IIPU MECTHOM Ha3HAYECHUH, €lIe He ObLIO OIMCaHO
ClIy4daeB Mepe/103upPOBKH.

[Ipy cilyyailHOM TNPOTJIATHIBAHUM BO3MOXKHO Pa3BUTHE CHCTEMHBIX HEXENATENbHBIX DPEaKIH,
XapakTepHbIX Jy1s KeTonpodeHna. Eciu oHM BO3HHUKAIOT, IOJDKHO OBITH HA9aTO CHMIITOMATHYECKOE
U [OJJIEP)KUBAIOIIEE  JICYCHHWE, TPHUMEHSEMOEe IIpU  IEPEO3UPOBKE  HECTEPOHIHBIX
MIPOTHBOBOCIIAJTUTEIBHBIX CPEJCTB.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakogUHAMHYECKHE CBOMCTBA
dapmakoTepaneBTHUecKas IpyImna: mnpenaparbl JUls MECTHOIO IPUMEHEHHs IPH MBIIEYHBIX H

CYCTaBHBIX 0OJISIX.
Kon ATX: M02AA10.

Mexanusm oeticmeus

KeronpogeH sBisieTcsi OHUM U3 Hauboiee MOIIHBIX HHIMOUTOPOB (hepMeHTa UKIOOKCHI€HA3bL.
OH Take yrHeTaeT aKTHBHOCTb JIUIIOOKCHI€Ha3bl M CHUHTe3 OpanukuHuHa. Crabumimsupys
JIN30COMaJIbHbIE MeMOpaHbl, KeTOnpodeH MPeNOTBPAIlacT BHICBOOOXKICHUE SH3UMOB, KOTOPHIE
BOBJIEKAIOTCS B BOCHAJIMTENBHBIN mporecc. Ketonpoden nmeeT noxoxue GpapMakoiuHAMUYECKUE
cBoiicTBa U 3P (PEKTHI ¢ APYTHMH HECTEPOUIHBIMH MPOTHBOBOCHAIMTENBHBIMU NpenapaTamu. OH
obnasaeT aHaJIBI€THYECKHM, IPOTHBOBOCHAIMTENBHBIM UM JKapOIIOHMKAIOUIMM  JIEHCTBHEM.
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D¢ dexTrl KeTonpodeHa ycTaHOBIEHBI B SKCIIEPUMEHTaX Ha )KHBOTHBIX M BO MHOTMX KIMHUYECKHX
HCCJICIOBAHUSX Yy JIIOHEH.

5.2. ®apmakoKHHeTHYEeCKHE CBOIiCTBa

Abcopbyus

TpancaepmanbHas abcopOUUsl HECTEPOMIHBIX IPOTHBOBOCHAIUTENBHBIX IPENapaToB B BHIE
JIeKapCTBEHHbIX (OpM [UII MECTHOTO NPUMEHEHHs Omnpenensercs (GU3NKO-XUMHYECKUMH
CBOMCTBAMHM BCIIOMOTaTEIbHBIX BEIIECTB, OOYCIIOBIMBAIOMUX CKOPOCTh BBICBOOOMKIEHHUS
aKTHBHOI'O BEILIECTBA M3 OCHOBBI M €r0 IOCJIEIYIOIIEro BCachiBaHUSA. B ombITax Ha YKHBOTHBIX
(oKcrepUMeHTalIbHAs MOJIeNIb Ha MBIIIAaX) MOKa3aHO YCHJIEHHWE TPAHCIAEPMAIbHOTO BCACHIBAHUS
KeTonpodeHa U yJIydlieHue KpOBOCHA0XKEHUS KOXXHU MPU IPUMEHEHUH HEKOTOPBIX OCHOB.
CkopocTh BBICBOOOXKIECHHUS KETONPO(EeHa U3 OCHOBBI KpeMa 3aBHCHUT TaKxe OT 3HaueHus pH: npu
Bo3pacTaHuu pH kpema oT 3 10 6 MOCTENEHHO MOBBIIIAETCS CKOPOCTH BBICBOOOXKICHHSI.

[To cpaBHeHuio ¢ ¢popmMamMu A NpUeMa BHYTPb OMOJOCTYNHOCTH KeTomnpodeHa B ¢popMe Kpema
cocTtaBiseT okoyo 5%. M3-3a Hu3kol OuomocTynmHOCTH KerompodeH B Gopme Kpema JeHCTBYET
MECTHO U He 00J1a/1aeT CUCTEMHBIMH 3 deKxTamu.

Pacnpeoenenue

Keronpoden akTtuBHO cBsA3bIBaeTcst ¢ Oenkamu 1iasMbl  (99%). AKTHBHOE BEIIECTBO
oOHapy>XuBaeTcsi B CHHOBHAJIBHOM JKHAKOCTM B TEPANEBTUYECKUX KOHIICHTPAIUAX;, €ro
KOHIIEHTpalusi B KpOBH He3HauuTenbHa. [Ipu TpexxpaTtHoM MecTHOM mnpumeHeHuH 70-80 mr
KeTorpodeHa B BUJIe KpeMa Ha 006J1aCTh KOJIEHHOTO CyCTaBa MaKCUMaJIbHasi KOHIIEHTPAIUS B IJIa3Me
(0,0182 mkr/mn + 0,118) Habmopnaercs yepes 6 yacoB. Uepes ABEHAANATH YacOB MOCIIE IOCIEIHETO
HaHECEHHWs KpeMa KeronpodeHa Ha 00JIaCTh KOJIEHHBIX CYCTaBOB OBLIH OTMEYEHBI CJIEIYIOIIUE
KOHIIEHTPAIlUH KeTonpo()eHa B CYCTaBHBIX TKaHSX: B JKUpPOBOW Tkanu 4,7 Mxr/miu + 3,87, B
cycraBHO# 00o0souke 2,35 mkr/mi + 2,41 u B cuHOBHAIbHOM >xuakocTH 1,31 mxr/min + 0,89.

buompancpopmayus u snumunayus

Keronpoden merabonusupyercst B neyeHu ¢ oOpa3oBaHUEM KOHBIOTAaTOB, KOTOPBIE BBIBOAATCH,
rJ1aBHBIM 00pa3oM, ¢ Mo4oi. MeTabonu3m keTonpodeHa He U3MEHSETCS Y MOXKUIBIX JIFOAEH, IpH
TSOKEJIOW TOYEYHOW HEJIOCTaTOYHOCTH WM 1uppo3e nedeHu. Kerompoden MemieHHO
9KCKPETUPYETCSI B MOYY.

5.3. /lanHbIe JOKJIHHUYECKOH 0e30MacHOCTH.

JIOKTMHMYECKHE JaHHbIE HE BBIABWIM OCOOOW OMACHOCTH I 4YeJOBEKa, OCHOBBIBAsCh Ha
CTaH/IapPTHBIX UCCIEIOBaHUSAX (hapMaKOJIOrHYecKoi 6e30macHOCTH, TOKCHYHOCTH NPH MOBTOPHBIX
J103aX, T€HOTOKCHUYHOCTH, KaHIIEPOI€HHOM IOTEHIMale M TOKCHYHOCTH JUIS PENpOIYKTHBHOMN

GyHKIUH.

6. ®APMALEBTUYECKHWE CBOMCTBA

6.1. [lepevyennr BcnoMoraTe/ibHbIX BelleCcTB

["maneposn copbutan oneo creapat (Apnanens 481V),
COIOJIUMEP JAOACHMITITHKOIISA U Makporoia 45 (Qnedakoc ST 9),
U30NPONUIMUPHUCTAT,

MarHus cyJyib(dar renraruapar,

meTminaparuapoxkcudensoar E 218,

HPOMUJIEHTJTUKOJIb,

nponwuinaparuapoxkcudensoar E 216,

OeJIblii Ba3eJvH,

BOJIa OYMIICHHASI.

6.2. HecoBMecTHMOCTH
He npumenumo.

6.3. Cpok rogHoctu
5 ner.

6.4. Oco0Oble MepbI NPeJIOCTOPOKHOCTH NIPH XPAHEHHH
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Kerona, 50 Mr/r, KpeM [uisi HApY>KHOTO npuh%@u?g

Texct OXJIII
7783 -2019

Xpauuth npu Temrneparype He Boime 25°C.

6.5. XapakTep H coaep;KHMO€ YIIAKOBKH
30 r wim 50 r kpema B amroMHHUEBOH TyOe. 1 Tyba ¢ JIMCTKOM-BKIA/bIIIEM B KAPTOHHOM Mayvke.

6.6. Oco6ble  Mepbl  NPEIOCTOPOXKHOCTH  TNPH  YHHYTOXKEHHH  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOr0 MpenapaTa Wix 0TX0/10B, MOTy4eHHbIX N0¢/Ie NPIMEHEHHS JIEKAPCTBEHHOI0
npenapara, 1 Apyrue MaHHIYJISIIHH C NPenapaTomM

OcraBlmiics HEHMCIIOJIL30BaHHBIM JICKAPCTBEHHBIH IpernapaT M OTXOAbl YNAKOBKH CIELyeT
YHHYTOXXMTh B COOTBETCTBHM C YCTAHOBJICHHBIMH HAIMOHAJIBbHBIM  3aKOHOJATEIHECTBOM
TpeOOBaHUSIMH.

7. HEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

CroBeHus,
Jlex n.1., BepoBmikosa 57, JlroOnsna.

7.1.11peacTaBuTe b AepKaTe/s pErHCTPALMOHHOI0 yI0CTOBEPEHHUS

[Ipeten3un notpeduTeNeil HaIPaBIATh 110 apecy:

Pecnybnuka benapych

IIpencraBurensctBo AO «Canno3 @apmacerotukans a. a.» (Cnosenus) B Pecny6iike benapycs,
220084, r. Munck, yi. Akagemuka Kynpesuua, 3, nomemenue 49.

ten. +375 (17) 370 16 20,

daxc +375 (17) 370 16 21,

E-mail: patient.safety.cis@sandoz.com (11 HeXXeTaTEIbHBIX SBJICHHH)

E-mail: complaint.eaeu@sandoz.com (st TEXHUYECKHX XKaji00).

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUAA
9320/10/15/16/19.

9. JIATA HIEPBUYHOM PETUCTPALIMM (IIOATBEPKIEHUS PETUCTPALINH)

Jlara nepsoii peructparun: 04.06.2010.
JlaTa mocieTHero noATBEPXKACHUs peructpanun (nepeperucrpanun): 31.12.2019.

10. JATA NIEPECMOTPA TEKCTA
03/2024

YcioBus OTIyCKA:
OTtnyckaercs 1o peLenTy.
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