HO PB

Kerona, 25 Mr/r, reib U1si HApY>KHOTO IPUMEHEHUS
Texcr OXJII
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OBIIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEIIAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
Keronasn, 25 Mr/r, relib Il HapyKHOIO IIPUMEHEHHS.

2. KAYECTBEHHbBIN U KOJJMYECTBEHHBII COCTAB
1 r rens Ui HAPY>KHOTO TIPUMEHEHHS COEPXKUT 25 MI KeTonpopeHa.

[ToJTHBIHA CIIUCOK BCIIOMOIaTENbHBIX BEIIECTB MPHBEEH B paszene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
['enb 111 HApY>KHOTO IPUMEHEHHS.
Onucanue: TOMOTE€HHBIH, TPO3PAYHBIN I'€llb.

4. KIIMHUYECKHE JAHHBIE

4.1. [loka3zanusi K NPUMEHEHHIO

KeToHanm sBISIETCS HECTEPOMIHBIM POTHBOBOCHATUTENBHBIM npenapatoM. OH  o6nagaer

aHAJIBIETHYECKUM M TPOTUBOBOCIAIUTEILHBIM JEHCTBHEM.

KeToHasn npuMeHseTcs:

— Juis OOJIerdeHusi OCTPBIX OOJIE3HEHHBIX COCTOSHHM, BBI3BAHHBIX TPaBMaMH, TaKHMH Kak
CIIOPTHBHBIE TPABMBI, IOBPEXKICHHUS CBSI30K U CYyXOXKHUIMH, yIIHOBI;

— mpu 6OJIM IPH HETSDKENOoH popMe apTpuTa.

4.2. PexxuM 103UpOBAHHSA H €110c00 NPHMEHEHHU

PexxuM 103UpOBaHUS

B3pocnvle nayuenmol:

[eb HAHOCAT Ha OOJIE3HEHHBIN WM BOCIIAJIEHHBIA y4acTOK 2—4 pa3a B CyTKH, OCTOPOXKHO BTHpas B
K0Xy. J[03a 3aBUCHT OT IUIOIIAIX 60JIBHOrO y4actka. [IpoomKkuTenbHOCTD TeYeHHUs 10 7 nHEMn.

5 cM renst cootBeTcTBYIOT 100 Mr ketonpodena, 10 cm renst coorBercTByIOT 200 MI KeTonpodena.
Crnemyer u3beraTh KOHTAKTa C TJ1a3aMy WM CIU3UCTBIME 000s104kamu. [Tocie kaaoro HaHeCeHUs
rejis ClieyeT TIATEIbHO BEIMBITE PYKH.

He pexoMeHIyeTcs HOIEHHE TECHON OJEXK/IbI BO BpEeMsl JICUCHHS.

ey KeToHaI MOMXET HMCIOJB30BAaThCS B KOMOMHAIMM C JPYTHMH JIEKAPCTBEHHBIMH (hopMaMHu

npenapata KetoHau (kancysiamu, TabneTkamu, Cynmnosutopusimu). O01uas MakCHMalbHas Cy ToqHas
71034, HE3aBUCHMO OT JIEKapCTBEHHOM (GopMbl, He 1okHa npeBbimaTh 200 Mr ketonpodeHa.

Tooicunvie nayuenmor:

JIIsl OXKHJTBIX JIFOJIEN HE CYIIECTBYET 0COOBIX PEKOMEH/IAllMM 110 JIO3UPOBKE. Y TeX, KTO Hauboee
CKJIOHEH K HEOJIarolnpHsATHBIM pPEaKIHsM, CIEIyeT COYeTaTb HAaMMEHBINYIO 103y C aICKBATHBIM
KOHTPOJIEM KIIMHUYECKOH 6€30MacHOCTH.

Jlemu: He PEKOMEH/IYETCs, TIOCKOJIBKY 6€301acHOCTh IPUMEHEHHS Y ICTel He YCTaHOBJICHA.

Cnocob npuMeHEHUS
I'ens KeTonan npeiHa3HadeH TOJIBKO Ul HapyXHOIO NPUMEHEHHs Iy TeM HaHECEHHs Ha KOXY.

4.3. IlpornBoNoOKa3aHus

[Ipumenenwue renst KeroHan npoTHBONOKA3aHO:

—  [AIMEeHTaM C TOBBIIIEHHON YyBCTBUTEIBHOCTBIO K KeTONpodeHy WM JI0OOMY Ipyromy
KOMITOHEHTY IIpernapara;

—  MAIMEeHTaM C U3BECTHBIMM PEAKIUSIMH FHIIEPUYBCTBUTEILHOCTH (HaIp., OpPOHXOCIa3M, PUHHUT,
KpaluBHUIA) HA KeTompodeH, Ipyrue HECTEPOMIHbIC IPOTHBOPEBMATHYECKHE CPEJICTBA,
CaJIMIHMIIATHI (HATID., alleTHIICATUIIOBast KHCIIO0Ta), peHodubpaT u THanpoGeHOBYIO KUCIIOTY;

— Ha NMOBPEX/JICHHYIO M M3MEHEHHYIO MAaTOJOTMYECKHM IIPOIECCOM KOXy (HampuMmep, dK3eMa,
YIPH, pas/IMuHbIE JAEPMATO3bI, OTKPHITHIE PAHbI MM HH(EKIMOHHBIE IOPAXEHH);

—  BO BpPEMs TPEThEro TPUMECTpa OEPEMEHHOCTH;
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—  [AUMEHTAM C HATMYHEM B IPOIIIOM PeaKIui (OTOCCHCHOMTH3AIH;

— IalMeHTaM C HAIMYHEM B MPOLLIOM AJUIEPIHYECKHX peakuuil Ha KetonpodeH, peHodubpar,
THANPO(EHOBYIO KHCIOTY, Y D-6110KaTOPBI HIIM OT/YILIKH;

He pexomenayeTcst BO3eiicTBHE Ha 00JaCTh HAHECEHHUS I'€lisl COJIHEYHOIO CBETA (B TOM YHUCIIE B

TaCMypHYIO 1IOTo/y ), a Takke YD usinydeHus (Coyspuil) Ha IPOTSHKEHUHU BCETO NMEPHOA JICUEHUS

¥ B TEYCHHE 2 HEENb M0Cie NPEKPAIeHUs IPUMEHEHHSI JIEKapCTBEHHOTO CPEJICTBA.

,ZIemu: HE pEKOMCHAYCTCA, IIOCKOJIBKY 0e30I1acHOCTh IIPUMCHCHHUA Y JIeTel He YCTaHOBJICHA

4.4. Oco0Oble yka3aHusl H Mepbl IPEJ0CTOPOKHOCTH NPH NPHUMEHEHHH

HexenarenpHble 3G GeKThl MOTYT ObITh YMEHBIIIEHBI ITyTEM Ha3HAY€HUs HAaUMeHbIIeH 3¢ eKTHBHON
JIO3BI HA CaMblii KOPOTKHUH NMEPHOJ BPEMEHU, HEOOXOUMBIH /111 KOHTPOJISE CAMIITOMOB.

XOoTs1 CHCTEMHBIE HC6J'IaI'0IIpI/IHTHbIe p€akouu OT MECTHOI'0 NPUMCHCHHS KCTOI'[pO(I)CHa JOJI2KHBI
BCTpEYAThCA PEAKO, CICAYET C OCTOPOXHOCTHIO HCIIOJIB30BaTh IClIb Yy NAIUCHTOB C IMOYECYHOM,
CCp,ZIC‘-IHOﬁ WA TICYEHOYHOM HEOOCTATOYHOCTHIO, MMEIOIIMX B aHaMHE3€ A3BY XCIIyAKa HIIHA
IlBeHaI[HaTPIHepCTHOI‘;I KHIOKM HWJIM BOCHAJUTENbHBIE 3a00JIeBaHUS TOJICTOTO KUIIICYHHKA,
uepe6p03acxyﬂxpﬂme KPOBOTCUCHHS UJIH C TEMOPPAri4€CKUM TUATE30M.

He cnenyer HaHocuTh renb KeroHanm Ha cim3ucThie 000JI0YKH, 00JIaCTh aHAJILHOTO OTBEPCTHS,
reHuTaIni 1 BOKpyT mia3. Ciexyer u3derars nonagaHus reis B Ijasa.

He cieyeT HOCUTh TECHYIO OJIeX/Ty BO BpeMs JICUCHHUS.
3anperaeTcs HAHOCUTH Iellb [10]] OKKIIFO3UOHHBIE MTOBSI3KH.

B CJiyda€ TIIOABJICHUS JOOBIX KOXKHBIX peaKum‘?I, B TOM 4YHCJIE KOXHBIX peaxlmﬁ mocCJiec
OJHOBPEMECHHOI0 MNPHUMEHEHUSA CPEACTB, COACPXKAIIHUX OKTOKPHIICH, JICYEHHE MIpeliapaToM
HEOOXOIUMO HEMEIJIEHHO MNpEKPaATHUTD.

MectHoe IIPUMEHECHHUEC KeTonpoq)eHa MOXET CIPOBOIUPOBATE aCTMY Y NPEAPACIOIOXECHHBIX JIUIIL.
Bospiroe KoJM4ecTBO HAHECEHHOIO MECTHO T'e€Jisi MOXKET BBI3bIBATH CUCTEMHBIE 3(1)(1)61('1‘1)1, BKJIHO4Yas
TANIEPYYBCTBUTECIIBHOCTD H aACTMY.

He cnexyer npeBbInaTh peKOMEHIYEMYIO JITHTEILHOCTD JI€UeHUs, TaK Kak IPUMEHEHHE Npenapara
B TEYEHHE JUTUTEJILHOTO MEPHOJia BPEMEHHU MOBBIIIAET PUCK PA3BUTUS KOHTAKTHOIO JIEpMAaTUTa U
peakuuii POTOCEHCUOUTN3ALIH.

VuacTKu KOXKH, Ha KOTOpbIe HaHOCWJICSA reib KeToHan, cieayer 3auuinarh OAEXIOW BO BpeMs
JIeYeHUsT W B TEYEHHE 2 HeAeNb IIOCJIE €ro 3aBepUIeHHs, 4YToObI H30exaTb BO3IECHCTBUS
yisTpadHosieTa ¥ pucKka NposiBIeHUs POTOCEHCHOMITH3aIHH.

ITocne kaxmgoro MIPUMEHEHUS I'CIIs Keronan CIIEAYET TIIATCIIbHO BBIMBITh PYKH.

MackupoBKa CHMIITOMOB HH(EKIIUT

KetoHanm MOXeT MacKUpOBAaTh CUMIITOMBI MHQEKIMH, YTO MOXXET NMPUBECTH K OTCPOUKE Hayaya
COOTBETCTBYIOIIETO JICYCHHUSI M YXYALICHUIO MCXoja MH(EKIHOHHOro 3aboyieBaHUA. YXyIIICHHE
HaOmonanoch Ha (oHe OakTepuanbHON BHEOONHPHHYHOM INHEBMOHMU M IpU OaKTepHAIBHBIX
OCIIOXKHEHHSX BETPSAHOM ocnbl. [Ipy HazHaueHHH KeTonpodeHa Ui CHUXKEHHs TeMIIeparyphbl Tela
uid Uit 00e3001MBaHMS  OpPH  WHQEKIHMH, PEKOMEHAYETCS OCYINECTBIATH MOHHMTOPHHT
uH(peKnoHHOro 3aboneBanus. Ha amGynaTtopHOM 3Tane mamueHTy ciefyeT oOpaTHThCS K Bpady,
€CJIA CUMIITOMBI COXPAHSIOTCS MU YXyAIIArOTCS.

BcnomorarenbHbIe BEIECTBA
[Ipenapar comepxut 3ranoi. [Ipy HaHeceHUH Ha MOBPEXICHHYIO KOXKY MOXKET BBI3BaTh OILYIIEHUE
HOKSHUSI.

4.5. BzaumoaeiicTBHe ¢ JPYrHMH JIeKADCTBEHHbIMH I@IpenapaTaMH M /[pyrue BHIbI
B3auMOAeHCTBHS

XoTs B3aUMOJICHCTBUS C JIPYTUMH JIEKAPCTBEHHBIMH IIpenapaTaMyd MaJOBEpPOSITHBI, MOCKOIBKY
KOHIIEHTPAI[MH KETONpOo(peHa B KPOBU IOCIE MECTHOTO NPHMEHEHUsI HU3KHUE, CIeqyeT oOpamarhb
BHUMaHHUE Ha NMAMEHTOB, IPUHUMAIOIINX METOTPEKCAT.

OmnucaHbl cepbe3HbIe B3aUMO/IEHCTBHS 10CIIE IPUMEHEHHS BBICOKOH 10361 MeToTpekcara 1 HIIBII,
BKJIFOYasi KeTonpodeH, Mpy Ha3HAa4€HUU BHYTPb WIIH TAPEHTEPATIBHO.
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Llenecoobpa3HO KOHTPOJIUPOBATH MALMEHTOB, MOy YaIOIIUX JTEYCHUE KyMapuHaMH.

4.6. ®epTHILHOCTH, 0€PEMEHHOCTD H JIAKTAIUS

bepemeHHOCTH
OTCYTCTBYIOT KJIMHHYECKHUE JIaHHbIE IIPUMEHEHHS BO BpEMs OEPEMEHHOCTH JIEKAPCTBEHHBIX (OpPM

npenapara KetoHan Juis Hapy>KHOTro IpuMeHeHHs. Jlaxe eClid CUCTEMHOE BO3ICHCTBHE Hapy KHBIX
¢dopM mpemnapara MEHbIIE 110 CPAaBHEHHIO C NEPOPaIbHBIM (popMaMH, HEM3BECTHO, MOJXKET JIH
CHUCTEMHOE BO3/eicTBHE mpernapata KeToHan mocie Hapy)XHOTO INpPUMEHEHHUs, HAHECTU Bpe.
IMOPUOHY/TLIOLY.

He cieayer wucmonp3oBath KeToHanm B NepBOM U BTOPOM TpUMeECTpe OepeMeHHOCTH, 6e3
HACTOATEILHOM HEOOX0IUMOCTH. B ciydyae nmpuMeHEeHHs] HEOOXOAUMO MPHUMEHATh MUHHUMAIIBHYIO
5} (dexTHBHYIO 703y B MHUHMMAaJbHO BO3MOJXKHBIA II€puoj] BpeMeHH. B TpeTpeM TpumecTpe
0epeMEHHOCTH CHCTEMHOE IPUMEHEHHE HHIMOMTOPOB CHHTE3a IPOCTArjaHJAMHOB, BKIIKOYas
Keronayi, MOXXeT BBI3BaTh CEP/ICYHO-JIETOYHYIO M INOYEYHYIO TOKCHYHOCTH y Iulofa. B koHue
0epeMeHHOCTH BO3MOXHO yBEJIHYEHHE BPEMEHH KPOBOTEUECHHUS Y MaTEPH M HOBOPOXJIEHHOT0, YTO
MOJET MIPUBECTH K 3aM03/1JIbIM MJIH 3aTsHKHBIM POJIaM.

KeToHas mpoTHBOIOKa3aH JUls NPUMEHEHHs B 3 TpuMmecTpe OepeMeHHOCTH (cM. pasjen 4.3).
JlakTanus

KeroHan He J0JDKEH TNPHUMEHSAThCS BO BpeMsi KOPMIIEHHMs TPyIblO, TaKk Kak Oe30macHOCTb
UCIIOJIb30BaHus KeTonpodeHa B IEPUO/I JTAKTAllMU HE JOKa3aHa.

DepTUILHOCTD

Xenmmuam, NIaHUPYIOIMUM OepeMEHHOCTh, Ha3HAuYaTh IMpeNaparhl, COJepXaliue KeTonpodeH,
clielyeT B HauMeHbIIeld 3((EeKTHBHOM /103€, a MPOJODKUTEIBHOCTD JICUEHHs J0JDKHA OBITh Kak
MOXHO 00Jiee KOPOTKOH.

4.7. BiussHMe Ha CHOCOOHOCTH YNPABJATH TPAHCMOPTHBIMH CpeACTBAMH H paborath ¢
MeXaHH3MaMH

HMccnenoBanust BIUSHHS Tpernapara Ha CIOCOOHOCTb YNpPaBisATh TPAHCIIOPTHBIMU CPEICTBAMH U
paboTtaTh ¢ MEXaHH3MaMHU HE TIPOBOAMIINC.

4.8. HexxesaTeIbHbIE peaKIMH

Pesrome npoduist 6e300acHOCTH

KonuenTparusi keronpodeHa B IUIa3Me MOCIE MECTHOTO NPUMEHEHHs HH3Ka, 110 CPaBHEHHIO C
TAKOBOM IOCIIE MepopaibHOro npuema. TeM He MeHee, BO3MOXHOCTh BOSHUKHOBEHHS] CHCTEMHBIX
HEXeaTe/IbHBIX PEaKI{ii NP JUTUTEIIFHOM IMPUMEHEHHH Ipenapara Ha OTHOCHTENIBHO OOJIbIION
MOBEPXHOCTHU KOKH TOJHOCTBIO HE UCKIIIOUEHA.

HauGosiee 4acThIMH HEXEJATeIbHBIMU PEAKIUsIMHU, CBSI3aHHBIMH C MECTHBIM IIPUMEHEHHEM
keTonpodeHa, IBISIOTCS JIOKATM30BaHHbBIE KOJKHBIE PEAKIIH, KOTOPBIE MOTYT PaCIIPOCTPAaHATLCS 3a
npeJebl MecTa IPUMEHEHHUSL.

ITepeyenb HeXETATETBHBIX PEAKITHHI

YacToTa pa3sBUTHs HEXeJATEIbHBIX peakUuil KiacCHPUIUpYyeTcs CIEAyIOIHUM 00pa3oM: OYEHb
gacto (> 1/10); gacto (> 1/100, HO < 1/10); HewacTo (= 1/1000, HO < 1/100); peaxo (= 1/10000, rHo
< 1/1000); ouensb peaxo (<1/10 000) u yacToTa HEM3BECTHA (HE MOXKET OBITH OLIEHEHA HAa OCHOBE

HMEIOLIUXCS IAaHHBIX ).

HapymieHusi co cTOpOHbLI HMMYHHOM CHCTEMBbI:
Yacmoma wneuszsecmua: aHaQUIAKTUYECKUH IOK, AHTHMOHEBPOTUYECKHMH OTEK, pEaKIHH
THIIEPYyBCTBUTEIBHOCTH.

HapymeHust co CTOPOHbI KOXKH H MOAKO0KHBIX TKaHe#l

Heuacmo: MecTHBIE KOXHBIE PeaKIuH, TAKHe KaK SpUTeMa, 3K3eMa, 3yl H OLLYICHHE HOKEHHS.
Peoko: xpanuBHHLa, peakiuu GorocencuOmmm3anui. CoobImanocs 0 TSKEIBIX KOXKHBIX PEaKIHsX,
TAKUX KaKk »JK3eMa C BOJJIBIPSIMH, KOTOpBIE MOTYT paclpOCTPaHATbCS M CTaHOBHTHCA
reHepaI30BaHHBIMU.

Kak mpu CHCTEMHOM, TaKk M IIPU MECTHOM NpHMEHEHMH Obuin omucanbl cuHapoM CTuBeHca-
JlxoHcoHa, MyJIbTHQOpPMHAs OJpUTEMa, HEKPO3 KOXH, OyJUIe3HbIE BBICHIIAHHS, PEaKIHH
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(OTOUYBCTBUTEIBHOCTH, JIMXCHOUIHBIN JIEPMATUT, KpallUBHULA, nygn;pg' njxomﬁbz gLIZx;IgaHHﬂ.
Omnucanbl cirydau Oosiee TSOKEIBIX KOXHBIX peakIMi, TakuxX Kak OyJuie3Has U (IMKTEHyJe3Has
9K3eMa, KOTOpasi MOXKET PacIPOCTPAHATHCS MIIM CTAHOBUTHCS T€HEPAIU30BAaHHOM.

OyeHb peOko: ONUCaH THKENbIA KOHTAKTHBINA JEPMATHUT y MALlMEHTA BCIIEACTBHUE IIJIOXOM TMTUEHBI U
coliHeyHOro Bo3aeicTBusA. Omnmcan oauH cioydadl Tsokenmod  nuddys3HOM  IHTETBHOM
(oToanepruyecKoi peakiuu.

[Tocie MecTHOrO NHpPUMEHEHHsS KEeTONmpodeH B HEKOTOPBIX CIy4asX BBI3BIBAT JTHTEIBHYIO
(horoceHCHOMIM3ALUIO 1aXKe ITOCIIE OJHOKPATHOIO IPUMEHEHHUS.

OnucaH TOKCHYECKUH SMUACPMAJIbHBIA HEKPOJIU3.

Hapymenusi co cTOPOHBI OYEK H MOYEBbIBOASIIHX My Tel
Ouenv pedko: cooOWATIOCH O Ccloy4dassx OOOCTPEHUs paHee CyIIEeCTBOBAaBIIEH I[MOYEYHON
HenocratouyHocTH. MectHbie HIIBII MoryT BbI3bIBaTH HHTEPCTULHAIBLHBIN HEQPHT.

Coo01ieHue 0 mog03peBaeMbIX HEXEIATEIbHBIX PEAKIIUIX

BaxHno coobmare o MOA03PEBAEMBIX  HEXKCIIATCIIbHBIX  pPCaKNUsIX IIOCJII€ PErucTpanuy
JICKAapCTBEHHOTO IIp€riapaTta € LEJIbIO obecreuyeHus HENPEPBIBHOTO MOHUTOPHUHIA COOTHOIICHHA
«IOJIB3a-pHUCK» JICKAPpCTBCHHOT'O IIp€riapara. MeaunuHCKUM pa60THPIKaM PEKOMEHOYETCA
€o001maTk 0 JFOOBIX IOA03PEBACMBIX HEKEIATCIIBHBIX PEAKIUAX JICKAPCTBEHHOT'O IIpeniapara 4€pe3
HAallHOHAJIBHYIO CUCTEMY COOOIIEHHUS 0 HEXEJIAaTEIbHBIX p€aKnusx.

Pecny6iiuka benapych —
220037, r. Munck. ToBapumieckwuii nep.,2a

VII «lleHTp 5KCHIEPTU3 U UCHIBITAHUH B 3/IpaBOOXPAHEHUH»
Tenedon ornena papmakonanzopa: +375 (17) 242 00 29;

¢bakc: +375 (17) 242 00 29

a11. oura: repl@rceth.by, rceth@rceth.by

http://www.rceth.by.

4.9. llepeno3npoBka
YuuThIBast HU3KHE YPOBHH KeTONpo(deHa B KPOBH IIPU MECTHOM Ha3HAUYEHUH, €11[e He ObLI0 OHCAHO
Clly4aeB Nepe03UpPOBKH.

5. ®APMAKOJIOIT'MYECKUE CBOMCTBA

5.1. ®apmakoauHAMH4YeCKHe CBOICTBA
dapmakoTepaneBTHYecKas rpyIa: Npenaparbl Uis MECTHOTO IPUMEHEHHs IIPH MBIIICYHBIX H

CyCTaBHBIX OOJISIX.
Kox ATX: M02AA10.

Keronpoden siBisieTcst OHUM U3 HanboJiee MOIIHBIX HHTHOUTOPOB (epMeHTa IUKIOOKCHT€HA3bI.
OH Tak)Xe yrHeTaeT aKTUBHOCTh JIMIIOOKCUTE€HA3bl M CHHTe3 OpamukuHuHA. Crabummsupys
JIM30COMAJIbHBIE MEMOpaHbl, KeTONpO(EeH MpeNoTBpaIlaeT BBICBOOOXKIEHHE JH3UMOB, KOTOPBIE
BOBJIEKAIOTCS B BOCHAIMTENNbHBIN mporecc. Keronpoden umeer cxoxue (papMakoqMHAMUYECKHE
cBoiicTBa ¥ 3 (EKThl C APYrUMH HECTEPOHJIHBIMU MPOTHBOBOCHAIUTENIBHBIMU NpenaparamMu. OH
o0yiajaeT aHAJIBIEeTHYECKUM, IPOTHBOBOCIAIUTEIbHBIM W JKapOMOHMXKAIOIIUM JCHCTBUEM.
D¢ dexTh KeTonpodeHa yCTaHOBIECHBI B 9KCIIEPUMEHTAX HA )KUBOTHBIX M BO MHOTUX KIIMHUYECKUX
UCCIICZIOBAHUSX Y JIFOAEH.

5.2. ®apMakoOKHHETHYECKHE CBOHCTBA

Abcopbuus

KeronpodeH, HaHECEeHHBIH Ha KOXY B BHUJE TIels, OYEHb MEIJIECHHO BCACHIBAETCS B KPOBb.
HaxkormieHus: A€MCTBYIOIIETO BEIIECTBA B OPraHU3Me HE MPOUCXOIUT.

[To cpaBHEHHIO C TIEPOPATBHOM PopMOii cucTeMHas GMOAOCTYTHOCTh KETONPO(EHA OCIIE MECTHOTO

IPUMEHEHHS COCTaBIIsAET MpuMepHO 5%. M3-3a HUu3Ko# OuoocTynmHoCTH KetonpodeH B popme rens
JICMCTBYET MECTHO M IPAKTUYECKH HE OKA3BbIBAET CUCTEMHOI'O ICHCTBHSL.

Pacopenenenue
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KertonpogeH B 3HaUNTENILHOM CTENEHH CBA3bIBAcTCA ¢ Oenkamu miasmsl (99%). B repanepruyeckux
KOHIEHTPAIUSAX OOHApY)XUBAETCs B CHHOBHAIBHOM JXMJKOCTH; KOHIEHTpauusi KerompodeHa B
KPOBH HE3HAUUTEJIbHA.
buorpanchopmaius
Keronpoden wmerabonusupyercs B IedeHH ¢ 00pa3oBaHHMEM KOHBIOraToB. Metabonusm
KeTornpodeHa He MEHSETCS ¢ BO3PACTOM, a TAaKXKe MPH THKEJIQH IOYEYHON HEAOCTATOYHOCTH HIIH
UPPO3€ TMEUEHHU.

DIUMUHALMSA
KeronpodeH MeaneHHo BHIBOAUTCS ¢ MOYOH.

5.3. JlanHbIe JOKJIHHHYECKOH 0€30MacHOCTH

JIOKJIMHAYECKHE JIaHHbIE HE BBIIBUIM OCO0OM ONMAacHOCTH [UIs 4elIOBEKa, OCHOBBIBASsCh Ha
CTaH/IaPTHBIX HUCCIIEIOBAHUSAX (hapMaKOJOrHUECKOH 0€30MacHOCTH, TOKCHYHOCTH IPH IMOBTOPHBIX
J103aX, T€HOTOKCHYHOCTH, KAHIEPOI€HHOM IOTEHIIMAJe W TOKCHYHOCTH JUIS PEnpoayKTHBHON

¢GyHKIUU.

6. ®APMAIIEBTUYECKHUE CBOVCTBA
6.1. Ilepeuyens BcrnoMoraTe/ibHbIX BeleCTB

Kapbomep,

TPOJIAMHH (TPUITAHOJIAMHUH),
stano (96%),

3¢uUpHOE JIaBaHI0BOE MacCJIO,
BOJ/Ia OYHIICHHAS.

6.2. HecoBMeCTHMOCTDH
He npumenumo.

6.3. Cpok roaHocTn
3 rona.

6.4. Oco0Obie MepbI NPeIOCTOPOKHOCTH IIPH XPAHEHHH
Xpauuts 1npu Temneparype He Boime 25°C.
XpaHuTh TyOy THIATEIBHO 3aKPBITOM.

6.5. XapakTep H coaep>KUMO€ YIIAKOBKH
50 r rens B afoMHHHEBOM TyOe. 1 Tyba ¢ TMCTKOM-BKIJIabIIIEM B KAPTOHHOMN MayvKe.

6.6. OcoOble  Mepbl  NPEAOCTOPOXKHOCTH  NPH  YHHYTOXKEHHH  HCIO0JIb30BAHHOIO
JIEKAPCTBEHHOT0 MPeNnapaTa HiIH 0TX0/10B, N0JTy4eHHBIX I0CJIe IPHMEHEHHS JIeKAPCTBEHHOI0
npenapara, ¥ Apyrue MaHUIyJISILHH € PenapaToM

OcTaBlIMiicss HEUCIOJB30BAHHBIM JIEKAPCTBEHHBIH TpernapaT M OTXOJbl YNAKOBKH CIEAyeT
YHUYTOXKHTH B COOTBETCTBHH C YCTAHOBJCHHBIMH HAIlMOHAIbHBIM  3aKOHOJATEILCTBOM
TpeOOBaHUSAMHU.

7. HEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

CnoBenus,
Jlex .., BepoBiikosa 57, JlrobnsaHa.

7.1. TlpeacTaBuTe]b JepKaTe/si PETHCTPANMOHHOIO Y10CTOBEPEHH

[Iperen3un notpeduTesei HaNpaBIATh HO aJpecy:

Pecny6imka benapyce

[IpencraBurensctBo AO «Canno3 ®apmacerotukans 1. A.» (Cnosenus) B Pecnybiuke benapyce,
220084, r. Munck, yi1. Akagemuka Kynpesuya, 3, momerienue 49.

ten. +375 (17) 370 16 20,

daxc +375 (17) 370 16 21,

E-mail: patient.safety.cis@sandoz.com (u1st HeXXenaTeNbHBIX IBJICHUN)

E-mail: complaint.eaeu@sandoz.com (a1 TEXHHYECKHX XKay00).
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Keronan, 25 Mr/r, renb ajis Hapy>KHOrO NpUMeHeHust || D P5
Texkcr OXJII )

7751 -202[0

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSI
9272/10/15/16/20.

9. JIATA IEPBUYHOM PET'UCTPAIIUM (IIOATBEPKJIEHUS PETUCTPALIAN)

Jlara nepBoii peructpanuu: 14.05.2010.
JlaTa nocieiHero MoATBEPXKACHUs peructpanuu (nepeperucrpanun): 02.09.2020.

10. JATA IEPECMOTPA TEKCTA
03/2024

YcioBus OTIyCKA:
OTtnyckaercs mo peuenty.
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