COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 08.10.2024 N= 21837

(MOCNEOCBATENEHOCTE 0001)

NHCTPYKIMA [TO MEJUIUHCKOMY ITPUMEHEHUWIO
JIEKAPCTBEHHOI'O ITPEITAPATA
KETOIIPO®EH BII

PerncrpaumoHHbiii HOMep:

Toprosoe HaumeHoBanue: Keronpoden BII.

MexayHapoaHOe HeNATEHTOBAHHOE WJIM TPYNNHPOBOYHOEe HANMEHOBaHHUE:
Ketonpoden.

JlekapcTBeHHas popMa: renb 1 HApYKHOIO IPUMEHEHUS.

CocraB

100 r renst copepxar:

JIEUCTBYIOIIEE BEIIECTBO: KeTonpoder - 2,5 T

BCIIOMoOraTebHble BemiecTBa: kapoomep 940 - 2,0 1, sranon 96 % - 32,0 1,
tponamun — 4,0 r, Metwimaparuapokcudensoar - 0,1 r, Boga ouuIneHHas — J0
100 T (59,4 r).

Onucanue: Tmpo3pauyHbli WM  CIErka ONajJeCHUpPYIOUN, OAHOPOHBIN,
OECIIBETHBIN WU C )KEJIITOBATHIM OTTCHKOM TeJlb.

dapMmakoTepaneBTHYECKAs TPYyNNa: npenaparsl i HAPYKHOTO MPUMEHEHUS
IpPU MBIIIEYHBIX M CYCTaBHBIX OOJISIX; HECTEPOUIHBIE MPOTUBOBOCHIAIUTEIbHBIC
npernapathl JAJisi HApy»KHOT'O MPUMEHEHHSL.

Kox ATX: M02AA10.

DapMaKkoJIOrH4ecKre CBOMCTBA

Dapmakoounamuka

Keronpoden sBusercs omnum u3 Haubojee 3S(OPEKTUBHBIX HHTHOUTOPOB
nmukiIookcureHas. OH Tak jkK€ HWHTHOMPYET AaKTUBHOCTH JIMIIOKCUTEHA3bl U
OpagukuHuHa. CTaOuiIM3uMpyeT JM30COMajbHble MEMOpaHbl W MPENATCTBYET

BI)ICBO60}K,Z[€HI/IIO (I)CpMCHTOB, 3aJICICTBOBAHHBIX B BOCHAIMTEIBHOM Impouccce.



COOTEBETCTEYET 3KI(
ot 08.10.2024 N= 2183

OCHOBHBIMHM CBOMCTBaMU KCTOHpO(i)CHa SB HIOTCH,W?RWQWE[H@??%QQ@Q,

MY OTUETY

MPOTUBOBOCIIATIUTENILHOE U KapomoHmxkartouiee aeiictBue. Kerompoden He
OKa3bIBAET OTPUIIATEILHOTO BIUSHUS HA COCTOSTHUE CYCTaBHOTO XPSIIIA.
Dapmaxokunemuxa

Abcopoyus

[IpoHMKHOBEHHE MECTHBIX HECTEPOUHBIX MPOTHUBOBOCHIAIUTEIBHBIX MpPENapaToB
yepe3 KOXKY 3aBUCUT OT (PU3MYECKUX U XUMHUYECKHX CBOMCTB KOMIIOHEHTOB
npenapara. CKOpocTbh BRICBOOOXKICHHSI U BCACHIBaHMS KeTompodeHa B BUAE Tems
JUTSI MECTHOTO TIPUMEHEHUS 3aBUCUT OT HAMOJHUTENS npenapara. [1lo cpaBHeHuto ¢
nepopagbHO (HOpMOIA, OTHOCHTEIBHAST OUOJOCTYIMHOCTH KeTOompodeHa B BHIIEC
resst —okos0 S5 %. Keronpoden B popme resst B OCHOBHOM JICHCTBYET MECTHO U HE
OKa3bIBAET CUCTEMHOT0 d(Pekra.

Pacnpeoenenue

Keronpoden mnpeumyiecTBeHHO CBsi3bIBaeTcsl ¢ Oenkamu 1asmbl  (99%).
[IpoHMKaeT B TKAaHU CYCTaBOB, B T.4. B CHHOBHAIBHYIO JKHJIKOCTh, U JOCTHTAET TaM
TepaneBTUYECKUX KOHIeHTpaluid. [Ipu 3ToM KoHIIeHTparus keTonpodeHa B KPOBH
OCTaeTCsl He3HAYUTEIbHON. [Ipy MECTHOM HAaHECEHWH B BHJIC T'€JISI MaKCHMaJIbHas
KOHIICHTpAIMsl KeTorpodeHa B Tuta3Me OoTMedaercs: uepe3 6 dacoB. 3HaAUMMBbIC
KOHIICHTpAIu! PUCYTCTBYIOT B IO TIKO’KHO-)KHUPOBOH KJIeTYaTKE,
OKOJIOCYCTaBHBIX TKAaHSIX M CHHOBHUAIBHOW >XUIAKOCTU. [lelicTBME mpemnapara B
TKaHAX COXpaHsieTcs 10 12 yacos.

Memabonuzm u 3KcKkpeyus

Keromnpoden metabonusupyeTcs B edeHu ¢ 00pa30BaHUEM KOHBIOTATOB, KOTOPHIE
BBIBOJISITCSl MIPEUMYIIIECTBEHHO MOYKaMu. Metabonmn3M kertonpodeHa He 3aBUCUT
OT BO3PACTa, HAJTUYHS TSDKEJION TTOYESYHOM HETOCTAaTOYHOCTH HIIM ITUPPO3a IMEUCHH.

KeTonpoden nocreneHHO BEIBOIUTCS MOYKAMHU.



COOTBETCTBYET 3KI(
ot 08.10.2024 N= 21837
Hokasanusi k npUMenenuio (MOCNEOOBATENBHOCTE 0001)

MY OTUETY

[Ipenapar Kerompoden BII mokazan k NpUMEHEHHUIO y B3POCIBIX H JCTEH B
BO3pacte ot 15 ser.
CumnToMatuyeckas Tepanusi — yMEHblIeHHWe OOJM W BOCMAJIEHHWS HAa MOMEHT

HCIIOJIB30BaHUs, HA IPOTrpCCCUPOBAHUC 3a00J1€BaHKs HE BIIMSIET — IIpyn CJICAYrOInx

COCTOAHUAX:

peaKkTUBHBIN apTpuT (cuHApOM PeliTepa);
OCTE0apTPO3 PA3TUYHOMN JTOKAIU3ALNY;
NepuapTPUT, TCHAUHUT, OYPCUT, MUAIITHS, HEBPAJITUS, PAAUKYIIUT;

TpaBMbI ONIOPHO-JBUTATENBHOTO amnmapara (B T.4. CIIOPTUBHBIE), YIIUO MBI U

CBA30K, paCTAXKCHHUC CBA30K, PA3PbIBLI CBA30K U CYXO}KI/IJ'II/IIZ MBIIIIII.

IIporuBonoka3anus

TUINEPYYBCTBUTEIBHOCTh K  KeTOompodeHy WM JpYyrMM KOMIIOHEHTaM

npernapara,

ITOJHOC HMJIM HCIIOJIHOC COYCTAHUC 6pOHXHaHBHOﬁ ACTMbI, PCOUIUBUPYOIICTO

ITOJIMIIO3a HOCA U OKOJIOHOCOBBIX I1a3yX W HCIICPCHOCUMOCTHU aI_[eTI/IJIcaJIHHHHOBOfI

kucsoTsl uian apyrux HIIBII (B ToM yucne B anamHese);

OepeMeHHOCTh B cpoke Oosee 20 Heenb;
neTckuil Bo3pact (1o 15 ner);

HapymcHUC MMCJIOCTHOCTU KOJKHBIX ITIOKPOBOB B 00JlacT HaHECCHMS Tes

(7Kx3ema, akHe, MOKHYIIUN AEpPMATUT, OTKPBITas UM UH(ULIUPOBAHHAS paHa);

peaknusd (I)OTOLIYBCTBI/ITGJ'IBHOCTI/I B aHaAMHC3C,

BOSI[GIZCTBHG COJIHCYHOI'0 CBCTA, B T.4. HCHPAMBIC COJHCYHBLIC JIYUU U YO-

O6J'IyLIeHI/I€ B COJIPHUH HaA ITPOTAIKCHUHN BCCTO IICPpUOAA JICUHCHUA U CIIC 2-X HCIOCJIb

ITOCJIC ITPCKPAICHUA JICHCHUA IIPCIIapaTOM.

C 0CTOpPOKHOCTBIO

Crnenyer npoKOHCYJIBTUPOBATHCS C BpauoM Nepel MPUMEHEHUEM Tpenapara ecliu:

HapyueHue (yHKIUH TeYEHU U/UITU TIO0YEK;

9PO3UBHO-A3BCHHOC MMOPAKCHHUC JKCITYTOYHO-KUIIICYHOTO TPAKTA,



COOTBETCTBYET 3K( MY OTUETY
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e 3a00JIeBaHHS KpOBH; (MOCNEODBATENEHOCTE 00017

e OpoHXHaJbHAs aCTMA;

® XpOHHYECKAas CepaeyHasi HeIOCTATOYHOCTD;

e neuyeHouHas nopdupus (obocTpeHue);

e OepeMEeHHOCTH B cpoke 10 20 Heleb.

IIpumeHenune npu 6epeMeHHOCTH H B MEPUO/I I'PYAHOT0 BCKAPMJIUBAHUSA

bepeMeHHOCTH

Ilpumenenue 6 cpoke bepemennocmu 0o 20 nedenwb

Tak xak Oe30MmacHOCTb MPUMEHEHHUs KeTomnmpodeHa y OCpeMEHHBIX >KEHIIMH He
OLICHMBANlaCh, cleAyeT wu30eratb NpPUMEHEHUs KeTronmpodeHa B  CpPOKe
6epemenHocTy 710 20 HEeb.

IIpumenenue npu 6epemennocmu 6 cpoxe bonee 20 Hedenwb

[Ipenapar npotuBonoka3zaH npu OepemeHHOCcTH B cpoke Oonee 20 Hemenb. Bo
BpeMsi OepeMeHHOCTH B cpoke Oosiee 20 Hedenb BCe HHTUOUTOPBI
MPOCTArJaHIMHCUHTETA3bl, BKIIIOYasi KETOMPOdeH, MOTYT OKa3bIBaTh TOKCHUECKOE
BO3JICIICTBIE HA cepiale, JIeTKHE U MOYKM Iuiofa. B KoHue OepeMeHHOCTH
BO3MOXXHO yBEJIIMYEHHE BPEMEHHM KpOBOTeueHus y martepu u pebdenka. HIIBII
MOTYT OTCPOYMBaTh BpeMs HacTyIuieHus ponoB. He cnenyer npumensars HIIBII
*eHlrHaMm ¢ 20-oi Henenu OepeMEHHOCTH B CBSA3UM C BO3MOXKHBIM pPa3BUTHEM
MaJIOBOJIUSI W/WUJI TIATOJIOTUU TOYEK Y HOBOPOXKACHHBIX (HEOHATaJbHAS IMOYeYHas
TUCHYHKLINSA).

['pyHOE BCKapMIIMBaHUE

Ha cerogHsmHMil MOMEHT OTCYTCTBYIOT JaHHbIE O BbIAEJICHUM KeTOnpodeHa B
TPyIHOE MOJIOKO, MO3TOMYy npumeHeHue npenapara Kerompoden BII Bo Bpems
IPYAHOTO BCKAPMIIMBAaHUS HE PEKOMEHYETCS.

Cnocod npumMeHeHMsI ¥ 103bI

J11s1 Hapy’>KHOTO IPUMEHEHHS.

He6onpmoe komauuectBo rens (3-5 €M) HAHOCAT TOHKMM CIIOEM Ha KOXY
BOCIIQJIEHHOTO WJIM OOJIE3HEHOr0 ydacTKa Tena 1-2 pa3a B CyTKHM U OCTPOXKHO

BTHUPAIOT.



COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 08.10.2024 N2 21837

I[031/Ip0131<a JOJIDKHaA OBITH Hoz[o6paHa B C TBCTCBF’HVI CjEHQiEWHEIFQB?.wHH@f 0

yuactka: 5 cm Keronpoden BII rens coorserctByet 100 mMr keronpodena, 10 cm -
200 mr keTompodeHa.

MakcumainbHas go03a ketonpodena coctapisier 200 Mr/cyTku.

OKKJIIO3MOHHAS MTOBSI3KA HE PEKOMEHTYETCS.

He npumensite 6€3 KOHCynbTallMM Bpada Oosiee 14 qHel.

Ecnu Bbl 3a0b11M HaHeCTH rejib, HAHECUTE €r0 B TO BpeMsi, KOTr/ia JO0JHKHA OBITh
HaHECEeHa cIeayIoIas 103a, HO He y/IBauBalTe ee.

ITo6ouHOE nelicTBHE

[To nannsiM BcemupHol opranuzanuu 3apaBooxpanenusi (BO3) HexenarenbHbIe
ahdexTsl  KIacCUPUIUPOBAHBI B COOTBETCTBHM C UWX YaCTOTOM pa3BUTHUS
ciaeayrmmM obpazom: odeHb 4dacto (>1/10); gacro (> 1/100, <1/10); nedacto
(>1/1000, <1/100); penxo (>1/10000, <1/1000); ouensp penko (<1/10000), gvactora
HEU3BECTHA — MO0 MMEIOIIUMCS JAHHBIM YCTAHOBUTH YAaCTOTY BO3HUKHOBEHHS HE
MIPEACTABIISIOCH BOBMOYKHBIM.

Hapymeﬂuﬂ CO CIMOPOHbI MMMVHHO?J CucmeMbvl

yacmoma Heuzgecmua: anapUIAKTUIECKHUN 10K, aHTHOHEBPOTUYECKUN OTEK (OTEK
KBuHKe), peakiys runepuyBCTBUTEIbHOCTH.

Hapywenue co cmoponbl cheJlVdOLlHO-KuwellHOZO mpaxkma

O4Y€Hb pedko: IMEUTUYICCKAs A3Bad, KPOBOTCUCHHUC, THAPCA.

HapymeHue CO CIMOPOHbL KOXHCU U NOOKOJCHbIX MKAHel

Heyacmo: MECTHBIE KOKHbIE PEaKLIUH, TAKHE KaK IpUTEMa, dK3eMa, 3y U KKEHUE;
peoko. peakius GOTOUYBCTBUTEILHOCTH, KPANTMBHUIIA.

[Toctynanu penkue cooOUIeHNs 0 60Jee TAKENbIX Peaklusix, TAKUX Kak OyIsie3Has
Wik (QIUKTEHYJIe3HasT 2K3eMa, KOTOpble MOTYT PpAaclpOCTPAHSTHCS 3a 00JIaCTh
MecTa MPUMEHEHHS WK IPpUoOpeTaTh reHepaTu30BaHHBIA XapaKTep.

Hapymeﬂuﬂ CO CIMOPOHbL nOYEeK U MO%GGblSO@ﬂWMX nymeﬁ

OYeHb pedKo. yXyaieHne (PyHKIMU MOYeK y MaIMeHTOB C XPOHMYECKOU MOYECTHON

HEAOCTAaTOYHOCTBIO.



HpI/I MOSIBJICHUHM KaKHX-JIMOO ITOOOYHBIX

COOTBETCTEYET 3_' KCMNEPTHOMY OTYETY

o1 08_10.2024 N= 21837

dddeKTop: HeQOKQ MO APSKPATHTD

NpUMEHEHUE IpenapaTa u 00paTUThCS K Bpayy.

Ilepeno3upoBka

CHUMITTOMBI

[lepeno3upoBka MaJIOBEpOSITHA IIPU HAPYKHOM IIPUMEHEHHH ITpernapara.

B Cly4dac IIomajaHus IIpfliapara BHYTPb BO3MOXHO PAa3BUTHUC CHCTCMHBIX

HE)KEJIATEIIbHBIX PEAKLIUM.

Jleuenne

B ciayda€ I1ICpCIO3HPOBKH KOXKY H€O6XO,Z[I/IMO THIATCJIBHO IIPOMBITH 11O

IIPOTOYHOM BOJOM.

B ClIy4dac rnomnajaaHus nperapara BHYTPb HCO6XO,Z[I/IMO CUMIITOMATHYECCKOC JICUCHHUC

¥ TIOJIEPKUBAIOIIAsT Tepanus KakK TP TEpeno3upoBKe (GopMaMul i MpHUeMa

BHYTPb.

B3aumoneiicTBre ¢ IpyruMu JieKapcTBEHHBIMHU CPeICTBAMM

[Ipy Hapy>KHOM NpPUMEHEHHH KeTonpodeHa B BUJE Telsl BO3MOXKHO YCHIICHHE

HeﬁCTBHH nperapaToB, BbI3bIBAIOITNX q)OTOCCHCI/I6I/IJ'II/IBaIII/IIO.

ITammenTam, IPUHUMAIOIITUM

PEKOMEHAYETCS  MPOBOJUTH

HOpManu3oBaHHoro oTHomeHus: (MHO).

anmuxKoacyjisinmabsl

pEryJIsIpHbIN

KYyMapuHogo2o  pAaa,

KOHTPOJIb  MEXIYHAapOIHOTO

Keronpoden, kak u npyrue HIIBII, MoxkeT cHUXATh BBIBEACHUE MemompeKcama

M CIIOCOOCTBOBATh YBCIIMYCHUIO €TO0O TOKCUIHOCTH.

B3aHMOﬂ€ﬁCTBHC C APYruMu JICKApCTBCHHBLIMHU IIp€IiapaTaMy MW BIIMAHUC Ha HX

BBIBCACHUEC HC ABJIAIOTCA 3HAYUMBIMU.

Oco0ble ykazaHus:

He HaHOCUTB Ha OTKPBITHIE PAHbI U BOCTIAJIEHHYIO KOXKY!

HeoOxonumo u3berats momaanus reiis B ria3a, Ha KOXKy BOKPYT TIJla3, CIU3UCThIC

000JIOUKH.




COOTBETCTBYET 3K
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HpI/I IIOSIBJICHUHN KOXXHBIX peaKHI/Ifl, B TOM |UHCIJIC |W§§W%H@§pﬂrggg|_@?wqfﬁ_ﬁhd

MY OTUETY

MIPUMEHECHUN C OKTOKPHJICH-COAEPKAIIMMU Mpenaparamu, CIEAYyEeT HEMEIJICHHO
MIPEKPATUTD JICUEHUE.

[TamenTsl, cTpagaronue OpPOHXUATBHOW acTMOM B COYETAaHUU C XPOHHYECKUM
PUHUTOM, XPOHUYECKAM CHHYCHTOM W/WJIM TIOJMIIO30M HOCA WA OKOJIOHOCOBBIX
nasyx, MMEIOT 0oJyiee BBICOKUM PHUCK Pa3BUTHS QUICPIrHUYECKUX PEeaKIuid Mpu
npuMeHeHuu actiupuna w/wnu HIIBII, uem ocTanbpHas yacTh HaHECEHUS.

JIist  yMeHBINIEHUS pUCKa pa3BUTHS (POTOUYBCTBUTEIBHOCTH PEKOMEHIYETCS
3amuInaTh 00paboTaHHbBIE TEJIEM YYaCTKH KOXKHM OJIeKI0N OT BozneucTBus Y d-
o0NydyeHHs Ha MPOTSHKEHUM BCETO IMEPHOJa JICUCHUS M eIle 2-X HEJeNb IOoCIe
MpEKpaLCHUS npuMeHeHus. He crnegyer mnpeBbliaTh PEKOMEHIOBAHHYIO
JepMaTUTau peakiuii PoTouyBCTBUTEIHLHOCTH C TEYCHUEM BPEMEHHU.

CrnenyeT THIATEIBHO MBITh PYKH MOCJIE KaXI0TO HAHECEHUS IIpernapara.

BcnomorareabHbIe BEIECTBA

[Ipenapar Keronpoden BII comepxut metwimaparuapokcuOeH30aT, KOTOPHIA B
HEKOTOPBIX CIIyHasiX MOXKET BbI3bIBAThH AJUIEPTUUECKUE PEAKIIVH.

Bausinme Ha CHOCOOHOCTHL YNPaBJATH TPAHCHOPTHBIMHM CpeACTBaMH,
MeXaHU3MaMU

Hanueix 00 otpunartenbHoMm BiusiHuM rens Keronpoden BII Ha cnocobHOCTB
YIPaBIATh TPAHCHOPTHBIMU CPEACTBAMHM M 3aHUMATHCS APYTMMHU IMOTECHIUAIBHO
OTMACHBIMA BHUJIAMH JICSITEIBHOCTH, TPEOYIONMMU KOHIICHTPAIlUd BHUMAHUS W
OBICTPOTHI ICUXOMOTOPHBIX PEAKIIMM, HET.

dopMa BbIyCKa

['estb 1u1st HAPY>KHOTO MMPUMEHEHHS, 2,5 Y%.

[lo30r,40r,50r,60r, 70 1, 80 1, 90 r wiu 100 r B anroMUHUEBBIE TYOHI, C
BHYTPCHHUM  JIAKOBBIM  TIOKPBITHEM,  JIMTOTpa(UpOBaHHOW  HApyKHOU
MOBEPXHOCTHIO, MEMOPAHOW M YIUIOTHSIOIUM KOJIBIIOM, C TOJUATUICHOBOU
3aBUHYMBAIONIEHCS Kpbimkod. Kaxayro TyOy BmecTe ¢ MHCTPYKIMEH MO

MIPUMEHEHUIO MIOMENIAIOT B MAYKy KAPTOHHYIO.
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Yenosust xpanenust (MOCNEODBATENBEHOCTE 00071)

XpaHuTh nIpu Temneparype He Boime 25 °C.

XpaHuTh B HEAOCTYITHOM JJIsI IETEN MECTE.

Cpok rogHoctu

4 rona.

He npumeHsITh 10 UICTEYEHUH CPOKA T'OJJTHOCTH.

YciioBus oTIYyCKA

OTtnyckarot 6e3 perernra.

Buanesen PerucrpaliuoOHHOIO yI10CTOBEPECHUS:

BETITPOM A/l

2400, yn. Oren Iaucuii, Ne 26, r. Pagomup, bonrapus

IIpousBoauTeb:

BETITPOM A/l

2400, yn. Oten [aucwuii, Ne 26, miiomanka «Budapmay, . Panomup, bonrapus
Opranu3auusi, NPUHAMAIONIAS IPETEH3UN OT NMOTPeOnTeIeH:

AO «/IOM1UHAHTA-CEPBUC»

142100, MockoBckas obsacts, T. [lomonsck, yia. Komcomonsckas, a. 1, ctp. 49,
oM. 1, kom. 223.

Tea.: + 7495-580-30-60;

¢akc: + 7495-580-30-60.



	Регистрационный номер:

