IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

APTPOKO!JI

(ARTROCOL)

Cknao:
0itoua peuosuHa: KeTonpodeH;
1 r remnto micTuTh KeTonpodenry 25 Mr;

donomidcHi peyoguHu: kapbomep 980, Tpuetanonamin, etranon 96 %, metunnaparigpokcubensoart (E
218), Bopja ouuIieHa.

JlikapcbKa ¢opma. I'enb.

OcHosHI (i3uko-xiMiyHI 81acmueocmi: OGHOPIOHUY IPO30PUY Telb.

®apMakoTepaneBTUYHA Ipyla.

HecTtepoigui mpoTtu3amnanbHi 3acobu mjist MiciieBoro 3actocyBanus. Kog ATX M02A A10.

Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

KeTonpodeH HameXUTh 10 TPYNHM HECTEPOIOHUX MPOTH3anaabHux 3aco0iB (HI133), moximHux
apUJIIPOIIOHOBOI KUCIIOTH. MexaHi3M WOro Ail MOB’g3aHui 3 IPUTHIYEeHHSIM CUHTE3Y
IpocTariaHguHiB. YUHUTH MiclieBy 3HeOO0II0BaIbHY, IPOTH3aalbHy, aHTUEKCYIAaTUBHY [ilo.

dapmakokiHemuxka.

PiBens KeTonpodeHy B Ij1a3Mi KPOBi i TKAaHWHAX BUMipIoBaIy y 24 NallieHTiB, SKi mifgaBamucs
XipypriuHomy BTpy4aHHIO Ha KoJiHi. ITicyisg 6araTopa3oBoro HaMKipHOT'0 3aCTOCYBaHHS KETOIPOQEHY
y BUTJISII TeJT0 0ro piBeHb y miia3Mi KpoBi 6yB mpubnu3Ho y 60 pasiB Huxkye (9-39 HT/T), HiX
icis OMHOPAa30Boi epopanbHol 103U KeTonpodeny (490-3300 Hr/r). PiBeHb KeTonpodeHy B
TKaHWHaX Ha JiISHIL 3aCTOCyBaHHS 0yB B OMHAKOBOMY [ialna30Hi KOHIIEHTpaLill IS Teio i
nepopanbHUX (POpPM, IPU IBOMY T'eJib JEMOHCTPYBaB 3HAYHO BUILIAN CTYIiHb
MiXKiHAWBiAYyanbHOI BapiaTUBHOCTI.



BiogocTynHicTh KeTOmpogeHy IicIIsi MiCIIEBOT0 3aCTOCYBaHHS CTAaHOBUTH MPUONMM3HO 5 % Bif piBHSA
IiCJIst TepopaIbHOTO 3aCTOCYBaHHA (Ha IMifiCTaBi JaHUX IIPO BUBEEHHS 3i ceuelo).

Cryminb 3B’s1I3yBaHHS 3 OiIKamMu I1a3MU KPOBi CTaHOBUTE mpubnu3Ho 99 %. KeTonpodeH BUBOOUTHCS
HUPKaMU ITIepeBaXkHo ¥ (HopMi IMIIOKYpPOHITHOTO KOH I0TaTy.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

e [lomeriieHHS TOCTPUX XBOPOOJIMBUX CTaHIB CKEJIETHO-M 30BO1 CUCTEMHU, CIIPUYNHEHUX
TPaBMOIO, HAlIPUKJIa[ CIIOPTUBHUMU TPaBMaMy, BUBHXaMH, PO3TATYBaHHIMU Ta 3a00IMHU.
e Binp npu 1eTKOMY apTpPUTI.

IIpomunoka3aHHs.

Bimomi peaxkiiii migBuineHol YyTNUBOCTI, HaIPUKJIa[ CUMITOMH OpOHXialTbHOI aCTMH,
aslepriyHUil PUHIT, 1[0 BUHUKIIM IIPU 3aCTOCYBaHHiI KeTonpodeny, herHodidpary, TiampodeHoBoi
KHCJIOTH, alleTUICATiIMIOBOI KUCIoTH a0o immmx HII33.

[TigBuIlleHa YyTIUBICTh [0 iHIIMX KOMIIOHEHTIB JIiIKAPCHKOTO 3aC00y.

Bynp-siki peakuii poTocencubinizalril B aHaMHe31.

HasiBHiCTH B aHaMHe3i IIKipHUX MIPOSBIB ajepril Mpu 3aCTOCYBaHHI JeKCKETONIPOGEHY,
Ketonpodeny, tianpoheHnoBoi kucnotyu, herHodidpary, 6;10kaTopiB ynbrpadioneTorux (YO) mpoMeHiB

abo mapdymepHUX 3acobiB.

BrnnuB cOHSTYHUX ITPOMEHIB (HaBiTh PO3CisIHOTO CBiTia) abo YP-onpoMiHeHHS y cospil mifm yac
3aCTOCyBaHHS JIIKapChKOT0 3ac00y Ta MPOTATOM 2 TUXKHIB IiC/Ig IPUIUHEHHS H0T0 3aCTOCYBaHHS.

3acTocyBaHHS IIPU HasIBHOCTI IIATONOTiYHMX 3MiH Ha IIKipi, TaKUX 9K eK3eMa a0o akHe.

HaneceHHs Ha iHGiKOBaHY LIKipy, BiIKPUTI paHU, CIM30Bi 000JIOHKY, aHA/IbHY a00 reHiTaabHy
OiISHKY, B 04i, i OKJIIO3iliHI ITOB’93KHU.

3actocyBaHH4 y III TpuMecTpi BariTHOCTI.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.



Cucrtemna abcop61ig keTonpodeHy IIpy MiClleBOMY 3aCTOCYBaHHi AyzKe HU3bKa, TOMY B3a€EMOil
MaJIO¥MOBIipHi.

[ToBimoMJIeHB IIOA0 B3a€EMO{Iil 3 iHIMMMU TiKapChKUMU 3acob6aMu He HafAXOOUIO, ajie HaCTyIHi
B3aeMoiii 6ynv BUSIBJIEHI IpU 3aCTOCYBaHHI mepopanbHUX GopM KeTompodeny abo inmux HIT33.

[Tpu ogHOYaCHOMY cUCTEMHOMY 3acTocyBaHHiI HII33, y ToMy 4ncii KeTompodeHy, 3 METOTPEKCaTOM
TIOBIIOMJISINIM NIPO CEPUO3Hi B3aEMOZil.

Oco611BOCTi 3aCTOCYBAHHS.

Jlikapcekui 3acib ciif 3 00epeXHiCTI0O 3aCTOCOBYBATH IAIliEHTaM i3 CepIeBOI0, IIeYiHKOBOIO abo
HUPKOBOIO HEJOCTATHICTIO0. By/K MOBiOMIIEHHS NP0 TTOOAMHOKI BUMIaIKA CUCTEMHUX IMOOIUHUX
peakiiiyi, OB’ I3aHuX 3 YpaxKeHHIM HUPOK.

Mic1eBe 3aCTOCYBaHHST BEJIUKOI KiTbKOCTi KeTOITPOPEHY MOXKE ITPHU3BOOUTH 10 TAKUX CUCTEMHUX
edexkTiB, K, HAIPUKIIA[, MigBUINIEHA YYTIUBICTh Ta OpoHXiambHa acTMa. ITarieHTy 3 OpOHXiaTbHOIO
aCTMOIO y TIOEOHAHHI 3 XPOHIYHUM PHUHITOM, XPOHIYHMM CUHYCUTOM Ta/abo mosinaMu HOca MaloTh
OinbIN BUCOKMIM PU3UK BUHUKHEHHS ajiepril Ha alleTHJICalinuiIoBy KucaoTy ta/abo HI133, Hixk pelta
HaCeJIeHHS.

[ToBimOMIISINK IIPO PO3BUTOK CEPHO3HUX IIKIPHUX Peaklill, TaKux K cuHAPoM CTiBeHca-II:KOHCOHA,
acouiioBaHuX i3 3actocyBaHHAM HII33, Bkimodaroun KeTonpodeH, refb. [1ali€eHTiB, SIKi 3aCTOCOBYIOTh
JiKapChbKUM 3acil, ciif mpoiHdopMyBaTH PO 03HAKU Ta CUMIITOMM CEPHO3HUX IMIKipHUX MPOsBiB. [Ipu
TIEpINif MOsIBi IMKIPHUX BUCHUIIAHb, YPaXKeHb CIM30B01 000710HKY ab0 Oyab-aKUX iHIIUX 03HAK
TiABHUINEHOI YyTIMBOCTI CIIig IPUIUHUTYA 3aCTOCYBAHHS JTiIKapChKOT0 3acoly.

He mepeBuiyBaT! peKOMEH0BaHYy TPXUBAIICTh JIiIKyBaHHS, OCKIJIbKY 3 YaCOM IIiABUIIYETHCS PU3UK
PO3BUTKY KOHTAKTHOTO JepMaTUTy Ta peakiiiit poToceHcubinizarii.

Kpim 116010, i 9ac 3aCTOCYBaHHS JTIKapChKOT0 3aco0y MOTPIOHO HOTPUMYBATHUCST TAKUX
3aCTePeXHUX 3aX0IiB:

e MiCJIsT KOKHOI'0 HAHECEHHS T'eJIi0 CJIifl peTeIbHO MUTHU PYKY;

e IIpU IOSIBi Oyb-SIKUX IIKIPHUX peakliiii, y TOMy YKCJIi TIOB’I3aHUX i3 CyIyTHIM 3aCTOCYBaHHSIM
JiKapChKUX 3aco0iB, 110 MICTSITh OKTOKPHIIEH (OesKi KocMeTn4Hi abo ririeniyni 3acobu), ciip
HeTaWHO NIPUIIMHUTY MOT0 3aCTOCYBaHHS;

e TeJIb He HAHOCUTH IIifi OKJIIO3IMHY II0B’A3KY;

e TeJlb He HAHOCUTH Ha CJIM30Bi 000JIOHKU Ta BHYTPIIITHOOYHO;

e TeJlb He CJIiff HAHOCUTH NOPAL 13 BITKPUTUM IIOJIyM IM, OCKIJIBKY BiH MIiCTUTbH aJIKOTOJIb;

 TeJlb He PO30aBIIATH.

[TepeOyBaHHS Ha COHIII (HaBiTh Y TYMaHHUU NeHb) ab0 MoTparisiHHg Y ®-TpoMiHHS Ha WIKipy y
COJISIPil Mif Yac MiCIIeBOT0 3aCTOCYBaHHS KeTONPOo(eHy MOXKe CIPUUYMHUTH IOTEHIIMHO CEPHUO3Hi
mKipHi peakiii (porocencubinizamis). [ YHUKHEHHS PO3BUTKY peaklii poTocencubinizalril mKkipu
PEKOMEHNYETLCA 3aXUILaTy OOATOM Ti OUIAHKY IIKIPY, HA K1 HAHOCUTHCA T'eJib, IIif] Yac JIiIKyBaHHA Ta
IPOTATOM 2 TUKHIB IiCJg IPUNMHEHHS MOT0 3aCTOCyBaHHA. He CIlif BiiBifyBaTH TakKOX COJNSAPIN y
nepiof JIiKyBaHHSA Ta IIPOTATOM 2 TUXKHIB IiCJIs NIPUIIMHEHHS UOr0 3aCTOCYBaHHS.

[IpenapaT MiCTUTb €TaHOJI, IPOTe Oymb-IKUX 3amo0iKHUX 3aX0MiB ¥ 3B'SI3KY 3 M030I0 €TAHONY i
IIJISTXOM MOT0 3aCTOCYBaHHS He MOTPi6HO.



Jlikapcekuii 3aci6 mictuth MeTunnapabes (E 218), skuil MoXe CIPUYMHUTHY alepridyfi peakiril
(MOXKHUBO, YIOBITbHEHI).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

I Ta Il TpuMeCTp BariTHOCTI

He Oymo BusiBneHo eMOpioToKCHYHUX e(eKTiB y TBapuH. KIliHIYHUX JaHUX PO 3aCTOCYBaHHS
MicueBUX (GOpM KeTOonmpodeHy Iif Yac BariTHOCTI HeMae. HaBiTh IKIII0 CUCTeMHa eKCIIO3ULis €
HUXKY0I0 IIOPiBHAHO 3 IIepOpaibHUM 3aCTOCYBaHHAM, HEBIOMO, Ui MOXKe CUCTEMHA €KCII03ULIis
KeTonpodeHy, HOCATHYTa IiCIs MiCIIeBOT0 3aCTOCyBaHHs, OyTH IIKifIUBOO s eMOpioHa/moza.
[Tpotsirom I ta II TpuMecTpy BariTHOCTI TiKapchKui 3aci0 He CIIi 3aCTOCOBYBATH, OKPIM BHUIAIKIB
KpalHbol HeoOXigHOCTI. Y pasi 3acTocyBaHHS J03a MOBHHHA OyTH TKOMOTa HUXKY010, @ TPUBAJIICTh
JIIKyBaHHS - SKOMOTa KOPOTIIIOIO.

III TprMeCTp BariTHOCTI

[TpoTSITOM TPETHOTO TPUMECTPY BariTHOCTI CUCTEMHE 3aCTOCYBaHHS iHTiOiTOpIB
IPOCTarIaHOUHCHAHTETA3H], BKIII0Yal049d KeTONPoGheH, MOXe CIPUYUHUTH CEPLIeBO-IETEHEBY Ta
HUPKOBY TOKCUYHICTH y IyIofga. Hanpukinili BariTHOCTI MOXKe BUHUKHYTU TpUBajla KpOBOTEYa IK Y
MaTepi, Tak i y AUTHHY, a TOJI0TH MOXKYTh 3aTATHYTHCS. TOMY 3aCTOCYBaHHS JIiIKapChKOTO 3aco0y
IPOTUIIOKa3aHo npoTaroM Il TpuMecTpy BariTHOCTI (guB. po3pin «IIpoTunoka3anHg»).

[Iepion rogyBaHH4A TPYOOI0

Y miHiManbHUX KiTBKOCTSIX KeTOmpodeH MPOHUKAE y TPyAHEe MOJIOKO. JIikapCchKui 3acib He crif
3aCTOCOBYBATH y Iepiof rogyBaHHs IT'PYAAI0.

3maTHICTh BIIMBATH Ha IIBUAKICTH peakilil Ipyu KepyBaHHI aBTOTPAHCIOPTOM abo iHIIMMU
MexaHi3MaMu.

BiamnoBigHi mocifgXKeHHA BiACYTHI.

Cnocib 3acmocyeaHHsi ma do3u.
Jlikapcekui 3acib mpu3HaueHuM 015 MiClIeBOTO 3aCTOCYyBaHHS (HAIIKipHO).

[enb HAHOCUTH Ha IIKiPy ypazKeHOl TiMgHKY TOHKUM ITapoM 2-4 pa3u Ha J00y Ta 00epexkHO BTUPATH
[0 TIOBHOT'O BCMOKTYBaHHS. 3BUYaliHa peKOMEeHI0BaHa [103a rejio CTaHOBUTH 15 r (14 CM rejito
BifmmoBigaioTh 7,5 r). TpuBaIiCcTh NiKyBaHHS CTAHOBUTH /7 OHIB.

ITayieHmu AiMHbO20 BiKYy

Oco06nuBux peKOMeHAalliy 3 HO3yBaHHS TAaKUM IaIliEHTaM HEMAE.

Himu.



JlikapceKui 3acib He 3aCTOCOBYBATHU TiTAM.

ITepedo3yeaHHs.
[Tpu miceBoMy (HaIIKipHOMY) 3aCTOCYBaHHI Iepefo3yBaHHS Mal0¥MOBIpHE.
[Tpu BUIIafIKOBOMY IPOKOBTYBaHHI Te/II0 MOXKYTh BBUHUKATH CACTEMHi TOOiYHiI peak1lil 3aIe3KHO Bif

IPUUHATOL KiTBKOCTI. ¥ pa3i pO3BUTKY TaKUX peaklliil Clif IPOBOAUTH HMiATPUMYyOUYe Ta
CHMIITOMaTHYHE JIiIKyBaHHS.

ITo6iuni peakuii.

[ToGiyHi peak1ii po3mopineHi 3a cucTeMaMy OpraHiB Ta 3a YaCTOTOI0 BUHUKHEHHS: AyKe 4acTo
(= 1/10), gacto (=1/100, <1/10), HeyacTto (=1/1000, <1/100), pigko (=1/10000, <1/1000), nyxe
pimko (<1/10000), yacToTa HeBimoMa (4acToTa He MOXkKe OyTH BH3HAUYeHA 3a HAsIBHUMU JaHUMH).

3 6oky imyHHOI cucmemu:

YacToTa HeBigoMa - peakllil MiiBUILIeHOl YyTIUBOCTI, BKII0Yaloun aHa(ilaKTUYHUH IIOK,
AHTiOHEBPOTUYHUY HaOpHK.

3 6oky wkipu ma niOwWKipHUX MKAHUH:
HeYacTo - MiCIleBi MIKipHi peakiril, Taki IK epuTeMa, eK3eMa, CBepOixk, MeuiHHs; pPimKo - peakirii
dboToceHcubinmizallii, KponuB ' IHKa; AyKe Pigko - Oynbo3Ha Ta QIiKTEeHy/IbO3Ha eK3eMa, 110 3gaTHa

TOIIMPIOBATHCS Ta HabyBaTH reHepasi30BaHOI0 XapaKTepy; YaCTOTa HeBioMa - CHHIPOM
CriBeHca-]I>KOHCOHA.

3 60Ky HUPOK ma ce4osugiOHUX WAsXis:
nyKe PifKo - IOCUJIEHHS iCHYI0401 HUPKOBO1 HEJOCTATHOCTI.
ITogidomaeHHs npo ni0o3piosaHi nobiuHi peakuii

[ToBimomeHHS PO Migo3pioBaHi MOGiYHI peakiiii, 1110 BUHUKIIU IiCJIg PeecTpaliil T1ikapCchbKoro 3acoby,
nyxe BaxuBi. lle mae 3MOT'y IOCTIMHO CIIOCTEPIraTu 3a CHiBBIAHOIIEHHSIM KOPUCTI/PU3UKY IPU
3aCTOCyBaHHI JIikapchkoro 3acoby. IIpaliBHUKY CUCTEeMHU OXOPOHU 3[0POB’S IOBUHHI IOBIIOMIATH
npo 6ynb-gKi migo3pioBaHi mobiuHi peakiyil uepe3 HallloHANIBHY CUCTEMY (hapMaKOHAaTTIAMY.

Tepmin npudamuocmi.

3 POKH.

YMoBH 30epiraHHs.



30epiraTu npu TemnepaTtypi He Buile 25 °C y HeIOCTYIIHOMY AJIST MiTeM MiCIIi.

YnakoBKa.

[To 45 r remto B Ty6i; mo 1 Ty6i B KapTOHHIN KOPOOL1Ii.

KaTteropis Bigmycky.

3a perenTom.

BupoOHHK.
K.O. CJIABI{ ®APM C.P.JI., PymyHis/

S.C. SLAVIA PHARM S.R.L., Romania.

Micie3HaxoaKeHHsI BAPOOHHKA Ta afipeca MicCIisi MPOBAi2KeHHsI HOT0 Tis/TbHOCTI.
Bynesap Teopmop Ilanmmani Ne 44 C, cexktop 3, 032266, byxapect/

Boulevard Theodor Pallady Ne 44 C, sector 3, 032266, Bucharest.

3asiBHHUK.
TOB «YOPJIOI MEOWULIMH», Ykpaiua/

WORLD MEDICINE, LLC, Ukraine.



