3ATBEPJKEHO
Haxka3 MiHicTepcTBa 0X0pOHH
3a0poB’a YKkpaiHu

L9020l N G973
PeecTpauiijHe nocBig4eHHs
N LDV 3000

IHCTPYKILIA
AJS MEAWYHOI0 3aCTOCYBaHHA JiKapcbKOro 3acody

CITAPK®
(SPARK)

Cknaao:
ofioua pevoguna: 1 Kancyia MiCTUTh MeGEBEpHHY IiIpOXJIOPHAY, NENETH y IepepaxyBaHHI Ha MeGeBEpHHY

rigpoxnopun 200 mr;

oonomigicni pevosunu y ckaadi nenem: UyKop chepHYHHH, MOBINOH, IIENAK, TajJbK, METAKPHIATHOrO
cononiMepy AUCIIEpCis;

cknao obonoHku kancynu. xenaTuH, TuTany pioxeun (E 171).

Jlikapebka ¢opma. Kancynu npononrosasoi il Teepai.
Ocnoeni  @izuxo-ximivni eracmueocmi: TBepAi enmaTHHOBI kancynd. Kopmyc Kamcysid mnpo3opui,
KpHlleyka — Ginoro kompopy. BmicT kancynu — rpanynu (menerw) Maibxe 6inoro koabopy, chepHuHOI

dhopmH.

dapmakoTepaneBTHYHA rpyna. 3aco0H, [0 3aCTOCOBYIOTHCH NpPH (QYHKUIOHATLHHX ILTYHKOBO-
KHIIKOBHX po3iafax. CHHTETHYHI aHTHXONiHepriyHi 3acobu, ectepudikoBaHi TPETHHHI aMiHH.

Kon ATX AO3A A04.

DapMaronoiuHi e1acCMUEOCMI.

Dapmaroounamika.

MexaHni3M fii Ta papMakoauHamiuHi eeKTH.

Cnapx® € MiOTPONHHM CMa3MONITHKOM 3 BUGIPKOBOIO Ai€r0 Ha IMIafKi M’sA3H TPaBHOrO TPakTy. Bin ycysae
cmasMu 6e3 NpHUrHiUYeHHs HOPMalbHOI MOTOPHMKH KHIIEYHHKY. OCKiNbKM 1 [ifi HE OIOCEpeNKOBaHA
aBTOHOMHOIO HEPBOBOIO CHCTEMOIO, THIIOBHX aHTHXOJIiHEepriYHuX MobiuHuX edeKTiB HEMaE,

KniniyHa edexTHBHICTE Ta Oe3meka.

3HayHe nocnabeHHs OCHOBHHX CHMIITOMIB CHHAPOMY IIOAPa3HEHOro KHIIEYHHKY (Hamnpuknan, Oinb y
YKHBOTI, XapaKTEPHCTHKH BHIIOPOXKHEHHs) 3a3BH4ali criocTepirajocs y pe(epeHTHHX Ta KOHTPOJIBLOBAHHX
3a OCHOBHHMH 3HAYEHHAMH KJIIHI9HHX NOCTiIDKEHHAX.

Vei nikapeeki ¢opmu  MebGesepuHy Oynu 3arajom GesmeyHHMH Ta JoOpe INEPEHOCHJMCS TpH
PEKOMEHIOBAHOMY PEXHMi 103yBaHHS.

iTH.
Kniniuni gocmimkenHs TabneTok Ta Kancynd MPOBOAMIMCS TUNBKM Yy Jgopociux. [lai KmiHIYHOL

eeKTHBHOCTI Ta 6e3MeKkH 3 KIHIYHHX DOCIi/UKEHb, 8 TAKOX ITOCTMapPKETHHIOBHH JIOCBiA 3aCTOCYBaHHS
cycriensii MeGeBepuHy MamMoaTy MalieHTaM BiKOM Big 3 POKiB IPOXEMOHCTPYBAH, IIO MeOGeBEpHH €
e(exTHBHUM Oe3nedHHM JikapchKHUM 3ac000M, AKHH 106pe NepeHOCHTECA.

Kniniuni gocnimkeHHs cycrmeHsii meGeBepuHy MOKa3aud, IO BiH € €()EKTHBHMM Ui MocnabieHHs
CHMITOMIB CHHIPOMY TIOPA3HEHOTO KHINEYHHKY y niTei. [lofansiii BiIKpHTI KOHTpOJBOBaHI 32
OCHOBHHMH 3HaueHHSAMH JIOCIiKEHHS CycrieH3ii MeGeBepHHy IiATBEepAIH eeKTHBHICTb Npenapary.
PesxuM 103yBaHHA TabIeTOK Ta Kancy pO3paxOBaHHH Ha OCHOBI Ge3MeKH i NepeHOCHMOCT] MeGEBEPHHY.

®Dapmarokinemuxa.

Abcopbuis.
Me6eBepHH MIBHAKO Ta MOBHICTIO abcopByeThes Micis MepopalbHOrO 3aCTOCYBaHHA y (OpMi TabieTok.

3aBasKH MPOJIOHIOBAHOMY 3BUIBHEHHIO TIpEnapary 3 Kancyjau #oro MojkHa IpHAMAaTH Ba pa3H Ha I€Hb.




o3noain.
[Tpu GaratopasoBoMy 3acTocyBaHHI MeGeBepHHY Hisikol 3HaYHOI KyMyJIALlii HE BHHHKAE.

Biotpancdopmauis.

MebeBepuHy TiIpOXIOPUA TOJIOBHHM YHHOM MeETaboJIi3yeThess ecTepasaMM, fKi Ha NEpIIOMY eTami
meTaboni3My pO3LEIUIIOIOTE eQipHi 3B’S3KH 3 YTBOPEHHSM BepaTpOBOi KHCIOTH I MeOeBEpHHOBOrO
cnupry. Y mnasmi gemerunkapbokcunsHa kucnmota (JMKK) e ocHoBHuM Metabositom. Ilepion
nanieeuBeneHHs JIMKK y piBHoBaxkHOMy crani — 5,77 romumuu. [Ipu GaraTopa3oBoMy 3acTOCYBaHHI
kancyn (no 200 mr 2 pasu Ha 000y) Cmax JIMKK cranoBuna 804 Hr/mi, a tmax — OJIM3BKO 3 TOOMH.
BinnocHa O6iomocTymHicTe Kamncysl TpPOJIOHrOBaHOI Jil BHABHIACS ONTHMAIBHOIO 3 cepeaHiM
criBBigHOIEHHIM 97 %.

Busenensns.
Meb6eBepHH He €KCKPETYEThCA y HE3IMIHEHOMY BMIJIAL, BiH MMOBHicTIO MeTaboji3yerhcs, a MetabomniTu

BHBOMATECS MPAaKTHYHO MOBHICTIO. BepaTpoBa KHCIOTa EKCKPETYETHCH i3 cedero. MeGeBepHHOBHI CIHPT
TaKOXX BHBOIWTHECA HHUPKaMH y BHUrAAl BianmosimHux kapbokcuibHOi (KK) abo nemernnxapboxcunbHOT

kucnot (IMKK).
Himu.

dapMaKoKiHETHYHI NOCTIMKEHHS Y JiTel HE IPOBOJHUIHCS.

Kaninigni xapakrepucTikH.

ITokazanna.

Hopocni Ta nitu BikoM Bix 10 pokis:

® CHMITOMAaTHYHE JliKyBaHHS abmomiHanbHOro 6omro i crmasmiB, po3nafiB KHINEYHHKY i BiguyTTs
IucKoM(OpTY y NiNAHLI KMINEYHHKY [IPH CHHAPOMI [OAPa3HEHOT0 KHIIEYHHUKY;

® JIKyBaHHf IIUTYHKOBO-KHIOKOBHX CMa3MiB BTOPHHHOrO TeHE3y, CIPHYHHEHMX OpraHidHHMH
3aXBOPIOBaHHSMH.

Ilpomunokaszanna.
[inepuyTnMBICTH IO aKTHBHOI PEYOBHHH a60 /10 6YIb-KOT0 3 HEAKTHBHHX KOMIIOHEHTIB MpENnapary.

B3aemooia 3 inwumu nikapcokumu 3acobamu ma inuwi euou 63aemooiil.
[IpoBoannucs mocnimxeHHs B3aemonii 3 ankoroneM. [ociifukeHHs in vitro Ta in vivo Ha TBapHHaX
NPOAEMOHCTPYBAIIH BiICYTHICTh 6y ab-sK0i B3aeMoii MeOeBEPHHY IiAPOXJIOPHIY Ta €TAHOMY.

Ocobnusocmi 3acmocysaHHA.

3acmocysannsa y nepiod eazimuocmi abo 200ysanns 2pyooio.

IcHyrOTE TineKkM Oyke OOMeXeHi JaHi mpo 3acTocyBaHHS MeOeBepHHY BariTHUM. J{OCHiIKEeHHS
PENpOAYKTHBHOI TOKCHYHOCTI Y TBAPHUH € He#ocTaTHIMH. MebGeBepHHY ripoXJIOpHA HE PEKOMEHIYEThCS
3aCTOCOBYBATH MIPOTATOM BariTHOCTI.

Hesinomo, un exckperyeTbess MebeBepHH abo itoro MeraboniTé y rpyaHe MOJIOKO TOAMHH. Exckperis
MefeBeprHy y TpyZHE MONOKO TBapuH He nocmimkena. Cnapk® He ciim 3acTocoByBaTH y mepion
roflyBaHHS IpyIIIO.

Hemae xniHiYHMX DaHHX IMOAO BIUIMBY Ha 4YOJIOBidy abo iHOYY (epTHJIBHICTB, OJHAK JOCHIMIKEHHS Ha
TBapHHAX He CBiIYaTh PO LIKIMUTHBI edexkTn MebGeBepuHy.

30amnicmy  enaueamu Ha- wieuOKicmb peakyii npu KepyeawHi asmompancnopmom abo  iHwumu
MeXaHizMamu.

JlocmimkeHHs BIUTHBY Ha 3aTHICTh KEpyBaTH aBTOMOOIIEM i MpamioBaTH 3 MEXaHIYHUMH NPHCTPOSIMH He
npoBonuancs. ®apMakonuHamiyHui Ta ¢apMakOKiHETHYHi# mpodink, a TaKoX ITOCTMApKETHHIOBHH
OOCBIA HE CBiAYaThb NpPO IMIKiJUIMBMA BIUIMB Ha 3IaTHICTh KepyBaTH aBTOMOOiNeM i mnpauroBatH 3
MeXaHIYHUMH NIPHCTPOSIMH.

Cnocib 3acmocysannsa ma 003u.

Jlns nepopaibHOTO 3aCTOCYBaHHS.

I{ancynn 3alHBaTH AOCTaTHHOIO KiNMbKicTiO Bogu (He meHme 100 mi). He PEKOMEHJIYETECA DOSKOBYBATH ¥
3B’A3KY 3 THM, ILI0 TOKPHTTS KaICyJIH [IpH3Ha4YeHe Ui 3a0e3redeHHs IPOJIOHrOBaHoro BHB[JII:HGHHH. ;i 4




Jopocnum Ta gitam BikoM Bin 10 pokis npuiimaru no 1 kancyni 2 pasu Ha no0y (BpaHLi Ta BBEUEPI).
TpuBanicts 3acTocyBaHHs He oOMexeHa. SIkmo mpuiom oxHiel abo Oinpiie 03 MPOMYIUEHO, MALIEHT
MOBHHEH NPUHHATH HACTYMHY A03Y, K npu3HaveHo. [Ipomymena(i) no3a(u) He ciix NpHAMAaTH JOAATKOBO.
Ocobnugi nonynayii,

JocnimKeHb O03yBaHHS IS XBOPHX JIITHBOrO BiKy, MAli€HTIB 3 MOpYyLIeHHAM ¢yHKLII HUpok Ta/abo
MEeYiHKH He NMpOBOAMIOCA. 3 OTJISAy Ha HasABHI IOCTMApKETHHIOBI JaHi crenudiqyHOro pH3HKY Ui XBOPHX
JITHBOTO BiKY, MALl€HTIB 3 NOpyIeHHsSM (yHKLIT HUpok Ta/abo medinky He BUsBNeHO. Kopexkuis no3u mis
BHILIE3a3HAYEHHUX IPYI MALIE€HTIB HE BBAXKAETHCA HEOOXITHOIO.

Himu.

3acTocoByIOTh IiTsAM BikoM Bix 10 pokiB.

Ilepedosysanna.
[Ipy nepenosyBaHHi MoxXe crocTepiraThcs 30YMKeHHS LEHTPAIBHOI HEPBOBOI CHCTEMH. Y BHMAmKax

nepeno3yBaHHs MebeBepHHY CHMIITOMH Oynu BincyTHi abo Oyiu JerkuMH i MBUAKO 3HUKATH, CHMITOMH
Nepeno3yBaHHs, N0 CrocTepiranucs, OymH HeBposoriyHoro abo KapHioBacKyNSAPHOrO MOXOMKEHHS.
Cneundiunuii aHTHIOT HeBimomuii. PeKOMEHIOBaHO CHMINTOMATHYHE JIKYBaHHS. [[pOMHBaHHS LLIyHKA
PEKOMEHMYEThCA TUTBKH Yy pasi iHTOKCHKauii KibKOMa [pernapaTtaMH MpOTAroM | TOOHHH 3 MOMEHTY
npuioMy JiKapchbKHX 3acobiB. 3axoau 1 3HHXKeHHA abcopOuii He € HeoOXiTHUMH.

Iobiuni peaxyii.

3 boxy wiipu | niOwkipHoi KNimxkoguHu: KPONHUB’SHKA, aHTIOHEBPOTHYHHH HabpsK, HabpsaK o6mHuus i
BUCHITaHHSA.

3 6oky imynnol cucmemu: TinepIyTIHBICTE (aHAdiNaKTHYHI peakuii).

Tepmin npuoammuocmi. 2 poxu.
He BHKOpHCTOBYBaTH mpenapar micjs 3aKiH4eHHs TepMiHy IPHUAATHOCTI, BKA3aHOTO Ha YNaKOBII.

YMoBH 36epiraHns.
36epiraTi B OpHTiHANBHIH yITakoBLi IpH TeMrepaTypi He Bue 25 °C.

36epiraTi y HEIOCTYITHOMY /IS JiTeH Micii.

Ynakoska.
ITo 10 kancyn y 6axictepi. ITo 3 abo 5 Guicrepis y naumi.

Kareropis Bizmycky. 3a peuentom.

Bupobuuk.
[TAT «®apmak».

Micuesnaxo/keHHst BHPOOHHKA Ta fioro agpeca Micus NpoBaKeHHs JiAILHOCTI.
Ykpaina, 04080, m.Kuis, Bys. ®pynze, 74.

“Y3romAeHo 3 MATEPIATIAMH _'l
AATROCTARRESFY Repersny. /.’//f—/fﬁ’////o, PEeCCTPAUIHOTD AOCHE T3 AOCTOBIPHO |
BiAOMIMI AAHHMA WOAO JATTOCY BAHHM,

nikapsnrorg scaby |
s S L SR

Y3rogxeHo 3 Matepianamu P
PEECTPAaLiNHOTO AOCHE /




