IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MIACKJIEOTHWH® 300

(PIASCLEDINE® 300)

Ckimapn:
Oitoui peyosuHuU: OJIil aBOKal0 HEOMUJIIOBaHi CIIOJTYKH; OJIil COi HEOMUJIIOBaHi CIIOyKH;

1 Kamcyna MiCTUTB CyMIllli OJTiif aBOKafo Ta col HeoMumoBaHux crmonyk 300 Mr, 1o BifmoBigae o7l
aBOKaJo HeoMuIoBaHuUX cronyk 100 Mr, onii col HeoMunioBaHUX cronyk 200 mr;

0onoMidCcHI peuosuHU: KPEMHIIO OioKcup Kojoiguui 6e3Bomuuii, OyTunrigpokcuronyon (E 321),
moicop6at 80;

000JI0HKa KallCy/Iu: XKeJlaTuH, TuTany giokcup (E 171).

JIlikapcbka ¢opma. Kancynmu.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: HaIiBIIPO30pi 3amnasiHi Kancynu 3 6is0i0 KPUIIEYKOoio 3
MapKyBaHHSIM «P» sKio 6ine Tifo kamncynu 3 MapkyBaHHSAIM «300» a6o 6inoio KPUIIEeYKoio 3
MapKyBaHHAM «300» sKImo Gine Tijo Kalcynau 3 MapKyBaHHAM «P», gKi MiCTATh TacTy KOPUYHEBOTO
KOJILODY.

(I)apMaKOTepalIeBTI/I'-IHa rpyiua.

[HmIi HecTepoIgHi MpoTU3anaibHi Ta IPOTUPEBMaTHUYHi 3acobu. ABoKazo i col oJil, HeoMunioBaHi. Kox
ATX MO1A X26.

dapmakono02iuHi e1acmusocmi.

MexaHni3Mm [il aBoKafo i coi oiit HeOMUIIOBAaHUX CIIOJYK OyB OIliHEHUH Mif Yac OOCHifXKeHs in vitro Ta
in vivo y Tpymi malieHTiB 3 0CTE0APTPUTOM, B TKUX OyJI0 TPOIEMOHCTPOBAHO TaKi OCHOBHI
(hapMaKoIOTiYHi BIaCTUBOCTI:

- aBOKa[IO i col 0J1ii HeOMUITIOBaHi CIOIYKY IIOCUIOI0Th CUHTE3 KOJIareHy CyTrI060BUMU
XOHIOPOLMTaMH Ta 3MeHIIyI0Th cuHTe3 IL-1 (iHTeprelkiHiB 1) XOHAPOLKUTaMU;

- migBUIIYIOTE eKkcipecito PAI-1 (iHriGiTopy akTHBaTopa Ijla3MiHoreHa, ¢pakilii, sika iHri0ye
I71a3MiHOTE€HOBUYM aKTUBATOP, L0 CIPUYMHSE IOUIKOAKEHHS cyrio0a Py 0CTE0apPTPUTI);



- MigBUIIYIOTh €KCIpeciio TpaHchopMyodoro dhakTopa pocty P (TGF B) B XoOHApOLKTAaX, 110
ni3Hine 6yB BU3HAHUY SK TAKUH, 1110 BUSBJISE aHAOOIiUHI BIACTUBOCTI 1[0J0 XPSAIIOBOI TKAaHUHHU.

Yci BulleHaBeqeHi BIaCTUBOCTI aBOKAMO i COl 0/1ifi HEOMMIIOBAHUX CIIOJNYK [Al0Th MOXKJIUBICTh
BBaXKaTH, o npenapart ITiacknenur® 300 cTuMynoe Tparchopmyounii Gakrop pocty B (TGF ), mo
IPU3BONUTH [0 BiTHOBIEHHS 30BHIIIHbOK/TITUHHUX MaTPUKCHUX KOMIIOHEHTIB ¥ CyTJI000Bil XPSALIIOBiH
TKaHUHI.

®apmakoduHamika.

IMiacknepur® 300 HaIeXUTh 40 HOBOTO KJIACy JIiKapChKUX 3ac00iB « SYSADOA» (CHMOTOMAaTH4Hi
TIOBiJIBHO Ait04i 3aco0u [JIsl JIiKyBaHHS OCTE0apPTPUTIB), OCHOBHOIO BJIACTUBICTIO SKUX € 1X
BiICTpOUYEHa [if.

dapmaKoKuHemuxkda.

ITiacknenuu® — 1ie NMiKapChKUH 3acib, SKKH € CYyKYIHICTIO BEJIMKOI KiIbKOCTI PEYOBHH, OfepKaHuX i3
coi Ta aBoKamo. Po3poOka Ta Bajifallis aHaliTUYHUX METOMIB IJIs1 TAKUX JTIIKAapChKUX 3ac00iB € myxKe
cknagHuMU. Taki papMaKoKiHeTHYHi faHi He MAaTUMYTh IOATKOBOTO 3HaYEHHS ab0 He 3MiHATh
CIIiBBIIHOLIEHHS KOPUCTH/PU3UK [JIA MALIE€HTIB, AKi 3aCTOCOBYIOTh [Tiacknemuu® 300, TOMY
OOKITiHIYHI (hapMaKOKiHETHUHI OOCTIAXKEHHS He IPOBOIUIMCS.

KriniyHi xapaKTepHCTHKH.
IToka3zanHus.

IMiacknenur® 300 3aCTOCOBYEThCS Y PEBMATOJIONI] AJIs JIIKyBaHHS JOPOCIMX: CAMITOMATHYHE
TiKyBaHHS OCTE0APTPUTY KOMIHHUX CYTII00iB.

IIpomunoka3saHnus.

Anepris Ha Oymb-sKY 3 mitouux abo JOIOMIXKHUX PEYOBHH MperapaTy, 3a3HaueHux y po3mini «CKkmaam».

B3aemodisn 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

HeobxigHo momepenuTy nikapst abo ¢hapMalieBTa Ipo OMHOYACHUHN IPUHOM iHIIKUX JTIKAPChKUX
3aco0iB.

[Tiacknemuua® 300 MoXe BIIMBATH Ha QHTUKOATYJISIHTU a0 MifAmaBaTUCS iX BIIUBY.

Oco06.1ueocmi 3acmocyeaHHsi.

CI1ifi IPOKOHCY/ILTYBATHCS 3 JTiKapeM Iepef 3aCTOCyBaHHAM npenaparty Iliacknenur® 300.



[Miacknenur® 300 HaIEKUTH OO HOBOTO KJIacCy Jlikapchkux 3aco0iB «SYSADOA» (cuMITOMaTHYHi
TIOBiJIBHO Aif04i 3ac00u A1 JIiKyBaHHS OCTE0apPTPUTIB), OCHOBHOIO BIACTUBICTIO IKUX € IX
BimcTpoueHa misi. ToMy edeKT Bif 3aCTOCyBaHHS IIperapaTy Moxe CIIOCTepiraTucs 4epes geKinbKa
TUXKHIB Ta 3a3BU4ail IPOMOBXKYETHCS MiCII IPUNMHEHHS JIiIKyBaHHS. 3 Li€l IPUYUHY Ha T0YaTKy
nikysaHHA npenapatoM Iliacknegus® 300 MoXHa peKOMeHyBaTH IPU3HAUYeHHs HECTEPOIIHUX
IPOTHU3anaNbHUX 3aC00iB Ta/uM aHANTETHUKIB, MO3Y SKUX CJIif TOCTYIIOBO 3HMKYBATH BiIIOBIOHO 10
3pocTaHHA edexTuBHOCTI ITiacknenuny® 300.

Heo06xigHo moBimoMuTH IiKaps y pasi noripiieHHs abo BifCyTHOCTI MOKpPAIeHHs IPOTSIroM 2—3
MiCSIIIiB.

Y mesikuX Mali€HTiB i Yac IpUUOMY HiaCKJ'IeI[I/IHy® 300 BigMiganucs CUMITOMH, SIKi CBiT4aTh IPO
nopylIeHHs 3 60Ky nedyidku. I[lepeq 3acTocyBaHHsAM npenaparty ITiacknenur® 300 HeoGXigHO
TIOBiMOMUTH JTiKaps, SKIIO Y NalieHTa HasiBHi abo Oynu B aHaMHe3i Taki po3/iafu MeviHKy, K
ypaXKeHHs MevyiHKu abo KaMeHi B 2KOBUHOMY Mixypi. Heo6xigHO perynsipHO mepeBipsATH TabopaTopHi
MOKa3HUKY QYHKIIi] IeYiHKY IIepef I0YaTKOM Ta IIifi 9ac JTiKyBaHHS IIperapaToM [Tiacknemuu® 300.
Y pa3i BUHUKHEHHSI CUMIITOMIB IIOPYIIeHb 3 00Ky MeYiHKY, TaKUX IK HyHOOoTa (ToraHe CaMOIIOYYTTS),
6moBaHHS, Oislb ¥ JKMBOTi, BTOMa, BTpaTa alleTUTY, II0KOBTIHHS IIKipU Ta o4uel abo TeMHa cedya
HeoOXiIHO HeraHO MPUIMHUTHU JIIKyBaHHS Ta 3BEPHYTHUCS [0 JIiKaps.

Y mesikuX Malli€eHTiB Iif Yac NIPUUoMy HiaCKJ'IeJJ;I/IHy® 300 BimMiganacs anepriyHi peakiiil, Taki K
KPOIWB'IHKa, CBepOixk Ta/abo mKipHi Bucunu. Ilepen 3acTocyBaHHSM mpenaparty Iliackmegus® 300
HeoOXiTHO TIOBiMOMUTH JIiKaps, SIKINO Y MallieHTa B aHaMHe3i € anepriuHi peakuii mkipu abo ciau3oBoi
000JI0HKH, 0COOTMBO BUKIUKAHI TiKapChbKUMU 3acofamu, abo cepio3Hi aTomiyHi po3namu. Y pasi
BUHUKHEHHS CUMIITOMIB ajiepriyHol peakilil HeoOXifHO HeraHo MPUIUHUTH TiKyBaHHS Ta
3BEpPHYTUCS OO IiKaps.

[Tig yac mocmigKeHb 3aCTOCYBaHHS JTiKapChKOTo 3aco0y [Tiacknemua® 300 y OesIKUX Malli€HTiB
BigMivaBCS MigBUINEHWY apTepiaTbHUM TUCK 3 KOMOIHOBAHUMY CUMIITOMaMU, TAaKUMU SK IIOPYIIEHHS
ciyxy abo rosnoBHi 6omi. [Tepen 3acTocysaHHAM npenaparty ITiacknegus® 300 HeoOXifHO MOBIHOMUTH
JIiKaps, SKIIO y NallieHTa B aHaMHe3i € MiIBUIeHUH apTepiaJbHUuY TUCK, Ta PEryJIsapHO IepeBipsaTu
apTepianbHKE THCK IIif Yac 3aCTOCyBaHHS mpemnapaty Iliacknenur® 300.

ITif yac gocrigKeHb 3aCTOCYBaHHA JliKapchkoro 3acoly Iliacknenua® 300 moBigoMIANOCS IPO OOUH
OKpeMUH BUIIQIOK CYTTEBOTO 3HUKEHHS KilTbKOCTi TPOMOOUMTIB. Y pa3i BUHMKHEHHS CHMIITOMIB
PO3IafiiB Koarymnsilil, TaKux K 4epBoHi abo ¢hioieToBi MIsIMU Ha IIKipi, CIIOHTaHHI CHHSIKYU abo
€KXiM03H, a TaK0K KPOBOTOUMBICTh CIIM30BOi 060I0HKY, HEOOXiIHO 3BEPHYTUCS [I0 JTiKaps 3 MEeTOI0
KOHTPOJIIO KilIbKOCTi TPOMOOLIWTIB i IpuIMHEeHHs 3acTocyBaHHs [liacknegus”® 300 mpu HeoOXigHOCTI.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

HocnimKeHHS 040 3aCTOCYBaHHS IIpenapaTy 3a y4acTio BariTHUX HE TPOBOAUINCH, TOMY
3aCTOCOBYBaTHU IIperapar IIif Yac BariTHOCTI He PEKOMEHOYEThCS.

BigcyTH#s iH(pOpManis mogo 3aCToOCyBaHHSA Ipenapary Iif 94ac roOOyBaHHS IPYAAI0, TOMY CIIif
yTPUMAaTUCh Biff 3aCTOCYBaHHS IIpernapaTy B LieH Iepiof.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu



MexaHiamamu.

IMiacknenus® 300 He BIMBac Ha 3[aTHICTL KePyBaTH aBTOTPAHCIIOPTOM 4HM IIPAIOBATH 3 iHIIMMH
MexaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.
3aCTOCOBYIOTH IOPOCIIMM BHYTPIIITHBO.

[TpuiimaioTs 1 Kancymny 1 pa3 Ha mo6y mif dac inu, 3anuBai0dy OOHIE CKISHKOIO Bogu. Karcymny He
CJIil pO3XKOBYBaTH.

Ao 6yno MpomyIeHo IPUoM IpernapaTy, HAaCTYIIHOTO OHS MOTPiOHO MPUUHSTH 3BUYANHY [000BY
103y, He CJIif K03y [TOABOBATU. TPUBaIiCTh KYpCY JIiKyBaHHS [TiacknemuaoM® 300 BU3HAYAETHCS
BIZITIOBIMHO 10 peKOMeHOalliy JiKaps.

Iimu. Tiacknemur® 300 3aCTOCOBY€EThCA NHILIE JOPOCIUM. He 3aCTOCOBYBaTH Liel mpenaparT QiTaM
(Bikom mo 18 pokiB).

Ilepedo3yeanns. 3actocyBanus fgo3u Iliacknemury” 300, BUIOI, HiX IpU3HaYeHa, MOXE
HiOBUIIUTY PU3UK FaCTPOEHTEPOJIOTiYHUX Po3/afiB abo po3afiB 3 60Ky mediHKH. Y pasi mpuiomy
no3u ITiacknenuny® 300, BUINOI, HiK NpU3HaYeHa, HEOOXi[HO HeraiHo IPOKOHCYILTYBATHCS 3
nikapeM abo hapMaIrieBTOM.

ITo6iuni peakuii.
Kpurtepii omiHKM 4acTOTH PO3BUTKY MOOIYHUX peakiiit: gyxe vacTo (=1/10); wacto (=1/100, <1/10);
HedacTo (=1/1000, <1/100); pigko (=1/10 000, <1/1000); myxe pigko (<1/10 000), HeBigomo (He

MO2KHa BU3HAYUTHU 3 HAABHUX JI&HI/IX).

Haituacrimumy mo6iYHUMY peakIliiMu Ha 3aCTOCYBaHHS HiaCKJ'IeJII/IHy® 300 € miapes, 6inb y XKUBOTI,
nUCKOMGOPT Y BEPXHbOMY Biffi/i KHUBOTa Ta HYHOTA.

Takox BigMiuanucs HHUXK4Ye3a3HadeHi eQeKTu:

YacTto (Moxe BuHUKATHU y 1 mopunm i3 10):

- miapes.

HeuacTto (Moxe BuHuKaTtu y 1 mogunu 3i 100):

- asiepriyHi peakirii, Taki ik cBep0OixkK, BUCUIIAHHS, TOYEPBOHIHHS, KPOIUB THKA Ta €K3eMa;
- TOJIOBHHUH 0OiJib;

- nucKoM(dOpPT Yy BepXHbOMY Bififini KUBOTA, Medis, Hy[0Ta, HEIPUEMHHUI NTpUCMaK y poTi, 6inb y



KUBOTI, 3MiHa KOIbOPY KaJIOBUX MAC;

- TeMHa Ceva;

- cnabxKicTh, BTOMA.

Pigko (Moxe Bunukatu y 1 mogunu i3 1000):

- racTPOEHTEPOJIOTiUHI po3/Iady TaKi K 3anajieHHsT KUIIeYHUKY, OJII0BAHHS, CYXiCTb CIM30BOI
000JIOHKM POTa, BifpUKKa;

- ceyokaM'siHa XBOpo0a;

- 3HUKEHHS KiJIbKOCTi TPOMOOIIUTIB;

MigBUIIIEHHS KPOB'STHOTO TUCKY.

Kpim TOT0, MOKYTh CIIOCTEPITaTUCS i3 HEBIIOMOIO YaCTOTOIO TaKi BaXKKi MOPYIIeHHS 3 00Ky IEeUiHKH,
SIK ypaXeHHs medyinku ab6o 06CTPYKILS XKOBYHUX IIJIAXIB, @ TAKOXK MiABUILEHHS PiBHS (HEepMEHTIB
IeYiHKY y KPOBi (TakKMX SIK TpaHCaMiHa3a, JyxkHa (ocdaTasa, 6inipydin Ta raMma-
TII0TaMiNITPaHCIeNTHIa3a).

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.

30epiratu npu TeMiepartypi He Buile 25 °C. 30epiratu y HegOCTYIHOMY IJIS OiTel Mici.

YnaxoBka.

[To 15 kamcyn y [1BX/amtominieBoMy 6iticTepi; mo 1 a6o 2 6icTepu B KOpoOili 3 KapTOHY.

Kareropis Bignmycky. bes penenra.

Bupoonuk/3asaBHHK. Jlaboparyap Excnanchenc, Opaniis

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca Micls mMpoBaIXKeHHs HOT0
OisTILHOCTi/MicIIe3HaX0MKeHHS 3asiBHHUKA.

Pio e 4 ®inc, Enepnon, 28230, ®pannist / 1 ITnetic mec Cecon 92048 [Tapux na [Tedenc Cenekc,
®paHIis.



