IHCTPYKIIA
JJIS1 MEAUYHOT0 32CTOCYBAHHSA JiKapPCbhbKOIo 3aco0y

MIACKJIEJJUH® 300
(PIASCLEDINEP 300)

Ckaan:

Oitoui peyosunu: ONii aBOKa 10 HEOMHJIIOBAHI CIIOJIYKH; OJii COT HEOMUIIIOBAHI CIIONYKH;

1 xamcya MiCTUTh CYMIIIlli OJTiF aBOKAJ0 Ta COT HEOMIUTIOBaHUX criosiyk 300 Mr, 110 BIIOBITAE
oJ1i1 aBOKaj0 HeOMMITIOBaHUX cronyk 100 mr, ounii coi HeoMumoBanux crnonyk 200 mr;
O0ONOMIJNCHI peuosuHU. KPEMHIIO TIOKCH]T KOJIOimHMM 0e3BoaHMM, OyTruriapokcutonyon (E 321),
nonicop6at 80;

000JI0HKA KaICymu: xenatuH, Tutany maiokcua (E 171).

Jlikapcbka ¢popma. Kancynum.

OcHogHi @izuxo-ximiuni eracmusocmi: HaIIBIPO30pi 3amasHi Kancyau 3 OUTOK KPHUIIEUKOIO 3
MapKyBaHHSIM «P» sikmio 6ine Tijmo kamncynu 3 mapkyBaHHsAM «300» abo 011010 KpUIIEYKOIO 3
MapkyBaHHSIM «300» sKkmo Oule TIAO Kamncydud 3 MapKyBaHHSAM «P», sKi MICTATH macty
KOPUYHEBOTO KOJIBOPY.

dapmakoTepaneBTHYHA Ipyna.
[H111 HECTEPOiAHI MPOTH3aMANbHI Ta TPOTHPEBMATUYHI 3aC00M. ABOKAJIO 1 CO1 0111, HEOMUITIOBAHI.
Kon ATX MO1A X26.

Dapmakono2ivni eracmugocmi.

Mexani3m fii aBOKaJ10 1 coi 01l HEOMMITIOBAaHUX CITOJTYK OyB OLIIHEHHH ITiJT 9ac AOCIIHKEHbD in
Vitro Ta in vivo y TpyIi Hali€HTiB 3 OCTE0apTPUTOM, B AKHX OYJI0 MPOAEMOHCTPOBAHO TaKi OCHOBHI
(dbapMaKkoJIOTiuH1 BIACTUBOCTI:

- aBOKaJo 1 coi oJii HEOMMIIIOBAaHI CIIOJYKH MOCHIIOIOTH CHHTE3 KOJIareHy Cyrio0OBHMHU
XOHJIPOITUTAMU Ta 3MEHINYIOTh cuHTe3 IL-1 (iHTepaeiikiHiB 1) XOHApOIUTaAMU;

- migBuinyioTh ekcnpecito PAI-1 (iHribitopy akTuBaropa mia3MmiHOreHa, (pakiii, sika
1HT10y€e TUTa3MIHOTEHOBUH AaKTHUBATOP, IO CIPUYHHSE TONIKOHKEHHS Cyryioda Mpu
OCTEOAPTPHTI);

- TIIBHILYIOTH eKcmpecito Tparnchopmyrouoro dakropa pocty B (TGF B) B xorapormTax,
o mi3Hime OyB BU3HAHUU SK TaKWi, MO0 BUABIsAE aHAOONIYHI BIACTUBOCTI IOIO
XPAIIOBOT TKAHUHU.

Yci BUIlIeHaBEIeH] BIACTUBOCTI aBOKAJIO 1 COI OJIiii HEOMITIOBAHUX CIIONYK JAf0Th MOXKIIUBICTh
BBaXkaTH, 0 npenapar [liackneaqua® 300 crumymoe Tpanchopmyrounii ¢pakrop pocry B (TGF B),
110 IPU3BOJMTH 0 BITHOBJICHHS 30BHIIIHHOKIITUHHUX MAaTPUKCHUX KOMITOHEHTIB y CyTJ000Bii
XPSIIIOBIM TKAHUHI.

Dapmaroouramika.

[Miacknequa® 300 HameXuTh 10 HOBOTO Kiacy JHKapchkux 3aco0iB  «SYSADOA»
(cuMITOMATHYHI TOBLIBHO J1F041 3aCO0H 1S JTIKYBaHHS OCTEOAPTPHTIB), OCHOBHOIO BJIACTUBICTIO
SKHX € iX BIICTpOUeHa [isl.

DapmaxoxkuHemuxa.

iacknenun® — ne ikapchkuii 3aci6, AKuii € CyKYIHICTIO BETUKOT KiTbKOCTI PEYOBUH, OJIePKAHUX
13 coi Ta aBokano. Po3poOka Ta Bamijallis aHaIITHYHAX METO/IB ISl TAKUX JIIKAPCHKHUX 3aCO0IB €
nyxe ckiaagHuMH. Taki ¢apMakoKiHETHYHI JaHi HE MaTUMYTh JOJAaTKOBOTO 3HA4YeHHS abo He
3MIHSTH CHIBBIIHOIIEHHS KOPHUCTH/PU3UK sl TAIIEHTIB, K1 3aCTOCOBYIOTH [Miackaeauu® 300,
TOMY JTOKJIiHIYHI (papMaKOKIHETUYHI JOCHI/PKEHHS HE TIPOBOIMIIUCE.



KuiniuHi XapakTepucTHKH.

Iloxa3zanns.

Miacknenua® 300 3aCTOCOBYEThCS y PEBMATOJIOTIT I TiKYBaHHS IOPOCIMX: CHMITOMATHYHE
JKYBaHHS OCTEOAPTPUTY KOJIHHUX CYTJIO01B.

Ilpomunoxazanna.
Anepris Ha OyAb-AKy 3 Jil0YMX a00 JOMOMDKHUX PEUYOBHH Iperapary, 3a3HaYeHHUX y PO3Jiii
«Cxnany.

B3aemooia 3 inwumu nikapcoKumu 3acovamu ma inuwii 6UOU 83a€Mo0iil.

Heo06xigHo nonepenutu jiikaps ado gapmarieBTa npo 0JHOYACHUNA MPUHOM 1HIIHX JIKaPChKUX
3ac001B.

Miacknenuu® 300 MoXke BIUTMBATH HA AHTHKOATyJITHTU a00 MiA1aBaTUCS 1X BILTUBY.

Ocobueocmi 3acmocysanns.

C1iji IPOKOHCYIBETYBATHCA 3 JIIKApeM Mepea 3acTocyBaHHaM npenapary Iliacknexun® 300.
[Miacknequa® 300 HaxexuTh 10 HOBOTO Kiacy JKapchkux 3aco0iB  «SYSADOA»
(cuMITOMATHYHI TOBLIBHO 11041 3aCO0M 1S JTIKYyBaHHS OCTEOAPTPHUTIB), OCHOBHOIO BJIACTUBICTIO
SKHX € iX BicTpodeHa 1isi. Tomy edekT Bi 3acTocyBaHHs MpenapaTy MOXKe CIocTepiraTics uepes
JIEKUIbKA THXKHIB Ta 3a3BHYal MPOJAOBKYETHCS MMICIs TPUMTMHEHHS JIIKYBaHHS. 3 Ii€] IPUYUHA HA
noyarky JikyBaHHs mnpenapatoM Iliackinenqun® 300 MoOXKHA PEKOMEHIYBATH NPU3HAYEHHS
HECTEPOIMHUX TPOTU3AMAIBHUX 3acO0IB Ta/dW aHAITETUKIB, 03y SKUX CJiJ TOCTYIIOBO
3HMKYBATH BiIIOBIHO 110 3pocTanus edekruBHoCT [Tiacknequay® 300.

Heo0xi1HO TTOBIIOMUTH JIiKaps y pasi MOTipIieHHs ad0 BiJICYTHOCTI MOKPAIEHHS MPOTATOM 2—3
MICSLIIB.

V neskux nauiedris mig yac npuiiomy ITiackneauuy® 300 BigMivanucs CUMITOMM, SKi CBig4aTh
po nopyuIeHHs 3 60Ky neuinku. [lepen 3acrocysannsaM npenapary Iliackinenua® 300 HeoOXigHO
MOBIJIOMUTH JTKaps, SIKIIO y TaIlieHTa HasiBHI a00 Oynu B aHaMHe3i Taki po3Nagu MEYiHKH, SK
YpOKEHHsI TEYiHKM ab0 KaMeHI B JKOBYHOMY Mixypi. HeoOXimHO peryssipHO TepeBipsSTH
7a0opaTOpHI MOKa3HUKU (YHKLIT MEUiHKM Mepe]] MOYaTKOM Ta Mij Yac JIKyBaHHS IpernapaToM
Miacknenun® 300. V pa3i BUHMKHEHHS CUMITOMIB MOPYIIEHb 3 OOKY MEUYiHKH, TAKUX SK HYJ0Ta
(moraHe caMomnoyyTTs), OJ10BaHHs, O1Ib Y )KUBOTI, BTOMA, BTpaTa aleTUTy, MO>KOBTIHHA MIKIpH Ta
odeif abo TeMHa ceda HeOOX1THO HEeraitHO MPUITMHUTH JIIKYBaHHS Ta 3BEPHYTHCS JI0 JIiKapsl.

V nesxux mauiedris mix gac npuiiomy Iliackiaenuny® 300 BigMivanacs anepriuni peaxuii, Taki sSx
KPOIHB siHKa, cBepOixk Ta/abo mkipHi Bucunu. Ilepen 3acTocysannsaM npenapary Iliackmeaun®
300 HeoOXiJHO MOBIIOMHUTH JIIKaps, SIKIIO Yy MallieHTa B aHaMHe31 € allepriuHi peakuii mkipu abo
CIM30BO1 00OJIOHKH, OCOOJMBO BHUKJIMKaHI JIIKApCBKUMHU 3acob0amu, ab0 Cepio3Hi1 aToIiuHi
po3naau. Y pasi BUHUKHEHHS CHUMIITOMIB aJepridHOi peakiiii HeoOXiHO HeraitHO NMPUIHMHUTH
JIKyBaHHS Ta 3BEPHYTHCS JI0 JIIKapsl.

[Tig wac mocmimkeHb 3aCTOCYBAaHHSI JIIKAPCHKOTO 3ac00y Miackneaua® 300 y JNeSKUX MaIi€HTiB
BiJIMIYaBCsl MIJBUIICHUA apTepiaiIbHUi THUCK 3 KOMOIHOBAaHMMH CHUMITOMAaMH, TaKUMHU SIK
nopylieHHs ciyxy abo ronosHi Gomi. Ilepen 3actocyBammsm mpenapaty Iliackmenua® 300
HEOOXI1THO TTOBITOMHUTH JIIKaps, SKIIO y MaIli€HTa B aHaMHE31 € T1IBUIICHUA apTepiaJbHUN THUCK,
Ta peryJspHO MepeBipATH apTepiadbHUil THCK IiJ Yac 3acTocyBaHHs mpenapaty Iliackmemun®
300.

[Tig gac gociimKeHb 3aCTOCYBaHHS JTIKAPCHKOTO 3ac00y [Miacknenua® 300 moBimoMIsITOCS po
OJIMH OKPEMHH BHUMAJOK CYTTEBOTO 3HWKEHHS KUIBKOCTI TPOMOOIMTIB. Y pa3i BUHUKHEHHS
CHUMIITOMIB pO3JIafliB KOAryJlii, TAKUX sIK 4epBOHI a00 (hioseToBl IUISIMU Ha LIKipi, CHOHTAaHHI
CHHAKHU a00 €KXIMO3H, a TAKOXK KPOBOTOUUBICTh CIM30BOi 000JIOHKH, HEOOX1THO 3BEPHYTHUCS 10



MiKaps 3 METOI KOHTPONIO KilIBKOCTi TPOMOOIMTIB i MpUIMHEHHS 3acTocyBaHHs Iliackneann®
300 mpu HEOOX1THOCTI.

3acmocysanus y nepiod sacimuocmi abo 200y8amHus 2pyoor.

JlocmipKeHHsT TIOI0 3aCTOCYBaHHS TpemnapaTy 3a ydacTIO BariTHHX HE MPOBOIWIIHCH, TOMY
3aCTOCOBYBATH Ipemapar IiJ] Yac BariTHOCTI HE PEKOMEHY€ThCSI.

BincytHsa iHboOpMartis moao 3acTOCyBaHHS IMpernapaTy Iij 4ac TOIyBaHHS TPYIJII0, TOMY CIiJ
YTPUMATHUCH BiJl 3aCTOCYBaHHS MpeENapaTy B IeH Mepioz.

30amuicms enaugamu Ha WEUOKICMb peakyii npu Kepy8aHHi A8MOMpPAaAHCNOPMoM abo iHuUMU
MexXamnizmamu.
Miacxnenuu® 300 He BIMBAE HA 3aTHICTh KEPYBaTH AaBTOTPAHCIIOPTOM UH MPAIOBATH 3 iHIIMMH
MeXaHi3MaMH.

Cnocio 3acmocysannsa ma 003u.

3aCTOCOBYIOTH JOPOCIUM BHYTPILIHBO.

[Tpuiimarots 1 kancymny 1 pa3 Ha 10Oy mij yac inu, 3anMBaOYM OJHIEIO CKISTHKOI Boau. Kamcymy
HE CJiJ1 PO3KOBYBATH.

Skmo Oyno mpomyieHo MpuioM Tpemnapary, HaCTYIMHOTO JHS MOTPIOHO MPUUHSITH 3BUYANHY
1000BY 1103y, HE CIIij 103y TOABOIOBATH. TpHBAIicTh Kypcy JikyBauHs Iliackneauuom® 300
BU3HAYAETHCS BIJIMOBITHO 10 PEKOMEHAAITIH JTiKapsI.

Jimu. Tiacknequa® 300 3acTOCOBYeThCs auIIe AopociuM. He 3acTocoByBaTH Iieif mpemapaT
TiTsaM (BikoM 110 18 pokiB).

Hepedosysanna. 3actocyBanHs 1031 Iliacknemuny® 300, BMIIOI, Hi’K TpU3HAYEHA, MOXKE
HiBUIIUTH PU3UK TacTPOEHTEPOJIOTIYHMX po3nadiB abo po3maniB 3 OOKy mediHKu. Y pasi
npuioMy 103U HiaCKnezmHy® 300, Bumoi, HDXK MNpU3HAYeHa, HEOOXIAHO HETalHO
IPOKOHCYJIBTYBATHUCH 3 JlikapeM abo (papmareBToMm.

Il06iuni peaxuii.
Kpurepii oIiHKM 9acTOTH PO3BHTKY MOOIYHUX peakilii: myxe dacto (>1/10); gacto (>1/100,
<1/10); mewacro (=1/1000, <1/100); piagko (=1/10 000, <1/1000); myxe pigko (<1/10 000),
HEB1JIOMO (HE MOXHA BU3HAYMTH 3 HASIBHUX JaHUX).
HaityacTimumu mo6iuHMME peaxiisMu Ha 3actocyBaHus Iliacknenuny® 300 e miapes, Gitb y
JKUBOTI, TUCKOM(DOPT Yy BEpXHHOMY BIJILII )KUBOTA Ta HYI0TA.
Takox BimMivaiucs HIKU€3a3HaueH1 e(heKTU:
Yacto (moxe BuHuKatu y 1 moaunu i3 10):
- miapes.
HeuacTo (Moxe BunukaT y 1 moauam 31 100):
- aJeprivyHi peaxiiii, Taki sk cBepOiX, BUCHIIAHHS, [IOYEPBOHIHHS, KPOIIUB THKA Ta €K3E€Ma;
- TOJIOBHHUH Oi/b;
- guckoM(dopT y BEpXHbOMY BiAJILTI )KUBOTA, Tevis, HyJ0Ta, HEIPUEMHHUNA TPUCMAK y POTI,
O11b Y )KUBOTI, 3MiHA KOJIbOPY KAJIOBUX Mac;
- TEeMHa ceva;
- caa0KiCTh, BTOMA.
Pinko (moxe Bunukatu y 1 mogunu i3 1000):
- TaCTPOEHTEPOJIOTIUHI PO3JIagy TaKi SK 3amajeHHS KHUIICYHHKY, OJIFOBAaHHSA, CYXICTh
CJIN30BO1 0OOJIOHKH pOTa, BIIPHIKKA;
- cedyokaM’siHa XBOpoOa;
- 3HWXKEHHSI KUTBKOCTI TPOMOOIIUTIB;



- TiJBHIIEHHS KPOB’SIHOTO THCKY.
Kpim TOro, MOXXyTh crocTepiratucsi i3 HEBiJIOMOIO YacTOTOIO TaKi BaXKKi MOPYILICHHS 3 OOKY
MEYIHKH, SK YpaKCHHS MEUiHKH a00 OOCTPYKIIis )KOBUYHUX NUIIXIB, & TAKOXK IMIJIBUIICHHS PiBHSA
(epMeHTIB MeUiHKM y KpOBi (TakuX SK TpaHcaMiHa3a, JyxkHa QocdaTasza, OunipyOiH Ta ramMmma-
TTFOTaMIITPaHCTIENTHAA3a).

Tepmin npuoamnocmi. 3 poku.

YMoBH 30epiranus.
30epiratu pu Temmeparypi He Bute 25 °C. 30epiraTi y HEIOCTYITHOMY IS TSN MicCIIi.

YnakoBka.
ITo 15 xancyn y [IBX/amtominieBomy Oictepi; o 1 abo 2 Gictepu B KOpoOIli 3 KapTOHY.

Kareropis Binmycky. be3 penenra.

Bupoouuk/3asaBauk. Jlabopartyap Excrianceenc, @paniris

Micue3HaxosKeHH S BHPOOHMKA Ta aapeca Micus NMPOBA/KEHHS ioro
TiIIBHOCTI/MicIIe3HAXOI:KEeHHS 3asiBHUKA.

Pro e 4 ®inc, Enepnon, 28230, ®panmis / 1 [Tneiic nec Cecon 92048 IMapmxk na edenc Cenekce,
Opaniis.



