IHCTPYKIIA
JJIS1 MEAUYHOT0 32CTOCYBAHHSA JiKapCbhbKOro 3aco0y

MIACKJIEJJUH® 300
(PIASCLEDINEP 300)

Ckaan:

Oitoui peyosunu: ONii aBOKa 10 HEOMHJIIOBaHI CIIOJIyKH; OJIii COT HEOMUIIIOBaHI CIIONYKH;

1 xamcyna MICTUTh CYMIIII OJTiF aBOKaJ0 Ta COT HEOMIUTIOBaHUX crosiyk 300 Mr, 110 BiNOBITAE
oJ1i1 aBOKa 0 HeOMMITIOBaHUX crosyk 100 mr, oii coi HeoMumoBanux cronyk 200 mr;
O0ONOMIJNCHI peuosuHU. KPEMHIIO TIOKCH]T KOJOiaHMM O0e3BoaHmM, OyTririapokcuTonyon (E 321),
nonicop6at 80;

000JI0HKA KaICynu: xenatuH, Tutany aiokcua (E 171).

Jlikapcbka ¢opma. Kancynu.

OcHogHi @izuxo-ximiuni eracmusocmi: HaIiBIPO30pi 3amMasiHi Kancyinu 3 OO0 KPUIICUKOIO 3
MapKyBaHHIM «P» skmio 6ine Timo kamncynau 3 mapkyBaHHsM «300» abo 611010 KpUIIEYKOIO 3
mapkyBaHHsIM «300» sKkmo Oine TMO Karcyiad 3 MapKyBaHHAM «P», sKi MICTATb macty
KOPUYHEBOTO KOJIBOPY.

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

Dapmakono2ivni eracmueocmi.

Mexani3m Jii aBOKaJ10 1 coi 0J1iii HEOMUITIOBAaHUX CITOJTYK OYB OIIHEHHH IMiJT 9ac AOCIIHKEHbD in
Vitro Ta in vivo y TpyIIi MaLli€HTIB 3 OCTEOAPTPUTOM, B IKHX OYyJI0 MPOAEMOHCTPOBAHO TaKi OCHOBHI
(dbapMaKkoJIOTiuH1 BIACTUBOCTI:

- aBOKaJoO 1 coi oJii HEOMMJIIOBAH! CHOJYKH MOCHJIIOIOTH CHHTE3 KOJIareHy CyrioO0OBUMHU
XOH/IPOITUTAMH Ta 3MEHINYIOTh cuHTe3 IL-1 (iHTepneiikiHiB 1) XOHApOIUTaAMU;

- migBumyioTh ekcrpecito PAI-1 (iHribitropy axTuBaropa Ija3MmiHOreHa, (paxiii, ska
1HT10y€e TUTa3MIHOTCHOBUHM AaKTHUBATOP, IO CIPUYHHSE TONIKOHKEHHS Cyryioda mpu
OCTEOAPTPHTI);

- MABHUIIYIOTH €KcIpecito Tpanchopmyrodoro ¢akropa pocty B (TGF B) B xonaporuTax,
o mi3Hime OyB BU3HAHUU SK TaKWM, M0 BUABIsAE aHAOONIYHI BIACTUBOCTI IIOAO
XPAIIOBOI TKAHUHU.

Yci BUIlIeHaBEIeH] BIACTUBOCTI aBOKAJIO 1 COI OJIiii HEOMITIOBAHHUX CIIONYK JAI0Th MOXKIUBICTh
BBaXkaTH, 0 npenapar [liackneaqua® 300 crumymoe Tpanchopmyrounii paxrop pocty B (TGF B),
1110 MPU3BOAUTH J10 BiTHOBJICHHS 30BHIIIHBOKIITHHHUX MAaTPUKCHUX KOMIIOHEHTIB Y CYri000Bii
XPSIIOBiM TKaHUHI.

Dapmaroouramika.

[Miacknequa® 300 HaxeXUTh 10 HOBOTO Kiacy JHKapchkux 3aco0iB  «SYSADOA»
(ciMOTOMATHYHI TMOBUIBHO  Mif04l 3aco0W JuIsl JIIKYBaHHS OCTEOApPTPUTIB), OCHOBHOIO
BJIACTUBICTIO SIKUX € iX BiJICTpOYEHA JIisl.

DapmaxoxkuHemuxa.

Miacknenun® — 1e TikapchKuii 3aci0, KUl € CyKyIHICTIO BEJIUKOI KiTbKOCTi PEYOBHH,
oJIepaHuX 13 coi Ta aBokaj0. Po3poOka Ta Bamigalis aHaTITHYHUX METOIB JUIsl TAKUX
JIKapChKUX 3ac001B € ayXe CKIagHuMU. Taki papMakoKiHETHYHI AaHI HE MATUMYTh
JIOTATKOBOTO 3HAYEHHS a00 HE 3MIHATH CITIBBITHOIICHHS KOPUCTh/PU3UK JIJIs TIAIIIEHTIB, SIK1
3actocoBytoTh Iliacknemun® 300, ToMy TOKITiHIYHI (hapMaKOKiHETHYHI TOCIiKEHHS He
MIPOBOTUITHCH.



Kuiniuni XapakTepucTUKH.

Iloxa3zanns.

Miacknenua® 300 3aCTOCOBYEThCS y PEBMATOJIOTIT Il TiKYBaHHsS JOPOCIMX: CHMITOMATHYHE
JKYBaHHS OCTEOAPTPUTY KOJTIHHUX CYTJIOO1B.

Ilpomunoxazanna.
Anepris Ha Oyab-sKy 3 Jil0YMX a00 IOMOMDKHHX PEYOBHH Ipemnapary, 3a3HaueHHUX Y PO3.iii
«Cxknany.

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

Heo06xinHo nonepenutu jikaps abo (papmarieBra npo 0HOYACHUN NPUHOM HIIUX JIKAPCHKUX
3ac001B.

Miackneauu® 300 MoKe BIUTMBATH HA AHTHKOATYJSIHTH a00 Mi1aBaTUCS 1X BILTUBY.

Ocobueocmi 3acmocysanus.

C1iji IPOKOHCYIBTYBATHCA 3 JIIKApEM Nepea 3acTocyBaHHaM npenapary Iliacknenua® 300.
[Miacknequa® 300 HaxexUTh 10 HOBOTO Kiacy JKapchkux 3aco0iB  «SYSADOA»
(cuMITOMATHYHI TOBLIBHO 11041 3aCO0M 1S JTIKYBaHHS OCTEOAPTPHTIB), OCHOBHOIO BJIACTUBICTIO
SKHX € iX BificTpodeHa 1isi. Tomy edekT Bia 3acTocyBaHHs IpenapaTy MOXKe CIIoCTepiraTics uepes
JIEKUTbKa TYDKHIB Ta 3a3BHYAM MPOIOBKYETHCS MICIIS MPUITMHEHHS JIIKYBaHHS. 3 i€ MPUYMHU HA
noYyaTKy JikyBaHHs mnpenapatoM Iliackienun® 300 MOKHA PEKOMEHIYBATH NPU3HAYEHHS
HECTEPOIMHUX TMPOTU3AMAIBHUX 3acO0IB Ta/dW aHAITETHKIB, MI03y SKHX CJIJ TOCTYIIOBO
3HMKYBATH BiANOBiIHO 110 3pocTanus epexrusHOoCcTi [Tiacknequay® 300.

Heo0xi1HO OBIIOMUTH JIiKaps Y pa3i MOTipIIeHHs a00 BiJICYTHOCTI MOKPAIIEHHS MPOTATOM 2—3
MICSLIIB.

V neskux mauiedtis mig yac npuiiomy ITiackneauuy® 300 BigMidanucs CUMIITOMM, SKi CBig4aTh
po nopymieHHs 3 60Ky neuinku. Ilepen 3acrocyBanusam npenapary Iliackneaua® 300 HeoOXigHO
MOBIJIOMUTH JTKaps, SIKIIO y TaIllieHTa HasBHI a00 OyiaM B aHaMHE31 Taki PoO3Nagy MEYiHKH, 5K
YPOKEHHsI TEYiHKM a00 KaMeHI B >KOBYHOMY Mixypi. HeoOXimHO peryaspHO mNepeBipsATH
7a0opaToOpHi MOKAa3HUKH (YHKII] MEUiHKA Mepe]] MOYaTKOM Ta Mij 4ac JIIKYBaHHs MpernapaToM
Miacknenun® 300. YV pa3i BUHMKHEHHsS CHUMITOMIB MOPYIIEHb 3 GOKY MEYiHKH, TAKHX AK HYI0Ta
(morane camMomnouytTs), OJ10BaHHs, O1Tb Y )KHBOTI, BTOMa, BTpaTa aleTUTy, MOKOBTIHHA MIKIpU Ta
odei abo TeMHa ceda HeOOX1THO HEeraiHO MPUITMHUTH JIIKYBaHHS Ta 3BEPHYTHUCS JI0 JIKapsl.

V nesxux manieHtis mix gac npuitomy Iliackinenuny® 300 BigMivanacs anepriuni peaxiii, Taki sk
KPOIHB siHKa, cBepOixk Ta/abo mkipHi Bucunu. Ilepen 3acTocysannsaM npenapary Iliackneaqun®
300 HeoOXiJHO MOBIIOMUTH JIIKaps, SIKIIO Y Malli€eHTa B aHaMHe31 € alepriuHi peakuii mkipu abo
CIM30BO1 00OJIOHKH, OCOOJMBO BHUKJIMKaHI JIIKApCBKUMHU 3acob0amu, ab0 Cepio3Hi1 aToIiuHi
po3naau. Y pasi BUHUKHEHHS CHUMIITOMIB aJepridHOi peakiiii HeoOXiHO HeraitHO NMPUIHMHUTH
JIKYBaHHS Ta 3BEPHYTHUCS JIO JIIKapsl.

[Tig wac mocmimkeHb 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y Miackneaua® 300 y JeSKHUX TMaIli€HTiB
BiJIMIYaBCsl MIJBUIICHUA apTepiaiIbHUi THUCK 3 KOMOIHOBAaHMMH CHUMITOMAaMH, TaKUMHU SIK
nopymeHHs cayxy abo ronmosHi Gomi. Ilepen 3actocyBamnsm mnpemnapary Iliackmenun® 300
HEOOX1THO TTOBIJOMHUTH JIIKaps, SKIIO y MaIli€eHTa B aHaMHE31 € IMiIBUIICHUHA apTepiaJbHUN THUCK,
Ta peryJspHO IepeBipATH apTepiadbHHUil THCK IiJ Yac 3acTocyBaHHs mpenapaty Iliackmemun®
300.

[Tix gac mocnmimkeHb 3aCTOCYBaHHS JIKapChKOTO 3ac00y MMiackaequa® 300 moBimOMITSIIOCS po
OJIMH OKPEMHH BHUMAJOK CYTTEBOTO 3HWKEHHS KUIBKOCTI TpOMOONHMTIB. Y pa3i BUHUKHEHHS
CHUMIITOMIB pO3JIaJiB KOAryJsiii, TAKUX SIK 4epBOHI a00 (pioseToBi IIsiMU Ha LIKIpi, CHOHTaHHI
CHUHAKHK a00 €KXIMO3H, a TaKOX KPOBOTOUMBICThH CIU30BOi OOOJIOHKH, HEOOXITHO 3BEPHYTHUCS 10
JiKaps 3 METOI0 KOHTPOIIO KiTbKOCTi TPOMOOLMTIB i mpuruHeHHs 3acTocyBanHs Iliacknenun®
300 mpu HEOOX1THOCTI.



3acmocysanus y nepiod sacimuocmi abo 200y8anus 2pyoor.

JlocmipKeHHsT MO0 3aCTOCYBaHHS TpenapaTy 3a y4JacTIO BariTHUX HE IMPOBOJAWIINCH, TOMY
3aCTOCOBYBATH MpeMapar Iij] 4ac BariTHOCTI HE PEKOMEHYEThCS.

BincytHs iHGOpMariis 1moa0 3acTOCYBaHHS MpemnapaTy Mmij 4ac TOAyBaHHS TPYII0, TOMY CIiJT
YTPUMATHUCH BiJl 3aCTOCYBaHHS MpeEnapary B el Mepio.

30amuicms enaugamu Ha WUOKICMb peakyii npu Kepy8aHHi A8MOMpPAHCNOPMOM aO0 IHUWUMU
MeXaHiZmMamu.
iacknenun® 300 He BIUIMBAE HA 30ATHICTh KEPYBATH aBTOTPAHCIIOPTOM UM MPALIOBATH 3 IHIITUMU
MeXaHi3MaMHu.

Cnocio 3acmocysannus ma 003u.

3acTOCOBYIOTH IOPOCIUM BHYTPIIIHBO.

[Tpuiimarots 1 kancymy 1 pa3 Ha 10Oy mija yac inu, 3aMBarOYM OJHIEI0 CKISTHKOI Boau. Kamcymy
HE CJiJ1 PO3KOBYBATH.

Skmo Oyno mpoImyIieHo MpUKoM Tpemnapary, HaCTYIMHOTO JHS MOTPiOHO MPUUHSATH 3BUYANWHY
1000BY 7103y, HE CIIiJ 03y MOIABOIOBATH. TpHUBaicCTh Kypcey JikyBauHs Iliackneauuom® 300
BHU3HAYAETHCS BIJIMOBITHO 10 PEKOMEHAAITIH JTIKapsI.

Jimu. Tiackaequa® 300 3acTOCOBYeThCs JuMIIe AopociuM. He 3acTocoByBaTH el mpemapat
TiTsaM (BikoM 110 18 pokiB).

Hepeoosyeanna. 3actocyBanns nos3u Iliacknenuuy® 300, BumOi, Hi’K IpH3HAUEHA, MOXKE
MIIBUIIUTA PU3HK TAaCTPOCHTEPOJIOTIYHUX PO3JIaNiB ad0 posnamaiB 3 OOKy MediHKd. Y pasi
npuiioMy 1031 HiaCKJ'IeI[I/IHy® 300, Bumoi, HDK NOpuU3HAYCHA, HEOOXITHO HETalHO
POKOHCYIBTYBATHUC 3 JikapeM abo (apmareBToMm.

Il06iuni peaxuii.
Kpurepii OIliHKM 9acTOTH PO3BHTKY MOOIYHUX peakilii: myxe vacto (>1/10); gacro (>1/100,
<1/10); mewacro (=1/1000, <1/100); piagko (=1/10 000, <1/1000); myxe pigko (<1/10 000),
HEB1JIOMO (HE MOXHA BU3HAYHUTH 3 HASBHUX JaHUX).
HaityacTimmmu no6iuHMME peakiisMu Ha 3actocyBanHs Iliacknenuny® 300 e miapes, 6imb y
JKUBOTI, TUCKOM(DOPT Yy BEpXHHOMY BT KUBOTA Ta HYJOTA.
Takox BimMivaiucs HIKYe3a3HaueHl e(heKTu:
Yacto (moxe BuHukatu y 1 moauau i3 10):
- Jiapes.
HeuacTo (Moxe BunukaTt y 1 moauau 31 100):
- aneprivHi peakuii, Taki sk cBepOi’k, BUCUIIAaHHS, TOYEPBOHIHHS, KPOIHMB’ IHKA Ta €K3EMa;
- TOJOBHMI OiJIb;
- auckoM$OpT y BEpXHHOMY BiJUIUII KHBOTA, M1€Yisl, HY/10Ta, HEMPUEMHUIN PUCMAK y POTI,
O11b y )KHBOTI, 3MiHA KOJIbOPY KAJIOBUX Mac;
- TEMHa ceya;
- ¢J1aOKiCTh, BTOMA.
Pinko (moxe BuHukatu y 1 mogunu i3 1000):
- TacTPOCHTEPOJIOTIYHI PO3JaaM Taki sK 3alaJeHHS KHUIICYHHUKY, OJIIOBaHHSA, CYXICTh
CJIN30BO1 0O0JIOHKH pOTa, BIIPHIKKA;
- CEUYOKaM siHa XBOPOO0a;
- 3HIDKEHHS KUJTbKOCTI TPOMOOIIMTIB;
- TIJBHIICHHS KPOB’STHOTO THCKY.
Kpim TOro, MOXXyTh crocrepiratucsi i3 HEBiIOMOIO YacTOTOIO TaKi BaXKKi MOPYIICHHS 3 OOKY
MEYIHKH, SK YPaKCHHS MEUiHKH a00 OOCTPYKIIis )KOBYHUX NUISXIB, & TAKOXK ITIIBUIICHHS PiBHA
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dbepMeHTIB TIEHIHKH Y KpOBi (TakuX sK TpaHcamiHaza, JiyxHa (ocdarasza, OuTipyOiH Ta ramMma-
TIIFOTAMUITPAHCTICTITHA3a).

Tepmin npuoamnocmi. 3 poxu.

YmoBHu 30epiranns.
36epiraTu pu Temneparypi e puiie 25 °C. 306epiratd y HeIOCTYITHOMY JUTsl TIT€H MicCIIi.

Ynakoska.
ITo 15 xancyn y [IBX/antominieBomy Oitictepi; o 1 abo 2 6mictepu B KOpoOili 3 KapTOHY.

Kareropis Binnmycky. bes penenra.

Bupoonuk/3asBHuK. Jlaboparyap Excrianceenc, ®@panuis

Micne3Haxoa:KeHHS BHPOOHNKA Ta aapeca Micus NPOBA/IKEHHS Horo
NiJILHOCTI/Mice3HAXOMKEHHS 3asABHUKA.

Pro ne Kyarpe ®@inc 28230 Enepuon, @panuis / 1 [Tneiic nec Cecon 92048 Ilapmx na [edenc
Cenexc, Opaniris.



