Ckian

Oitoui peyo8uHU: OJIil aBOKaJ0 HEOMUJIIOBaHi CIIOIyKH; OJIil COl HEOMUJIIOBaHI CIIOIYKY;

1 Kamcyna MiCTUTBH CyMillli OJIii aBOKa[o Ta col HeoMusioBaHux cnonyk 300 Mmr, 1110
BiTIOBima€ oiIil aBOKamo HeoMusioBaHux cnonayk 100 Mr, ol col HeOMUIIOBaHUX
crionyk 200 mr;

OONOMIJCHI peuo8UHU: KPEMHIiI0 OioKCUO KOJIOImHUYM 0e3BOOHUM, Oy TUNTIAPOKCUTOJIIYOII
(E 321), momicop6aT 80;

000/TOHKAa KaIlCynu: XKelaTuH, TuTtany miokcun (E 171).
JIikapcbKa ¢opMma

Karncynu.

OcHoBHI (pi3uKo-xiMiuHI 81acmuBoCcmi: HaiBOPO30pi 3arasiHi Karncynu 3 6iloio
KPHUIIIEYKOI0 3 MapKyBaHHAM «P» sgKimo 6ine Tino Karcynu 3 MmapKyBaHHAM «300» abo
6inoi0 KpuIIeykoio 3 MapKyBaHHSIM «300» gkirio 6ine Tijio Kancyau 3 MapKyBaHHSIM
«P», gKi MICTATh TaCTy KOPUYHEBOT'O KOJILOPY.

@apMaKOTepaneBanHa rpyiia

[HITi HecTepoiaHi mpoTu3anaabHi Ta TPOTUPEBMAaTUYHI 3aco0u. ABoKafo i col oJtil,
HeoMmuroBaHi. Koo ATX MO1A X26.

dapMaKoTepaneBTHYHA I'Pyla

MexaHi3M fil aBoKago i col oJ1ii HeOMUIIIOBAaHUX CITONYK OYB OIiHEHUH ITim Yac
OOCIIimZKeHb in Vvitro Ta in vivo y TpyIi MalliEHTiB 3 0CTE0AaPTPUTOM, B IKUX OYJI0
IPOOEMOHCTPOBAHO TaKi OCHOBHI (papMaKOIOTi4Hi BJIaCTUBOCTI:

e aBOKAMO i COl 0JIil HEOMUJIIOBaHi CIIOJIyKH ITOCUJIIOIOTh CUHTE3 KOJlareHy
Ccyrio000BUMHU XOHAPOIIUTAMU Ta 3MEHIyIOTh cuHTe3 IL-1 (iHTeprnelkiniB 1)
XOHOPOLIUTAMU;

e MiABUINYIOTH eKcmpecito PAI-1 (iHribiTopy akTuBaTOpa Mnjaa3MiHoreHa, ¢ppakiiii,
siKa iHTiOy€ IIa3MiHOTE€HOBUM aKTUBATOP, 1[0 CIPUYNHSE MOMIKOOXKEHHSA cyrioda
IPU OCTEOAPTPUTI);

e IMiOBUIIYIOTH €KCIpeciio TpaHnchopmyouoro ¢akropa pocty B (TGF B) B
XOHIPOIIUTAX, 110 Mi3Himte 60yB BU3HAHUM SIK TaKUM, 1110 BUSBIISIE aHAOOiuHi
BJIACTHUBOCTI HIO0 XPAIIOBOl TKAHUHHU.



Yci BuiieHaBeeHi BIaCTUBOCTI aBOKaO i CO1 OJIii HEOMUJTIOBAHUX CIIOIYK HAalOTh
MOZKJIMBICTh BBaxKaTH, II0 IIperapar HiaCKJ'IeJII/IH® 300 cTuMysr0o€e TpaHCHPOPMYIOUUU
dakTop pocty B (TGF B), 1110 IpU3BOAUTH OO BiHHOBJIEHHS 30BHIITHbOKJTITUHHUX
MaTPUKCHUX KOMIIOHEHTIB y CyTrJI000Bil XPAIIOBii TKaHUHI.

dapmaKkoduHamika.

HiaCKJIe)II/IH® 300 HameXuUTh IO HOBOTO KJIacy JiKapCchKuxX 3acobiB «SYSADOA»
(cuMOTOMaTUYHI MOBIIBHO Oif04i 3ac0o0M [JIs JTIKyBaHHS OCTE0AapPTPUTIB), OCHOBHOIO
BJIACTHUBICTIO IKUX € IX BiICTpOYeHa Mis.

CDGDMCIKIOKIUHQTTIUKZG.

® _ ne JIiKapCchbKUM 3acib, IKUM € CYKYITHICTIO BETUKOI KiJTbKOCTi PE4YOBUH,

[Tiackneoux
oIep:kaHuX i3 col Ta aBOKamo. Po3pobKa Ta Bajifgallisi aHaJIITUYHNUX METO/iB [OJIs TaKUX
JIiKapChbKUX 3aco0iB € AyKe CKIagHUMHU. Taki papMaKOKiHETUYHI IaHi HE MAaTUMYTh
OOOaTKOBOTO 3HAUEHHs a00 He 3MiHSTh CIIiBBiIHOIIIEHHST KOPUCThL/PUIUK IS
IIalli€eHTIB, AKi1 3aCTOCOBYIOTh HiaCKHeJII/IH® 300, ToMy mOKITiHiIYHI papMaKOKiHETUYHI

OOCIIiIKEeHHS He TPOBOAUJIIUCS.
IToka3aHHA

HiaCKJIe)II/IH® 300 3aCTOCOBYETHLCS Yy PEBMATOJIOTI1 O JTiIKyBaHHS OOPOCIIUX:
CUMIITOMATUYHE JIIKyBaHHS OCTE0APTPUTY KOJIIHHUX CyT100iB.

HpOTHHOKa3aHHﬂ

Arnepris Ha Oygb-Ky 3 gifoumx ab0 JONMOMiIKHUX PEYOBUH IIpenapary, 3a3HadYeHux y
po3mini «Cxkmam».

B3aemMoaisi 3 iHOIMMH JTiKapChbKHMH 3aCco00aMHu

Heo06ximHo momepenuTu ngikaps ado dapmalieBTa PO OOHOYACHUMN ITPUHMOM iHIITHX
JIiIKapChbKUX 3aCo0iB.

HiaCKJIe)II/IH® 300 MozKe BIIIMBATH Ha aHTUKOATYNISHTU abo ImiggaBaTUCS 1X BIIIUBY.

Oco00/1MBOCTi IIOJ0 3aCTOCYBaHHSA

Crig IpOKOHCYJ/IbTYBaTUCS 3 JIIKapeM Iepeld 3aCTOCYBaHHSM IIpenapary Tiacknenuu®

300.

HiaCKJIeJII/IH® 300 HameXuUTh 0 HOBOTO KJIAaCy JiKapCchKux 3aco6iB «SYSADOA»
(cuMOTOMATUYHI MOBIIBHO Iif04i 3aco0u [JIs JTiIKyBaHHS OCTE0AaPTPUTIB), OCHOBHOIO



BJIACTHUBICTIO IKMX € 1X BimcTpodeHa misi. ToMy e(deKT Bifi 3aCTOCyBaHHS IMpemaparTy
MOXKe CIIOCTepiraTucs 4yepes OJeKiJibKa TUXKHIB Ta 3a3BUYal IIPOLOBXKYEThCS MHiCIIA
NPUIIMHEHHS JIIKyBaHHA. 3 I[i€l IPUYMWHU Ha IT0YaTKy JIiKyBaHHS IIpermapaToM
HiaCKJIe)II/IH® 300 MOokKHa PEeKOMEHyBaTU IIpU3HaYEeHHS HECTEPOITHUX
IMpoTu3anaabHUX 3ac00iB Ta/4u aHANTETHUKIB, MO3Y SIKUX CJIi[] IOCTYIIOBO 3HUXKYBaTU
BiATIOBiAHO [0 3pOoCTaHHs e(eKTUBHOCTI HiaCKHe)II/IHy® 300.

Heo6xigHO moBimoMuTH JiKaps y pasi noripiieHHst abo BiICyTHOCTI MOKpallleHHA
HPOTATOM 2—3 MIiCAILB.

Y meskux maii€eHTIB [Iif Yac IPUUOMY HiaCKHeJII/IHy® 300 BigpMiYanucs CUMITOMHU, AKI1
CBiguyaTh IIPO MOPYIIIEeHHS 3 00Ky nediHKu. [lepeq 3acToCyBaHHSM ITpelapaTy
Tiacknenua® 300 Heo6xinHO HOBiTOMUTH JTikaps, SKIO Y IMallieHTa HasiBHiI a6o Oysu B
aHaMHe3i TakKi po3jyiafu MeYiHKHU, SIK ypaKeHHS NediHKU ab0 KaMeHi B 2KOBYHOMY
Mixypi. HeoOximHO perynsipHoO mepeBipsiTu 1abopaTOPHiI MOKa3HUKU GYHKIII1

MIeYiHKU IIepef II04YaTKOM Ta IIif Yac JIiKyBaHHS IIpellapaToM HiaCKTIeJII/IH® 300.Y
pa3i BUHUKHEHHS CUMIITOMIB ITOPYIIeHb 3 OOKY MMEeYiHKHU, TAaKUX SIK HyAoTa (IIoraHe
caMoTouyTTs), O/roBaHHs, OiNb ¥ JKUBOTi, BTOMAa, BTpaTa alleTUTYy, MOXKOBTiHHS IIKipH
Ta ouel abo TeMHa cedya HeOOXiTHO HeTaWHO MPUIIMHUTH JIiIKyBaHHS Ta 3BEPHYTUCS IO
JIiKapA.

Y mesikux malli€eHTiB i 4ac OPUNOMY HiaCKHeJII/IHy® 300 BizMiyanacs anepriusi
peakirii, Taki IK KpoIiuB’ssHKa, CBepbixk Ta/ab0 mKipHi Bucunu. Ilepeqn 3acToCyBaHHSAM
npemnapary HiaCKJ'IeJII/IH® 300 HeoOXimHO ITOBIMOMUTH JTiKaps, SKIIO y HalliEHTa B
aHaMHe3i € ajepriuHi peakirii MKipu abo can30B01 000JIOHKH, 0COOIMBO BUK/IHNKAHI
JIiKkapCcbKUMU 3acobamu, ab0 Cepio3Hi aTomiuHi po3manu. Y pa3i BUHUKHEHHS
CUMIITOMIB aJIepriyHol peakiiili HeoOXimHO HeralHoO IMIPUNUHUTY JIiKyBaHHS Ta
3BEPHYTHUCS IO TiKaps.

ITig yac mocmim»XeHb 3aCTOCYBAaHHS JIIKAPCHKOTO 3aCO0Y Tiacknemua® 300 Yy OessKuXx
MalieHTiB BigMidaBcs MigBUILIEHUN apTepialbHUM TUCK 3 KOMOiHOBaHUMU
CUMIITOMaMM, TaKUMMU SIK IIOPYILIEHHs clIyXy abo ronoBHi 6omni. I[lepen 3acTocyBaHHAM
npemnapary HiaCKJ'IeJZ[I/IH® 300 HeoOXigHO MOBIMOMUTH JTiKaps, SIKIIIO y ITallieHTa B
aHaMHe3i € MOBUIIEHUN apTepiaJbHUM THUCK, Ta PETYJIIPHO IEPEBIPATU apTepialbHUNU
TUCK IIifl YaC 3aCTOCyBaHHS IIpernapaTry TMiacknenua® 300.

ITig yac mocimim»XeHb 3aCTOCYBAHHS JIIKAPCHKOTO 3aCO0y Tiacknemuu®

300 1OBigOMIISIZIOCS PO OOUH OKPEMUM BUNAAOK CYTTEBOTO 3HUXKEHHS KiJIbKOCTI
TPOMOOIIMTIB. Y pa3i BUHUKHEHHS CUMIITOMIB PO3JIafiB KOATyJsllil, TaKUX SIK YePBOHi
a0o ¢ioseToBi IIIAMM Ha MIKipi, CIIOHTAaHHI CUHSKY a00 eKXiM03H1, a TaK0xK
KPOBOTOYUBICTH CIIM30BO1 0OOJIOHKH, HEOOXITHO 3BEPHYTUCS [0 JIiKapsd 3 METOIO0
KOHTPOJTIO KiJTbKOCTi TPOMOOIIMTIB i MPUITMHEHHS 3aCTOCYBAaHHS Tiacknenua® 300
Tpu HeOoOXiImHOCTI.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py0010.

HocriaKeHHs II0A0 3aCTOCYyBaHHS IIpernapaTy 3a y4acCTHO BariTHUX He IIPOBOAUIIUCE,
TOMY 3aCTOCOBYBATH IIpelapar IIif Yac BariTHOCTI He PEKOMEHY€EThCH.

BigcyTHs iHdoOpMallia 111040 3aCTOCyBaHHA Ipenapary IIifg 4ac rogyBaHHSA I'PYATIO,
TOMY CJIi] yTPUMAaTHUCh Biff 3aCTOCYBaHHJ IIpelnaparTy B Lied Iepiofn.

30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
IHWuUMu mMexaHiamamu.

Tiacknenuua® 300 He BIIMBae Ha 3MATHICTD KepyBaTu aBTOTPAHCIOPTOM YU
IpaloBaTH 3 IHIIUMHA MeXaHi3MaMH.

Cmocid 3acTocyBaHHs Ta 03U

3aCTOCOBYIOTH HOPOC/IMM BHYTPILIHEO.

[TputimaioTs 1 Karncyny 1 pa3 Ha moOy Inif Yac imy, 3anuBalOyYM OOHI€I0 CKIISTHKOIO
Bopu. Karicyiy He CIIiff pO32KOBYBaTH.

Axio 6yno nponylneHo IPUoM MpelapaTy, HaCTYIIHOTO OHS ITOTPiOHO IPUNHATH
3BUYaWHy M000BY 403y, He CIIif] J03y IIOABOIOBAaTU. TPUBAJIICTh KypCy JTiKyBaHHS
HiaCKJIeJII/IHOM® 300 BU3HAYa€ETHCS BIAMOBIAHO OO peKOMeHOallii Iikaps.

Himu. TMiacknenua® 300 3aCTOCOBYETHCS JIUIIIE JOPOCIUM. He 3acTOCOBYBaTH 1ieu
npenapart gitaM (BikoM mo 18 pokiB).

Ilepego3yBaHHA

3acToCyBaHHS 003U HiaCKJ'IeJII/IHy® 300, BumIol, HixK IMpHU3HaYeHa, MOXKe ITiOBUIIINUTHA
PU3HK racTPOEHTEPOIOTiYHUX po3iaAiB abo po3safiB 3 60Ky nediHKu. Y pa3si npurioMmy
no3u I'IiaCKneJmHy® 300, BuIoi, Hi2K TpU3HaYeHa, HeoOXigHO HerauHOo
IIPOKOHCYJIbTyBaTHUCSA 3 JlikapeM abo ¢hapmalieBTOM.

ITo0iuni epexTH

Kpurepii oLiHKKM 4acTOTH PO3BUTKY IMOOIYHUX peakliiii: myKe dacTto (=1/10); gacTto
(=1/100, <1/10); megacTto (=1/1000, <1/100); pigko (=1/10 000, <1/1000); omyxe
pioko (<1/10 000), HeBigoMO (He MOKHa BU3HAUYUTHU 3 HAaIBHUX OTaHUX).

HavyacTimumu mob6iYHUMHY peakIliiMU Ha 3aCTOCyBaHHS HiaCKHeJII/IHy® 300 € miapes,
0inb y KUBOTi, AUCKOMQOPT Yy BEPXHbOMY Biffisli 2KWBOTa Ta HyHJOTa.

TakoxK BigMidasnucs HHUKYe3a3HaueHi epeKkTu:



YacTo (Moxke BuHUKATH y 1 mogunu i3 10):
e miapes.
Hewgacto (Moxe BuHukaTtu y 1 mogunu 3i 100):

e aJIepriuHi peaxkilii, Taki K cBepOixK, BUCHUIIAHHS, IOYEPBOHIHHS, KPONIUB'THKA Ta
eK3eMa;

e TOJIOBHUHU Oifnb;

e MUCKOM(}OPT y BEPXHbOMY Bif[isli )KWBOTa, IeYisi, HyqoTa, HEIPUEMHUY ITPUCMaK
y poTi, 6inb y KUBOTi, 3MiHa KOJIbOPY KaJIOBUX Mac;

e TEMHAa CeyYa;

e cy1abKicTh, BTOMA.

Pigxo (moxe BuHukaTu y 1 mogunu i3 1000):

raCTPOEHTEPOJIOTiYHI pO3/Iaau TakKi sK 3alajeHHsI KUIIeYHUKY, OJTI0OBaHHS,
CYyXiCTBb CNTM30BOI 0OOJIOHKM POTa, BiIpUIKKa;

cedyokKaM’siHa XBopoOa;

3HUXEHHS KiJTbKOCTi TPOMOOIIUTIB;

HIgBUILIIEHHS KPOB 'AHOI'O TUCKY.

KpiMm TOro, MOXKYTE CIIOCTEPIraTUCA 13 HEBIJOMOIO YaCTOTOIO TaKl BaXKKi IIOPYILIEeHHA 3
OOKy MeuiHKH, SIK YpaXKeHHs IMeYiHKY abo 0OCTPYKITist 2KOBYHUX IIIJISIXiB, a TAaKOXK
MigBHUILIEHHS PiBHS ()epMEHTIB NIEeYiHKM y KPOBi (TaKuX K TpaHCaMiHa3a, JTyzKHa
docdaraza, 6inmipy6iH Ta raMMa-TIIOTaMiNITPaHCIIENITHAA34A).

TepMiH NpHIATHOCTI
3 POKH.
VYMoBHM 30epiranas

30epiraTu nipu Temnepatypi He Buile 25 °C. 306epiraté y HeMOCTYIITHOMY [JIs OiTeu
MiCLIi.

YnakoBKa

ITo 15 kancyn y I[1BX/antominieBomy Orictepi; o 1 abo 2 6iicTepu B KOpoO1li 3
KapTOHY.

Karteropis Bignycky

bes penenra.



BupoOHUK

Jlabopatyap ExcnanckeHc, OpaHiris

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta aJpeca MiCIisi IPOBaaXKXeHHsI HOTr o
OisTIBLHOCTI/MicIIe3HaX0oIKeHHsI 3asiBHHKA.

Pro pne Kyatpe ®inc 28230 Eneprosn, @panuia / 1 [Inetic gec Cecon 92048 I[lapuxk ja
Hedenc Cemekc, OpaHIlis.



