IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

COJIKOCEPUII

(SOLCOSERYL®)

Cknao:
ditoua pevosuHa: protein-free haemodialysate from calf blood;

1 r masi MiCTUTH [eIPOTEIHI30BaHOT0 TeMofepuBaTy 3 KpoBi TensaT (Bos Taurus), cTaHmapTH30BaHOTO
XiMi4HO i 6i0/I0TiYHO, B IepepaxyHKy Ha Cyxy pedoBuny 2,07 mr;

0ONoOMIdCHI pe4oB8UHU: CIUPT LIETUIOBUM, X0JIeCTEPUH, Tapadin 6inuii M’ IKUH,
MeTtumaparigpokcubensoart (E 218), mpominmaparigpokcuben3soat (E 216), Boma myis in’eKIrii.

JlikapcbKka ¢popMa. Ma3b.

OcHo8HI (i3uko-ximiuHi 81acmusocmi: Big 6inoro mo medb XKOBTYBAaTOT'0 KOJILOPY 'OMOTEHHAa Maca.

dapMakoTepaneBTHYHA rpyna. 3aco0u [ JTiKyBaHHS paH i BUPa3KOBUX ypaxeHb. [Ipemaparu,
IO CIIPUSIOTH 3ar0eHHI0 (pybitoBanHI0) paH. Kog ATX D03A X.

Papmakono2iuHi e1acmueocmi.
®apmakoduHamika.

Conkocepun - ie JeNpOTelHi30BaHUM reMOIepPUBAT 3 KPOBi TeISAT, OTPUMaHUM MIJITXOM [iai3y Ta
ynbTpadinbeTpalii, SKA MiCTATh IIUPOKUY CIEKTP MPUPOTHUX HU3bKOMOIEKYIISIPHUX PEUYOBUH 3
MonekynsipHoo Maco 5000 [Ja, i numie geski 3 HUX omucaHi XiMidHO Ta apMaKOJIOTigHO.

Y Tecrax in vitro, a TaKOX IIifl Yac HOKTiHIYHUX i KITIHIYHUX JOCHiIXKeHb 010 BUSIBIIEHO, 110
Conkocepurn:

- nigTpuMye aepoOHUI 00MiH peYOBHH i OKcugaHTHe (ochOpUTIOBaHHS, a OTXKe, CIIPUSIE
IIOCTa4YaHHIO BUCOKOEHEPTeTUYHUMU (ochaTaMu KIITHH, L0 He OTPUMYIOTh JOCTaTHHOT'O XKUBJIEHHS;

- migBuiye (in vitro) BAKOPUCTAHHS KUCHIO i TOAa4dy I'JIIOKO3U B TKAHWHU Ta KJIITUHH, 110
CTPaXKMmaloTh Bif TiMoKcil Ta € MeTa0OJiYHO BUCHAKEHUMHY;

- IIOKpalllye IPOLieCH pemnapaiiil Ta pereHepaltlii yIIKOOKeHNX TKaHWH Ta/ab0 TKaHUH,
00MeXKEeHUX Y HOCTATHIN KiTbKOCTi TOXKUBHUX PEYOBUH;



- nonepenxae abo 3MeHIITye BTOPUHHY AereHepallilo i maToJoriyHi 3MiHU B 000POTHO
YIIKOIKEeHUX KIITUHHUX CUCTEMAX;

- IIPUCKOPIOE CUHTEe3 KOJIareHiB y MOMeNAX in vitro;
- CTHMYJTIOE TIpOJTidepariito i Mirpanito KIiTuH in vitro.

Takum 4mHOM, IIpenapaT 3axullla€ TKaHUHY, IKi 3HaXOAAThCS Y CTaHi rimokcil Ta gedinuty
JKUBJIEHHS, CIIPUSIE PEreHepallil TKaHWH, IPUCKOPIOE Ta IOJIIMIIY€E 3aTOEHHS PaH.

dapmakoKiHemuxka.

BcMoOKTyBaHHS, PO3IOMIN i BUBEAEHHS [if040i PEYOBUHH, a CaMe [IelIPOTeIHi30BaHOT0 TeMOiepUBary,
He MOXYThb OyTH [OCTifXKeHi 3BU4aiHUMU (papMaKOKiHETUUHUMU METOaMH, TaKUMHU SIK
panioakTUBHE MiYeHHS TOILIO, TakK K 6e30iMKOBUI reMofepuBaT MiCTUTh CYMilll Pi3HUX MOJIEKYIT 3
pisHUMU (Di3UKO-XiMIYHUMU BIaCTUBOCTSIMHU.

Y pagzi 3acTocyBaHHS TOmiYHUX HOPM, IXHS i 00MeXKY€EThCS MiclieM HaHEeCeHHs, 110 0yJ10 MoKa3aHo
3a IOMOMOTOI0 TIOPiBHSHHS HACTiAKIB 6araTopa3oBoro JiKyBaHHS B OfHi€l i Tiel &K caMoi ocoOu.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

Hesenuki TpaBMH, BEHO3Hi BUPa3KH, OMiKU 1-TO Ta 2-T0 CTYNEHS TSIXKKOCTI (HallpUKiIaf, Bifl OKPOIY),
BIIMOPOXKEHHS.

IIpomunoka3aHHs.

[TigBuIleHa YyTIUBICTh IO aKTHBHOI PEUYOBMHHU YU 0 OyOb-IKOT0 iHIIIOTO KOMIIOHEHTa IIpemnapary.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

[Tpo Bumagku B3aEMOIii HE MTOBITOMIISIIOCS.

Oco6 1ueocmi 3acmocy8aHHs1.

[Tpu 3acTocyBaHHI 3rigHO 3 iHCTPYKIIi€lo MOTPeOu B 0COONMMBUX 3ax0ax Oe3MeKyu HeMaE.

3acmocyeanHs y nepiod eazimnocmi abo 200y8amnHs1 2py0dio.

[Tpu 3acTocyBaHHI IIpenapaTy y 4OCigax Ha TBapUHAX He BUSBIIEHO PU3UKY [OJId IJI04a, ONHAK
KJ/IiHIYHI JaHi 040 3aCTOCYBaHHA IIpenaparTy KiHKaM y Iepiof BariTHOCTI BigCyTHi. CONKOCepu Cif
3aCTOCOBYBaTH 3 00e€pexkKHICTIO i 9ac BariTHOCTi. OOMeKeHHd 100 3aCTOCYBaHHS IIpenapary mif



Yac roflyBaHHS TPYIMIO BiICyTHi.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu. [JoCHigKeHHS He IPOBOOUIUCS.

Cnocid 3acmocyeaHHsi ma do3u.

[TpemapaTt Conkocepus Ma3b IpU3HaYeHUH M1 30BHIIIHBOTO 3aCTOCYBaHHS.

Ma3b peKOMEHYEThCI HAHOCUTHU Ha Cyxi paHu. HaHOCUTU TOHKKM IIapOM Ha OUYMINEHY paHy ABidi Ha
neHb. [IpemapaT 3aCTOCOBYIOTh 3 MOMEHTY IIOSIBU CBiXKMX TpaHyJIALii [0 TIOBHOI emiTemmi3arril.

Himu. [TocBifg 3acToCyBaHHS HiTIM 00MeXKeHUH.

ITepedo3yeanns. TIpo BUTIaKH TIepPeio3yBaHHS HE TIOBiTOMIISIIOCS.

ITobiuni peakuii.

Y moopuHOKMX BUIIafKaX MOXKJIMBI aepriuli peakilil, y pa3i BUHUKHEHHS SIKUX JIIKYBaHHS CIIif
IIPUIIMHUTH.

Tepmin npudamHocmi. 5 pOKiB.

[Ticns nepmoro BigkpuTTs 30epiratu npoTtaroM 28 mib mpu TeMnepatypi He Buire 25 °C.

YmoBu 30epiranns. 30epiraTi B opuriHanbHii yrakoBIi npu temnepaTypi He Buie 30 °C.
30epiraté B HEAOCTYIHOMY IJIST OiTEH MiCIIi.

YnakoBka. [To 20 r ma3i y Ty6i; mo 1 Ty0i B KapTOHHi# yIaKOBIIi.

Kareropis Bignycky. bes penenra.

BupoOHHK.

Jleraci ®apmacsioTtikana Ceitcenenn I'm6X / Legacy Pharmaceuticals Switzerland GmbH.



Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tisl/IbHOCTI.

Prop6eprirpacce 21, 4127 Bipchensuen, lIBedinapis / Ruhrbergstrasse 21, 4127 Birsfelden,
Switzerland.

3asIBHHUK.

MEJIA ®apmaceioTikanad Ceircenenn I'm6X / MEDA Pharmaceuticals Switzerland GmbH.

Micune3HaxoaKeHHs 3asiBHHKA.

Xernaywmrpacce 60, 8602 Banren-bprortusennes, llIseinapis / Hegnaustrasse 60, 8602
Wangen-Bruttisellen, Switzerland.



