IHCTPYKIISL
JJIS1 MEUYHOTI0 32CTOCYBAHHS JiKAPCHKOI0 32c00y

COJIKOCEPWJI AEHTAJIbBHA AA'E3NBHA ITACTA
(SOLCOSERYL® DENTAL ADHESIVE PASTE)

Cknao:

oitoui peuosunu. protein-free haemodialysate from calf blood; polidocanol;

I T mactu MICTUTh JAENPOTEiHI30BaHOrO TremojaepuBary 3 KpoBi Tensat (Bos Taurus),
CTaHJAPTU30BAHOTO XIMIYHO 1 O10JIOTIYHO, B MEpepaxyHKy Ha CyXy pedoBHHY - 2,125 wr,
nosmigokanoay 600 - 10 mr;

odonomidicHi pewosunu.: Metunmnapariapokcudensoar (E 218), nponinnapariapokcubensoar (E
216), HaTpito KapOOKCUMETHIILIEION03a, MEHTOJ, OJIisl M SITU MepLEeBOi, OCHOBA MaCTH.
Jlikapcbka ¢popma. [Tacta opoMmyko3Ha.

OcHosHi ¢hizuxo-ximiuni enacmueocmi: Onig0-OeKeBa 3EPHHUCTA MACTONOI0HA OAHOpPITHA
Mmaca.

dapmakoTepaneBTHYHa rpyna. Cromarosioriyni 3aco0i. IHmm 3acobum st MiCIIEBOTO
3aCTOCYBAaHHS y CTOMATOJIOTII.

Kong ATX AO1A DI11.

Dapmakonoziuni enacmueocmi.

Dapmaroounamixa.

Conkocepusl — 1€ AENPOTETHI30BAHUI T€MOAEpPUBAT 3 KPOBI TEJAT, OTPUMAHHUI HUIIXOM
miamizy Ta  ynaeTpadiabTpaliii, SKAA ~ MICTUTh  IMUPOKUH  CIEKTP  MPUPOTHUX
HU3BKOMOJICKYJIIPHUX PEUOBHH 3 MOJIEKYJIsIpHOIO Macoro 5000 Jla, 1 uiie Aesiki 3 HUX OMUCaHi
XIMIYHO Ta (papMaKoJIOTI4HO.

JlocnikeHHsT Tpenapary Ha pI3HHX KyJbTypax KIITUH Ta TKaHUH, OpPraHiB, a TaKoX
Oprasi3MiB TBapHH MoKa3aino, o Conkocepu:

- MIATPUMYE aepOOHUI 0OMIH PEYOBHH 1 OKCHIaHTHE (OCHOPUITIOBAHHS, & OTXKE, CIIPHUSIE
MOCTaYaHHIO BUCOKOEHEPreTHYHUMHU docaramMu KIITHH, IO HE OTPUMYIOTh JOCTATHHOTO
KUBJICHHS,

- MIJBUIIYE (in Vitro) BAKOPUCTAHHS KMCHIO 1 1I0/1avy TIIOKO3W B TKAHWHM Ta KIIITHHH,
10 CTPAXKAAIOTh BiJI TIMOKCIT Ta € METa0O0JIYHO BUCHAKECHUMU;

- MOKpAIIy€e MMPOLIeCH pernapanii Ta pereHeparii ymkoJKeHUX TKaHUH Ta/abo TKaHUH,
00OMEXEHHX y IOCTaTHIN KUIBKOCTI MOKUBHUX PEYOBHH;

- nonepepKae abo 3MEHIITYe BTOPUHHY JIET€HEpaIlito 1 maTojoriyHi 3MiHU B 000POTHO
VIIKOJKEHUX KIITUHHUX CUCTEMAX;

- MIPUCKOPIOE CUHTE3 KOJIAT€HIB Y MOJICNISIX in Vitro;

- CTUMYJIIOE Tpostideparrito 1 Mirpariito KJIiTHH in vitro.

Takum ynHOM, MpenapaT 3axHIlae TKAHWHM, Ki 3HaXOAAThCS Y CTaHi T1MoKcii Ta nedinuTy
KUBJICHHS, CIIPUSIE pereHepallii TKaHUH, IPUCKOPIOE Ta MOJIIIIY€E 3arO€HHS PaH.
Makporon-9-naypunoBuii edip (momigoxanon 600), MiclieBHI aHECTETUK, 00OPOTHO OJIOKYy€E
nepudeprudHi HEPBOBI 3aKiHUEHHS. 3aBISKH BHUCOKIM 3MOYYBAJIBbHIN BIACTUBOCTI, €(EKT
3HEe00JIEHHS HacTae yepe3 1—3 XBUIMHM Miciisl HAHECEHHS.

3aBIsSKM air€3UBHIN BJIACTUBOCTI MACTH e ePEeKT MOXKe TPUBATH Bia 1 10 5 TOIWH 3aI€KHO
B1JI MICIISl YPaXKEHHS Ta CIIMHOBHILICHHS.



[Ticna HaOyxaHHS Mij A1€10 CIMHYU Ta BMICTY PaHU OCHOBA MACTH, 1110 CKJIAIA€ThCA 3 IEKTUHY,
KeJaTHHY, HaTPil0 KapOOKCUMETUIILIEIIONO03H, napadiny piIKOro Ta MOJIeTUJIEHY, YTBOPIOE
a/iIre3UBHY Ta €J1aCTUYHY 3aXHCHY ILIIBKY Ha paHi.

Dapmaxoxinemuxka.

BcMokTyBaHHS, poO3Monia 1 BUBEAEHHS [i0YOi PEYOBHMHH, a caMe JENpOTEiHI30BaHOTO
reMOo/IEpUBaTy, HE MOXKYTh OyTH JOCIIIKEH] 3BU4aifHUMH (DapMaKOKIHETUUHUMH METOJJaMH,
TaKUMH SIK paJl0aKTUBHE MIY€HHS TOIIO0, OCKUTEKH 0€301TKOBUI FreMOIEpUBAT MICTUTh CYMIIIl
PI3HUX MOJIEKYJ 3 pI3HUMH (PI3UKO-XIMIYHUMHU BIACTUBOCTSIMHU.

V pasi 3acTocyBaHHS TOMIYHUX (OPM iXHS Jig 0OMEXKYETbCS MICIIeM HAaHECEHHs, 10 OyJio
MOKa3aHo IIJISXOM MOPIBHAHHSA HACIAKIB 6araTopa3oBOro JiKyBaHHs B OHI€T 1 Ti€l K camoi
0co0H.

JloCmiDKeHHs,, IO  CTOCYIOTbCS ~ BCMOKTYBAaHHS — Makporoji-9-maypuioBoro  egipy
(monigokanosry 600) micist MICIIEBOTO 3aCTOCYBaHHs, BiACyTHI. TpuBajicTh Aii npenapaty y
MOPIBHSAHHI 3 TETpakaiHOM Ta aHECTe3yIOUMMH PEYOBHHAMH AaHAJOTIYHOI CTPYKTypH 3a
paxyHOK BIACYTHOCTI Trimponi3y, Oinbmma. JlocmimkenHs Ha wmrypax (2 MUK
BHYTPIIIHFOBEHHO) MOKa3aJy, 110 43 % pedoBUHH BUBOAUTHCS HUPKAMU, a 57 % — 3 KaJloM.
Kinuesuii nepiog HaniBBUBEACHHS CTAHOBUTH 1,7 FOJUHU.

B nocnmimkeHHSX Ha TBapuHax He crocrepirasocs B3aemofii Mk CoJkocepuyioM Ta
Makporou-9-naypunoBum edipom (momigokanonom 600).

Kuiniuni XapakTepucTHKH.

Ilokazannsa.

3aCTOCOBYETHCS JUISL:

- JIIKyBaHHs 0OJIbOBHX Ta 3aMaJIbHUX MPOIIECIB CIM30BOT 0OO0JIOHKHU MMOPOKHUHU POTA, SICEH
ta ry0 (adtu, ryGHMIA repnec, TiHrIBIT, MApaJOHTHT);

- JIIKyBaHHS ypa)XeHb CIPUUYMHEHUX THCKOM 3yOHHMX MPOTE3iB HAa TKAHUHU (TIPOJIEIKHI);

- JIIKyBaHHS yCKJIaJHEHb, OB’ sI3aHUX 3 MOSABOIO 3y0iB MyApOCTI;

- 00poOKH paH miciis BUAAIECHHS 3yOHOT0 KaMEHI0, KIOPETaxy, NepioIOHTAIBHUX ONepalil,
BUJIAJICHHA 3y0iB Ta BCTAHOBJICHHSI IMME1aT-TIPOTE31B;

- JIIKyBaHHS aJbBEOJITY.

IIpomunokaszanna.

[TigBuIieHa Yy TAUBICTH 10 OYAb-SIKOTO 3 KOMIIOHEHTIB JIIKApPCHKOTO 3aC00Y.

Hitu (BikoM 10 18 pokiB).

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€mMo0iil.

BinomocTi BiACyTHI.

Ocobueocmi 3acmocyeanns.

Conkocepws1 JeHTaJlbHA aJre3VBHa IlacTa MICTUTh SIK KOHCEPBAaHTH CKJIaaHI edipu
naparizpokcu6ensoiHoi kuciaota (E 216 ta E 218), mi0 MOXyTh COPUYMHUTH alleprivHi
peaxiiii (MOXXIIMBO, CHIOBUIbHEHI), @ TAKOX CJIIIM BUTHHOI mapariapokcubdensoinoi kuciaotu (E
210), 110 Mo>ke BUKJIMKATH MOAPA3HEHHS HIKIPH, OYel Ta CIIM30BUX 0O0JIOHOK.

He cnin 3aknafaTi macty B ypaxxeHy IMOPOKHUHY, sIKa YTBOPIOETHCS BHACIIIOK BUIAJICHHS
3y0iB, y pa3i, KO Kpai JyHKH 3y0a CTATYIOTbCS 3 MOJANBbIIMM HAKJIAJAAHHSAM IIBIB
(HampuKJIa, micis eKCTpakiii KOpiHHUX 3y0iB Ta 3y0iB MyApocTi abo anikoTomii).

Ilepen 3acTocyBaHHSIM MAacTU y pa3i ToCTPOro iH(MIKyBaHHS YpPa)k€HOi IUISIHKH CIU30BOi
00OJIOHKH pOTa HEOOXiJHO MPOBECTH IOMEPEIHIO MEIWKAMEHTO3HY OOpOOKY/ITiKyBaHHS
YPa)KEHOI TUISHKU JJIs1 YCYHEHHS! CUMITTOMIB 3aIlajIeHHs.

3riiHo 3 JTaHUMHU, OTPUMAHUMH Y IBOX AOCIHI/DKEHHSX i1 Vifro Ta OTHOTO TOCIIIKEHHS in vivo,
JeTpOTETHI30BaHUN TeMOJIEPUBAT 3 KPOBI TEJIAT HE Ma€ MyTareHHOTO MOTEHIaly.



BHyTpiIHBOLIKIPHI TECTH HA YYTJIMBICTH, 1110 MPOBOAMIIMCS HA MOPCHKUX CBUHKAX, a TAKOX
JOCIIJKEHHSI CyOXpOHIUHOI Ta XPOHIYHOI TOKCMYHOCTI HE BUSBWJIM MOTEHLINHOI IIKIpHOT
ceHcuOmizaNii 4n anepriyHoi peakiuii mpM KOHTAKTi; KpiM TOro, BOHM HE BKa3ylOTh Ha
HAsBHICTh IMyHOTOKCUYHOI ii.

Makporou-9-naypunosuit edip (nonigokanon 600) mpu BHYTPIIIHBOUIKIPHUX 1H €KLIAX HE
BUKJIMKA€E PeaKIlii Yy TIIMBOCTI HEralHOTO UM CHOBLILHEHOTO TUITY.

Cnalko3epHHUCTa Ta cyXa KOHCUCTEHIIiS IperapaTy € KpUTepieM ONTUMAJIbHOT CUITH aare3ii Ta
HE CBITYMUTH MPO MOTIPIICHHS SIKOCTI.

B nesikux Bunaakax MOKJIMBE BUAUICHHS OJIi1 B OTBOPI TyOH, III0 TAKOXX HE BIUIMBAE HA AKICTh
npemnapary.

[TpoTsirom TepmiHy 30epiraHHsi KoJip HacTH MOXE 3MiHIOBAaTHCh Bi 0J1i0-0€XeBOro 10
KOPUYHEBO-0€KEBOT0.

3acmocysanns y nepiod eazimuocmi ado 200y8anus 2pyoon.

JlocmipKeHHST penpoAyKTUBHOI CUCTEMH Ha TBapHHAX HE BUSBHJIM HETAaTUBHOI Jii Ha ILTI.
KontponbsoBaHi f1ociikeHHs 3 6€3MeKH 3aCTOCYBaHHS Yy MepioJ] BariTHOCTI ab0 royBaHHS
IpyJUIIO HE MPOBOAMINCA. TOMyY IPOTIroM BariTHOCTI HEOOX1THO 3aCTOCOBYBATH Ipemnapar 3
00epexHICTIO. 3aCTOCYBaHHS Mpenapary y nepioj royBaHHs Ipya/Ii0 He OB’ S3aHO 3 Oyb-
SKMMHU yCKJIQTHEHHSIMH.

30amuicmb ennueamu Ha WEUOKICMb peaKyii npu KepyeamHi aemompancnopmom aoo
IHWUMU MeXAHIZMAMU.

JlocmiKeHHS! He TTPOBOIUIINCS.

Cnoci6 3acmocyseannsa ma 0o3u.

3a BIACYTHOCTI 1HIIMX BKa3iBOK, HAHOCUTH CMYTY MAacTH JOBXHHOIO mpuOmmu3Ho 0,5 cm
TOHKHMM IIIapOM Ha ypaXeHy MOBepxHI0 3—5 pasiB Ha 100y. OcoOiMBO pPEeKOMEHIOBAHO
3aCTOCOBYBATH Ipenapar nepes cHoM. JIikyBaHHS IPOBOAATH 10 3HUKHEHHSI CUMIITOMIB.
[Tacty He cnig BTupatu. [ nodinieHHs aare3ii peKOMEeHIY€eThCsl MONEPeIHbO BUCYIIUTH
ypaXeHy MMOBEPXHIO.

[Ipenapat yTBOpIOE 3aXUCHY IUTIBKY Ha ypaskeHil TUISHLI CIM30BOi 00OJOHKH MOPOXHUHU
poTa Ta 3axuIiae ii Bi MoApa3HEHHs i yac MpuioMy ki Ta MUTT.

Jimu. He 3acTOCOBYIOTH JiTsM (BiKOM 110 18 poKiB).

Ilepedosyeanns.

ITpo BUMagku nepeno3yBaHHs HE MOB1IOMIISIOCS.

Ho6iuni peaxuii.

3 6oky imyHnoi cucmemu:

Jly»Ke piiKo: MiJIBUIIIEHA Yy TIUBICTb.

3 6oxky nepsosoi cucmemu:

YacroTra HEBiIOMa: JUCTEB3is.

3 6oky pecnipamopHoi cucmemu, opeanie epyOHoi KIIMKU ma cepeo0oCmiHHA.

JlyKe piiKko: 3aIuIIKa, OPOHXOCHa3M.

3acanvhi posnadu ma peaxyii' y micyi 66e0eHHA.

Yacrtora HeBiZjOMa: peaklilist y Micli BBeJECHHs (Hampukiala, HaOpsK, epuTreMa, mapactesis,
BiTYYTTS TICUiHHSA).

Tepmin npuoammnocmi. 4 poxu.

[Ticnsa nepuioro BiaKpuTTs 30epiratu nmpoTsiroM 28 ni6 npu remnepatypi He Buine 25 °C.
YMmoBu 30epiranns. 30epiratu npu temneparypi e suie 30 °C. 36epiratu B HEIOCTYITHOMY
JUTSL OITEN MICI.

YnakoBka. [Io 5 r mactu y Ty6i; 1o 1 Ty6i B KapTOHH1#H KOpOOIIi.

Kareropis Binmycky. be3 penenra.



Bupoonuk.

Jleraci ®apmackrotikan3 Csitcenenn I'm6X / Legacy Pharmaceuticals Switzerland GmbH.
Micue3HaxoakeHHs] BUPOOHUKA Ta Oro agpeca Micus NPpOBaJKeHHs NislJILHOCTI.
Propbepriurpacce 21, 4127 bipcdensaen, Llseiinapis / Ruhrbergstrasse 21, 4127 Birsfelden,
Switzerland.

3asiBHUK.

MEJIA ®apmackrotikan3 Ceitcenenn I'M6X / MEDA Pharmaceuticals Switzerland GmbH.
Micue3HaxoaxeHHs 3aBHUKA.

Xernaymrpacce 60, 8602 Banren-bprortuzennen, IlIseitnapis / Hegnaustrasse 60, 8602
Wangen-Bruttisellen, Switzerland.



