HNucrpykuus
Mo MEIUMIIUHCKOMY NMIPUMEHCHUIO ITpenmapaTa

(17151 MAIUEeHTORB)

COAKOCEPUA AEHTAABHAA AATE3MBHASA NMACTA

Toprosoe nHazBanue: Conkocepmi (Solcoseryl®) " : an

.HeKapCTBeHHaH (I)OpMa: JCHTAJIbHAA aArc3nuBHaAsA 1acrta

Onucanue
Caetno-0exxeBasi, 3epHUCTAs, JIETKO pacmpezensseMas TOMOTeHHasl Macca ¢ 3alaxoM MePeuHO MSITHI.

CocrapHalr

Axmugnvie unepeouenmul:

Coaikocepun - NeNIpOTEMHU3UPOBAHHBIN THANNU3AT U3 KPOBU MOJIOYHBIX TensaT (Bos Taurus),
CTaHJAPTHU30BAHHBIA XUMUYECKH U OMOJIOTHUECKH (B MIEpecyeTe Ha CyX0e BEImEeCTBO) - 2,125 mr;
noauookanon - 10,000 mr.

Bcnomozamenvhvie gewjecmsa:

HaTpUs KapOOKCUMETHIIEIUTI0N03a, MeTuinaparuapokcudenzoat (E 218),
nponuinaparuapokcudensoat (E 216), maciio MsIThI nepedHON, MEHTOII.

Ocnosa nacmboi:

HaTpUsl KApOOKCUMETHIILIEIITION03a, KENATHH, IEKTHH, MOJIMATUIIEH, )KUJIKUNA apauH.

PapmakoTepaneBTUdeckas rpynna
[Ipoune npenapatsl 1715 TedeHHs 3a00I€BaHMI MTOJIOCTH PTa.
Kox ATX AO1ADI11

Dapmarxonocuyeckue c8oUCmea

Conkocepusl MpeAcTaBisieT COO0OM JIeMPOTEMHU3WPOBAHHBIM TeMOAMATU3aT, KOTOPBIA COJEPIKUT
3HAYUTEIIBHOE KOJMYECTBO HU3KOMOJICKYJISIPHBIX KOMIIOHCHTOB KJIETOK U CBHIBOPOTKH KPOBH TEJIST
(muanm3/yneTpadunbTpanus, npeaenbHas MonekyiaspHas wacca 5000 [la), xumuyeckue u
(hapMaKoJIOTHYECKUE CBOMCTBA KOTOPBIX HA CETOTHSTIHHINA JIEHb OMMCAHBI JIUIIb YaCTUIHO.
HccnenoBanue npenapara Ha pa3TUYHBIX KyJIbTypaxX KJIETOK M TKaHEW, OpraHax, a TakKe OpraHu3Me
YKUBOTHBIX MOKa3ayo, 4To COIKOCEPHII:

MOAJEPKUBAET W/UIU BOCCTAHABIMBAET a’dpOOHBIA SHEPreTUYEeCKHil OOMEH, a Tak)Ke IMPOLECCHI
OKHUCJIATEIHHOTO (hOCHOPMIMPOBAHUS B KICTKAX, JTUIICHHBIX JOCTATOYHOTO KOJUYECTBA MUTATEIIBHBIX
BEIIECTB, TEM CaMbIM MOJAJIEPKUBAsT W/MIU BOCCTAHABIMBAas CHAO)KEHUE BBICOKODHEPIeTHUECKUMU
dbocdaramu,

MOBBIIIAET TOTJIONIEHUE KUCIopoaa (in-vitro), a TakKe TPAHCIOPT TIIIOKO3bl B THIMOKCHUYECKUX H
MeTa00IMYECKH NCTOMEHHBIX TKAHIX U KIIETKaX,

yJIy4IIaeT MPOLECChl permapani U pereHepaluu B MOBPEKICHHBIX TKAHAX W/WIW TKaHIX, JTUIICHHBIX
JIOCTAaTOYHOTO KOJIMYECTBA MUTATEIIbHBIX BEIICCTB,

MPEeIOTBPAILACT W/UIIM CHUKAET BTOPUUYHYIO JETEHEPALIUIO U MAaTOJIOTUYECKNE U3MEHEHHUS B 00paTUMO
MTOBPEKICHHBIX KIIETOUYHBIX CUCTEMAX,

YCHUIIMBAeT CUHTE3 KOJIJIareHa Ha MOJEIAX in-vitro, a TakkKe

CTUMYJTUPYET KJIIETOUYHYIO TposTH(epaIuio U MUTPALIHIO in-Vitro.



CrnenoBarenpHo, macta CoOJNIKOCEpWIT 3alUINACT TKaHH, IMPEIPACIONOKEHHbIE K THIIOKCHUH W/HIN
UCTOIIEeHUIO cyOcTpaTa. OHa CTUMYJHMpPYET BOCCTAHOBIEHHE (DYHKIHMI B 0OpaTHUMO MOBPEXKAECHHON
TKaHU, a TAK)KE YCKOPSET 3QKUBJICHUE TIOPAKEHH U TIOBBIIIAET KA4eCTBO 3TOTO MpoIiecca.
Makporoun-9-naypunoBeiii  3¢gup (ITommnokxanon 600), aHecTe3upymomee CpeacTBO MECTHOTO
MPUMEHEHHS, O0paTHUMO OJOKMpyeT mnepudepudecKre HEepBHBIE OKOHUYaHUWsS. biaromaps BBICOKOU
cMauuBaroliel cnocooHocTH 3¢ ekt 00e300IMBaHus HACTyMaeT yepe3 1-3 MUHYTHI IOCJIe HAHECEHUS.
bnaronapst anre3suBHON CITOCOOHOCTH MACTHI ATOT A(P(HEKT MOKET COXPAHATHCS OT 1-T0 10 5-TH YacoB
B 3aBUCHUMOCTH OT MECTa MOPaKEHUsI U CIIFOHOOTAEIICHHUS.

[Tocne HaOyxaHusl MOJ BO3AECHCTBHEM CIIIOHBI M OTAENSEMOT0 PaHbl OCHOBA NACThl, COCTOSILAs U3
NEKTUHA, JKeJaTUHA, HAaTPUEBOM COJIM KapOOKCHMMETHIILEIIIONO03bl, JKUAKOro mnapadguHa u
MOJMATUIICHA, 00pa3yeT aAre3uBHYIO U 3JIACTUYHYIO 3aIIUTHYIO TUICHKY Ha paHe.

IToxa3aHus K NIPUMEHEHUIO

Conkocepunl AeHTanbHasl aAre3WBHAs MacTa MPUMEHSETCS JUIsi MECTHOTO YCKOPEHHUS 3a)KUBJICHHS,

00e300IMBaHNS ¥ 3aIUTH PAHEBON TTOBEPXHOCTH IPH CIECTYIONINX 3a00I€BAHUAX U COCTOSHUSX:

- JleueHue 60H€3HCHHBIX 1 BOCIIAJIMTCIIBHBIX IMMPOLECCOB CIIU3UCTOU OGOHO‘-IKI/I IOJIOCTHU pTa, ACCCH
u ty0 (adThI, ryOHOU TepIiec, THHTUBUT, MAPOJOHTUT, CTOMATHT)

- JleueHue nopaxkeHuil, BHI3BAHHBIX JaBICHUEM 3YOHBIX MPOTE30B HA TKAHU (TIPOJICHKHH )

- JleyeHne OCIIO)KHEHUH, CBSI3aHHBIX C MOSBICHUEM 3y0O0B MYIPOCTH

- OO0OpaboTka paH Tmocie ynajaeHus 3yOHOro KaMHs, KIOpeTaka, MEPUOIOHTAIBHBIX OIepalui,
ynaneHus 3y00B U yCTaHOBKH HEMOCPEICTBEHHBIX 3yOHBIX MPOTE30B

- AIbBEONHT.

MpoTuBONoKasaHus

- HHAMBUYyaJbHAs YyBCTBUTEIBHOCTD K JTIOOOMY M3 KOMIIOHEHTOB Ipernapara (K KOHCEpBaHTaM —
3¢upsl naparuapokcnoen3oitHoi kucnotel (E216 u E218)), BkiIrodas cBOOOIHYIO
naparupokcuden3oitnyto kucinoty (E 210), mpucyTcTBHE OCTaTOUHOTO KOJIMYECTBA KOTOPOM
00YCIIOBIICHO OCOOEHHOCTSMHU TEXHOJOTMYECKOTO MPOIIecca MpU MPOU3BOCTBE Mperapara.

- MJIaJICHIIbI M JIETH MIIAJIIIE JIBYX JIET: MAacO NePEeYHOM MATHI U IECBOMEHTOJ MOTYT BbI3BaTh CIIa3M
rOpTaHH, IPUBOJAIIMHI K CEPhE3HOMY HapYLIEHHIO JIbIXaHUSI.

Cnoco6 npuMeHeHUs U A03bl

[IpenapaTt npeaHa3HaueH JUIsl MECTHOTO MPUMEHEHHS B 00JIACTH CIIM3UCTON 000JIOYKHU MOJIOCTH PTa.
[TopakeHHYI0 TOBEPXHOCTH CIM3UCTON OOOJOYKU HEOOXOJUMO MPEABAPUTEIHHO BBICYIIUTH BaTHBIM
WU MapJiieBbIM TaMIioHOM. [lonocky mactel jymrHON okoJio 0,5 cM HaHECTH, HE BTHpAs, Ha CIU3UCTYIO
TOHKUM CJIOEM IPU NOMOILIM Majbllda WM BAaTHOM MAaJOYKH, a 3aTE€M CJErka CMOYHUTh HAHECEHHYIO
nacty Bojoi. [Ipouenypy nmoBropsitor 3-5 pa3 B IeHb TOCIIE €1IbI U nepe]; CHOM. JleueHne mpoBOIuTCS
JI0 UCUE€3HOBEHUSI CUMIITOMOB.

Conkocepwl JIeHTaJIbHAS aJIe3WBHAs MMacta oOpa3yeT 3allWTHBIN JICUCOHBIH CIIOW Ha MOpaKEHHOU
o0JacTu CIU3UCTOM OOOJOYKU MOJIOCTH pTa U MPEJOXPaHsIeT €€ OT MEXaHWYECKUX M XUMHUYECKHX
MOBPEXKACHUMN B TeueHHe 3-5 yacoB. [Ipy HaHECEHNH NACThl HA HEBBICYIIEHHYIO CIIU3UCTYIO BO3MOKHO
YMEHbIIIEHUE JTUTEIBHOCTH JI4e0HOT0 BO3IEHUCTBUS.

[Ipu neyeHun nposnekHeld OT ChbeMHBIX 3yOHBIX MPOTE30B MACTy HAHECTH Ha CyXOH NMPOTE3 U CMOYMTH
BOJIOM.

Pexomengyemas kypcoBas no3a npemnaparta - 1 Tyba (5 r).

ITo0o4uHOE nelicTBHE

- U3MEHEHHE BKYCOBBIX OIIYIIEHUH.

- BO3MOXHBI annepmqecm/le peaKum/I (J'IOKa.]'H)HaH OTC‘-IHOCTI)), B cnyqae BO3HUKHOBCHUA KOTOpLIX
He00X0IMMO MPEKPATUTh IPUMEHEHHE TIpernapaTa U 00paTUTHCS K Bpayy.

IMepeno3npoBka (MHTOKCUKAIINS) PeNapaToM
Ceenenns 00 3 dexTax mepero3npoBKH MpernapaTa OTCyTCTBYIOT.



Oco0Oble ykazanust

He crnenyer 3aknmagpiBath CoJKOCepuUsl JEHTAIBHYIO aJr€3MBHYIO IacTy B PaHEBYIO IOJIOCTb,
00pa3yronIyocs BCIEACTBUE yNajeHHs KOPEHHBIX 3y00B, 3y0OB MYIPOCTH, a TaKXe - amUuKOTOMUU
(pe3exumsi Bepxyuiku 3y0a), B TOM cliydae, €clid Kpas JIYHKH 3y0a CTSATMBAIOTCA C MOCIEIYIOIINM
HAJO0XEHHEM IIBOB.

Conkocepws neHTalbHAS aJAre3UBHAS 1MacTa HE COJACPKUT B CBOEM COCTABE MPOTHBOWH()EKIIMOHHBIX
KOMITOHEHTOB. B ciydae ocTporo mHGUIUPOBaHUs MOPAKEHHOW 00JIAaCTH CIM3UCTON 00OJOYKU PTa,
KOoTOpass IMOMJICKHUT JICUCHUIO JAaHHBIM MpPCrapaTom, H606XOI[I/IMO MMPOBECTH MNPCABAPUTCIBHBIC
MEIMKaMEHTO3HOE JIe4eHHe/00paboTKy TOpakeHHOH 001acTH, HamnpaBlieHHbIE Ha YyCTpaHEHHE
CHUMIITOMOB BOCIIQJICHUA.

I[IpumeHenne mpemapara mpu 0GepeMeHHOCTH, B NEPHOI KOPMJIEHUS] TPYAbIO, Y JeTeld M JIHI
MOKHJIOT0 BO3pacTa.

I/ICCJ'ICZIOBaHI/ISI Ha JXHWBOTHBIX HC BBIABWIIM pHCKa OJId 11044, HO HC ObBLIO KOHTPOJHNPYCMBIX
UCCIIeIOBaHNH y OEpeMEeHHBIX >KeHIIMH. [Ipym Mcrmonp30BaHUM BO BpeMsi OEPEMEHHOCTH CIIETyeT
co0I0AaTh OCTOPOKHOCTb.

B oTHoIIeHNH NpUMEHEHHs Tpenapara y IeTei crapiie 2 JIeT OrpaHHYCHUHN HET.

B oTHOmEHNN NpUMEHEHUS NIpenapara y NaueHTOB MOKUIIOT0 BO3pacTa OTPaHUYECHUM HET.

[IpoTuB npuMeHeHus JeHTaabHOM nacTel CoMKOCepUIl B IEPUO/] JIAKTAILIMU HET BO3PAXKCHUH.

Oco0eHHOCTH BJIHAHUA JIEKAPCTBCHHOI'0 CPEACTBA HA CIIOCOOHOCTH YHIpaBJATh TPAHCIIOPTHBIM
CpEaACTBOM WJIHM MOTCHIHUAJBHO OITACHBIMHA MEXaHU3MaMH
HccnenoBanus He IMPOBOAUIINCE.

B3aumopneiicTBue ¢ APYrUMHU JIEKAPCTBEHHBIMH NpenapaTaMu

Jlo Hacrosero BpeMeHH He ObLIO BBISABICHO CilydaeB B3aumojeictBusi Conmkocepuiia JEHTaTbHON
aAre3UBHOM NACThI C IPYTUMHU NpenapaTaMu.

IIpu onHoBpemeHHOM Ha3HaueHuu Cojkocepuia JACHTAJIbHOW aIre3MBHOM NAacTbl M JAPYTUX
IIPETNApaTOB B BUJIE NIOJOCKaHUM, TACTy CIEAYET HAHOCUTD ITOCIIEC IPUMEHEHHS 9TUX IIPENapaToB.

Popma BbiNycka
I[To 5 r B amomunueBbie TyObl. Tyba BMecTe ¢ MHCTPYKIMEH MO MPUMEHEHHUIO BKIIAJBIBACTCS B
KapTOHHYIO ITaYKy.

YciaoBus xpaHeHus

XpaHUTh IIPU TEMIIEPATYPE HE BHILLIE 25°C.

XpaHUTh B HEJOCTYITHOM 1 eTel MecTe!

3epHHUCTO-CyXOBaTasi KOHCUCTEHIMS MacThl 00eCHeunBaeT ee ONTHUMaJbHbIE aJre3UBHbIC CBOWCTBA U
HE SBISETCS TPU3HAKOM YXYJIIICHUS KadecTBa mpenaparta. lIpm BCKpHITUM TyObl BO3MOXHO
BBIJIEJICHUE Macja, YTO TAKXKE HE ABJIAETCS NPU3HAKOM yXYALIECHUS KayecTBa Ipenapara.

Cpok roaAHOCTH

4 rona. [Tocne BCKpbITUS TYOBI CPOK XPAHEHHUS COCTABISET 28 NHEH pU TEMIEpaType HE BBIIIE 25°C.
He pexomeHmyercss MCHOJIb30BaTh NpenapaT MOCHE MCTEYEHHsS] CpOKa TOJHOCTH, YKa3aHHOIO Ha
YIIAaKOBKE.

YciaoBust 0TIyCKa U3 aNITEK
be3 peuenra.

060 6cex cayuasx HeOObIYHBIX pearkyull, CEA3AHHbIX C NPUMEHEHUeM npenapamd, HeobX00UMO
UHGDOpMUPOBAMD NO IIEKMPOHHOMY adpecy npedcmagumens 3assumeins (info.safety@meda-cis.com).



«MEJA ®PAPMACBIOTHKAJIC NIBEUIIAPUS I'm6X», IIBEUIIAPUSI
Xernaymrpacce 60, 8602 Banren-bprorruscenien, lBeiiuapus

(«MEDA Pharmaceuticals Switzerland GmbH», Switzerland,
Hegnaustrasse 60, 8602 Wangen-Bruttisellen, Switzerland)

IIpousseneno: . .
«JIETACHU ®APMACBIOTUKAJIC HIBEULIAPUA I'm6X», IIBEUITAPU S

PropGeprmrpacce, 21, 4127, bupcdenbnen, [seitapust
(«Legacy Pharmaceuticals Switzerland GmbH», Switzerland,
Ruhrbergstrasse 21, 4127 Birsfelden, Switzerland)
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