HHCTPYKI U
10 MCIMIWHCKOMY IIPUMCHCHHUIO IIpeIIapara

COJIKOCEPUJI
JACHTAJIbHAS aJAre3MBHAs MACTa

PerucrpanmoHHblii HOMep:
Toprosoe Hazpanue: Conkocepul JeHTalbHas aAr€3UBHAs 11acTa
JlekapcrBenHas (popMa: nacra Uit MECTHOIO IPUMEHEHUS

CocraBHalr

Axmuenvie unepeoueHmuol
Conkocepui - TeMpOTeNHU3UPOBAHHBIN JTHATN3AT
13 KPOBH 37I0POBBIX MOJIOUHBIX TeAT (Bos Taurus),

N 2,125 mr
CTaHJapTU30BAaHHBI XUMUUYECKHU U OMOJIOrMUYECKH
(B mepecyeTe Ha CyXoe BELIECTBO)
ITomumoxanon 600 10,000 mr
Koncepsanmeut
Mertun-naparuapoxcudensoat (E 218) 1,800 mr
[Tponwmn-naparuapokcudensoar (E 216) 0,200 mr
Bcnomozamenvhvie geujecmsa
Hatpus kapbokcuMeTHIesuono3a 22,875 mMr
MsiTel IEpeyHON Maciio 2,925 mr
MenTon 0,075 mr

OcHosa nacmul

(HaTpus KapOOKCUMETUIIIIECIUTION03a, JKeJIaTHH,

MIEKTHH, 960,000 mr
nosmatuieH 350.000, sxunkuii napadun)

Onucanue

breano-0exeBast 3epHUCTast OJTHOPOJIHAS, JIETKO paCIpeeIONIascs Macca ¢ 3araxoM NePeYHON MSTHL.
dapmakoTepaneBTHYECKas IrPyIna

CTuMyJIATOp pereHepaiy TKaHe.

Kox ATX AO1ADI1

DapmMakoJorniecKue CBOMCTBA

Dapmakoounamuka

Conkocepui - XMMUYECKH U OMOJIOTHYECKH CTaHAAPTU30BAHHBIN JeNPOTEMHU3UPOBAHHBIN UaIn3ar,
MOJTyYEHHBIN M3 KPOBH 3/I0POBBIX MOJIOYHBIX TEJISAT METOIOM yIbTpaduibTpaii. COIKOCEPHIT COACPKUT
LIMPOKUI CIIEKTP MPUPOIHBIX HU3KOMOJIEKYJISIPHBIX coequHeHni Maccoil 1o 5000 JanbToH:
TJIMKOJIUIH/IBI, HyKJIEO3UIbl U HYKJIEOTH b, AMUHOKHCIIOTBI, OJINTONENITH/IbI, MUKPO3JIEMEHTHI,
3JIEKTPOJIUTHI, TIPOMEXKYTOUYHBIE ITPOIYKThI YIIIEBOJHOIO U XKHpoBOro oomena. Conkocepui
aKTUBHU3HMPYET TPAHCIIOPT KUCIOPOAA U IMUTATEIIbHBIX BELIECTB HAa KJIETOUHOM YPOBHE, OBBIIIAET
noTpebieHne KUCIopoaa KIeTKol, ctumynupyet cunte3 AT®, ycunupaer nponudepainio o0paTumMo
MTOBPEKECHHBIX KJIETOK, 0COOCHHO B YCJIOBUSAX TMIIOKCUH, YCKOPSS TEM CaMbIM ITPOLIECCHI
paHozaxuBieHus. COIKOCEPUI CTUMYIHPYET aHTHOTeHe3, CIOCOOCTBYET PEeBACKYIIAPU3ALIUH
UIIEMU3UPOBAHHbBIX TKAHEH, a TaKKe - CO3AAHUI0 YCIOBUM, OJaronpuaATHBIX JUIsl CHHTE3a KoJUlareHa u
pocCTa cBeXel IrpaHy ISIIMOHHOM TKaHU, YCKOPSIET Pe3NUTENN3aLNI0 U 3aKpbITHE paHbl. CoKocepui
o0J1afiaeT TaKke MEMOPaHOCTAOMIN3UPYIOLIUM U IUTOIPOTEKTOPHBIM JIEHCTBHEM.

[Tonuaokanon 600 - MECTHBIN aHECTETHK; IEHCTBYET B 00J1aCTH NepUPEpUIecKUX HEPBHBIX OKOHYAHUH,



BBI3bIBas MX 0OpaTuMoe OiokupoBaHue. OKa3bIBaeT OBICTPHIN U MPOJAOKUTEIHHBINA MECTHBIN
o6e36omuBarommii 3 dexr. [locne HaHeceHus MacThl Ha CIU3UCTYIO MOJOCTH pTa 0OJb KyNUPYETCs Yepes
2-5 MuUHYT; 00€300I1MBaHUE COXPAHSAETCS B TE€UEHHE 3-5 4acoB.

Couikocepu IeHTaJIbHAS aire3UBHAs TTacTa 00pa3yeT 3alIUTHBINA JIeYeOHBIN CII0W HA TIOPAKECHHOM
06J'IaCTI/I CITU3UCTOM O6OJIO‘IKI/I MOJIOCTH pTa U MPCAOXPAHACT €€ OT MCXaHUUCCKUX U XUMHUYCCKUX
MOBPEKCHUN B TeUEeHUE 3-5 4acoB, BBIMOIHIS (PYHKIIHIO JIEKAPCTBEHHOM MOBS3KH.

Dapmakokunemuka
He n3yuanace.

Iloka3anus x NPUMEHECHUTIO

Conkocepuil IeHTaNbHAs are3UBHAS MACTa MPUMEHSIETCS Y MAlUEHTOB BCEX BO3PACTHBIX TPYIII AJIS
MECTHOT'O YCKOPEHHUS 3a)KHBIICHHS, 00€300TMBaHUS M 3aIUTHI PAHEBOM MMOBEPXHOCTH MPHU CIICTYFOIINX
3200JIEBAHUAX M COCTOSHUAX:

e ['mHrHMBUT U 00JIE3HU mapajoHTa, B TOM YUCJIC TOCJIC OIICPATUBHBIX BMCIIATCIILCTB,
YCTAaHOBKH UMIIJIAHTAHTOB, YIAJICHUN 3Y6HOFO KaMHs

e IIponexHu OT CHEMHBIX 3yOHBIX ITPOTE30B B MEPUOJI aIANTAIIUN K HUM
e AJLBeosuT
e CroMarur

. HOpa)KCHI/Iﬂ CIIM3UCTOMN MOJIOCTH pTa Ipu Iy3blpuaTKe

e AdTH
e 3aensl
IIporuBonmokasanus

WuauBuayaibHasi 4yBCTBUTEIBHOCTD K JIFOOOMY M3 KOMIIOHEHTOB Iperapara, BKIro4asi CBOOOIHYIO
naparuipokcuoen3oiny kucioty (E 210), mpucyTcTBHE 0CTaTOYHOTO KOJIMYECTBA KOTOPOH
00YCIIOBIIEHO 0COOEHHOCTSIMH TEXHOJIOTHYECKOTO TIpoIiecca MpY POM3BOICTBE TpernapaTa.

Cnoco0 npuMeHeHUs U 103bI

[Ipenapar npeaHa3zHayYeH I MECTHOTO IPUMEHEHHS B 00JIACTH CIIM3UCTON 00OJIOUKH ITOJIOCTH PTa.
[TopakeHHY 0 TOBEPXHOCTh CIU3UCTON 000JOUKH HEOOXOAUMO TTPEABAPUTEIIBHO BBHICYIITUTHh BATHBIM HITH
MapJieBbIM TaMIIOHOM. [1ostocKy macThl JiMHOM OKoJ0 0,5 CM HaHECTH, HE BTUPAsi, HA CIM3UCTYIO TOHKUM
CJIOEM MPH MOMOILH MAJIbI[A UM BATHOW MAJIOYKH, a 3aTEM CJIETKa CMOYHUTh HAHECEHHYIO MTACTy BOAOM.
[Iponerypy moBTOpsAIOT 3-5 pa3 B I€Hb MOCIE €1bl U epe]] CHOM. JIeueHne npoBOIUTCS 10 UCUE3HOBEHHS
CHMIITOMOB.

Conkocepun IeHTallbHas aAre3uBHas MacTa 00pa3zyeT 3alIUTHBIN JeueOHbIN 101 HA TOPaKEHHOM
00J1aCTH CIU3UCTON 00OJIOUKH TOJIOCTH PTa M MIPEIOXPAHSET €€ OT MEXaHUYECKHX U XUMHUECKUX
MOBPEKJICHUH B TeueHue 3-5 yacoB. [Ipy HaHeceHnH MAacThl HA HEBBICYHIEHHYIO CJIM3UCTYIO BO3MOKHO
YMEHBIICHUE JJIUTETLHOCTH JICUeOHOTO BO3CHCTBUS.

[Ipu nevyenun nposaexHed OT CheMHBIX 3yOHBIX MPOTE30B MACTY HAHECTH Ha CYXOil MPOTE3 U CMOYUTH
BOJIOM.

Pexomennyemast KypcoBas 1o3a mpenapara - 1 tyba (5 r).

ITo6ouHoOe neiicTBUE

N3MeHeHne BKyCOBBIX OLIYIICHHH.
Bo3MoxHBI ajuiepruueckue peakiuy (JIOKaJlbHasi OTE€YHOCTD), B CIy4ae BOSHUKHOBEHUS KOTOPBIX
HEOOXOMMO MPEKPaTUTh IPUMEHEHHUE NpernapaTa i 00paTUTHCS K Bpady.



Ilepeno3upoBKa (MHTOKCUKALMS) MPeNapaToM
Caenenus 00 3¢ dexrax nepeao3upoBKH MpenapaTa OTCYyTCTBYIOT.
Oco0ble ykazanus

e He cnenyer 3aknaapiBaTh ConKOCEpUI IEHTAIBHYIO aIT€3UBHYIO MACTY B PAHEBYIO
MOJIOCTh, 00Pa3yIoILyI0Cs BCIEACTBUE YAAICHUSI KOPEHHBIX 3y0OB, 3y00B MyIpOCTH, a
TaK)Ke - alMKOTOMUH (PE3EKIIHs BEPXYIIKH 3y0a), B TOM CIIy4ae, €Clu Kpasi JIyHKH 3y0a
CTSATHBAIOTCA C TOCIEAYIOIUM HAJIOKEHHUEM IIIBOB.

o Conkocepu JeHTaIbHAS a[r€3UBHAS MTACTa HE COJIEPKUT B CBOEM COCTaBE
IPOTUBOMH(EKITMOHHBIX KOMIIOHEHTOB. B cityuae ocTporo HHGUIIMPOBaHUS TOPAKEHHON
00JIaCTH CIM3UCTOM 00OJIOYKH PTA, KOTOPAs MOJICKUT JICUYCHUIO JaHHBIM MTPETapaToM,
HE00X0IMMO TIPOBECTH MPEABAPUTEIHHBIC METUKAMEHTO3HOE JICUCHHE/00pa0b0TKy
MOPAKCHHOHN 00JIaCTH, HAIPABJICHHBIC HA YCTPAHCHNUE CUMITTOMOB BOCITAJICHUS.

IIpumeHenune npenapara npu 6epeMeHHOCTH, B IEPHO KOPMJICHHS IPY/AbIO, Y ieTel U JINI
MO’KUJIOr0 BO3pPacTa.

He cymecTByeT mpoTHBOIIOKa3aHUH K UCIIOJIB30BaHUIO IpenapaTta COJKOCepUII IeHTAIbHAS aAre3uBHAas
racTa BO BpeMsi 06peMEHHOCTH U JIaKTalllH, XOTA ClellMalbHbIe KOHTPOJIMPYEMbIE HCCIEA0BAaHNUS O
0e301acHOCTH IPUMEHEHHUS MIpenapaTa y )KeHIIHH BO BpeMs OEpeMEHHOCTH U JIAKTalluK He
IIPOBOIUIIUCE.

B oTHOImIEHNHN IpUMEHEHUS IIpenapara y 1eTed OrpaHUYECHUN HET.

B oTHOWIEHNN IpUMEHEHUS TIpenapara y NallueHTOB MOKUIOr0 BO3pacTa OrpaHUYECHHN HET.

B3aumopeiicTBHe ¢ IPYrHMH JIEKAPCTBEHHBIMH NpenapaTamMu

Jlo HacTosIIero BpeMeHH He ObLIO BBISBIEHO Cily4aeB B3auMozeicTeust Coiakocepuiia JeHTaaIbHOM
aJre3uBHOM MacThl C APYTUMU IpernapaTaMu.

[Ipu ogHOBpeMeHHOM HazHaueHuHn CoJKkocepusia ICHTAIbHOM aAre3MBHOM NAacThl U IPYTUX MPEnapaToB B
BH/JIE NTOJIOCKaHUH, MACTY ClIeyeT HAHOCUTh MOCIIE IPUMEHEHHUS 3TUX MIPENapaToB.

®opma BbIIIyCKA

Ilo 5 r B amoMuHMEBBIE TYOBI. Ty0a BMeCTE C MHCTPYKLIHMEH IO IPUMEHEHHUIO BKJIAIbIBAETCS B KAPTOHHYIO
MayKy.

YciioBus XpaHeHUs

Xpauutb npu Temieparype He Bbie 30°C B HEIOCTYITHOM JJIs JIeTeil MecTe.

3epHUCTO-CyX0BaTas KOHCUCTEHIUS acThl 00ECIIEYUBAET €€ ONTUMAIbHbIE a/IT€3UBHBIEC CBOIICTBA U HE
SBJISIETCS] IPU3HAKOM YXy/IILIEHHs KauecTBa npemnapara. [Ipu BCKpbITUH TyObl BO3MOKHO BBIIETICHHE
Macia, 4TO TAKXKE HE SBJISACTCS IMPU3HAKOM YXYALICHUS KayecTBa IIpernapara.

Cpok roaHocTu

4 rona. He pexoMmenayeTcs HCIOIB30BATh MIpenapar Mocjie HCTEYEHMsI CPOKa TOJHOCTH, YKa3aHHOTO Ha
YIaKOBKe.

YciaoBus 0TIyCKa U3 aNTeK
bes penenra.

IIpoussenexo:
Baneant ®apmacsrotukanc Llsetnapus I'm6X, lBerinapus
Pyp6eprmrpacce 21, CH-4127 bupcdensnen (LLseitnapus)



Valeant Pharmaceuticals Switzerland GmbH, Switzerland
Ruehrbergstrasse 21, CH-4127 Birsfelden (Switzerland)

IIpeacraBurenbcTtBo B MOCKBe:
125167, Mocksa, Hapeikuackast ames, A. 5/1, oduc 2205



