VUMILJTAHTAT BHYTPUJIEPMAJIBHBINA Juvéderm® ULTRA 2

NHCTPYKIUA ITO IPUMEHEHHWIO

COCTAB

I'ens ruamypoHOBOI KUCIOTHI 24 MI

Jlunokamna rugpoxaopua 3 mMr

®docdarusriii 6ydep pH 7,2 10 koHeuHoro Beca 1 mi

B ognom mmpurne conpepxutces 0,55 mn npenaparta Juvéderm® ULTRA 2.

OIIMCAHHUE

Juvéderm® ULTRA 2 npencrapinsieT co00ii CTEpUIIbHBINA allMPOTeHHBIH (PU3MOIOTHYECKUH Ielb
MONEPEYHO CIIUTOW THAJIYPOHOBOM KHCIOTHI HEKHBOTHOTO NPOUCXOXIeHUs. ['enb 3roro
npenapara HaXOAMUTCS BHYTPU I'PAJAyMPOBAHHOIO MPEIBAPUTEIBHO 3AIIOJIHEHHOTO MM IIIPULIA
OJIHOPA30BOr0 Mcnosib3oBaHusA. Kaxnas ynmakoBka comepxkut 2 mmpuna no 0,55 mu npenapara
Juvéderm® ULTRA 2 B kax10M, 2 cTepriibHbIe HHBEKIIMOHHBIE Wbl 30G1/2” omHOpa3oBOTO
ucrnonb3oBanus st BBeneHus npenapata Juvéderm® ULTRA 2, uHCTpyKIMIO-BKIIABIII 10
MPUMEHEHHIO, a TAK)KE€ KOMIUIEKT 3THKETOK, NMPEeJAHAa3HAUYEHHBIX U1 00ecTeyeHHs] KOHTPOJIA 3a
MIPOUCXOKACHUEM Mpenapara.

CTEPUWIN3ALIUA
Conepxxumoe mmpuiioB ¢ npernaparom Juvéderm® ULTRA 2 crepunusyercs ropsduM mapoM.
Nubexmmonnsie urisl 30G1/2” crepunu3yroTcst 00 IydeHUEM.

ITIOKA3AHMA K IPUMEHEHHWIO

Juvéderm® ULTRA 2 sBnsercss MHBEKUMOHHBIM HMMIUIAHTATOM, MpEeAHA3HAYEHHBIM IS
3aroOJIHEHUST YMEPEHHO BBIPAKCHHBIX MPOBUCAHWN KOXKHM JIMIIA TTyTeM BBEICHUS Tpernapara B
CPEIHUE CIIOM JIEPMBI, a TAKKe JIJIs1 KOPPEKIIMH KOHTYpa T'y0.

Bxurodenue B mpenapar JinIoKkanHa IpeJHa3HAYCHO I YMEHbBIICHUST OOJIE3HEHHBIX OIIYIIEHUHN
y MareHTa BO BpeMsl MpOoLEayphI.

IMPOTUBOIIOKA3AHUA

» He nonyckaercs BBenenue npenapara Juvéderm® ULTRA 2 B xoxxy Bek. Beenenue npenapara
Juvéderm® ULTRA 2 B 006macTei TEMHBIX KPYroB MOJ TJa3aMH JOJHKHO OCYIIECTBIISTHCS
TOJIbKO BpaueOHbBIM MEPCOHAIIOM, MPOIIECIIINM CHEIHAbHYIO TOATOTOBKY MO UCIOJIb30BaHUIO
3TOT0 METO/1a M UMEIOIIMM COJIUHbIE 3HAHUA M0 (PU3UOJIOTUH 3TOM 00IacTH JIHLIA.

* He nomyckaeTcst BBeJleHUE MpenapaTa B KPOBEHOCHBIE COCYAbI (BHYTPUCOCYAMCTOE MOMAJaHUE
npenapara).

» He mpuberatb kK MaCCUBHON KOPPEKITUH JIHIIA.

» He nomyckaercst ucnonp3oanue npenapara Juvéderm® ULTRA 2:

- Y IAMEHTOB, CTPAJAIOIINX SWICTICUEH, HE MOAAAIOIICICS JICUCHUIO;

- y MMALIMEHTOB CO CKJIOHHOCTHIO K Pa3BUTHIO THIIEPTPOPUPOBAHHBIX PYOIIOB;

- y MallUEHTOB C U3BECTHOMN MOBBILIEHHON YyBCTBUTENBHOCTBIO K THAIIYPOHOBOM KHUCIIOTE;



-y TAlMEeHTOB C W3BECTHOW TMOBBIMICHHONW YYBCTBUTEIBHOCTHIO K JUJIOKAUHY WM MECTHBIM
aHeCTeTHKaM U3 TPYNIbl aMUIHBIX MPENapaToB; - y MAUEHTOB, CTPAAAIONINX opdupuei; - y
OepeMEHHBIX M KOPMSIIUX TPYIbIO KEHILUH;

- Y JeTeu.

. Juvéderm® ULTRA 2 He 1oi7keH BBOAUTHCS B YYaCTKH KOXKH, CKIIOHHBIE K BOCIIAJIEHUIO

1/Uny MHQHUIHUPOBAaHUIO (aKHE, TepIec U T.1I.).

. Juvéderm® ULTRA 2 He 10o/pKEH MCNONB30BaThCS OJHOBPEMEHHO C IPOBEICHUEM

Ja3epHON Tepanuy, XUMHYECKOTO MIJIMHTa WM IpOoIeyp AepMadpa3uil KoxH juia. Beenenue

npernapara He peKOMEHAYETCs B cllyyae BOSHUKHOBEHHS BBIPAKEHHOTO BOCHAJICHHS KOXKH TIOCIIE

MIPOBE/ICHUS €€ OBEPXHOCTHOTO OTIIEITYIITUBAHHMS.

MEPBI IPEJOCTOPOXKHOCTH

. [Tpenapar Juvéderm® ULTRA 2 He npeHa3HaveH 1711 HHBIX CIOCOOOB BBEACHHS, KPOME
BHYTPHUKOXHOTO M B CJIM3UCTYIO 000JIOUKY TYO.

. B mpuHnune, MHbEKIIMOHHOE BBEICHHUE JHOOBIX MEAMLIMHCKUX MPENapaToB MOXKET OBITh
COIPSDKEHO C OMACHOCTBIO Pa3BUTHSI MHPEKIIH.

. OTCyTCTBYIOT [JOCTYyNHBIE KIMHUYECKHE MaHHBIe, Kacamomuecs 3(PQPEKTUBHOCTH U
nepeHocumoctu npemnapara Juvéderm® ULTRA 2 npu ero BBEACHMH B Y4aCTKH KOXH, yXkKe
paHee o00paOoTaHHBIE IPYTMM 3aloJIHAIONIMM TpenapaTtoM. He pekomeHmyercs BBOAMTH
npernapar B y4acTKU KOXKH, COJIepIKaIlIre OCTOSHHBIA UMIIAHTAT.

. OTCYTCTBYIOT JOCTYIIHbIE KIMHUYECKHE JaHHble, Kacawommuecs 3(PQPEeKTUBHOCTH H
nepeHocumoctr npenapara Juvéderm® ULTRA 2 mpu ero ucnosib30BaHWUW Yy TAIMEHTOB C
yKa3aHUsIMH Ha ayTOMMMYHHBIE 3a00JIeBaHHMS B TPOLUIOM WM TNPH HAIWYMUA KIMHUYECKU
BBIPQ)KEHHOTO ayTOMMMYHHOT'O 3a00JieBaHHMsS B HACTOSIIMNA MOMEHT. B KaXIOM KOHKPETHOM
cllydae Bpad JI0JKEH PELIUTh BOIIPOC O BO3MOKHOCTH HCIIOJIb30BAHUS IIpenapaTa B 3aBUCUMOCTH
OT XapakTepa caMoro 3aboJieBaHUS W IMPOBOAMMOIO JICYEHHUS, a TaKXkKe O0EeCIeYuTh CTPOroe
HaOIIOZICHWE 3a TAaKMMHU TMAlMeHTaMH. B YacTHOCTH, PEKOMEHAYETCS MPEeNOKHUTh TaKUM
MaIMeHTaM IMpeIBapUTEIBHO MPOBECTH JBOWHYIO MPOOY C MpernapaTroM, a TakKe OTKa3aTbCs OT
€ro NMPUMEHEHHs Y JIUI] B aKTUBHOW CTa UM 3a00JI€BaHUS.

. OTCyTCTBYIOT KJIMHMYECKHE JlaHHBIE, Kacarolluecss IEepeHOCUMOCTH IIpernapara
Juvéderm® ULTRA 2 npu ero ucnosiab30BaHUM Y NMAaLMEHTOB, UMEIOIINX B AHAMHE3€ YKa3aHUs
Ha TOBTOPHbIE TSDKETbIE aJUIEPTHUECKUe peakiuu WM aHauiIakTHYecKuil mok. B kaxmgom
KOHKPETHOM cJIy4yae Bpau JAOJDKEH PEIIUTH BOIPOC O BO3MOYXKHOCTH MCIIOJIBb30BaHUs IIpenapara B
3aBHCUMOCTH OT XapaKTepa UMEIOIICHCS alTIepriy U IPOBOAMMOTO JICUCHHUS, a TAK)KE 00ECIICUUTh
CTporoe HaOJII0ICHHUE 32 TAKUMH MAIIIEHTaMH, OTHOCSAIIIMMUCS K TPYIIIE PUCKA. B vactHoCTH,
OH MOXET MpPEAJOKUTh TaKUM NAalleHTaM I[peIBAPUTENIbHO MPOBECTH JBOHWHYIO MpoOy C
MpernapaToM WM Ha3HAYUTh COOTBETCTBYIOIIEE MPO(UIAKTHUECKOE JICUEHHE NIEpe]] KaXKAbIM €r0o
BEJICHUEM.

. VY nanMeHToB ¢ yKa3aHHSIMH B aHaMHE3€ Ha CTPENTOKOKKOBYIO MH(EKIHIO (TOBTOPHBIE
aHTUHBI, OCTPBI CyCTaBHOW pPEeBMATH3M) Iepel Ka)IbIM BBEICHHEM Mpernapara HeoOXOIuMO
MIPOBECTU ABOWHYIO MpoOy ¢ HUM. B ciydasix ocTporo CycTaBHOrO peBMaTH3Ma ¢ MOpaKeHHEM
cepAla peKOMEHAYETCsl 0TKa3aThCsl OT UCIIOIb30BaHUS IIperapara.

. [ManeHTsl, TOTyYaloUIe JIeYCHUE aHTUKOATYJITHTAMH, TOJIKHBI OBITh TIPEAYTPEKICHBI O
MOBBIIIEHHOW OINACHOCTH BO3HUKHOBEHHMS y HHUX KpOBOIIOATEKOB WJIM KPOBOTEYEHHUS IpU



BBEJICHUU Tnpenapara. Kpome Toro marpeHTam peKoMeHyeTcst n30erats nprueMa acupuHa Win
ButamuHa C B TOBBIIIEHHBIX J03aX 33 HEAECTIO 10 MHBEKIIUU Ipenapara.

. He pexomenayercs mpumensate Juvéderm® ULTRA 2 B coderaHum C mpernapaTamu,
TOPMO3SIIIUMH WM OJOKUPYIOIMMHM METaO0JIMYeCKHe IpOLEeCcChl B IEYeHH (CUMETHIMH,
0eTabIoKaToOpHI U T.1.).

. Juvéderm® ULTRA 2 nomKeH HCIOJIB30BAThCA C OCTOPOXKHOCTBIO Y TMALIMEHTOB C
HapyLWEHUSIMH CEpJeUHON IPOBOJUMOCTH.

. [TanmenTaM He pEKOMEHAYETCSl MOJIb30BaThCS MAaKMsDKEM B TeueHHe 12 4acoB mocie
BBEJICHUSI TIperapara, a Takke u30eraTb NPOJODKUTENBHOTO TpeObIBaHUS Ha COJHIIE,
BO3CUCTBUS ynbTpaduoseToBbiX ydeid u temneparyp Hike 0°C. He pekomenmyercss Takxke
MOCEIIATh CayHY WU TYPELKYIo 0aHIO B TEUCHHE ABYX HE/ETb IOCIIEC MHBEKIIUH Mperapara.

. B ciyuae 3akynopku MHBEKIIMOHHOM WIJIBI HE CIEAYET YBEJINYMBATH CHJIY JaBJICHUS Ha
nopiieHs mnpuna. B mogoOHo# cuTyauun HE0OXOAMMO NPEKpPaTUTh BBEJCHUE Ipernapara u
CMEHUTH HIITY.

. Heobxonumo npenynpekaare CHOPTCMEHOB O TOM, YTO B COCTaB JAHHOIO Ipernapara
BXOJUT JIEHCTBYIOIIEE Hayajo, CIOCOOHOE BBI3BATh MOJIOKUTENIbHBIE PE3yJIbTaThl aHAIU30B IPU
IIPOBE/ICHUH AHTUIOIMHIOBOTO KOHTPOJIS.

. OOpamiaercs BHUMaHuUE€ XHUpypra Ha MPUCYTCTBHE JHMIOKaWHA B COCTaBE JAHHOTO
npernapara - 00CTOSTeNILCTBO, KOTOPOE OH JIOJDKEH MPUHUMATh B pacuer.

. CoctraB mpenapata 00eCHEYMBACT €ro COBMECTUMOCTh C MAarHUTHBIMH IOJISIMHU,
MCTOJIb3yEeMBbIMU TP MPOBEICHUN MAarHUTHO-PE30HAHCHOU TOMOTpaduu.

B3AMMO/IEMCTBHUE C IPYTUMH ITPEIIAPATAMHU

X0po1I0 N3BECTHA HECOBMECTUMOCTh MEX/1y F'MalypOHOBOMN KHUCIOTON U COJISIMU YETBEPTUYHOTO
aMMOHMSI, TAKUMH, HalIpUMep, Kak O€H3aJIKOHUS XJIOPU.

VYuuteIBas 3TO, HUKOI/IA HE ClIeAyeT NoNycKaTh KoHTakTa npenapara Juvéderm® ULTRA 2
C TaKkUMHM COEIUHEHUSAMH, a TaKXkKe MEIUIMHCKUM XUPYPrHU4eCKUM HHCTPYMEHTapueM,
00pabOTaHHBIM UMH.

He u3BecTHO Kakoro-i1mbo B3auMoAeCcTBUS IpenapaTa ¢ APYrUMH MECTHBIMH aHECTETUKAMH.

IOBOYHBIE JIEVCTBUSI

[TaneHT mOJDKEeH OBITH MPEAYNPEXICH O BO3MOKHOCTH BO3HMKHOBEHHUS NMOOOYHBIX pEaKIui,

CBSI3aHHBIX C BBEJCHHEM [aHHOTO HWHBEKIIMOHHOTO HMIUIAHTaTa W CIIOCOOHBIX Ppa3BUTHCS

HEMEJUIGHHO WJIM CIycTs HeKoTopoe Bpems. [lo6ounbie 3(pdeKThl BKIOYAIOT (TMPHBEICHHBIN

CITMCOK HE SIBJISICTCS UCUEPITBIBAIOLINM ):

* Bo3MOXHOE pa3BUTHE MTOCIIE MHBEKIINY MIperapara pa3IndHbIX BUOB BOCIATUTEILHON PEaKIIN
KOXH (TIOKpacHEHHE, OTEK, IPUTEMA U JIp.), KOTOPBIE MOT'YT COIPOBOXKAATHCS 3Y/IOM, a
TaKkke OOJIE3HEHHOCThIO NpHU HajaBnuBaHUM. [logoOHas BoCHANMUTENbHAS PEAKIUS MOXKET
COXPAaHATHCS B TEUEHUE OJHOW HENIENH.

* BO3HMKHOBEHHUE KPOBOIIOITEKOB.

* BO3HMKHOBEHUE YIJIOTHEHUH WM y3€JIKOB Ha MECTE€ MHBEKIIUU.

» OxpamuBaHue WM 00ECIIBEYMBAHNE KOKU B 00JIACTH BBEACHUS TIpenapara.

* Hemoctatounas 3ppekTuBHOCTS TpoleIyphl WK c1a00 BBIpaKeHHBIA d(DQEKT 3amoIHCHUS. *
VYuuteiBasg HUMEIOMKECS COOOIIEHUS O CiIydasX BO3HMKHOBEHHMS HEKpPO3a KOXH Haj
NIEPEHOCHUIICH, a0CIIECCOB, TPAHYJIEM H AJUICPIHYSCKUX — PEAKIUA HEMEJICHHOTO 17001



3aMeJICHHOTO THIIA M10CI€ UHBEKLNU THaTypOHOBOM KUCIOTHI W/WIN JIUI0KauHA, HE00X0AUMO
NPUHUMATh B PacyeT NOTCHIMAIbHYIO OIACHOCTh Pa3BUTHS TOOOHBIX OCJIOKHEHHH.

* [TaneHT OJKEH B KpaTyailie CPOKU U3BECTUTh Bpaya 000 BCEX CIydyasiX COXPaHEHHS y HEro
MECTHOM BOCTIAJIUTEIBHOM Peaklnu B TeUeHHe Ooiee OAHOM HeleM 0Cie BBEICHUS Mpenapara
WM BO3HUKHOBEHHS JTIOOBIX IPYrux nmooouHsx 3¢ dexros. [Ipu 3ToM Bpau 10yKeH 00ecTieynTh
IPOBE/ICHUE MAIUEHTY COOTBETCTBYIOIIETO JICUCHHUS.

* O00 Bcex ciydasx BOZHUKHOBEHHUS JIPYTHUX HEXKEJIATENIbHBIX MOOOYHBIX peakluil, CBSI3aHHbBIX
c BBezieHueM npenapata Juvéderm® ULTRA 2, Heo0X0AUMO U3BECTUTH AUCTPUOBIOTEPA H/UIH
POM3BOIUTENS IIpenapara.

CIHOCOBb TPUMEHEHUSA U 103bI

 JlaHHBIN mpenapar NpegHa3HAadeH Uil BHYTPUKOXXHOI'O BBEIEHHS U BBEICHHUS B CIM3UCTYIO
000J104Ky Ty0 BpauoM, MMEIOIIMM Ha 3TO MPaBO B COOTBETCTBUHU C JIEHCTBYIOIIMM MECTHBIM
3aKOHOAATECIIbCTBOM. y‘II/ITBIBaﬂ, YTO TCXHHUYCCKasAa KBaJII/Iq)I/IKaI_II/ISI Bpada ABJISACTCA pCHIAONIUM
dakTopom, obecnieunBaromuM dPPEKTHBHOCTH MPOIEAYPHI, TPEnapaT T0HKEH HCTIOIb30BaThCs
TOJLKO BpadeOHBIM TIEPCOHAJIOM, TPOIISANIMNM CIEIHAIBHYIO IOATOTOBKY IO JaHHOMY
UHBEKIIMOHHOMY METOJY 3aII0JTHEHHUS.

[lepen HayamoMm mnpoueaypbl HEOOXOIUMO MPOMH(POPMHUPOBATH MAIMEHTa O MOKA3aHMUAX H
IIPOTUBOIIOKA3aHUAX K HCIIOJIB30BAHUIO IIperapara, €ro HECOBMECTUMOCTH C IPYIMMU
npernapaTam, a TAkKe 0 BO3MOKHOCTH Pa3BUTHS HEXKEIATEIbHBIX TOOOYHBIX PEaKLIUH.

[lepen HayamoM MHBEKIMHU TpenapaTa TIIATEIbHO MPOAC3MH()HUIMPOBATH KOXKY B MECTE €ro
BBCJ/ICHUSL.

CHATH cO IIIIPHILIA 3aTBIUKY, BBITACKMBAs €€, KAK MOKa3aHO Ha puc.l. 3aTem, IIIOTHO HAacaauB
UHBEKIMOHHYIO WIJly, BXOJSIIYI0 B KOMIUIEKT IIpernapara, Ha HAKOHEYHUK Hmpuna (puc.2),
AaKKypaTHO HaBUHTHUTh €€ Ha HETO, Bpallas 110 4acoBOU cTpeiike. [Ipon3BecTn 1ONONMHATEIbHBIN
IIOBOPOT UIJIBI O MOMEHTa €€ OJIOKUPOBKM M MPHUHATUSA 3alUTHBIM KOJIIAYKOM HIJIBI
II0JIO’KEHUS, TIOKA3aHHOTO Ha puc.3. Eciin 3alUTHBIN KOJIMAYOK 3aHUMAET I0JI0KEHUE KaK OHO
n300pakeHO Ha puc.4, TO UHBEKLIMOHHAS UIJa MOACOEIMHEHAa HENMpPaBWIbHO. 3aTeM, Aepika
KOPITYC IIIPHIIA B OAHON PyKE U KOJIMAYOK B JPYTrOM, CHATH KOJINA4YOK (pHcC.S5), NOTSAHYB 3a HETO.
[Ipenapat He0OXO0IUMO BBOIUTH MEIEHHO.

HecobntoeHne ykazaHHBIX Mep MPEIOCTOPOKHOCTH MOMKET MPUBECTH K ONACHOCTH CpbIBA
MHBEKIIMOHHOH UTJIbl M/UJIM YTEUKH IpenapaTa B 00JacTH IITPULIEBOro HakoHeYHHKa JlroapJloka.
* KonmmuecTBO BBOAMMOTO Ipenapara 3aBUCHT OT Pa3MepoB 001aCTH KOPPEKLIUH.

* [Tocie BBIMOHEHUS! MHBEKIIMU BaYKHO TIOMAaCCUPOBATh 00J1acTh BBEACHHUS IIpenapara Ajisi TOro,
YTOOBI OBITH YBEPEHHBIM B €T0 pABHOMEPHOM pacIpe/IeIeHUH.

OCOBBIE IIPEAYHPEXIEHUA

e [lepen  HavanOM  HMCHOJIB30BAHMSA  IPOBEPUTH  ILICJIOCTHOCTh  3AIUUTHBIX  CPEJICTB,
o0ecrneunBaroIX CTEPUIIBHOCTD IIpenapara.

* [IpoBepuTh CPOK F'OJHOCTH IIPEIApaTa Ha €ro STUKETKE.

* He wucnonp3oBate mnpenapaT NOBTOPHO. [Ipy NOBTOPHOM HCHOJIB30BAHMM IIpenapaTra He
TapaHTUPYETCS] COXPAHEHUE €T0 CTEPUIIBHOCTH.

* He moaseprars NOBTOPHON CTEPUIIM3ALIUN.



*[To Bompocam wucmonb30BaHUS HHBEKIHOHHBIX wura (0123 JlaGopatopus TSK, SAnonus)
oOpamatecss B EBpomeiickoe npenctaButenscTBO ¢GupMbl 1o azapecy: Emergo Europe
Molenstraat 15 2513 BH The Hague (NL).

- Vcnionb3oBaHHbBIE UTIIBI TOJKHBI ObITh ITOMEIIEHBI B CIIEUATBHO MPeIHAa3HAYCHHBIN ISl 3TOTO

koHTelHep. [locTynarh aHanOrMyHBIM 00pa30M B OTHOILIEHUH LIMPULIOB. X ynaneHue AOIKHO

OCYILIECTBIISITHCS B COOTBETCTBUU C TPEOOBAHUSIMU JIEUCTBYIOIIUX JTUPEKTUBHBIX JTOKYMEHTOB. -

Huxoraa He mpITaThCs BBHIIPSMUTH H30THYTYIO UTTy. Ee He00X01MMO BEIOPOCHTD U 3aMEHHUTDH Ha

JPYTyo.

YCJIOBUSA XPAHEHUA
» XpaHuts npu temnepatype ot 2 g0 25°C.
* Xpynkoe.



