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OnwucaHune

NmnnaHTaTel BA3KO-3nacTuyHble TEOSYAL® B Habopax: TEOSYAL® PureSense
REDENSITY 1 (2 x 1 mE) (ganee no Tekcty TEOSYAL® PureSense REDENSITY: 1) —
CTepWUNIbHbIA  NPO3payvHblii  anuUpPOreHHbIA  BA3KOYNPYIrWid  refb  He CWWTOW FONEepeyHo
rManypoHOBOM KWUCNOTbl HEXMBOTHOrO MPOMCXOXAeHUs, cogepxawmii 0.3 % (R0 Mmacce)
NUAOKauHa ruapoxnopuia € LUefbio NPUAAHUSA TeNto aHecTesupylowmx CBOWCTB. Kaxpaas
KapTOHHAaA nayka COAEP>XWUT ABa MpefBapmMTeNibHO HaMOJIHEHHbIX wnpuua c reneMs TEOSYAL®
PureSense REDENSITY 1. B KOMMNAEKTe C KaXAbIM WNPULEM WAYT ABE CTEPUJIbHbIE WUT/bI
Kanmépa 30 G gauHon 1/2 pgroiima (0 0,3 x 12 MM, yron 3atouku (11+2)°) wu’ aBe 3TUKETKU
oTcnexuBaHus (o0gHa A0/HKHA BblfaBaTbCsA NaLMEHTY, a Apyras 40/KHa 6biTb COXpaHeHa Bpayom
B MEAMLMHCKON [OKYMeHTauum naymeHta). O6bEM KaXAoro Wnpuua ykasaH-kak Ha KapTOHHOW
nauke, Tak 1 Ha LWnpuue.

CocTaB

- EmanypoHoBas kucnota 15 mr/mn (CTeneHb peTUKYNAaUun +).

- InpokanHa rngpoxnopug 0,3%.(no macce).

- O6oralleHHbIR* hocthaTHbIA Bythep ¢ pH 7,3 ckonbko notpebyetcs Ao 1 ma.
- 1,4-6yTaHguon-guranuegna-agup <1 (ppm).

* cneum@uyeckne NHIPeaUEHTbI, NPUCYTCTBYOLLIME B 060TalléHHOM docdaTHOM bydepe:
a-nunoesas Kucnota, rnotatnoH; N-auetnn-E-unctenH, E-apruHuH, E-nsoneiunH, E-neiuun,
E-nusnHa moHorugpar, ravuud, E-sanuH, E-TpeoHWH, E-npoamH, nMpnaoKcuHa rugpoxnopua,
LWHKa aleTaTa gurnapat n.cynbpara Meiu neHtarmgpar.

Ha3HauyeHune

MmnnaHTaT npefHasHayeH [Ana KOppekuun AedeKkToB KOXWU (Hanpumep, ‘MOPLLWH,
CKNafokK, LpamMoB), BO3HMKLWIMX B MpoLecce CTapeHus, B pe3ynbTaTe TpaBMbl WM
[ereHepaTuBHbIX NOBREXAEHWIA, ANA YBEIMYEHUS 06BbeMa KOXHbIX TKaHel, AN MOLEAUPOBaHUS
KOHTYpPOB NuLa.

O6nacTb NPUMeHeHUsI MeAULMHCKOro N3aenns
KocmeTonarns, nnactuyeckas Xmpyprus, gepmatonorus.

Ycnosug. NpuMeHeHUs
leyebHble N neyebHO-NPOUNAKTUYECKUE MeAULMHCKNE YUPEeXAEeHNS; CanoHbl KPacoThbl,
NMeroLL e NINLEH3NIO HA MEANLMHCKYIO AeATENbHOCTD.

MoreHUManbHble NOTPEOUTENN MEAULMHCKOTO U3AeNNs
Bpayun-KoCcMeTONorun, NaacTuldeckie Xupypru.

FloKa3aHnA K NPUMeHeHNto
T epaneBTnYecKne NokasaHUsa K NpumeHeHUIo npenapatoB TEOSYAL®:

PEKOHCTPYKTUBHASA XUPYPrud; 3anofiHeHWe KOXHbIX Yrny6aeHUin py6bLoBoin aTMONOruK;
BOCCTaHOBNEHME 00BLEMOB, YTPaYEHHbIX BCEACTBME NNNOATPONUNA’Y NaLMeHTOB, NOMYYaoLLLnX
neyeHwue no nosogy BUNY.

JcTeTMYecKme nokasaHns K npuMeHeHuto npenapatos TEOSYAL®:



KOPPEKLMS BO3PACTHbIX M3MEHEHWIA KOXW: BOCCTAHOB/JEHME OO6BLEMOB, 3anojiHeHue
KOXHbIX Yry6/1eHWIA U MOPLLVH, BOCCTAaHOBMIEHME TUAPaTaLMN KOXN.

TEOSYAL® PureSense REDENSITY 1 nokasaH pfns npopunakTUKN ~MOpPLLMH,
YAYULWEHNA TuapaTaumm KOXW, a Takxke A5 KOppekuuun yssafalolein Koxu nuua (B-obnactu
«TYCUHbIX NanoK»), Ha Liee N B 30He LEKONbTE.

NlngokanHa rugpoxnopug — CpeAcTBO MECTHON aHecTe3uu, npegHa3HayeHHoe Ans
YMEHbLIEHNS 60MEBbIX OLLYLLEHWIA.

MexaHu3am gecTBus

CManypoHoBas KuUcnoTa — r1aBHbI /KOMNOHEHT OCHOBHOMO BELLECTBA BHEK/IETOUYHOIO
mMaTpuKca KOXW. OTO — HacTosAwas «MojeKynspHas rybka». bnarogapsi~¢Boeil cnumpanbHOW
CTPYKTYpe, MOJeKyna rumanypoHOBON KUCAOTblI CNOCO6Ha YAepXMBaTb(KONMYeCTBO BOAbl B
TbiCAYY pa3 60/blUe CO6CTBEHHOM Macchl. FManypoHOBas KACI0Ta COAEPHMUTCHA B KOXHbBIX TKAHAX
B 60/IbLIMX KOMMYECTBAX M OTBeYaeT 3a-UX ruapatauuto, XoTa € BO3PacToMm eé copepkaHue
CHMXaeTca. Korfga koxa ctaHoBUTCA ©0nee TOHKOW W Aps6n0i, NOABNAKTCA MepBble JIMHUN
KOXHbIX 3a/TOMOB.

TEOSYAL® PureSense REDENSITY 1— ato 6uopasnaraembii UMNAaHTaT, KOTOPbIA €O
BpeMeHeM MOCTeMNeHHO pe3opbupyeTcs. bnarogaps CBOE BbIPQKEHHON TeKy4vyecTun U
cneymduyecknm BA3KOynpyrum /ceoiicteam renb TEOSYAL® PureSense REDENSITY 1
paBHOMEPHO pacrpejensieTcs B KOKHbIX TKaHAX. ITa XapakTepHas 0C06eHHOCTb o6ecneynBaeT
nogdepXXaHne ONTUMaNbHOIO YPOBHA ruapatauum fepmbl W--BeféT K MNPOAOMKUTENbHOMY
YAYULIEHNIO 31aCTUYHOCTN KOXW;

B 3aBMCMMOCTU OT NAAHWPYEMOW KOPPEKUUWU N XenaeMoro adekTa, An8 NONy4veHus
ONTUMaNbHOr0 pe3ynbTata MOXeT NoTpeboBaTbCA 04HA Npoueaypa 06paboTkmn (4opaboTkM) nnu
6onbliee X KONNYECTBO. JTO AO/DKEH ONpeaensiTb Bpay, BbIIONHAIOLWMNIA NPoLeaypbl.

Bpemsa HaxoXaeHus, B MeCcTe BBEJEHUA rena cocTaBndeT o1 6 4o 12 mecaues. Nens=-nocne
BBELEHMSA He U3BMeKaeTCs.

MpoTnBonokasaHus
TEOSYAL®-PureSense REDENSITY 1Henb3a Mcnonb3osarh:
- AN MHBLEKUMIA B caMblii NOBEPXHOCTHbLIA-CAOM KOXN (3nngepmuc),

- ANs rNYyBUHBI MHBEKLMU, OTMYHON OT)jonucaHHoi B pasgene «[l03UPOBKa M €nocob
NMPUMEHEHUS»,

- B CAyYae Hannyua y nauueHTa KOXHblX 3abo/ieBaHuiA, BOCNaneHune nnnm MHMeKuus B
MecTe NleYeHUs am pagoM ¢ HUM. VIHbeKLMOHHbIE NpoLeaypbl MOTYT MPUBECTU K peakTuBaLmm
NaTeHTHOW Uan CyOKIMHUYECKON repnecBUpYCHON NHMeKL UK,

~B.C/lyyae NayMeHTOB C U3BECTHOW rMNepyuyBCTBUTENIbLHOCTbIO K T1anypOHOBOI KUCOTE,
C TSHKeNoil anneprueid U aHaguIakTUYeCKUM LLIOKOM B aHaMHe3e,

=B C/y4yae N3BECTHOW rmnepyyBCTBUTENBHOCTU K NUAOKaUHY n/nnn aMngHble MeCTHbIe
aAHECTETUKWN,

- B C/lyyae nNaLMEeHTOB "C W3BECTHOW TrUNepyYyBCTBATENbHOCTbIO K O4HOMY W3
NHTPeaMEeHTOB JOMNOJTHEHHOTO (hocaTHOro bydepa.



- B COYETAHUN C NUNNHTOM, Na3epPHbIM WKW yNbTPa3ByKOBbIM NEHEHNEM,
- B Ciyyae nayneHToB C ayTOMMMYHHbIMN 3aboneBaHuUsMN,

- B Cfiydae nayneHToB C CeEpPAEYHbIMU 3aboneBaHuAMU U/mnu npoxopAawmnx ne4eHmne no

NnoBOAY cepAeyHblX 3aboneBaHunii (6eTa-6/10KaTopsbl),
A

-B CNy4ae NaLWeHTOB C MEeYEHOUYHO-KNEeTOUYHON Hef0CTaTOYHOETbI U/MNN MPOXOAALLNX
neyeHne No NoBofy 3a6oneBaHNs NeyeHMu,

-B C/lyyae NnauMeHTOB, CTpagatoLmx anunencueid nam nophmpuen,
-Npu 6epeMEHHOCTU, KOPMSALLUX MaTEpEi.

N3-3a BO3MOXHbIX B3aUMOAENCTBUI ‘€ APYrMMU WMMNNaHTaTaMu,,. KOTOpble He Oblan
nccnefosaHbl, He pekoMmeHayetcsa BBoaMTe) TEOSYAL® PureSense REDENSITY 1B mecTta unu
BOKPYT HUX, TAe MOTyT Haxo4uTbCs ApYhMe- UMNNaHTathl, rae Oblia NoMelleHa rmanypoHoBas
Kucnota (BO3MOXHO, NOCTOAHHASA).

He BBOAWNTL B KPOBEHOCHbIE COCYbI.
He BBOAMTL B BEKM.
[o3npoBKa v cnocob NnpuMeHeHns

lens TEOSYAL® PureSense REDENSITY 1 npegHasHayeH [ns  BBefeHUA
KBaNnM(ULUMPOBaHHbIMWN NPaKTUKYIOLWMMM BpayaMyu WA MeguuuHekumu paboTHUKamu (B
COOTBETCTBYHOLWMUX CNyyasx) COFAACHO HaUMOHaNbHbIM HOPMATMBHO-NPaBOBbIM akTam. [Ans
CBEAeHNS K MUHUMYMY pPUCKa BO3MOXHbIX OC/IOXHEHWUI npenapart AO/MKHbI NPUMEHATL TOJIbKO
XOpOoLW,0 MOArOTOB/IEHHbIE  \NPAKTUKYOLIME CNEeunanncrbly. MMewowme onblT paboTel C
WHBEKLMOHHBIMN METOAaMM, @ TakXe 3HalLlMe aHaTOMUIO-U (PU3NONOTUI0 30HbI UHBEKHUU W
OKpy>KatoLunx obnacten.

[lo Hayana npuMeHeHWA npenaparta nauneHTbl 4OMKHbI ObITb ONPOLLEHbI HA NPEAMET UX
MeAMLVHCKOTO aHamHe3a U NPOMH(pOPMMUPOBAHblI 0 NOKa3aHWAX K MPUMEHEeHUI0, OXULAEMbIX
pesynbrartax, MNPOTUBOMOKA3aHUAX, Mepax MPefoCTOPOXHOCTM U  BO3MOXHbIX .HOBOYHbIX
appekTax. [omkHa .BbITb NpoBefeHa OLEHKA NOTPEOHOCTM NaumeHTOB B 06e360aMBaHUN C
MOMOLLbIO CPefCcTBA MECTHOW WIM pPervoHapHOM. aHecTe3un. 30Hbl KOPpeKuwumn cnepyet
0bpaboTaTb COOTBETCTBYIOLMM aHTUCENTUYECKUM PaCTBOPOM. HacToATeIbHO“PEKOMEHAYETCA
BbIMOMIHATb UHBEKLUWN, NCNO/b3YSA Ubl, MOCTaBASEMbIE B KOMMN/IEKTE CO LUMPUUEM B KAPTOHHOM
navke!

Nens TEOSYAL® PureSense REDENSITY 1 paccumMtaH Ha Me[/IEHHOe BBefleHMe B
MOBEPXHOCTHBIE. U CPeAUHHbIE CIOU AepMbl. JLOKNMHUYECKUE M/MNN KNUHUYECKUE JaHHble He
NMPOAEMOHCTPUPOBANIN HUKAKMX NpPo6aemM -npu ncnonb3oBaHUM o06bEma-go 3 ma. [loaTomy
MaKcUManbHbIA paspelléHHbli 00bEM MHBEKLNK 3a Npoueaypy cocTaBnseT 3 M (B COBOKYMHOCTU
no BCeM nokasaHuaM). Bpay, oTBevatoLwuii-3a NpoBeseHne npouesyp, BelbepeT MeTO/ BBEAEHUS,
nexons n3-0bpabatbiBAEMOI 30HbI Y BBOAWMOr0O KONMYeCcTBa npenapara.

B 30He Koppekuuu HeobXOoLMMO -pacTArMBaTb KOXY nNasbLaMu, a 3aTeM BbINOJMHATb
WHBEKUUM B MYNBTUMNYHKTYPHOW TeXHMKe Ha ydyacTKax AuameTpoMm 2—3 MWIIMMETpa Ha
paccTofsHUN OLHOr0 CaHTUMeTpa Apyr 0T Apyra. Kak npasusio, peKOMeHLYeTCA BbIMONHUTL 2-3
npoueafypbl ¢ UHTEpPBA/IOM B 3 UNKW4 Hefenun, nocne yero 2-3 pasa B.rof npoBoANTL NpoLesypbl
415 MOALepXaHWA XXenaemoro apgeKra.

Mpwn ype3mepHo rny6boKOM BBeAEHUM, T.e. B MOLKOXHYI KNeTyaTKy, npoueaypa He jact
Xenaemoro agekta u/mnn xenaemom ANAUTENbHOCTM 3addekTa. MNpu ypesmepHO r1y60Kom
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BBELEHMMN MOAKOXHbIe TKaHN He OyAyT OKa3blBaTb TaKOr0 COMPOTMBAEHWUA NMpenapaty, Kak-npu
BBELEHWMN B IEPMY.

CTeneHb 1 NPOAO/MKMNTENBHOCTL KOPPEKLNM ONPeaensoTca TUNOM U TSXecTbio-AehekTa,
noja/siexallero UCNpaBfieHNIO, a TaKkxe rny6uHO 1 MeTo40M BBEAEHWS.

BBoauMbIi 06BEM MpenapaTa M KOMYECTBO NPOLEeAyp 3aBUCAT OT 30HbI, NOABEPraeMoi
06paboTKe, a TaKxe 0T Tpebyemoi KoppekLuuu.

Ob6paboTaHHble MeCTa C/efyeT OCTOPOXHO MOMaccupoBaTb, 4TOObl ~06ecneynTb
paBHOMEepHOe pacnpejeneHne npenapara B 30Hax, NOABEPrHYTbIX KOPPEKLUN.

Mo6o4Hble ah(heKTbl

Bpayu po/mKeH npouMH(OpMMpoBaTh  lauMeHTa 0 BO3MOXHbIX MOBOUHBLIX 3ddeKTax,
CBA3aHHbIX C MPUMEHEHMEM npenaparta, KOTOpbie MOryT UMETb MeCTO Cpasy Mocfie HbeKLUN NN
yepe3 HeKoTopoe BpeMsa. K HUM OTHOCATCH,. B HaCTHOCTU (HENOMHbIV NepeyeHs):

- YyacTble NposBieHUsA: 60/b B TOUKe BBeLeHUSA, 60N1e3HEHHOCTb MPW NPUKOCHOBEHUN UK
HaJaBMMBaHWKN, KpacHoTa (3puTema), KPOBOMOATEKW (remaTombl), NMPUAYXNOCTb (OTEYHOCTL),

YNNoTHeHMe (MHAypaynsa), Oyropku («Wmtukn»), 3ya, aucxpomusa (B Tom-umcne apgekt TuHgans
NN U3MEHeHMne LiBeTa);

MeHee uYacTble TMpPOsBNEHWA: BOCNanuTeNbHble peakuuMn, WHGeKuns (BKoYas
NOKaNN30BaHHY WM FeHepann3oBaHHY UHGeKLMo U abcuecchl), noTeps YyBCTBUTENbHOCTU
BOKPYI 30Hbl WHbeKUUW wunu (mpexoasiias napecte3ns, puek, anneprum (B TOM 4ucne

rMNepUYyBCTBUTENLHOCTD, aNNeprmyecknii - AepmatuT, KpamusHWMLA), Y3enku (BO3MOXHO,
rpaHynémbl), MUrpaLus MMNNaHTara;

- MOTYT UMETH MECTO.pe/lKMe, HO CepbE3Hble HeXXenaTebHble AB/IeHUA:

* BHYTPUCOCYANCTOE BBEAEHME MOXET MPUBOAUTL.K 3MB0NM3aLNM, OKKIO3UN COCY/0B,
NLWIEMUN, HEKPO3Y KOXMW MAN TKaHel, MPexoasaliemMy Wy MOCTOSSHHOMY HapyLUeHUH 3peHus

(BKNtOYasA cnenoTy), LepebpanbHON NWeMUn NN KPOBOUSAUSAHUIO, BEAYLLUX K MHCY/IbTY; & TaKxe
K UH(apKTy;

* TUNepYyBCTBUTENLHOCTL HEMEAJ/IEHHOIO TUMa BNAOTb 4O aHTMOHEBPOTMYECKOro OTéKa
N aHaYUNAKTUYECKOFO' [LIOKa.

[o Hayana..npvMmeHeHusa npenapara Bpay »40/DKEH MPOUHCTPYKTMPOBATL NaLMeHTa
coobLwaTb 0 N060M Hexenate/lbHOM fAB/IEHUW, KOTOPOE OMUCAHO WU He OMWUCAHO Bbilwe M60
COXpaHsAeTcs A0AbLIEe OAHOWN Hefenn.

Mpyn 3TOM Bpay [O/MKEH MPOUHMOPMMPOBATL AUCTPUOLIOTOPA WU/UAK® NPON3BOAUTENS
npenapara (wecllcal@leoxarne.cow) B MaKCUMaflbHO KOPOTKME CPOKKU. Bpay, A0/mKeH NPUMEHUTb
NN Ha3HAYUTb COOTBETCTBYIOLLLEE CPEACTBO IeHEHNS.

060 BCeX CepbE3HbIX CMyvasx, MMEBLINX MeCTO B CBA3M C AaHHbIM fipenapaToMm, cnegyeT
coobuwaTtb=="no agpecy medical@teoxane.com, a TaKXe TrOCyLapCTBEHHbIM oOpraHam
3[paBOOXPaHeHNs CTpaHbl NOCTOSHHOI O TIPOXMBAHMSA Bpaya u/unm naymeHTa.

Mepbl NPefoCTOPOXHOCTU NPWMCNONb30BaAHNUN

MMoTeHUNanbHbIN PUCK NPUMEHEHNSA MO HOMEHKNAaTypHON KRaccugumkayum MeLuLnHCKNX
N3OENVIA, yTBEePXXAeHHON MpukasoM MuH3gpasa Poccniickon defgepauum Ne 4H oT 6 ntoHs 2012
roga (8 pegakumu NMpukasza Munsgpasa Poccum ot 25.09.2014 N 557H) - knacc 3.



NHbeKyms unnepa B MArk1Me TKaHU — 3TO MefMLMHCKas npoueaypa, KOTOPOiA, Kak-BCEM
npouesypam 3TOro Tuna, NpUCYL, PWUCK WH(UUMpoBaHMsi. OHa [O/MDKHA MNPOBOAUTLCA B
COOTBETCTBYIOLLMX YCNOBUAX C MPUHATMEM BCEX CTAHAAPTHbIX Mep MPejoCTOPOXHOCTU. 'Kpome
TOro, Bpay [O/I)XKEH XOPOLUO 3HaTb aHATOMMIO NinLa.

Mpexpae Yyem NMPUCTYNUTb K Npouesype, Bpay LOSKEH NPUHATH BO BHUMaHUE-TOT (haKT,
4TO 3TOT MpenapaTt AN 3anONHEHUS COLEPXUT NUAOKauH. Mepes MCNoNb30BaHWEM-MPOBEPbLTE
CPOK FOAHOCTU N0 MapKUPOBKE W34S U LLeNOCTHOCTb BHYTPEHHEN ynakoBKKU. HE uenonb3yiTe
Mo WCTEYEHWW CPOKa FOLHOCTU WK NPU MOBPEXAEHUM ynakoBku! Ecnu copepxumoe wnpuua
MMEET NPU3HAKM PacCNOeHNs, NY3bIPbKU U/MNN KaXKETCS MYTHbIM, He UCNONb3YHATE 3TOT Wnpuy!
MauneHTy cnepyeT NOPeKOMEHA0BaTh:

HE NMPWHUMATb B BLICOKMX [A03aX/BUTaMUH E, acnupuH, NpoTUBOBOCMANUTE/bHbIE
CPeLCTBa UM aHTUKOATYNSHTLI Ha NPOTSXKEAUN HefieNn nepes MHbEKLMOHHOK TIpoLesypoii;

- B TeyeHue 12 4yacoB NOC/e MHBEKLIN HE NCMONb30BaTb HWKAKON KOCMETUKM;

- Ha NpoOTSXKeHUW [BYX Hefdenb Noc/fe NPUMEHeHUs  npenapata usberatb
CTOMAaTON0rMYecKnxX npouenyp, APYrux 9CTeTUYeCKUX npouesyp Nwboro tuna, LAUTENbHOIO
BO3/eiCTBUA COTHEYHOIO CBeTa, YNbTPadunoneToBoro 061y4eHns 1 aKCTpeMasbHbIX TeMMepaTyp
(cunbHbIN X0Nof, cayHa, TypeLkas 6ans v ap.).

PekomeHfyeTca He [OMYyCKaTb KOHTakTMpoBaHuA /[dunnepos TEOSYAL® c
YeTBepPTUYHLIMY aMMOHMWEBLIMWU COMAMMN (TAKMMU, KaK OeH3anKQHWA X/J0puja) M3-3a pucka ux
B3aMMOJeincTBeus.

Echn B n060/i MOMEHT. MHBEKLUN MNPOUCXOAUT BHE3AMHOE Mnob6nefHeHWe KOXW, TO
BBEJEHWe CnefyerT MpPeKpaTuTb W NPUHMMAaTbL BCE HafNeXxalline Mepbl, MOKa He BEPHETCA
HOPMa/bHbIN LBET.

OcTeperaiTecb UHBEKUNIA BNN3KO K KPOBEHOCHOMY ‘€ocyy unu Hepsy! Mo3aboTbIechb 0
TOM, 4YTO6bI He NOBpeAuUTb Heps!

He gonyckalite n30bITOYHON KoppeKumm!

B KoHUe npouegypbl NPUMEHEHUS TeNs KpalHe BaXXHO YyTUN3MPOBaTb BeCb OCTABLUMIACS
Hencnonb30BaHHbIN npenapar. He ncnonb3yinTe noBTOpHO! 370 CpeAcTBO NpefHa3Ha¥YeHO TONbKO
4N OAHOKPATHOro MpMMeHeHWs. B cnydyae MNOBTOPHOrO0 MCMONb30BaHWUA CTEPUSIBHOCTb He
rapaHTupyetcs! He €Teépunnsyinte NoBTOpPHO! ITO MOXeT YXYALWUTb KAYeCTBO res, ) 4TO CHU3NUT
ero 3apPeKTUBHOCTE; /b TaKXKe MOXET BbICOXHYTb; U €ro BblBeeHME Yepe3 UrNY,/MoXeT ObITb
3aTpyfHeHo. BbiGpacbiBaiTe NCNONb30BaHHbIE UIIbI B COOTBETCTBYIOLME KOHTENHEPDI!

CnopTcMeHaMm crefyeT COO6LWMTL O TOM,)UTO 3TOT MpenapaT COAepXUT AeiACTBYIOLWMNIA
KOMMOHEHT, KOTOPbIA MOXET Bbl3blBaTb NOMIOXUTE/IbHYIO PEaKLMI0 NPU LOMUHI=KOHTPOe.

YcnoBus xpaHeHUs, TpaHCNOPTUPOBaHUSA, aKcnayaTaLum

XpaHuTb B YyNAaKOBKE MPeanpuATUA-N3roToBUTENa npu Temneparype ot 2 o 25 °C, B
MecTe, 3aulEHHOM OT MPSMOro COMHEYHOTO cBeTa. M36eratb BbICOKON-BNXKHOCTH.

TpaHcnopTupoBaHue M3LeNnin OCYLLLECTBNAETCA B YNaKOBKE U3LOTOBUTENS BCEMU BUAAMU
KpbITOrQ_TpaHcnopTa, KpOMe HeOoTanMBaeMblX OTCEKOB CaMOJIeTOB ¥ MOPCKOro TpaHcropTa, B
COOTBETCTBMM C NpaBuMaamun NepeBO3KW TPY30B, AENCTBYOWMMN Ha-KaXXA0M BUAe TpaHCnopTa,
npu remnepatype ot 2°C go 25°C.

Mepen vMcnonb3oBaHUEM Yyb6eauTecb B OTCYTCTBMU BUAUMBIX MPU3HAKOB MOBPEXAeHMWA
yrnakoBKu!



KpenneHuve nrnbl K wnpuyy

[ns ontumanbHoro ucnonb3osaHus npenapatos TEOSYAL® BakHO, 4T06bI UrAd Obina
npucoeAnHeHa K WNPULY LO/HKHbIM 06pa3oM (CM. HUXe 3Tanbl Ha pucyHkax 1-5). EcnuBo Bpems
WHBEKL MY Bbl YyBCTBYETe NMPenAaTCTBUE UMW AaBlieHNe, NPeKkpaTuTe BBeLeHNe U 3aMeHnTe urny!

PucyHkn 1 —5. IMopafoK NpucoeguHeHnsa Urnbl K wnpuuy

1. i3BnieknTe 3arnyLuKy 13 Wwnpuua, NoTaHyB 3a Heé.

2. MNOTHO BCTaBbTE Pe3bO0BYH MY(TY MINbl B KOHLEBYIO YacTb LLUNPULA.



3. HaBuHuMBaiiTe UrNy No 4acoBOli CTPesKe, C HEGObLIMM YCUANEM HaNpaBNss UINy W WRpKL,
HaBCTpeuy Apyr Apyry.

4. TMpopo/mkaiTe HaBMHUMBATbL ULy A0 Tex MNop, NOKa Kpaw Konnayka Urfibl He LOCTUTHET
Kopnyca wnpuua. Mexay 3TuMW [ABYMS 31eMeHTaMW He- A0/HKHO ObiTb 3asopa! [Mpu

Heco6NI04eHNN [aHHOT0 YKa3aHWa WUrna MOXET BbICKOUUTb, -U/MAN BO3HWKHET MNOATeKaHWe B
MecTe coefuHeHns Tuna J1oap:



KOMMAeKTHOCTb

Mmnnantat TEOSYAL® PureSense REDENSITY 1 (2 x 4/mL), B cocTaBe:

- wnpuy c TEOSYAL®PureSense REDENSITY, o6bem 1 Mn - 2 wWr.
-urna (0,3 X12 MM)- 4-wirT.

- CTUKepbl - 4 Wr.

- MHCTPYKLMA N0 NPUMEHEHMIO.

MapkupoBka

Ha KapTOHHYO ayKy HaHEeCeHbl HaVMeHOBaHWe-NPON3BOAMNTENSA, HAMMEHOBaHWe N3Lenns,
JaHHble O cocCTaBe( M3Jenus, ykKasaHWe O03HaKOMUTbCA C WHCTPYKLUMEN MO0 RAPUMEHEHUIO,
cneuuanbHble CUMBOJTbI, pacllM(ppPOBKa KOTOPbIX MPUBefeHa HUXe, NHPOopMaL s 0, KoNn4ecTee
WINPMLOB B ynakeske u ux 06béme (2x1 mL)< AononHuTenbHas WHGpopmaungs o6 msgennu
HaxXoAWUTCA Ha HaKfeliKe Ha KAPTOHHOW Nauke.

MapKnpoBKa Ha NOTpebuTeNbCKON ynakoeBKe (C paclun(poOBKOA CUMBOMOB)

Mapkuposka CE cooTBeTCTByeT JupekTrse
C 9 C C 93/42 EEC, pernameHTUpYfOLLei TeXHUYECKe
Zn 1@;!1_) XapaKTepUCTUKN MeANLMHCKNX YCTPOMCTB.
» Homep, cornacHo CE, SBASETCS HOMEpPOM
YNO/IHOMOYEHHOTr0 opraHa
0123 - gna urn npounsgogctea TSK Laboratory

»>

_~- 1 TEO)WNESA HavmeHoBaHuWe 1 agpec M3roToBUTeNA
A jtil LesCharMtes-Ruedelyon, 105
LU CW 1203eerwo-SWIT2E12IAND



MakeT MapKMpOBKM Ha PYCCKOM A13blKe HA OTPeBOUTENbCKON YNaKOBKe COAEPXUT
crefyoLwyo nHGopmaunio:

MmnnaHTaT BA3KO-3M1aCTUUHbIA BHYTPUKOXHBIN TEOSYAL® PureSense REDENSITY 1, B
Habope

- wnpuy ¢ TEOSYAL® PureSense REDENSITY 1(2x I mL) - 2 wr.

-urna (0,3 X12 Mmm)- 4 wr.

- CTUKepbL= 4 WwT.

- MHCTPYKLMA NO NPUMEHEHWIO.

Mepes “Crnonb30BaHNEM 03HAKOMbTECh € MHCTPYKLUEN.

YcnoBus xpaHeHusa: npu TemnepatypeioT +2°C go +25°C.

He HarpeBaTtb, n36eraTb BbICOKON BAGKHOCTU U NPAMbIX CONHEYHbIX/TyYeln.

C1epwnbHo. N3nenne cTepunnM3oBaH0 napom.

[MpousBeneHo B LUBeiuapun:

“TEOXANE” S.A,, Les Charmilles, Rue de Lyon, 105, Geneva, CH-1203, Switzerland.

“ TeokcaH C.A”., LLBelinapus

Y NONHOMOYEHHbIWA NpeacTaBUTe/lb MPOU3BOAMTENA HA TeppUTopun PP:
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OO0 «TeokcaH Pyc», Poccuiickas depepayms, 125284, r. Mocksa, JIeHUHTPaACKUA NPOCHEKT,
4. 31A, ctpoeHue 1, atax 20, nomeweHne L

Ten ; +7 495 64 220 54
medical-russia@teoxane.com

PermcTpaunoHHoe y0CTOBEPeHNE Ha MeMLMHCKOE n13aenve

Ne 003 2011/09821
Homep nota n cCpok rogHocTn
yKas3aHbl Ha CTUKepe
Nnpou3BoOAMTENS.

MapKMpoBKa Ha LINPULE COAEPXUT CBEAieHNS (C YKa3aHUEM YCNOBHbIX 0603HaUYEHWIA):

HanmeHoBaHne BapnaHTa
NCNONHEHNA U3aeNns
O6bem reng B wnpuue
HanmeHoBaHue, agpec
npoun3BoAuUTeNs

Kop naptuu

Cpok rogHocTu

3HaK «He MCMno/b30BaTh .AOBTOPHO»

TemnepaTypHblii AnanasoH XpaHeHus

Mapkuposka CE

MapK1pOBOYHbIA-YepHbIA KBagpat
BHYTPEHHWUI MPOU3BOACTBEHHbI

KOHTPO/b
3HaK «CTepunn3osaHo napom»

3Hak «O3HAKOMbTECh C UHCTPYKLMEN
Mo NPUMEHEHNIO»

Epagyuposka wnpuua

Kog SAP

TEOSYAL® PureSense REDENSITY 1

1mL

itoxw i LW
t06-cK

LOT

CE€

STERILE

Y

~0O000O0OO0OOODO

JIi
XXXXXX XX

MapKnpoBKa Ha MHAWBWAYaNbHOI YNaKoBKe UT/bl
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Wrna, nponssoactea TSK Laboratory, Japan:
HanmeHoBaHue urnbl NEEDLE 0.30 x 13mm 30G x 1/2"
Homep no katanory REF HPC-300131

MpoussoguTens TSK Laboratory, Japan

Cumon CE 0123

1ot - HoMep napTun W

[arta ncrtedyeHus cpoka rogHoCcTH (COXPaHeHUs CTepUsIbHOCTK)

CTepuibHO, CTEPUIN30BAHO pajuatueli

He ncnonb3osatb NOBTOPHO
MapkupoBka Ha 6nncTepe

BnuctepHas 3TMKeTKa 06ecneynBaeT NPOC/NEXMBAEMOETb NPOAYKTA.

Ha Kaxabllii 61MCTep HAHOCATCA ABE 3TUKETKU, OAHA U3 KOTOPbIX XpPaHUTes BpayoM B
KapTouKe nauueHTa, a BTopas-naljueHTom.

BnucTepHas 3TUKeTKa COAEPXKMT CNefyoLLyo NHHOPMALMIO A5 KApTOUKM Bpaya u
nauueHTa:

$L1
1XK] $LT 3
2 $DP @
$VL 0
$L1
Hot] $LT
2 $DP P
$VL
rae
HanmMeHoBaHWe BapnaHTa UCRONHEHUA $L1
n3genuns
Howmep naptum SLT
CpoK rogHocTu $DP
O61beM rens B LWUNPULE,-MA $VL
YnakoBKa

Wnpuy B Konuuectse 1 WT./ 9 ABe UrAbl B UHAMBUAYaNBHOM NAacTUKOBOM (yTnsipe
yMnaKoBaHbl B 0TAeNbHbIV 6nucTep.~LLnpuy n nrnsl B 6nnctepe CTepUbHbL. Ha Kaxablil 6anctep
HaKNeeHbl ABe NAEHTU(PUKALNOHHbIE 3TUKETKU. 34en1s ynakoBbIBAOTCA B KAPTOHHYI Mayky
no ABa 6aucTepa ANa WNpULOB ¢ 1 MA rensi. B KAy KapTOHHYH NayKy BIOXKEHA UHCTPYKLNA

no NPUMEHEHNIO.
12



rapaHTum
Cpok rogHocTn 24 mecsaua ¢ gatbl NPon3BOACTBA.

MpousBoauTeNb rapaHTUPYeT COOTBETCTBME M3JeNus TpebGoBaHMAM HOPMaTUBHOWA
AOKYMEHTaUMM npu coBMOAEHUN YCNOBUIA 3KCMyaTauumn, TPaHCMOPTUMPOBaHNA U XpaHeHNs B
TEYEHMUN BCEro cpoka rofHoCTH.

Mo BCeM BOMpOeaM KacaroLiuXcs KauecTsa U3fenuns o6palaTses:

YNONMHOMOYEHHbIN NpeacTaBnTeNlb Ha TeppuTopun Poccuiickoin depepatinn: O6LWECTBO C
OrpaHMYeHHON OTBETCTBEHHOCTbID «TeokeaH Pyc» (OOO «TeokcaH (Pyc»), Poccuitckas
degepaymnsa, 125284, r. Mocksa, JleHUHrpaackuii npocnekT, 4. 31A, cTpoeHue 1, atax 20,
nomeuieHne 1. Ten.: +74956422054. medical-russia@teoxane.com

Pa3paboTymnK 1 NPOU3BOAUTEN:

Teoxane S.A. (TeokcaH C.A) 'Les Charmilles, 105 Rue(de Lyon, 1203 Geneva,
Switzerland (105 Pt ge JinoH, 1203 XKeHeBa, LUBeliuapua). Ten. +41.(22) 344 96 36.

YTunnusaymsa

YTunusnposaTb MeANLNHEKOe n3aenve (B TOM YMC/Ie HEUCNONb30BaHHbIN Tefb, WNpuL,
urny) B eootsetcTteun ¢ CanlMuH 2.1.3684-21 kak oTxofbl-Knacca b (anugemmuonorunyecscu
onacHble OTXOfbl). YMakoBOYHble Martepuasnbl, Mavyka M3 KapToHa NoAjexar yTunamsauuu B
cootBeTcTBUM ¢ CaHlMnH 2.1:3684-21 kak oTXof4bl knacca As(3NnMaemMunonornyeckn 6esonacHble
0TXO0Abl, M0 COCTaBY NPUBNNNKEHHbIE K TBEpAbIM KOMMYHa/lbHbIM 0TX0/4aM).

Wnpuubl ¥ no6Gble  HEMCMNONb30BaHHblE  MaTepuanbl  NoAneXat  yTUAu3auun
He3aMeaUTeNbHO MO 3aBepllieHI NpoLeaypsbl.

Mo 3aBeplUeHWM. NpoLefypbl He [AOMYCKAeTES™ AanbHelillee WCNONb30BaHME NHOObIX
OCTATOYHbIX MaTePUanoB, NX XPaHeHWe WA NOBTOPHAS CTEPUNM3ALUSA B LIENSX NPUMEHEHUS Y
HECKONbKMX NalLNeHTOB:

Mrnbl NoANneXaT 04HOPa30BOMY NPUMEHEHMIO M NOAeXaT YyTUAN3ALUN He3aMeaTMTeNbHO
nocne WCMonb3opaHus. [locne MpUMeHeHMS WEIbl NpPeACTaBAAT Cco6oii = 6UoNornyeckyio
OMacHOCTb.

Mocne MPUMEHEHNA YTUNM3ALWSA WI, 4O/DKHA OCYLLECTBAATLCA NMyTeM-MX MOMELLEHNS B
cneunanm3npoBaHHbIN HenpoKanbiBaeMbllii W-BnaroHenpoHuLaemMblii KOHTEAHEP C KPbILWKOM, C
cobnaeHnem CneayoLlLmx TpeboBaHNiA:

1 (C6op W yTMAM3aUUSA HenpoKablBaeMblX KOHTEAHEPOB [AO/DKHbI 0eyLeCcTBAATLCA
KBanMOULUPOBaHHLIMU NPOJPECCUOHANBHBIMU cybnoapsaumMKamMu.

2:<He ponyckarioTes Kakue-nneo) MaHUNYNAUUM C UrNamMmu WAU KOHTAKT C HUMMK nocne
yTunuzagumm.

3. HenpokanbiBaemble KOHTEAHEPBI ANS UTT He MOANeXaT MEBTOPHOMY UCMO/b30BaHMIO.



[MepeBog ¢ aHrANIACKOTO 1 hpaHLy3CKOro A3bIKOB Ha PYCCKUAA3bIK]

[MepeBop Hagnuceid, WTamMnNoB, neyaTen, HOTapManbHOIO 3aBEPeHNs M anocT WS Ha JOKYMeHTe
«MIHCTPYKUMA MO NPUMEHEHMIO MEULMHCKOTO u3genus ,,IMnnaHTaTbl BA3KO-3AACTWYHbIE
TEOSYAL® B Habopax: TEOSYAL® PureSense REDENSITY 1 (2 x 1 ml) ** npou3soacTBa
Teoxane S.A. (Teokcan C.A.), LLiBeiiLapusa», npescTaBNeHHOM Ha pyCCKOM fi3blke. ]

YTBepXAeHOo

OTpen KayecTsa v HOPMaTUBHO-NPABOBOT 0 PETyIMPOBAHUSA
Ovpektop komnaHun « TEOKCAH C.A.» (TEOXANE S.A)
/noanuce! AenbnH [ekoHwa

20 masa 2022 .

[WTamn:

«TEOKCAH C.A»

Pto pe lnon 105

1203 XKeHesa — LUBENLAPUNA
Ten.:+41 (0) 22 344 96 36]

/...MpocMoTpeHO Hmxenognucaewened, maTpom Hatanm bO LIKOPTEP, Hagnexawmum ob6pasom
YNO/NTHOMOYEHHbIM HOTapuUycoM B Iy »KeHeBe, UCK/OYNTENbHO A4S fierann3aymm nocTaBneHHom
Bblwe nognucu r-xun Aenbpud AEKOHLUA. HwxenognucaBlWniics HOTapuyc He HeceT
OTBETCTBEHHOCTU 3a COAeP>XKaHME HaCTOSALWEero JOKyMeHTa.

B r. XKeHeBe, 22 mas 2022 r.

/noanunce/

[WTamn:

KENNEP 'MA3EP n BO LHOPIEP
HOTAPUNYCE!

4, Kyp ge Pns — 1204KEHEBA]

[MevaTb HOTapuyca]l

[MeyaTb HOTapuanbHO NanaTbl XXeHesbl]



ANOCTUNb
(Faarckas KoHBeHUMA oT 05 okTAbpsA 1961 r.)

1. CrtpaHa: LLUBenuapus
Hactoawuii opuunanbHblil JOKYMEHT
2. noganueaH matpom Hatanu 6O UKOPIEP,

3. BbICTynawLlel B KayecTBe HOTapuyca,
4. ekpenseH neyaTblo/lWITaMNOM HOTapuyca.
Y LOCTOBEPEHO
5. BT. >KeHeBe
6. 23 mana 2022 .
7. Pecnyb6numkoin n KaHToHOM >XeHeBa
8. 3aNe043542
9. Meuatb/wTamn [MeyaTb JenapTameHTa 6e3onacHoCTU KaHToHa XKeHeBsa]

10. Mognwuck:!noanucs!
M.-A. Neiis



TeKCT AaHHOTO JOKYMeHTa MepeBén nepeBofunk Paxumkynos dnbaap Cepkanuesuy. 3HaHMe MHOCTPAHHOIO
A3blKa NOATBEP>KAat0. BbINONHEHHbIN NepeBo ABNSeTCA NPaBUbHbIM, TOYHbLIM W MOMHbIM.

Poccuiickaa depepauuns
[fopog MockBa
[BajuaTb cefbMOro U0NA fBe ThicA4n ABajLaTb BTOPOro roga
A, ToukuH AMnTpuit Banepbesny, HoTapuyc ropoga Mocksbl, CBUAETENbCTBY0 NOAANHHOCTb NOANKUCH
nepesogunka Paxrwkynosa dnbgapa Cepkanvesnya.
Moanuck chenaHa B Moe.

NlnyHocTb nognucasALUrs yLll aHoBneHa
3aperncTpupos! 7N/2011W,77-2022- \nooon
YnnayeHo 3a co 'H6roadcTaw: 400py6.

Bcero npoLuHypoBaHo
1 CKpenneHo neyaThio__ 16

HoTapwnyc





