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OnwucaHwune

MiMnnaHTaT BA3KO-3N1aCTUUHbLIA BHYTPUKOXHbLIM TEOSYAL® B Habopax: MmnaaWTar
BA3ZKO-3/1aCTUYUHbIA BHYTPUKOXHbIA TEOSYAL RHA® 2, B Habope (ganee no Tekcty TEOSYAL
RHA® 2) — cTepusibHbIA MPO3padHblil BASKOYNPYrWid refib NonepeyHo-CLUMTON rmanypoHOBOM
KMCNOTbl HEXWBOTHOIO MPOUCXOXAeHUs, cogepxawmii 0.3 % (N0 Macce) AWgoKavHa
rMAPOXNopuaa C Le/bio MPUAAHUA Te/ll0 aHeCTE3NPYHOLMX CBOMCTB. Kaxaas KapTOHHas nayka
COZepPXUT fBa LWnpuua, NnpeasapuTenbHO HanonHeHHbIX renem TEOSYAL RHA® 2. B komnnekTe
C KaXAbIM LINpUUEM WAYT ABe CTepu/bHble Urnbl Kanuépa 30 G anuHon 1/2 pwima un gge
3TUKETKN OTCnexuBaHusa (04HA [0/KHA BblJaBaTbCA MaLMeHTy, a [Apyras _fo/mkHa ObiTb
COXpaHeHa BpPa4yoM B MeAMLMHCKON AOKYMeHTaumMm nayneHTa). O6bEM Kaxaoro-wnpuua ykasaH
Kak Ha KapTOHHOI nayke, TakK 1 Ha LUNpULe.

CocTtaB

- 11lonepeyHo-clumnTas ruanypoHoBas Kucnota 23 mMr/mn

- NlnpgokaunHa rugpoxnopug 0,3% (no macce)

- docatHbIn 6ydep ¢ pH 7,3 ckonbko noTpebyeTca Ao 1 mi.
HasHaueHune

MpeaHasHayeH Ans KOPPeKuUm-aAedeKToB KoXxiu (HanpumMep, MOPLLVH, CKNazoK, LPamoB),
BO3HMKLLMX B NPOLIECCE CTapeHUs, (B pe3ynbTaTe TPaBMbl MW [ereHePaTBHbIX NOBPEXAEHWIA.

O6nacTb NPUMeEHEHUS MeAULMHCKOT0 13Lenus
KocmeTonorus, nnactuyeckas Xupyprus, AepMaTonorms.

Ycnosua npumeHeHUs
NeyebHble 1 NevebHO=-APOPUIAKTUYECKME MEANLUHEKNE YUPEXAEHWS; Ca/lOHbl KPACOTbI,
NMeroLLne NULLEH3NI0 Ha MEANLMHCKYIO AeATeNbHOCTb.

MoTeHUManbHble AOTPEBUTENN MEANLVUHCKOTQ N3aeNns
Bpaun-KocmeToAQFM, NNacTUHECKNE XUPYPIW.

MokaszaHNss K-APUMEHEHMIO
TepaneBTUYECKME MOKa3aHMA K NpuMeHeHWI0 npenapatoB TEOSYAL®:

PEKOHCTPYKTVBHAA XUPYPrus; 3anonHeHNe KOXHbIX yrny6neHunii pybuoeBoi aTmonoruu,
BOCCTaHOB/1IEHME.00bEMOB, YTpayeHHbIX BCMEACTBME NUMOATPOPUMN Y NALUEHTOB, NONyYaroLLmMX
neyeHwne no nosody BAY.

SCTeTUYECKME NMOoKasaHUa K npuMeHeHuto npenapatos TEOSYAL®:

KOpPPEeKLMS BO3PaCTHbIX W3MEHEHMIA KOXW: BOCCTaHOB/EHWE OB6BEMOB, 3amoNHEHWe
KOXHbIX YFAy61eHNA 1 MOPLLYMH, BOCCTAaHOBNEHME TnapaTaLumn KOXM.

TEOSYAL RHA® 2 nokasaH A/id 3ano/iHeHUS NIMHERHbIX MOPLMH Ha NNLE, KOXHbIX
3a/10MOB, TaKUX KaK €f1abo UM yMEepeHHO BbipaXXeHHble HOCOryOHbIeCKNaaKku, nepuopaibHbIX U
MeXOPOBHbIX MOpLWMH. OH TakXke _NOKa3aH AN YyBeNUYeHUs 06bEMaA ry6 w/vnm Koppekuum
KOHTYPOB KPacCHOMN KalMmbl.

NngokavHa ruapoxnopug — CPeAcTBO MeECTHOM aHecTe3uW, npefHasHavyeHHoe Ans
YMEHbLLEHUA 60NEBbIX OLLYLLEHWN.



MexaHn3M feiicTBUS

"ManypoHoBas KWCNOTa — r/1aBHbIi KOMMOHEHT OCHOBHOIO BeLLECTBa BHEK/ETOYHOIO
MaTpuKca KOXMW. ITO — HacToslas «MofekynspHas rybka». bnarogaps cBoeli cnupasbHOi
CTPYKTYpe, MOMeKyna rnmanypoHOBOW KWCNOTbl CNOCOBOHA yAepXuBaTb KONNYECTBO. BOAbl B
TbiCAYY pa3 60/bLUe COOCTBEHHOIN Macchl [TManypoHOBas KMCI0Ta COLEPXKMUTCSA B KOXKHBIX TKaHAX
B OONbLUIMX KOMMYECTBAX M OTBEYAeT 3a WX ruapartauuio, XoTs C BO3pPacTOM eé codep)kaHuie
CHMXaeTcA. Korfga koxka cTaHOBMTCA 60nee TOHKOW W Apsi6noi, NosBAAOTCS MepBble NNHUN
KOXHbIX 3a/TOMOB.

TEOSYAL RHA® 2 — 6uopasnaraeMblii UMMNIaHTaT, KOTOPbIA CO BPEMEHEM MOCTENEeHHO
pe3opbupyetca. OH co3aaéT 06bEM, KOTOPbIA NO3BONSAET pasrfiaXuBaTb MOPLUMHBI, 3anONHATb
KOXHble Yrny6neHusi, a Takke BOCCTaHaB/MBATb HAMOMHEHHOCTb W/WAW~KOPPEKTUPOBATb
KOHTYpbI KPacHOi KaiMbl ryo.

B 3aBMCMMOCTM OT NiaHUpPyeMoln KOPPeKuuu 1 XenaeMoro 3deKTa, 4ns nonyyveHus
ONTUMaNIbHOr0 pesy/ibTata MOXeT NoTpeb0oBaTbCA 0f4Ha npouesypa 06paboTku (fopaboTkM) Unm
60/bLUEe UX KOIMYECTBO. ITO JO/MKEH ONPEAENATb Bpay, BbIMONHAOLMIA MPOLEeaypbI.

MpoTuBoONoOKasaHMs
TEOSYAL RHA® 2 Henb3s UCAO/1b30BaTb B CNEAYHOLNX CnyYvaaX:

- ONS1 UHBbEKLWIA B CaMblil BEPXHWIA CNOIA KOXKN (3NMAEPMUC);

- BNA BBEAEHNS Ha TNYyOUHY, OT/IMYHYIO OT OMMCaHHON B pasgene «/l03vMpoBka v cnocob
MPUMEHEHMNSA;

- €C/IM Y nauueHTa eCTb 3ab0/1eBaHUA KOXMW, BOCMAneHWe WM WH(EKLWUS B MecTe
06paboTKM NM6G0 BO3ME HEro; MHBLEKLMOHHbIE MPOLEAYpbl (MOrYyT NPUBOAMTL K peakTMBaLum
NaTEHTHbIX WK CYBKNMHUYECKMX FeprecBUPYCHbIX UH(EKLWIA;

- €CIM Y NauueHTa WMeeTca YCTaHOB/IEHHaA TMNEepYyBCTBMTENBHOCTL K FManypOHOBOM
KMCNOTe C TSXKeNoW annepriyyecKoin peakumein nam aHagunakTMYeCcKMM LLIOKOM B aHaMHE3E;

- npn yCTaHOBHEHHOVI rnmnepyyscTBUTENIbHOCTU- K TNAOKaUHY nvnn ammaHbIM MECTHbIM
aHECTETUKaM,

- B COYETaHMMC NUINHIOM, Na3epoTepanueii-uan Ne4YeHnemM Ha OCHOBe Y/IbTPA3BYKa;
-y NaLMeHTOB C ayTOMMMYHHbIMU 3a60/1eBaHNSMU;

- Y NauMeHToB C KapAnOoNornyeckumu 3a6onesaHnamMmy U/vnm nonyyarolmx nevyeHune no
nosofy 6onesHu-cepaua (6eta-610katopbl);

- Y NaljueHTOoB C renaToLeNNioNAPHOA HeAOCTAaTOYHOCTLIO M/MAN NOAYYAKOLLMX SleYeHne
no noBojy GOMIe3HN NeyeHu;

- yNaumneHTOB ¢ anunencuein nnmmophupnei;
+B Nepuno 6epeMeHHOCTU, TPYAHOTO BCKApMMBAHMS, a TakKe Y IeTeid.

Bcneacreve BO3MOXHOMO B3aWMOAEWCTBMA C APYTMMU MMMNIAHTUPYeMbIMU (unepamm,
KOTOpbIe eLwgé He nccnefoBaHbl, He pekoMeHayeTca nHbeunpoeatbsFTEOSYAL RHA® 2 B 30HbI
BO3MOXXHOI0 HaxOXAeHWa ApYyrnx UMmniaHTupyembix @uanepos. He BBogMTe 3TOT npenapar B
06/1aCTb HaxoXAeHWs (BO3MOXHO, MOCTOSHHOr0) WMMMNAaHTara, OT/IMYHOIO OT ruasypoHOBOWA
KMCNOoTblI!
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V36eraiiTe nonagaHna npenapara B KPOBEHOCHbIE COCY/bl!
He BBOAWTE B BeKu!
[o3npoBKa 1 cnocob NpuMeHeHns

lenb TEOSYAL RHA® 2 npegHasHayeH Ans BBeAeHUS KBa/IMPULMPOBaHHLIMU
NPaKTUKYOLWUMN Bpavyamn Unv MeauLMHCKUMU paboTHUKaMKU (B COOTBETCTBYHOLLMX Cy4asx)
COrfacHO HauuoHaNbHbIM HOPMAaTWMBHO-MPaBOBbIM akTaMm. [1nf CBefeHUa K MUHUMYMY pucka
BO3MOXXHbIX OC/IOKHEHWIN MpenapaTr LO/HKHbI MPUMEHSATb TOMbKO XOPOLWO MOAFOTOBNEHHbIE
NPaKTUKYHOLLME CMEeLNANNCTbl, UMeOLLMe ONbIT PaboTbl C MHBEKLUMNOHHBbIMU METOAaMu, a Takxe
3HaKoLLMe aHaTOMUIO 1 (DM3MOJOTUIO 30HbI MHBEKLUM 1 OKPYXKAKOLLMX 0bnacTei.

[lo Hayana npuMeHeHUs npenaparta nauneHTbl JO/XHbI ObITh OMPOLUEeHbl Ha NpeamMeT nux
MeMLNHCKOrO aHaMHe3a 1 MPOvHMOPMMPOBaHLI O MOKa3aHUAX K MPUMEHEHWUIO, 0XMAaeMblX
pesynbTatax, MPOTMBOMOKa3aHMUAX, Mepax /APefOCTOPOXKHOCTM U BO3MOXHBIX MNOBGOYHbIX
appekTax. [omkHa ObITb NpPoBefeHa OLeHKa MoTpebHOCTU nauueHTOB B 06e360/1MBaHUN C
MOMOLLbIO CpeAcTBa MEeCTHOW WM  pervoHapHoi aHecTesun. 30HbI (KOppekuuu cnepyet
06paboTaTb COOTBETCTBYHOLMM aHTUCENTUYECKMM pPacTBOPOM. HaCTOATEALHO PEKOMEHAYeTCH
BbLUO/HATL MHBEKLMW, UCMIONB3YA UIM/bl, NOCTaB/SEMbIE B KOMMIEKTe CO LLINPULEM B KAPTOHHON
nauke!

Nens TEOSYAL RKA® 2 paccuyuTaH Ha Mefl/leHHOe BBeeHWe B CpeHM1e C/Ion AepMbl 4N1s
pasrnaXmnBaHUA KOXHbIX MOPLUMH U CKaA0K, NM60 B MOACNU3UCTLIA CNON C LeNbl0 KOppeKLumm
ry6. Mpw nHbekuMy B ry6bl He BBOAWTe 6onee 2 mn 3a npouesypy! Mpy nHbeKUMM He B ry6bl He
BBOAMTE 6onee 3 M/ 3a npoLeaypy!

MeToauKy MHBLEKLMOHHOLO BBeAeHUs orpefenseT Bpay, BbIMOSHAOLWMIA Npouesypy, B
3aBMCYMOCTN OT aHaTOMMWYEeCKOiA. 30Hbl M KONMYecTBa BBOAUMOrO npenapata. [pu upesmepHo
rnybokoM BBefeHWUU, T. e. B NOAKOXHYI K/eTyaTky, npoueaypa He [ACT Xenaemoro sdekra
Wunn xenaemon AMTeNbHOCTH. aPpdekTa. Mpu yYpe3MepHO F/Ty60KOM BBELEHUW MNOAKOXHbIE
TKaHW He ByAyT 0Ka3blBaTb TAKOr0 CONPOTUB/IEHMA Mpenapaty; Kak Npu BBeAeHUN B fiepMy..Eenm
Mpy BbINO/IHEHUWM WHBEKUMUA BULAEH LBET Wbl MOA KOXEN, 3TO yKasblBaeT Ha C/ULLIKOM
MOBEPXHOCTHOE BBeAEHWE TMpenapaTta, M Mocne MPOUeAypbl Ha KOXE MOryT rosBUTLCA
HEPOBHOCTMW.

CreneHb ¥ NPOAO/PKUTENBHOCTL KOPPEKLUUY ONPELENAIOTCA TUMOM U TSXKECTbHO AedekTa,
rnoAsexaliero UCNpaBAEHNIO, a TaKkxKe rnyonHo 1 MeTOL0M BBEAEHUS.

BBoavMbIi 06BEM Mpenaparta U KONMYeCTBO APOLEAYP 3aBUCAT OT 30HbI, NOABEPraemoin
06paboTKe, a TaKXKe/ 0T TpebyemMoil KoppeKLuu.

O6paboTaHHble Yy4acTKM CrefyeT OCTOPOXHO MoMaccuMpoBaTb, 4TOObI 06ecneynTb
paBHOMepHOE pachpeseneHre npenapaTa B 30Hax, MOABEPrHYTbIX KOPPEKLUN.

Mo6ouHble ahheKTbl

Bpay ~40/mKeH NpovH(OPMUPOBaTb-/MaLMeHTa 0 BO3MOXHbIX MO60YHbLIX 3dddeKTax,
CBA3aHHbIX C:APYMEHeHNeM npenaparta, KOTopble MOryT UMETb MECTO Cpa3y f10C/1e MHBEKLUN UMK
uepe3 HEKOTOpoe Bpems. K HUM OTHOCATCH, B 4aCTHOCTM (HEMO/HBIA NepeYeHb):

- YaCTble NPosBeHNA: 60/b B TOYKe BBeAeHWNS, 60/1€3HEHHOCTb1PW MPUKOCHOBEHWUW WX
HajaB/NBaHUN, KpacHoTa (3puTema), 'KPoBOMOATEKM (remMaTombl), BPUNYXIOCTb (OTEYHOCTDL),
YNIOTHEHME (MHAYpaLms), 6Yropky (KWNLLKK»), 3y4, anucxpomus (B, TOM yucne apgekt TuHgans
WNN.M3MEHEHNE LIBETA);

- MeHee 4acTble TMpPOSAB/EHNS: BOCMaNUTeNbHbIe peakunn, WHgekuns (BKIKYas
NOKaJ/TN30BaHHYH NNn TeHEPasin3oBaHHYHO VIH(*)GKLI,VI}O n a6CLl,eCCbI), norepsa 4YyBCTBUTE/IbHOCTH



BOKPYT 30Hbl WHBEKLMM WAM Npexofsuias napecTesnsi, PUCK anneprum (B TOM uiicne
TUNepYyBCTBMTENbHOCTb, aNIepPruyeckuin - epmMatuT, KpanuBHuUa), Y3enkun (BO3MOXHO,
rpaHynémbl), MUrpaLus UMNIaHTaTa;

- MOTYT UMeTb MeCTO pefikue, HO CEpPbE3HbIe HeXenaTte/bHble ABeHNS:

* BHYTPUCOCYAUCTOE BBEAEHME MOXET MPUBOANUTL K 3MOONM3aLMM, OKK/IKO3UK. COCY/0B,
NLWEMUN, HEKPO3Y KOXW WM TKaHel, NPexofslieMy WA MOCTOSHHOMY HapyLUEHUIO 3peHus
(BKNtoYas cnenoty), LepebpanbHOM NILEMUN U KPOBOW3IMSAHWIO, BELYLLUMX K UHCYTTBTY, a TaKXe
K UH(apKTY;

* TMNepyyBCTBUTENLHOCTL HEMEAJ/IEHHOro TUMa BNAOTh A0 aHITMOHEBPOTUUYECKOrO OTEKa
" aHa(bVIJ'IaKTVI‘-IeCKOI'O LLIOKa.

[o Havyana npumeHeHWs npenapara-Bpay [AO/MKEH MNPOVHCTPYKIMUPOBaTh MNauueHTa
coo6LaTh 0 N0O60M HexenaTe/lbHOM SB/IEHWW, KOTOPOe OMMWCaHO WM He_OMMUCaHOo Bbille 1Mb0
COXpaHsieTcs Ao/blue OfHOW Heenu.

Mpn 3TOM Bpay AO/MKEH NPOMHMPOPMUPOBATL AMUCTPUOLIOTOPA- UMM NPON3BOANTENSA
npenaparta (medical@teoxane.com) B MakCMa/ibHO KOPOTKME CPOKMW. Bpay LO/MKEH MPUMEHUTD
WU Ha3HaYUTb COOTBETCTBYHOLLEE CPEACTBO /IeYeHNS.

O060 BCeX Cepbé3HbIX CMyyasx, UMeBLLUMNX MeCTO B CBA3W C AaHHBIM MpenapaToM, crefyet
coobuatb no agpecy medical@teoxane.com, a TakXe FOCYLAapCTBEHHbIM OpraHam
34,paBOOXPaHEHNSA CTPaHbl MOCTOAHHOIO MPOXXMBaHMA Bpaya u/unv nauueHTa.

Mepbl NPegoCTOPOXKHOCTU-NPU UCNOMTb30BAHWN

MoTeHUMabHbIA PUCK APUMEHeHMS N0 HOMeHKNaTypHOR Knaccupukauum MeanuuHCKnX
U3nenunia, yteepxaeHHol MNpukasom MuHsgpasa Poccuiickoil @egepaunm Ne 4H 0T 6 mioHsa 2012
roga (B pefakuuu Mpukasa MuH3gpasa Poccum oT 25.09.2014 N 557H) - knacc 3.

VHbekums gunnepa BIMArKMe TKaHU — 3TO MeSULHCKas npoLeaypa, KOTOPOK, KaK.Bcem
npoueaypaMm 3TOr0 TWMa, NPUCYL, PUCK WH(pUUMpoBaHua. OHa [0/KHA NPOBOLUTLCSA B
COOTBETCTBYHOLUNX YCNOBUAX C NMPUHATUEM BCEX CTAHAAPTHBLIX Mep MpefoCTOPOXHOCTH. Kpome
TOro, Bpay [0/KEH XOPOLLIO 3HaTL aHaTOMMIO NiNLiA.

Mpexae yem OPUCTYNUTL K Npouenype, Bpay AOMKEH NPUHATbL BO BHUMaHKMe TOT (DaKT,
4TO 3TOT MpenapaT AAs 3anofIHEHNA COAEPXUT NNAOKauH. epes MCNob30BaHMEM  MPOBepbTE
CPOK rOAHOCTU MO MapKMPOBKE M3AeNna U LieNIoCTHOCTb BHYTPEHHEN YNakoBKW. He mcnonb3yiTe
Mo MCTEYEHUM CpOKa rOLHOCTV WM MPU MOBPeXZAeHun ynakosku! Ecnv cogepXumoe wnpuua
MMeEeT MPU3HaKM PacCiioeHuns, Ny3bIpbKN UMK K&XKETCA MYTHbLIM, He UCNONb3YIATE 3TOT Lwnpuu!
MaumneHTy cnefyeT NOpPeKoOMeH0BaTb:

- He MPUHMMAaTb B BbICOKMX [03ax-BuTaMWH E, acnvpuH, NpOTMBOBOCMA/IUTENbHbIE
CpeacTBa UNMaHTUKOArynsHTbl Ha NPOTSHXKEHWN Heaenn nepefs MHLEKLMOHKON NpoLeaypoi;

- B TeédeHue 12 yacoB Nocne MHLEKUWU HEe NCNOJb30BaTb HNKaKON-KOCMETUKMN;

Ha MNPOTSXKEHUW [ABYX HEAenb MOCne MNPUMeHeHUs ‘npenapata  u3beratb
CTOMAaTOAOrMYeCKUX MNpoueayp, APYrux aCTeTUYECKUX npouesyp NO60ro tuna, AIUTENbHOMO
BO3/eMCTBUSA CONHEYHOr0 CBETA, Y/IbTPAPM0oNeToBOro 06/1y4eHns 1N 3KETPeMasibHbIX TeMMepaTtyp
(cunbHBIN Xonog, cayHa, TypeLkas 6ana u ap.).



PekomeHfyeTca He Aonyckatb  KOHTakTupoBaHua  qunnepoB  TEOSYAL®.. c
YETBEPTUYHBIMW aMMOHMEBLIMW CONSAMM (TaKUMU, KaK GEH3aNKOHWUA X/10png) M3-3a pucka ux
B3aVMOZeNCTBUS.

Ecnu B nt0OOA MOMEHT WHBLEKLUW MNPOUCXOAUT BHe3anHoe nobfefHeHVe KOXMW, TO
BBefeHVe CcnefyeT MpekpatuTb M MNPUHUMATb BCE Haj/ieXxalliue Mepbl, NoKa He.. BEPHETCH
HOPMaJ/ibHbIN LIBET.

OcTeperainTecb UHBLEKLUMI BAN3KO K KPOBEHOCHOMY cocydy vnu Hepy! Mo3a@oTbTech 0
TOM, 4YTO6bI He NOBPEeANTL HepB!

He fonyckaiite n36bITOYHOW KoppeKuun!

B KoHUe npouefypbl NPUMEHEHNA TeNs KpainHe BaXXHO YTUAN3MPOBaTL BECb OCTaBLUMIACS
HeMcnob30BaHHbIV Npenapat. He ncnonb3yiTe NOBTOPHO! 3TO CpeAcTBO NpeAHasHAUYeHO TO/IbKO
AN19 OLHOKPAaTHOrO NpUMeHeHWs. B cnydyae /MOBTOPHOro MCNoMb30BaHWAL CTEPUNIbHOCTL He
rapaHtupyetca! He cTepuinsyiite NOBTOPHO! “9TO MOXET YXYALUNTbL KA4eCTBO Tens, Yto CHU3NT
ero aPgeKTUBHOCTb; refib TAKXKE MOXET BbICOXHYTb, W €ro BblBeeHNEe YePe3 Urny MOXeT ObiTb
3aTpyAHEHO.

CnopTcMeHaMm cnefyeT coobWMTb O TOM, YTO 3TOT npenapat COAEPXMUT AeNCTBYHOLLMIA
KOMTMOHEHT, KOTOPbI MOXET Bbl3blBaTb, AONOXMUTE/bHYIO PEaKL M0 NMPU-AONUHI-KOHTPOE.

YCnoBusi XxpaHeHUs, TPAHCNOPTUPOBaHUS, 3KCNyaTauuu

XpaHUTbL B YNaKoBKe NpeanpuaTua-u3rotoBuTena npu temrepatype oT +2 go +25 °C. B
MecTe, 3aLMLLEHHOM OT NPSMOro COJIHEYHOrO CBeTa. M36erath BbICOKON BNAXKHOCTHU.

TpaHcnopTUpoBaHMe N3LEANIA OCYLLLECTBAETCA B YNAKOBKE 3roTOBUTENS BCEMU BUAAMY
KPbITOro TPaHCMNopTa, KpOMe HEOTanIMBaeMblX OTCEKOB CaMOJIETOB M MOPCKOro TpaHcrnopTa, B
COOTBETCTBMM C MpaBuiaMu MEPeBO3KN rpy30B, LENCTBYIOLMMMN Ha KaXKAOM BUAe TpaHCNopTa,
npu Temneparype ot +2°C go.+25°C.

Mepes vcnonb3oBaHWEM ybefuTecb B OTCYTCTBUW“BUAMMbIX MPU3HAKOB MOBPEXAEHWA
ynakoBKu!

KpenneHue nrnsl K wnpuuy

[na onTManbHOFO Mcnonb3oBaHUA npenapatos. TEOSYAL® BaxHO, YTOObI UENa bblna
NPUCOeANHeHa K LUNPULLY JO/MKHLIM 06pa3oM (CM. HKESTanbl Ha pucyHKax 1-5). Eciu. Bo Bpems
WHBEKLMUN Bbl YyBCTBYETE NPenATCTBME UM AaBNEHWUE, NPEKpPaTUTE BBEAEHME N 3aMeHUTe urny!

PucyHkun 1/-5."TTopAafoK NpUCoeAUHEHNA-UTNbl K WNPULLY

1. 3BneKkunTe 3araytliKy 13 Wwnpuua, NoTAHYB 3a HeE.
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4. TlpofomKainTe HaBMHUMBATL UrNY [0 TeX Mop, MoKa Kpaw Konmnayka WUrfibl He AOCTUTHET
Kopnyca wnpuya. Mexay 9TUMK [ABYMSA 3/leMeHTaMu He [0/DKHO ObiTb 3a3opal” Mpu
HeCOONIOAEeHNM [JAHHOT0 YKa3aHUs WUrna MOXET BbICKOYMTb, W/WUIM BO3HUMKHET NoATeKaHue B
MecTe coefMHeHUA Tuna JTo3p.

yfcs
»

LL

5. CHMMUTE 3aWMTHBbIA KONMAYOK UIBl, C yCUAMEM NOTAHYB 3a HEro OAHON PYKOI 1 yaepXKuBas
Kopnyc wnpuua apyroin pykoin.

KomneKTHoCTb

VIMnnaHTaT BA3KO-3/1aCTUYHbIA BHYTPUKOXHbIN TEOSYAL RHA® 2,/B-Habope:
- wnpuy ¢ TEOSYAL RHA® 2. o6bemom | Mn— 2 wr.,

- urna 30G 1/2" - 4 wr.,

- CTKepbl - 4 WT.,

= IHCTPYKLMA N0 NPUMEHEHWHD:

MapknpoBka

Ha KapTOHHY0 NaykKy HaHeCeHbl HaMMeHOBaHWe NPOU3BOANTENS, HAVMEHOBaHWE U3AENNS,
[aHHble O COCTaBe M3Aenns, 0 cnocobe BBEAEHMS, YKa3aHME 03HAKOMUTLCS C MHCTPYKLMER no
MPUMEHEHNIO, CrelManbHble CUMBO/bI, paclUMBpOBKa KOTOPbIX NPUBEAEHA HIKE, MH(OopMaLUS
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0 KOMMYeCcTBe LIMPULOB B YNakoBKe U X 06bEMe (2>1 mL). JononHuTenbHas MHpopmayms 06

N3OEeNNN HaXOANTCS Ha HaKNeike Ha KAPTOHHOW Mayke.

MapK1poBKa Ha NOTPe6bUTENbCKON YNakoBKe (C paclumMpoBKO CMBOJIOB)

CE C

Cs

nnn

2797 97
YT ik
TEOXAMe SA

Los Chot'nies - Ruo do Lyon. 105
w 1 CWM 1203 Geneva - S.MTZERIANO

STERILE i

Only for syringe

2XI

nu

Mapkuposka CE cooTBeTCTBYET [JMpeKTiBe
93/42 EEC, pernaMeHTupytoLLeil TeXHUUeCKne
XapaKTepuUCTUKN MeAULUHCKUX YCTPONETB.
Homep, cornacHo CE, aBnseTca HOMEPOM
YNOJIHOMOYEHHOI0 OpraHa

0197 - pna vrn npomssoacTsa Terumo Europe
N.V.

0123 - pna wrn npoussogcTtea TSK Laboratory

HanmeHoBaHWe 1 agpec U3roToBUTENS

He ncnonb3oBaTh NOBTOPHO

O3HaKOMbTeCb C.MHCTPYKLMEA MO NPUMEHEHUIO

CTepUbHBbIA LUNPUL, - CTEPUIN30BAHO NapoM

TeMmnepaTypHbIii Arana3oH XpaHeHus

Koga naptum

Mcnonb3oBatb A0

Bepeyb OT COMHEYHbIX NyHei



MakeT MapKMpPOBKWN Ha PYyCCKOM 53blke Ha NOTpebuTenbckoin ynakoske TEOSYAL
RHA®?2 cofepXuT cnefyowyo MHpopmaLuto:

MmnnaHTaT BA3KO-31aCTUYHBIN BHYTPUKOXHbIN TEOSYAL RHA® 2, B Habope

Mepes “CNONb30BaHNEM 03HAKOMbTECH C UHCTPYKLMENA.

Ycnosua xpaHeHusa: npu Temnepartype oT +2®C fio +25°C.

He HarpeBaTb, n36eratb BbICOKON BAXXHOCTU ¥ NPSAMbIX COTHEYHbIX NyYei.

CTtepunbHo. M3genne CTepunn3oBaHoO Napom:

Mpown3ssefeHo B LLiBeiuapun:

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

“ TeokcaH C.A”., LLiseiuapus

YNOMHOMOYEHHbIV NpeacTaBuTeNb NPOUSBOANTENS Ha TeppuTopumn Pd:

OO0O «TeokcaH Pyc», Poccuiickas ®egepauns. 125284, r. MockBa, JIEHUHIpaacKuii NPOCMEKT,
A. 31A, cTpoeHue 1, atax 20. nomeLlgHne 1

Ten : +7 495 64 220 54

medical-russia@leoxane.com

PerucTtpaunoHHoe y0CTOBEpEHME Ha MeMLMHCKOE n3fenue

Ne P3H 2016/3802 o1 04.04.2016

Homep nota 1 CPOK rogHoOCTH

yKasaHbl Ha CTUKepe

Npoun3BOAUTENS.

MapKrpoBKa Ha [UAPULLE COAEPXKMUT CBeAeHMS (CyKa3aHWeM YC0BHbIX 0603HayYeHUI):

HavmeHoBaHMe BapuaHTa
NCMOSTHEHWA N3Le/uUs

TEOSYAL RHA® 2

O6beMm rens B LwnpwuLe ImL
HavmeHoBaHue,;agpec NSOXANESA
npon3sogunTens m  ?aeLyon. t203Geneva
Kog naptum
11

CpoK rogHocTH
3HaK «He 1CcMnonb3oBaTh MOBTOPHO»

TemnepaTypHbIii 41ana3oH XpaHeHKs

rc -/IZ
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Mapkuposka CE

%

MapKMpPOBOYHbIN YepHbIil KBagpaT —
BHYTPEHHWIA NPOU3BOLCTBEHHbIN
KOHTPO/b

3HaK «CTepnnn30BaHO Napom»

[STERILHjj

3HaK «O3HaKOMbTECb C MHCTPYKLMEN

v
no NPUMEHEHNIO» C |/|

xp'poooooop

Sl ik

Kog SAP XX XX XX /XX

pafyvpoBKa Lwnpuua

MapK1poBKa Ha MHANBMAYaNbHOM, YNaKOBKe Wbl

Wrna, nponssogctea TERUMO EUROPE N.V.BELGIUM, mMapKupoBKa Ha yrnakoBKe:

Mpoussogutens: TERUMO EUROPE N.V.BELGIUM
HavnmeHosaHue nrnbl K-Pack Il NEEDLE 30G x 1/2" TW (0.3 x 12 mm)
3Hak CE 0197

3HaK SINGLE USE *O[HOKPATHOr0 NPYMeHeHns, He NCNo/b30BaTb NOBTOPHO

STERILE M
Cuwmson F------ Lr) A/ ApOCTepnInN30BaHO OKCUAOM 3TUNEHA

CumBon Rx only-=~Tonbko No Ha3Ha4eHWH0 Bpadd

J1oT - HoMep napTUn

[laTa ncteyeHns cpoka rogHoCcTH (CoXpaHeHMs cTepunbHOCTH) EXp.
Wrna, nponssoacTtea TSK Laboratory, Japan:

HanmenoBaHue nrnbl NEEDLE 0.30 x 13mm 30G x 1/2"

Homep-no katasnory REF HPC-300131- ans 0.30 x 13mm 30Gx 1/2"

MNpoussoguTenb Il TSK Laboratory, Japan
Cumeon CE 0123

J10T - HOMep napTun

Jarta ncreyeHuns cpoka rogHocTu (COXpaHeHI/Iﬂ CTepl/IfIbHOCTl/I) 2

1



CTepubHO, CTEPUIN30BAHO paaunaLmeit

He ncnonb3oBaTb NOBTOPHO
MapkupoBka Ha 6nmcTepe

BancTepHas aTMKeTKa 06ecneynBaeT NPOC/EXMBaEMOCTb NPOAYKTA.
Ha Kak/plii 611McTep HAHOCATCA ABe 3TUKETKM, OfiHA U3 KOTOPbIX XPaHUTCS BPayoM B
KapTouKe nauveHTa, a BTopas-nauueHToMm.

BAncTepHas aTMKeTKa COAEPXXUT CNeAYOLLYH MH(OPMaL MO AN KapTOUKYBpaya
naymeHTa:

$11
[LL, ‘ST
2 ~$DP é}
WL
Skl T
[ ST W
2 $DP P
WL
rae
HanmeHoBaHWe BapuraHTa UCNOTHEHNS $L1
n3genus
Homep naptuu SLT
CpoK rogHocT $DP
O6bem reng-g Lunpuue, M $VL
YnakoBKa

LLnpuy, B KonuyecTBe 1 WIT. M [iBE UMbl B. MHAMBMAYa/IbHOM MNAacTUKOBOM® (hyTnspe
yNaKoBaHbl B OTAENbHbIV 6amcTep. LUnpuu v urnbl B6iMcTepe cTepunbHbl. Ha Kaxgom 6nvctepe
[BE NAEHTUDUKALMOHHbIE 3TUKETKU. W3aenns yfAaKoBbIBAOTCS B KAapTOHHYHO (MauKy Mo fBa
6amcTepa ans Wnpulos ¢ 1 mn rens. B kaxayro nadky BAOXeHa MHCTPYKLUS Mo MPUMEHEHNIO.

MapaHTum
CpoK rogHocTu 24 mecaua ¢ faTbl NPON3BOACTBA.

lMpon3BoanTeNnb rapaHTUpyeT COOTBETCTBME W3LENUA Tpe6OBaHI/IFIM HOpMaTVIBHOVI

AOKYMEHTatMn npu CoOGNI0AEHNN YCNOBUIA 3KCMyaTalmmn, TPaHCNOPTMPOBAHUA U XpaHEHUs B
TeYeHU-BCEro cpoka rogHoOCTM.

Flo BceM Bonpocam KacaloLmnxes KavecTsa nsgenms 06paLLl,aTbCﬂ:

YNONHOMOYEHHbI NpeAcTaBUTeNlb Ha TeppuTopmmn Poccuiickon degepaummn: O6LWECTBO C
OrpaHMYeHHO OTBETCTBEHHOCTbIO «TeokcaH Pyc» (OOO «TeokcaH Pyc»), Poccuiickas
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depepaunsa, 125284, r. Mocksa. JleHUHrpaackuin npocnekt, 4. 31A, cTpoeHue |, aTax 20,
nomMewieHne 1 Ten.: +74956422054. medical-russia@teoxane.com

Pa3paboTunK 1 NPON3BOANTENb:

Teoxarne S.A (TeokcaH C.A.) Les Charmilles, 105 Rue de Lyon, 1203 Geneva, Switzerland
(105 Pro ge noH, 1203 XKeHeBa, LLBeliyapus). Ten. +41 (22) 344 96 36.

YTunnusayumsa

YTnnusmpoBaTtb MeAuLMHCKoe n3fenve (B TOM YMC/e HEMCMNOb30BaHHbIN [e/b, LINPUL,
urny) B cooteetcTBum ¢ CaHluH 2.1.3684-21 kak oTxofbl Knacca b (anugemmonornyecku
onacHble 0TX0fbl). YMakoBOYHble MaTepuasbl, Mavyka M3 KapToHa nog/exar -yTuamsaumm B
cootBeTcTBMM ¢ CaHlMnH 2.1.3684-21 Kak 0TX0Abl Knacca A (3NMAeMUONOrMHeEckn 6e3onacHble
0TX0fbl, NO COCTaBy MPUGVKEHHbIE K TBEPAbIM: KOMMYHa/IbHbIM OTX0AaMm).

LWnpvubl 1 no6ble  HEUCNONb30BaHHbIE  MaTepuanbl  MOANEXAT  YTUAKU3ALMM
He3aMe/[/IMTeNbHO MO 3aBepLUEHNI NpoLieaypbl.

Mo 3aBepLleHWMM NpoLeAypbl He-. [onycKaeTcs AasbHelillee. (MCNonb3oBaHMe NOObIX
OCTaTOYHbIX MATepPUanoB, X XPaHEHUE-MNN NOBTOPHas CTEPUNMN3ALUSB LENX NPUMEHEHUS Y
HECKO/bKMX NaLMeHTOoB.

Wrnbl nognexxar 04HOPa3oBOMYy NMPUMEHEHWIO U NMOANEXAT YTUAN3ALMN He3aMeIMTEeNbHO
nocne Mcnonb3oBaHus. [locne MOPMMEHEHWS WIbl NPeACcTaBAstOT €060 6MONOrMYEcKyHo
0NacHoOCTb.

Mocne NpMMEHEHUs YTUAU3aUna UM AOMKHA OCYLEeCcTBASTLCA MYyTEM MX NMOMELLEHUS B
Cneunann3MpoBaHHbI HENPOKaAbIiBaEMbI/ 1 BlarOHeNpPOHNUAEMbI KOHTEHEP C KPbILLIKOM, C
CO6M0eHNEM CreAyoLNX TPeboBaHUIA:

1. C6op W yTUnM3auus HenpoKasbiBaeMbIX KOHTEMHEPOB [O/MKHbI OCYLIECTBASATHLCS
KBaIMMULMPOBAHHBIMW NPOdECcCHOHaNbHBIMU CyGnoapsaAYLKamMm.

2. He ponyckalTcs Kakue-nMbo MaHUNynsuun/C urnamm WM KOHTaKT C HUMA. mocne
yTUAn3aL NN,

3. Henpoka/biBaeMble KOHTEHEPbI Ans UIN He TOANEXaT NOBTOPHOMY MCMAO/B30BaHMUIO.
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[MepeBoA c aHTAMIACKOTO M (D PaHLYy3CKOTO A3bIKOB Ha PYCCKUIi A3blK]

[MepeBoa Hagnucei, WTamMnoB, NneyaTel, HOTapuanbHOro 3aBepeHns N anoCcTUNA HA LOKYMEHT €
«MNHCTPYKLUMS NO NPUMEHEHUNID ,,MIMNAaHTaT BA3KO-3N1aCTUYHbI BHYTPUKOXK Hblii TEOSYAL®
B Habopax, BapuMaHT MCNONHEHWA MIMNAaHTaT BA3KO-3M1aCT UYHbIA BHYTPUKOXK HbIA TEOSYAL
RHA® 2, B Habope“ npoussogcTea Teoxane S.A. (TeokcaH C.A.)), LUBenuapusa»,
npeAcTaBNeHHOM Ha PYCCKOM fA3blKe.]

YIBepXXaeHo

OTpen KayecTBa M HOPMaTMBHO-MPaBOBOr0 PELYMPOBaHUSA
OunpekTtop komnaHun « TEOKCAH C.A.» (TEOXANE S.A))
Inodnucbl enbdunH [eKoHLwa

16, UOHA 2022 T.

[WTamn:

«TEOKCAH C.A»

Pto ge JlnoH 105

1203 >KeHeBa — LLIBEI7ILI,API/IF|
Ten.:+41 (0) 22 344 96 36]

/...MIpoCMOTPEHO HmKenoanuncasLweics, maTpom Hatann 6O LIKOPIEP, Hagnexalium obpasom
YMOSIHOMOYEHHbIM HOTapUycoMm B I. YKEHeBe, UCKNIOYMTENbHO ANA fierann3auny nocTaBeHHOW
Bbie nognucyu r-xu OenbtmH AEKOHLUA. HwkenognucaswwuiicAs HOTapuyc He HeceT
OTBETCTBEHHOCTM 3a COAeprKaHMe HacTOALLErO JOKYMEHTa.

B r. )KeHeBe, 22 nioHa 2022 T.

Inodnuchbl

[WTamn:

KENNEP NAS3EP n BO LKOPIEP
HOTAPUYChI

4, Kyp ge Pne — 1204 )KEHEBA]

[MeyaTb HOTapuycal

[MeyaTb HOTapnanbHoi NanaTbl XX eHeBbl ]



AMNOCTUJIb
(Faarckast KoHBeHUMsA 0T 05 oKTs6psA 1961 T.)

1. CrpaHa: WBeliuapusa

HacTtoawuin odmumanbHbIil LOKYMEHT
2. nognucaH matpom Hatann 6O LLIKOPTEP,
BbICTYMaloLLEN B Ka4yecTBe HoTapuyca,
CKpenJieH neyarbio/LLTamMrnom HoTapuyca.

Hw

YpocTtoBepeHo

B T. >)KeHeBe
23 NoHA 2022 T.
Pecny6nnkoi n kaHTOHOM XXeHeBa
3aNe443045
. MeyaTb/WTamn [MeuyaTb JenapTaMeHT,a 6e30NaCHOCT W KaHTOHa XK eHeBa]
10. Mopgnucek:/mog«mcb/

M.-A. Neis

© oo No O



TekcT AaHHOro I0KYMeHTa NepeBén nepeBoaUrK Paxumkynos Anbaap Cepkannesny. 3HaHue
MHOCTPaHHOIO A3blKa NOATBEP>K/at0. BbIN0ONHEHHbI NepeBos ABNSeTCA NPaBU/bHLIM, TOUYHLIM 1
LHBIM.

n

Poccuiickass Pegepaums
Mopoa Mocksa

MaToro asrycTa Age ThiCcAYN iBaALaTb BTOPOro roga.
1, >)Kypasnesa EkaTepuHa BnagmmposHa, BPEMEHHO UCMOMHALWAA 0653aHHOCTH
roposga Mocksbl ToMKkuHa OMUTpuA Banepbesnya, CBUAETENLCTBYIO NOL/IMHHOE
Paxvmkynosa 3nbaapa Cepkanvesnya.
Moanwck caenaHa B MOEM MPUCY TCTBUN.
JInyHoCcTb NognumcasLUero JOKYMeHT yCTaHOoB/eHa.

3aperncTpuposaHo B peecTpe: N° 77/2079-H/77-2022

YnayeHo 3a CoBepLLEHNe HOTapu - 400 py6.

E.B. XKypa

Bcero npoLuHypoBaHo, MPoHy.
1 CKPErifieHo NevyaTbio 16

BPVO HoTapuyca





