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OnucaHune

MiMnnaHTaT BA3KO-3M1aCTUYHBIA BHYTPUKOXHbLIN TEOSYAL® B Habopax: VMnnaHTaT BH3KO-
3N1aCTUYHbIA BHYTPUKOXHbLIN TEOSYAL RHA® 4 (2 x 1 mL), B Habope (manee no Tekcty
TEOSYAL RHA® 4) — cTepu/bHblii Npo3payHblii BA3KOYMPYIrUin reflb MONepeyvHO-CLunTOoMm
rManypoHOBOM KUC/IOTbl HEXMBOTHOIO MPOMCXOXAeHUs, cofepxawmii 0.3 % (Mo macce)
NMAOKavHa TMApPOX/JopMAa C Lefblo MNpUAaHUs Ten0 aHecTe3npylLwmx CBOWCTB.. Kaxgas
KapToHHaa nayka COAepXXWT [Ba LWnpuua, npeaBapuTesibHO HanonHeHHbIX renem-TEOSYAL
RHA® 4. B KOMNJIEKTE C KXXAbIM LUNPULEM UAYT ABE CTepU/bHbIE UTfbl Kannbpa.27 G ANNHOM
1/2 proiima unu kanuépa 25 G gnuHoli 1 grolima u aBe 3TUKETKWU OTCNeXUBaHUSA(OLHA AO/MKHA
BbldaBaTbCA MauueHTy, a Apyras [O/HKHa ObITb COXpaHeHa BpavyoM B -MeAVLUHCKOWA

[OKyMeHTaummn nauyeHTa). O6bEM KaXkaoro WNpuLa ykasaH Kak Ha KapTOHHOM Flauke, Tak 1 Ha
wnpuue.

CoctaB

- MNonepeyHo-cLIMTas rmanypoHoBas Kucnota 23 Mr/mn

- lnpokanHa rugpoxnopug 0,3%-(no macce)

- ®ochaTtHbINn 6ytep ¢ pH 7,3.cKoNbKO NoTpebyeTcs 4o 1M,
HasHaueHune

MpeaHasHayeH ANns KOPPeKLun AeheKToB KOXM (Hanprmep; MOPLLVH, CKNafoK, LPamoB),
BO3HMKLLMX B NPOLIECCE CTapeHUs, B pe3yibTaTe TPaBMbl UMW [AeFeHepPaTUBHbIX MOBPEXAEHNIA.

O6nacTb NPUMeHEHUS MeANLIMHCKOTO N3Aenns
KocmeTonorus, nnactmyeckas Xvpyprus, 4epmatoniorus.

YcnoBus nNpuMeHeHus
JleyebHble 1 neyeGHO-NPOUNAKTMYECKNE MEANLNHCKME YUPEXAEHNS; CaNoHbl KPacoThl,
VIMEIOLLME NNLEH3NI0 HA MEANLMHCKYIO 1eATENbHOCTb.

MoTeHUMaNbHbLIE NOTPEOUTENN MEANLUHCKOIO N3aenns
Bpaun-KocmeToAoru, nnacTuyeckne XMpyprw;

MoKasaHUA K NMPUMEHEHNIO
TepaneBTUYECKME MOKa3aHMA K npumeHeHuto npenapatos TEOSYAL®:

PEKOHCTPYKTUBHAA XMPYPrus; 3anosiHeHUe KOXHbIX Yry6neHnin pyoLoBo aTMONOrnu;
BOCCTaHOB/IEHVE 00BbEMOB, YTPaUeHHbIX BCMEACTBME NUMNOATPOPMUM Y NALNEHTOB, MOMYYaOLLINX
neyeHwue no nosoay BNY.

SCTETUYECKME MOKa3aHMA K NpuMeHeHnto npenapatos TEOSYAL®:

KOppPeKLumMs BO3PaCTHbIX W3MEHEHWI KOXW: BOCCTaHOB/IEHWE 0OBEMOB, 3ano/IHEHUe
KOXHbIX YFNYGNeHNI 1 MOPLUMH, BOCCTAHOB/EHME T ApaTaLui KOXN.

TEOSYAL RHA® 4 nokasaH-A/1a pemMOoLennMpoBaHMa KOHTYPOB 1La, BOCCTaHOB/IEHNS
U YBENNYEHUA OO0BEMOB M KOPPEKLUUM He3HauMTeNlbHOTo MTOo3a-TKaHel B TaKMX 30HaX, Kak
WeyHaa n ckynosad. OH TakXKe MokasaH A8 3anoNHEeHUs rNy60KUX MOPLUMH U CKNAAo0K Ha
yyacTKax € TO/ICTON KOXel, Hanpumep, yMepeHHbIX UM BbIPaXKEHHbIX HOCOTYBHbIX CKNajoK.



NnupokanHa rugpoxnopus — CPeACTBO MECTHOW aHecTeswu, npegHasHauvyeHHoe (Ans
YMEHbLEeHNSI 6OMEBbLIX OLLYLLEHWA.

MexaHWn3M feiicTBuUs

ManypoHoBasi KMCMOTa — [/aBHbI/i KOMMOHEHT OCHOBHOIO BELIECTBA BHEKMNETOUHOrO
MaTpuKca KOXu. ITO — HacToslas «MofeKynsipHas ry6ka». bnarogaps cBoeii CnupanbHoiA
CTPYKTYpe, MOJSieKyna ruanypoHOBOM KWCNOTbl CMOCOGHA YAepXWBaTb KOMMYECTBO BOAbl B
TbICAYY pa3 60/blle COGCTBEHHOM Macchl. 1anypoHOBas KMCNOTA COAEPXKMUTCS B KOXHbBIX TKaHSAX
B GO/bLUMX KONMYECTBAaX M OTBEYAeT 3a MX FMApaTalMio, XOTS C BO3PACTOM e coaepaHue

CHmXKaeTcs. Korga Koxka ctaHoBMTCA 6onee TOHKOIN © ApﬂﬁﬂOVI, noABAAKTCA -HEPBLIE JIMHNN
KO>XHbIX 3a/1TOMOB.

TEOSYAL RHA® 4 — 6uopasnaraeMblid MMnaaHTaT, KOTOPbIA CO BPEMEHEM MOCTEMNeHHO
pesopbupyetcsi. OH co34aéT 06bEM, KOTOPbBHA NO3BOMSET pasrnaXunBaTb MOPLIMHbI, 3aMOMHATb
KOXHble yrnybneHus, a Takxxe MOLeNNpoBaTh NN BOCCTAHABAMBATbL KOHTYPbI ULA.

B 3aBMCMMOCTW OT NiaHMPyemon KOPPeKUUWU K XKenaeMoro aggekrta, Ans nonyyveHus
ONTUMa/ILHOTO pe3ynbTaTa MOXeT noTpe6oBaTbCA 0AHa npouesypa 06paboTku (4opaboTKM) Unm
OonbLUee NX KONMYECTBO. ITO AO/MHKEH OAPeAeNnsiTb Bpay, BbINONHAIOLMIA NPOLeLypbI.

MNMpoTnBONOKasaHuA
TEOSYAL RHA® 4 Henb34.MCMnonb30BaTh B CNeAyoLWmnx cayvanx:
- ANt MHBEKLWIA B CaMblii BEPXHWIA CNOIA KOXMN (3NMAEPMUC);

- ANS BBEJiEHUs Ha rNyGUHY, OTIMYHYIO OT ONUCaHHOIA B-pa3fene «[103MpoBKa 1 crnocob
MPUMEHEHUSA»;

- ecM y naymeHTa''eCTb 3ab60/M1eBaHUA KOXMW, BOCHaNeHWEe WM WH(eKuns B MecTe
06paboTKM NM60 BO3/E HETO; WUHBLEKLMOHHbIE MPOLEAYPbH MOryT NPUBOAUTL K PeakTMBauuu
NaTeHTHbIX UK CYOKIMHUYECKUX TepnecBUPYCHbIX UH(EKLMA;

- eCAM y naumenTa UMeeTcs YCTaHOB/IEHHAs TUAEPYYBCTBUTENLHOCTL K FaiypOHOBOM
KUCNOTe C TSHKeNOoW anJeprnyeckoi peakumein nam aHamnakTMyecKMm LLOKOM B aHaMHE3E;

- npun yCTaHOBfIEHHOI7I rmnepyyBCcTBUTEABHOCTUN K JINAOKaUHY n/nnn aMNaHbIM
MECTHbIM aHEeCTETUKaM;

- B COYETAHIM C MUMHTOM, Na3epoTepanmeil Unn neYeHeM Ha OCHOBE Y/TbTPa3ByKa;
- Y NaUNEeHTOB C ayTOUMMYHHbIMI 3a60AEBaHNAMM;

- Y NauneHToB C KapAMONornyeckKUMm-3abonesaHnaMyu n/vny nonyyatowmx neveHme no
nosogy 60ne3Hm cepaua (6eta-610katopbl);

- y_ AauneHTOoB C renatouennioNapHON HeJOCTaTOUYHOCTLIO M/MAUARDNYYaKOLWMX leveHne
no noBogy-6e1e3HN neyveHu;

=y NayMeHTOB C anunencuein nanmRophupmeit;
=B rnepuog 6epeMeHHOCTM, [PYAHOr0 BCKapMINBaHWS, a TAKXKE Y AeTeil.

BcnefcTBre BO3MOXHOIO B3aUMOZENCTBUSA C APYrMMU UMMNIAHTUPYEMbIMU dunnepamu,
KOTOpbIe eLlé He uccnefoBaHbl, He pekomeHayeTcs MHbeunposaTe TEOSYAL RHA® 4 B 30HbI
BO3MOXXHOI0 HaxXO0XXAeHWs OpYrux UMniaHTupyemblx @uanepos. He BBoAMTE 3TOT npenapar B

3



06/1aCTb  HaxoXAeHWs (BO3MOXHO, MOCTOSHHOr0) MMMaHTaTa, OT/IMYHOIO OT ruasypoHOBOM
KNcnoTbi!

W36eraiiTe nona;laHns npenapaTa B KPOBEHOCHbIE cOCy/pbl!

He BBOoguTEe B nepuopbutansHoil 06n1acT (BeKW, MOArNasHWYHAA 30HA, «FYCWUHble
nankm»)!

He BBOAMTE B MeX6poBbe!

He BBOAMTE B ry6b!!

[ o31MpoBKa 1 crnocob NPUMEHEHMNS

lenb TEOSYAL RHA* 4 npefHasHayeH A9 BBefAeHUS KBa/IMULMPOBAHHbIMU
NPaKTUKYOLWUMN BpayaMn AN MeauLMHCKUMKU.PaboTHUKaMy (B COOTBETCTBYHOLLMX Cy4asx)
COrNacHoO HayMoHa/IbHbIM HOPMATUBHO-MPaBOBbIM akTaMm. [Nd CBefeHUs K MWHUMYMY puUcKa
BO3MOXHbIX OC/MIOXXHEeHWUI npenapat AO/DKHLI MPUMEHSATb TOMIbKO XOpoLo) NOArOTOBNEHHbIE
NpakTUKyoLmMe crneynanmcTbl, UMetowmne onbiT paboTbl C MHBEKLMOHHbIMIMETOAaMM, a TakxKe
3HaloLLMe aHaTOMUIO 1 (PU3NONOTMIO 30HbI MHBEKLMN M OKPY>XKAOLUX 06aacTeil.

[o Hayana npumeHeHWs npenapata naumeHTbl LOXKHbI OblTb OMPOLLEHbI HA NPeAMET UX
MeAVLMHCKOr0 aHamHe3a MU NMPOVH(OPMMPOBaHbI O MOKa3aHUAX K APUMEHEHUIO, OXWAAEMbIX
pe3ynbTatax, MNPOTUBOMOKa3aHUAX, MEPaX MNPefOCTOPOXKHOCTN U \BO3MOXHbIX MOO0YHbIX
appekTax. [lomkHa ObITb MpoBefeHa, OLueHKa NOTPeObHOCTM NauueHToB B 06e3601MBaHUMN C
NMOMOLLbIO CPeACTBA MECTHOW WAV perMoHapHOM aHecTe3nn. 30Hbl  KOoppeKkuun cnepyet
06paboTaTb COOTBETCTBYHOLMM aHTUCENTUYECKMM PacTBOPOM. HacToAaTenbHO pekoMeHAyeTcs
BbIMO/HATb MHBEKLMMW, NCMNO/b3YS.UT/bl, MOCTaBASEMble B KOMMNIEKTE CO LUMPULEM B KAPTOHHOM
navke!

enb TEOSYAL RHA® 4 paccuntaH Ha MeA/ieHHOe BBefileHne B rnyboKue cion LepMmbl,
MOAKOXHYH KNeTyaTKy WM MOBEpX HaAKOCTHMUbI B 3aBUCUMOCTM OT MOKa3aHWUn K KOpPpeKuun.
[OKNMHUYECKME M/MNU KNMHUYECKME faHHble He NPOAEMOHCTPMPOBAIN HUKAKMX Npobnem npu
MCMosb30BaHUN 06bEMa 4073 M. T103TOMY MaKCUMa/bHbHA, pa3pelléHHbIN 00bEM MHBLEKLN 3a
npoweaypy coctasnset 3 M (B COBOKYMHOCTY N0 BCeM MokKasaHuaMm). MeToauKy UHBLEKLNOHHOIO
BBEEHMNS OnpeenseT Bpay, BbLUOMHAKLWNIA NpoLeaypy, B 3aBUCUMOCTU OT aHaTOMUYECKON 30HbI
N KO/IMYecTBa BBOAUMOFQ TipenapaTta.

Cnepyet nsberarb Ype3mMepHO NMOBEPXHOCTHONO-BBEAEHUNSA, TAK KaK B 3TOM C/y4ae Ha Koxe
MOTYT BO3HUKATb HEPOBHOCTM!

Ecnv BO BpEMS MHBLEKLUMW BWAHO LBET WEAbLE,MOA KOXER, TO 3TO FOBOPAT- O TOM, 4YTO
BBeZeHNe MOXET OblTb C/TIMLLIKOM MOBEPXHOCTHbIM.

[na Toro“yTo6bl 136eXaTb BbiTeKaHUS Mpenapara M3 mecta 06pabOTKU, MpeKkpalyante
NHBEKLMIO 3HAYUTE/IbHO PaHbLLEe, YeM U3B/IEUYETE UTY N3 KOXMW.

CreneHb ¥ NPOAO/MKUTENBHOCTL KOPPEKUMM ONPeSenstoTca TUMOM U TAKECTbIO fedeKTa,
NoANeXallero_crnpaBneHunio, a Takxke rnyouHoi u MeToaoM BBEAEHWS.

BBoguMbI 06bEM Npenapata U KOAUYecTBO Npouedyp 3aBUCAT OT 30HbI, NOABepraeMo
06paboTKea TaKkKe 0T TpebyeMOoW KOppPeKLmm.

O6paboTaHHble MecTa CnefyeT 0CTOPOXXHO MOMacCUpoBaThy- YTO6bl 06ecnevnTb
paBHOMERHOE pacnpejeneHune npenapara B 30Hax, NOABEPrHYTbIX KOPPEKLUN.

FMo604HbIe 3PPeKTbI

Bpau [0/MKeH NPOMH(OPMMPOBATL MalMeHTa O BO3MOXHbIX MOGOYHbIX 3deKTax,
CBSI3aHHbIX C MPUMEHeHVeM Mnpernaparta, KOTopble MOryT UMeTb MECTO Cpa3y Noc/e MHLEKLMN UK
Yepes HeKOTOpoe Bpems. K HAM OTHOCATCS, B YaCTHOCTM (HEMONHbIA NepeyeHb):



- YacTble NPosABNEHNA: 60Nb B TOUKe BBEAEHUS, 601e3HEHHOCTb MpY MPUKOCHOBEHWUW AN
HaZlaBNMBaHWW, KpacHoTa (3apuTema), KPOBOMOATEKM (rematoMbl), MPUNyxnocTb (OTEYHOCTb),
YNNOTHEHME (MHAYpaums), 6Yropky (KLWULWKK»), 3y, AMCXPOMUA (B TOM ymncie apdekT Tunaans
WU U3MEHEHME LIBETA);

- MeHee uacTble NPOSBMEHWS: BOCMA/UTENbHblE peakuun, uHdekums ((Bknoyas
NOKa/IM30BaHHYO UM TeHepanM30BaHHY0 MHAEKLMIO 1 abcLecchl), NoTeps YyBCTBATENbHOCTM
BOKPYI 30Hbl MHbBEKLUMW WM MPexoAsiias napecTesns, PUCK anneprun (B ~TOM uducne
rMNepyYyBCTBUTENbHOCTb,  //IEPrMYeckuii  AepMaTuT,  KpanueBHULA), Y3e/KU.~(BO3MOXHO,
rpaHynémbl), MATrpaLms UMNIaHTaTa,;

- MOTYT UMETb MECTO pefikue, HO CepbE3Hble HexenaTte/lbHble ABNeHUA:

* BHYTPUCOCYAMNCTOE BBEAEHWE MOXET APUBOAUTL K 3MBONU3aLMK, OKKNO3UM COCYA0B,
VLIEMUKN, HEKPO3Y KOXW WU TKaHel, NPexofsLieMy WM MOCTOAHHOMY HapyLUeHW 3peHus
(BKntOYas cnenoty), LepebpanbHOM WEMUA AN KPOBOU3IUSHUIO, BEAYLLUX'K MHCYNbTY, a TakKe
K NH(APKTY;

* TMNepyyBCTBUTE/ILHOCTL HEMEAAEHHOrO TMUMa BM/IOTb 40 aHLUOHEBPOTMYECKOro OTEKa
n aHa(*JVIﬂaKTVI‘-IECKOI'O LLIOKa.

[o Havyana npuvMeHeHus npenapaTta Bpay [O/MKEH MNPOUHCTPYKTUPOBATh MNauueHTa
coobLaTb 0 I060M HexenaTeNbHOM. fAB/IEHUN, KOTOPOE OMUCAaHO MM He OMNMcaHo Bbllle N160
COXpaHsAeTCs AosbLUe OfHOW Hefenw.

Mpu 3TomM Bpay [O/HKEH “APOUH(OPMUPOBATL AUCTPUOLIOTOpa W/unnM npoussogarens
npenapata (medical@teoxane.com) B MakCUMa/ibHO KOPOTKME CPOKN. Bpay JO/MKEH NPUMEHUTb
WM Ha3HAYUTb COOTBETCTBYIOLLER CPEACTBO NIeYeHMs.

O60 BCeX CepbE3HbIX CAyYasx, UMEBLLMX MECTO B CBA3M C [aHHbIM npenapaTom, cregyet
coobwarb no agpecy medical@teoxane.com, a TakKXKe roCyJapCTBEHHbIM  OpFaHam
3[,paBOOXPaHeHNs CTPaHbl MOCTOAHHOIO MPOXUBAHUA Bpaya n/unun naumeHTa.

Mepbl NPesoCcTOPOXKHOCTY NPU UCMONb30BaHA

MoTeHUManbHbIA“PUCK NPUMEHEHNS N0 HOMEHKATYPHOI Knaccugpukaunm MeauLMHCKNX
n3nenuii, yTeepxxaeHHon Mpukaszom MuH3sgpaBa Poceuniickoin ®epepaumm Ne 4H oT 6-mtoHsA 2012
roga (B pegakuuu lNpukasa Munsgpasa Poccum ot 25.09.2014 N 557H) —«knacc 3.

VHbekums guinepa B MArkMe TKaH — 3TO-MEAULMHCKasA npoueaypa, KOTOPOM, Kak BCeEM
npoueaypam 3TOrO- TMNa, NPUCYLW, PpUCK WHMUUMpoBaHUsA. OHa [O/DKHA (MPOBOAUTLCA B
COOTBETCTBYHLLUX YCMOBUAX C MPUHATUEM BCEX ETAHAAPTHBLIX Mep MPesoCcTOpPOXHOCTU. Kpome
TOro, Bpay [J0/HKEH XOPOLLO 3HaTb aHaTOMMIO Anla.

Mpexae-Yem NpUCTYNUTb K NpoLeaype, Bpay AO/MKEH MPUHATL BO “BHMMaHWe TOT (DakT,
4TO 3TOT MpEMapar A1a 3ano/IHEHUS COAEPXKUT NnLoKavH. [epef MUCNoOIL30BaHNEM MPOBEPbTE
CPOK FOAHOCTYM N0 MapKUpPOBKe 134eNns U LIeIOCTHOCTb BHYTPEHHEN ynakoBKU. He ncnonb3yite
Mo UCTEYEHWUM CpoKa rogHOCTM WK MPU-NOBPeXAeHNN ynakoBku! Ecnu _cogep>Xumoe wnpuua
MMeeT NMPU3HAKN PacCNOeHUs, NMY3bIPbKU-MMIN KKETCA MYTHbIM, He UCMOMb3YITe 3TOT Wnpuu!
MayreHTy crefyet NOpeKOMeH0BaTh:

=, 'He NpUHMMATb B BbICOKMX'A03ax BWTaMWH E, acnupuH; -NpoTMBOBOCMANNTENbHbIE
CPEeACTBa MW aHTMKOAryNSHTbI Ha NPOTSHXKEHUN Hedenu nepes MHLEKLIMOHHOM NpoLeaypoil;

- B Te4yeHmMe 12 yacoB nocne NMHBEKL NN HE NCMNONb30BaTb HNKAKON KOCMETUKMN;



Ha MPOTSXEHUW [BYX Hefenb Mocne MNpPUMeHeHMs npenapata u36eratb
CTOMAaTO/IONMYeCcKNX NpoLeayp, APYrux 3CTeTUYeCKMX npouesyp no6oro tuna, ANUTENbHOro
BO34e/CTBUA COTHEYHOIO CBETa, Y/IbTPaMoNeTOBOro 06/1y4YeHUA 1 3KCTPEMasIbHbIX TEMMNEPATYp
(cunbHbBIA X0Nog, cayHa, TypeuKkas 6aHs 1 gp.).

PekomeHfyeTca He  [JONyckaTb  KOHTakTMpoBaHus  ¢unnepos  TEOSYAL® ¢
YETBEPTMUYHLIMU aMMOHUEBLIMU CONMSMU (TakKUMW, KaK GeH3anKOHWA XNnopui) u3-3a.pucka ux
B3aVMOJelCTBUS.

Ecnn B nt060 MOMEHT WHbBEKUUWM MPOUCXOAUT BHe3arnHoe nobnefHeHUe KOXW, TO
BBefeHNe cnefyeT MpekpaTuTb WM MNPUHUMATL BCE HaAMeXallme Mepbl, MOKa,-He BepHETCA
HOPMa/IbHbIA LIBET.

OcTeperanTecb UHbLEKUUIA BIN3KO K KPOBEHOCHOMY cocyay unu Hepy! Tlo3aboTbTech 0
TOM, YTOObI He MOBPeAUTL Heps!

He gonyckaiTe n36bITOUYHOM KoppeKLuu!

B koHUe npoueaypbl NPUMEHEHUA refis KpaiHe BaXKHO YTUAN3MPOBATH BeCb OCTaBLUMIACA
HeMcnosib30BaHHbIV Npenapar. He ncnosb3yiTe NOBTOPHO! 3T0 CpeCTBO MPEAHA3HAYEHO TOJbKO
ONA O[HOKPATHOro npuMeHeHus. B ciyyae MOBTOPHOIO WCMO/b30BAHUSA CTEPWUSIBHOCTL HE
rapaHtupyetca! He ctepunnsyinTe NoBTEPHO! 3TO MOXET YXYALINTb KAYECTBO rens, YTo CHU3UT
ero 3((EKTUBHOCTL; FeNlb TAKXKE MOXET-BbICOXHYTb, 1 €ro BbIBEEHUE HYepe3 Urny MOXET ObiTb
3aTpyfHeHo. BbibpacbiBaliTe MCNONb30BAHHbIE UMbl B COOTBETCTBYHOLUMNE KOHTENHEPDI!

CnopTtcmeHam crefyeT COOGLINTL O TOM, YTO 3TOT Mpenapat CoAepXUT LeNCTBYOLMIA
KOMTMOHEHT, KOTOPbIA MOXET BbI3blBATb MOMOXUTENbHYHO PeakLnia-fipu AONUHT-KOHTPOJIE.

Ycnosusa XPaHeHUA, TpaHCNoOpPpTUpPOBaHUA, aKCNyaTaln

XpaHUTb B YNakoBKe RPEANPUATUA-U3rOTOBUTENA NP TemnepaTtype oT +2 fo +25 °C, B
MecTe, 3alUMLLEHHOM OT NPSAMOF0 COMIHEYHOro cBeTa. M36erath BbICOKON BNAXXHOCTHU.

TpaHcnopTUpoBaHWe N3LeNNin OCYLLECTBNAETCSA B YNAaKOBKe U3roTOBUTENS BCEMU BUAAMY
KPbITOro TpaHCNopTa, KpoMe-HeoTan/1MBaeMblX OTCEKOB CaMOJIETOB M MOPCKOro TpaHcnopTa, B
COOTBETCTBMM C NpaBunaMi; NepeBo3Kn rpy3oB, AeNCTBYOWMMU Ha KaXXAO0M BUie TpaHCmopTa,
npu Temneparype ot +2®C o +25°C.

Mepes vcnonb3oBaHWeM yb6eauTecb B OTCYTCTBUM BUAMMbIX MPU3HAKOB MOBPEXAEHUA
ynakoBKu!

KpenneHne urnbl K wnpuuy

[na ontumanbHOro nucnonb3osaHuna npenapatos TEOSYAL® BaxHO, YTObbl nrna oeina
npucoeanHeHa K-LUnpuuy A0/MKHbIM 06pa3oM (CM) HVXKe 3Tanbl Ha pUcyHKax 145): Ecnv Bo Bpems
WHBEKLMM Bbl YYBCTBYETE MPENATCTBME NN JaBNeHWe, NPeKpaTuTe BBeJeHne 1 3ameHnTe urny!

PucyHkn 1-5. MNMopAjok npucoeguHeHA UMbl K WNpULy

1. \3BieKuTe 3arnyLuKy U3 Wwnpuua, NoTgHYBs 3a Heé.






3. HaBMHuMBaiTE UrNy MO YaCOBOW CTPESIKE, C HEBONbLIMM YCUIMEM HANPaBAss UIAY W LWNPUY,
HaBCTpeuy Apyr Apyry.

4. TlpogonxkaiiTe HaBMHUYMBATb UrAY. 4O TeX MOP. MOKa Kpail Keinayka Uribl He AOCTUTHET
Kopnyca wnpuua. Mexagy ISTUMW [BYMA 3/1eMeHTaMn He JA0/DKHO ObiTh 3a3opal  [Mpw

Hecobn4eHnn OaHHOro YKa3aHUA Urna MOXET BbICKOYNUTD, WM BO3HMKHET MOATeKaHue B
MecTe coeluHeHua Tuna J1oap..

YES
¢

K Tl



5. CHuMMUTE 3aLLNTHBIA KONMAYOK WIbI, C YCUIMEM MOTAHYB 3a HEr0 OAHON PYKOW W yaepXuBas
Kopnyc wnpuua apyrov pyKoia.

KoMNNeKTHOCTb

MMnnaHTaT BA3KO-31aCTUYHBLIA-BHYTPUKOXHbIE TEOSYAL RHA® 4 (2 x 1 mL). B
Habope:

- wnpuy c TEOSYAL RHA® 4, o6bemoM 1mn — 2 Wr.,
-unrna 27G 12" - 4 wr.«van urna 25 G 1" - 4wr.,

- CTUKepbl - 4 WwrT.,

- MHCTPYKLMA NO NPAUMEHEHMIO.

MapkupoBKa

Ha KapTOHHY0 a4yKy HaHeceHbl HavMeHOBaHVe-MPOU3BOAUTENS, HAMMEHOBAHWNE U3eNns,
JaHHble O COCTaBe W3AeNns, YKasaHWe O3HAKOMUTLCA C WHCTPYKUMEld MO MPUMEHEHMIO,
crnewmanbHble CMMBO/IBI, paclUMgpPOBKa KOTOPbIX NPWBEAEHA HUXEe, UH(OpMaLMa 0, KONnyecTse
LUINPULOB B YMakoBKE U ux 06béMme (2x1 mL). AomonHuTensHas WHMoOpMaumd 06 usgenuu
HaX04MTCA Ha HaK/IeliKe Ha KAPTOHHOM nauke.

MapKupoBKa Ha NOTPebUTENbCKOM ynakoBke (C paclumipoBKOi CMBOJIOB)

Mapkuposka CE cooTseTcTBYET [IMpeKTBe

C € C 93/42 EEC, pernamMeHTVpyHOLLieli TEXHUYECKVE
4 XapaKTepUCTVKN MeANLIMHCKVX YCTPOMCTB.
regk o Homep, cornacHo CE, sBngeTcsa HoMepom
yMONHOMOYEHHOTO OpraHa
C C C € 0197 —ana vrn npousBoacTaa Terumo Europe
N.V.

2797 0197 0123 - anga wrn nponzsoacTea TSK Laboratory
Iyrng» neAcite



MakeTMapK/MpoBKM Ha pyCCKOM fi3blKe-Ha NoTpebuTenbCKoi ynakoske TEOSYAL
RHA® 4 (2 XI'mL) cofepXuT cefyoLlya nHpopmaunto:

MMnnaHTam BA3KO-3N1aCTUUHBIA BHYTPUKOXHbIN TEOSYAL RHA® 4 (2'x.1 mL), B Habope
Mepes UCMOMb30BaHEM 03HAKOMbTEChH-C. MHCTPYKLMEN.

Ycnosug xpaHeHua: npu Temnepatype-0t1 +2°C go +25°C.

He HarpeBaTb, 136eraTb BbICOKOW B@KHOCTM U NPAMbIX COTHEYHbIX-JAyYel.

CTepunbHo. V3aenune cTepunn3oBaHo napom.

MpowussefeHo B LLBelyapun:

“TEOXANE” S.A., Les Charmilles, Rue de Lyon, 105, Geneva, CH-1203, Switzerland.
“TeokcaH C.A”., LLIseliyapus
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YNONHOMOYEHHbIV NPeAcTaBUTElb MPOU3BOANTENS HA TeppuTopUn Pd:

00O «TeokcaH Pyc», Poccuiickas depepaums. 125284, r. MockBa, JIeHUHIpafCKMiA MPOCHEKT,
4. 31A, cTpoeHue 1, atax 20, nomelleHne 1

Ten : +7 495 64 220 54

medical-russia@teoxane.com

PerncTpaunoHHoe yA0CTOBEpPeHNEe Ha MeAULIMHCKOe n3aenne

Ne P3H 2016/3802 o1 04.04.2016

Homep nota 1 CpoK rogHoCTu

yKa3aHbl Ha CTUKepe

npoun3BoOAUTENS.

MapKunpoBKa Ha LLUNpurLe CoLepXXUT CBEAEHUA (C yKa3aHWEeM YC0BHbIX 0003HauYeHW):

MapKMpOoBKa Ha MHAVMBUAYaNbHO YNAaKOBKE UIbl

Wrna, nponssogctea TERUMO EUROPE N.V.BELGIUM, MapKnpoBKa Ha yrnakoBKe:
1



MpowussoauTtens: TERUMO EUROPE N.V.BELGIUM

HanmeHoBaHue urnbl K-Pack 1l Needle 25G x 17 (0.5 x 25 mm) nnn K-Pack Il NEEDLE
27Gx 12" TW (0.4 x 13 mm)

3Hak CE 197

3Hak SINGLE USE ~ - OfHOKpaTHOro npuMEHEHMA, He UCNONb30BaTb MOBTOPHO

SIRE]l.
CnmBON — —1Jj - NPOCTepUIN30BaAHO OKCUAOM 3TU/IEHA

CumBon Rx only - TONbKO MO HasHayeHWHO Bpaya

J1oT - HOMep napTum

[arta ncrteyeHns cpoka rogHocTu (CoxpaHeHUs CTepubHOCTN) EXp:
Wrna, nponssoactea TSK Laboratory, Japan:

HavmeHnoBaHue nrnsl NEEDLE 0.40 x 13mm 27G x 1/2"

Homep no katanory HPC-270131

MpounssoanTens TSK Laboratory, Japan

Cumson CE a3

L
J10T - HoMep mapTun =2

[laTa UCTeYeHNs CPOKA FOAHOCTM (COXpaHeHMs CTepUAbLHOCTH)

CTepunbHoO, CTEPUAN30BAHO PaauaLeii

He ncnonb30Bath NOBTOPHO
MapKupoBKa-Ha 6nnctepe

BancTepHas-aTMKeTKa 06ecneyvBaeT NPOCIEXMBAEMOCTb NPOAYKTa.

Ha Kakablii-6nm1cTep HaHOCATCA ABe 3TUKETKM, OAHA N3 KOTOPbIX XPaHUTES BpauoM B
KapTOuKe MaLMeHTa, a BTOpas-naynueHToM.

BAncTepHas 3TUKeTKa COAEPXXMT CNefyHoLyo MHHOPMAaLIMIO AN KapTOYk1 Bpaya u
nayueHTa:

$u
DK] sLT

2 $DP %
$VL 51

$L1 ‘

LU\ sLT e

2 $DP @'
$VL



rae

HanmeHoBaHVe BapyaHTa NCMOMHEHWS $bl

n3genms

Homep napTum SLT

Cpok rogHocTu $DP

O6bem rens B WINPULLE, MN $VL
YnakoBka

LWnpuy, B konuyecTBe | WT. U ABE<AINbl B WHAMBMAYa/bHOM NNACTUKOBOM (yTnspe
ynakoBaHbl B OTAeNbHbIN 6ancTep. LUNpuy, uunrnbl B 61McTepe CTEPUNbHBLI B Kaxablid 61ucTep
BIOXXEHA WHCTPYKUMS MO MPUMEHEHUIO W ABe WAEHTU(MUKALMOHHBIE JOTUKETKU. W3aenus
yNaKoBbIBAaOTCA B KAPTOHHYHO Nayky Mo fiBa 61mcTepa Ans Wwnpuuos ¢ Lvn rens.

FapaHTUn
Cpok rogHocTtun 24 mecsua ¢ garbl NPou3BOACTBA.

MpousBoauTenb rapaHTUpyeT COOTBETCTBME W3AeNUs _TPe6GOBaHWSM  HOPMAaTUBHOM
[AOKYMEHTaLUMM Npu cobMoAeHNN YYCNOBUIA 3KCNyaTalnmn, TPaHCIOPTUPOBAHUS W XPaHEHWs B
TEUYEHNMN BCEro CPOKa rofHOCTY.

Mo BCcem BoMpocam Kacakowmxca KayecTsa n3genus 06paLL|,aTbCFIZ

YNOMIHOMOYEHHbIV NpeAcTaBuTe b Ha TeppuTopumn Poecuiickol ®egepaummn: O6LLeCcTBO C
OrFpaHNYeHHON OTBETCTBEHHOCTbID «TeokcaH Pyc» (OOO «TeokcaH Pyc»), Poccuidckas
Pepepaumn, 125284, r. Mocksa, JleHMHrpaAckuii npocrekt, . 3LA, cTpoeHue 1, atax 20,
nometleHune 1 Ten.: +74956422054. mcdicat-Rissia@tcoxane.com

Pa3paboTunK W NPOM3BOAUTENDb:

Teoxane S.A (TeokcaH C.A.) Les Charmilles, 105 Rue de Lyon, 1203 Geneva, Switzerland
(105 Pto ge /lnoH, 1203 YKeHesa, LLBeiuapus). Ten-+41 (22) 344 96 36.

YTnnusauus

YTunn3npoBaTb MeAULMHCKOE U3LeNNE (B TOM YMC/e HEUCNONb30BaHHbIW Fenb, LMNpWUL,
urny) B cooteetetBum ¢ CaHlMunH 2.1.3684-21° kak 0TXo4bl Knacca b (3puaemMnonormyecku
onacHble OTXO[bl). YNaKOBOYHble MaTepuansi, navyka M3 KapToHa NOL/eXAT yTuAM3auumn B
cooTBeTcTBMMU ¢ CaHlMnH 2.1.3684-21 Kak 0Txofbl Knacca A (3NNAEMUONQTMYECKN 6e30NacHble
OTXO0/bl, NM0-COCTaBY NPUBMVXEHHbIE K TBEPAbIM KOMMYHa/IbHbIM OTX04aM):

LUApuUbl 1 Ntobble  HEWCMOAB30BaHHblE  MaTepuanbl  RAOANEXAT  YyTUAM3aLUN
He3aMeJMTeNbHO NO 3aBePLLEHNI NPOLEAYPbI.

Mo 3aBeplieHUM npoueaypbll HE AOMNYCKaeTca [faNbHelLEe " MCnob30BaHMe /to6bIX
OCTaTOUYHbIX MaTepuanoB, UX XpaHEHWUe WM MOBTOPHas CTepUaM3aLns B LeNsSX NPUMEHEHUs y
HECKO/IbKMX NaLyeHTOB.
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Wrnbl nognexar 0AHOPa30BOMY MPUMEHEHWIO 1 NOANEXAT YTUAN3aLUN He3aMeLINTEelbHO
nocne Wcnosnb3oBaHWs. locne MNPUMEHEHMSt UTNbl NPeACcTaBAstoT CO6OA  GUMONOTrMYecKyo
OMacHOCTb.

Mocne NpMMeHeHUs YTUAU3ALNUA UM LOKHA OCYLLEeCTBAATLCA NyTeM UX NMOMeWeHNs B
CMeLnann3npoBaHHbIi HENPOKaibiBaeMblli U BMarOHENPOHMLAEMbI KOHTEHep C KPbILLKORA, ¢
CO6M0eHNEM CNneayroLnX TPeboBaHNIA:

1. C6op ¥ yTUnM3auus HenpoKasblBaeMblX KOHTENHEPOB [0/KHbI OCYLLECTBASTLCA
KBaIM(ULMPOBAHHBIMW NPOdECCHOHaNbHBIMU CY6MNOAPSAYNKAMN.

2. He ponyckalTca Kakvne-nMbo MaHUMynsumMm ¢ UrnamMmm UAM KOHTaKT € HMMMW mnocne
yTUAN3aLUN.

3. HenpokasnbiBaemble KOHTeVIHepr ONA NN HE noanex<at NoBTOPHOMY-MCMOJIb30BaHUIO.
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[MepeBoa ¢ aHTNMIACKOTO U (hPaHLY3CKOTO A3blKOB Ha PYCCKUI A3BFK]

[Mepesopg Hagnuceil, WTamMnoB, NneyaTed, HOTapnanbHOro 3aBepPeHNa M anoCcT WA HA AOKYMEHT e
«MHCTPYKLMA NO NPUMEHEHNIO ,,IMNNaHTaT BA3KO-31aCTUUYHbIA BHYTPUKOXKHbIA TEOSYAL®
B Habopax, BapuaHT MCNONHeHUs M MnnaHTaT BA3KO-31aCTUUYHbIA BHYTPUKOXKHbIN TEOSYAL
RHA® 4 (2 X 1 Tb), B Habope" npoussoacTea Teoxane S.A. (TeokcaH C.A.), LU Befiigapuns»,
npescTaBNeHHOM Ha PYyCCKOM fA3blKe.]

YTBepXXaeHo

OTAen KayecTsa U HOPMaTUBHO-MNPABOBOI0 PErY/IMPOBaAHUA
OunpekTop kKomnaHun « TEOKCAH C.A.» (TEQXANE S.A))
Inodnucb/ [enb®PuH [ekoHwwa

16 UoHA 2022 T.

[WTamn:

«TEOKCAH C.A.»

Pto ge JinoH 105

1203 YKenesa — LLIBEVLLAPA
TeA.:+41 (0)22 344 96 36]

/...MpocMOTPEHO HKenoanucasLweiics, maTpom Hatann 6O LIKOPTEP, Hagnexawum obpasom
YMNOMTHOMOYEHHbIM HOTapuycoM B I. YKeHeBe, UCKNOYMTENbHO A1 fleranm3anny nocTaseHHow

Bbiwe nognucn r-xu AdenbthmH AEKOHLUA. Hwkenognucasluuiics HOTapuyc He HeceT
OTBETCTBEHHOCTM 3a COAEP>KaHMe HACTOALLEro AJOKYMeHTa.
B r. XKeHeBe, 22 noHa 2022 T.

/nognuce!

[WTamn:

KEJINNEP 'TA3EP n O UHOPTEP
HOTAPNYCbI

4, Kyp ge Pue — 1204 )XEHEBA]

[MeyaTb HOTapuycal

[MeyaTb HOTapuanbHo#i 'HavyaTbl X eHeBbl ]



AMOCTNNb
(MTaarckas koHBeHLMsA oT 05 okTA6pa 1961 T.)

1. CrpaHa: WBenyapus

HacToawuin opmumnanbHbli JOKYMEHT
2. noanucaH matpom Hatann 6O LKOPIEP,
BbICTYMaloLLeil B Ka4ecTBe HoTapuyca,
CKpenseH neyaTbio/LLTaMnoM HoTapuyca.

~ w

Y ocToBepeHo
B I. )KeHeBe
23 nwoHga 2022 .
PecnybnnKon n kaHToOHOM >KeHeBa
3a Ne443053
|_|el-IaTb/LL|,TaMI'l [MeyaTb QenapTamMeHT a0e30nacHOCTM KaHTOHa XeHeBa]

10. NoaxTcwv:/nognucs/
M.-A. Neis

©®~No o,



TeKCT JAHHOTO AOKYMeHTa nepeBén nepeBofgYnk Paxumkynos dnbgap Cepkanmesny. 3HaHue

WHOCTPAHHOTO A3blKa NOATBEPXK 4A0. BbiNONHEHHbI I NEPeBOA ABNAET CA NPaBUIbHbIL, TOYHBIM 1
TOLHbIM.

Poccuiickaa ®epgepauuns
Mopoa Mocksa

MaToro asrycra fjBe ThicA4yn ABafuaTb BTOPOro roja.
A, XXypasnesa EkaTepuHa BnagumuposHa, BpeMeHHO UCNoNHA W as 0643aHHOCT M
ropoga MockBbl ToukuHa AmMunTpua Banepbesnya, CBUAETENLCTBYO MOANNHHOCT b
Paxumkynosa 3nbgapa Cepkanuesunya.
Moanuch caenaHa B MOEM MPUCYTCTBUUN.
JInyHoCcTb NnoAgnNucasLLero JOKYMEHT YCTaHoB/eHa.

3aperncTpuposaHo BpeecTpe: N9 77/2079-H/77-2022+
YnnayeHo 3a coBeplleHNe HOTapm TBua: 400 py6.

E B. Xypasne

Bcero npolwHyposaHo, npo
W CKPENNeHo nevyaThbio

BPWMO HoTapuyca





