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WHCTPYKLMA MO NPUMEHEHUIO

XELA REDERM

MMnnaHTaT UHbEKLUMOHHbIA HA OCHOBE
FVIal'IypOHOBOVI KMCNOThbl B Wnpuue

KayecTBeHHbIN 1 KONIMYECTBEHHbI COCTaB
[encrsyioulee BeWeCTBO: r’ManypoHaT HaTpus.
BcnomoraTtenbHble BellecTsa: SHTapHas K1McnoTa, HaTpuii
AHTAPHOKMCAbIN, HATPWS XI0PUA 1 BOAA NS MHBEKUMN.
Knaccudumkauus npogykra
MeauumHckoe nsgenve — cTepunbHo 1 anvporerHo. Knacc il
Ynakoska
1 M1 NPEABaPUTENBHO HANOHEHHBIV LUNPKL, 415 OAHOPa30BOro
MCMOMb30BaHWS, COASPY AL 1,1% (11 Mr) ManypOHOBOW KUCAOTbI
2 M NPEeBaPUTENBHO HANOMHEHHBIV LWINPLL /151 OHOPA30BOrO
MCMOMb30BaHWA, COACPM AL 1,1% (22 MT) TanypOHOBOW KUCNOTbI
1 M/l NPEABAPUTENBHO HANOMHEHHBIN LWNPULL 151 OfHOPA30BOrO
MICMOMb30BaHMS, CoAepalLmii 1,8% (18 Mr) ranypoHOBOM KUCNOTbI
2 M/ NPEeBaAPUTENBHO HANOMHEHHIV LWNPYLL /1S OHOPa30BOrO
MCMONBb30BAHMS, COAEPYKALLMI 1,8% (36 M) ranypOHOBOW KUCNOTb
1 M/ NPEABAPUTENBHO HAMOMHEHHBIN LWNPULL /151 OfHOPA30BOMO
MCNONb30BaHNS, COAEPMaLLNN 2,2% (22 MF) rManypoOHOBOW KUCOTbI
2 M NPeBaPUTENBLHO HANOMHEHHIV WNPWLL /151 OfHOPa30BOrO
MCOMb30BAHWS, COASPXALLNI 2,2% (44 M) TaypOHOBOM KICNOTbI

CTEepUIbHO TOMBKO COAEPMMMOE WMPHLA.

CTepun30BaHo Napom.

CogeprkaHiie ynaKkoBKi:

+ OaviH WNpYIL, COASPXKALLMIA CTEPUbHBIN MHBEKLMOHHbIN
nmnnaHTat XELA Rederm.
J18e UMbl 4191 NOAKOMHBIX UHBEKLWMN (0,3 X 13 MM,
NPON3BOACTBO BEKTOH, [AVKNMHCOH aHA KoMnarw NlumunTes
(Becton, Dickinson and Company Limited), CE 0050) ans
VHBEKUMN UMMNNaHTaTa.
[1Be aTuKkeTKM C nHdOopMaLmen o NpoaykTe (Homep napTm
(LOT) u cpok rogHocTI (EXP).
MokasaHusi K NpPUMEHeHMIo
[ManypoHoBas K1CNOTa — NPUPOAHBIN NOMMCaXaPWL, U BaXKHBI
CTPYKTYPHbIN SNEMEHT KO 1 COBANHUTENBHOM TKAHU.
VIHBEKUMOHHBIN MnnaHTaT XELA Rederm nmeet dopmy rens,
6ECLBETHBIN, MPO3PAYHbIN 1 COCTOUT U3 CTEPUBHOM, anNMPOreHHOMN,
M@y POHOBON KINCIIOTbI HEXKMBOTHOTO MPOUCXOMAEHMS C
OMNTUMa/IbHBIM 3HaueHVieM pH
VIHbexUvoHHbIM MnnaHTaT XELA Rederm npegHasHadeH ans
V3MEHEHWIS CTPYKTYPbI KOXU MYTEM €€ YBNAXHEHWS U1 yBENNIEHNS
obbeMa B yHaCTKax C ps6ioit Kowen. VIHbeKUMOHHbIV MMNNaHTaT
MCMOMb3yETCs AN PereHepaTyBHbIX NPOoLeayp Npv HEPOBHOM
penbede KX B 30He PYOLIOB 33 CHET yBENMYEHA OGbEMa TKaHM,
YTPAYEHHOTO Ha GOHE NMNoaTPodUM
Mepbl NPeoCTOPOKHOCTH
He BBOAWTb BHYTPYBEHHO.
He 1cnonb3oBaTb Npu OTKIOHEHM LBETA U MPO3PaYHOCTV PacTBopa
OT 3asiBNIEHHbIX MPOV3BOANTENEM
He 1cnonb3osaTb Mpu HaPYLWEHNM LENOCTHOCTU YMakoBKK
Mcnonb3oBaTth cpasy Moc/ne BCKPLITUS YMakoBKM; OCTaBLIMICS
HEVICMO/Mb30BAHHbIN UMMIAHTAT YHUYTOXMTb.
He ncnonbzosath NoBTOPHO. OCTaTKN UMMIAHTaTa Hefb3s
1CroNb30BaTHL MOBTOPHO MOC/E NEPBOro UCMO/b30BaHYIS B CBSA3M C
HapyLEHNEM CTEPUILHOCTU.
He CTepuIn3oBaTb NMOBTOPHO. ﬂOBTOpHaQ CcTepunmauma Moxxet
nprBecCTn K ﬂeperéCTHOMy MMKpO6I/IOﬂOFI/I‘~leCKOMy 3arpssHeHuio
OT NaumeHTa 1 Bpada.
He pgonyckatb nonagaHWs Bo3ayxa B LUMPKLL,
He 3amopakmgaTh.
He pekomeHayeTcs NoAorpeBaTh B M1KPOBOMHOBOW NEM
He npuHm1MaTh nepopasnbHo,
TonbKo 151 OIHOKPATHOTO MPUMEHEHWIS. [10CNE NEPBON UHBEKLMN
OCTaBLUMICS B LNPULIE MMMNaHTaT 60ee He SBNSETCS CTEPU/bHBIM
OCTaTK/ UMMNIaHTaTa Hefb3s UCMONb30BAaTh MOBTOPHO,
BosaepaTbcs OT NprieMa BbICOKMX 103 BUTaMMHa E, acnvpuHa,
NPOTVBOBOCMANMTENbHbIX MPEMNAPATOB W @HTUKOAryNSHTOB B
TeueHme OfHOWN Heaenv o NpoLeaypb
He nonb3oBaTbcs ASKOPATUBHOWN KOCMETVIKOM B TEHEHME Mo
MeHbLUEV Mepe 12 YacoB Moc/e NPOLEayPbl.
M3beraTb pesiuix nepenafos TeMnepatyp (CUmbHbI Xonoz, cayHa 1
T.) B TeYEHME 72 4aCoB Moc/e NpoLeypbl



CneumanbHble yKasaHus
Py UCNONB30BaHUM MHBEKLUMOHHOTO MMMNaHTaTa
HEOBXOAMMO COBMIOAATE MPMHLMMBI ACENTUKM.

- [lonyckaetcs UCroNb3oBaHWe CPEACTB MECTHOM aHECTE3WN B
30HaX MHBEKLMIA 11 TEPANEBTUHECKOrO BO3/AENCTBIS
He HarpeBaTb MecTa MHbEeKLMI 1 TEPaneBTUYECKOro
BO3ENCTBNS
M36eraTb BO3AENCTBIUS Na3€POM, XUMUYECKUMU NMUANHIaMU
WAV APYTMIA aHANOTMYHBIMUA areHTamu, KOTopble MOryT
BbI3bIBATb BOCMANMUTENbHYIO PEAKLMIO, HA MECTa UHBEKLMIA 10
NOMHON HOPMaNK3aLLMN COCTOSHIUS KOXI NOCNE NPOLEAYPbI.

HexenaTenbHble peakuuy U No6ouHble 3$PpeKTbl

lNpoLeaypa C UCroNb3oBaHUEM UHBEKLMOHHOTO MMMaHTaTa MOMET
6biTb HEMPYISITHOI /151 MALWIEHTOB, Kak 1 Nilobbie Apyrvie MpoLeaypbl C
MCMOMb30BaHVEM MHBEKLMOHHbIX areHTOB.

lNocne npoLeaypPbl MOryT BO3HVIKATb BbICHINaHMS Ha Koxe
(MoKpacHeHKe, MPKMYXIOCTb, OTEK, CUHAKW, 3y 1 HE3HauUMTE bHas
60NE3HEHHOCTb B MECTaX MHBEKLMIA). ST CUMMITOMbI OBbIHHO NCHE3AIOT
B TeYeHMe 72 YacoB,

B PeaKux Cnyvasx MOXKeT BO3HMKATL YNNOTHEHWE B MeCTe UHBEKLUMK C
roTepem 4yBCTBUTE/IbHOCTI KOKUL.

B nuTepatype onvcaHbl KparHe peakivie Cnyyan Hekposa,
COCOYKOOOPA3HOTO HabyxaHNs TkaHKW, 0BPa30BaHMA MPaHyNeM,
peakuuii rnepyyBCTBATENBHOCTH 1 GOPMMPOBaHMS abeLiecca nocrne
VHBEKLM MPOLYKTOB, COASPALLMX M1anypPOHOBYIO KUCNOTY.

Tpu NOSIBAEHNM NIOBOTO 13 NEPEUNCIEHHbIX HEXENaTEbHBIX
3GGEKTOB CNeflyeT HEMEANEHHO OBPATUTLCS K Bpady 1 YBEAOMUTL
NPOM3BOAUTENS UHBEKLIMOHHOO MMMIaHTaTa.

MeTopa BBeieHUS 1 A03bI

VIHbeKUMOHHbIM MnnaHTaT XELA Rederm mMoryT cnonb3oBath
TO/IbKO Crneunann1cCThbl, npolwedwne cneuyanbHoe O6y"leHl/19
NPUMEHEHWIO MHBEKUMI AepManbHbIX HanonHutenen. MNepes
npoLeaypo cnegyeT TWaTeNbHO 03HaKOMUTLCS C aHaMHE30M
nauveHTa v npeaynpeanTb NauyeHTa o NpeanonaraeMomM Ucxoae
npoLeaypbl 1 BO3MOXHbIX HeXxenaTenbHbix adgdekTax npenapata
[1ns BBEAEHWS MMNNAHTaTa UCMONb3YIOTCA Cneayiolmne MeToabl:

MukpounHbekumm (c obpasoBaHMeM nanyn): BLIMOHAIOT HECKO/bKO
MUKPOVHBEKLMI 1O O6Pa30BaHNs HEGOMbLMX Nary/ AMaMeTPOM 1-2
MM Ha PacCTOsIHWM 0,5-1 CM [pyr OT Apyra. /ry npyi 3TOM BBOAST B
BEPXHUIA IOV AEPMBbI Hal FNYOUHY 2-3 MM, CPE3 MIbl O6PaLLEH BBEPX.
JInHeliHasn TexHWKa (TYHHe b M TPacCUPOBaHME): 1a MPOoBOAVTCS
VHTPAAEPMa/bHO Ha BCIO A/IMHY Mapasiie/ibHO NOBEPXHOCTU KOKMN Ha
ry6uHe 2-3 MM, Vira npuy 3TOM ABWKETCS MO NPAMON (TYHHENb) UK 13
CTOPOHbI B CTOPOHY (TPaccupoBaHwe). Mrna BBoavTCs B AepMy 1 3aTeM
Me[/IeHHO V3B/IEKaeTCst C OAHOBPEMEHHBIM MOCTEMNEHHbIM BBEASHVEM
npenapata B KOXy.

Kak npaBuno, nauneHTy TpebyeTcs T 3 0 5 NPoLeayp C MHTePBanioM
1-2 Heflenn Mexy npoueaypamu. PerynapHoe BefeHne

[IONONHUTE bHBIX 403 MpenapaTta NoAAePHUBAET XKeNaeMbii
LANVTENbHBIN adeKT.

BHuMaHue! MeTop NHbeKUMK BbIBUpaeT MeanUmMHCKIIA
PabOTHWK, IMEIOLLWI OMbIT BbINOMHEHWS NOAOOHbIX NpoLeayp.

PeKOMeHAaLWIVI no NpUMeHeHuto
I'IpOBepre CPOK rofHOCTN Ha YynakoBKe, He MCI'IOﬂb3y\;ITe
npenapar rno UcTev4eHn Cpoka rogHoOCTH.
MpuKpenuTe 3TNKETKY C AaHHbIMK NpenapaTta (HoMep napTun
1 CPOK MOAHOCTW) K MEAMLMHCKOM KapTe NaumueHTa, KOTOPOMy
BbINOHSIOT NpoLUeaLypy.
+ OTKpoUTE CTEPUbHYIO YNAKOBKY.
- CHUMUTE 3aryLKy C HOCKIKa WnpuLa.
HacaauTe Ha Wwnpuw, urny A8 NOAKOKHBIX UHBEKLMIA
Y6eauTech, YTO Wrna NNOTHO CUAWT Ha WNpULE.
BbINOAHUTE MHBEKUMIO W NpoBeaAWTE NpoLeaypy B
COOTBETCTBUM C Ha3HAYEHHbIM NNAHOM.
Mo 3aBepLLEHNI NPOLIEAYPbI YHUHTOXETE HEMCTONb3OBAHHbIV
npenapart v NPYCNOCOB/IEHNS MO €ro BBEAEHWIO B COOTBETCTBIN
C TPEOOBAHMSMY MO YTUAM3ALWM MEAVLIMHCKVX U3AENNIA.

CpokK XpaHeHus
CpOK XpaHeH1s npenapata B OpUrviHanbHoOM YNakoBKe 2 rofa.

Ycnosus xpaHeHus

XpaHuTb Npun TemnepaTtype oT 5°C Ao 30°C (BKIIOYNTENBHO).

He gonyckaTb BO3AEUCTBMA NPSMbIX Ty4e CBETa W BbICOKMX
Temnepatyp. XpaH1Tb B 3aKPbITOM OPUMMHANbHOW YNakoBKe.
CPOK rOAHOCTM AEVCTBYET MK COBNOAEHNN YCNOBUI XPaHEeH!s
B OPUIMHANBHON YMaKOBKE.
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IHCTPYKLLISA NO 3ACTOCYBAHHIO

XELA REDERM

IMNNaHTaT iH'€EKUiMHUIA HA OCHOBI
rianypoHOBOI KUCNOTHU B LWINPUL

SAKICHWUI Ta KinbKiCHUI cKnag

[iloda pevoBMHa: rianypoHaT HaTpito.

JONOMIXKHI PEYOBUHM: SHTApPHA KMCOTa, HaTPI AHTAPHOKUCANIA,

XN0OPWA HATPIIO Ta Boda N5 iH'EKLiA.

Knacudikauis npoaykry

MeanyHuiz BUpi6 - cTepunbHO Ta aniporeHHo. Knac il

Ynakoska

1 M/ NONEPEAHbO HAMOBHEHWI LUNPUL, 1S OHOPA30BOro

BMKOPVICTaHHS, WO MICTWTb 1,1% (11 Mr) rianypoHOBOI KMCNOTK

2 M/ NONepeaHbO HaMOBHEHMI LUNPUL, /151 O4HOPA30BOro

BUKOPUCTaHHS, WO MICTUTb 1,1% (22 Mr) rianypoHOBOI KMCNOTW

1 MN nonepeHbo HaNOBHEHWI WNPUL, A5 OHOPa30BOro

BMKOPUCTaHHS, WO MICTUTb 1,8% (18 Mr) rianypoHOBOI KMCNOTW.

2 M/ nonepeAHbo HaNOBHEHWI LWNPWL, 4151 OfHOPAa30BOro

BMKOPWCTaHHS, WO MICTUTb 1,8% (36 Mr) rianypoHOBOI KUCNOTH

1 MN NonepeHbo HANMOBHEHNI WNPUL, A1 OAHOPA30BOroO

BUKOPUCTaHHS, WO MICTUTb 2,2% (22 Mr) rianypoHOBOI KMCNOTH

2 M/ NonepeHbo HANOBHEHWI WNPUL, A1S1 OAHOPA30BOrO

BUKOPVICTaHHS, LLO MICTUTb 2,2% (44 M) rianypoOHOBOI KUCNOTU

CTEepUbHO TiNbKK BMICT WNpuLa.

CTepunizoBaHo Napom

BmicT ynakosku

«  OanH WNPWL, WO MICTUTb CTEPUIBHNIA IH'EKLIAHNIA
iMnnaHTaT XELA Rederm

o [Bi ronku ans NigwKipHWUX iH'exujin (0,3x13 MM,
BMPOBHMLTBO BekToH, [liKiHCOH eHa Komnai fliMiTes
(Becton, Dickinson and Company Limited), CE 0050) ans
iH'eKLin iMNnaHTaTy.

«  [IBi eTukeTKM 3 iHpopMaLlieio NPo NPoAYKT (Homep napTii
(LOT) i TepMiH npuaaTHocTi (EXP)

MokasaHHs A0 3aCTOCYBaHHS

lanypoHoBa K1McnoTa - NPUPOAHMI Nonicaxapuz i BRXMBIN

CTPYKTYPHMI €NeMEHT LUKIPK Ta CNOYYHO! TKaHNHM

IH'exuUinHK iMmnnanTaT XELA Rederm mae dpopmy renio, 6esbapsHui,

NPO30PUIA | CKNaAAETHCS 3 CTEPUBbHOI, aniPOreHHOI rianypoHOBOI

KMCNOTU HETBAPUHHOTO MOXOMWKEHHS 3 ONTUMa/bHWM 3HA4eHHAM pH

IH'ekuinHMI iMnnaHTaT XELA Rederm npusHadeHni Ans 3miHm

CTPYKTYPW WKIPK WASXOM ii 3BONOXKEHHS | 36iNblUEHHS 06'eMy B

LiNSIHKaX 3 B'SNOIO WKIPOIO. IH'EKUIMHWIA IMNNaHTaT BUKOPUCTOBYETLCS

[U15 pereHepaTyBHIX NPOLEAYP NPK HEPIBHOMY penbedi LKIPK B 30HI

Py6LIB 33 paxyHOK 36iNblEHHS 06'€MyY TKaHWHK, BTPAYEHOrO Ha GOHi

ninoatpodii. 3anobixHi 3axoam

3anobixHi 3axoau

*  He BBOANUTW BHYTPILHLOBEHHO.

«  He BMKOPWCTOBYBATM NPU BIAXWIEHHI KONbOPY Ta NPO30POCTi
PO34MHY Bif} 3asIBNEHNX BUPOOHNKOM

«  He BMKOPWCTOBYBATM NPU NOPYLEHHI LiNiCHOCTi yNaKoBKM.

«  BuKopucTOBYBaTH Bigpasy Micns BiAKPUTTS YNaKoBKu;
HEBMKOPUCTaHWI IMMNAAHTAT, LLO 3a/MWMBCS, SHULMTI

«  He BMKOPWCTOBYBATM MOBTOPHO. 3a/MLLKM iMMIAHTaTy HE MOXHA
BMKOPUCTOBYBATH MOBTOPHO MIC/s NEPLIOro BUKOPUCTaHHS B
3B'A3KY 3 MOPYLIEHHAM CTEPUIbHOCTI.

«  He cTepunizyBaTit NoBTOPHO. [OBTOPHa CTEpMAi3aLlis MOXe
NpK3BECTM [O NEPEXPECHOrO MIKPOGIONOTIYHOTO 3abpyAHEHHS Bif
naLjeHTa Ta fikaps.

«  He gonyckaTu NoTpanasHHS NOBITPS B LUNPML,

«  He zamopoxyBaTh.

«  He pekomeHayeTbCa NigirpiBaTyi B MiKPOXBUABOBIN Nedi

«  He npuriMati nepopansHo

«  Tinbku NS OAHOPA30BOro 3acTocyBaHHs. [icns nepLol iH'ekui
iMIAaHTaT, WO 3a/MWMBCS B LUAPWLL, € HECTEPUbHIM. 3aNMLWKA
iMNAaHTaTy HE MOXXHA BUKOPKCTOBYBATW MOBTOPHO

«  YTpumaTucs Bif NPUNOMY BMCOKMX A03 BiTaMiHy E, acnipuHy,
npoTu3ananbHUX NpenapaTis | aHTUKOArysSHTIB IPOTArOM O4HOMO
TWKHS 1O NpoLeaypy.

«  He KopucTyBaTUCS AEKOPATUBHOIO KOCMETUKOK MPOTArOM
NPUHANMHI 12 FoAWH Nicns Npoueaypu.

*  YHuKaTK pisknx nepenagis TemnepaTyp (CUIbHUIA XONOA, cayHa i
T.M.) NIPOTArOM 72 roAuH nicns npoueaypm




CneuianbHi BKasiBKu

«  [1pu BUKOPUCTaHHI iH EKLINHOIO iMNIaHTaTy HEOOXIAHO
[OTPUMYBATUCS MPUHLYMNIB aCENTUKM.

«  [lonyckaeTbCs BUKOPUCTaHHS 3aco6iB MiCLIEBOI aHeCTesii B 30Hax
iH'eKUIN | TepaneBTUYHOrO BNAKBY.

«  HeHarpiBatv Micus iH'eKUIN | TepaneBTUYHOIO BNAMBY.

e YHUKaTK BAAMBY Na3epoM, XiMIYHUMK NiniHramu abo iHWnMm
aHaNOrIYHUMU areHTaMu, SiKi MOXYTb BUKMKATL 3anasbHy
peakuito, Ha MicLs iH'eKLiN 4O NOBHOI HOpMani3aLlii CTaHy WwKipn
nicns npouenypu

He6axkaHi peakuii Ta no6ivyHi epekTn

Mpoueaypa 3 BUKOPUCTaHHAM iH'EKLIMHOrO iMNaHTaTy MoXe byTu

HenpUEMHOIO /18 NaLEHTIB, sk | 6yAb-aki iHWi Nnpolenypu 3

BMKOPUCTAHHSAM IH'EKLIHIX areHTiB.

Micns npouenypy MOXyYTb BUHMKATK BUCKMNAHHS Ha LUKIpI

(NOYEPBOHIHHS, NMPUNYXNICTb, HABPSK, CUHLL, CBEPOIK | HE3HAYHWIA Hilb

B MiCLLAX iH'eKLN). Lii cMATOMM 3a3BMYan 3HMKAIOTb MPOTATOM 72 rOAWH.

Y piaKiCHMX BMNaAKax MOXe BUHMKATU YLLbHEHHS B MiCL iH'exwji 3

BTPATOIO 4y TNMBOCTI WKipW.

B nitepatypi onucani BKkpan piaxicHi BUNaaKy HeKposy,

COCOYKOMOAIOHOrO HabyxaHHS TKaHWHK, YTBOPEHHS FPpaHyNboM,

peakuin rinepyyTanMBOCTi Ta GopMyBaHHs abcLecy nicns iH'ekuii

NPOAYKTIB, LLO MICTSATb rianypoHOBY KMCIOTY.

Mpu nosBi 6yAb-AKOro 3 NepeniyeHnx HebaxxaHnx edexTiB cig,

HeranHo 3BepHyTMCS A0 Nikaps | NOBIGOMUTY BUPOBHMKA iH EKLINHOrO

iMnnaHTaTy.

MeTop BBEfieHHSs Ta 103U

IH'ekUiMHWI iIMnnaHTaT XELA Rederm MoKy Tb BUKOPUCTOBYBATY TiNbKIA

daxiBLy, ki NPOLLAN creLianbHe HaBYaHHS NO 3aCTOCYBaHHIO iH'EKLN

[epManbHUX HarnosHioBauiB. MNepep npouefypoto cnif peTenbHo

O3HaVOMUTUCS 3 aHAMHE30M NaljieHTa | nonepeanTH NaljeHTa Npo

nepenbayyBaHui pe3ybTaT NpoLeaypn | MOXINBI HebaxkaHi edekTn

npenaparty. [ns BBeAeHHs IMNaHTaTy BUKOPUCTOBYIOTbCA HACTYMHI
mMeToau:

MikpoiH'ekuii (3 yTBOpEHHAM nanyn): BUKOHYIOTb Kiflbka MIKPOIH' eI

[10 YTBOPEHHS HEBENMKMX Nany AiaMeTpOoM 1-2 MM Ha BiAcTaHi 0,5-1

CM OfJHa Bif} OAHOI. [0NKy NPK LbOMY BBOAATbL B BEPXHIN Wap AepMu Ha

FNMBUHY 2-3 MM, 3pI3 FONKK HanpaBneHuin oropu

NiHinHa TexHika (TyHenb | TpacyBaHHA): ro/1Ka NPOBOANTLCA

iHTPafepManbHO Ha BCIO JOBXMHY NapanesnbHo NoBepxHi WKipn Ha

TNNBUHI 2-3 MM. [ONka NpK LbOMY PYXaeTbCs MO NPAMil (TyHenb) abo 3

60Ky B 6iK (TpacyBaHHs). [0Nnka BBOANTLCS B lepMy i MOTIM MOBINbHO

BUTAMYETHCA 3 OAHOYACHMM NOCTYMNOBKM BBEEGHHAM Npenapary B

LUKIpY.

K NpaBWNO, NaLieHTy NOTPIGHO Bif 3 A0 5 NpoLeayp 3 iIHTePBaNoM 1-2

TWKHI MK Npoueaypamu. PerynspHe BBeAeHHS JOAATKOBKX 403

npenapary niaTPUMye 6axkaHWin TpUBanuii eexT.

YBara!l MeTof iH'ekuji BUBMpae Mean4HU NPaLiBHWK, SKUIA Ma€e AOCBIL

BMKOHaHHA NOAIGHVX Npoueayp.

PekoMeHpalUji wWoao 3acTocyBaHHs

«  [lepesipTe TepMiH NpUAATHOCTI Ha ynakoBLi. He BUKkopuCTOBYMTE
npenapart Nicns 3akiHYeHH TePMiHY NPUAATHOCTI

o [puKpINiTb eTUKETKY 3 flaHMK NpenapaTy (Homep napTii | TepMiH
NPUAATHOCTI) 1O MEAMYHOI KAPTK NaLEHTa, KOTPOMY BUKOHYIOTb
npoueaypy.

«  BioxkpuiTte cTepunbHy ynakosky.

»  3HIMITb 3arNyLWKy 3 HOCKKa WNpKLa

e Hacagitb Ha wnpwL, ronky ans NiAWKIpHMX iH'exwin
MepekoHanTecs, WO ronka WiIbHO CUAWTD Ha LWAPKLL.

«  BuKoHaWTe iH'ekujio | NpoBeiTb Npoueaypy Y BiANOBIAHOCTI 3
NPU3HAYEHNM MIaHOM.

»  [licns 3aBepleHHs Npouefypu 3HULLITb HEBUKOPUCTaHUI
npenapart i npunaaas Ans Moro BBeAEHHS BiANOBiAHO 4O BUMOT
LOAO yTunizaLii MeANYHNX BUPOOGIB.

TepMiH 36epiraHHs

TepMiH 36epiranHa npenapaTy B OPUriHabHiI YNaKoBLL 2 POKU

YMoBw 36epiraHHs

36epirati npy Temnepatypi Big 5 'C Ao 30 “C (BkMo4HO). He gonyckatn

BM/IMBY NPSMUX NPOMEHIB CBIT/a Ta BUCOKMX TemnepaTyp. 36epirat B

3aKPUTIV OPUTIHaMbHIN yNaKoBL

TepMiH NpUaATHOCTI fie NPy JOTPVUMaHHI yMOB 36epiraHHs B

opuriHanbHin ynakosuj.



3HaYeHHs CMMBOJIB Ha YNaKoBL,i Ta eTUKeTKax

® He BMKOPWCTOBYBATN MOBTOPHO —
TiNbKN 4151 OLHOPA30BOrO BUKOPUCTAHHS
Kog npoaykty
Kop naprii
g TepMiH npuaaTHOCTI
He BMKOPUCTOBYBaTH NP NOPYLIEHHI
LjinicHOCTI ynakoBKkm

Dz] YBaXKHO O3HalOMTECH 3 IHCTPYKLUIEID
M0 3aCTOCYBaHHIO

7 MeanyHun BMpib Bignosifae
C E 0373 [vipextnei 93/42/CEE

u BupobHwmK

CTepwnizoBaHoO NapoM abo Cyx1M »KapoMm

BTopyHHa ynakoska Moxe
6YTU HECTEPW/IBHOI

He ponyckaTu BNmBY NPsMUX NPOMEHIB

N
R ‘
) CBiT/N1a Ta BUCOKMX TemnepaTyp
+30°C paHnYHO AOMYCTUMI TemMnepaTypu
45°C [Ns CKNaACbKOro 36epiraHHs
He cTepunizyBaTii NOBTOPHO
% AniporeHHo
“ [iako BiopapmaueTivi C.P.J1. COD.60-031
Bia ®nasia 124, 34147 TpiecT, ITanis BEPCIS 06/2016



INSTRUCTIONS FOR USE

Bl xiLA REDERM

Implantable Hyaluronic
Acid-Based Medical Device in Syringe

Qualitative and quantitative composition

Active substance: sodium hyaluronate

Excipients: succinic acid, sodium succinate, sodium chloride and
water for injection

Product classification
Medical device - sterilised and pyrogen-free. Class IIl.

Package

1 ml pre-filled disposable syringe containing 1.1% (11 mg) of
hyaluronic acid

2 ml pre-filled disposable syringe containing 1.1% (22 mg) of
hyaluronic acid

1 ml pre-filled disposable syringe containing 1.8% (18 mg) of
hyaluronic acid.

2 ml pre-filled disposable syringe containing 1.8% (36 mg) of
hyaluronic acid.

1 ml pre-filled disposable syringe containing 2.2% (22 mg) of
hyaluronic acid

2 ml pre-filled disposable syringe containing 2.2% (44 mg) of
hyaluronic acid

Only the syringe contents are sterile. The medical device
has been sterilised by steam sterilisation

Each package contains

+ One syringe with sterile medical device XELA Rederm

- Two hypodermic needles (0.3 x 13 mm - Manufactured
by Becton, Dickinson and Company Limited - CE 0050)
for the injection of the medical device

- Two labels with variable product data (LOT number and
EXP. date)

Indications

Hyaluronic acid is a natural polysaccharide and an important
building block of the skin and connective tissues. XELA Rederm
has the form of gel; it is a sterile, pyrogen-free, colourless and
transparent hyaluronic acid of non-animal origin with optimum pH.
Medical device XELA Rederm is designed to modify the skin's
anatomy by moisturising and increasing its volume in instances
of loose skin. The medical device is indicated in regenerative
medicine interventions to fill in skin depressions from scarring,
by increasing skin tissue volume lost through lipoatrophy.

Warnings and special precautions for use

+ Do not administer intravenously.

+ Do not use if the solution is not transparent or colourless.

- Do not use if the package has been opened or damaged

+ The product must be used immediately after opening and
destroyed after use.

-+ Do not reuse, Once the product has been first used, any
product residuals are not suitable for repeated use as the
product is no longer sterile.

+ Do not resterilise. Repeated sterilisation may cause cross-
contamination for the patient and surgeon.

+ Do not insert air into the syringe.

- Do not freeze.

- Heating in @ microwave oven is not recommended

+ Solution must not be administered orally.

+ The product is intended for single use only. After the first
injection, the unused product is no longer sterile. Do not use
product residuals.

+ Warn the patient not to take high doses of vitamin E, aspirin,
anti-inflammatory drugs or anticoagulants within one week
before the procedure

+ Warn female patients not to use make-up until at least 12
hours after the medical procedure

+ Warn patients to avoid wide temperature fluctuations (extreme
cold, saunas, etc)) within 72 hours after the medical procedure.



Special directions

- Always observe aseptic techniques when using the medical
device.

- Itis possible to apply local anesthesia at the sites of injection
and treatment procedures.

+ Do not warm the sites of injection or treatment procedures.

+ Do not use laser irradiation, chemical peels or other similar
procedures that may cause an inflammatory reaction at the
injection site unless the skin condition is normalised after
treatment

Adverse reactions and side effects

Like any routine involving an injectable product, this medical
procedure may cause discomfort in some patients.

Skin rashes (redness, swelling, oedema, bruising, itching and
minor pain at the site of injection) may result from the medical
procedure. These symptoms usually regress within 72 hours.

In rare cases, signs of solidification and temporary loss of
sensation may occur at the injection site.

In very rare cases described in the literature, signs of necrosis,
papilla, granulomas, hypersensitivity and abscess formation may
occur after the injection with hyaluronic acid-based products.

If any of the above-mentioned cases occur, contact your doctor
and the manufacturer of the medical device immediately.

Route of administration and dosage

XELA Rederm should be used only by medical personnel who
have been trained to administer injections with a dermal filler.
Before the procedure, theacting healthcare professional must
familiarise himself with the patient's medical history and warn
the patient of the expected outcome of the treatment and
possible adverse effects of the product

The route of administration of the product is classified according
to the following techniques:

Papule technique: the product is administered by
microinjections until small papules with a diameter of 1 -2 mm
occur at a distance of 0.5 - 1 ¢cm from each other. The needle is
introduced into the upper dermal layer at a depth of 2 - 3mm,
with the needle cut facing upwards;

Line technique (tunnelling and tracing). the whole length of the
needle is inserted parallel to the skin at a depth of 2 - 3 mm. The
needle is moved along a straight line (tunnelling technique) or
from side to side (tracing technique). The needle is inserted into
the derma then slowly retracted, injecting the product gradually
into the skin

As arule, itis necessary to perform 3 - 5 procedures with an
interval of 1 - 2 weeks between procedures. Regular doses of
additional injections will maintain the desired long-term effect.

Attention! The injection technique must be selected only by the
healthcare professional performing the medical procedure.

How to use

+ Check the expiry date indicated on the package. Do not use
after the expiry date.

« Attach the label with the product data (batch number and
expiry date) to the medical record of the patient undergoing
treatment.

+ Open the sterile package.

+ Remove the stopper plug from the syringe connector.

+ Attach the needle for subcutaneous injections to perform the
procedure. Ensure that the needle is properly attached to the
syringe

+ Administer the injection and carry out the medical procedure

+ Once the product has been used, discard it in line with current
state regulations,

Shelf life

The product shelf life is two years provided that the packaging is
intact

How to store

Store at temperatures from 5°C to 30°C (included), away from
direct light and heat, ensuring that the packaging is closed
properly.

The product expiry date applies to when it is correctly stored in
intact packaging.



Symbols used on the packaging and box labels

Do not reuse - for single use only

2

REF Product code

Batch code

Expiry date

Do not use if the package has
been opened or damaged

Consult instructions for use

EROR

Medical device according to
Directive 93/42/CEE

Manufacturer

Sterilised using steam or dry heat

[l 1]

Outside of packaging might not be sterils

[E]

B

Protect from light and heat

/,
oz
"

+30°C
Jf Temperature limit for warehouse storage

Do not resterilise

Non-pyrogenic

X ®

il Diaco Biofarmaceutici SR.L. COD.60-031
Via Flavia 124, 34147 Trieste- Italy EDITION 06/2016



www.diaco.it
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