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INSTRUCTIONS OF USE SoftFil® EasyGuide

DESCRIPTION

SoftFil® EasyGuide is a sterile and single use injection kit containing :

1 stainless steel EasyGuide pre-hole needle in its protective cap,

1 stainless steel blunt-tip needle (micro-cannula) graduated every centimeter along the tube in its protective cap.
SoftFil* micro-cannulas are available in various lengths and gauge.

INDICATIONS
SoftFil® micro-cannulas are intended for hypodermai injection of body fluids or tissues, drugs or medical devices approved for human use.
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/DICATIONS
Amicro-cannulas is contraitxiicated for vascuiar, medullar or nerve injections.

4UTIONS

device can be used only by or on the order of a physician and/or authorized healthcare professionals in accordance with local legislation and also trained in

.ctiontechniques.
/ore use, users shall inspect the injection site to make sure that there is no infection, inflammation, oedema, skin lesion, scar, birthmark, bony prominences or

,<pohypertrophy.

The micro cannula is chosen based on two main parameters which determine how flexible the micro-cannula Is:

- the length, according to the extent of the area to be treated.

- the outside caliber (outside diameter), indicated in gauge (G) and in millimeters (mm), to be adapted to the viscosity of the product and to the injection plane.

The technique, method and products used depend on experience and are left to the physician and/or authorized healthcare professional's discretion in order to

ensure the best clinical results.
In case of significant bleeding at entry point, it is recommended to make a new entry point.

Users should perform under appropriate aseptic conditions and handle needles with precaution to avoid inadvertent sharps injury and getting infectious disease.
Micro-cannulas are fragile devices, to handle with caution. Any deflection, crushing or damage ofthe tube may lead to its breaking during Its use. Avoid
any sudden movement or force In case of resistance.

In case of breaking during Nee use, the patientshould be addressed as soon as possible to an authorized surgeon who will take the appropriate measures.
Do not use if the product or the pouch appears to be damaged.

For single patient use only - Contents supplied sterile

Do notreuse, reprocess, or resterilize. Reusing, reprocessing or resterilizing may compromise the structural integrity of the device and or lead to device
failure, which In turn may resultin Injury or illness. Reusing, reprocessing or resterilizing may also create a risk of contamination of the device and or
cause Infection or cross Infection including, but not limited to, the transmission of infectious dieease(s).

Any device which has been used or partially used must be destroyed in accordance with the local regulations concerning the disposal of hospital waste.

USE
1/ Inspect the packaging to confirm its integrity before opening.
2/ Prepare the skin area to be injected: make-up removal, cleaning, rinsing, drying, antiseptic to prevent a biofilm.
3/ Open the packaging.
4/ To fix the SoftFil® micro-cannula on the syringe, hold the micro-cannula by its plastic cover firmly and:
- in case of syringes with fixed female thread: screw it towards the syringe tip.
- in case of syringes with mobile female luer lock: push it strongly towards the syringe tip while twisting it clockwise. For optimal screwing, use a clamper if
necessary.
5/ Create pre-hole at the identified entry point, with the SoftFil® EasyGuide pre-hole needle included Inthe sterile injection kit (Diagram A).

6/ Through this entry hole, insert the micro-cannula previously securely connected and locked to the syringe with one hand by sliding the micro-cannula along the
SoftFil® EasyGuide pre-hole needle into the desired injection level (Diagram B). Then, remove the pre-hole needle from the hole and gently proceed with the
injection (Diagram C) applying the least amount of pressure. Rely on the mark located on the hub indicating the orientation ofthe side port and the graduations
every centimeter along the tube for determining the depth ofthe injection to favor a homogeneous treatment.

7/ To remove the SoftFil® micro-cannula from the syringe, hold the syringe and turn the mobile female luer lock counterdodmise firmly, then pull the micro-cannula
badovards gently. A

Dispose off micro-cannulas and pre-hole needles in proper sharps container.

SIDE EFFECTS

Few complications as pain, redness, bruising, hematoma, swelling or oedema, may result from the injection technique itself.
Furthermore, repeated injections can cause tissue scarring.

vALIDITY / STORAGE CONONONS

Do not use after the expiry date.
The product must be stored in its original packaging, in a dry place and in the shefter of light.

SYMBOLS USED ON PACKAGING

Product reference Use until LisSU Batch number a0 pate of manufadure ] Do not reuse
STERILE EO . I ‘
Do not resterilize Do not use if package is opened or damaged Sterile product. Method of sterilization - Ethylene oxide
t\Oni . S
0 .~ Dimension cu See the Instrudions for use leaflet Caution: Federal Law (USA) restricts this device to sale by or on the
order of a physidan
ml Manufacturer Keep away from moisture Keep away from sunlight Micro-cannula Pre-hole needle

Ci 0459 CE Mark obtained in compliance with Diredive 93/42/EEC related to medical devices. 0459 is the number of
Latex free the Notified Body. CE Mark obtained in 2016.

COLOUR CODES ON HUBS AND LABELS

Black = 22G | Dark blue = 23G Orange = 25G Middle grey =27G

All serious adverse events associated with use of this device should be reported to the manufacturer.
All returned products must first be decontaminated, and accompanied by a decontamination certificate. If no certificate is provided, t

Soft Medical Aesthetics

55 boulevard Pereire - 75017 Paris - France Soft Medical Aesthetics is EN ISO 13485 certille
- Tel:+33 170629 009 o ] )
I I I Email: info@softfil.com SoftFil® is a registered trademark of Soft Me(flcal|Aesfhetics
www.softfil.com SoftFil® EasyGuide, international patent penotng

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
IFU-CE6 V3 2020-03



MepeBof C aHINIACKOT0 M (PaHLLY3CKOrO 3bXKOB Ha PYCCKMIA S3bIK

MeyvaTb: * MaTtp Bpioso CEHT-BEB.
JicconHMpoBaBHbI HOTapuyc *
BCEH-TO(MaHwy

ToAnucCh!

Wramn: /CO®T MEOVKAN SCTETUKC
55, 6ynbsap Mcpelip - 75017 Mapmx
Ten.: +33 170 629 009 / ®akc: +33 147 590 630
N aeHTBMKANHOHHbI HOMEP NPeANPHBTHS
(SIRET): 518 712 120 00014 / Homep
nnatenswumka HAC: FROI518712120
www.softfil.com/
Jnognuvce/

(Mxa M3abenb XXEHCOH, VcnonHUTeNbHbI ANPeKTop)

Soft Medical Aesthetics s.a.s./ CohT Meaukan 3cTeTuke 3c.a.ac.

55 boulevard Pereire, 75017, Paris, France /55, bByneBap lMepeiip, 75017, Mapwxk, ®paHumns

SoftFil

Serft Medics! Aes”wtics 55 boulevBfd Peretfe - 75017 PNe5. France  Tef: #33-170-62&-009
E-mal www.sofifti com

SoftFil €osvGuide

MHCTPYKUNA no MPUMEHEHUIO SoftFil® EasyGuide

ONMNCAHNE
SoftFil® EasyGuide npegcTtaBnisieT coboi CTepubHbIM 04HOPa30BbIN HAOOP A5 UHBEKUUNA, CoAepPXaLLnii;
-1 wvray gns Nnpokosia U3 HepXaBeloLel CTa/ln B 3alUTHOM KOJINadke,
-1 TYnoKOHeuHyt wurny (MUKPO-KaHIOMIO) W3 HepPXaBeWLENn CTann, rpagynpoBaHHYHD 4Yepe3 Kaxabli
CaHTUMETpP BAO/Ib MUKPO-KaHIOIN B 3alLMTHOM KOJInayke.
MuKpo-KaHioNn SoftFil® gocTynHbl B HECKOTbKUX A/IMHAX U AnaMeTpax.
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ntonn SoftFil® npegHa3HayeHbl A8 NOAKOXHbIX UHBEKUMIA BUOMOrMYECKUX XXNAKOCTEN UAN TKaHen,
nnn MeauumMHCKUX N3gennii, ogobpeHHbIX 451 MCNOJSIb30BaHNSA Y NIOOEN.

BOMOKA3AHWA

Nb30BaHNEe MVKPO-KaHo/b NPOTMBOMNOKA3aHO A1 UHbEKLUMIA B COCYANCTYIO, MeAy/IISAPHYIO U HEPBHYHO
M.

/NEPbLI NPEOOCTOPOXHOCTW

3TO0 MeguuMHCKOe u3fenine [OJ/DKHO  MCMOJ/Ib30BaTbCA TOMbKO BpavyoM  W/WanM  KBasIMOUUMPOBAHHBIM
MeANUMHCKAM CMNeumasiucToM B COOTBETCTBUM C MECTHbIM 3aKOHOAaTe/IbCTBOM W MpU Ha/inunmm obpasoBaHusA
B 06/1aCTU TEXHUK BbINO/IHEHUS NHBEKLMIA.

Mepen npuMeHeHVeM, NOSb30BaTe NN AO/DKHbI OCMOTPETb MECTO MHBEKUUU, YTOObI y6eamuTbCa B OTCYTCTBUN
NHAEKUWN, BOCMANIEHNSA, OTEKOB, MOPAXEHWNN KOXW, LLIPaMOB, POAUMBIX MATEH, KOCTHbLIX BbICTYNOB WU
numnorunepTpodun.

BbI60Op MUKPO-KaHIO/IM OCHOBAH Ha ABYX MapameTpax, KOTOpble XapakTepnayroT M’MOKOCTb MUKPO-KaHION;

- 0J/IMHbI, B 3aBMCMMOCTN OT pa3mepa o6pabarbiBaeMoli NoBepXHOCTH

- BHELWHEro AnameTpa, BbIpaXeHHOro B kaimbpe (G) 1 B muaanmetpax (MM), KOTOPbI JO/DKEH
COOTBETCTBOBaTb BA3KOCTU NnpenapaTa-u rfyomnHe MHbeKuuun.

TexHVKa, MeToAuKa M UCMNosib3yeMble Mpenapatbl 3aBUCAT OT OMbiTa Bpaya wunam KBaMrMUMPOBaHHOIO
MEAULUWHCKOrO CcrneuuanncTa, KOTopblli BbiGUpaeT wx ANns  o6GecrneyeHuss ONTUMAaSIbHBIX  KIIMHUYECKNX
pe3ynbTaToB.

Mpy NosiBNEHUN 3HAYNTENIBHOTO KPOBOTEYEHUS B TOUKE BBOAA PEKOMEHAYETCS cAenaTb HOBYH TOUKY
BBOAA

Monb3oBatenn [O/HKHbI CO6MAaTb CTPOrne ycnoBuUsS CTEpU/IbHOCTU M paboTaTtb C urflamm € 0co6oii
OCTOPOXHOCTbIO, 4YTOObI He TpaBMUPOBATbLCA MWMW, 4YTO MOXET NpMBECTU K nepegayvye WUHGEKUMOHHbIX
3ab6on1eBaHUi.

MWKpPO-KaHIONN SABAAKTCA XPYNKUMWU UN3L4ENNUAMU, KOTOpPble TPebykT OCTOPOXHOro obpalieHus.
Mobas gechopmaumnda, nosioMKa Unuv noBpexaeHne Tpyo6ku MOXKET NPUBECTU K ee rnepesioMmy BO Bpems
ncnonb3oBaHuA. M36eratb Kakumx-imbo pes3kux ABUXEHUIR U He npuknagbiBaTb YyCUSine B crlyyae
COMPOTUBJIEHUS..

B cnyyae nepenoma BO BpeMS UCNOJ/1b30BaHWSA, NauneHTa Heo6Xxo0AMMO OTNPaBUTb Kak MOXHO CcKopee
K KBaNIMuumMpoBaHHOMY XUPYPry, KOTOPbIA NPUMET COOTBETCTBYIOLWME MepbI.

He vcnonb3oBatb, ecny npenapar Wi ynakoska rnospe>oaeHs..
[Nsi oAHOPA30BOro NpYMeHeHUss OAHOMY MauUneHTy - B cTepUbHOIR ynakoBke

He ucnonb3oBaTb NOBTOPHO, He o6pabaTbiBaTb U He cTepu/vsoBaTb. [TOBTOPHOE MCNO/Ib30BaHue,
06paboTka uan NOBTOPHAaA CTepunmsaumnss MOXeT NPUBECTU K HAPYLUEHUNIO CTPYKTYPHON Le/I0CTHOCTU
n3genna nunu K oTKasy unsgenns, 4To MOXET Bbl3BaTb noBpexaeHue unn 6onesHb. MNoBTopHOE
ncnosib3oBaHne, 06paboTKa WM MNOBTOPHasA CcTepunusauus MOXeT TakKe Bbl3BaTb 3arpsi3HeHue
n3genma u/mnu npmMBecTn K UHAEKUUN WA MepekpecTHOW UWHMeKuun, B TOM 4uUC/ie K rfepegaye
WHEKUMOHHOro 3a6oneBaHus.

/lloboe nCnonb3oBaHHOE WK OTKpbITOE wUsaenne AOJIKHO ObITb YHUUYTOXEHO B COOTBETCTBUN C
HaUWOHaJ/IbHbIM 3aKOHO4aTe/IbCTBOM B OTHOLLWEHUN MEANLUMNHCKNX OTXOO40B.

NCMNMONb3OBAHUE
1/ MpoBepuTb yNakoBKy 1 y6eauTbCsl B TOM, YTO OHa He MoBpeXxLieHa.

2/ MoarotoBuTb 06pabaTbiBaEMYIO 30HY KOXW; CHATME MakKusika, OYMLLIEHME, MPOMbIBKA, CYLIKA, aHTUCENTUK
BO n36exaHne NosiBNeHNs1 GUOMSIEHKN.

3/ OTKpbITb YNakoBKY.

4/ YTo6bl 3aKpennTb MUKPO-KaHA SoftFil® Ha wnpuue, Kpenko AepXMUTe NAaCTUKOBbLIM KOoNnavdok MUKPO-
KaHAN u;

-anga wnpuyes C CbI/IKCI/IpOBaHHbIM rHe3goBbiM COoegUHEHNEM; 3aBUHTUTE MUMKPO-KaHKJIKO MO HarnpaB/IEHUIO
K HAKOHEeYHUKY LwWnpuua.

-ANA  WAPULUEB C MNOABVWXHbLIM THE3A0BbIM JIHOSPOBCKMM COEAMHEHVWEM; C YCWUIMEM TOJIKHUTE MUKPO-
KaHIO/IO MO HarnpasB/IeHMIO0 K HAKOHEUYHWUKY LIMpu1La, 04HOBPEMEHHO MOBOpaunBas eé rno 4acoBOI CTpPesiKe.
[N oNTYMasibHOro 3aBMHUNBAHUS NPU HEO6XOAMMOCTU UCMO/b3YIATE 3aKUM AN PUKCaLUN.

5/ CpenaTb NPOKOJT B ONpenesieHHON TOYke BBEAEHMSA MPU NMOMOLLM BXOALWEN B CTEpPUbHbIA Habop ANns
nHbekunin SoftFil® EasyGuide urnibl ans npokona (Cxema A).
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3Ty TOYKY MpPOKOJia BBECTU NpeaBapuTesibHO MNOACOEAMHEHHYIO K LINPULY MUKPO-KaHIOMO OOHOW

HanpaBnss ee BAOMAb UMbl Ana npokona SoftFil® EasyGuide B nogxoAsilytro 30HY WHBEKUUU

~wva B). Mocne aToro nssneyb ury ana npokona SoftFil® EasyGuide n3 oTBepcTusa M akkypaTtHO HadyaTb

>ekumo  (Cxema C), cosgaBas MUHUMa/IbHOE [aBJ/ieHWEe W UCMOoSib3yss OTMeTKYy Ha OCHOBaHWM,

B3bIBaOLLYHO MOJIOXKEHME OOKOBOro OTBEPCTUSA, a Takke rpadyMpoBKYy Ha TpyOke, KoTopas no3BONseT
/onpepenntb rny6uHY MHBbEKUMN ANS MakCMMasibHO O4HOPOAHOM 06pabOoTKM.

/[l YUToObl Kn3BNeYb MUKpO-KaHtonw SoftFil®, HeobxoauMo AepxaTb WNApUL M NoBopadMBaTb rHe340BOe
NIO3POBCKOE COeAMHEHMNE NPOTUB HYacOBOW CTPEsIKA, 3aTEM OCTOPOXHO U3BJIeYb MUKPO-KaHHOJIHO.

YTnnusanpoBaTb UCMOSIb30BaHHbIE MUKPO-KaHION U UMbl A5 MPOKOS1a, UCMNOMb3ysi COOTBETCTBYIOLLNIA
KOHTeWHep AN OCTPbIX NpeaMeToB.

NMOBOYHbLIE SPDEKTbI

HekoTopble OCNOXHEHUS, TakMe Kak 60/lb, NMOKpacHeHMe, KPOBOMOATEK, remaTtoMa, OrnyxaHue Wan OTeK MOryT
GbITb Pe3y/IbTaTOM BbIGPAHHOW TEXHUKN BbINOIHEHUST UHBEKLUN.
Kpome Toro, NoBTOPSIOLMECH UHBEKLMM MOTYT NMPUBECTU K Py6LIEBAHMIO TKAHEA.

CPOKrogHocTun / YCNOBUA XPAHEHNA
He ucnonb3oBaTtb Noc/e NCTeUYeHUs1 CpoKa rofHOCTU.
OTO usgenne Heob6xoaANMmMo XpaHUTb B OPUTMHA/IbHOM YNaKOBKE B CYXOM UM 3allulLEeHHOM OT CBeTa MecCTe.

CMBO/Ibl HA YTTAKOBKE
[Jata ncreveHns

CpoKa A ' 3anpeTHa
Ta
Homep B KaTarore FoHOCTYN Kog napmvn I/I3F0"?§BI‘I€HI/IH MOBTOPHOE
(Micnonb3osar MPUMEHeHVie
b/10)
He cTepunmsoBaTb " He MCMO/b30BaTb Mpy MOBPEXIEHIN STERILE £ CTepunbHoe nsgenve. Metog
MOBTOPHO YIakoBK/ cTepunusaLn - OKCKUOOM 3TU/1eHa
T CMm npuiaraemyto MpegynpexxaeHve: PeaepanbHbIii 3aKkoH CLUA
A~ Pa3vepsbl VHCTPYKUMHO MO * OrpaHNYMBAET NPOLAXY 3TOr0 U3LENUS TOMbKO
MPYIMEHEHIO Bpayam Wi ro MeauLIHCKOMY peLienTy
He fonyckatb BO3eiACTBuUA Mukpo- 171 Uirna ina
~ [MpoussoguTens Bepeub OT Braru conHeqrﬂ')roy a KaHHOMst MpoKona

CE 0459 MapkvpoBka CE, nonyyeHa B COOTBETCTBIM C dupekTuBoii 93/42/EEC B
OTHOLLIEHWW MEAVLMHCKMX M3aennin. 0459 coOTBETCTBYET HOMEPY
®  Bes narekca YMNO/THOMOYEHHOTO OpraHa.
Mapkuposka CE, nonyyeHa B 2016 T.

LUBETOBbIE KOAbl HA THE3OAX N 9TUKETKAX
UepHbili =22G | TemHo-cyHMIA =23G OpaHxeBblih = 25G CseTno cepblii =27G

060 BCeX Cepbe3HblX MNOOOYHbLIX SB/EHUSX, CBSA3a@HHbIX C WCMNOMb30BaHMEM 3TOr0 MU3aenus, crieayet
COO6WUTb ero NPoOn3BOANTESIO.

Mio6ass Bo3Bpawaemas npoaykums AoshkHa ObITb  npeaBapuTesibHO  o6e33apaxeHa W AoJshkKHa
COMNpPOBOXAAaTbCSA COOTBETCTBYHOLWMM cepTudukatom o6 obeszapaxmpaHmn. OTCYTCTBUE cepTudimkaTa Bneyer
3a cObOW OTK/IOHEHWE NPETEH3NMN.

Soft Medical Aesthetics Kommarus Soft Medical Aesthetics cepTudmumposara no EN

55 boulevard Pereire - 75017 Paris - 1SO 13485
b J France SHftFi o o o
Ten.:+33 170 629 009 KS) ABNAETCA 3aperncTpmpoBaHHOM TOProBon MapKou

KomnaHum Soft Medical Aesthetics

SoftFil® EasyGuide, nogaHa 3asiBka Ha MeXKayHapoaHbIl
naTeHT

Email: info@softfll.com
www.softfil.com

Meyatb: S MTTp BptoHo CEHT-BEB.
ACCOLHHPOBAHHbI HoTapuyc *
BCEH-NO (MaHwy

Waanuce!

Wramn: /COPT MEOVKAN SCTETUKC

55, 6ynbBap Mepciip - 75017 Mapux

Ten.: +33 170629 009 / ®akc: +33 147 590 630

NAeHTU(PHKaNHOHHbIA HOMep NpenpHBTUB

(SIRET): 518 712 120 00014 / Homep

nnatenbwmka HAC: FROI518712120
o www.softfll.com/
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Poccuiickas depaepaums
"opog MockBa
BocbMOro nioHs fBe TbicAYM ABafLATOro roja

§, MoHeww KOnms CepreeBHa, BPEMEHHO UCMOMHSAIOLLAS 0653aHHOCTU HOTapuyca ropoga
MockBbl CMUpHOBOI Onbrn BnagyMypoBHbI, CBUAETENbCTBYH NOA/MHHOCTD NOANMCH

nepeBoAumnKa 3naToBpaTckon Oapbn BopncosHbl. Mognuck chenaHa B MOem nNpucyTcTen/
JInyHoCTbL NoAnNucaBLLEero AOKYMEHT YCTaHOB/EHaA.

/\' N
if* C.O0 pB,
y 4y

3B TUCTPUpPOBaHO B peecTpe: No 77/774-n/77-2020- '~C °
RIWI1170 rocyaapctseHHol nowuHbl (no Tapudy): 100 py6.
YnnyeTo 3a OKasaHue yCnyr npaBoBOro M TeEXHNYeCKoro xapakrepa: 300 pyo.

FO.C. lMoHr/g

Bcero npoLuHypoBaHo, NPOHYMepoBaHo U
CKpeneHo neyatbto 5 (NATb) IMNCTOB
BPWO HoTapwuyca:
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Poccniickas ®enepaius
I'opox Mocksa
JleBATOrO MIOHS ABC THCAYH ABAXUATONC roAa
A, Cmrprosa Onbra BnaauMuposaa, Hotapayc ropoaa MoCKBhL, CBRAETENLCTBYIO BEPHOCTD
KOITHH C IPERCTABR/ICHHOro MHE JOKYMEHTA.

Bcero npomHypoBano,

NMPOHYMEPORAHO H CKpPEeILICHO
neuarsio 6 (1DecTh) THCTOB

HoTtapuyc:
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