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HanmeHOBaHMe MeAMLMHCKOTO U3aenus

MMnnaHTaT BHYTpUAepMabHbI Ha OCHOBE rManypoHOBOW KUCNOTbI
Fiorage DERMAL FILLER® ¢ nugokauHOM W MaHHWUTO/NOM, B
BapuaHTax UCMOJIHEHNSA:

1 mnnaHTaT BHYTpWUAEpMasbHbIA Ha OCHOBE FManypoOHOBOW KWUCNOTbl 16

mr/mn Fiorage DERMAL FILLER® S ¢ nnaokaMHOM W MaHHWUTO/IOM, B

COoCTaBe:

1 Wnpwny ¢ umnnaHTaToM, 06bemMoM 1M - 2 wiT.

2. Nrna 300x1/2"-4 wr.

3. CTuKep AN OTCAEeXUBAHUA NapTUX MeAULNHCKOro n3genms - 8 Lwr.

4. IHCTPYKUMS MO NPUMEHEHMIO - 1 wT.

5. BKknagpblil Ans BHeCEHMS 3aMeTOK (MpK HEOBX0AMMOCTK) - 2 LUT.

Il. VimnnaHTaT BHyTpUaepMasbHbI/i Ha OCHOBE TManypoOHOBOI KUCMOThI
24 mr/mn Fiorage DERMAL FILLER® L ¢ nugokamHoOM W MaHHWUTO/IOM, B
coCTaBe:

1 Wnpuy ¢ umnnaHTaToM, 06bemMoM 1 M - 2 LWT.

2. Nrna 270x 1/2" - 4 wr.

3. CTuKep 4ns OTCNeXMBAHUA NapTUM MEAULIMHCKOrO U3genns - 8 LWr.

4. IHCTPYKLUMA N0 NPUMEHEHUIO - 1 LWT.

5. BknafblwWw 415 BHECEHMA 3aMeTOK (Mpu HeobXoAMMOCTH) - 2 LUT.

Il. MimnnaHTaT BHyTpUAepMasbHbIi Ha OCHOBE TManypoOHOBOI KUCMOThI
26 mr/mn Fiorage DERMAL FILLER® XL ¢ nuaokanHom M MaHHUTONOM B
COCTaBe:

1 Wnpuy ¢ umnaaHTaToM, 06bemom 1 mn - 2 wr.

2. Nrna 27Gx 1/2" - 4 wir.

3. CTuKep 4ns OTCNeXUBAHUA NapTUN MEAULIMHCKOrO U3genns - 8 LWr.

4. VIHCTpYKLMA N0 NpuMeHeHno - 1w,

5. BknagpIww Ans BHECEHWNA 3aMeTOK (Npn HEO6XOAMMOCTH) - 2 LWT.

[Janee no tekcTy «Fiorage», «Fiorage S», «Fiorage L», «Fiorage XL»,
«UMMAAHTAT», «MEAULUHCKOE U3AENNE», «U3LeNne».
Ha3HaueHue MeJNLUWNHCKOIo n3genna
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Name of the medical device

Intradermal implant based on hyaluronic acid Fiorage DERMAL
FILLER® with lidocaine and mannitol, in variants:

I. Intradermal implant based on hyaluronic acid 16 mg/ml Fiorage
DERMAL FILLER® S with lidocaine and mannitol, containing:

1 Syringe with implant, volume 1 ml - 2 pcs.

2. Needle 30Gx 1/2" - 4 pcs.

3. Sticker for tracking a batch of medical products - 8 pcs.

4. Instructions for use - 1pc.

5. Insert for notes (if necessary) - 2 pcs.

Il. Intradermal implant based on hyaluronic acid 24 mg/ml Fiorage
DERMAL FILLER® L with lidocaine and mannitol, containing:

1 Syringe with implant, volume 1 ml - 2 pcs.

2. Needle 27GxI/2" - 4 pcs.

3. Sticker for tracking a batch of medical products - 8 pcs.

4. Instructions for use - 1pc.

5. Insert for notes (if necessary) - 2 pcs.

I1l. Intradermal implant based on hyaluronic acid 26 mg/ml Fiorage
DERMAL FILLER® XL with lidocaine and mannitol containing:

1 Syringe with implant, volume 1ml - 2 pcs.

2. Needle 27GxI1/2" - 4 pcs.

3. Sticker for tracking a batch of medical products - 8 pcs.

4. Instructions for use - 1pc.

5. Insert for notes (if necessary) - 2 pcs.

Hereinafter referred to as “Fiorage”, “Fiorage S”, “Fiorage L”, “Fiorage
XL”, “implant”, “medical device”, “product”.

Intended use of the medical device



Fiorage npefHasHayeH [N BHYTPUKOXHOW WMMMMaHTaUUMM € LEeNbo
KOppPeKUnn aedeKToB MATKUX TKaHei, 06beMHOW KOoppeKuun nnua
MokasaHuA

M3genne Fiorage S npefHasHa4yeHO AN1A YNyUlIEHWS KOHTypa 30H nuua u
KOPPEKLMN MENKUX N TOHKNX MOPLLMHOK.

WM3penne Fiorage L npegHasHavyeHO AN 3aMOfHEHUS MOPLUWH U TTYyBOKNX
CKNafoK KOXMW MYyTEM UHBEKLUN B fiepmy.

WN3genve Fiorage XL npefHasHayeHO ANS MPUMEHEHUS B TyO6O0KMX CNOsX
JepMbl MM MOAKOXHO A1  BOCCTAHOBNEHUS WM BOCMOJIHEHUSA
HeJoCTaloLLLEero 06bema nuua.

|_|pOTI/IBOI'IOKa3aHI/IFI

MpumeHeHne Fiorage NpoOTMBONOKA3aHO B C/IEAYIOLNX CyYanX:

* Hanuume 30H ¢ BOCManeHHON n/vnn geopmMmnpoBaHHON KOXel (Hanpumep,
runepTpodmyeckme pybubl, yrpesas Cbifb, repnec u 1. 4.).

* VIHbeKUMM NpOTMBOMNOKA3aHbl B C/yyae BbIPAXXEHHOW BOCMAIUTENbHOW
peakuMn nocfe flasepHol  Tepanuu MM rNYBOKOro  XMMWUYECKUM
OTLUeNyLINBaHNSA.

* Hanuuve y nayveHTa B aHamHe3se asifiepruyeckoii peakuun Ha OAWH U3
KOMIMOHEHTOB M3aenus.

* Hamuve y nauueHTa B aHaMHe3e YyBCTBMTE/IbHOCTW K rMasypOHOBON
Kucnote n/mnu 6enkam rpaMnosioXUTeNbHbIX 6aKTepUin (CTPENTOKOKKOB).

* Hannuve y naumeHTa B aHamHe3e anfepruyeckon peakumm Ha MgoKavH
VNN MECTHbIV aHECTETUK U3 aMUAHbIX COeANHEHWIA.

* Hanuuwve y naymeHTa nopupun.

* VHbekumMn npoTmBOMOKasaHbl OEpeMEHHbIM U KOPMAWMM  TPYyAblo
XeHLLMHaM.

» [leTckunin Bo3pacT

» Cnepyetr wusberatb npumeHeHusa Fiorage L/XL pgna  3anonHeHus

MOBEPXHOCTHbIX MOPLLMH B 30HaX C TOHKOI KOXei (Takmx Kak 106 1 061acTb
BOKPYF /a3, BK/KOYas BEKW, TEMHble KPYr¥ MOA riasamMu, rycuHble Nanku
BOKPYT BHELUHWX YrONKOB [/1a3), B y4acTKax C MeNKUMM COCyAaMm (TaKMX Kak
obnacTb rnabennsl), a TakXxe Ans yBennyeHus obbema ryo.

Mepbl NpegocTOpPOXHOCTU
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Fiorage is intended for intradermal implantation to correct soft tissue
defects, volumetric correction of a face

Indications

Fiorage S is used to outline and correct the shape of the smooth thin lines.
Fiorage L is used to fill wrinkles and deep pits by injection into the dermis.
Fiorage XL is used to the deep dermis or subcutaneously for the restoration
or augmentation of facial volume.

Contraindications

Fiorage should not be used in the following cases:

» Areas with inflamed and/or inflected skin (such as hypertrophic scars,
acne, herpes, etc.).

» Simultaneously with laser therapy or deep chemical scaling, in case ofa
significant inflammatory reaction, it is recommended to avoid injection of
the product.

+ Patients with a history of allergy to one ofthe ingredients.

+ Patients with a history of sensitivity to hyaluronic acid and/or proteins in
Gram-positive bacteria (streptococci).

 Patients with a history ofallergy to lidocaine or local anesthetic of amide
compounds.

* Patients with porphyria.

* Pregnant or lactating women.

 Children.

» Avoid using Fiorage L/XL for treatment of superficial wrinkles with thin
skin (such as the forehead and the area around the eyes, including the eye-
lids, dark circles under the eyes, crow’s feet around the outer corners ofthe
eyes), areas exposed to the vascular system (such as the glabella) and also
lips

Precautions



1 Fiorage He npegHasHayeH A5 BBeLEHUA B pas3/inyHble 06/1aCTU Tpyam
(yBennueHue rpyan).

2.  Kak npaeufio, MHMeKUus ABNSETCA PacnpoCTPaHEHHbIM OC/IOXHEHUEM
nocne UHbEeKLMN MeAULMHCKOTO u3fenus. Taknum ob6pasom, peKoMeHayeTcs
cobnogatb CTaHAapTHbIe Mepbl MPeLOCTOPOXKHOCTH.

3. Cnepyet nsberaTb UHbEKLUUN B 061aCTU C YCTAHOB/IEHHBIM NOCTOAHHbIM
NMMNIaHTATOM.

4.  KnunHnyeckas 3((heKTUBHOCTb W MEPEHOCMMOCTb WHBEKUWUIA W3AeNnii

Fiorage  MMelOT  HeonpeAeneHHblii  XapakTep Yy  MauyMeHTOB ¢
MMMYHOAEeMUMTOM B aHamMHe3e WM Y MNauMeHTOB, MPUHUMARLLMX
MMMyHogenpeccaHTbl. CneunanucTbl [JO/MKHbI MPUHUMATL peLleHne o

NPoBefeHNN NpPoLefypbl B KXKAOM KOHKPETHOM cflyyae B 3aBUCMMOCTM OT
XapakTepa 3a60/1eBaHUA 1 COMYTCTBYIOLLEro fieyeHuns. Takxe Heobxoaumo
obecneynTb TulaTeNbHOe HabNOAeHMe 3a NauueHTaMu. B 4acTHOCTU, TakuMm
nayueHTam  npegnaraloT  MPOATM  MNEPBUYHBIA  KOXHbIA  TeCT  Ha
annepruyeckyro peakumMto M 0TKas3aTbCHd OT WMHBLEKUMIA MpU  NOSBIAEHWN
NMPU3HaKOB anneprnyeckoil peakumm. He cnegyeT BbIMOMHATL MHBEKLMM
nayMeHTam C NPorpeccupyroLMM ayTOMMMYHHbIM 3a60/1€BaHMEM.

5  KnuHuueckas 3ppeKTUBHOCTb M MEPEHOCUMOCTb WHBEKUWUIA W3LeNnid
Fiorage wuMmelOT HeonpeaeneHHbll XapakTep Yy MNAaUMEHTOB C TSKENOW
YYBCTBUTE/IbHOCTbIO  (a1ieprmein) u/mnn aHapunakTUYeCKM LUOKOM B
aHamHe3e. CneuuanucTbl AO/MKHbI MNPUHUMATL pPeLUeHMe O MPOBeLEHUN
npoueaypbl B KaXXAOM KOHKPETHOM C/lyyae B 3aBUCMMOCTW OT XapakTtepa
3a00M1eBaHMs M CONYTCTBYHOLLErO fiedeHns. Takxe HeobxoamMmMo obecnednTb
TwarenbHoe HabnoaeHVe 3a naymeHTaMmu. B yacTHOCTW, TakMM MauueHTam
npeanaraT NPOATM NEPBUYHbIVA KOXHbI/ TECT Ha anjepruyeckyto peakumio
nvnn npounakTUYecKme MeponpuaTus nepes MHbekuuel. He cnepyet
BbINONMHATL MHbEKUUWU n3genus Fiorage nauyuMeHTam ¢ aHauiaKTUYecKUMm
LLIOKOM B aHaMHe3se.

6. PUCK BO3HUKHOBEHWA HeXenaTeslbHbIX SBNEHWUA BO3pacTaeT B Clyuae,
eciM y nauueHTOB VMMEETCA BbICOKas MpeApacrnonioXXeHHOCTb K anfieprum,
KOXXHbIM 3a00/1€BaHUAM, HapyLUEHUsIM remMocTasa WM BOCMaINTENbHbIM
3ab6071eBaHNAM, UM B C/lydae Heco6/I0AeHUn Mep MpeLoCTOPOXHOCTU Npu
BbIMO/THEHUW NPOLEAYPbI.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

1 Fiorage is not intended to be injected into different breast areas (breast
augmentation)

2. As a general principle, the infection is a prevalent complication of med-
ical substance injection. It is thus recommended to observe standard pre-
cautions.

3. Avoid injection into areas with a permanent implant.

4. Clinical efficiency and tolerability of Fiorage are uncertain in patients
with a history of immune deficiency or patients using immunosuppressant
drugs. Specialists should make a case-by-case decision depending on the
nature ofthe disease and associated treatment. They should also ensure ac-
curate monitoring of patients. In particular, it is recommended that these
patients undergo initial skin allergy tests and avoid injection if an allergic
complication is observed. The injection should not be given to people who
have a progressive autoimmune disease.

5. Clinical efficiency and tolerability of Fiorage are uncertain in patients
with a history of severe sensitivity (allergy) and/or anaphylactic shock.
Specialists should make a case-by-case decision depending on the disease
nature and associated treatment. They should also ensure accurate monitor-
ing of patients. In particular, it is recommended that these patients undergo
initial skin allergy tests and/or preventative measures before injection.
Fiorage injection is not recommended for patients with anaphylactic shock.
6. In patients who are highly susceptible to allergies, skin diseases, hemo-
stasis disorders or inflammatory diseases, or if the precautions for use are
not followed, the incidence of side effects may increase.

7. Patients with a history of streptococcal diseases (recurrent sore throat and
acute rheumatic fever) should undergo skin allergy tests before any injec-
tion. The injection of Fiorage is not recommended for patients with acute
rheumatic fever with heart complications.

8. Patients taking anticoagulants or blood thinners (warfarin, acetylsalicylic
acid, nonsteroidal anti-inflammatory drugs, any substance that prolongs
blood clots, such as herbal supplements containing garlic or maidenhair,
etc.) should be warned of the possibility of increased bleeding and hema-
toma.



7. TMauueHTbl CO  CTPENTOKOKKOBBIMW  WH(EKUMAMU B aHaMHese
(peunauBupyroLLas aHrMHa v ocTpas peBMaTUYecKas NMXopagka) AO0/DKHbI
NMPOMTU KOXHble TEeCTbl Ha annepruyeckyto peakuuio nepeg No60i
nHbekumnenn. MHbekumm Fiorage He peKOMeHoBaHbl NauveHTam C OCTPOM
pPEeBMaTUYeCKOM NNXOpaAKoW C nokKanu3auuelrt npouecca B CepaeyHo-
COCYAMCTON cucTeMe.

8 TllauueHTbl,  NpPUHMMAOLME  AHTWUKOArynsHTbl  WAW  CPeACTBa,
paaxmkaiwle  KpoBb  (BaptapuH,  aueTUNCANULWUIOBYHO  KUCIOTY,
HecTepouaHble MPOTMBOBOCMAINTENbHbIE MNpenapatbl, /ilo6ble BeLecTBa,
cnocobecTBytowWMe 06pa3oBaHMIO  TPOMOOB, TakMe KakK pacTUTe/lbHble
fo6aBKKM, cofepxaliMe 4YeCHOK WM afuaHTym W T. 4.), LO/DKHbI OblTb
npesynpexzaeHbl 0 pYcKax BO3SHUKHOBEHWSA KPOBOTEYEHUSA N remMaToMbl.

9. [okasaHO, 4TO TruWanypoHOBas KWUC/IOTa HECOBMecTMMa C COMAMU
YETBEPTMYHOTO aMMOHUSA, TakKUMWU Kak OeH3ankoHus xnopug. Cnepyet
n3beratb KOHTakta Fiorage C 3TVMMK BeLecTBaMU WU XUPYPrUYECKUMU
MeLAULUNHCKUMM WNHCTPYMEHTamu, 06bpaboTaHHbIMU TakuMu
LEe3VH(MLMPYIOLWNMA CPeACTBaAMU.

10. OTCYTCTBYIOT M3BECTHbIE [aHHble 0 6€30MacHOCTU MHbEKLUNIA B 06beme
60nee 20 mn Ha 60 Kr Maccbl Tena B rog.

M. B cBA3M c Tem, 4TO B cocTaBe Fiorage cofepXxutca NUAOKauH, He
PEKOMEHAYETCA  BbIMOMHATL  WHBEKUMM  MauueHTaMm, MNpUHUMAKLLMM
npenapartbl, CH/XXAKOLNE UIN NHTMOMPYIOLLE MeTab0o/IM3M B MEYEHMN.

12. B cBA3M C Tem, UYTO B COCTaBe Fiorage cofepxuTca NnLoKauH, cnegyert ¢
0C060l OCTOPOXHOCTBIO BbINOMHATL MHBEKLUM Y NALUEHTOB C CUMNTOMaMU
cepAeyHbIX 3a60n1eBaHNIA.

13. CnepyeT BO3fepxaTbCAa OT HaHeCceHWA MakusXa B TeyeHue 12 yacos
noc/e MHbEKUUN.

14. CnepyeT nsberatb NpebbiBaHUS Ha COMHLE, YNbTParONeTOBbIX TyYel,
HU3KUX Temrnepartyp, MoceLeHns cayHbol 1 6aHV B TeUeHUe ABYX Hefelb
noc/e UHLEKLMN.

15. MaumeHTaM peKOMeHAYeTCA WCNONb30BaTb COMHLE3ALNTHBIA Kpem C
BbICOKOW CTEMEHbIO 3aLUThbl B TEYEHUE ABYX Hefe b NOC/e MHBEKLUN.

16. B cnyyae, ecnv y naumneHTa B aHaMHe3e reprec, rnosbILIAETCA PUCK TOrO,
4TO MPOKO/ U0 CNPOBOLMPYET HOBbIV 3NN304 repneca.
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9. Evidence has shown that hyaluronic acid is incompatible with quaternary
ammonium salts, such as benzalkonium chloride. Do not put Fiorage in
contact with these substances or surgical medical instrumentation treated
with such disinfectants.

10. There is no information on the safety of injecting more than 20 mL per
60 kg body weight per year.

11. Given the presence of lidocaine in Fiorage, this product is not recom-
mended for patients taking liver metabolism-reducing or inhibiting drugs.

12. Due to its lidocaine eontent, Fiorage should be used with caution in
patients with symptoms of heart disorders.

13. Avoid any makeup for 12 hours after the injection.

14. Avoid sun exposure, ultraviolet rays, subzero temperature, sauna, and
bath within two weeks after the injection.

15. The patients are recommended to use high-coverage sunscreen for two
weeks after treatment.

16. Ifthe patient has a history ofherpes, there is a risk that the needle punc-
ture will trigger a new episode of herpes.

17. To avoid excessive correction, inject slowly.

18. Avoid injection into blood vessels.

19. Avoid injection into nerves; any accidental nerve injury may cause tran-
sient paresthesia.

20. It is recommended not to mix Fiorage with another product.

21. Use only the needles supplied in the package in order to inject Fiorage.
22. Stop the injection and remove the needle if pain increases during the
injection.

23. Do not use the damaged packages (syringes, medicine).

24. Inject immediately after opening.

25. Fiorage is designed for single use. Do not reuse this product. To avoid
the risk of cross-contamination, use each syringe for only one patient.

26. It is not possible to re-sterilize the product after opening even though it
has not been injected.

27. After injection, discard the used needles and syringes in suitable con-
tainers according to local environmental regulations.



17. PekomeHayeTcsd  BBOAWTL  MpenapaT  MeAfieHHO BO  u3bexaHue 28. Fiorage contains the active ingredient lidocaine hydrochloride which
upe3MepHON KOPPeKLMH. can be falsely positive in some tests (such as anti-doping controls).

18. CnepyeT nsberatb UHbEKLMIA B KPOBEHOCHbIE COCYApbl.

19. CnepyeT n3beratb MHbEKUWIA B HEPBHbIE CNETEHUS; Nt060e cnyyainHoe

NOBpeXeHNe HepBa MOXET BbI3BaTb BPEMEHHYHO NAapecTes3unto.

20. 3anpelleHo CMeLlLnBaTb UMMNaHTaTbl Fiorage ¢ ApyruMy UMniaHTaTamu.

21. Ans BBegeHua Fiorage cnefyeT UCMOMb30BATh TO/ILKO T€ UIJbl, KOTOPbIe

BXOJAT B KOMI/IEKT MOCTaBKM.

22. TpekpaTtuTe UHBEKUMIO U U3BNEKUTE UTNY B C/lyYae ycuneHus 6011 BO

BPEMSA UHBEKLUN.

23. 3anpelleHo MUCMnosb30BaTh M3feNve B C/yvae HapyLleHUs LenoCTHOCTU

ynakoBKu (MOBPeXAeHve Wnpuua, ynakoBKu € Mpenaparom).

24. BbINOMHANTE MHBEKLMMW Cpa3y NoC/e BCKPbITUS YNaKOBKU.

25. Fiorage npefHa3HauyeHbI41A O4HOPA30BOr0 UCMONb30BAHUA. 3anpeLLeHo

NCrosib30BaTh W3fJenve MOBTOPHO. Bo wu3bexaHwe pucka MepekpecTHOro

3apaXeHus criefyeT WCNONb30BaTb KAXAbIA LINPUL, TONMbKO A/ OLHOro

nauueHTa.

26. 3anpelieHo MpPOBOAUTL MOBTOPHYK CTEpUAM3auuIo U3Lenus rnocrne

BCKPbITUA YMAaKOBKMW, [aXe B C/y4yae, €Cnu W3LeNiMe He MNPUMEHANU ANd

NHBEKLNIA.

27. Tlocne npoBefeHMA WHBLEKUUM MOMECTUTE WCMO/b30BaHHbIE WI/bl U

LWNprLUbl B CneunanbHble KOHTENHepbl U YTUAU3UPYIWTE B COOTBETCTBUU C

MECTHbIMW CaHUTapPHbIMK HOPMamMy 06paLLeHns ¢ MeAULMHCKMM OTX0AaMMU.

28. Fiorage cOfepXMT aKTUBHbIA WHIPEAMEHT NMAOKanMHa ruapoxaopua,

KOTOPbIA MOXeT ObITb ONpeseneH Kak JI0XKHOMONOXUTENbHbIA B HEKOTOPbIX

TecTtax (HanpvmMep, NPW aHTUAOMNUHIOBOM KOHTPO/e).
HecoBmeCcTUMOCTb Incompatibility
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MexaHn4yeckoe BO3JeCTBME UMbl MOXET BbI3BaTb He3HauUTe/lbHOe
KpoBOTeYeHMEe U KpoBom3nuaHue. [anynbl B MeCTe WHbEKUUU O0ObIYHO
32)KMBAIOT B TeYEHME HECKONbKMX YacoB, OA4HAKO0, BPEMS 3aXKMB/IEHUS 3aBUCUT
KaK OT WHAMBUAYaNbHbIX XapaKTepuUCTUK KaXXAOoro nayueHTa (ToMLMHA
KOXHbIX MOKPOBOB; COCTOSIHME KOXW; MOP(OCTPYKTYpPHble OCOGEHHOCTM
obnacti, nofBeprawolleics  MaHUNynauuu), Tak W OT  TEXHUKMU
NHUNbTPaUMK. B cBA3M € 3TMM nany/nbl MOTYT OCTaBaTbCA BUAUMbIMUA B
TeYeHMe HECKOMbKNX AHENA.

B pegkux cnydasx B o6pabaTbiBaeMoil 06nacTM  MOTFYT BO3HMKaTb
BOCMa/IMTe/IbHbIE peakuun pasfiMiHbIX BWUAOB, 00WMe A1 BCEX TUMOB
WHBLEKLMIA, TakMe Kak OTeK, JpuTemMa, OlylleHue >kapa, 3yga wam 6onu.
B0O3MOXXHO  OHEeMeHue, OulyLleHVWe  WHOPOLHOIO  Tena, W3MEHEeHue
NUrMeHTauun, n3meHeHne penbeda KoXu, NosBieHne raganresnn, rofioBHoONM
6051, WenyLweHre NN OLLYLLLEHNE CYXOCTU KOXW, CMELLEeHME MMIMaHTara.
Ons  ymeHblIeHWS NPOSBAEHUA BOCNAUTENbHLIX MOO0YHbLIX 3DPEKTOB
NpuNOXUTL Néa  Ha 06nacTb, NOABEPXEHHYH  MaHunynauuu.  [pu
COXpaHeHUN CUMNTOMOB 06PaTUTLCA K BpaYy.

B kpaiiHe peakunx ciyyasx cpasy nocnie UHbeKUUn (v B TedeHue 2-6 Hefenb
nocrne MaHunynauumn) BO3MOXHO nosefeHue NHUIbTpaTa,
COMNPOBOXJatoLLleecs 3puUTeMOR, 60/Mbl0 Mpy  Nanbnauuu, YnJaoTHEHUEM
TKaHen n oTékamun. Bo wn3bexaHue pasBUTMS WHMEKLMOHHOro npouecca
Heo6xo4umMo 06paTUTLCA K Bpady. epen npoBefeHMemM MOBTOPHOrO Kypca
WHBLEKLUMIA B Cnyvae MOABMEHUS UH(UAbTPATOB MPOKOHCY/bTUPOBATHLCA C
BpavoM.

B nutepatype onucaHbl COOOLLEHMSA O CyyYasXx BO3HUKHOBEHUA aMB0NUUN 1
HeKpo3a KOXW, abCLeccoB, rpaHy/neM, YXYALWEHUS 3peHns, 060CTPEHMUAX
repneca, LepebpoBacKynApHbIX HapyLleHnid 1 06 annepruyeckmx peakumnax
HEeMEeA/IEHHOroO WM 3aMef/IeHHOro Tuna noc/ie WHbEeKUUn; Heobxo[umo
TaKXXe YYUTblBaTb BO3MOXHbIA PUCK Pa3BUTUSA TaKUX MOO6OUYHbLIX 3DHEKTOB.
CBefeHUsa o nponsBoanTene
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The mechanical action of the needle may cause slight bleeding and
hemorrhage. Papules at the injection site usually heal within a few hours,
however, the healing time depends both on the individual characteristics of
each patient (thickness of the skin; skin condition; morphostructural
features of the area undergoing manipulation) and on the technique of
infiltration. As a result, papules may remain visible for several days.

In rare cases, the treated area may experience adverse reactions common to
all types of injections, such as edema, erythema, fever itching or pain. The
numbness, sensation of a foreign body, pigmentation change, change in
skin relief, haphalgesia, headache, skin swelling or dryness, implant
displacement are possible. To reduce inflammatory side effects, apply ice
to the area to be manipulated. If symptoms persist, seek medical attention.
In extremely rare cases, immediately after injection (or within 2-6 weeks
after manipulation), the appearance ofan infiltrate is possible, accompanied
by erythema, pain on palpation, tissue induration and edema. In order to
avoid the development of an infectious process, you must consult a doctor.
If infiltrates appear, consult your doctor before re-injecting.

Considering the existing literature reports of embolism and skin necrosis,
abscesses, granulomas, numbness, foreign body sensations, pigmentation
ehanges, skin relief changes, visual deterioration, exacerbations of herpes,
cerebrovascular injuries and allergic reactions of an immediate or delayed
type after injection ofthe implanted gels, it is necessary to take into account
the possible risk of such side effects also.

Information about manufacturer



MounssogmMTeENb MEAULMHCKOTO U34enna: Manufacturer ofmedical device:

Espad Pharmed Darou Company («3cnag ®apmes Japy KomnaHnm») Espad Pharmed Darou Company
tOpuanyeckunii agpec: No.56, Azimi st, Nafisi st, Ekbatan, Tehran, Iran (No Legal address: No0.56, Azimi st, Nafisi st, Ekbatan, Tehran, Iran.
56, yn. Asumu, yn. Hatmcu, SkbaTaH, TerepaH, Vpan) Tel.: (+98)21-44650438

Ten.: (+98)21-44650438

Manufacturing site:

MecTO npousBoacTBa: Location address: N0.56, Azimi st, Nafisi st, Ekbatan, Tehran, Iran.
Agpec mecToHaxoxaeHmsa: No0.56, Azimi st, Nafisi st, Ekbatan, Tehran, Iran

(Ne 56, yn. Asumu, yn. Haducun, IkbaTaH, TerepaH, VpaH)

YcnoBusa npuMeHeHUs Usage conditions

Fiorage npegHasHaueH TOMbKO AnA WUCMONb30BaHWA CTPOro B CTepW/bHbIX  Fiorage is intended only for use in strictly sterile healthcare environments.
YCMOBMAX MEAMLIMHCKMX  yupexxaeHwii. [Mpouedypa BbinonHsetca B 1he procedure is performed in a special room, where immediate assistance
creLnanbHoM KaBuHeTe, B KOTOPOM MOXHO HeMe/neHHO okasaTb momolys B CaN be provided in case ofan error or undesirable effects. The doctor must
C/lyyae OWMOKM WM MOSIBIEHMS HeXenaTeNbHbIX 3pdekToB. Bpayu aomkeH carry out a procedure wearing gloves.

NpoBOAWTbL NpoLeaypY B NnepyaTkax.

MoTeHUManbHbIN NOTPebUTEND Potential consumer

Fiorage go/mkeH BBOAMTLCA TO/MILKO Bpayamu, npolleAwiMmn Heobxoammyto  Fiorage should only be administered by physicians who have the necessary

MOArOTOBKY, a TaKXe WMEWUMN [OCTaTouHbliA  onbIT  (BKNtoYasd training and experience (including adequate anatomical knowledge of and
[lOCTaTO4YHble aHaTOMUYECKME 3HAHUSA O MEeCTe UHBLEKLUN N BOKPYT Hero). around the implantation site).

MN306paxeHne n onmucaHue m3genms Picture and description of device
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1,4-byTtaHguon
AUTAULUANNSDUP Each consumer package contains 2 syringes of 1 ml of gel each, 4 sterile
Boza 418 MHbeKLMiA pas6asuTens disposable needles of the saze 27GxI/2" for Fiorage L, Fiorage XL and
30GxI/2" for Fiorage S (needles are intended only for an implantation of
the medical device), instructions for use, as well as 2 sets of stickers for
tracking the batch ofthe medical device, including 4 stickers (when using
a medical device, one sticker is provided to the patient, and the other is
entered into his medical record). Additionally, two single-page paper
inserts can be placed in the consumer packaging for making notes if
necessary.

Appearance of a syringe with an implant with the designation of the main
structural elements:

nepeKpECTHO-CLUMBAIOLLNIA areHT

Kaxgas noTpebuTensckas ynakoBka COAepXXUT 2 wwinpuua no 1 mn rensd B
KaXKaoM, 4 cTepusibHble UIMbl 0AHOPA30BOro MCNosb3oBaHna 270x1/2™ ans
BapuaHToB ucrnonHeHuss Fiorage L, Fiorage XL n 300x1/2" ana BapunaHTa
ncnonHeHus Fiorage S (Mrnbl npegHas3HayeHbl TONbKO AN BBELEHMWSA
MELULNHCKOIO M3LeNns), MHCTPYKLMIO MO NPUMEHEHMIO, a Takke 2 Habopa
CTUKEPOB A1 OTCNEXMBAHMSA NapTUN MeLULMHCKOro U3Lenus, BKavaroLme
B cebs 4 cTukepa (MpU NPUMEHEHUN MEAMLMHCKOro W3Lenns OAUH CTUKep
NpefoCTaBNAETCA NaUMEHTY, a 4PYroin BHOCUTCA B €r0 MeAULMHCKYIO KapTy).
[onofHMTeNbHO B MOTPEOUTENIbCKYHO YMaKOBKY MOTyT MoMellatbcs ABa
OLHOCTPaHWYHbIX OYMaXKHbIX BKMafbllla A4S BHECEHUS 3aMEeTOK Mpu
Heo6XoANMOCTH.

BHewHWn BUA wWnpuya ¢ MMNAAHTaTOM € 0603Ha4YeHWEM OCHOBHbIX
3/1EMEHTOB KOHCTPYKLNN:

OrpaHuunTens \onn  wuopluas
ona na.lbues)

Description ofthe main elements of the syringe design:
Name Discription
Tip cap The distal part of a syringe is locked to
prevent an implantation gel leaking and
external contamination.

OnMcaHNe OCHOBHBIX 371EMEHTOB KOHCTPYKLMM LLNPULLA: Luer Lock adapter Placed on the tip of a syringe barrel and
serves to fix a needle.
Gel Colorless and transparent gel based on

cross-linked hyaluronic acid

10
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Ha3BaHue

BWHTOBOI KOMMavoK

KoHHekTop JTto3p JToK

lenb

CTeKSHHbIV LMAMHAP

YNNoTHUTENb NOPLUHA
CTEKMAHHOIO LWnpuua
OrpaHununtens  Xopga
nopwHs  (ynop  Ans
nasbLeB)

lMopLuUeHb CTEKNSAHHOrO
wnpuua

OO6WMNA  BHELWHWIA BWA Wb

KOHCTPYKLMN:

dukcatop

Konnavok

OnwucaHue

MepegHsst YacTb  lunpuWuya  3ab/MoKMpoBaHa  A4ia
MPefoTBpaALLEHNS YTEUKU Tens AN UHBbEKUUA W
3arpsisHEHNsT CHapYXXK.

3aKpbIBAaET HapYXXHYH YacTb CTOMOPA W CAYXWUT NS
hmkcaunm nrnbl.

BecuBEeTHbIN 1 NPO3paYHBbIii refib Ha OCHOBE NONepPeYHo-
CLUATOA  rManypoOHOBOM KWCMOTbl COAEPXWUTCA  BO
BHELLUHEM LAMHApe

3T0 CTEKNSAHHBIN KOHTENHEP € renemM (MMNaaHTaToM)

MpefoTBpaLLaeT BbITEKaHVe UMMIaHTaTa U3 LMIMHAPA.

MoMoraeT Nerko yAepXXmBaTb LUMPHL, B PyKe

MoplweHb  MCMo/b3yeTcss  MpU  BRPbICKMBAHWN
MMNNaHTaTa Anst MHbeKLMiA
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C 0603HAYEHWEM OCHOBHbIX 3/1€MEHTOB

Glass syringe barrel
Plunger stopper ofa
glass syringe

Finger adapter

Plunger rod

This is a glass container with gel
(implantat)
Implantat leackage prevention

Provides ergonomicity during
implantation
Provides gel extrusion during implantation

General appearance of the needle with the designation of the main

structural elements:

protective shield

(cap)

Description ofthe main elements oft le needle:

Protictive shield (cap)

Needle tube

Needle head

Protects the tip of the injection
tube, prevents pollution by foreign
substances and prevents damages.
Delivery component for solutions
laminar flow.

Attached on a syringe tip and
provides a needle strong fixation



OnuncaHne OCHOBHbIX 3/1EMEHTOB KOHCTPYKLUUW UI/bI:
Konnavok 3awuiLaeT HaKOHeYHMK TPYOKM BMPbLICKa,
npefoTBpaLLaeT nonagaHne NnoCTOPOHHUX BeLLECTB
M npefoTBpaLLaeT oT yAapos.

NHBbeKLMOHHas 370 yacTb, KOTOpasi BCTaB/SAETCS B KOPMYC U

Tpy6Ka MO3BO/SET Pa3/INYHbIM PacTBOPaM /151 UHbEKLWIA
MAaBHO Teub.

dukcatop 3T0 Ta YacTb, KOTOPas COeAMHEHa C KOHUMKOM

WINpMLUA, ¥ OHa TaKXe CNYXUT ANS HafIEXXHOr o
KpenneHus urnbl.

Cnocob npuMeHeHuUs Mode of application
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Cnocob c6opKu m3genms
MpaBUbHbIA CNOCO6 KPenaeHus ron0BKU WUIbl:

PucyHok 1) Kpenko ygepXxmnBainTe HaKOHEYHUK Linpuua Tuna J1oap
yKasaTte/ibHbIM 1 60/bUINM NasibLamu

PucyHok 2) Bo3bmuTe 3alUTHbIMA KOMAY0K APYroin pyKoi u
OTKPYTUTE €ero.

PucyHok 3) ¥ aep>knBasi HAaKOHeUYHMK JTto3pa 60/1bLINM 1
yKa3zaTe/lbHbIM NasibLaMun, 0OCTOPOXXHO BKpYUMBaliTe KOHUUK Wbl
[PYroi pyKoi Nno 4acoBOW CTPenke Ha HaKOHeYHWKe J1i03pa, noka He
NoYyBCTBYETE AaBfieHne 3aAHero xoga (3To AaBneHne MOXHO
OLLYTWUTb Ha Kpato BTOPOI pe3bObl).

Y6eamTecb B TOM, UTO TOPLEBOI Kpai Ur/bl TOYHO COBMAaAaeT C
pe3bb0il HakoHeYHMKa J1i03pa 1 NPojoHKariTe BKPyUmBaTb UNy.
Upe3mepHoe 3aTarvBaHune Urfibl MOXET NPUBECTU K CMeLLEeHUIO
HaKOHeuyHUKa J1to3pa 1 yTeukn 13 WnpuLa BO BPeMs MHBEKLNN.
PucyHok 4) [ep>uTe LWNpUL, B OAHON pyKe, APYrOi pyKoi CHUMUTE
3alUTHBIA KONNAYoK WUI/bl U OTBEAUTE PYKY B MPOTMBOMONOXHOM
HanpaBneHnn, YTOObl OOHAXUTL UTy.

PucyHok A) MNMpaBunbHOE Hanpas/ieHWe AN yaepXaHusa wnpuua B
PYKe LO/IKHO COOTBETCTBOBATb PUCYHKY A (06paTnTe BHYMaHMe Ha
NOMOXEHWE OrpaHNYMTeNs Xo4a NOPLUHS).

MoarotoBKa

Mepep Ha4yanOM MHBLEKLMUK CcriefyeT Mea/IeHHO (C NOCTOAHHbLIM
ycunvem) nepemMeLatb NopLUEHb Tak, YTOObI (unnep B BUAe rens
nepemMecTUICA K KOHYMKY FOI0BKW UINbl. ECANM MHbeKUMS
BbINO/IHSETCA 6e3 NepBOHa4YaNbHOr0 MeA/IEHHOrO CTpaBMBaHUSA
BO34yXa, AaBNeHNe MNP BbIMOSHEHNN UHBEKLUW YBEIMYUTCH, U B
nepBbli MOMEHT renb 6yAeT BbIXOAWUTL M3 FONI0BKU UMbl NOA
BbICOKVM [aB/IEHUEM.
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Method of Administration
The correct way to assemble the needle head:

» Figure 1) Hold the Luer-Lock ofthe syringe firmly with the help
ofthe index finger and the thumb.

» Figure 2) grasp the protective cap with the other hand and unscrew
it.

* Figure 3) while holding the Luer-Lock with your thumb and fore-
finger, carefully twist the tip of the needle clockwise with the
other hand on the Luer-Lock until you feel a reverse pressure
(This pressure can be felt at the edge of the second thread).

* Make sure that the end edge of the needle matches the Luer-Lock
threads correctly, and then continue screwing the needle. Over-
tightening of the needle may lead to the Luer-lock moving and
leakage from the syringe during injection.

» Figure 4) keep the syringe in one hand, remove the needle guard
with the other hand according to the figure, and pull your hand in
the opposite direction to expose the needle.

» Figure A) the correct direction of holding the syringe in the hand
should be according to figure A (pay attention to the position of
the backstop).

Priming
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» Before starting the injection, you should move the plunger slowly
(with constant force) so that the gel comes out from the tip ofthe
needle head. Ifthe injection is done without initial slow priming,
the injection pressure will increase and at the first moment, the gel
will come out ofthe needle head with high pressure.

* Each needle can be used only for one injection and immediately
after priming; if the injection is not performed immediately after



Kaxayr uray MoXHO MCrnonb3oBaTh TOMbKO ANS OAHON UHBEKLNMN U
Ccpasy nocne 3anpaBKu; B NPOTUBHOM C/lyyae, re/lb OCTaHeTCS BHYTPY

KaHana Urnbl, 4To YBENNYUT AaB/IEHNE MPU BbINMOMTHEHNUWN NHBEKLNN.

BbinosiHeHne MHBEKLU NN
Mpouesypy VHLEKUMK CNefyeT BbINONHATL B aCENTUYECKMX YCOBUSAX

B cnyuvae, ecnm urna 3acopeHa, NpekpaTuTe OKasblBaTb JaB/leHNe Ha
nopLUeHb. BbINONHWTE 3aMeHy uUrny.

HecobnoaeHne Mep NpefoCTOPOXKHOCTM MOXET MOBPEeLUTb Ury
n/vnn NpUBECTU K YTEYKE B HAKOHEYHUKE JTH03pa Un YBENNYEeHNIO
pUCKa 3aKynopKu COCYA0B U BOCMANMTENbHbIX PeakLuii.

Mocne BBELEHWS WUINbl W Mepes MHbeKUMeN He0OX0AMMO NopLUeHb
NOTAHYTb Ha cebs M yb6eanTbCs, YTO Ur1a He nonana B KPOBEHOCHbI
cocyg.

B cnyyae Heo6bIYHOM NOBGENEHMS KOXM MOCNe UHBEKLUNW cresyeT
MPEKPaTUTb BbIMO/IHEHNE UHBEKLMUN W MPUHATb COOTBETCTBYHOLLME
Mepbl, Takue Kak MaccupoBaHue B 06/1aCTU UHbEKLMW, ANA TOTO,
4TOObI BEPHYTb KOXe 3[0POBbI/i U eCTECTBEHHBIN LBET.

O6beM 1 NPOAO/MKUTENBHOCTb MHBEKLMWN 3aBUCAT OT NOTPebHOCTEN
TKaHW, CTEMEHWN HaMO/IHEHUS TKaHW B MECTe UHBLEKLIMU, a TaKXKe
rNy6VHbI 1 METOZAA BbINMOHEHUSA VHBEKLMW.

KonmuecTBO MHBEKLMIA 3aBUCMT OT 30H KOppeKLmH,
MpeayCMOTPEHHbIX CMELMNanMCTOM.

CnepfyeT n3beratb Upe3MepHOro BBeAeHMs unnepa 41 KOppeKLum
(hopM, MOCKONbKY 3TO MOXET BbI3BaTb TakMe OCNOXHEHMS, Kak
HEKPO3 TKaHei 1 OTek.

[na [oCTVXXeHUs oNTUManbHOM (HOPMbl MOXET NOTPe60oBaTLCS
60nbLUe CeaHCOB MHbEKUMIA. [ina noaaepXaHus opMbl Takxke
MOXeT NoTpeboBaTbCA He3HAUMTENbHAA KOPPeKLUMs (CUMMETPUS 1
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priming, the gel will remain inside the needle channel, which will
increase the injection pressure.

Injection
Injection has to be performed under aseptic condition
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» Ifthe needle is obstructed, do not increase the pressure on the pis-
ton, instead, replace the needle.

» Failure to take these precautionary measures can damage the nee-
dle, and/or result in a leak in the Luer lock or an increase in the
risk of vascular occlusion and inflammatory reactions.

o After inserting the needle and before the injection, it is recom-
mended to aspirate and ensure that the needle is not inserted into a
blood vessel.

* In case of unusual post-injection skin whiteness, the injection
should be stopped and appropriate measures, such as massaging
the area until its return to natural color, should be taken.

» The quantity and duration of injection depend on the tissue re-
guirements, tissue stress at the injection site, and the injection
depth and method.

» The quantity of injection depends on the correction areas intended
by the specialist.

» Excessive injection of filler for overcorrection ofthe shape should
be avoided because an excessive injection can cause such compli-
cations as tissue necrosis and swelling.

* More treatment sessions may be needed to achieve optimal shape.
Minor shape corrections (symmetry and correction of details) or
repeated treatment with Product may also be needed to maintain
the shape.

* It isrecommended to postpone the necessary correction sessions
until the complications are eliminated (at least, a 2-week interval).



KOPpeKLMs OTAeNbHbIX Y4acTKOB) WK MOBTOPHOE BBEAEHME » Massage the treated area after the injection to better distribute the

npenapara. product.

* PekoMeHyeTCa OT/NI0XKMUTb 3annaHMpoBaHHble CeaHCbl KOPPeKLMmn [0
YCTpaHeHUs OCNOXHEHWI (C MMHMMA/IbHbIM UHTEPBAIOM B 2 After the injection, do not apply a cold pack.
Heaenn).

* [MomaccupyitTe 06paboTaHHy0 06/1aCTb NOCEe UHBEKLNN A1
Ayyllero pacnpeeneHns npenapara.

3anpeu_|,eHo HaKnagblBaTb XOJ'IO,EI,HbII?i KOMNpecc nocrie BbIMO/IHEHNA
NHBEKLUNN.

15
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MN3BnedyeHne nmnnaHrara

Explantation
He npumeHumo.

Not applicable.
MHdopmayma 06  ouncTKe, Ae3NHMeKLUU n crtepunusayum Information on cleaning, disinfection and sterilization of a medical

MeAMLMHCKOTo wu3genns (gnsa cTepunmsyemblx unsgenunin), nopsgke device (for sterilized products), the procedure in case of package

JeCTBMII NpW HapylWeHWW CTepunbHON ynakoBKW (ana wu3sgenuid, appears damaged (for sterilize products)
NocTaBAsieMbIX B CTEPUIBHOM BUje)

16
& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Fiorage nocTaBnsetca nosb30BaTeNil0 CTEPUIbHLIM - ANA  OfHOKpaTHOro Fiorage is supplied to the user sterile for single use on a single patient. The
MCNoNb30BaHUA y ofHOro nauueHTa. LUnpuy c renem cTtepunusyetca B syringe with the gel is sterilized in an autoclave using steam sterilization:

aBTOK/1aBe MeTOLOM MapoBOi CTepUIU3aLUN: temperature of operating modes of steam sterilization - 121°C;
Temrnepatypa pabounx pexrMoB NapoBoi ctepunusauuu - 121°C; chamber pressure - 120 kPa (1.2 bar);
faBneHue B kamepe - 120 kMa (1,2 6ap); time - 15 min.

Bpemsa - 15 MuH.

Injection needles are sterilized by radiation by the manufacturer TSK
Wrnbl  Ana  MHbEKUMM NPOCTEPUNN30BaHbl  pagnaunoHHbIM - MeTogoMm  Laboratory, Japan:
npoussogutenem TSK Laboratory ("TCK Jlabopatopu"), AnoHus: sterilizing dose of radiation - 25 kGy;

cTepunnsyroLasa fosa musnydeHuns - 25 klp; The maximum permissible dose of radiation during sterilization is 50 kGy.
MaKCMMa/lbHO JOMnyCcTMMasa 403a UsnydeHusa npu crepununsauum - 50 KIp.

Do not attempt to clean or disinfect Fiorage. The medical device is supplied
He nblTaiiTecb 0UMLATh UM AE3MHULMPOBaTb Fiorage. MeanLMHCKOe sterile and intended for single use. Do not reuse or sterilize Fiorage.
n3genne NocTaBseTCca CTEPUIbHBIM U NpeAHa3Ha4YeHo A4/ 04HOKPAaTHOro
NpUMeHeHNs. He ncnonb3yiite 1 He cTepununsyiite Fiorage NOBTOPHO.

TexHU4Yeckoe 06CcNy>XMBaHue Maintenance

HenpumeHunmo. Not applicable.

OCHOBHble TeXHUYecKNe N PYHKLMOHA/IbHbIE XapaKTePUCTUKM Main technical and functional characteristics
17
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XapakTepuctuka

BapuaHT ncnosiHeHus

BHeluHee Bug rens

bakTepunanbHble SHOOTOKCUHbI
"'ManypoHar HaTpus

NupgokanHa Mmapoxnopug,

MaHHuTON

Cocras 9
6e3B0/HbIi

Boga ana uHbekuuia

1,4-byTtaHgnon

anrnnumaunacgup (6443)

pH

O06beEM HanoHeHUs

Peonorus (8 1rL)

OcmonsapHoCTbL

Cwuna csura nopLuHa

CofepxxaHue rens

MnoTHOCTL pacTeopa
CreneHb HabyxaHus
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Ourngpodocdar kanus

CneyudgurKaLmm reas Ha 0CHOBe rManypoHOBOI KMCNOTbI (rOToBast NPOAYKLMS):

Fiorage S

Mpo3payHblil, 6eCLBETHbIV refb,

6e3 ny3sblpeii
< 0,5 ES/mr
16 mr
3 Mr
35 mr

0,19 mr
fo 1 mn
He 6o0nee 2 4/mMnH

Ot 6,0 go 8,0

He meHee 1mn

G '=130-200 Na
G" =30-70 Ma
TaHreHc genbta = G"/G’
BaskocTb=20-50 Ma.C

250-350 mOcmonb/Kr

<25H

He meHee 60%
1.03-1.05 r/mn
He meHee 120

3HayeHune
Fiorage L

Mpo3payHbli, 6eCLBETHbIN refib, Mpo3payHblii, 6eCLBETHBbIN refb,

6e3 ny3blpeii
< 0,5 EQ/mr
24 mr
3 mr
35 mr

0,19 mr
1o 1 mn

He 6onee 2 4/mMnH

Ot 6,0 go 8,0
He meHee 1 mn
G '=190-280 Ma
G" = 50-100 Ma

TaHreHc genbta = G"/G’
BaskocTb=30-60 NMa.C

250-350 mOcmonb/Kr

<25 H

He meHee 60%
1.03-1.05 r/mn
He meHee 120

Fiorage XL

6e3 ny3blpeii
< 0,5 ES/mr
26 mr
3 wmr
35 mr

0,19 mr
fo 1 mn
He 6onee 2 u/mnH

Ot 6,0 go 8,0

He meHee 1mn

G' =260-350 IMa
G" =70-110Ha
TaHreHc genbta = G'VG’
BsaskocTb=30-60 Ma.C

250-350 mOcmonb/Kr

<25 H

He meHee 60%
1.03-1.05 r/mn
He meHee 120



FO4HOPOAHOCTL COAEPXKMMOTO

3Bnekaemblii 06beM rens B Lwnpuue”

MPOUCXOXAEHNE TanypOHOBOW KICNO

MonekynsipHas Macca rmatypoHata HaTpust

\CteneHb pernkynsaHam

(CteneHb MmoautnKaLmn

1vaKcMaribHOBO3MOXHb, I0BbeMBBeneHMSA3al

PAHY npouenypy

(ObnacTn BBEAEHUA

"ny6yHa BBeAEHUA

(Oxunaaemasi CpeaHss MPOAO/HKUTENBHOCTb

|kocmeTryeckoro agpexta
Mepvog 6uogerpasaHuy
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Ecnn BakTtepunanbHoe

,npovcxoXXeHHe,hepmeHTanHA
i bakTepuamu poga
CTpenToKOKKOB

®@&e” HTanma bakrepuamu poga 1 CTPENTOKOKKOB/MM

A A CTpenToKOKKOB | rTT~ [BbiCOKOMONEKynspHoro 1
i BbICOKOMOMEKY pPHOTO MwuskoMrekynap______ — ----- 1
BbICOKOMONEKYNAPHOr lHnskomonekynap” —_ 5-7%
5-7%
CpefHeMm o, 3a
:C “ umnaHBCcero2mnsa

cpegHeM 0,2 M T™HOe 1Cro/b3oBaHKe.

*[IPUMEHEHNA N BCETO

noeTBEY RN b e, A

\ Mpoueaypy’ terHeni Ty "M H?anbHbIH(
MOBTOPHOE UCHOMIA®A“T™ 1 A3NaHUIMaKCUMasTbUbIV
\ MaKCUManbHbll Mcgggkﬁ/:)j_lo ________ LAY
-FTFT’\’V\"H"Hna,u,Ka, N4 HO,CI,6OPH,U,A ----- —
BCpeAaHHEN yoM
Jepmbl BHHM
A [epmbl nnua et B KPOBBIE NaKeTbl
Jepmy nuua, B ry " ,«nuna

12-18 mecsaues
\0-12 mecsiues 22-23 mecsLeB
6-\0 mecsiLeB 17-18 mecsiLeB

10-12 mecALeB
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Specifications
Product variant

Appearance ofthe gel

Bacterial endotoxins
Sodium hyaluronate
Lidocaine Hydrochloride

Monohydrate
Mannitol
Potassium dihydrogen

phosphate anhydrous
Water for injections
1,4-Butanediol diglycidyl
ether (BDDE)

Composition

pH
Filling volume

Reology (for 1Hz)

Osmolarity
Plunger shear force
Gel content
Solution density
Swelling degree

Content homogeneity

Extractable volume ofthe gel in svringe

Hyaluronic acid origin

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Specifications of gel based on hyaluronic acid (in the finished product):

Fiorage S
Transparent, colorless gel,
no bubbles
< 0,5 EU/mI

16 mg
3 mg
35mg
0,19 mg
upto 1ml
not more than 2 ppm

6.0-8.0
Not less than 1 ml
G '=130-200 Pa
G”=30-70 Pa
Tan delta= G'VG'
Viscosity =20-50 Pa s
250-350 mOsmol/kg
<25N
not less 60%
1.03-1.05 g/ml
not less 120
IfH=10 "AV = not more
than 15
=>1ml

Bacterial origin.

Value
Fiorage L
Transparent, colorless gel,
no bubbles
< 0,5 EU/mI

24 mg

3mg

35 mg
0,19 mg
upto 1ml

not more than 2 ppm

6.0-8.0
Not less than 1 ml
G '=190-280 Pa
G”=50-100 Pa
Tan delta= G’'VG'
Viscosity =30-60 Pa s
250-350 mOsmol/kg
<25 N
not less 60%
1.03-1.05 g/mi
not less 120
IfH=10 AV = not more
than 15
=>1ml
Bacterial origin.

Fiorage XL
Transparent, colorless gel,
no bubbles
< 0,5 EU/mI

26 mg

3 mg

35mg
0,19 mg
up to 1ml

not more than 2 ppm

6.0-8.0
Not less than 1 ml
G' =260-350 Pa
7= 70-110 Pa
Tan delta= G’'VG'
Viscosity =30-60 Pa s
250-350 mOsmol/kg
<25N
not less 60%
1.03-1.05 g/ml
not less 120
If H=10 —AV= not more
than 15
=>1ml
Bacterial origin.

fermentation by bacteria of fermentation by bacteria of fermentation by bacteria of

Streptococcus
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High molecular weight=2 High molecular weight=2 High molecular weight= 2

: . MDa MDa MDa
Molecular weight of Sodium hyaluronate Low molecular weight= 1.5 Low molecular weight= 1.5 Low molecular weight= 1.5
MDa MDa MDa
Degree of Reticulation 5-7 % 5-7 % 5-7 %
Degree of Modification 5-6 % 5-6 % 5-6 %
beginning of use: on beginning of use: on

beginning of use: on average

0.2 ml per injection point beginning of_u§e: on average average 0.2 m.I per injection
0.2 ml per injection point point
and totally 2 ml per and totally 2 ml per and totally 2 ml per
The maximum volume of administration in operation procedure; i y dp . operation yrocedSre'
one procedure repeated use: the same as Operation proce ure; P p ’
initial dose repeated use: the same as  repeated use: the same as
: ) initial dose initial dose
maximum volume: 20mg . ) . .
HA/ kg per year maximum volume: 20mg  maximum volume: 20mg
HA/ kg per year HA/ kg per year
Application points Nasolgblal folq, lips. Nasolgblal folq, lips. Cheekbone area, chin
marionette lines marionette lines agumentation.

into superficial and middle into middle and deep layers in middle and deep layers of
dermis of a face, into lips ofthe dermis of the face the dermis of a face, as well

Implantation depth as in a subcutaneous fatty
tissue, in fatty packets of
facial skin

Expected average cosmetic effect duration 6-10 months 10-12 months 12-18 months

Biodegradation period 10-12 months 17-18 months 22-23 months
OnucaHue NpUHagNeXHoOCTel, MeguLMHCKUX n3gennii nnn nigennii, He Key accessories, medical devices or non-medical devices, to be used in
ABNAOWMXCA MEANLUNHCKNMMN, HO npesycMOTPEHHbIX ana  combination with medical device submitted for registration
MCNoNb30BaHNA B KOMOUHaLWN C 3a9BIEHHBIM MELULUHCKUM U3genmemM
HenpumeHnmo. Not applicable.

CBefleHUA 0 nekapCTBeHHbIX cpeAcTBax BxogAwmx B coctaB Information about the medicines included in the medical device
MeAULNHCKOr0 N3fenns
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B rene copepxutca nmnpokauHa rugpoxnopug  (CAS  6108-05-0,
npomssofctea Swati Spentose Pvt. Ltd.,, WHAMS), (yHKUMA KOTOPOro
3aK/04aeTca B yMeHbLUeHUM 6011 BO BpeMSA ¥ Noc/e npoueaypsbl.

B rene cogepxutca maHHuTon (CAS 69-65-8, nponssogctsa Thermo Fisher
Scientific, CLUA), ®yHKUMA KOTOPOro 3akni4vaeTcs B HeWTpannspumm
CBOGOAHbIX pajMKanos, 3aMedfieHWM pacnafa rvanypoHOBOW KUCNOTbl U
o6ecnevyeHnn NPOAOHKUTENILHOCTY ee AeNCTBUS.

CBe,CI,EHI/IFI 0 MaTepunanax XWBOTHOr0/4eno0Be4YeCcKoro NPONCXOXAEHNA
W3penve He COLEPXWT MaTtepuasnbl >XMBOTHOTO M (MM) YenoBEYEeCKOro
MPOVCXOXAEHNSA.

Ycnosua akcnayartaumm MeguuMHCKOro n3genuns

MeanumHCKoe n3genne ABNSETCA UMNNAHTUPYEMbIM U MpefHasHayeHo A
MCNONb30BaHNA BO BHYTPEHHel cpefie opraHn3ma.

Ycnosud TPaAHCMOPTUPOBKU N XpaHEHNA MeANUNHCKOIO nsgennd
Lunaphil cnegyet XpaHuTb npu Temnepatype oT +2 °C go -b25 °C wu
OTHOCUTENbLHOWN BNaXXHOCTU BO3ayxa He 6onee 60%. bepeyb OT BO3AENCTBUS
MPAMbIX CONHEYHBIX Jly4eid, Bnarn n He JONycKaTb 3amep3aHus.

Lunaphil TpaHcropTypyeTCA BCEMU BMAAMU TPAHCMOPTA B KPbITbIX TPAHCMOPTHbIX
CpeAcTsax B COOTBETCTBMW C TpeGOBaHMAMW W Mpasunami NepeBo3KM pysos,
[EeNCTBYIOLLMX Ha TPAHCMOPTE KaxKAOoro Buaa.

[aHHble w3fenna npefHasHavyeHbl AN TPAHCMOPTMPOBKM B YCNOBUAX
XpaHeHusa. B npouecce nepeBo3KM M3LenvMd  MOryT Mojseprarbcs
KpaTKOBPEMEHHbIM KofiebaHnsM Temnepatypbl, He BAUAIOWUM Ha KX
6e30nacHOCTb 1 3hPEKTUBHOCTD.

CocTaB ynakoBKwu

KomnnekTt noctasku (unnepos Fiorage BKIOYaET:

1 Wnpuy ¢ mmnnaHTatom, o6bemom 1 mn—2 wWr.

2. Wrna 270x1/2" wnn 300x1/2" (B 3aBUCUMOCTM
NCNOSIHEHNS) - 4 LWT.

3. VHCTpyKuMA No npumMeHeHUto - 1 wr.

4.  CTukep Ans OTCAEXMBAHUA NAPTUM MeAULNHCKOro u3genns - 8 Lwr.
Bknagblw 419 BHECEHUSA 3aMETOK - 2 WT. (Npu He06X0AMMOCTK).

Cpok rogHocTu / cpoK akcnayatauum

O>unpaeMblii CPOK FOAHOCTU AaHHOT0O U34eNunsa yKa3aH Ha KaXAoi ynakoBke

OT BapuaHTa
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The gel contains lidocaine hydrochloride (CAS 6108-05-0, manufactured
by Swati Spentose Pvt. Ltd., India), the function of which is to reduce pain
during and after a procedure.

The gel contains mannitol (CAS 69-65-8, manufactured by Thermo Fisher
Scientific, USA), the function of which is to neutralize free radicals, slow
down the breakdown of hyaluronic acid and ensure the duration of its
action.

Information about materials of animal/human origin

The device does not contain materials of animal and (or) human origin.

Operating conditions of the medical device

Medical Device is implantable and intended to be used inthe body's internal
environment.

Storage and transportation conditions

Lunaphil should be stored at temperatures between +2 °C and 25 °C and
at a relative humidity of no more than 60%. Protect from direct sunlight,
moisture and prevent freezing.

Lunaphil is transported by all types of transport in covered vehicles in
accordance with the requirements and rules for the transportation of goods
applicable to each type of transport.

These products are designed to be transported at storage conditions. During
transportation, the products may be affected by short term temperature
variations with no impact on product safety and efficiency.

Package contents

The Fiorage filler package includes:

1 Syringe with implant, volume 1 ml - 2 pcs.

2. Needle 27GxI/2" or 30GxI/2" (depending on the product variant) - 4
pcs.

3. Instructions for use - 1pc.

4. Sticker for tracking a batch of medical device - 8 pcs.

5. Insert for notes - 2 pcs. (if necessary).

Shelf life / Service life
The expected shelf life of this product is indicated on each package and is
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N COCTaBNAET 2 rofa C Aatbl NPOM3BOLCTBA. 2 years from the date of manufacture.
MopAAOK OCYLLeCcTB/IeHUA YTUNN3ALUM N YHNUTOXEHUA MefULMHCKOro The procedure for recycling and disposal of a medical device

n3genus
YTunusunpyiTe ncnonb3oBaHHbIE U3Le/INA B COOTBETCTBUM C 3aKoHaMu Bawell  Dispose of used products in accordance with your country's laws regarding
CTpaHbl M0 YTUAN3ALUN MeAULMHCKNX U3LENNIA. the disposal of medical devices.

B cOOTBETCTBMM C POCCUIACKUM 3aKOHOLATEeNbCTBOM, MOC/e UCMonb3oBaHus In accordance with Russian legislation, after use, syringes and needles
Wnpuubl U Wbl cnefyet TMOMHOCTbIO YTUAM3MPOBATb B Hagnexatem should be completely disposed of in the proper manner provided for the
nopsagke, npefycCMOTPEHHOM Ana yTuauMsauuMyM cpefcts, noTeHumansHo disposal of products potentially contaminated with blood, as class B waste
3arpsA3HeHHbIX KPoBbiO, Kak 0TXoAbl Knaccel b cornacHo CaHlluH 2.1.3684- according to SanPin 2.1.3684-21.

21. In accordance with Russian legislation, products that have expired or are
B coOTBETCTBMM C POCCMICKMM 3aKOHOAATENIbCTBOM, M3genus ¢ uctekwmm unused for any reason must be disposed of as Class A waste in accordance
CPOKOM TOJHOCTW WAM HEWCNO/b30BaHHOE MO0 KakuUM-1Mb60 npuymHam, with SanPin 2.1.3684-21.

Heob6Xo4MMO YTUU3NPOBATb KaK OTXOAbl Knaccbl A cornacHo CadluH

2.1.3684-21.

MepeyeHb cTaHAApPTOB, MPUMEHAEMbIX Mpon3BoAUTENeM MeamumHckoro List of standards applied by the manufacturer of the medical device
nsgenns
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CraHpapt / Standard
PernameHt EC
/Regulation (EU)
2017/745

ISO 9001:2015

ISO 13485:2016

ENISO 10993-1:2024

EN ISO 10993-3:2024

ENISO 10993-5:2024

ENISO 10993-6:2024

ENISO 10993-10:2024

ENISO 10993-11:2024

ENISO 10993-12:2024

HaumeHoBaHue

PernameHT (EC) 2017/745 EBpOneiickoro napnameHTa u
Coseta o1 5 anpens 2017 r. 0 Me4UUNHCKUX N34eNUAX,
BHOCALWMIA nonpasky B AupekTuey 2001/83/EC, PernameHT
(EC) Ne 178/2002 n PernameHT (EC) Ne 1223/2009 u
oTmeHstowmnin Anpektnebl CoBeta 90/385/EEC n 93/42/EEC
(TekcT umeeT OoTHOLLEHME K ED3.)

CucTembl MeHeXXMeHTa KavecTsa. TpeboBaHus

N3penna megmunHckne. CUCTeMbl MeHe)XXMeHTa KayecTsa.
TpeboBaHus ANs Lenei perynnpoBaHus.

OueHKa 61M0/I0rMYecKoro AencTena MeauLMHCKUX U3LeNnia -
Yactb 1 OueHka 1 uccnefosaHmsa B pamkax npotecca
MeHe)KMeHTa prcKa

OueHKa 61M010rM4YecKoro AencTemna MeauLMHCKUX U3LeNnia -
YacTtb 3: ViccnegoBaHma reHOTOKCUYHOCTH, KaHLEPOreHHOCTH
N TOKCUYECKOro AeNCTBUSA Ha PENPOAYKTUBHYHO (DYHKLMIO
WN3penna megmumnHckue. OueHKa 61M010rMyeckoro aencTens
MeAULNHCKMX u3genunii. Yactb 5. MiccnegoBaHns Ha
LMTOTOKCMYHOCTbL: METOAbI in Vitro

OueHKa 6M0I0rMYeCKOro AencTBmna MeguLMHCKUX U3LeNNii -
YacTb 6: ViccnegoBaHMsa MeCTHOrO JeiCTBUSA Nocne
nMnaaHTaymm

OueHKa 6M0/1I0rMYeCKOro AencTBus MeguLMHCKUX U3LeNniA.
YacTb 10. NccnepoBaHua pasgpaxaroLiero n
CEeHCUBUN3NPYIOLLEro AeidCcTBUSA

OueHKa 61M0/I0rMYecKoro AencTens MeanuUMHCKUX U3LENNi -
YacTb 11: VccneaoBaHust 06LLETOKCMYECKOTO JeliCTBMIS
OueHKa 610/10rM4ecKoro AencTemna MegULUHCKNX U3LENNIA.
YacTb 12. MpurotoBneHne nNpob 1 KOHTPO/bHbIe 06pasLbl
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Name

Regulation (EU) 2017/745 ofthe European Parliament
and ofthe Council of 5 April 2017 on medical devices,
amending Directive 2001/83/EC, Regulation (EC) No
178/2002 and Regulation (EC) No 1223/2009 and
repealing Council Directives 90/385/EEC and 93/42/EEC
(Text with EEA relevance.)

Quality management systems. Requirements

Medical devices. Quality management systems.
Requirements for regulatory purposes

Biological evaluation of medical devices. Part L
Evaluation and testing within a risk management process

Biological evaluation of medical devices. Part 3: Tests for
genotoxicity, carcinogenicity and reproductive toxicity

Biological evaluation of medical devices. Part 5: Tests for
in vitro cytotoxicity

Biological evaluation of medical devices. Part 6: Tests for
local effects after implantation

Biological evaluation of medical devices. Part 10: Tests
for skin sensitization

Biological evaluation of medical devices. Part 11: Tests
for systemic toxicity

Biological evaluation of medical devices. Part 12: Sample
preparation and reference materials



ENISO 14155:2020

ISO 14630:2012

ISO 14971:2019

ENISO 15223-1:2021

ISO 7864:2016

ENISO 11607-1:2019

EN ISO 11137-1:2024

ENISO 11137-2:2024

ENISO 11137-3:2017

KnuHnyeckne nccnefoBaHns MeAULMHCKIX U3aenuii ans
nofeit - Hagnexawias KAMHM4Yeckas npakTuka
MMnnaHTaTbl XMPYPruyeckne HeakTuBHble - ObLyme
TpeboBaHuA

N3penus meguumnHckme. NMprUMeHeHWe ynpaBieHus puckamm K

MeLULUUHCKUM W3LeNnsam.

WN3pennsa meanumHckne. CUMBONGI, NPUMeHsieMble Mpn
MapKUpoBaHUM MeANLUHCKUX U3AeNNIA, Ha 3TUKETKaxX U B
COMPOBOAUTENBbHON AOKYMeHTauun. Yactb 1 OCHOBHbIE
TpeboBaHuA

bl NHBEKLMOHHbIE O4HOKPATHOIO NPYMEHEHNA
CTepu/bHbIe

YnakoBKa 415 MeANLMHCKUX U3LeNNiA, NOANeXaLnx
(huHMLWHOW cTepunuzaumm. Yactb 1. TpeboBaHUsA K
marepvianam, CTepUbHbIM 6apbepHbIM CUCTEMaM U
YNaKOBOYHbLIM CUCTEMAM.

CTepununszaumna MegULUHCKOR NpoayKumnn. PagmaunoHHas
cTepunu3saums. Yactb 1 TpeboBaHUS K pa3paboTke,

Ba/MAALMM 1 TEKYLLEMY KOHTPO/IIO MpoLecca CTepunmnaalmm

MeLULNHCKUX U3Lennii

CTepununszaumna MefuLMHCKON NpoayKunn. PagmaunoHHas
cTepunmsayms. YacTtb 2. YCTaHOB/EHWE CTEPUIN3YIOLLEN
L,03bl

CTepununszaumna meauLMHCKON npoaykunn. PagnaymoHHas
cTepunusauma. Yacts 3. PyKoBOACTBO MO BOMpocam
[03UMeTpUn
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Clinical Investigation of medical devices for human
subjects. Good clinical practice
Non-active surgical implants. General requirements

Medical devices. Application of risk management to
medical devices

Medical devices. Symbols to be used with information to
be supplied by the manufacturer. Part 1. General
requirements

Sterile hypodermic needles for single use. Requirements
and test methods

Packaging for terminally sterilized medical devices.

Part 1. Requirements for materials, sterile barrier systems
and packaging systems

Sterilization of health care products. Radiation. Part 1:
Requirements for development, validation and routine
control of a sterilization process for medical devices

Sterilization of health care ’ products Radiation
Part 2: Establishing the sterilization dose

Sterilization of health care products

Radiation

Part 3: Guidance on dosimetric aspects of development,
validation and routine control



EN ISO 17665-1:2024 CTepvnusaumns meauLMHCKON NPoLYKUMW. BnaxHblin nap.
YacTb 1. Tpeb6oBaHus K pa3paboTke, BamgaLmm n TekyLiemy
KOHTPOAIO Npouecca CTepUIN3aLn MeLULMHCKNX U3LENNA.
CTepvnusaumns meauLMHCKUX U3LENNNA.
Mukpoburonornyeckne metogbl. Yacte |. OnpegenexHve
NoNynsUUM MUKPOOPraHW3MOB MO NPOAYKLMN.
CTaHAapTHbIA METO/ UCMNbITAHWUA 418 NAACTUKOBbIX
NPOAYKTOB: AMHAMUYECKME Y MeXaHWYeCK1e CBOMCTBA
PeosiorMm pacnnaBsos

M3penna megmunHckue. Yacte 1 [poekTMpoBaHue
MeLULUHCKNX U3AENNIA C yYeTOM 3KCMNyaTaLluoHHO
NPUroAHOCTH

®apmakonesa CLUA / USP
Ctatbs, Ne / Article, no.
2.2.24

2.3.1

2.2.25

2.2.3

2.4.4

2.2.23, MeTtoga / Method
I

2.2.32

2.6.12

2.6.14

<197K>

<741, Knacc / Class I>
<731>

<61>

<85>

EN ISO 11737-1:2018

ASTM 04440-15:2008

EN 62366:2015

MoHorpagus no rmanypoHoBO KACNOTE HATpUs

MaHHu1TON. MOoHOorpagus

26

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Sterilization of health care products. Moist heat. Part 1:
Requirements for the development, validation and routine
control of a sterilization process for medical devices
Sterilization of health care products. Microbiological
methods. Part 1. Determination of a population of
microorganisms on products

Standard test method for plastics: dynamic mechanical
properties melt rheology

Medical device - Part 1. Application of usability
engineering to medical devices

Sodium Hyaluronate Monograph

Mannitol Monoghraph
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Mepep ncrnonb3oBaHWeM ybeauTech, YTO YCI0BUSA CTEPUILHOCTY BbIMO/HeHbl.  Before use, ensure that sterile conditions are met. Check the packaging for
MpoBepbTe YNakoBKY Ha Hann4ne NoBpexneHui n He ncnonbsyinte Lunaphil damage and do not use Lunaphil if damaged. Check the expiration date on
B Cnyyae o0OHapyxeHus nospexgeHus. [MposepbTe cpok rogHoctu Ha the Lunaphil label and do not use if expired.

aTukeTke Lunaphil v He ncnonb3yiTe, ecM CPOK rOLHOCTU UCTEK. Be sure to check the appearance of the intradermal implant; it should be a
O6s3aTeNbHO NPOBePANTE BHELWHWIA BUL MMMNIaHTaTa BHYTpuAepmansoro, transparent, colorless gel, without bubbles. Ifyou feel that the product does
3TO [JO/MKeH BblTb NPO3payHbliA, 6ecuBeTHbIV refb, 6e3 nysbipeil. B cnyyae, not conform to this description, do not use it and contact Espad Pharmed
€CNN BaM KaXKeTcs, YTO MPOAYKT He COOTBETCTBYeT 3TOMY onucaHuio, To He  Darou Company or its authorized representative in your region/country.
ncnosnb3yiTe ero n obpatutech K Espad Pharmed Darou Company («3cnag,

®apmeg fapy KomnaHuv») nnn ero ynonaHoOMOYeHHOMY npegcTtasuTento B Authorized representative ofthe Manufacturer in the Russian Federation:

BalLLIEM peruvoHe/cTpaHe. Limited Liability Company "SIEM" (LLC "SIEM")
Address:  Russian  Federation, 197342, St. Petersburg, lane.
YNOMHOMOYEHHbIM NpeacTaBUTENb NPON3BOANTENSA Ha TeppuTopun PO: Krasnogvardeisky, 23, lit. F, room 67

OO6LLecTBO € OrpaHUYeHHON OTBETCTBEHHOCTb «CUIM» (OO0 «CNIM>») Tel.: +7(911)216-47-72

Agppec: Poccuiickas Pepepauns, 197342, ropog CaHkt-MeTepbypr, nep. e-mail: i.sardaryan@siemllc.com
KpacHorBapgeickuid, g. 23, nut. XX, nomewy,. 67

Ten.: +7(911)216-47-72

e-mail: i.sardaryan@siemllc.com
PacwundpoBka CMMBOJIOB, NPUMEHSAEMbIX npu MapkupoBke Explanation of symbols used in labelling the medical device
MegULMNHCKOIO U3genuns
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Cumson/ OnucaHune
Symbol

= J MN3rotoBuTeNb

[laTta n3rotosneHus

He wucnonb3oBaTb Npu  MNOBPEXAEHWU  YMAKOBKU
06paTUTLCA K MHCTPYKLMW MO NPUMEHEHNIO
3anpeT Ha NOBTOPHOEe NpUMeHeHue

OCTOpOXHO

> @

N [ 1 LWnpwy
STERLE 1 Crepnnnsaumsa napoMm nam Cyxum Tensiom
Nrna

STERLE R PagnaumoHHas cTepnnmnsayna

He cogep>xnTt natekc

f Xpynkoe, 06pataTbCs 0CTOPOXKHO

TemnepaTypHbIil AranasoH

Koga naptuu
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Description

Manufacturer

Manufacturing date

Do not use with damaged package

Do not re-use

Caution

Syringe
Moist heat sterilization

Needle

Radiation sterilization

Latex free

Fragile, handle with care

Temperature limits

Batch number



Homep no karanory Catalog number

REF
VMcnonb3osatb o Use-by date
He fonyckaTtb BO3/eliCTBUA CO/THEYHOrO CBETa Keep away from sunlight
He gonyckatb BO3A4eNCTBMS Bnarun Keep away from moisture
CepTtugmkauma Inmetro (ceptudpmkauuns urn B bpasunum) Inmetro Certification (Needle Certification in Brazil)
JaTta Bbinycka uam rnepecMoTpa UHCTPYKLUNN Date of issue or revision of instructions
05.05.2024 05.05.2024
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MepeBoa 4AaHHOTO TeKCTa cenaH MHOI, nepeBofjunkKom CaBanbCKUM Cepreem ANeKceeBuUEeM.

Poccunitckaa depepaymsa
MNopoa MockBa
Tpuauatb NepBoro mMas ABe ThbiCAYM ABafLAaTb YeTBEPTOro roga

A, KOpakosa [unaHa LLleBKeTOBHa, HOEMEHHO WCMOMHAIOLWAA 00643aHHOCTM HOTapuyca
ropoga MockBbl Kopcuk Mapuu Anekcab™OBHbl, CBUAETENLCTBYH MNOAMMHHOCTL MOAMUCK
nepesofunka CaBanbckoro Cepres Anekc  iiva.
Moanuck chenaHa B MOEM MPUCYTCTBUE
JInyHoCTb NognucaBWwero 4OKYMeHTAT e”fieHa. . g
3aperucra|r6lWTar|?|?(3 pe: Ne 1721b w/77-2024-~ D g | (Y
ynnauve”to3a cepnleiineotapiafbHu igeicteusa; 400 py6. 00 kon.

A.W. KOpakosa

Bcero npo®
NPOHYM
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