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HavmeHoBaHMe MeULMHCKOTIO 1U3aenus

VimnnaHTaT BHyTpUepMasibHbli Ha OCHOBE ManypoHOBOM KUCNOTbI
Lunaphil DERMAL FILLER® c nugokanHom, B BapuaHTax
NCMO/THEHUSA:

MimMnnaHTaT BHYTpUaepMasbHbll/i Ha OCHOBE raslypoHOBOVA

kucnotbl 24 mr/mn Lunaphil DERMAL FILLER® Ultra ¢c nngokanHom

B COCTaBe:

1. Wnpwuy c nmnnaHtatom, o6bemMom 1 mn - 2 Wr.

2. Nrna27GX1/2"-4 wr.

3. VIHCTpyKUMA N0 NPUMEHEHUIO - 1 WT.

4. CTuKep 415 OTC/IeXXUBAHMA NapTUN MeAULVUHCKOrO U3genus - 8 LWr.
5. Bknafbllw A5 BHECEHWSA 3aMETOK - 2 WT. (MpKM HEO6XO04MMOCTHK).

MimnnaHTaT BHYTpUaepMasbHbll/i Ha OCHOBE raslypoHOBOIA

kucnotbl 15 mr/mn Lunaphil DERMAL FILLER® VOLLIP ¢
NN0KanHoOM B COCTaBe:

1.

gA W

LW npuy ¢ umnnaHTaTom, 06beMoM 1 ma - 2 wWrT.

Wrna 300x1/2"-4 wr.

WHCTPYKLUMA NO NPUMeHEHUIo - 1 wWrT.

CTukep Ana oTCAeXUBaHUA NapTUnM MeULUHCKOro u3genms - 8 wr.
Bknagbllw Ana BHECEHWS 3aMeTOK - 2 WT. (Npy Heo6X0ANMOCTH).
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Name of the medical device
Intradermal implant based on hyaluronic acid Lunaphil DERMAL
FILLER® with lidocaine, product variants:

I. Intradermal implant based on hyaluronic acid 24 mg/ml Lunaphil
DERMAL FILLER® Ultra with lidocaine containing:

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

2. Needle 270x1/2" - 4 pcs.

3. Instructions for use - 1pc.

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

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

Il. Intradermal implant based on hyaluronic acid 15 mg/ml Lunaphil
DERMAL FILLER® VOLLIP with lidocaine containing:

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

2. Needle 300x1/2" - 4 pcs.

3. Instructions for use - 1pc.

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

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



1. MmnnaHTaT BHYTpUaepMasbHbIA HA OCHOBE FManlypoHOBOIA I11. Intradermal implant based on hyaluronic acid 20 mg/ml Lunaphil

kucnotbl 20 mr/mn Lunaphil DERMAL FILLER® VOLUME ¢ DERMAL FILLER® VOLUME with lidocaine containing:
NNAOKanHOM B COCTaBe: 1. Syringe with implant, volume 1 ml - 2 pcs.

1 Wnpuy ¢ umnnaHTatom, o6bemom 1ma - 2 wWr. 2. Needle 270x1/2" - 4 pcs.

2. Nrna 27Gx 1/2" - 4 wr. 3. Instructions for use - 1pc.

3. VIHCTpyKLMA MO NPUMEHEeHNI0 - 1 wWT. 4. Sticker for tracking a batch of medical device - 8 pcs.

4. CTuWKep ANS OTCNEXMBAHMA NapTUXA MeAULMHCKOrO n3fgenms - 8 wr. 5. Insert for making notes - 2 pcs. (if necessary).

5. Bknagblw Ans BHECEHMA 3aMeTOK - 2 LWT. (NpnM HEO6XO0AUMOCTH). IV. Intradermal implant based on hyaluronic acid 17.5 mg/ml

AV MmnnaHTaT BHYTpUaepMasbHblA HA OCHOBE rManypoHOBOM Lunaphil DERMAL FILLER® VOLIFY with lidocaine containing:
kucnotobl 17,5 mr/mn Lunaphil DERMAL FILLER® VOLIFY c 1. Syringe with implant, volume 1 ml - 2 pcs.

NN0KaMHOM B COCTaBe: 2. Needle 300x1/2"-4 pcs.

1 Wnpuy c nmnnaHTatom, 06bemMom 1 ma - 2 wr. 3. Instructions for use - 1pc.

2. Nrna 300x1/2"-4 wr. 4. Sticker for tracking a batch of medical device - 8 pcs.

3. VHCTpPYKUMS No NpUMEHEHUto - 1 wrT. 5. Insert for making notes - 2 pcs. (if necessary).

4. CTukep ANs OTCNEXMBAHWUA NapTUM MeSULMHCKOrO n3genns - 8 wr.

5. Bknagblw Ans BHeCEHWs 3aMeTOK - 2 WT. (Npn HEo6XoANMOCTN). Further in the text “Lunaphil”, “Lunaphil Ultra”, “Lunaphil VOLUME”,

“Lunaphil VOLIFY”, “Lunaphil VOLLIP”, “implant”, “medical product”.
[Janee no TekcTy «Lunaphil», «Lunaphil Ultra», «Lunaphil VOLUME», «Lunaphil
VOLIFY», «Lunaphil VOLLIP», «uMnnaHTaT», «MegULUHCKOE U3Lenues.

Ha3HayeHue MeANLMUHCKOTO M3aenns Intended use of the medical device

Lunaphil npegHasHayeH Ans 06beMHOW KOPPEKLUM KOXW Nnla, 3anosniHeHns  Lunaphil is intended for volumetric correction of the face skin, filling
MOPLLMH, NOBEPXHOCTHbIX 60P034, FNy60KMX BNaAUH 1 3a/I0MOB Ha KOXe wrinkles, superficial furrows, deep depressions and creases in the skin.
MokasaHus Indications
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Lunaphil - cemeiicTBO gepManbHbIX (DUNEPOB Ha OCHOBE TManypoHOBOWA
KUCNOTbI, MpPefHa3HAYeHHbIX ANA 3CTETUYECKOW KOPPEKLUU Lenoro psga
BO3PaCTHbIX M3MEHEHWU U [etheKTOB KOXW nuula y B3pOC/AbIX Nwofeli B
BO3pacTe OT 22 neT W CcTaplle C COOTBETCTBYHOLMMW aHATOMUYECKUMMU
0COOEHHOCTAMU U PeaIMCTUYHBIMW OXULAHNAMU;

1.Lunaphil Vollip - WHBEKUWOHHbLIA WMMNAAHTaT, WCNONb3YeMbliA AnAa
3aMno/IHEHUA MENKMX U TOHKUX MOPLLUHOK M BNaAUH KOXW CPefHero pasmepa,
BbI3BaHHbIX TAKUMMW COCTOSHUAMMU, KaK NPexAeBpeMeHHOe CTapeHue.
2.Lunaphil Volify - WHBbEKUMOHHLIA WMNAAHTAT, WCNOMb3yeMbI Afs
3ano/IHEHNA rNYBOKUX CKNAafoK KOXW, BbI3BaHHbIX TAKUMU COCTOSHUAMMU, KakK
npexeBpeMeHHOe CTapeHue.

3. Lunaphil Volume - WHBLEKLUWOHHBLIA WMMNAHTAT,
BOCCTAHOBJ/IEHUS KOHTYpa nuua.

4.Lunaphil Ultra - WHBEKUWOHHbLIA MMMAAHTAT, WCNONb3YeEMbIA Ans
3anofiHeHnsa rNyO0KMX BMafWH KOXMW C MOMOLLbIO TNYyO60KMX WHbEKLMWIA B
JepMy, a TaKxe 413 yBefIMyeHns ryb v BOCNOJIHEHMA HefJocTaloLero obbema
CKy.
MpoTMBONOKa3aHUA

MpumeHeHne nsgennii Lunaphil npoTMBONOKa3aHO B CAeYIOW KX CyYanX:

* Hanuuue 30H ¢ BOCNaneHHON n/mnun geopmMnUpoBaHHO KOXei (Hanpumep,
runepTpoduryeckme pybubl, yrpeeas Cbifb, repnec u 1. 4.).

* IHbeKUMN NpOTMBOMNOKAa3aHbl B CAy4Yae BbIP@XKEHHON BOCNANNTENbHOW
peakuuMn MoOcne fa3epHoli  Tepanuum UM FAy60KOT0  XMMWUYECKUM
OTLIEeNyLINBaHNSA.

* Hannume y nmaumeHTa B aHaMHe3e aj/iepruyeckoii peakuuum Ha OfWH ©3
KOMMOHEHTOB M3JeNus.

* Hanuume y nauueHTa B aHaMHe3e 4YyBCTBUTE/IbHOCTM K TvanypoHOBOIA
KMUcnoTe n/unun 6enkam rpaMnonoXuTenbHbIX 6aKkTepuin (CTPENTOKOKKOB).

* Hanuune y nauuveHTa B aHaMHe3e afnepruyeckoi peakuuu Ha NnLOKauH
WM MeCTHbI aHeCTeTUK U3 aMUHbIX COeMHEHUI.

* Hanuuue y naymeHTa nopmpun.

e VIHbEKUMM NPOTMBOMOKA3aHbI
YKEHLLMHAM,

e VIHbeKUMM NPOTMBOMNOKA3aHbl AETSAM.

Mcnonb3yemblii - ansa

GepeMeHHbIM 1 KOPMAWUM  TFPYAblO
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Lunaphil is a family of injectable hyaluronic acid dermal fillers intended for
the correction ofa range of facial aesthetic concerns in adults aged 22 years
and above with appropriate anatomical features and realistic expectations:

1. Lunaphil Vollip is an injectable implant used for the treatment ofany fine
lines and medium-sized skin depressions due to conditions such as premature
aging.

2. Lunaphil Volify is an injectable implant used for the treatment ofany deep
skin depressions due to conditions such as premature aging.

3. Lunaphil Volume is an injectable implant used to restore volume of the
face.

4. Lunaphil Ultra is an injectable implant used for filling any deep
depressions of the skin via deep dermis injection, as well as for lip
enhancement and cheekbone augmentation.

Contraindications

Lunaphil 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 of a
significant inflammatory reaction, it is recommended to avoid injection of
the product.

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

 Patients with porphyria.

» Pregnant or lactating women.

» Children.



Mepbl NpesocTOPOXKHOCTHU Precautions
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1 Lunaphil He npegHasHayeH Ans BBeAEHMS B pa3niMyHble 061acTu rpyau
(yBenuueHue rpyan).

2. Kak npaBuno, WHGeKuMs SBNAETCA pPacnpoCTpPaHEHHbLIM OCNOXHEHWEM
nocne  WHbEKLWMW  MEAULMHCKOro  npenapata.  Takum  o6pasom,
pekoMeHayeTcs co6n0aaTh CTaHAapTHbIE Mepbl NPefOCTOPOXHOCTMU.

3. Cnepyet n3beratb MHBLEKUUU B 0611aCTU C YCTAHOBAEHHBIM MOCTOAHHbLIM
UMMNaHTaTOM.

4. KnuHnyeckas 3()(eKTUBHOCTb WM MNEPEeHOCUMOCTb WHbEKUWUIA Un3genunia

Lunaphil  wumeloT  HeonpegeneHHbll  XapakTep Yy  MNayMeHTOB €
UMMyHOZe(MUMTOM B aHaMHe3e WAM Yy NauMeHToB, MNPUHUMALWNX
UMMyHogenpeccaHTbl. Crneunannuctbl AO/MKHbI  MNPUHUMATb peLleHne o

npoBeAeHNN MpoLeaypbl B KaXKAOM KOHKPETHOM C/lyyae B 3aBMCMMOCTU OT
XapakTepa 3a60neBaHWUA W COMYTCTBYIOLEro fieyeHns. Takxe Heobxoanmo
obecneunTb TWaTeNbHOE HabMOAEHWe 3a NauneHTamMu. B yacTHOCTU, Takum
nauueHTaM  npefgnaraldT  NPOATM  MEPBUYHBLIA  KOXHbIA  TecT  Ha
annepruyeckyto peakuuMilo U 0TKasaTbCA OT WHBEKUUIA npu MOSBAEHUU
NMPU3HAKOB annepruyeckoin peakuuu. He cnefyeT BbIMOMHATb WUHBLEKLMM
nayuMeHTam c NMporpeccupyoL M ayTOMMMYHHbBIM 3a60/1eBaHUEM.

5. KnuHunueckasa 3ppeKTUBHOCTb M MEPEHOCUMOCTb MHBEKLUIA npenapaToB
nsgenuin  Lunaphil wumeloT HeonpeAeneHHblA XapakTep Yy MauWeHTOB C
TSKENON YyBCTBUTENbHOCTbIHO (annepruein) w/vnm  aHamnakTUYECKUM
IIOKOM B aHamHe3e. Creunanuctbl [OMKHbI NPUHUMATbL pPeLleHne o
npoBeAeHNN MpoLeaypbl B KaXKAOM KOHKPETHOM Ciyyae B 3aBUCUMMOCTU OT
XapakTepa 3abofieBaHNsA M COMYTCTBYHOLEr0 fedveHus. Takke Heob6X04MMO
obecneynTb TWaTeNbHOE HabMAeHWe 3a NauneHTamMmu. B yacTHOCTW, TakuM
nauueHTaM  npegnaral0oT NPOMTM  MEPBUYHBLIA  KOXHbIA  TecT  Ha
annepruyeckyro peakuuio u/uam npoduaakTuyeckme MeponpuaTus nepej
NHbeKUMe. He cneayeT BbIMONHATL MHbEKUUN nM3denunii Lunaphil nauneHtam
C aHahMNaKTUYECKNM LLLOKOM B aHaMHese.

6. PVCK BO3HMKHOBEHUSA HEXeNaTe/bHbIX AB/EHNA BO3pacTaeT B Cyyae, eciu
y NauneHTOB UMEETCH BbICOKAas NPeLpacnofioXeHHOCTb K afineprum, KOXHbIM
3a60/1eBaHNAM, HapyLeHusam remocrasa nam BOCMA/IMTE/bHbIM
3a60/1€BaHNAM, WM B Cly4vae HecoOMOAEHUM Mep MPefoCTOPOXHOCTU Mpu
BbIMO/IHEHUW NPOLESYPbI.
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1. Lunaphi is not intended to be injected into different breast areas (breast
augmentation).

2. As a general principle, the infection is a prevalent complication of medical
substance injection. It is thus recommended to observe standard precautions.
3. Avoid injection into areas with a permanent implant.

4. Clinical efficiency and tolerability of Lunaphil 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 of the disease and associated treatment. They should also ensure
accurate 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 Lunaphil 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
monitoring of patients. In particular, it is recommended that these patients
undergo initial skin allergy tests and/or preventative measures before
injection. Lunaphil injection is not recommended for patients with
anaphylactic shock.

6. In patients who are highly susceptible to allergies, skin diseases,
hemostasis 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 injection.
The injection of Lunaphil is not recommended for patients with acute
rheumatic fever with heart complications.

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

9. Evidence has shown that hyaluronic acid is incompatible with quaternary
ammonium salts, such as benzalkonium chloride. Do not put Lunaphil in



7. MauneHTbl  CO  CTPENTOKOKKOBBIMW  WHMEKLMAMU B aHaMHese
(peumamnBupyloWwas aHrMHa U ocTpas peBMaTMyeckas nuxopafka) LOSKHbI
NPONTU KOXHble TecTbl Ha aNnepruyeckyrd peakuuto nepen no6on
UHbeKumen. MHbvekuma Lunaphil He pekoMeHAOBaHbI NaluMeHTam C OCTPOM

peBMaTM4YeCcKO NUXOpagKoOW C Nokanusauuein npouecca B CepAeUHO-
COCYAMUCTON cucTeMe.

8. MaymneHThl, npUuHMMatoLLne aHTUKOArynsHTbl nnu CpeacTBa,
pa3Xuxatrouwme KpoBb  (BapdapuH,  aueTUACanMUUNOBYK  KUCMOTY,

HecTepouiHble MPOTMBOBOCMNANUTENbHbIE MpenapaTbl, 06ble BeLlecTBa,
cnocobeTBytoliMe 06pa3oBaHUD TPOMOOB, TakKMe KaK pacTUTe/bHble
fo6aBKW, cofepXalime YeCHOK WAM afMaHTym W T. A.), AO/DKHbI ObITb
npesynpexaeHbl 0 pUckax BOSHUKHOBEHWSA KPOBOTEUEHUA Y TEMATOMBI.

9. [oka3aHo, 4TO TruanypoHoBas KucnoTa HeCOBMecTMMa C CONSAMM
YeTBEPTUYHOrO aMMOHUA, TakKUMKU Kak OGeH3ankoHus xnopug. Cnegyet
n3beratb KOHTaKTa u3genunini Lunaphil ¢ 3Tumu BewecTBamMn Wan
XUPYPruyecKMMu MefULUHCKUMU MHCTPYMEHTaAMU, 06paboTaHHbIMU TaKUMU
0e3UHULUPYIOLW MU CpeacTBaMu.

10. OTCYTCTBYHOT M3BECTHbIE AaHHble 0 6€30MacHOCTM MHbLEKLWIF B 06beme
6onee 20 mn Ha 60 Kr maccbl Tena B rog,.

11. B cBA3M C TeM, 4TO B cocTaBe usgenunii Lunaphil cogep>xntca nmaokauH,
He pEKOMEeHAYeTCA BbIMOMHATL WHBEKUUW MauueHTam, NPUHUMAKOLW UM
npenapatbl, CHMKaKoWMe nan NHIMbunpyolwmne meTabonn3m B NeveHu.

12. B cBfi3n C TeM, 4TO B cocTaBe n3gennit Lunaphil cogepXunTtca nnaokanH,
cnepyet ¢ 0co60i OCTOPOXHOCTbIO BbIMOMHATL MHBEKLUN Y MAaLWEHTOB C
CMMNTOMaMu cepAeyHbiX 3a60neBaHuA.

13. Cnepyet BO3fepXXaTbCA OT HaHECEHWS MaKusXa B TedeHWe 12 4yacoB
nocne MHbLEKLUN.

14. CnepyeT u3beraTb NpebdbiBaHMA Ha COJHLE, YNbTPahNONETOBbIX NyYei,
HU3KUX TeMnepaTyp, NoeeLeHns eayHbl U 6aHN B TeUeHUe BYX Heaesb
nocne MHbLEKLMUN.

15. TMaymeHTaM PEKOMeHAYeTCs WMCMOMb30BaTh COJIHLE3AWMNTHbIA Kpem ¢
BbICOKOI CTeMeHbH 3aluTbl B TeUEHME ABYX Hefenb Moc/e UHbEKLUN.

16. B cnyuae, ecnv y nauueHTa B aHaMHe3e repnec, noBbILWAETCH PUCK TOrO,
4TO NPOKOJ UT/I0 CNPOBOLMPYET HOBbIN 3NW304 repreca.
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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 Lunaphil, this product is not
recommended for patients taking liver metabolism-reducing or inhibiting
drugs.

12. Due to its lidocaine content, Lunaphil 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 of herpes, there is a risk
that the needle puncture 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
transient paresthesia.

20. It isrecommended not to mix Lunaphil with another product.

21. Use only the needles supplied in the package in order to inject Lunaphil.
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. Lunaphil 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
containers according to local environmental regulations.

28. Lunaphil contains the active ingredient lidocaine hydrochloride which
can be falsely positive in some tests (such as anti-doping controls).

29. Carefully check the expiration date.



17. PexomeHfyeTca  BBOAUTb MpenapaT MefjeHHo BO  u3bexxaHue 30. Do not use cloudy and fragmented products.

Ype3MepHOIn KOPPEKLINN. 31. Do not use the syringe more than once. The product may no longer be
18. CnepyeT nsberatb MHbEKLMWIA B KPOBEHOCHbIE COCY/bI. sterile if reused.

19. Cnepyert unsberatb MHbEKLMI B HEPBHbIE CrneTeHus; noboe cnyyaiHoe 32. Do not re-sterilize the syringe.

NOBpPEeXAeHNE HEPBA MOXXET Bbl3BaTb BPEMEHHYIO NapecTesunto. 33. Place the used syringes in a disposal container. Repeat the instructions
20. 3anpelieHo 04HOBpPEMEHHOE MUCnonb3oBaHue ngenus Lunaphil for other syringes.

COBMECTHO C APYTMMUW aHaNOrMUYHbIMU U3AEeNUAMUN. 34. Do not try to fix a bent needle, instead, replace it with a new one. 35.
21. [nsa sBefeHua nsgennii Lunaphil cnegyet ncnonsb3osats TONbKO Te urnbl,  Lunaphil gel should be used before the expiration date printed on the
KOTOpble BXOAAT B KOMM/IEKT MOCTaBKMU. package.

22. TpekpaTuTe WHBEKLUUIO W U3BNEKUTE UTNY B cnyyae ycuneHusa 6onm Bo  36. Inject immediately after opening.

BPEMS MHBEKLNN. 37. The filler should only be used on one patient to avoid any cross-

23. 3anpelieHo UCnosb30BaTh M3fenne B Clyvyae HapyleHus LesoCTHOCTM  contamination.
ynakoBky (NOBpeXAeHuWe Wnpuua, ynakoBku ¢ npenaparom).

24. BbINoNHANTE NHBEKLUM Cpa3y Noc/e BCKPbITUA YNaKoBKU.

25. WN3penuna Lunaphil npegHasHayeHbl 418 04HOPA30BOr0 MCMOJb30BAHMA.
3anpewieHo ucnonb3oBaTh U3fenne MOBTOPHO. Bo wu3bexaHwe pucka
NepeKpPecTHOro 3apaXeHus cnejyeT UCMNONb30BaTh KaXAblW LINPUL, TONbKO
LNA O4HOTO MaumeHTa.

26. 3anpelieHo npoBOAWTL MOBTOPHYIO CTEPUIM3ALMIO WU3Lennsa nocne
BCKPbITUA YMNAKOBKMW, faXe B CAyyae, ecnum usgenne He NpuUMeHANU ans
BbIMO/THEHUA NUHBEKLNIA.

27. MMocne npoBeAeHUA WHBEKUUW MOMECTUTE WCMONb30BAHHbLIE WUl/bl U
WNpuLbl B cneuuanbHble KOHTEMHEepbl W YTUAU3UPYWATE B COOTBETCTBUU C
MECTHbIMW CaHUTAPHLIMW HOPMaMK 0BpaLLleHNs C MeAULUHCKUMM OTXO4aMMU.
28. W3pgenusa Lunaphil cogepXaT aKTUBHbIA WHIPeLUEHT NUOKauHa
FMAPOXIOPUS, KOTOPbIA MOXET ObITb ONpefe/ieH Kak N0XHOMON0XKMNTE/NbHbIA
B HEKOTOpPbIX TecTax (Hanpumep, Npy aHTUAONUHIOBOM KOHTPOSE).

29. BHuMaTe/NbHO NpoBepsATe CPOK FOAHOCTU U3LeNns.

30. 3anpeleHo MNpUMEHATb M3fenue B Cnyyvae OOHapyXeHWs MYTHbIX U
(hparMeHTMPOBAHHbIX YaCTULL.

31. 3anpelieHo McnonbL30BaTh Wnpuy 6onee ogHOro pasa. MNpu NOBTOPHOM
MCNONb30BaHUM U3fefine yTpaumBaeT CTEPUSIbHOCTb.

32. 3anpeLyeHo BbIMOJIHATL NMOBTOPHYIO CTEPUIM3ALUIO LWINPULA.

33. MMomecTuTe MCMOMb30BAHHLIA LINPUL B KOHTEHep ANa yTuamnsauuu.
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MoBTOpUTE YTWAM3ALMIO  OCTafibHbIX  LWIMNPULEB B COOTBETCTBMM C

NHCTPYKLUUAMMN.

34. He nbiTaiiTeCb BbINPAMUTbL MOTHYTYH WY, 3aMEHUTE HEUCMPaBHYHO

UFy Ha HOBYIO.

35. W3genna Lunaphil cnegyetr wucnonb3oBatb [0 MWCTEYEHMA CpOKa

rOAHOCTU, YKa3aHHOr0 Ha YMaKoBKe.

36. VIHbekuuMmn cnepyeT BbINOAHATL Cpa3y MOCe BCKPbITUS YNaKOBKM.

37. W3penus Lunaphil cnegyet ncnonb3oBatb TONbKO 4719 OAHOr0 NauueHTa,

yTOObI M36eXaTb MEePEeKPECTHOrO 3apaXKeHus.

HecoBmecTuMOCTb Incompatibility

[aHHble MOKa3bIBalOT, YTO rManypoHOBas KMCN0Ta HECOBMECTUMA C consiMu  Evidences show that hyaluronic acid is incompatible with quaternary
YeTBEPTUYHOIO  aMMOHMSl,  TaKUMMU Kak  6eHsankoHma  xnopua. ammonium salts such as benzalkonium chloride. Therefore, Lunaphil should
CneposatensHo, Lunaphil Hukorga He [o/KeH KOHTaKTMpoBaTb C 3TUMU never come into contact with these substances or with medical/surgical
BELLeCTBAMU MU C MELULUHCKUMU/XMPYPIrUYECKUMM WMHCTPYMeHTamMu, instruments that have come into contact with these substances and

KOTOPble KOHTAKTUPOBANMN C 3TUMUW BELLLECTBAMU W COEAUHEHUAMMU. compounds.

Ha faHHbIi MOMEHT He YCTaHOB/IEHO B3aMMOJeNCcTBME [aHHOT0 MpoAyKTa ¢ At the moment, the interaction ofthis device with other local anesthetics has
OPYTUMMW MECTHBIMU aHECTETUKaMMU. not been established.

B03MOXKHbIe 0CIOXKHEHMS U NOBOYHbIE 3 EKTbI Possible complications and side effects
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MexaHnyeckoe BO3fLeACTBME UIMIbl  MOXET BbI3BaTb HE3HAYUTE/IbHOE
KpOBOTEYEeHME W KpoBOU3NMAHME. [lanynbl B MecTe WHbEKUUM OObIYHO
3aXMBAKOT B TeUEHNE HECKO/IbKUX YacoB, 0HAKO, BPEMS 32XKWUB/IEHNS 3aBUCUT
KaK OT WHAMBUAYaANbHbIX XapaKTepPUCTUK KaXoro mnauueHTa (TONLWMHA
KOXHbIX MOKPOBOB; COCTOSIHME KOXW; MOP(POCTPYKTYpPHble OCOBEHHOCTU
obnactv, nogBepratoleica  MaHUNynsuuu), TaKk U OT  TEXHUKU
MHUIbTPauunM. B cBA3WM C 3TUM Manmynbl MOTyT OCTaBaTbCA BUAMMbIMU B
TeYeHNe HeCKONbKUX [HeN.

B peakmx cnyyasx B o06pabaTbiBaeMoil 06n1acTM  MOryT BO3HWKaTb
BOCManuTeNlbHble peakuun pasnnyHbiX BUAOB, 060WMe A1 BCeX TWUMOB
MHBLEKUWIA, TakKMe Kak OTEK, 3puTema, OlylleHWe >kapa, 3yga wuau 6onu.
BO3MOXHO  OHeMeHWe, OlYLleHWe WHOPOLHOrO0  Tena, WU3MEeHeHwue
NUIrMEeHTaLNM, U3MEHEeHMe penbeda KOXK, NosiBeHne radanres3nu, rooBHONM
601, WenyLweHne WM OLLYLLEHNE CYXOCTM KOXM, CMELLeHMe MMMNiaHTaTa.
Ons  yMeHblUeHMA MpOABNEHUS BOCNaNWUTe/bHbIX MO060YHbIX 3((PEKTOB
nNpunoXuts néa Ha 06n1acTb, MOABEPXKEHHYK MaHunynauuu. [pu
COXPaHEeHNW CUMMTOMOB 06paTMTLCA K Bpauy.

B kpaiiHe peakmx cnydyasx cpasy nocse UHbeKuum (Uim B TeueHne 2-6 Hefenb
nocne MaHUNynsaLmumn) BO3MOXHO nosiB/ieHne NHUIbLTpaTa,
COMPOBOXJaKoLLIeecs 3puUTeMOiA, 60Mbl0 NpWM MNanbnayumn, YNAOTHEHWEM
TKaHell W oTékamu. Bo wusbexaHue pasBUTUA MHGEKLMOHHOIO npoLecca
Heobxo4MMO 06paTuTbCa K Bpady. MNepen nNpoBefeHWEM MOBTOPHOrO Kypca
MHBEKUWNIA B Cnyyae MNOSBAEHUS WHPUAbBTPATOB MPOKOHCYNbTUPOBATLCA C
Bpayom.

B nuTepaType onucaHbl CO06LEHMSA O CAyYasix BO3HUKHOBEHUS amMboOIUn U
Hekpo3a KOXWU, abcueccoB, rpaHyfneMm, yxyfleHWUs 3peHus, 060CTpeHUax
reprneca, LepebpoBacKyAPHbIX HAPYLIEHUA U 06 anneprmyeckmx peakumnsax
HemMe4/IeHHOr0 WU 3aMeffieHHOro Tuha nocine MHbLEKUUU; Heob6Xogumo
TaKXe Y4YnUTbIBaTb BOSMOXHbIA PUCK Pa3BUTWSA TaKUX MOOGOUYHbIX 3(h(HEKTOB.
CBefieHVs 0 npoussoguTene
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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 ofthe skin; skin condition; morphostructural features
ofthe 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 ofa 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 of an 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
changes, skin relief changes, visual deterioration, exacerbations of herpes,
cerebrovascular injuries and allergic reactions of an immediate or delayed
type after injection of the implanted gels, it is necessary to take into account
the possible risk of such side effects also.

Information about manufacturer
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NmnnaHTaT BHYTpMAEpPMasnbHbii Ha OCHOBE TMaNypOHOBON  KWUCNOTHI
Lunaphil DERMAL FILLER® ¢ nngokanHOM B BapMaHTaxX MCMOSIHEHUSA - 3TO
MeLWLMHCKOe u3denue B BUAE CTEPWIbHOTO MPO3payHOro 6GecuBeTHOro
BSI3KOr0 M30TOHWMYHOIO anuMporeHHoro pacTeopa (rMgporens) pasnyHbIX
KOHUEHTpauuin o6bEMOM 1 M, MOMELLEHHOr0 B OAHOPAa30Bble LUMPULbI.
MmnnaHTaT cTepunbHbIA NpeacTaBnsieT co60li BOAHbIA pacTBOP HaTPWEBOW
COMN TMaNypPOHOBON KNCNOThI. ManypoHOBas KUCN0Ta ABAAETCA NPOAYKTOM
thepmeHTauuu 6aktepusimm Streptococcus. Aurnumumaunosbslin agup 1,4-
6ytaHguona (Arob4A/BDDE) wucnonb3yeTca B KayecTBe MepeKpPecTHO-
CLUMBAOLLEr0 areHTa Aas NOoay4YeHUs MepeKpPecTHO-CLUMTON rnanypoHOBO
KUCNOTbl. M3genne KOMMAEKTYeTCA CTEPU/IbHbIMU UTaMu, CTUKepaMu Ans
OTCNEXWBAHUS NapTUU, BKAaAbIWAaMK A4/19 BHECEHUS 3aMeTOK 1 MHCTPYKL e
Nno NPUMEHEHMNIO (CM. fanee KOMMAEKT MOCTaBKM).

He cofepXuT npousBoAHble KNeTOK W TKaHeil u4enoBeka.
pagvaunoHHbIX Y 3NEKTPOMarHUTHbIX CBOMCTB.

He wnmeet

Ha3HayeHMe KOMMNOHEHTA
yBeNMUyeHne TKaHeBOro 06bEMa,
MOrNOLEHNE U YAEPXKMBaHMe
MOJIEKY/T BOAbI, YBMNKHEHNE,
MOBbILLEHWE TYPropa Koxwu
YMEHbLUAET 60/1eBbIe OLLYLLEHMS MpU
MMnaaHTauuy (aHecTeTuk)
BythepHbIii areHT

KOMMOHEHT

["ManypoHar HaTpus

JlnpgokarHa rugpoxnopug
MoHorugpart
Aurngpodgocgar Kanms
1,4-ByTaHanon
aurnuumannadup

Bofa ans nHbeKLuiA

NepeKPECTHO-CLUMBAIOLLNIA areHT

pa3baBuTeNb

Kaxgas notpebutensckas ynakoBKa COLepXWUT 2 wnpuua no 1 mn rens B
KaXXaoM, 4 CTepuibHble UMbl 04HOPa30BOr0 UCMONb30BaHMA 270x1/2" ana
BapmaHTOB McnonHeHus Lunaphil Ultra, Lunaphil Volume n 300x1/2" ans
BapuaHToB ucnonHeHuss  Lunaphil VOL1P, Lunaphil VOLIFY (urnbl
npefHasHayeHbl TONMLKO AN BBefeHUS  MeULWUHCKOro  u3genus),
WHCTPYKUMIO N0 NPUMEHEeHUI0, a Takxke 2 Habopa CTMKepoB o
OTC/MIEXMUBAHWIO NapTUM MeMLMHCKOro u3fenus, BKAw4vawowume B ceba 4
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An intradermal implant based on hyaluronic acid Lunaphil DERMAL
FILLER® with lidocaine in variants is a medical device in the form of a
sterile, transparent, colorless, viscous, isotonic, pyrogen-ffee solution
(hydrogel) of various concentrations with a volume of 1 ml  placed in
disposable syringes. The sterile implant is an aqueous solution ofthe sodium
salt of hyaluronic acid. Hyaluronic acid is a product of fermentation by
Streptococcus bacteria. 1,4-Butanediol diglycidyl ether (BDDE) is used as a
cross-linking agent to produce cross-linked hyaluronic acid. The product is
equipped with sterile needles, stickers for batch tracking, inserts for making
notes and instructions for use (see below for the delivery set).

Does not contain derivatives of human cells and tissues. It has no radiation
or electromagnetic properties.

Functions and purpose of imp ant components:

Component Function of the component
tissue volume increase,
absorption and retention of water
molecules, moisturizing,
increasing skin turgor

Sodium hyaluronate

Lidocaine hydrochloride reduces pain during implantation

monohydrate

Potassium dihydrogen buffer

phosphate

1,4-Butanediol diglycidyl o

ether cross-linking agent

Water for injections solvent

Each consumer package contains 2 syringes of 1 ml of gel each, 4 sterile
disposable needles 27GxI1/2" for Lunaphil Ultra, Lunaphil Volume and
300x1/2" for Lunaphil VOLIP, Lunaphil VOLIFY (needles are intended
only for introduction of a medical device), instructions for use, as well as 2
sets ofstickers for tracking a batch ofthe medical device, including 4 stickers
(when using a medical device, one sticker is provided to a patient, and the
other is allocated into his medical record). Additionally, two single-page



CTMKepa (NpM MPUMEHEHUN MEeSULMHCKOIOo U3jenns OAWH  CcTUKep paper inserts can be placed in the consumer packaging for making notes if
npefocTaBaseTCa NaUueHTy, a 4pyroil BHOCUTCA B €ro MeMLMHCKYIO KapTy). necessary.

JononHuTtensHo B NOTPeObUTENbCKYHD YNakoBKY MOryT nomewatscsd fea Information on the insert:

OLHOCTPaHUYHbIX OYMaXHbIX BKNajbllla A8 BHeceHWA 3ameTok npu - Name of patient

HeobX0ANMOCTH. - Name of physician

CBefeHuns Ha BKNagblLle: - Date of injection

- ma naymeHTa - Phone number of Espad patient support department

- ima Bpaua

- [ata umnnaHtaymm Appearance of a syringe with an implant with the designation of the main
- KOHTaKTHbI HOMep TenedoHa NPou3BOAUTENS U3LeNns structural elements:

BHewHWin BMA wWwnpuya C MMNAaHTaTOM € 0603HAY€HMEM OCHOBHbIX
3M1EMEHTOB KOHCTPYKLMU:

OrpaHMUIT b X0ga  MOPLLHS!

AjanTep € HacaKou (ynop 4ns nanbLies)

JTro3p Jlok

Tipcap Plunger stopper of a
. syringe
B1HTOBOM KonMa4ok YM0THATENb  MOPLLHA
Lnprua Name Discription
Tip cap The distal part of a syringe is
HasBaHue OnucaHwue locked to prevent an injection
BUHTOBOI KoNMma4ok MepeaHAs YacTb WnpuLa gel leaking and external
3a0/10KMpOBaHa A1 contamination.
MpeaoTBpaLLEHA yTeuku rens Luer Lock adapter Placed on the tip of a syringe
[N UHBEKUMIA 1 3arpsisHEHNS barrel and serves to fix a needle.
CHapyXu. Gel Colorless and transparent gel
ApanTep ¢ Hacaakoii J1toap Jlok YCTaHOB/EH Ha HAKOHEYHWKe based on cross-linked hyaluronic
UMVHAPA WApKULA U CAYXNT acid

ANs rKcaummn urnbl.
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lenb BecuBeTHbI/ 1 MPO3payHbIii
re/lb Ha OCHOBE MOMEPeYHo-
CLUMTOI rmnanypoHoBOW
KWUCNOTbI

KOoHTeliHep ¢ renem.
[NpepoTBpaLlaeT BbITeKaHne
renst U3 LUnnHApa.
lMomoraeT Nerko yaepxueatb
LNpuL, B pyKe

MopLyeHb ucnonb3yeTcs npu
BMPbICKVBAHWN TeNst 41
NHBEKLWIA

UwnnuHap
YNNoTHUTENb NOPLLHA LWnpuLa

OrpaHnunTeNb XOfa NOPLLHS

(ynop gns nanbLe.)
MopLueHs Wwnpuua

O6WMNiA  BHELLIHNIA
KOHCTPYKLMN:

BNUO Wrnbl C 0603HAYEHMEM OCHOBHbIX 3/1EMEHTOB

«elll,

3almTHoe NoKpbITUE

KO/INauvoK
( ) NHBbeKLMoHHan Tpybka

OnucaHne OCHOBHBbIX 3/IEMEHTOB KOHCTPYKLUWWN UINbI:

3allUMTHOE MOKPbITME  3alyiiaeT  HAaKOHEYHUK  TPYOKM  BMpPbICKa,
npefoTBpaLLaeT nonagaHue MOCTOPOHHUX
BELLEeCTB W MpefoTBpaLLaeT oT yAapos.

NHBbEKLMOHHas JT0 yYacTb, KOTOpas BCTaB/ISETCA B KOpMyc MU

TPpybKa MO3BONSET Pa3/IMYHLIM PAcTBOPaM /11 MHBLEKLWIA
MNaBHO Teub.

duikcatop OT0 Ta 4aCTb, KOTOpPas COefMHeHa C KOHUMKOM

WNp1La, U OHa TaKXKe CNYXWT ANs HafeXHOoro
KpenneHus Urbl.

Cnocob NnpuMeHeHUs
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Syringe barrel
Plunger stopper of a syringe
Finger adapter

Plunger rod

Container with gel.

Gel leackage prevention
Provides ergonomicity during
implantation

Provides gel extrusion during
implantation

General appearance ofthe needle with the designation ofthe main structural

elements:

protective shield

(cap) needle tube

ISB.

Description ofthe main elements of the needle design:

Protective shield (cap)

Needle tube

Needle head

Mode of application
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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



Cnocob coopKKu n3aenms

PucyHok 1) Kpenko yfepxuBaiTe HaKOHEYHMK LWnpuua Tuna J1ioap
yKasaTeNbHbIM 1 60/bWLKM NanbLamu.

PucyHok 2) Bo3bMuUTe 3aUMTHbIA KONNAY0K APYroi pyKoi un
OTKPYTWTE €ro.

PucyHok 3) Y aepXunBas HaKOHEUYHUK JTo3pa 601bLINM 1
yKa3aTeNbHbIM NasibLamu, OCTOPOXHO BKPYUMBAATE KOHUYUK UTbI
[IpYroil pyKOW No 4acoBOW CTpesiKe Ha HAaKOHeYHKKe J1i03pa, NoKa He
MOoYyBCTBYETE AaB/ieHUNEe 3a4HEro xoda (310 JaBeHNe MOXHO OLYTUTb
Ha Kparo BTOpOW pe3bbbl).

Y6eanTecb B TOM, UTO TOPLIEBOI Kpai MIribl TOYHO COBMNadaeT C
pe3b60ii HaKOHeYHKKa J1to3pa 1 NPoLOKaiNTe BKPyUnBaTh UIy.
YUpesmepHOoe 3aTArMBaHNE WUIJibl MOXET MPUBECTU K CMELLEHUIO
HaKOHeYHVKa J1lo3pa 1 YTeUKM U3 WNpuULa BO BPEMS MHBLEKL MK,
PucyHoK 4) [lep>XuTe WNpuUL, B 0AHO pyKe, APYrOi pyKOA CHUMUTE
3alWMTHbIA KONNAYOK UT/bl 1 OTBEAUTE PYKY B MPOTUBOMOOXHOM
HanpasfeHUK, 4To6bl OBHAXKUTL UrAYy.

PucyHok A) MpaBunbHOE HanpasieHWe ANS yAepXKaHusa wnpuua B
pPyKe LO/MKHO COOTBETCTBOBATb PUCYHKY A (00paTuTe BHUMaHWe Ha
MOM0XKEHNe OrpaHMunTeNs Xo4a NOpPLUHS).

MogrotoBka

Mepen Ha4yanoOM MHBLEKUWUW CieayeT MeAIeHHO (C NOCTOSHHbLIM
ycuavem) nepemMeltatb NOPLIEHb TaK, YTObbI hunnep B BUAE rens
NepemMecTuCca K KOHUYMNKY TOJIOBKU UTAbl. ECAn uHbeKuna
BbIMO/IHAETCA 663 NepBOHAYanbLHOr0 MeA/IEHHOT0 CTPaBANBaHUS
BO34yXa, AaB/eHMNE MPU BbIMOSHEHUWN NHBLEKLUW YBETMUYNTCS, U B
MepBbIi MOMEHT refib 6YfeT BbIXOAUTL M3 FOIOBKW WUI/bl MOS
BbICOKMM [aBfiEHNEM.

Kaxayto Urny MoXHOo UCnonb3oBaTh TOMbKO ANS OAHOW MHBEKLNN 1

cpasy noc/e 3anpaBku; B MPOTUBHOM C/lyyae, Fe/flb OCTAHeTCS BHYTPM

KaHana uribl, 4YT0 yBENNYNT AaB/eHNE NPWN BbINOJTHEHNUN UHBEKLNN.

BbINoOMHEHME NHBEKLUMN
Mpoueaypy MHBLEKLUNUW CMEAYET BbIMOMHATL B aCENTUYECKNUX YCTOBUSIX
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Method of Administration

Figure 1) Hold the Luer-Lock ofthe syringe firmly with the help of
the 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 forefin-
ger, carefully twist the tip ofthe needle clockwise with the other
hand on the Luer-Lock until you feel a reverse pressure (This pres-
sure can be felt at the edge of the second thread).

Make sure that the end edge ofthe needle matches the Luer-Lock
threads correctly, and then continue screwing the needle. Over-
tightening ofthe needle may lead to the Luer-lock moving and leak-
age 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 ofthe
backstop)

Priming

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 of the needle head with high pressure.

Each needle can be used only for one injection and immediately af-
ter priming; if the injection is not performed immediately after
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, replacetheneed le.




B C/ly4yae, €C/IM WI/1a 3acopeHa, NpeKpaTuTe OKasbiBaTb AaB/IEHNE Ha
NopLWeHb. BbINOAHUTE 3aMeHy uUrny.

Hecob6ntofeHne Mep NpejocTOPOXHOCTM MOXET NOBPEAUTb UTy
n/Mnn NPUBECTM K yTeUKe B HAKOHEYHUKe J1io3pa namn yBenYeHnto
pMcKa 3aKynopKW COCYLO0B U BOCMANNTENbHbIX peaKLuii.

Mocne BBeLEHMWS UMbl U MEPeS MHbeKLMEe HEOOXO0ANMO NOpPLLEHb
NOTSAHYTb Ha cebsi 1 ybeanTbCs, YTO UI1a He nMonana B KPOBEHOCHBII
cocyg,.

B C/ly4ae HeoObIYHOI No6GeneHnsa KOXKM Nocne UHbEKLUN cnegyeT
MPEKpPaTUTb BbIMOJHEHNE UHBEKLWAW U MPUHATL COOTBETCTBYIOLLUE
Mepbl, TaKMe Kak MaccupoBaHue B 06/1aCTU MHBLEKLWW, ANS TOTO,
4TO6bI BEPHYTb KOXe 340POBbI/ 1 eCTECTBEHHbIN LBET.

O6beM 1 NPOAOMKNTENLHOCTL MHBEKLUN 3aBUCST OT NOTPe6HOCTeN
TKaHW, CTeNeHN HamoOHEHUS TKaHW B MeCTe MHBLEKLWU, a TaKkxkKe
rny6uHbl U MeTOAA BbIMOHEHUS UHBEKLUN.

KonmuecTBo MHBEKL WA 3aBUCUT OT 30H KOPPEKL MK,
NPefyCMOTPEHHbIX CNELUANCTOM.

CnepyeT n3beratb Ype3mMepHOro BBeAeHUs (unepa AN KOPPeKLUm
(hopM, MOCKO/IbKY 3TO MOXET BbI3BaTb TaKUe OC/TOXHEHNUS, KaK
HEeKpO3 TKaHeli 1 oTeK.

[na 0oCTMXeHUs onTuManbHoli GopMbl MOXET NoTpeboBaTbCA
60/blle CeaHCOB UHBEKUMIA. [ns nogaep>xaHnsa (GOopMbl TakxKe
MOXET NoTpe6oBaTLCSA HE3HAUNTE/IbHAA KOPPEKLMUS (CMMMETPUS 1
KOpPpeKL s 0TAe/bHbIX YH4aCTKOB) UM MOBTOPHOE BBEAEHME
npenapara.

PekoMeHAyeTCs OT/0XKMUTb 3an/laHMpPOBaHHbIe CeaHCbl KOppeKuuu 4o
YCTPaHEHUS OC/IOXHEHWUIA (C MUHUMAIbHLIM WHTEPBA/OM B 2
Hegenu).

MomaccupyiiTe 061aCcTb NOCNE MHBEKLUU ANS NYYLLETO
pacnpefeneHuns npenapara.

3anpeleHo HaknajblBaTb XON0AHbIA KOMMNPecC Noc/e BbINOMHEHUS
VHBEKL MU,
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Failure to take these precautionary measures can damage the needle,
and/or result in a leak in the Luer lock or an increase in the risk of
vascular occlusion and inflammatory reactions.

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 require-
ments, 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 of the shape should
be avoided because an excessive injection can cause such complica-
tions as tissue necrosis and swelling.

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

It is recommended to postpone the necessary correction sessions un-
til the complications are eliminated (at least, a 2-week interval).
Massage the treated area after the injection to better distribute the
product.

After the injection, do not apply a cold pack.

In the event of refrigerated storage, bring the product to room tem-
perature before injection
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CreundukaLuy rens Ha OCHOBE FManypoHOBOM KUCNOTbI (roToBas NPOAYKLUA):

XapakTepucTuka
BapuaHT ucnonHeHuns

BHellHee BuA renq

BakTepnanbHble 3HAOTOKCUHBI

M'manypoHat HaTpus

NnpokanHa
fmppoxnopupg,
MoHorungpat
Ournapodochar
Kanuna 6e3BOAHbIN
Bopa and nHbekuunii

CocTasB

1,4-byTtaHanon
anramunannagup
(6AL3)

pH

O6bem HanonHeHus

Peonorusa (8 1rLl)

OcmonsApHOCTb

Cwuna casura nopLuHa
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3HayeHue
Lunaphil VOLLIP Lunaphil VOLUME
Mpo3payHsbIi, Mpo3payHbIi,
OecLBETHbI renb, 6e3  GecuBeTHbIN renb, 6e3

Lunaphil Ultra
Mpo3payHbIii,
6ecLBeTHbIN renb, 6e3

ny3bipel ny3blpei ny3bipel
<0,5 ME/mr <0,5 ME/mr < 0,5 ME/mr
24 mr 15 mr 20 mr
3 mr 3 mr 3 mr
0,19 mr 0,19 wmr 0,19 mr
4o 1wmn fo 1wmn fo 1wmn

He 6onee 2 u/mMnH He 6onee 2 y/MfH He 6onee 2 u/MnH

OT16,0 go 8,0 Ot 6,0 fo 8,0 0716,0 go 8,0

He meHee 1mn He meHee 1mn He meHee 1mn

G '=100-180 Na G' = 200-300 MNa
”=32-78 Ma ”=36-88 lMa
Tan delta= G'VG' Tan delta= G’V G'

G' = 320-460 MNa
0 ”=54-116MNa
Tan delta= G’VG'

Lunaphil VOLIFY
Mpo3payHbIid,
OecuBETHbIN renb, 6e3
ny3blpei

< 0,5 ME/mr

17,5 mr

3mr

0,19 mr

fo 1wmn

He 6onee 2 4/MnH

OT16,0 go 8,0
He meHee 1 mn
G'=270-370 Na

”=50-104 NMa
Tan delta= G’VG'

BaskocTb=20-50 Ma.C BsaskocTb = 20-70 Ma.C BsaskocTb = 30-90 Ma.C Baskoctb = 30-70 MNa.C

250-350 mOcmonb/Kr ~ 250-350 mOcCMOnb/Kr 250-350 mOcmonb/Kr

<25 H <25 H <25 H
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250-350 mOcmonb/Kr

<25 H



CopepxxaHue rens
[noTHOCTL pacTBopa
CreneHb HabyxaHus
O[LHOPOAHOCTb COAEPXKMMOTO

M3BnekaeMblii 06beM rens B
wnpuue

MpouncxoxaeHne rnanypoHoBOl
KUCNOTbI

MoneKkynsipHasi Macca ruanypoHata
HaTpUs

CTeneHb peTUKynALum
CTeneHb MoantmKaumm
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He meHee 60%
1.01-1.08 r/mn
He meHee 120

Ecnn H=10 "AV = He
6onee 15

=>1wmn

bakTepunansHoe
NPOMCXOXEHME,
thepmeHTaL s
bakTepusaMu poga
CTpenToOKOKKOB

He meHee 60%
1.01-1.08 r/mn
He meHee 120

Ecnn H=10 "AV = He
6onee 15

=>1wmn

bakTepuanbHoe
NMPOUCXOXAEHNE,
thepMmeHTaLMS
6akTepuamm poga
CTpenTOKOKKOB

He meHee 60%

1.01-1.08 r/mn

He meHee 120

Ecnn H=10 —AV= He
6onee 15

=>1mn

bakTepuanbHoe
NPOMCXOXeHNeE,
(hepmeHTaLMA
bakTepusaMU poja
CTpenToKOKKOB

He meHee 60%
1.01-1.08 r/mn
He meHee 120

Ecnn H=10 "AV = He
6onee 15

=>1mn

bakTepunanbHoe
NPOUCXOXAEHME,
(hepMeHTaLms
bakTepuamMun poga
CTpenTOKOKKOB

BbICOKOMONEKYNISIPHOTO: BbICOKOMOEKYISIPHOTO: BbICOKOMOIEKYISIPHOT0: BbICOKOMONEKY ISPHOTO:

2,5 Mga

HW13KOMONEeKYNsipHOro:

0,5 Mpa

5-7%
5,5%0,5%

2,5 Mpa

Hn3koMonekynapHoro:

0,5 Mpa

S5-7 %
5,4%+0,3%

19

2,5 Mga
Hwn3KkomMonekynapHoro:
0,5 Mga

S5-7 %
5,4%+0,2%

2,5 Maa
Hn3koMonekynsapHoro:
0,5 Mpa

5-7%
5,6%+0,2%
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* ’ s be used in
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Norotun ESPAD objectif lune

/nepeBoj ¢ aHTNUIACKOTO M NepCUACKOro si3biKoB/

NHCTpYKUMSI N0 NPUMEHEHMIO

Ha MeANLMHCKOE n3aesine
MMnnaHTaT BHYTpUaepMasibHbIA Ha OCHOBE rMaslypOHOBOW KUC/IOTbI
Lunaphil DERMAL FILLER® ¢ nugokanHom,
B BapmaHTax UCMOJIHEHUA

CornacoBaHo

Espad Pharmed Darou Company

(«3cnag ®apmes fapy KomnaHu»)

OpraHusaums

No.56, Azimi st, Nafisi st, Ekbatan, Tehran, IRAN
(Ne 56, yn. Asumu, yn. Hadmcun, Skb6ataH, TerepaH,
VPAH)

Anpec

I"eHepanbHbIA AUPEKTOP

JonkHocTb

rocrnoguH Monamm Xowmwmsap (Mr. Hoshyar Gholami)
Pamunug, ma

05.05.2024
Jara A0, MM.ITTT

/nognucaHo/
Mopnwuck/Signature

LWTamn: Scnag dapmes Japy LTamn: HacTosLWwmMM ya0oCcTOBEPAETCA MOANUCH

Ne 544187 r-Ha Monamu Xowumapa
M aeHTUDMKALMOHHbI HOMep y4YacTHMKa: 14008472798
KomnaHus: «3cnag dapmes Japy»
HesaBncumo oT cofepxxaHus
MpucBoeHHbIN Kog: 1013-1
Kpyrnas neyaTb TOproBo-npoMbILLIEHHOM, FOPHO-
[06blBatoLLEel 1 CeNIbCKOX03ANCTBEHHOW Nanathbl MpaHa

2024

Ne 56, yn. Asumu, yn. Hadmcn, SkbataH, TerepaH, NPAH
MouToBbI MHAEKC: 1393833166
Ten.: 98 21 44 6311 24
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Poccuiickas ®egepayms
Mopos MockBa
TpuauaTb Nepsoro masd fBe TbicAYMBajLATb YeTBEPTOro roja

A, KOpakoBa [unaHa LLeBKeTOBHa, BpemMelllo MCNONHAKOLWAA 0083aHHOCTM HOTapuyca
ropoga Mocksbl Kopcuk Mapun AnekcaHgpow”" CBUAETeNbCTBYH MNOAMIMHHOCTL MOAMMUCHK
nepesogunka Casanbekoro Cepres Anexkeeesn)
Mognuck caenaHa B MOEM MPUCYTCTBUN.
JInyHOCTbL NoagnucaBLIEero AOKYMEHT ycTario/*”
3aperuct{”290B3ait"BpeecTpe: Ne "(YyLCJ
ynHaneasf*a cosep]*"|ne HoTapuanbHorc/genctema: 400 py6. 00 kon.
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