Cocras 1 Mi res-UHMIIARTATA: 1ml of gel implant contains:

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



/ ansa BOCCTaHOB/EHMUS

OCHOBe rmanypoHoBoit kucnotbl ESTELINE Vita 18 mr/mn npegHasHaudeH
eCTeCTBEHHOI0 COAEpPXaHUs [MaslypoHOBON KUC/IOTbl B
JepMe, NoTepst KOTOPOK CBsi3aHa C npoleccamun ctapeHus. Vsgenne cnoco6erTByeT
YBNAXHEHWIO, TOHYCY WM 3N1aCTUYHOCTU KOXW, 3aroJIHAET MesIKMe MOPLUVHbBI, Takume
KaK TYCWHble flanku, HOCOTrybHble CKMagKm WM MOPLUUHBLI KYPW/bLUMKA BOKPYT
obnactn prta. W3genve npefHasHayeHO AN1S BBeAEHWUS B MOBEPXHOCTHbIE C/IOM
Jepmbl. 13genve nonHOCTLIO paccackbiBaeTCs.
M3genve  npegHasHayeHoO 1A 04HOPA30BOro
CTEPU/IbHBIM.

MeanunHCKOe n3fenve ABMSETCH HeaKTUBHLIM W He BbINOMHAET U3MEPUTESIbHYIO
(YHKUMIO.

Martepvasbl >)XKMBOTHOI0 MPOUCXOXKAEHMWS B MPOLLECCe MPOU3BOACTBA MESULIMHCKOTO
N3[enns NN B KaYeCTBE CbIPbA HE MUCMOJIb3YHOTCS.

JleKapCTBeHHbIE BeLLLECTBa He BK/IKOUEHbI B U3aenue.

MCMNoJIb30BaHUA, ABNAETCA

Komnnektauysa MeauuMHCKOro u3genns:

MeanuuHckoe unsgenve ViMnnaHTaT BA3KO03/1aCTUYHbBIA BHYTPUAEPMasIbHbINA
Ha OCHOBE rMasypoHoBow KucoTbl ESTELINE Vita 18 mr/mn, noctaBnsietcs B
cnefyloLLemM cocTase:

1. wanypoHoBas kucnota 18 wmr/mn  (Hatpus
npoussogcTea «XTJ1 C.A.C» (HTL S.A.S))
Lnpuvy 1,0 Mn ¢ orpaHnynTesiem xoja nopLuHs
Wrna ctepunbHaa ogHokpaTHOro npumeHeHus 0,3mm x 13mm (30G) - 2 Wt
VHCTpYKLMA N0 NPUMEHEHWIO

5. 3JTukeTka- 3 WT
3anonHeHHbIA refneM-uMNIaHTaToM LUNPUL, BMeCTE C ABYMS CTEPU/IbHBIMU UT/1amMmn
30G ynakoBbIBAalOT B O6/MUCTEPHYID YMNAKOBKY, 3anevyaTaHHyl O/IMCTEpPHON
KPbILWKOM.  BAUCTEpHYI0  yNakoBKY  YNaKOBbIBAlOT B NPOMapKUPOBaHHYHO
KapTOHHYIO KOPOOKY, COAep’Kallyto WMHCTPYKLMIO MO NMPUMeHeHU0. Ha Kopobke
Haxo4uUTCA KOMIM/IEKT U3 Tpex 3TUKETOK C HOoMepoM naptuu. OfHa 3TUKeTKa
(knvnca MOAMIMHHOCTU) OCTAETCA Ha YMNaKOBKe, BTOPYH C/efyeT Hak/IenTb Ha
MeAVLMHCKYI0 KapTy nauueHTa, a TPeTbio OTAaTb NauueHTy Ans obecrneveHUs
BO3MOXHOCTUW KOHTPOSIA.

rmanypoHatr  (Cbipbe)

Powbd

doTorpacgms o6Lero Buaa MeAULIMHCKOIO U3aenms:
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intradermal implant is intended to be used for adult human beings, to
replenish the loss of natural dermal hyaluronic acid that may occur due to
aging. Thereby it may improve moisture, tone and elasticity of the skin
and/or to act as filler for small lines such as crow’s feet, smile lines or smoke
lines surrounding the mouth. The device is designed to be injected into the
superficial dermal tissue where it is totally resorbed. The device is totally
resorbed.

The device is intended for single use and is sterile.

The medical device is non-active and has no measuring function.

No materials of animal origin are used during manufacturing or as raw
materials.

No medicinal products are integrated into the device.

Scope of Delivery of the Medical Device:

ESTELINE Vita 18 mg/ml hyaluronic
intradermal implant consists of:

acid-based viscoelastic

1. Hyaluronic acid 18 mg/ml
manufactured by HTL S.A.S.)

2. 1.0 ml syringe with a backstop

3. 0.3 mm X 13 mm sterile single use needle (30G) - 2 pc.

4. Instructions for use

5. Label - 3 pc.
A syringe filled with gel implant and two 30G sterile needles are packaged
into a blister sealed with a blister cover. The blister is packaged into a
labelled carton box containing an instruction for use. The carton box has
three labels with a batch number. One label (identification clamp) remains on
the package, the second label shall be attached to the patient chart and the
third label shall be given to the patient for control implementation.

(sodium hyaluronate (raw material)

Picture of the Medical Device General View:
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LLinpuy, 1,0 M ¢ orpaHnymTenemM xofa nopLUHA

Ne [deTasib
1  UwnuHgp wnpuya

2  JlospoBCcKuii
HaKOHEeYHUK C
KOHTPOJIEM
BCKpbITUA TELC

3 YnnotHuTenb
4  OrpaHuuuTenb
X0fa NnopLuHs

5 LWTok nopnwsa

6 Atnkerka IMD 20
x40

MaTtepuan

BopocnnukaTtHoe ctekno (tun 1) 8412 Fiolax® clear

CunukoHoBoe macno DC365

J1I03pOBCKNIA MepexofHUK - MonuMKapboHaT Lexan
HPH 4404

HakoHeYHVMK -  TepmoniacTU4HbIA  31acToMep
Santropene”™/ 8000

BcTaBka - PesanHa FM27/0 grey

Onactomep West 4023/50

CunukoHoBas cmaska DC(R)360

Monunponunned PPH5060

Benblin nurmeHT PPK 419482

Monvkap6oHaT MaKponoH 2658

Benbii nurmeHT Blanc 10671 OP

Mpo3payHblili  ASHUEBbIA  nonunagup  MNITd;
MepMaHeHTHbIV aKpuoBbIA Kei; YepHuna YepHoOro
uBeTa

Mrna cTtepunbHasa ogHoOKpaTHoOro npumeHeHns 03mm x 13mm (30G)

Ne [JleTanb
7 KaHtong
8  Pasbem Jlo3pa

9  Konnayok 3alpTHbIi

BHUMAHWE!

Martepunan

Hep>xaBetowiasa ctanb Tuna AlS1 304
MonunponuneH

MurmeHT Xentbln PMS 108
MonunponuieH HeoKpaLLeHHbI

Mepes UCNonb30BaHMEM 03HAKOMbTECH C MHCTPYKLMEA.

Moka3aHu4:
- MNOMOJIHEHME YTpayeHHOMN

C BO3pacToOM rMaslypoOHOBOW KUC/OTbI

- yny4duieHune yBna>KHeHHOCTHU NnLa

yny4dlleHne ToHa U 3N1aCTUYHOCTU KOXXU

- KOppeKLMsi He60/bLLMX MOPLLUH
- KOPPEKLMSI TYCMHbIX /1anokK, HOCOTyBHbIX CKNaf0K 1 CKMafoK BOKPYT pTa
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1.0 ml syringe with a backstop
No. Item Material

1 Barrel Borosilicate glass (type 1) 8412 Fiolax® clear
Silicone DC365
2 Tamper evident Luer adapter - polycarbonate Lexan HPH 4404

Luer lock Tip - thermoplastic elastomer Santropene”™'/ 8000
TELC Insert - rubber FM27/0 grey
3 Stopper Elastomer West 4023/50
Silicone lubricant DC(R)360
4 Baekstop Polypropylene PPH5060
White pigment PPK 419482
5 Plunger rod Polycarbonate Makrolon 2658

White pigment Blane 10671 OP
6 Label IMD 20  Transparent glossy polyether PETF; Permanent
x40 acrylic adhesive; blaek ink

0.3 mm X 13 mm sterile single use needle (30G)

No. Item Material
7 Carmula Stainless steel AISI 304
8 Luer hub Polypropylene
Yellow pigment PMS 108
9 Tip cap Polypropylene unpainted
ATTENTION!

Read the instruction before use.

Indications:

- replenishment of the loss of natural dermal hyaluronic acid

- improverhent of facial hydration

- improvement of skin tone and elasticity

- correction of small lines

- correction of crow’s feet, smile lines and smoke lines surrounding the
mouth.



LleneBasa nonynaumnmsa nayuneHTOB:
B3pocnble nogmn ¢ geeKTaMmm KOXu nvua n MArknx TKaHenm.

NpoTrBONOKa3aHUA:
MeanumnHCKoe nsfenune He fO/IKHO UCNO/b30BaTLCA /1A
- MauMeHTOB CO CKJ/IOHHOCTbK K (DOPMUPOBAHUIO TUMEPTPOPUUECKNX PYOLIOB,

HapyLUeHVMAMM  NUTMEHTaUMM  UANW YYBCTBUTE/IbHOCTbIO K KeoMAHbIM
obpaszoBaHuAM;
- MauueHToB C  ayTOMMMYHHbIMW  3a60/1€BaHUSIMU  WAX  MOyYatoLmnX
UMMYHOTEpPanuio;

- NaumMeHTOB C M3BECTHOW FMMepYyBCTBUTENBHOCTLIO K MManypoOHOBOM KUCMOTE;

- NauMeHTOB, KOTOPbIM paHee 6bLUN YCTaHOB/IEHbI MePMaHEHTHbIE HAMO/IHUTENN B
obpabaTbiBaeMoit 061acTu;

- 6epEMEHHbIX WM KOPMALLMX YKEHLLNH;

- nauymeHTOB MoJ10Xe 18 feT.

MauueHTbl, MPUHMMAKOLWME aHTUKOAryNsiHTbl, WM NauueHTbl, NPUHUMAaOLLMe
WNHIMBUTOPBI arperauuy TPoM6oLUTOB (HanpumMep, aueTUICAINLMIOBY KUCNOTY),
He [O/MKHbI MOABEPraTbCA JIEYEHUKO C MNPUMEHEHMEM [AaHHOT0 u3genus 6e3
npesBapuTeIbHOM KOHCYIbTaLUM C BPA4OM.

M3genve Henb3s MCMosib3oBaTb B 30HaX C KOXHbIMW BOCMA/IUTENIbHBIMU  W/WNN
WH(EKUVOHHBIMM npoleccaMn (TakKUMU KaK yrpesasi CbiMb, reprec...). Wsgenuve
He/lb351 MCMNONb30BaThb Napasiie/ibHO C N1a3epHON Tepanuein, XMMNUYeCKUM NMUNHIOM,
Jepmabpasveil nim mesoTepanmeii.

Mepbl NPefoCTOPOXKHOCTW MPU UCMO/b30BaHUN:

W3genune JomkKHO MCNONb30BaTbCA TOMbKO Bpayvamuy, MPOLUEALUINMU CreLmaibHOoe
06y4YeHMe TeXHUKE BbIMO/HEHUS MHBEKLUIA AN 3an0ofIHEHNSA MOPLUUH, B YC/TOBUSIX
CTEPW/IbHOIO MOMELLEHUS.

UyBCTBUTE/IbHYIO KOXY MOXHO rpefBapuTesibHO 00paboTatb C  MOMOLLbHO
MeCTHOI0 aHecTe3VpYIOLLEro NAacTbips WaM Kpema. lMocne NpUMeHeHMs Lnpuy, ¢
ocTaTtkamun rens-uMnaaHTaTa M Wrny cnegyeT yTUAM3MPOBaTb B CNeELMa/IbHOM
KOHTeliHepe.

HexxenaTtesibHble NO60YHbIE AENCTBUS:
Bpaun 06s3aHbl MH(OPMMPOBaTL MNaLMeHTa 0 BO3MOXKHbIX MO60YHbIX AEACTBUAX
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Target patient population:
Adults with facial dermal and soft tissue defects.

Contraindications:
The medical device shall not be used in:
- patients who tend to develop hypertrophic scarring, pigmented lesions or
sensitivity to keloid formations;

- patients with a history of autoimmune disease or who are receiving
immune therapy;

- patients who are known to be hypersensitive to hyaluronic acid;

- patients with previously implanted permanent fillers in the treated area;

- pregnant of breastfeeding women;
- patients under 18 years of age.

Patients receiving anticoagulants or patients receiving blood platelet
aggregation inhibitors (for example, acetylsalicylic acid) shall not be treated
with this medical device without consulting a physician.

The medical device shall not be used in areas with skin inflammatory and/or
infectious processes (such as acne, herpes ...). The device shall not be used
simultaneously with laser therapy, chemical peeling, dermabrasion or
mesotherapy.

Precautions for Use:
The device shall be used only by physicians who have completed special
training in wrinkle filling injections in sterile premises.

Sensitive skin can be pretreated with a topical anesthetic patch or cream. The
syringe with remaining gel implant and the needle shall be disposed of in a
special container immediately after use.

Undesired Side Effects:
Physicians must inform the patient that there are potential side effects and/or



n/vinm NPOoABMIEHNAX HECOBMECTUMOCTU, CBA3aHHbLIX C VIMI'I]'I&HT&LIMGVI JaHHOI o
n3penna, KOTopble MOTyT BO3HUKHYTb Cpa3y Wi BrNocneacTBun.

Mpy MCNoNb30BaHUM [aHHOM0 M3L4esisa WA NOJO6GHbIX M3fenuin Habnaauch
cneasfoLme sBNeHNs N peakuyun:

abcuecc, aHrMOHEeBPOTUYECKNIA OTEK, 6aKTeprasibHble NH(eKLMK,
yTONWEHNE/YNNOTHEHNE, KPOBOTEUEHME, KPOBOMOATEK, >OKEHMWE, HapyLleHue
OKpackn (obecuBeunBaHue), AUCKOMGOPT, OTEYHOCTb, 3puTema, OorpybeHue,

rpaHyfembl, remaToma, peakTvBaums reprneca, rmnepyyBCTBUTENIbHOCTb, CKOMJ/IEHME
uMmniaHTata B MeCTe WHbeKUMW, BUAMMOCTb  UMMIaHTaTa, OTBepAeHMue,
BOCNaJieHWe, pasfpadkeHue, 3y, MPaMOPHbIA Y30p Ha KOXe Moc/e Ccray4vainHomn
apTepnasibHON  3M60MM3aLMK, OTeK CKy/bl, CMELLeHWe, HeKpo3 BCNeACcTBUe
BaCKyNAPHbIX HapyLueHWl, y3enkn (BoCnaneHHbIe 1 He BOCMasIeHHbIe), OHEMEHME,
60n1b, MNapecTesvs, crefjbl YKOMNOB, MOKPAaCHEHWe, OKK/IO3NSA apTepun CeTvaTku,
capkougos  pybuoB,  CknepomukcegemMa  (reHepanuMs3oBaHHasl),  OMyXaHue,
TefleaHrnaKTasmns, 60/1e3HeHHOCTb, BaCKy/IUT, aHrnocnasm, BasoBara/ibHas peakums
B X0[le MHBbEKLMM, NOTEPS 3pEHNS BCMIEACTBME OKK/O3UM apTepum CETHATKMN.

VIHbeKUMN  Jpyrnux HanonHUTEeNlen MArKMX TKaHed B 06/1acTb MeXO6poBbs U
KPBLULEB HOCA B OYEHb PefKMX CryydasX NPUBOAAT K OKKJ/IHO3MM apTepumn CeTYaTKW.
B peakux cnydasx BO3MOXHA peakTvBaums BMpyca reprieca BCAeCTBME MPSAMOro
NOBPEeXAEHNA HEMPOHHbIX aKCOHOB WI/IOA WM MaHUNYAaunii ¢ TKaHblo U
BOCMa/INTENILHOM peakUMn MOCMe WHBbEKUUKW. PaccnoeHune cy63anunaepMasibHOwM
MA0CKOCTM BCMeACTBME BeepoobpasHOro BBOAA Wbl MOXET MOBbICUTb PUCK
MOSIB/IEHNSI MECTHbIX MOBOYHbIX SiBNeHWIA. CAMLIKOM MOBEPXHOCTHOE pasMeLleHue
Hano/HMUTeNa WK HepaBHOMEPHOe pacrnpefesieHe BBOAMMOIO MMMIaHTara MOXeT
NMPMBECTU K 3aMeTHbIM aHeMWYHbIM Yy3eflkaM B Koxe. [103ToMy Tak BaXHO
YUUTbIBaTb 3TN BO3MOXHbIEe OCMIOXHEHWUA. [aumeHTbl JO/IKHbI KaK MOXHO CKopee
NPOMHOPMUPOBaTb Bpaya 0 M06bIX BOCNAUTENbHbIX peaKUmMsX, He NPOXOASALLMX
6onee ofHOW Hefenu, wanm 60M Lpyrom nob6oYHOM fencTBUW. Bpad [o/mKeH
YCTPaHUTbL 3TWU MOOGOYHble AeMeTBUS Hagnexawmm obpasom. VHdopmauuio o
OPYTUX HeXenaTte/lbHbIX MO60YHbIX [AeACTBUAX, CBA3AHHbLIX C WHbeKLUWen rens-
UMMNaHTarta, crefyeT CO0OLWNTb YNONHOMOYEHHOMY MpPeACTaBUTeNnto B PO n/unm
Npov3BOAUTENIO.

BH/MAH/E

He gonycKaeTca 1UCMo/1b3oBaHME U3AENMNA HEOMNbITHLIM MeALIMHCKUM MEPCOHaIOM.
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incompatibilities associated with implantation of this deviee, which may
occur immediately or may be delayed.

The use of this device or similar devices has been associated with the
following events and reactions:

abscess, angioedema, bacterial infections, nodules/induration, bleeding,
ecchymoma, burning pain, discoloration (bleaching), discomfort, oedema,
erythema, callosity, granuloma, hematoma, herpes reactivation,
hypersensitivity, accumulation of implant at the injection site, implant
visibility, hardening, inflammation, irritation, itching, marble pattern on skin
after inadvertent arterial embolisation, jugal oedema, migration, necrosis due
to vascular disorders, nodes (inflated and non-inflated), numbness, pain,
paresthesia, puncture marks, redness, retinal artery occlusion, scar
sarcoidosis, scleromyxedema (generalized), swelling, telangiectasia,
painfulness, vasculitis, angiospasm, vasovagal reaction during injection, loss
of vision due to retinal artery occlusion.

Injections of other fillers for soft tissues into glabellar region and nose alae
in very rare instances may lead to retinal artery oeclusion. In rare instances,
the herpes virus reaction is possible due to direct damage of neural axons
with a needle or manipulations with tissues and inflammatory reaction after
injection. Dissection of subepidermal plane due to fan-shaped needle
introduction may increase the risk of local adverse events. Too superficial
placement of the filler or uneven distribution of the injected implant may
lead to visible anaemic nodes in skin. It is therefore important to take these
possible complications into account. Patients must inform their physician as
soon as possible about any inflammatory reactions which persist for more
than one week or any other adverse events. The physician should treat these
as appropriate. Any other undesirable effects associated with injection of gel
implant must be reported to the authorized representative in Russia and/or
manufacturer.

ATTENTION
The device shall not be used by inexperienced medical staff.



MeToaMKa NpaBu/IbHONO yaanleHUs 3alMTHOI0 Kosnayka: Method of Correct Tip Cap Removal:
YpaepxuBaliTe Npuvy, 3a aganTtep, Kak nokasaHo (1). Apyroi pykoi octopoxkHo Hold the syringe at the adapter as shown (1). Rotate the tip cap
BpaLarite 3alMTHbIA KO/INAaYoK NPOTUB YacoBOM CTPenKu (2). counterclockwise with the other hand (2).

CHMMUTE 3alMTHbIA KONMNa4vok, Kak nokasaHo (3). Remove the tip cap as shown (3).
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BH/MAH/E A TN syringe, if the tip cap | splaced i

., Do not use the syringe, if the tip cap is open or displaced in the package.
He wucnonb3yiiTe wWNpUL, C OTKPbITbIM WAN CMELLEHHbIM B YMNaKOBKeE

3alLUMTHBIM KOIMaYyKoM.

_ Method of Needle Attachment:

MeToAnKa yCTaHOBKW UMbl Hold the syringe as shown (4). Attach the supplied 0.3 m m X 13 mm needle
YaepXuBa/Te LUNPUL, Kak rNokasaHo Ha pucyHKe (4). Hacagute npwnaratowlyrocs —

MY 0,3mm X 13mm (30G), Kak nokasaHo (5) (He ucnonb3yiite gpyrme Uriap”---------- 1(30G) as sto----- LIl - n
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r

Kpenko yjep>xviBas Uy, 3aKpenuTe ee MyTeM BpPaLLEHWs MO YacoBOl CTPesKe [0 To attach, rotate the needle clockwise firmly holding it until a slight click
NErKoro wienyka (6). (6).

ImC

MeToguKa hukcaumm wnpuua B pyKe: Method of Syringe Fixation in the Hand:

Mby BBEAEHUN TeNsi-MMIaHTaTa VAEPKMBATe LMPHL, Kak nokasaHo Ha pucyHke  YWhen injecting gel implant, hold the syringe as shown in picture 1
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MPABWJ1IbHO! (Bbliemka orpaHnuMTens xoja nopLuHsa obpatl;eHa CORRECT! (a slot in the backstop is directed backwards, towards the

Haszaf, K NnagoHun) palm)
| eSS
HEMNPABWJIbHO! (Bblemka orpaHnunTens xo4a nopLUHsA obpalleHa INCORRECT! (a slot in the backstop is directed forward, away from the
Bnepes, oT NajoHN) palm)
MeToanka NpUMeHEHUS: Method of Use:

VHbeKUMIO rens-uMniaHTaTa cneayeT fenaTh B HeBOCNa/IeHHYH0, 06e33apakeHHYH0 The device must be injected into non-inflamed, disinfected, healthy skin.
3[0POBYIO KOXY. NpuMeHsieMas TeXHWKa UHBLEKLMU UMeeT 6onbLuoe 3HadeHune ansa  Using the described injection technique has a great importance for obtaining
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MONyYeHWs  ycnewlHoro pesynbtata. Wcnombsyiite wurny 30G, kotopas @ successful result. Use the 30G needle which is provided with the syringe
npefocTaBNseTcd BMeCTe CO LUMPULEM, W BbIMOMHANTe WHBbeKuMio MegneHHo, and inject slowly by applying the appropriate injection technique. Consider
NPUMEHAS COOTBETCTBYIOLLYIO TEXHUKY. YytuTe, npenapar nNpUTAHET Bnary u that the device will attract water and will increase its volume in situ.
yBeNMuMBaeTcA B 06beMe B MecTe BBefeHWs.. Ws6eraiite BBegeHusi Gonblumx Avoid injecting large volumes in the periorbital area. The amount injected
06bEMOB B OKOMIOFMa3HUYHYO 061acTb. BBogumoe konmuectBo 3aBucut ot  Will depend on the skin’s condition and need. Initial treatment can be
COCTOSIHMA W NoTpebHOCTeli Koxu. CTapToBasi Tepanuisi MOXeT 6bITb AOMO/HeHa supplemented with one or two additional sessions with a three-week interval
O4HMM WX ABYMS [LOMONHUTENBHBIMU CeaHCcaMu C MHTEPBa/IOM MeXAy ceaHcamm between sessions, depending on the skin’s condition. After the injection,
TPU HefeNM B 3aBMCUMOCTU OT COCTOSIHUS KOXW. doctors may apply a light massage in order to distribute the product
Mocne MHLEKLMM Bpaum MOTYT BbINOMHWUTL JIETKUIA Maccax s paBHomepHoro uniformly.

pacrnpegeneHuns rens-uMniaHTara.

MpeaynpexaeHns: Warnings: o _ _

- TMepep MCMONbL30BaHNEM NPOBEPANTE LIENOCTHOCTb LUMPULLA U CPOK FOAHOCTH. - Check the syringe integrity and shelf-life before use.

- He ncronb3yiiTe LINPUL, €CIN er0 HAKOHEUHWK Gbil OTKPBIT WK CABUHYT BHYTPM - Do not use the syringe if its tip is open or displaced inside the protective
3aLLYMTHOI YNaKoBKY. package. _ _ _

- He ucnonb3yiiTe HUKaKve Apyrvue Wrfbl W LUMPWLBI BMeCTO Tex, koTopble - DO not use other needles or syringes instead of those supplied by the
npegocTaB/ieHbl MPON3BOAUTENEM. manufacturer.

- He mogutuumpyiite 1 He crubaiite urny. - Do not modify or bend the needle.

- He uCMonb3yiiTe MOBTOPHO; KaueCTBO U CTEPUILHOCTb MOFYT  6bITh -Do not reuse; the quality and sterility can be guaranteed only for
rapaHTMpOBaHbl TOMbKO A1 LUNPWLA B OPUIMHANbHOM ynakoBKe. [MOBTOpHOE syringes in the original package. Reuse of the device may result in
UCMONb30BaHNE W3eNMsS MOXET TMNPUBECTM K 3aPaXEHWI0 MaUMeHTOB  Wu infection of patients or users.

Nofib30oBaTeneli. - Should 30G needle be blocked, do not increase pressure on the barrel,
- Ecnm urna 30G oKaxeTcs 3a6/10KMPOBAHHOMA, He YCUIMBAATE HAaXKMM Ha MOPLUEHb stop injection and replace the needle.

LINPUMLA, & OCTAHOBMTE MHBLEKLMIO 1 3aMEHNTE UFAY. - There are no clinical date (effectiveness and tolerability) on gel implant
- KNnuHuYeckyvie faHHble (3ptheKTUBHOCTb U NePeHOCHMOCTb) 06 MHBEKLWW rens- injection into the area, which has previously been treated with other gel
nMmnnaHTaTa B 061acTb, KOTopas yXe 6blTa MoABeprHyTa JIeYeHU0 C MOMOLLbIO |mplan_t._ _ _

[PYrOro refsi-uMniaHTaTa, 0TCyTCTBYHOT. - Do not inject into blood vessels, bones, tendons, ligaments, nerves and
- He BbINONHANTE MHBEKLUMIO B KPOBEHOCHbIE COCY[bl, KOCTU, CYXOXWU/NS, CBA3KM, muscles.

HEpPBbI WM MbILLLbI - Do not inject into the eye contour area (including tear trough, upper
- He BbINOMHAITE MHBEKLMW B 06M1acTb BOKPYT a3 (BKIKOUas CresHylo 60posgy, periorbit and eyelids), glabellar region and nose alae.

BEPXHIOK HAZKOCTHULY T/lasa 1 BeKU), MeXX6POBbE U KPbLLIbSI HOCA. - Do not inject gel implant into birthmarks.

- He BbINOAHSANTE MHBEKUMM TeNA-MMNIaHTaTa B pOAMMOe NATHO. - AVC_"d excessive correction. _ o

- M36eraiiTe N3NMLLHEN KOPPEKLM. - Patients shall be recommended to refrain from makeup within 12 hours
- TMaumeHTaM credyeT MopeKOMeHJ0BaTb BO3AEPXKATLCS OT HAHECEHWs! MaKusxa B after the injection and to avoid long exposure to sunlight and
TeYeHWe 12 YacoB MOCME WHBEKLMM, a Takoke u3GeraTb MpPOAOKNTENLHOMO ultraviolet rays and visits to saunas and baths within one week after the
BO3AEACTBUSA CO/IHEYHOrO CBeTa U YyNbTParoNeTOBbIX JlyHeld U NOCELEHNS CayHbl injection. _ _ _ _ _ _

W 6aHU B TEUEHME OLHOW HEZeNy Moc/e UHLEKLMM. - In order to avoid possible migration of gel implant, the patient shall be
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- Bo wu3bexaHMe BO3MOXHOIO pUCKa CMELLEHUS Tens-MMnaaHTaTa nauueHTy
cneayeT NOpPeKOMeH4oBaTb He MaccMpoBaTb MeCTO JIeHEHUS B TeUeHNEe HECKOSIbKMX
[IHel nocre NHbEKLMN.

- vanypoHaT HaTpusi HECOBMECTUM C YETBEPTUYHBLIMU COEAUHEHMAMM aMMOHWS,
TaKUMWN Kak pacTBop 6eH3a/IKOHUA xnopuga. MoaToMy refib-MMnaaHTaT HUKOraa He
AO/DKEH BCTyNaTb B KOHTaKT C 3TMMW  BeWECTBaMM WM MEAULUHCKUMM
XUPYPIrUYECKUMN  UHCTPYMEHTaMW,  KOTOpble  KOHTaKTUpoOBa/IM C  3TUMM
BELLLeCTBaMM.

Cpok coxpaHeHUs pe3y/nbTaTa:

Mocne npuMeHeHWA [AHHOTO MeLVLMHCKOro Wu3fenvs HabnwpalTcsa xopoLuuve
KOCMETUYECKNE pe3ynbTaTbl U BbICOKAA CTerneHb YLOB/IETBOPEHHOCTU MaLMEHTOB.
YcnewHblil pesynibTaT COXPaHSETCA B TeHeHne 24 MecsiLeB.

YpaaneHue rena-uMmnaaHTaTa B c/lyyae HeyauHoW uMnnaHTaummn.

B cnyyae Heo6X0AMMOCTU BbLUELEHUA rens-MMnaaHTaTa U3 TKaHei Heob6XoAnMMo
BBeleHVe npenapara Ha OCHOBe aKTWUBHOIO BellecTBa rvasypoHugasa. BeegeHue
NPOU3BOANTDL JIOK&/IbHO B MECTOHAXOXAEHWE UMI/IaHTaTa.

XpaHeHue:

MegnunHckoe wvsgenve cnefyet XpaHuTb npu Temnepatype +2°C - +25 °C B
CYXOM MeCcTe B OpPUIMHa/IbHON ynakoBKe W 3aluwiaTb OT BO34ENCTBUSA CBeTa,
BbICOKMX U HU3KMX TemnepaTyp. O6pallatbca ¢ 0CTOPOXKHOCTLIO.

TpaHcnopTMpoBKa:

Bo3m0OXXHa TpaHCMOPTMPOBKA B KPbITbIX TPAHCMOPTHbLIX CpeAcTBax BCEX BUAOB B
3aBMCMMOCTM OT MpPaBW/ NepeBO30K, KOTOPble AeACTBYIOT Ha JaHHOM TpaHCropTe,
npu Temnepatype +2°C - +25 °C v BnaxHoctn o 40%.

MHamBuayanbHas ynakoBKa U3aenus:
- 1 eAVHULA MEANLUHCKOTO U3eNNs

TpaHcnopTHas Kopobka:
- 168 uvHAMBUAYaNbHbIX YMAKOBOK W3feNIMsl B OAHY TPAHCMOPTHYH YMaKoBKY
n3genus.

MeTog cTepunimnsaumn n3genvs:
MimnnaHTaT BSA3K03M1aCTUYHbBIA BHYTPUAEPMasIbHbIA Ha OCHOBE IMaslypOHOBOWA
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recommended not to massage the treated area within several days after
the injection.

- Sodium hyaluronate is incompatible with quaternary ammonium
compounds such as benzalkonium chloride solution. For this reason,
the gel implant shall never contact these substances or other medical
surgical tool, which have previously contacted these substances.

Result Preservation Duration:

The good cosmetic results and high degree of patient satisfaction are
observed after applying this medical device. The successful result is
preserved for 24 months.

Removal of Gel Implant in Case of Unsuccessful Implantation.

Should it be necessary to remove gel implant from tissues, a medicinal
product based on hyalmonidase active substance is injected. Inject locally
into the implant area.

Storage:

The medical device shall be stored at +2 °C - +25 °C in dry premises in an
original package and protected against light, high and low temperatures.
Handle with care.

Transportation:

The medical device can be transported in covered vehicles of all types
depending upon the rules of carriage for such types of vehicles at
temperatures +2 °C - +25 °C and humidity of up to 40 %.

Individual Package of the Device:
- 1unit of the medical device

Transportation Box:
-168 individual packages of products in a single transport packaging
products.

Sterilization method:
ESTELESIE Vita 18 mg/ml hyaluronic acid-based viscoelastic intradermal



kucnotbl ESTELINE Vita 18 mr/mn - naposasi ctepunnsaums
Wrna ctepunbHaa ofHokKpaTHOro npumeHeHmsa 0,3mMm x 13mm (30G) -
cTepunuiaunsa (Okecng 3TuneHa).

rasoBas

CpoK rogHocTu:
3 roga npu cobnraeHNN YCI0BUIA TPAHCNOPTUPOBKN U XPaHEHUST N3AENNSI.

YTunnsayms:

Knacc onacHOCTM OTX0A0B MeAVUUMHCKUX u3genuii - b (3NnaeMmosiormnyecku
onacHble 0TX0Abl). Vcnonb3oBaHHbIE YCTPOMCTBA, YCTPOACTBA C MPEBbILLIEHHbLIM
CPOKOM TFOAHOCTM, C HapyLUEeHHOM YNakOBKOW YTUMM3UPYKOT B YCTaHOB/IEHHOM
nopsiike B COOTBETCTBUM C CaHUTapPHO-3NUAEMMONOrNYECKUMN TPeboBaHUAMU K
obpaleHUto ¢ MeguUMHCKMK oTxofamu CaHlMnH 2.1.7.2790-10.

Coop v nepepaboTKa MEAULMHCKUX OTXOA0B B MEAULMHCKUX YUPEXAEHUSIX
NPOXOANT MOJ KOHTPOMEM MpeACcTaBUTeNs YTUAN3MPYIOLWEn opraHmsaymn. C aTon
LUeNnbi MCMNOMb3YKTCA CrneuMarnbHble TBepPAble KOHTEAHEPbl, KOTOPble MWMEHT
BaKyyMHble KpbIlWKK. Bcs Tapa OKpalleHa B XXeNTblil LBET, KOTOPbIA MOKasbIiBaeT
0MacHoOCTb Mycopa.

BriocneacTtBnn TUNUYHBIE O0TXO0Abl YTUNU3NPYIOTCA B KPEMATOPUAX UM NMPOXOAAT
npouecc ob6e33apaXuBaHUA U OXUAAKT 3aXOPOHEHUS B MOMELLEHUAX ANnA
XpaHeHus.

YcnoBHble 0603HaYEHNS, NPUMEHAEMbIE Ha 3TUKETKE:

Ne  CwumBon OnucaHve Ne CnmBon OnucaHve
1 i J MpounssoguTens 2 Cpok rogHocTu
He nognexwut
3 |ANT [ata nponsBogcTBa 4 MOBTOPHOM
cTepunnsaymm
He nognexur
5 (D NMOBTOPHOMY 6 A OcTopoxHo!
MCMNO/Ib30BaHMNIO
He ncnonb3oBarts B
7 LOT Koa naptuu 8 ( 8 ) Cyuyae MoBpeXaeHuns

ynakoBKN
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implant medical device - steam sterilization
0.3 mm X 13 mm sterile single use needle (30G) - gas sterilization (Ethylene
oxide).

Shelf life:
3 years with observation of transportation and storage conditions.

Disposal:

Medical device waste class of hazard is B (epidemiologically hazardous
waste). Used devices, devices with the expired shelf life or damaged package
shall be disposed of according to the established procedure in compliance
with the sanitary epidemiological requirements for medical waste treatment
SanPiN 2.1.7.2790-10.

Collection and processing of medical waste at healthcare facilities shall be
controlled by the representatives of the disposal company. For this purpose,
special rigid containers with vacuum covers shall be used. All containers
shall be painted yellow indicating that the waste is dangerous.

After that, waste of the same type is disposed of at incinerators or disinfected
and stored for further dumping at storage premises.

Label Symbols:

No. Symbol Description No. Symbol Description

Manufacturer Use by

1J
Manufacturing

Do not resterilize
date

&
A

®

Do not reuse Caution!

Do not use if
package is
damaged

Lot number

LOT

Consult

. ) Contains no latex
instructions for use



cu

13 STERILE EO

15 TEMMepaTypHbIii
PEXNM
Mrna ctepunbHas
17 Needle O/IHOKPaTHOro
NPMMEHEeHNS
MOE?'ICI)/IC Y NONHOMOYEHHBIN

19« npeacrasutens B PO
21 C;€ Mapkuposka CE
MponsBoanTenb:

O3HakoMuUTbLCA C
MHCTPYKLMel no
NPUMEHeHN0
He ponyckartb
nonagaHmsa Npambix
COMTHEYHbIX Nyyei
CTepuin3oBaHo ¢
MCMNOMb30BaHNEM
aTUneHoKcmaa
PekomeHAyeMblii

«KPOMA I'mboX» (CROMA GmbH)
Afpec: NHayctpuuaiine 6, 2100, SleobeHaopd, AscTpus (Industriezeile 6, 2100,

Leobendorf, Austria)

10

12

14

16

18

He cofepxuT narekc

He gonyckatb
nonagaHus Bnaru

CtepununsosaHo
STERILE |
napom
SO o
PekomMmeHpyembIn
PeXNM BNAXHOCTH
Prefilled LUl npuy, cTepubHbIiA
Svringe O HOKpAaTHOro
yring NpPUMeEHEHNA
PerncTtpaunoHHoe
Py P® No yL0CTOBepeHMe Ha
or nsgenve B Poccum
Needle MpoussoaunTeNb Urbl
manufacturer

Ten.: +43 (0) 2262 684 68-0 / + 43 (0) 2262 684 68-165

an. nouTta: office@croma.at
MecTo npon3BoACTBa:

WHpycTpuuaiine

(Industriezeile 6, 2100, Leobendorf, Austria)

YNONHOMOYEHHBI NpeacTaBuTeNb B PO:

000 «MEJINC»

6, 2100,

Agpec: 119602, Mocksa, MOKpbILWKWHA Y11., OM 1, KOpH. 1
Ten.: +7(495)437-38-56, ®akc: +7(495)661-18-17

3n. noyta: medmelis@vandex.ru

Keep away from

NeobeHgopd), ABCTpns
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. Keep dr
1 2!n direct sunlight 12 P ary
Sterilized using Sterilized using
14 STERIIE| |
13 STERILEEO ethylene oxide [ | steam
Recommended > Recommended
15 16 ) -
temperature itf humidity
Sterile single use Prefilled Sterile single use
o Needle needle 18 Syringe syringe
Authorized D_eviC(_e
000 representative in -~ PY P® Ne registration
19 «MEC» the Russian oT certlflca_te in
Federation Russia
27 Needle Needle
2 C e CE mark manufacturer  manufacturer
Manufacturer:
CROMA GmbH

Address: Industriezeile 6, 2100, Leobendorf, Austria

Tel.: +43 (0) 2262 684 68-0 / + 43 (0) 2262 684 68-165

Email: office@croma.at

Manufacturing site: Industriezeile 6, 2100, Leobendorf, Austria

Authorized Representative in the Russian Federation:

MELIS, EEC
Address: 1, Pokryshkina str., building 1, 119602 Moscow
Tel.: +7(495)437-38-56, fax: +7(495)661-18-17

Email: medmelis@yandex.ru




Beurkundunqgsreqisterzahl: 2467/2017

Die Echtheit der Firmqgzeichnung des Herrn Mqgister Gerhqrd Prinz, geberen
gm 28.04.1940 (gchtundzwqgnzigsten April neunzehnhundertvierzig), 2100
Leebendorf, Industriezeile 6, qls Prekurist fur die Croma GmbH mit dem Sitz in
Leobendorf, wird bestqtigt.
Ngch heutiger vergenemnnener Einsichtnghme in dgqs Firmenbuch des
Lgndes- qls Flgndelsgericht Kerneuburg bestcitige ich, dgss ngch dem
derzeitigen Sfgnd dieses Buches Herr Mggister Gerhqrd Prinz gls Prekurist
berechtigt ist, die im Firmenbuch des Lqgndes- els Hendelsgerichtes
Kerneuburg zu FN 100280x eingetrgqgene Croma GmbH mit dem Sitz in der
politischen Gemeinde Leobendorf selbststondig zu vertreten.
Kerneuburg, om 18.12.2017 (ochtzehnten Dezember zweitousendsiebzehn).—

Die Gebuhr von Euro 14,30 wurde entrichtet.

(( Bernd Tschugguel

(Ititut des offentlichen Notars
Dr. Wolfgang Bauml
2100 Kerneuburg
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[MepeBoA ¢ HeMeLKOro fi3blKa Ha PyCCKUMiA S3bIK]
[Mepesog wTamnos, neyaTu M HOTapPUaIbHONO YAOCTOBEPEHWUS HA [OKYMeHTe «MaKe1¥
VHCTPYKLUMM MO NPrLUEHEHNI0 MeANLUMHCKOIO u3genvst Ha TeppuTopun PO (NepBoHaYasibHbIi
BbINyCK). VIHCTPYKUMS N0 NPUMEHEHWIO MEAVLMHCKOIO u3fenus. IMnnaHTaT BA3KO31AaCTUYHbINA
BHY TPUAEPMa/bHbIA Ha OCHOBE rManypoHOBOM kucnoTbl ESTELINE Vita 18 mr/mm»,
NpeACcTaBNeHHOM Ha aHrIMACKOM 1 PYCCKOM si3blKax.]

[LTamn: CtpaHuua He 3amnosiHeHa]
[LTamn: KopHoiibypr, 18 nekabpsi 2017 r.]

[LLTramn:

«Kpoma M'm6X»

2100 NeobeHpopt, NHaycTpuuaiine 6

Ten. +43/(0)2262/68468-0, thakc 68468-165]

Inodnuchbl

PerncTpaTTyoHHLTIA HOMeP HOTapuasibHOro feicTBus: 2467/2017

HacToswum ypoctoBepseTca MOLMHHOCTL Mognucu r-Ha maructpa Mepxapga lNpuHua, pgata
poxaeHuns: 28 anpensa 1940 r. (gBaauaTb BOCbMOr0 anpens Tbicsya 4eBATLCOT COPOKOBOro roga),
agpec: 2100 JleobeHpopt WHAycTpuuaine 6, BbICTynalLWero B KayecTBe AOBEPEHHOro smua
koMnaHum «Kpoma Mv6X» (Croma GmbH) ¢ mecToHaxoxaeHuem B 1. Jleo6eHL0pd.

Ha ocHoBaHMM Npov3BefeHHOro MHOK CErofHA 03HAKOMJIEHUS C PeecTPOM HOPUANYECKNX ALY
3emenbHoro cyga u Cyga no ToproBbiM fenam KopHoibypra s ygocToBepsito, 4UTO B
COOTBETCTBMM CO CBELEHWUSIMU, COfePXKalLMMUCA B YKa3aHHOM peecTpe Ha COOTBETCTBYHOLLUNA
MOMEHT BpemMeHW r-H maructp [epxapg [MPWHL, ynonHOMOYeH, BbICTyNnass B KauyecTBe
[0BEPEHHOr0 nua KomnaHun «Kpoma MM6X» ¢ MECTOHAaX0XAEHMEM B NMOMUTUYUECKON 06LLMHE
JleobeHzop, 3aperncTpmMpoBaHHON B peecTpe puaNYecknx nuy, 3emenbHoro cyga u Cyga no
ToproBbiM fgenam KopHoiibypra 3a Homepom FN 100280X, npefcTaBnATb KOMMaHMIO
efIMHONNYHO.

KopHolibypr, 18 aekabps 2017 r. (BocemMHaguaToro Aekabps ABe ThICAYN CEMHAALATOro roga).

B3bickaHa nownnHa B pasmepe 14,30 espo.
/nognuce/

[WTamn:

Mar. bepHg Yyrrionb

VicnonHsawowmii 0653aHHOCTM HOTapuyca
[-pa Bonbthranra bolimns

2100 KopHolribypr]

[MevaTs:

[Op. Bonbradr oMb
HoTapuyc

9

KopHoiibypr, HmkHss ABcTpus
ABcTpulickas Pecny6nnkaj
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Mepesena LLlopoxosa Mapus CepreesHa

Poccuiickaa ®epepauns. MNopog Mocksa.

[BajuaTb WecToro gekabps ABe TbICAYM CEMHAALLATOr0 roja.

A, XamupynnuHa AWrynb AMWpOBHa, HoTapuyc ropoga MOCKBbI, CBUAETE/IbCTBYIO
NOA/IMHHOCTbL NnoAnucy nepesogymnka LLlopoxosoii Mapun CepreeBHbl.

Moanuce chenaHa B MOEM MPUCYTCTBUN.

JINyHOCTb NOANUCABLLENO JOKYMEHT YCTaHOB/IEHA.
3apernctpuposaHo B peectpe: No
B3bickaHo no Tapudyy: 100 pyo6.
YnnayeHo 3a oKasaHue yCcnyr rnpasoBOro N TEXHMYECKOro xapakrtepa: 50 py6.

A. A. XamngynnuHa

Bcero npowwmnTo, NpoHymepoBaHo 1
cKpeneHo neyateto  /Co nncT(-a,-0B).
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MAKET MHCTPYKUWMWM NO NMPUMEHEHWIO TEMPLATE OF THE MEDICAL DEVICE INSTRUCTIONS FOR

MEANUMNHCKOIO U3AETNA HA TEPPUTOPUIN PO USE ON THE TERRITORY OF THE RUSSIAN FEDERATION
(NepBOHaYa/IbHbIN BbIMYCK) (initial version)
MHCTpYKUMA N0 NPUMEHEHNIO MEAVLIMHCKOIO U3Lenns Medical Device Instructions For Use
VIMnnaHTaT BSA3KO3/1aCTUUHBINA BHYTPUAEPMa/IbHbIA Ha OCHOBE ESTELINE Voluma 23 mg/ml Hyaluronic Acid-Based Viscoelastic
rmanypoHoBoit kucnotbel ESTELINE Voluma 23 mr/mn Intradermal Implant
CocTaB 1 Mn rensa-uMmnnaHrara: tml of gel implant contains:
BewyecTtBo PYHKLUMOHaNIbHOE KonnuectBo Substance Function Quantity
HasHa4yeHue
MManypoHaTt HaTpusi AKIMBHEIN 23 mr Sodium hyaluronate Active ingredient 23 mg
NHTPeanNEHT
Xnopug Hatpus BythepHas cosb 8,3 mMr Sodium chloride Buffer salt 8.3 mg
Aurungpodocdat HaTpusa x 12H20  BydepHas cosnb 0,95 mr Sodium dihydrogen phosphate x 12H20 Buffer salt 0.95 mg
Aurngpodocgat Hatpua x 2H20 BytepHasa conb 0,4 mr Sodium dihydrogen phosphate x 2H20 Buffer salt 0.4 mg
Boaa ans uHbekumin PacTtsopuTesnb 980,6 mr Water for iniections Solvent 980.6 mg
OnwucaHwe: Description:

MeauumHcKoe nsaenve VIMNNaHTaT BA3K03/1aCTUUHbIN BHYTpuaepManbHblii Ha ESTELINE Voluma 23 mg/ml hyaluronic acid-based viscoelastic
OCHOBE TManypoHoBoii KucnoTbl ESTELINE Voluma 23 wmr/mn [2,3-% intradermal implant [2.3% Highly Crosslinked Sodium Hyaluronate i.d.]
BbICOKOCLLMTBIA HATPUA TManypoHaT Ans BHYTPUKOXHOTO BBefeHUs] npeactasnsiet IS a sterile, biodegradable, viscoelastic, clean, transparent, isotonic and
Co60i1  CTepu/bHbIN,  6GUOpasfaraeMblii,  BA3KO3MACTWYHLIN,  ouulleHHbIM, homogenized injectable gel implant. The hyaluronic acid used in this
Npo3payHbIfi, W30TOHUYECKUA U TOMOTEHW3VNPOBAHHbLIA WMHBLEKUMOHHBIA renb-  device is of a bioenzymatic origin {Streptococcus equi) and contains a
uMnniaHTaT. [uanypoHoBass KMUCMoTa, WCMoNb3yemass B u3genun, wumeet certain part of linked hyaluronic acid and a certain part of unlinked
6uodepmeHTaTBHOe  npoucxoxaeHme  {Streptococcus  equi),  comepxuT hyaluronic acid, which are in equal amount produced by streptococci and
OnpefenieHHY0 YacTb CLUMTOW FUaypoHOBOW KWUCMIOTLI U onpefeneHHy0 dacTk Normalized to a total concentration of 23 mg/ml in a physiological buffer.
HECLUMTOM  FMa/IVDOHOBOM  KWUCMOTbI,  KOTOPble B PaBHbIX  KO/MYeCcTBax

D000 eI (7 NFOGUIRMIRU & WWWSOSTORAMADIORRY, 11 - GakTepusiMi, ¢ MpuBedeHnemM K o6LLeli
KOHLEeHTpauun Ha ypoBHe 23 Mr/mn B h3monornyeckom ovaepe.
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Has3HauyeHwne, Ccpepa npunMmeHeHNAa MegUUMNHCKOTIo nagenna:

MeanunHckoe msgenve VimMnnaHTaT BA3K03/1aCTUYHBIA BHYTPUAEPMa/bHbIY
Ha ocHoL rwnanypouoBoii kucnotel ESTELINE Voluma 23 wmr/mn
npeagHasHad4eH And MUCNONAb30BaHUA Yy B3POCAbIX ﬂ}O,ﬂ,eVI C UENbK KOppekyunn
rNy6oKMX MOPLLMH W CKNaJoK, Yy4dlleHUs UM BOCCTaHOB/EHUA o6bema nnues”
TKaHelh un pemoaennpoBaHna KOHTYpOB nunua. I/I3,u,er|v|e npepHasHa4ve a
BBeJEHUA B r1yo60Kne C/lonm AepMbl MM MOAKOXHOTo cnosd. Msgenne moaHOCTbIO

£2nulr " npefHasHayeHo 414  OLHOPA30BOro  WUCMO/b30BaHWUA,  ABNSAETCA

A"MUuMNKOe wnsfenne ABNAeTCA HeaKTUBHbIM M HEe BbINOJIHAET N3MEPUTENTbBHY O

£/ PV W bl XUBOTHOrO NPOMCXOXAEHWSI B MpoLecce NPOoM3BOACTBA MeANLIMHCKOTO
n3genna nn B Ka4ectBee CbipbAa HE NCNO/B3YHTCA.
HEKapCTBeHHbIe BELW,eCTBa HE BK/TKOYEHbI B n3fenne.

KomnnekTaumsa MeamunHCKOro n3aenns:

MegnynHckoe msgenve MmnnaHTaT BA3K03/1aCTUYHbIA BHYTPUAEPMasbHbIN
., ocLe rumApoHoBoin Kucnortel ESTELINE Voluma 23 wmr/mn,
NoCTaB/IAETCA B CNeAYHOLLEM COCTaBe:

1. TwanypoHoBas kucnota 23 wmr/mn  (HaTpus
npoussoactea «XTJT1 C.A.C.» (HTL S.A.S))
LUnpuy 1,0 mn ¢ orpaHnynTesniemM xoga nopLyHs
Mrna ctepunbHast 0OQHOKPATHOro npumMeHeHna 0,4mm x 12,7mm (2 /(n) -/ L,
WHCTPYKLMA MO NPUMEHEHWNIO

5 OTtuketka —3 WwT
3anofIHEHHbI refeM-uMnAaHTaToOM LW NPUL BMecTe C ABYMSA CTEPUNbHbLIW UT1aMU
27G ynakoBblBalOT B OGAWCTEPHY YNAaKOBKY, 3amneyaTaHHYHo
KPbILWKO. BAMCTEPHYD YNaKoBKY YMNaKoBbIBAOT B
KapTOHHYKO KOPOG6KY, COZep>Kallyrd WMHCTPYKUMIO MO MpuMeHeHU0. Ha kKopone
HayauTCcs KOMMAEKT W3 Tpex 3TUKETOK C HOMepoMm mnapTum. OpgHa 3TUK
(knunca NOA/MHHOCTM) OCTaeTCcs Ha YMakKoBKe, BTOPYl c/leayeT Ha-euTb -
MEAULUMHCKYIO KapTy nauueHTa, a TPeTbl OTAaTb MNauyueHTy Ans obecneyvyeHus
BO3MOXHOCTU KOHTpPONS.

rmanypoHat  (cblpbe)

> whb

6nncTepHO

oTorpapusa obLero Buja MeAULLMHCKOrO N3enus.
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Intended Use and Application of the Medical Device:

ESTELINE Voluma 23 mg/ml hyaluronic acid-based viscoelastic
intradermal implant is intended to be used for adult human beings to
correct wrinkles and folds, increase or restore volume of facial tissues and
to remodel facial contours. The product is designed to be injected into the
dermis or subcutis. The device is completely absorbed.

The device is intended for single use and is sterile.
The medical device is non-active and has no measuring function.

No materials of animal origin are used during manufacturing or as raw
materials. :
No medicinal products are integrated into the device.

Scope of Delivery of the Medical Device:
ESTELINE Voluma 23 mg/ml hyaluronic acid-based viseoelastic
intradermal implant consists of.

1. Hyaluronic acid 23 mg/ml

manufactured by HTL S.A.S.)
. 1.0 ml syringe with a backstop
. 0.4 mm x 12.7 mm sterile single use needle (27G) - 2 pc.
. Instructions for use

5. Label-3 pc. i N

A syringe filled with gel implant and two 27G stenle needles me paekt”™ged
into a blister sealed with a blister cover. The blister is packaged into a
labelled carton box containing an instruction for use. The carton box has
three labels with a batch number. One label (identification clamp) remains
on the package, the second label shall be ahached to the patient chart and
the third label shall be given to the patient for control implementation.

(sodium hyaluronate (raw material)

A o

Picture of the Medical Device General View:
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LLinpwuy 1,0 mn ¢ orpaHuynTenemM xoga nopLuHA

Ne [feTanb
1  UwnnuHpp
wnpuua

2 J103poBCKMiA
HaKOHEYHVK C
KOHTPO/IEM
BCKpbITMA TELC

3 YnNnoTHUTENDb

4  OrpaHnuunTenb

Xofa NnopLuHSA
5  LWTok nopHA
6 Otukerka IMD
20x40

Martepunan
BopocunukaTtHoe ctekno (tun 1) 8412 Fiolax® clear
CunnkoHosoe macno DC365

J103p0BCKUIA  NepexogHMK - nonukapboHat Lexan

HPH 4404
HakoHeyHnkK -
Santropene'™8000
BcTaBka - PeanHa FM27/0 grey
Anactomep West 4023/50

CunukoHoBada cmaska DC(R)360
MonnnponunedH PPH5060

Benbii nurmeHT PPK 419482
Monvkap6oHaT MakponoH 2658

Benbln nurmeHT Blanc 10671 OP
MNpo3payHblii rNSHUEBbIA  NoAnaump

TepMONNacTUYHbIN

LBeTa

Mrna cTtepunbHast O4HOKpPaTHOro npumeHeHus 0,4mMm x 12,7mm (27G)

Ne [eTasb
7 KaHtong
8  Pasbem Jlio3pa

9 Konnayok 3alunTHbIi

BHNWMAHWE!

Matepnan

Hepxasetowasa ctanb SUS304
MonvnponuneH PRIME POLYPRO J850NA
MurmeHT cepblin PS8-18579

MonvnponuneH PRIME POLYPRO J850NA

Mepen 1Cnosib30BaHMEM 03HAKOMbTECH C MHCTPYKLMEN.

[Noka3aHus:

- KOppeKums rnyboKmnx MOPLLMH 1 CKNaLoK Ha nnLe
- yBenMYeHne 06bema NMNLEBbIX TKaHel

- BOCCTaHOBJIEHNE KOHTYPHOW NNacTUKM nnua

- NledeHue nunoaTpopumn nmua

- pemojgennpoBaHune KOHTYPOB Nnua

- Nle4eHune AeCTPYKTUBHbIX LLPaMoB

- neyeHve MODMONOrUYECKON aCUMMETPUN
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

anacTomep

NnaTo;
MepmMaHEeHTHbIN aKpWIoBbIA Kield; YepHuna YepHoOro

1.0 m syringe with a backstop

No. Item

1 Barrel

2 Tamper
evident Luer
lock TELC

3 Stopper

4 Backstop

5 Plunger rod

6 Label IMD
20x40

Material

Borosilicate glass (type 1) 8412 Fiolax® clear
Silicone DC365

Luer adapter - polycarbonate Lexan HPH 4404
Tip - thermoplastic elastomer Santropene”™ 8000
Insert - rubber FM27/0 grey

Elastomer West 4023/50

Silicone lubricant DC(R)360

Polypropylene PPH5060

White pigment PPK 419482

Polycarbonate Makrolon 2658

White pigment Blanc 10671 OP

Transparent glossy polyether PETF; Permanent
acrylic adhesive; black ink

0.4 mm X 12.7 mm sterile single use needle (27G)

No. Iltem

7 Cannula

8 Luer hub

9 Tip cap
ATTENTION!

Material

Stainless steel SUS304

Polypropylene PRIME POLYPRO J850NA
Gray pigment PS8-18579

Polypropylene PRIME POLYPRO J850NA

Read the instruction before use.

Indications:

- correction of deep facial wrinkles and folds
- increase of facial tissues’ volume

- restoration of facial contour

- treatment of facial loss

- remodeling of face line

- treatment of destructive scars

- treatment of morphological asymmetry
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Mpy ucnonb3oBaHWN [JAHHOIO

cnefyrouime ABNeHNA N peakUUn: TMA°B«bK W3AEINA  Habnoganncb

aocuecc, aHIrMOHEBPOTUYECKUIA
YTO/LLEHME/YNIOTHEHNE, KPOBOTeYeHMe L baKTepuasibHble MHpeKUnmn
OKpackn (obecuBeumBaHue), auckomslont " HOKEHWE, HapyLleHue’
rpaHyfnembl, rematomMa, peaktueaumsa repn™a r 1 orpy6eHue,
MMmnnaHtTata B MeCTE WHBEKUMN  BUOUMOTTAM®' TMANUAAANANAAN
BOCnasieHue, pasgpaxeHue, 3yg moamonn” ” MMnNnaHTaTa, OTBepAeHue
CNy4ariHo

apTepuanbHOM ambonusaumm, 0TeK CcKynbll M

acynsApHbK HapyLwleHwui, y3enku (Bocna”™eHHbIl'm HIT

60Nb, napecTe3ns, cnefbl YKOMOB, ,,0KpacHe”e CHHbIE), OHEMeHMe,

capkoungos  pyb6uos, cknepomukceal ma M7 apTepun ceTyaTKu
TefleaHrnaKTasms, 60M1e3HEHHOCTb, BaCKy/INT onyxaHue,’
X04e UMbEKNUN, ,,0Tepsd 3PeHNA BENEeACTBU; OK K ™ “ Y " “
nun _ — ccluyaTtku.
KpblwbeBHocal oueHbNpegeT™ B 00/1aCTb MeX6poBbs W
B pegkux cnyyasax BO3MOXKHA peakTuBanns " KMKTIO3NN apTePUN CETHATKMN.
BOCNAN™ N HelPOHHbIX aKCOHOB WI/0M npaAmMoro
BOCMaNNTENIbHOM peakumn nocne MHbeBA! Pa C TKaHbl0 U
cybanngepmanbHoi

NOCKOCTW BCNEeACTBUE BeepoobpasHoro”eojaa
MoBbICUTb PUCK

«SABNEHNA MEeCTHbIX MOBOYHbIX ABNeHWA T N
HanoMIHUTENA UM HepaBHOMepPHOe panpegelr ™ ™ “ * PxHOCTHOE pasMelleHue
“O EOMATOo UMniaHTaTa L3XeT

npuMBeCTM K 3aMeTHbWw aHeS™ ™ T f
AUTbLWIATb 3TV BO3MOXHbIe “ NoX [T Hul N ™ Nak 3a ™
POHH(OpMMpPOBaTL Bpaya 0 N06bIX BOCMau X"» “0XXHO CKopee
6onee OAHOW Hegenu, wam mwo6o “ gp*“ I ® "Poxoaaul»
rewr™ ™ ancTBUN'Nesaanexx N T« AP n0/mKeH
APYTUX HexenatenbHbIX MNJBOYHBIX obpaszom. WHGopmaluio o
wnnaHTaTta, cnegyetr coo6 ™1l ~on N C WHBbEKUuen rlns-
rPON3BOAUTENIO. NeHHOMY NpeAcTaBUTENt0 B P® n/mnu

™

BHUMAHWE!
ninNasrca nenNnkOHATMA mmrrmn

le
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TICTINLLL, Ty,

following events and devices has been associated with the

eccpola“ %0 bleeding,
erythema, callosity, granuloma h discomfort, oedema
hypeiaensitivity, accumufation of "««ctivation,’
™ b,l-y hardening, inflammation i £ o ~ “~ mjection site, implant
skm after inadvertent arterial em b X fo™’ ® “" *“e pattern on
necrosis due to vascular disorders nodes ’ ~Ndema, migration,
nunabness, pain, paresthesia, punetoe mart n et A=),

scleromw n”~ ’ redness, retinal artery

scar sarcoidosis
swelling,

occlusion,
telangiectasia, painfiilness, Vasculitis (generalized),
dunng injection, loss of vision due ,0 retinafart™""A~J. ;™ *y°
it very imtaees’ tay “fetid T 1“° “re
mstances, the heipes virus reacflon Ts u, “oton. In rare
neural axons with a needle or maninulati*” ~’/-1 damage of
reaction after injection. Dissection o fl”h™Ij *“fla>nmatoiy
shaped needle introduction may increase feriflT ! "'
Too superficial placement of the filler n events,
mjected implant may lead to visible anaem™ “**f™ “~ “’ytion of the
important to take these possible comni, r therefore
inform their physician al fton 7 ** “T * © « “«s musl
reactions which persist for more ftan o,,l “flik™atory
events. The physician shouTd Jse I " ndverse
iLeCLn yPPAPN™M/N- Any other

undesirable effects associated with
reponed to the authorized representative in Russiaan”~L ZIX turL"

ATTENTION!

bv inexnerie. ™ H



MeToanKa NpaBuUIbLHOTO YaasieHUs 3aLlUMTHONO KosnaykKa: Method of Correct Tip Cap Removal:
YAepxvBaiiTe LUNPULY 32 ajanTep, Kak nokasaHo (1). [pyroil pykoii 0BTOPOXKHO Hopld the syringe at the adapter as shown (1). Rotate the tip cap
BpaLLaiiTe 3alMTHbIA KOANa4oK NPOTUB YaeoBoii CTpenku (2). counterclockwise with the other hand (2).

CH/MUTE 3aLMUTHBINA KO/INAYoK, Kak rnokasaHo (3). Remove the tip cap as shown (3).
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BHNMAHWE! ATTENTION!

He wucnonb3yiiTe wWMNpUL € OTKPbITbIM WAM CMeLeHHbIM B ynakoBke DO not use the syringe, if the tip cap is open or displaced in the
3aLLMTHBLIM KOMMAYKOM. package.

MeToanKa yCTaHOBKU UM bl:

YhepuBaiiTe WNpuL, Kak NOKasaHo Ha pucyHke (4). Hacagnte npunarawowyiocs Method of Needle Attachraent: _

uray 0,4MM X 12,7MM (27G), Kak nokasaHo (5) (He UCMOMb3yiTe Apyriie Urfbi). Hold the syringe as shown (4). Attach the supplied 0.4 mm x 12.7 mm
needle (27G) as shown (5) (do not use other needles).
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Kpenko yaepxusas uriy, 3akpenute ee nyTem BpalleHUs M0 YaeoBOW CTPe/Ke 0 I o : : :
NIErKOTO LLenyKa (6). To attach, rotate the needle clockwise firmly holding it until a slight click

T

MeTognKa hukcaumu Wwnpuua B pyke:
A @ ! Pyt Py Method of Syringe Fixation in the Hand:

& 000 LMPMH (=] INFO@CIRMLRU & WWWGOSIDRAVNADZORRU |1 i
e e e R A aS e AMBaiiTe LWINPWL, KaK NoKasaHo Ha PUCYHKe L . . .
i ~ Jer pa prcy When injecting gel implant, hold the syringe as shown in picture 1,



MPABWJ1IbHO! (Bblemka orpaHmunTens xoga nopLUHs obpatlieHa CORRECT! (a slot in the backstop is directed backwards, towards the

Haszaf, KN1ajoHw) palm)
I 5
HEIMPABWJ/IbHO! (BblemKka orpaHn4mTenst Xoaa NopLuHS obpalyeHa INCORRECT! (a slot in the backstop is directed forward, away from the
Brepes, OT flafoHN) palm)
MeToanka npUMeHeHUs: Method of Use:

VHBbeKUMIO renga-MMmniaHTaTa cnefyeT fenaTb B HEBOCMaNeHHY0, o6e33apaxkeHHY0  Gel implant shall be injected into uninflamed, disinfected healthy skin.

2a2NNANAD\/LN N\ l_lnulnnaunnnnan TDVLI[ - H - - - - -
GﬂGUULlMPMM@INFD@CIRMLRU@www.susanAVNAnmR_Ru"Ka NHBEKUNN nMeeT 6onbLioe 3HaveHne ansa  Using the described injection technique has a great importance for



MoslydeHUss  YCMewiHoro pe3ynbTata.  Wcnonb3yite wurny 27G, KoTopas obtaining a successful result. Use 27G needle, which is supplied with a
NpeaocTaBfiseTcs BMECTe CO LUMPULUEM, W BbIMOMHANTE MHBEKUMIO MefneHHo, Ssyringe, and inject slowly using the appropriate technique. Inject small
NPYMEHsIS COOTBETCTBYHOLLYO TeXHWKY. BBoguTe HeGonbluve o6bembl B fBa wiam volumes in two or several steps but not the whole volume at once. The
HECKO/MIbKO MPMEMOB, a He BCe cpasy 3a oAuvH npueM. BBefeHHbIi 06beM 6yaeT injection volume depends upon the type of wrinkles to be corrected.
3aBUCETb OT XapaKTepa MOPLUWH, noanexaiimx koppekuuu. Mocne uHbekumm Following the injection, the physician may gently massage the area for
BpauM MOryT BbINOMHUTL NIErKUIA Maccax 418 paBHOMepHoOro pacnpegeneHus rena- uniform distribution of gel implant. Leave the patient in the room for
umnnaHTata. OcTaBbTe nauMeHTa B KabuHeTe Ha HeCKoNbKo MWUHYT nocne several minutes after the injection so that blanching due to artery embolism
WHBEKLMUW, 4TOObI BOBPEMS 06HapYyXWUTb NobGrefHeHWe, Bbi3BaHHOe 3akynopkoi could be detected.

apTepuii.

[MpenynpexaeHnsa:

- lMepes ncnonb3oBaHMeM NPOBEPANTE LIENOCTHOCTL LUNPULA M CPOK FOAHOCTH. Warnings:

- He ucnonb3yiiTe LNPWULL, CAIN €r0 HAKOHEUYHMK ObLL OTKPbIT UM CABUHYT BHYTPY - Check the syringe integrity and shelf-life before use.

3alMTHOMN YNaKOBKW. - Do not use the syringe if its tip is open or displaced inside the
- He wucnonb3yiiTe HUKakue Apyrve WrAbl W LWINPULbI BMECTO TeX, KOTOpble protective package.

npegocTas/ieHbl MPOU3BOANTESIEM. - Do not use other needles or syringes instead of those supplied by the
- He mogngmumnpyiite n He crubaiite urny. manufacturer.

- He wucnonb3yiiTe MOBTOPHO; Ka4deCTBO W CTEPWIbHOCTb MOFyT ObiTb - Do not modify or bend the needle.

rapaHTMpoBaHbl TOMbKO ANS WNPULA B OPUrMHaNbHOM ynakoBke. [OBTOpHOe - Do not reuse; the quality and sterility can be guaranteed only for
NCMONb30BaHNE W3AEeNIMSA  MOXET TMPMBECTM K 3apPaXKEHUI0 MaUMEeHTOB WK syringes in the original package. Reuse of the device may result in
nosib3oBaTesen. infection of patients or users.

- Ecnm urna 27G okaxeTca 3a6/10KUPOBaHHON, He YCUIMBaiiTe HaXKMM Ha MopLUeHb - Should 27G needle be blocked, do not increase pressure on the barrel,
LUNpULA, a OCTAaHOBUTE UHBEKLINIO N 3aMEHUTE UT Y. stop injection and replace the needle.

- KnuHunyeckre gaHHble (3PHEKTUBHOCTb U MEPEHOCUMOCTb) 06 MHBLEKLUW Fefisi- - There are no clinical date (effectiveness and tolerability) on gel
MMnnaHTaTa B 06/1aCTb, KOTOpas yXe Oblna MogBeprHyTa sleYeHU C MOMOLLbHO implant injection into the area, which has previously been treated
ApYyroro reng-umrniaHTara, 0OTCyTCTBYIOT. with other gel implant.

- He BbINONHAWTE UHBEKLMIO B KPOBEHOCHbIE COCY/bl, KOCTU, CYyXOXWUNSI, CBSA3KM, - Do not inject into blood vessels, bones, tendons, ligaments, nerves and
HepBbI NN MbILLLbI. muscles.

- He BbLINOMHAITE MHBEKLMM B 061aCTb BOKPYT IN1a3 (BK/OYas CNesHyo 60po3ay, - Do not inject into the eye contour area (including tear trough, upper
BEPXHIO HaAKOCTHULLY r/1a3a U BEKM), MeXK6POBbE M KpbLLbs HOCA. periorbit and eyelids), glabellar region and nose alae.

- He BbINOMHANTE MHBEKUMM Tensa-umMniaHTaTa B pogMmoe NATHO. - Do not inject gel implant into birthmarks.

- M3berainTe n3nuLLIHen KOPPEKLUN. - Avoid excessive correction.

- MauveHTam cnefyeT NMopeKOMeHZAOBaTh BO3[EPXKATbCS OT HAHECEHUS! MaKusika B - Patients shall be recommended to refrain from makeup within
TeueHve 12 4acoB MOCMEe WHBEKLMM, a Takke W3beraTb MPOAO/KUTENBHOMO 12 hours after the injection and to avoid long exposure to sunlight
BO34EWCTBMSI COSIHEUHOTO CBETA U YNbTPaUONETOBbIX /lyUeil 1 MOCELLEHNSI cayHbl and ultraviolet rays and visits to saunas and haths within one week
Unn 6aHn B TeYEHWEe OAHOM Heaenn Nocne NHLEKLUUN. after the injection.

- Bo wu3bexaHne BO3MOXHOFO PUCKA CMELLEHUS rens-uMnaaHTata nalueHTy - In order to avoid possible migration of gel implant, the patient shall be
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cnefyeT NOPeKOMEHAOBATL He MaccMpoBaTb MECTO JIeYEHMS B TEUEHME HECKO/TbKMNX
[IHe Nocne NHbEKLMN.

- vanypoHaT HaTpusi HECOBMECTUM C YeTBEPTUYHLIMU COEAMHEHUAMM aMMOHUS,
TaKUMKN Kak pacTBop 6eH3a/IKOHUA X/opuaa. MoaToMy resib-MMnaaHTaT HUKOra He
JO/DKEH BCTynaTb B KOHTAaKT C 3TUMM  BellecTBaMM WM MeAULMHCKUMMN
XUPYPIrUYECKUMM  UHCTPYMEHTaMK,  KOTOpble  KOHTaKTUMpoOBa/IM € 3TUMMU
BELLLeCTBaMM.

CpoK coxpaHeHuA pesynbrara:

Mocne nNpUMeEHeHWS [AAHHOI0 MeAULMHCKOro u3fenvs HabnoparTcs Xoponile
KOCMETUYECKUNE pe3y/ibTaTbl N BbICOKAs CTeneHb YA0BMETBOPEHHOCTU MaLMEHTOB.
YcnewHblil pesynibTaT COXpPaHSeTCa B TeHeHMe 24 MecsiLeB.

Y,qaneHme rena-nMnsiaHTarta B c/iyyae Hey,anHOﬁ MMM1IaHTaunun.

B cnyyae Heo6XOAMMOCTU BbIBeAEHMS Tensi-uMniaHTaTa U3 TKaHeik Heo6Xoanumo
BBefeHNe npernapata Ha OCHOBe aKTUBHOIO BeLLeCTBa rmasypoHugasa. BeepeHue
NPoOun3BOANTb NIOKA/IbHO B MECTOHAXO0XAeHWe UMMNIaHTaTa.

XpaHeHue:

MegnunHckoe wvsgenve cnegyet XpaHuTb npu Temnepatype +2°C - +25 °C B
CYXOM MecTe B OpPUIMHa/IbHON YMNakoBKe M 3aliMuiaTb OT BO3[eACTBUA CBeTa,
BbICOKMX U HU3KUKX TeMnepaTyp. ObpalaTbecsi C 0OCTOPOXHOCThIO.
TpaHcnopTMpoBKa:

Bo3moXXHa TpaHCNOPTUPOBKa B KPbITbIX TPaHCMOPTHbLIX CPefCcTBax BCeX BWAOB B
3aBUCUMOCTUM OT MpaBwu/1 NepeBOo30K, KOTOPble AeCTBYIOT Ha JaHHOM TpaHCMopTe,
npu Temneparype +2°C - +25 °C n BnaxkHocTtu Lo 40%.

VHavBuayanbHas ynakoBKa U3aenns:
- 1 egMHNLA MeJMLIMHCKOIO M3enus

TpaHcnopTHaa Kopobka:
- 168 MHAMBMAYa/IbHBLIX YMNAKOBOK WM3[e/nsi B OfHY TPAHCMOPTHYH YMNaKOBKY
n3genus.

MeTog cTepunmnsaumnn n3genuvs:
MMnnaHTaT BSA3K03/1aCTUYHbIA  BHYTPUAEPMasibHbIA Ha OCHOBE TManypPOHOBO
Kucnotbl ESTELESFE Voluma 23 mr/mn - naposas ctepuivsaums
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recommended not to massage the treated area within several days
after the injection.

- Sodium hyaluronate is incompatible with quaternary ammonium
compounds such as benzalkonium chloride solution. For this reason,
the gel implant shall never contact these substances or other medical
surgical tool, which have previously contacted these substances.

Result Preservation Duration:

The good cosmetic results and high degree of patient satisfaction are
observed after applying this medical device. The successful result is
preserved for 24 months.

Removal of Gel Implant in Case of Unsuccessful Implantation.

Should it be necessary to remove gel implant from tissues, a medicinal
product based on hyaluronidase active substance is injected. Inject locally
into the implant area.

Storage:

The medical device shall be stored at +2 °C - +25 °C in dry premises in an
original package and protected against light, high and low temperatures.
Handle with care.

Transportation:

The medical device can be transported in covered vehicles of all types
depending upon the rules of carriage for such types of vehicles at
temperatures +2 °C - +25 °C and humidity of up to 40 %.

Individual Package of the Device:
- 1 unit of the medical device

Transportation Box:
- 168 individual packages of products in a single transport packaging
products.

Sterilization method:
ESTELINE Voluma 23 mg/ml hyaluronic acid-based viscoelastic
intradermal implant medical device - steam sterilization



Wrna ctepunbHas ofHOKpaTHOro npuvmeHeHuns 0,4mMm x 12,7mMm (27G) - rasosas
cTepunmsaums (Okeug ITuneHa).

CpoK rogHocTu:
3 roga npv co6/1t0AeHNN YCNOBUIA TPAHCMOPTUPOBKM W XPaHEHUS N3AEMNSI.

YTunmnsayms:

Knacc onacHOCTM OTX040B MeAUUMHCKUX u3gennin - B (3nngeMmonornyecku
onacHble 0TXoAbl). Mcrnonb3oBaHHble YCTPOMCTBA, YCTPOWCTBA C MPEBbILUEHHbIM
CPOKOM TOAHOCTW, C HapyLUeHHOW YNakOBKOW YTUMU3NPYHOT B YCTAHOB/IEHHOM
nopsigke B COOTBETCTBUM C CaHUTapHO-3NUAEMUONOTUYECKUMUN TPeboBaHUSAMN K
obpalleHnio ¢ MegnuuHCKuMn otxogamm CaHlNMunH 2.1.7.2790-10.

Cbop wn nepepaboTKa MeAULMHCKUX OTXOAOB B MEAULMHCKUX YUpexaeHUsax
NPOXOAMT NOA KOHTPONEM MNpPeAcTaBUTeNs YTUAN3MPYOLWen opraHmsauuun. C aTon
Uefnblo  MUCNOMb3YHTCA CheunasibHble TBepable KOHTEeNHepbl, KOTOpble MWMeKT
BaKyyMHble KPbIWKWA. BcA Tapa OKpalleHa B XXeNTblii LBeT, KOTOPbIA MOKasblBaeT
onacHoOCTb Mycopa.

BriocnefctBumM TUNUYHbIE OTXOAbl YTUMU3UPYIOTCA B KPEMATOPUAX WU MPOXOAAT
npouecc o06e33apaXkMBaHNA U OXWAAKT 3aXOPOHEHUA B MOMELLEHUAX AN
XpaHeHus.

YcnoBHble 0603HaYEHUS, NPUMEHAEMbIE Ha 3STUKETKE:

No CumBon OnucaHve No CumvBon OnucaHve

iJ MponsBoauTenb CpoK rogHocTu

He nognexur
[arta npounssogcTea @ MOBTOPHOIA
cTepununsauunu
He nognexwur
NOBTOPHOMY A OcTopoxHo!
MCMNOJIb30BaHUIO
He vcnonb3oBaTh B
LOT Kog naptum CNydae NoBPeXaeHNs
YNaKOoBKM
O3HakoMuTbLCA C
10 He cogepXuTt natekc

WHCTPYKUMER No
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0.4 mm X 127 mm sterile single use needle (27G) - gas sterilization
(Ethylene oxide).

Shelf life:
3 years with observation of transportation and storage conditions.

Disposal:

Medical device waste class of hazard is B (epidemiologically hazardous
waste). Used devices, devices with the expired shelf life or damaged
package shall be disposed of according to the established procedure in
compliance with the sanitary epidemiological requirements for medical
waste treatment SanPiN 2.1.7.2790-10.

Collection and processing of medical waste at healthcare facilities shall be
controlled by the representatives of the disposal company. For this
purpose, special rigid containers with vacuum covers shall be used. All
containers shall be painted yellow indicating that the waste is dangerous.

After that, waste of the same type is disposed of at incinerators or
disinfected and stored for further dumping at storage premises.

Labe Symbols:

No. Symbol Description No. Symbol Description
1 i J Manufacturer 2 Use by
|VT]'|_ Manufacturing Do not
3 date 4 resterilize
5 q) Do not reuse 6 A Caution!
Do not use if
7 LOT Lot number 8 (8) package is
damaged
Consult .
. . . Contains no
9 instructions for 10
latex
use



LTS
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Beurkundunasreaisterzahl: 2467/9017

Die Echtheit der Firmazeichnung des Herrn Magister Gerhard Prinz, geboren
am 28.04.1940 (achtundzwanzigsten April neunzehnhundertvierzig), 2100
Leobendorf, Industriezeile 6, als Prokurist fOr die Croma GmbH mit dem Sitz in
Leobendorf, wird bestdtigt.
Nach heutiger vorgenommener Einsichtnahme in das Firmenbuch des
Landes- als Handelsgericht Korneuburg bestdtige ich, dass nach dem
derzeitigen Stand dieses Buches Flerr Magister Gerhard Prinz als Prokurist
berechtigt ist, die im Firmenbuch des Landes- als Handelsgerichtes
Korneuburg zu FN WO0280x eingetragene Croma GmbH mit dem Sitz in der
politischen Gemeinde Leobendort selbststdndig zu vertreten.
Korneuburg, am 18.12.2017 (achtzehnten Dezember zweitausendsiebzehn).—

Die Gebuhr von Euro 14,30 wurde entrichtet.

d Tschughguel
wt des offentlichen Notars
>r. Wolfgang Bauml
2100 Korneuburg
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[MepeBop ¢ HEMELIKOTO A3bIKa Ha PYCCKMit A3bIK] Y

[Mepesog wTamnos, neyaTy M HOTapPUaTbHOTO YAOCTOBEPEHUS Ha [OKyMeHTe «MakeT
VHCTPYKUMM NO NPUMEHEHWNIO MEAMLMHCKOro u3fenms Ha Tepputopun PP (nepBoHayasbHbIii
BbINyCK). VIHCTPYKUMS N0 NPUMEHEHWNIO MEAULMHCKOrO u3aemmns. IMnnaHTaT BA3KO3NaCTUYHbIN
BHY TpUAEepMa/ibHbId Ha OCHOBE TnanypoHoBoi KucnoTbl ESTELINE Voluma 23 mr/mn»,
MPeACTaBNEHHOM Ha aHIIMACKOM W PYCCKOM Si3blKax.]

[LUTamn: CTtpaHuua He 3anosiHeHa)
[LTamn: KopHoiibypr, 18 gekabpsi 2017 r.]

[LWTamn:

«Kpoma MvbeX»

2100 JleobeHgopt, NHaycTpuuaiine 6

Ten. +43/(0)2262/68468-0, dakc 68468-165]

/noanwuce!

PerncTpaTTMoHHLTIA HOMep HOTapUasibHOrO AencTBus: 2466/2017

HacToswmm yaocToBepsieTcsi NOAMHHOCTL NOANMUCK T-Ha maructpa epxapga NMpuHUa, gata
poxaeHus; 28 anpena 1940 r. (ABaguatb BOCbMOr0 anpens Tbicaya eBATLCOT COPOKOBOro roga),
aapec; 2100 SleobeHaopd WHAaycTpuuaine 6, BbICTYMNalOLLEro B Ka4ecTBe [0BEPEHHOr0 Auua
koMnaHun «Kpoma Mv6X» (Croma GmbH) ¢ mecToHaxoxaeHuem B r. JleobeHaopd.

Ha ocHOBaHMW NpPoOU3BeSEeHHOro MHOK CerofHsA 03HaKOMJIEHUSI C PeeCTPOM HPUANYECKUX ML,
3emenbHoro cyga v Cyga no ToproBbiM fenam KopHoibypra s y[oCTOBepsito, 4TO B
COOTBETCTBUWN CO CBELEHWSIMU, COLEPXKALLMMUCA B YKa3aHHOM PeecTpe Ha COOTBETCTBYHOLLUNA
MOMEHT BpemeHn T-H maructp [epxapg [MpWHL, ynonHOMO4YeH, BbICTyMasi B KayecTBe
[0BEPeHHOro nnua KomnaHun «Kpoma MM6X» e MeCTOHaX0XAEHMEM B NMONUTUUECKON OBLLMHE
NeobeHaopd, 3aperncTpmpoBaHHON B PeecTpe puandecknx nuy, 3emenibHoro cyga n Cyga no
ToproBbiM fenam KopHoiibypra 3a Homepom FN 100280x, npefcTtaBnsaTb KOMMaHWUO
e AMHONNYHO.

KopHoinbypr, 18 fekabps 2017 r. (BoceMHaALaTOro fekabps Ase TbICAUM CeMHAALATOro roga).

B3bickaHa nowinHa B pasmepe 14,30 eBpo.
/nognuce/

[LWTamn:

Mar. BepHg Yyrrionb

VicnonHsawowmin 06s13aHHOCTM HOTapuyca
[-pa BonbraHra bonmns

2100 KopHoiibypr]

[MevaTs:

Op. BonbraHr Bolimnb
Hotapunyc

9

KopHonbypr, HmwkHAs ABcTpus
ABCTpuiickasa Pecnybnuka]
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Mepesena LLIopoxosa Mapus CepreesHa

Poccuinickas depepauns. Mopog Mocksa.

[Bajuatb wectoro gekabps ABe TbICAYN CEMHAALLATOr0 rofa.

A, XamungynnuHa Aliryns AMUpPOBHa, HoTapuyc ropoga MOoCKBbl, CBWUAETENbCTBYHO
NOAMHHOCTb Nognucy nepesoaymka LLlopoxoson Mapumn CepreeBHbi.

Mognwuck chenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTb NognucaBLUEro JOKYMEHT YCTaHOB/1eHa.
3apeructpupoBaHo B peectpe: Ne S ' b /O
B3bickaHo no Tapudy: 100 pyo6.
YnnayeHo 3a oKasaHue yc/yr npasoBOro 1 TEXHNYECKOro xapakrtepa: 50 py6.

A. A. XamngynnuHa

Bcero npowwnTo, NpoHymMepoBaHo 1
CKpEerJ/ieHO neyartbto nnct(-a,-0B).
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MAKET MHCTPYKLMW MO MPUMEHEHUIO TEMPLATE OE THE MEDICAL DEVICE INSTRUCTIONS EOR

MEANLMHCKOIO N3NENNA HA TEPPUTOPUN Pd USE ON THE TERRITORY OF THE RUSSIAN FEDERATION
(NnepBOHaYasIbHbIN BbIMYCK) (initial version)
NHCTPYKLYMS MO MPUMEHEHNIO MEAVNLIMHCKOTO U3aenns Medical Device Instructions For Use
MIMnnaHTaT BA3K03M1aCTUYHBIA BHYTPUAEPMa/IbHbI Ha 0CHOBE ESTELINE Basic 23 mg/ml Hyaluronic Acid-Based Viscoelastic
ranypoHoBoit KucnoTbl ESTELINE Basic 23 Mr/mn Intradermal Implant
BewyecTtBo PYHKLUMOHaIbHOE KonuyectBo Substance Function Quantity
HasHa4eHue
"ManypoHaT HaTpus AKTUVBHbIA MHTPeAneHT 23 Mr Sodium hyaluronate Active ingredient 23 mg
Xnopug Hatpus BydepHas cosnb 8,3 mr Sodium chloride Buffer salt 8.3 mg
Avrngpodocgar Hatpua X 12H20  BydepHas conb 0,95 mr Sodium dihydrogen phosphate x 12H20 Buffer salt 0.95 mg
Ourugpodgocdat Hatpua x 2H20 BythepHaa conb 0,4 mr Sodium dihydrogen phosphate x 2H20 Buffer salt 0.4 mg
Boaa ana nHbeKuwii PacTsopuTesnb 979,8 mr Water for injeetions Solvent 979.8 mg
OnwucaHwe: Description:

MeauuuHckoe usaenve MIMnnaHTaT BA3KO31aCTUUYHbIA BHyTpuaepManbHbili Ha ESTELINE Basic 23 mg/ml hyaluronic acid-based viscoelastic
OCHOBe rnasypoHoBoi KucnoTbl ESTELINE Basic 23 mr/mn [2,3-% cwwmteiii  intradermal implant [Crosslinked Hyaluronic Acid 2.3% i.d.] is a sterile,
HaTpVs rvanypoHaT [Ans  BHYTPUKOXHOIO BBeAeHUsi] npeacTaBnsieT co6oii  biodegradable, viscoelastic, clean, transparent, isotonic and homogenized
CTEePWNbHbINA, 6ropasnaraemblii, BSI3K03MACTUUHbIA, O4YMLIEHHbIV, npo3payHblii, injectable gel implant. The hyaluronic acid used in this device is of a
N30TOHWYECKMIA U TOMOFEeHU3MPOBaHHBLIN  MHBEKUMOHHBIA  renb-umnnadTar.  bioenzymatic origin {Streptococcus equi) and contains a certain part of
CManypoHoBasi KuCMoTa, MUCMofib3yeMass B u3genvu, umeeT 6uocdepmeHTaTtueHoe linked hyaluronic acid and a certain part of unlinked hyaluronic acid, which
npoucxoxaeHue {Streptococcus equi), COAepPXWUT OnpefeNieHHy YacTb clumToil are in equal amount produced by streptoeocci and normalized to a total
rManypoHOBOM KUC/IOTblI W ONpefesieHHY 4YacTb HeCWUTOW rmanypoHoBoi concentration of 23 mg/ml in a physiological buffer.

KMCNOTbI, KOTOPble B PaBHbIX KO/MYeCTBaxX MPOAYLUPYIOTCA CTPENTOKOKKOBbIMU

b6aKTepusiMu, C NpuBeAeHWEM K O6LUe KOHLUEeHTpauMuM Ha ypoBHe 23 mr/mn B
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HasHaueHune, cihepa NpUMeHeHUS MeAULMHCKOrO U3LeNNA:

MegnuunHekoe un3genue VimnnaHtaT BSA3K03M1aCTUYHbLIA BHYTPULEPMa/IbHbIM
Ha OCHOBE rmaslypoHoBon KncnoTbl ESTELINE Basic 23 mr/mn npegHasHaueHo
0N UCNONb30BaHMA Y B3POC/bIX JIIOAEN C LeSbo 3ano/IHEHUS MATKUX TKaHen ans
KOPPEeKLMN YMEPEHHbIX W F/TYOOKNX MOPLIMH WU CKNaLOK U YBeNNYeHUs obbema
ry6. Msgenvie npegHasHadeHo 415 BBEAEHUS B CpefHue U ry6oKuMe Cnov fepmbl.
W3penve NonHOCTLIO paccacbiBaeTcs.
M3genve  npegHasHayeHo  And
CTEPUNBbHBLIM.

Mep,I/ILI,VIHCKoe nsgenne ABnAeTCA HeakTMBHbIM U HE BbIMNMO/IHAET N3MEPUTENIbHYIO
(DYHKLMIO.

Martepuasibl XXMBOTHOIO NMPOUCXOXKAEHNA B rpoL,ecce nNpon3BoACcTBa MeNLMHCKOT0
n3genna nnn B Ka4eCctee CblpbA HE MCMOJ/Ib3YHOTCA.

ﬂeKapCTBeHHbIe BellecTBa He BK/TIOYEHbI B U3ae/1Ne.

oHOpa3oBoOro MCMOoIb30BaHUA, ABNIAETCA

KomnnekTauns MeguumnHCKoOro n3aenms:

MegnuunHcekoe un3genve ViMnnaHtTaT BA3KO03/1aCTUYHbBIA BHYTpPUAEPMasbHbINA
Ha OCHOBe rmaslypoHoBoi KmcnoTbl ESTELINE Basic 23 mMr/mn, noctaensieTcst
B C/leflytoLLiemM cocTaBe:

1. TwnanypoHoBadA kucnota 23 w™mr/mn  (Hartpus
npoussoacTea «XTJ1 C.A.C.» (HTL S.A.S)))
LWnpwuy 1,0 mn ¢ orpaHnynTenemM xoga nopLuHs
Mrna ctepunbHaa ogHOKPaTHOro npumMeHeHus 0,4mm x 12,7mm (27G) - 2 Wt
VHCTpYyKUMA No NPUMEHEHNIO

5. 3TukeTKa-3 wWr
3anonHeHHbIA refiemM-uMMNIaHTaToOM LUNPUL, BMeCTe C ABYMS CTEPU/IbHBIMU UT1aMK
27G ynakoBbIBalOT B O/IMCTEPHYID YMaKOBKY, 3anevyaTaHHyl O/IMCTEpPHON
KPbILWKOM.  BAUCTepHY0  yNakoBKY — YMakoBbIBAlOT B MPOMapKMPOBaHHYIO
KapTOHHYIO KOPOOKY, COAep’Kallytd WMHCTPYKLUMIO MO MPUMeHeHWo. Ha Kopobke
HaxoAuTCA KOMIMJIEKT U3 TpexX 3TUKETOK C HomepoM naptum. OfHa 3TUKETKa
(knvnca NOAIMHHOCTW) OCTAETCA Ha YMNaKOBKe, BTOPYK CreflyeT Hak/IeuTb Ha
MeJULMHCKYIO KapTy nauueHTa, a TPeTbio 0TAaTb MauueHTy 1S obecneyeHus
BO3MOXXHOCTU KOHTPOSISA.

rmasypoHatr  (Cblpbe)

Ao

doTorpactmsa o6Lero Buaa MeAULIMHCKOrO U3aenms:
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Intended Use and Applieation of the Medical Device:

ESTELINE Basic 23 mg/ml hyaluronic acid-based viscoelastic
intradermal implant is intended to be used for adult human beings, as a soft
tissue filler in order to correct moderate to severe wrinkles and folds and to
increase lip volume. The device is designed to be injected into the mid to
deep dermis.

The device is totally resorbed.

The device is intended for single use and is sterile.

The medical device is non-active and has no measuring function.

No materials of animal origin are used during manufacturing or as raw
materials.
No medicinal products are integrated into the device.

Scope of Delivery of the Medical Device:
ESTELINE Basic 23 mg/ml hyaluronic acid-based viscoelastic
intradermal implant consists of:

1. Hyaluronic acid 23 mg/ml
manufactured by HTL S.A.S.)
1.0 ml syringe with a backstop
0.4 mm x 12.7 mm sterile single use needle (27G) - 2 pc.
Instructions for use

5. Label - 3 pc.
A syringe filled with gel implant and two 27G sterile needles are packaged
into a blister sealed with a blister cover. The blister is packaged into a
labelled carton box containing an instruction for use. The carton box has
three labels with a batch number. One label (identification clamp) remains
on the package, the second label shall be attached to the patient chart and
the third label shall be given to the patient for control implementation.

(sodium hyaluronate (raw material)

Powm

Picture of the Medical Device General View:



& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



LLinpuy, 1,0 mn ¢ orpaHn4nTenemM xoga nopLuHsA
Ne [eTasib Martepnan
1  Uwmmngp wnpuya  BbopocnnukaTtHoe ctekno (tun 1) 8412 Fiolax® clear
CwununkoHoBoe macno DC365

2 J1103poBCKWiA J103pOBCKNIA  MepexofHuK - nonavkapboHaT Lexan
HaKOHEeYHUK c HPH 4404
KOHTPO/1IEM HakoHe4yHVK -  TepMOMMacTUYHbIA  3/1acToMep

BCKpbITMA TELC Santropene’™ 8000
BctaBka - PesnHa FM27/0 grey

3 YNnotHuTenb Anactomep West 4023/50
CunnkoHoBas cmaska DC(R)360
4  OrpaHuuuTesnb MonunponuneH PPH5060
X0j4a nopLuHsa Benbii nurmeHT PPK 419482
5  LUTOK nopLuHA MonnkapboHat MakposioH 2658

Benbihi nurmeHT Blanc 10671 OP
6 Otukerka IMD 20 T[lpo3payHblii  rNsHUEBbIR  nonuagmp  MOTO;
x40 MNepMaHeHTHbIV aKpUNOBbINM Kneit; YepHnna 4yepHoro
uBeTa

Wrna cTtepunbHasa o4HOKPATHOrO npumMeHeHus 0,4mMm x 12,7mm (27G)

Ne [eTasib Matepuan
7  KaHionsa HepxaBetowana ctasib SUS304
8  Pasbem Jlio3pa Monunponuned PRIME POLYPRO J850NA

MurmeHT cepblii PS8-18579
9 Konnayok 3awmnTHbii - MonvnponuneH PRIME POLYPRO J850NA

BHUMAHWE!
Mepen MCMo/b30BaHNEM 03HAKOMbTECh C MHCTPYKLVEN.

lNokasaHuA:

- KOPPEeKUMSA YMEPEHHbIX U FTy60KUX MOPLLMH U CKNALOK Ha NnLE,
- yBenn4yeHune obbema ryo,

- BOCCTaHOBJ/IeHME 06beMa NnLa,

- JleveHuve mnoaTpodum nmua,

- pemogenupoBaHne KOHTYPOB Ninua,

- Nle4yeHne JeCTPYKTUBHbIX LLPaMOoB,
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1.0 m syringe with a backstop

No. Item Material
1 Barrel Borosilicate glass (type 1) 8412 Fiolax® clear
Silicone DC365
2 Tamper Luer adapter - polycarbonate Lexan HPH 4404
evident Luer  Tip - thermoplastic elastomer Santropene*™ 8000
lock TELC Insert - rubber FM27/0 grey
3 Stopper Elastomer West 4023/50
Silicone lubricant DC(R)360
4 Backstop Polypropylene PPH5060

White pigment PPK 419482
5 Plunger rod Polycarbonate Makrolon 2658
White pigment Blanc 10671 OP
6 Label IMD 20 Transparent glossy polyether PETF; Permanent
x40 acrylic adhesive; black ink

0.4 mm X12.7 mm sterile single use needle (27G)

No. Item Material
7 Cannula Stainless steel SUS304
8 Luer hub Polypropylene PRIME POLYPRO J850NA
Gray pigment PS8-18579
9 Tip cap Polypropylene PRIME POLYPRO J850NA
ATTENTION

Read the instruction before use.

Indications:
- correction of moderate to severe facial wrinkles and folds,
- increase of lip volume,
- restoration of facial volume,
- treatment of facial loss,
- remodelling of face line,
- treatment of destructive scars,
- treatment of morphological asymmetry.



LleneBas nonynauua naluyneHToB:
B3pocnble noan ¢ geeKTaMm KoXu Amua n MArknx TKaHe.

[MpoTmBONOKasaHUA:
MeanumnHCKoe U3fenue He JO/KHO UCNOob30BaTbes 4/1S:
- MauMeHTOB CO CKJ/IOHHOCTbI K (JOPMUPOBaAHUIO TUNepTPOUUECKUX PYyOLIOB,

HapyLeHNAMN  NUTMEeHTaUUM  WIN  YYyBCTBUTE/IbHOCTbIO K KeIOMAHbIM
06pas3oBaHUsAM;
- MauueHToB €  ayTOMMMYHHbIMW  3ab0/1eBaHUSAMW UKW MOSlyYarorunx
UMMYHOTEpanuio;

- MauneHTOoB C M3BECTHOWN rMNepUYyBCTBUTE/IbHOCTLIO K rMaslypoOHOBOM KUCNOTE;

- MauneHToB, KOTOPbIM paHee 6blM YCTAHOB/MEHbI NePMaHeHTHbIe Hano/HUTENN B
obpabaTbIBaeMOi 06/1aCTH;

- 6epeMeHHbIX NN KOPMALLNX YKEHLLNH;

- naumeHTOB MOJ10XKe 18 fieT.

MayyreHTbl, NPUHMMAaKOLWME aHTUKOAryfnsaHTbl, WM MauueHTbl, NpUHMMaKoLme
MHIMBUTOPbLI arperaumm TPoOMOOLMTOB (Hanpumep, aueTUICaIMUUIOBY KUCNOTY),
He [O0/DKHbI MOABEepraTbCA JIEYEHUO C MPUMEHEeHWeM [aHHOro wu3genunsa 6es
npeABapuUTeNIbHOM KOHCY/IbTaL MK C BPa4YoM.

N3penve Henb3ss MCMOMb30BaTb B 30HAX C KOXHbIMW BOCMaIUTENIbHBIMA  W/UNN
WNH(EKLMOHHBLIMW MnpoLeccamn (TakUMKM KaK yrpesasi Cbinb, repnec...). W3genve
He/b38 MCNOMb30BaTh Mapasine/ibHO C /1a3ePHON Teparnuen, XMMUYEeCKUM MUIUHIOM,
aepmabpasunein nnm mesotepanuei.

MepbI MPesoCTOPOXXHOCTU NMPU UCNONb30BaHNN:

W3genne JomKHO MCNOb30BaTbCA TOMbKO Bpavamu, MPOLUeSLUMMK CreLyasibHoe
06yyeHMe TeXHUKe BbIMO/IHEHUS VHBEKUWNIA 4151 3aM0/THEHUSA MOPLUWH, B YC/IOBUAX
CTEPW/IbHOI 0 MOMELLEHUS.

UyBCTBUTENBH)I0 KOXY MOXHO MpeaBapuTesibHO 06paboTtaTb € MOMOLLbIO
MECTHOr0 aHecTe3VpYIOLLEro NAacTbips WM Kpema. [locrie NpUMeHeHMs LINpuL, €
oCcTaTKaMW rens-uMNIaHTaTa v WUray cregyet YTWIM3MPOBaTb B CreunaibHOM
KOHTelHepe.

HexxenaTesnibHble NO60YHbIE JENCTBUSA:
Bpaun 06s13aHbl MHGOPMUPOBaTb MalMeHTa 0 BO3MOXHbIX MOOOUHbIX AEACTBUSAX
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Target patient population:
Adults with facial dermal and soft tissue defects.

Contraindications:
The medical device shall not be used in:
- patients who tend to develop hypertrophic scarring, pigmented lesions
or sensitivity to keloid formations;

- patients with a history of autoimmune disease or who are receiving
immune therapy;

- patients who are known to be hypersensitive to hyaluronic acid;

- patients with previously implanted permanent fillers in the treated area;

- pregnant of breastfeeding women;
- patients under 18 years of age.

Patients receiving anticoagulants or patients receiving blood platelet
aggregation inhibitors (for example, acetylsalicylic acid) shall not be treated
with this medical device without consulting a physician.

The medical device shall not be used in areas with skin inflammatory and/or
infectious processes (such as acne, herpes ...). The device shall not be used
simultaneously with laser therapy, chemical peeling, dermabrasion or
mesotherapy.

Precautions for Use:
The device shall be used only by physicians who have completed special
training in wrinkle filling injections in sterile premises.

Sensitive skin can be pretreated with a topical anesthetic patch or cream.
The syringe with remaining gel implant and the needle shall be disposed of
in a special container immediately after use.

Undesired Side Effects:
Physicians must inform the patient that there are potential side effects and/or



n/mnu nposABEHNAX HECOBMECTMMOCTU, CBA3AHHbLIX C VIMI'IJ'IaHTaLI,VIeVI AaHHOro
n3pnennsa, KotTopble MOryT BOSHMKHYTb Cpa3y Wan BnocneacTeun.

MNpn nCnonNb3oBaHWUM [JAHHOIO W3AeNMs UAM MNOA0OHbLIX M3AeNUA Habawjannchb
CnepytoLine SBNEHUSA N peakunu;

abcuecc, aHrMOHEeBPOTUYECKNIA OTeK, baKTepuasibHble NH(eKLMY,
yTONWEHNEe/YNIOTHEHNE, KPOBOTEYEHME, KPOBOMOATEK, MOKEHWE, HapyLleHue
OKpacku (obecuBeunBaHue), AUCKOMMOPT, OTEYHOCTb, 3puTemMa, OorpybeHue,

rpaHyneMbl, reMaTomMa, peakTvBaums reprneca, rmnepyyBCTBUTENIbHOCTb, CKOMJIEHME
UMNnaHTaTa B MeCcTe WHbeKUMW, BUAMMOCTb  WMIMNAHTaTa, OTBepPAeHMe,
BOCNaJIeHNe, pasgpakeHue, 3y[, MPaMOPHbIA Yy30p Ha KOXe Mocse CyyaniHom
apTepuanbHON  ambonmM3aLmmn, OTEK CKy/bl, CMELLeHWe, HEKPo3 BC/eACTBMe
BaCKyNAPHbIX HapyLleHWi, y3enKn (BOoCnaseHHble N He BOCMasIeHHble), OHEMEHME,
60nb, MapecTesus, crefbl YKOMOB, MOKPAaCHeHWE, OKKJ/IO3UA apTepumn CeTyaTKMu,
capkomgos  pybuoB,  CkiepomMuKkceaemMa — (reHepasiM3oBaHHasi),  OMyxaHue,
TefleaHrnakTasns, 60/1e3HEHHOCTb, BACKY/NUT, aHr1ocnasm, BasoBara/ibHas peakuums
B XO[le MHBEKLMW, NOTePS 3peHNS BC/IEACTBME OKK/HO3UM apTepum CeTHaTKMN.

MHbeKUUM APYrnX HaNOAHUTENER MAFKUX TKaHei B 00N1acTb MeXOpoBbs WU
KPbI/IbEB HOCA B OYEHb PEAKMX Cyyasx NPUBOAAT K OKK/IO3MM apTepPUN CeTHATKM.
B pefkumx cnyyasx BO3MOXHa peakTuBauuvs Bupyca repneca BCNeAcTBME NPSIMOrO
NOBPEXAEHNA HEMPOHHbIX aKCOHOB WI/IOA WAW MaHUNYNAUMA C TKaHblo W
BOCMa/INTENIbHOM peakUuMu MOC/e WHBbEKUUWU. PaccnoeHue cybanuaepmMasibHoOn
NM0CKOCTM BC/EACTBME BeepoobpasHOro BBOAA Wbl MOXET MOBLICUTb PUCK
NOSAB/IEHNSA MECTHbIX MOBOYHbIX SABMEHUA. CULLKOM MOBEPXHOCTHOE pasMeLleHune
HaNoONMHUTENS WM HEPAaBHOMEPHOE pacrpefenieHne BBOAUMOIO MMMaHTaTa MoXeT
NPMBECTU K 3aMETHbIM aHEMUYHbIM Yy3e/lKaM B KoOXe. [103ToMy TaK BaXHO
YUnUTbIBaTb 3TV BO3MOXHbIE OCMOXHEHUSA. [MauneHTbl JO/HKHbI KaK MOXHO CKopee
NPOUH(OPMMPOBaTb Bpaya 0 /I06bIX BOCMA/IUTENbHbLIX PeaKUUsiX, He MPOXOASLLMX
6onee OAHOWN Hepenwu, wuan AO6OM APYrom MO60YHOM AeAcTBUKM. Bpay [O/mKeH
YCTPaHUTb 3TV M000YHblE [EeCTBUSA Hagnexawunm obpasomM. WHdopmauunto o
APYTUX HeXenaTteslbHbIX MO6G0YHbLIX AEACTBUSX, CBSI3AHHbIX C WHBEKUMENA rens-
UMNAaHTaTa, cnefyet CoO6WUTb YNOTHOMOYEHHOMY MpeacTaBuTento B PO m/unn
NPOM3BOANTESHO.

BH/MAH/E

He fonycKaeTcA 1CMnob30BaHWE U3Ae/NA HEOMNbITHLIM MEAULIMHCKUM MEPCOHasTOM.
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incompatibilities associated with implantation of this device, which may
occur immediately or may be delayed.

The use of this device or similar devices has been associated with the
following events and reactions:

abscess, angioedema, bacterial infections, nodules/induration, bleeding,
ecchymoma, burning pain, discoloration (bleaching), discomfort, oedema,
erythema, callosity, granuloma, hematoma, herpes reactivation,
hypersensitivity, accumulation of implant at the injection site, implant
visibility, hardening, inflammation, irritation, itching, marble pattern on skin
after inadvertent arterial embolisation, jugal oedema, migration, necrosis
due to vascular disorders, nodes (inflated and non-inflated), numbness, pain,
paresthesia, puncture marks, redness, retinal artery occlusion, scar
sarcoidosis, scleromyxedema (generalized), swelling, telangiectasia,
painfulness, vasculitis, angiospasm, vasovagal reaction during injection, loss
of vision due to retinal artery occlusion.

Injections of other fillers for soft tissues into glabellar region and nose alae
in very rare instances may lead to retinal artery occlusion. In rare instances,
the herpes virus reaction is possible due to direct damage of neural axons
with a needle or manipulations with tissues and inflammatory reaction after
injection. Dissection of subepidermal plane due to fan-shaped needle
introduction may increase the risk of local adverse events. Too superficial
placement of the filler or uneven distribution of the injected implant may
lead to visible anaemic nodes in skin. It is therefore important to take these
possible complications into account. Patients must inform their physician as
soon as possible about any inflammatory reactions which persist for more
than one week or any other adverse events. The physician should treat these
as appropriate. Any other undesirable effects associated with injection of gel
implant must be reported to the authorized representative in Russia and/or
manufacturer.

ATTENTION
The device shall not be used by inexperienced medical staff.



MeToaMKa NpaBUIbHOMO YAasieHNs 3alMTHOMO Ko/nayKa: Method of Correct Tip Cap Removal: _
YpepxvBaliTe LMpUL, 3a ajanTep, Kak nokasaHo (1). [ipyroit pykoit octopoxro Hold the syringe at the adapter as shown (1). Rotate the tip cap
BpaLLaliTe 3aWMTHBIN KOMMAYoK MPOTUB YacoBoii CTpenku (2). counterclockwise with the other hand (2).

CHVMWTE 3aLLMTHBIA KONMa4oK, KaK NoKasaHo (3). Remove the tip cap as shown (3).
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BH/MAHV/E ATTENTION

He wvcnonb3ynte wWnpuy, € OTKPbITBIM WAM  CMeLLEHHbIM B ynakoBKe Do not use the syringe, if the tip cap is open or displaced in the package.
3alMTHbIM KOINAYKOM.

MeToanKa yCTaHOBKU UT/bl: Method of Needle Attachment:
YaepXuBaiiTe LINPUL, Kak NokasaHo Ha pucyHke (4). HacaguTte npunaratowytoca Hold the syringe as shown (4). Attach the supplied 0.4 mm x 12.7 mm
urny 0,4mm X 12,7mm (27G), Kak nokasaHo (5) (He ncrnonb3yinTe Apyrvie Urbl). needle (27G) as shown (5) (do not use other needles).
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Kpenko yaepxusas Wrfy, 3akpenuTe ee nyTeM BpalLeHUs Mo 4acoBoii cTpenke go 10 attach, rotate the needle clockwise firmly holding it until a slight click
Nerkoro wenyka (6). (6).

MeToauKa hukcaumm npumua B pykKe: Method of Syringe Fixation in the Hand:

T i s o s o W When injecting gel implant, hold the syringe as shown in picture 1
@ 000 LWPMH &) INFO@CIRMI.RU @ WWW.GOSZDRAVNADZOR RU"PPKUBAVTE LLINPWL, KaK MoKasaHo Ha PUCYHKe J 99 plant, yring p



MPABWJ/TbHO! (BblemMKa orpaHMunTeNst Xo4a NOPLLHSA o6palleHa CO1WLECT! (a slot in the backstop is directed backwards, towards the

Ha3af, KafoHN) palm)

HEMPABW/IbHO! (BblemMKa OrpaHNUUTENsSt XOAa MOPLLHS 06paLLeHa INCORRECT! (a slot in the backstop is directed forward, away from the
Brepes, oT NafoHu) palm)

MeToanKa NPUMEHEHNS: Method of Use:

MNHBeKUMIo rens-uMnnaHTaTa ciefyeT AenaTb B HeBOCManeHHylo, o6essapaxenHyto Gel implant shall be injected into uninflamed, disinfected healthy skin
3[0POBYIO KOXY. MpuUMeHsieMasi TEXHUKA MHBLEKLMN UMeeT 60/bLLIOe 3HaYeHne s Using the described injection technique has a great importance for obtaining
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noslydyeHNst  yCcrewHoro pesynbTata. Wcnonbsyiite wurny 27G, kKotopas a successful result. Use 27G needle, which is supplied with a syringe, and
NpefocTaBMsAETC BMECTe CO LUMPULEM, W BbINOMHANTE MHBbEKUMIO MeaneHHo, inject slowly using the appropriate technique. Inject small volumes in two or
MPYMEHSI COOTBETCTBYHOLLYIO TEXHWKY. BBoaMTe Hebonblune o6bembl B ABa wim several steps but not the whole volume at once. The injection volume
HECKO/TbKO MPMEMOB, a He BCe cpasy 3a oAuH npuem. BeeaeHHbIi o6bem 6yaet depends upon the type of wrinkles to be corrected. Following the injection,
3aBMCETb OT XapakTepa MOPLUMH, noanexalumx koppekumn. Mocne uHbekumm the physician may gently massage the area for uniform distribution of gel
BpauM MOryT BbINO/HWUTL JIETKWIA Maccadk A1 paBHOMEPHOro pacnpefeneHus rens- implant. Leave the patient in the room for several minutes after the injection
uMnnadTata. OcTaBbTe nNauMeHTa B KabuHeTe Ha HecKo/bKo MuHYyT nocne SO that blanching due to artery embolism could be detected.

WHBEKL MK, YTOObl BOBPEMS OOHApPYXXWUTb MN06/eAHEHME, BbI3BaHHOE 3aKyNOpPKOM

apTepuia.

MpenynpexaeHns: Warnings:

- Mepef “cnosb3oBaHMEM MPOBEPSANTE LeNOCTHOCTb LWNpULA U CPOK FOAHOCTH. - Check the syringe integrity and shelf-life before use.

- He ucnonb3yiiTe WNPUL, €C/IN €r0 HAKOHEYHMK ObLU OTKPbIT U CABUHYT BHYTPU - Do not use the syringe if its tip is open or displaced inside the protective
3alMTHON YNaKoBKMW. package.

- He wncnonb3yiiTe HUKaKuWe Apyrue Wrabl W LWNPUUbI BMECTO TeX, KOTOpble - Do not use other needles or syringes instead of those supplied by the
npegocTaB/ieHbl MPOU3BOANTENEM. manufacturer.

- He mogudumunpyiite 1 He crubainTe urny. - Do not modify or bend the needle.

- He wucnonb3yiiTe MOBTOPHO; KauyecTBO W CTEPWUbHOCTL  MOTYT  6biTb - Do not reuse; the quality and sterility can be guaranteed only for
rapaHTMpOBaHbl TO/LKO A1 LWIAPULA B OPUrMHasIbHOW ynakoBkKe. [1OBTOPHOE syringes in the original package. Reuse of the device may result in
NCMOMb30BaHME W3AENNS MOXET TMPUBECTU K 3apPaXeHW0 MauueHToB  Wan infection of patients or users.

Nnosib3oBaTesiei.

- Ecnu urna 27G okaxeTcs 3a6/10KMPOBAHHOM, He YCUIMBAiTE HAXKMM Ha MOpLUEHb - Should 27G needle be blocked, do not increase pressure on the barrel,
LUMpULA, a OCTAHOBUTE UHBEKLVIO U 3aMEHNTE UFAY. stop injection and replace the needle.

- KnuHnyeckune gaHHble (3PHEKTUBHOCTM U NMEPEHOCUMOCTD) 06 MHBEKLUW Tens- - There are no clinical date (effectiveness and tolerability) on gel implant
UMnnaHTaTa B 06/1aCTW, KOTopasi y)e ObllUa MOABEPrHyTa JIeUeHUO C MOMOLLbIO injection into the area, which has previously been treated with other
Lpyroro rensd-vMrnsiaHTara, OTCyTCTBYIOT. gel implant.

- He BbINOMHANTE UHBEKLMIO B KPOBEHOCHbIE COCYAbI, KOCTU, CYXOXWNS, CBA3KU, - Do not inject into blood vessels, bones, tendons, ligaments, nerves and
HepBbl U1 MbILWUbI. muscles.

- He BbINOMHATE UHBEKLUMM B 0611aCTb BOKPYT I/1a3 (BK/OYast CesHyo 60po3ay, - Do not inject into the eye contour area (including tear trough, upper
BEPXHIO HaAKOCTHULLY r/1a3a 1 BEKU), MEXXGPOBbE M KpbLLbs HOCA. periorbit and eyelids), glabellar region and nose alae.

- He BbINOMHSATE UHBEKLUMW FeNs-MMNIaHTaTa B POAUMOE MSATHO. - Do not inject gel implant into birthmarks.

- N3b6erainTe U3nMLLHENA KOPPEKLNN. - Avoid excessive correction.

- MauneHTam crefyeT NMOPEKOMEHOBATH BO3JEPXKaThCsA OT HAHECEHUS MaKushKa B - Patients shall be recommended to refrain from makeup within 12 hours
TeueHMe 12 4acoB MNOC/e WHBEKLMW, a TaKke u3beraTb MPOAO/IKUTENBHOMO after the injection and to avoid long exposure to sunlight and
BO34€ECTBUSI COMIHEYHOrO CBETa W YNbTPaguoNeToBbIX Nyyeli U NOCeLLeHUst cayHbl ultraviolet rays and visits to saunas and baths within one week after
UNn 6aHN B TeYeHMe OAHOMN Heaenn nocne NHLEKUUN. the injection.

- B0 wu3bexaHMe BO3MOXHOFO pPUCKA CMELLEHUS Tens-uMmnaaHTata nauueHTy - In order to avoid possible migration of gel implant, the patient shall be
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cnefyeT NOPEKOMEHAOBAaTb HE MAacCMpPOBaTb MECTO /IeHYEHUS B TEHEHME HECKOTbKNX
OHEN nocne MHbEKUUN.

- MnanypoHaT HaTpusi HECOBMECTUM C YeTBEPTUYHBLIMWU COEAMHEHUSMU aMMOHUS,
TaKMMM Kak pacTBop 6eH3a/IKOHUA xnopuaa. MosaTomy renb-mMmnaaHTaT HAKOra He
JO/MKEH BCTyNaTb B KOHTAaKT C 3TMMM  BewecTBamMn WM  MeaULUHCKUMU
XUPYPIrUYECKUMM  MHCTPYMEHTaMK,  KOTOPble  KOHTAKTUPOBa/IM C  3TUMU
BeLLleCTBaMMW.

CpoK coxpaHeHuA pesynbTtara:

MMocne NpUMeHeHWs [aHHOro0 MEeAMLMHCKOro u3fenvs HabmojatoTca Xoporile
KOCMETUYECKMNe pe3yfibTaTbl W BbICOKAA CTereHb YA0B/IETBOPEHHOCTY MaLVEHTOB.
YcnewHbI pe3ynbTaT CoXpaHsaeTcsa B TeveHue 24 MecsLeB.

YpaneHve rens-umniaHTara B c/iydae HeyfaduHoM MMNIaHTaUuUuN,

B cnyyae Heo6GXOAMMOCTU BbIBEAEHWS TeNsi-MMMNIaHTaTa M3 TKaHeil Heob6xogMMo
BBefeHNe npenapata Ha OCHOBe aKTWBHOIO BelLecTBa rnManypoHugasa. BeepeHue
NPOV3BOAMUTL JIOKA/IbHO B MECTOHAXO0XAEHME UMNaHTaTa.

XpaHeHwue:

MeanumnHcKoe usfenue crieqyet XpaHUTb nNpu Temnepatype +2°C - +25 °C B
CYXOM MeCTe B OPUrMHa/IbHOW YNakoBKE W 3aljuwiaTb OT BO3AEACTBUSA CBeTa,
BbICOKMX N HU3KUX TeMnepaTyp. ObpallaTbcs ¢ 0OCTOPOXHOCThIO.

TpaHcnopTupoBKa:

Bo3moXXHa TpaHCNOpPTUPOBKA B KPbITbIX TPaHCMOPTHbLIX CPeAcTBax BCeX BWUAOB B
3aBMCMMOCTM OT NpaBu/ NepeBO30K, KOTOpble AeACTBYIOT Ha A4aHHOM TPaHCMopTe,
npun Temnepatype +2°C - +25 °C n BnaxxHocTtn 4o 40%.

ViHavBMayanbHas ynakoBKa U3aenus:
- 1 eAnHMLA MEANLMHCKOIO MU3aenns

TpaHcnopTHasa Kopobka:
- 168 wHAMBMAYyasbHbIX YNAKOBOK W3[eNMA B OAHY TPAHCMOPTHYK YMNaKOBKY
n3genus.

MeTog cTepununsaunm nsgenns.
ViMnnaHTaT BA3K03NACTUYHbIA BHYTPUAEPMa/IbHbIA Ha OCHOBE [Ma/lypOHOBOM
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reconunended not to massage the treated area within several days after
the injection.

- Sodium hyaluronate is incompatible with quaternary ammonium
compounds such as benzalkonium chloride solution. For this reason,
the gel implant shall never contact these substances or other medical
surgical tool, which have previously contacted these substances.

Result Preservation Duration:

The good cosmetic results and high degree of patient satisfaction are
observed after applying this medical device. The successful result is
preserved for 24 months.

Removal of Gel Implant in Case of Unsuccessful Implantation.

Should it be necessary to remove gel implant from tissues, a medicinal
product based on hyalmonidase active substance is injected. Inject locally
into the implant area.

Storage:

The medical device shall be stored at +2 °C - +25 °C in dry premises in an
original package and protected against light, high and low temperatures.
Handle with care.

Transportation:

The medical device can be transported in covered vehicles of all types
depending upon the rules of carriage for such types of vehicles at
temperatures +2 °C - +25 °C and humidity of up to 40 %.

Individual Package of the Device:
-1 unit of the medical device
t
Transportation Box:
- 168 individual packages of products in a single transport packaging
products.

Sterilization method:



Yenosunie 0603HaveHus, NPUMEnsieMble HA ITHKETKE:

&
®
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O3HakKoMKUTbCA C

WHCTPYKLMEN no 10 He cofepXxuT natekc
NPUMEHEHNIO
He fonyckars 12 He gonyckatb
n nonagaHms NpaMbix nonagaHus snarw
COJTHEYUHbIX Nlyyeit
CTepunnsoBaHo E | CTepunmn308aHo
13  STERILEEO MCNob30BaHUEM 14 STERI napom
aTUNeHoKcmaa
" 50
YE)4: PEKomeH'ﬂ'yeMbIlA 16 PekoMeHayeMblii
15 2<| . TEMMEPATYPHEIV PEXUM BNAXHOCTH
pexunm
Wrna ctepunbHas Arefilled LLInpuny cTepuibHbIii
17 Needle OAHOKpaTHOro 18 >yringe O[JHOKpaTHOro
NPUMeHEeHMS NPUMeHEeHUS
. PY P® Ne PerncTtpaunoHHoe
19 MCé%CV)I YI'IOI'IHOMOl-IeHHbIIDVICD 20 YOCTOBEPEHME Ha
« C» npeactaBuTenb B oT nsgenue B Poccum
Needle
MpounssoanTenb Urnbl
21 C € Mapkunposka CE 22 manufacturer p il
MNpownssognTens:

«KPOMA I'm6X» (CROMA GmbH)

Agfpec: WHgycTpuuanne 6, 2100, JleobeHgopd, ABcTpusa (Industriezeile 6, 2100,
Leobendorf, Austria)

Ten.: +43 (0) 2262 684 68-0 / + 43 (0) 2262 684 68-165

an. noyTa: office@croma.at

MecTo npousBoacTBa: WHaycTpuuaiine
(Industriezeile 6, 2100, Leobendorf, Austria)

6, 2100, JleobeHpopd, ABCTpUS

YMoMHOMOYEHHbIN NpeacTaBuTeNb B PP:

000 «MEJINC»

Apfpec: 119602, Mocksa, MoKpbILWKHA Y., 40M 1, KOpH. 1
Ten.: +7(495)437-38-56, Pakc: +7(495)661-18-17

3an. noyTta: medmelis@vandex.ru
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. Con_sult £ 10 Contains no
instructions for latex
use
y Keep away from 12 Keep dry
4 -\ direct sunlight
Sterilized using Sterilized using
14 [STER L |
13 STERILEEQ ethylene oxide 1 steam
Recommended 16 ® Recommended
15 temperature humidity
Sterile single use Prefilled Sterile single
17 Needle needle 18 Syringe use syringe
Authorized Device
L P® Ne . .
19 000 representative in 20 Py registration
<«MEJTNC» the Russian certificate in
. oT .
Federation Russia
Needle Needle
2 C € CE mark 22 manufacturer  manufacturer

Manufacturer:

CROMA GmbH

Address: Industriezeile 6, 2100, Leobendorf, Austria

Tel.: +43 (0) 2262 684 68-0 / + 43 (0) 2262 684 68-165

Email: office@croma.at

Manufacturing site: Industriezeile 6, 2100, Leobendorf, Austria

Authorized Representative in the Russian Federation:

MELIS, EEC
Address: 1, Pokryshkina str., building 1, 119602 Moscow
Tel.: +7(495)437-38-56, fax: +7(495)661-18-17

Email: medmelis@yandex.ru




Beurkundunqgsreqisterzahl: 2464/2017

Die Echtheit der Firmqgzeichnung des Herrn Mqggister Gerhqrd Prinz, geboren
gm 28.04.1940 (qchtundzwqgnzigsten April neunzehnhundertvierzig), 2100
Leobendorf, Industriezeile 6, gls Prokurist fOr die Croma GmbH mil dem Sitz in
Leobendorf, wird bestqtigt.
Ngch heutiger vorgenommener Einsichtnghme in des Firmenbuch des
Lgndes- qls Hgndelsgericht Korneuburg bestcitige ich, dgss ngch dem
derzeitigen Stgnd dieses Buches Flerr Mqgister Gerhqrd Prinz qls Prokurist
berechtigt ist, die im Firmenbuch des Lgndes- qls Ftgndelsgerichtes
Korneuburg zu FN 100280x eingetrqgene Croma GmbH mit dem Sitz in der
politischen Gemeinde Leobendorf selbststondig zu vertreten.
Korneuburg, om 18.12.2017 (ochtzehnten Dezember zweitousendstetJ®**hn). —

Die Gebuhr von Euro 14,30 wurde entrichtet.

\t(]| Arnd Tschugguel
~Subsjn™ut aes offentlichen Notars
Dr. Wolfgang Bauml
2100 Korneuburg
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[MepeBoa ¢ HEMELKOIO Si3blKa Ha PYCCKUiM A3bIKN

[MepeBog WwTamMnos, neyaTu W HOTAapPUaTbHOrO YAOCTOBEPEHWS Ha [OKyMeHTe «MakeT'
VHCTPYKUMM NO MPUMEHEHWNIO MEAMLMHCKOro m3fenms Ha TeppuTopun PP (nepBoHauasbHbIiA
BbINyCK). VHCTPYKUMS NO NPUMEHEHWIO MEAULIMHCKOrO u3femms. MnnaHTaT BA3KO3N1AC TUYHBI
BHY TpUAepMa/ibHblii Ha OCHOBe ruanypoHoBo KkucnoTbl ESTELINE Basic 23 wmr/mn»,
NpeACcTaBneHHOM Ha aHrIMACKOM U PYCCKOM si3bIkax. )"

[LUTamn: CTtpaHuua He 3anonHeHa)
[LLTamn: KopHoiibypr, 18 fekabps 2017 r.]

[LLTamn:

«Kpoma FmM6X»

2100 MeobeHpopd, NHaycTpuuaiine 6

Ten. +43/(0)2262/68468-0, thakc 68468-165]

Inoanwuce!

PerncTpaunoHHbIi HOMEP HOTapuasibHOro AencTBus: 2464/2017

HacToawmm ygoctoBepseTcs MOLIMHHOCTL Nognucy r-Ha maructpa Mepxapga lNpuHUa, gara
poxaeHus: 28 anpena 1940 r. (aBaguate BOCbMOro anpens Tbicaya AeBATLCOT COPOKOBOro roja),
agpec: 2100 JleobeHpopth WHaycTpuuaiine 6, BbICTyNatoLWEero B KayecTBe AOBEPEHHOro smua
komnaHum «Kpoma MveX» (Croma GmbH) ¢ mecToHaxoxaeHnem B T. JTeo6eHA0P.

Ha ocHoBaHMM NpoM3BeSEeHHOr0 MHOK CErofHs 03HAKOMJIEHUSI C PEeCTPOM HOPULUYECKUX NINL,
3emenbHOro cyga u Cyga no ToproBbiM fenam KopHoibypra S y[ocToBepsito, 4TO B
COOTBETCTBMM CO CBELEHWUSIMU, COfEPXKALLMMUCA B YKa3aHHOM peecTpe Ha COOTBETCTBYHOLLUNA
MOMEHT BpeMeHM T-H maructp [epxapg [1pPWHL, ynonHOMOYeH, BbICTyMasi B KaudecTBe
[0BEPeHHOro nmua KomnaHmn «Kpoma MM6X» ¢ MeCTOHax0XaeHWeM B MOMUTUUECKON 06LLMHE
JleobeHpop®d, 3aperncTpmpoBaHHO B peecTpe puUaMYecKnx nuy 3emenbHoro cyga n Cyga no
ToproBbiM fgenam KopHonbypra 3a Homepom FN 100280x, npeactaBnssiTb  KOMMaHWO
eAMIHOTUYHO.

KopHoibypr, 18 gekabpsa 2017 r. (BoceMHaguaToro aekabps ase ThICAYM CEMHAALATOro roga).

B3bickaHa nowinHa B pasmepe 14,30 eBpo.
/nognuce/

[LLTamn:

Mar. BepHg Yyrrions

VicnonHsatowmii 06513aHHOCTM HOTapuyca
[-pa Bonbradra boimns

2100 KopHoibypr]

[MevaTs:

[Op. Bonbtradr bomb
HoTapuyc

9

KopHolibypr, HWkHAs ABCTpuUs
ABCTpuiicKasa Pecny6nnkal
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Mepesena LLiopoxosa Mapusa CepreesHa

Poccuiickaa Pefepaums. Mopog Mocksa.
[BajuaTb LWeCToro fekabps fBe TbICAYM CEMHAALATOr0 roja.
A, Xamugynnuea Alrynb AMupoBHa, HoTapuyc ropoga MOCKBbI,  CBMAETENbCTBYHO
NOA/IMHHOCTb NoANucK nepesofymka LLlopoxosoii Mapun CepreeBHbil.
Moanuck caenaHa B MOEM NPUCYTCTBUMN.
JInyHOCTb NoAnMcaBLLEro JOKYMEHT YCTaHOB/IEHA.
3aperactonpoBaHo B peecTpe: No L"MO(c>
NN N aH o U Nawpurdy: 100 py6.

0" 1e ycnyr nNpaBoBOro U TEXHNYECKOro xapakTepa: 50 py6.
A. A. Xamugyninda

Bcero npowwmnTo, NpoHymMepoBaHo n
CKperJseHo nevatbto H nunct(-a,-oB).
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