CMNMPABKA O MEAVNUMNHCKOM U3OENNIN
HA3BAHWE U3OENNA

VmnnaHTaT BHYyTpugepMasnibHbii HUTWUA Ha ocHOoBe KonnareHa KOHCKoro | tmna;
cTepubHbIN 3X70 Mr;

MPON3BOAUNTE/Ib: EBpopucéy c.p.n./ Euroresearch S.r.l., Utanna
Knacc noTeHuuManbHOro pmcka -3 Knacc
OMMCAHWE U3JENUNA

MeguunHCcKoe nsgenve npeactasnisieT co66id NOpowwok, Ha 100% cocToALMIA U3 KonnareHa
KOHCKOro | Tvna, anMporeHHoro ; BHELLHWIA BUA : NOPOLLOK O4HOPOAHbI . LIBETA C/IOHOBOW
KOCTU, C XapakTepHbIM 3anaxom; Homep CAS 9007-34-5;

B ofHY NOTpebuTeNbCKYH YNaKOBKY BXOAUT TPW CTEK/SAHHLIX (DaKOHA C MOPOLUKOM
KonnareHa (3x70 Mr) v MHCTPYKUMA'NO  MPUMEHEHMIO.
1 dnakoH cofep>knT 70 Mr nopoLuka KonnareHa KoHckoro | tmna;

*Urnbl He BXOAAT B yNaKoBKYy. LLIMPULbI He BXOAAT B YMaKOBKY.

HA3SHAYEHWE

AcTeTUYecKan XMpyprusi, npuMeHeHve NPy Bo3pacTHOM 1 (POTOCTAPEHMM KOXN NMLa, LLen 1
PYK-
OMMCAHWE MPHUWNITA PABOTbl USAEINA NN CCbIJTKA HA HAYYHO-
OBOCHOBAHHbLIVI MEXAHWN3M OEVCTBUA

70 Mr NopoLLKa KOo/nareHa, cogepyallerocs Bo (h1akoHe; pa3BogsaT (U3N0N0rMYeCKUM
pacTBOPOM WV AUCTUAAMPOBAHHON BOAOW [15 MOTyYEHUs CYCneH3nn 06beMOM 5 ML
CycneH3uio npenapata’ HATUA crefyeT rotoBUTEL HENOCPEACTBEHHO Mepes UCnoAb30BaHVEM Y
MCNoNb30BaThb 3a OAMH pas. MNpenapat cnefyeT BBOAWUTL C MOMOLLbIO UMbl HE60NLLWOro Kasmébpa
(30G) Ha ypoBHe rAy6oKon AepMbl U 4epMO3nnaepMasibHOro coeanHeHns .Moche BBefeHUA
npenaparta Heo6X0AMMO BbINOMHUTL JIErKNIA MacCaxk '061acTy KOppekuun. OMgekT ot
NPUMeHeHNS 0AHOFO (hylakoHa- He MeHee 1 mecsiua.

NCIMONb3YEMbBIE MATEPNA/bI

MopoLLoK, Ha-100% cocToswmii 13 KonnareHa.koHckoro | Tvna; Homep CAS 9007-34-5

CTEPUAW3ALWA: nposyKT nocTaBnAeTCcA CTepUibHbIM. Cnocob - ramMma-usnyydeHue.

"eHepalibHbIA ANPEKTOP

000, «MNanntpa KpacoTbi» a‘O:B.
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FURORESEARCH ™

natural growing, nati. ral healing

INSTRUaiON FOR USE

1. Name
NITHYA - Powder of equine collagen Type |, sterile.

2. Composition of medical device and accessories
The medical device is composed at 100% of collagen powder,

sterile; pyrogen-free. The limit content of bacterial
endotoxins not more than 0.5 U/ ml.

The CAS number of collagen powder is=9007-34-5.

Type | collagen is characterized by itsscomplete and complex
molecular form: a protein in the typical triple-helical
structure.

3. Intended use
Aesthetic surgery. Chrono and-photo aging of the face, neckand hands.

4. Packing set

Each pack contains n.3 of-glass vials each containing 70-mg of
equine Type 1collagen powder, sterile.

The packaging provides_Ileaflet, too.

The needles are not provided in package, but 30-32 G %"~ 4 mm
needles are recommended. Syringes are not provided in
package; 5 syringesrof 1 m| are recommended.

The choice of syringes and needles is at discretion of physician.

Packaging materials:

Material Comoosition Grade Size
Glass Si02  71-73%  Yellow glass height 53 mm +1 mm;
AlOs  2-4% type 3. the diameter of body 25
CaO 10-12% mm £1 mm;
K20 0-2% outer diameter of the
Na2o 12- neck 20 mm +£1.0 mm;
14% inner diameter of the
FPO8  o0-1% neck 13.0 mm £0.5:mm;
MgO 0-1%
Rubber Chlorobutyl PA1938 cap diameter 20ymm *1
mm;
base diameter 13.0 mmi
0.5 mm;

height 9.0 mmi 0.5 mm;

Perucrpanuga MM B Pocagpasragsope
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SuDDlier
SIMONETTA
SAS.

Via G. Tartini,
8 -20158,
Milan - Italy

PHARMA
TRADE SR.L.

Zona Ind.le -
Loc. Punta
Penna-66054
VASTO (CH) -
Italy



5. Technical characteristics
- Weight of the powder 70 mg+ 5 mg;
- Total weight of finished vial‘that: 25g + 10%;

6. Risk class
Class 3.

7. Indications

Chrono and photo@aging of the face, neck and hands. The use to the body
can be extended according to the medical discretion. Indicated for the
regeneration of the dermal and subdermal connective, through a
mechanism of fibroblastic stimulation and neocollagenesis.
Remodeling =and genetic malformation.such as, for example:
hypotrophy and skin hypotonia, reduced skin elasticity.

8. Contraindications
- Do not inject NITHYA in the periorbital region<eyelid, crow's feet) and glabellary(front).
-The use of NITHYA in the area of the circles is reserved for physicians who have received
training specific.to this technique and possess’a good knowledge of the physiology of
this region.
- Do not inject.into the blood vessels (intravascular).
- Do not exceed corrective action.

It should-not be used:

> Infpatients with epilepsy not contrelled by treatment;
In‘patients with a tendency to develop hypertrophic scars;
On patients with a known hypersensitivity to collagen;
In patients with porphyria;
During pregnancy or breast-feeding;
On children;

vV V V VYV
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euroresearch:

natural growing, natural healing

> Areas of skin inflammatory and / or infectious (acne, herpes, etc.);

> In immediate association with a laser treatment, a deep chemical peel or
dermabrasion. In the case of cosmetic peeling, it is recommended not to inject if the
inflammatory reaction is important.

9. Possible side effects
The product is hypoallergenic. There are no reported side effects.
The patient must be informed of the existence of secondary potential effects related to
this device that may appear immediately or after a certain period of time.

Among them, there are reported (non-exhaustive list):

- Inflammatory reactions (redness, swelling; erythema, etc.), sometimes(associated
with itching and pain to the touch, or both;which may occur afterthe injection. Such
reactions may persist for a week.

- Haematoma. *

- Hardening or nodules at the point where the injection has been practiced.

- Staining or discoloration of the injection area.

- Poor treatment efficacy or poor filling effect.

- Cases of necrosis in the glabellar-region abscesse, granulomas~and immediate or
delayed hypersensitivity have-.been described in the literature after collagen
injection. It istherefore necessary to take into account these potential risks.

- The persistence of inflammatory.reactions over the week or the appearance of other
side effects must be promptly reported by the patient at'the doctor, who will be
required to eliminate these reactions through a suitable care.

- Any other unwanted secondary effect related to the injection of "product" should be
reported to the distributor and/or the manufacturer.

10. Mode of application
Dilute the collagen powder-contained in the vial from 70 ‘mg to obtain a suspension in 5 mi
of physiological solution or distilled water.
NITHYA has to be brought in suspension immediately before use and should be considered
single use. Administered with small gauge needles',(30G) at the level of the/'deep
dermis or dermal junction hypodermic, through micro wheals. Distribute the product in
the region to be treated and then run a light massage.
Surgical Technique:, the medical device is exclusively intended for insertion by 'skilled
surgeons.

11. Operating procedure

Administered with small gauge needles (30G)‘at the level of the deep dermis,or dermal
junction hypodermic, through micro wheals:

Surgical Technique: the medical device is

exclusively intended for insertion by skilled surgeons.

12. .Indications for use

Inject-slowly. Failure to follow these instructions can result in the risk of needle leakage
and/or loss of product in the Luer-lock level. The amount of product to be injected will
depend on the type of area to be corrected. After the injection, it is important to
massage the area treated so as to ensure a uniform distribution of the product.

Peructpanua MH e PoczgpaBramsope
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natural growing, natural healing

13. Precautions of use
Use normal precautions for intradermal infiltration.
As with any percutaneous treatment using the product may present a risk of infection.
Treatment can result in a slight stinging which disappears in a few minutes. The treated /area
may have reactions commonly associated with injecting trauma, such as swelling and erythema
with spontaneous resolution within a few hours after treatment.
Do not use in case of known hypersensitivity to the product.
The treatment is not indicated in patients with collagen vascular and autoimmune./disease
of the connective tissue (connective tissue).
Do not inject into areas where the skin infection or inflammation are present in place:
Use during pregnancy and lactation is not recommended, although there are. no known
specific contraindications.
Surgical Technique: the medical device is exclusively intended for insertion by skilled surgeons.
The doctor's technical skills is essential for the“success of the treatment, and the device should
be used by physicians who have received training specific to the filling injections technique.
Any modification or use of this product, ‘ether than the conditions of use)defined herein,
may impair its sterility and its performance, which can no longer be guaranteed. Before
undertaking the treatment, it is recommended to inform the patient of‘the indications and
contraindications of the device itself, its incompatibilities and the side effects that could occur.

14. Methods of cleaning
Before injection, proceed to thoroughly disinfection the area to be treated.

15. Sterility
Gamma irradiation.

16. Storage conditions and ' Terms of use

To store NITHYA at a range temperature between 0"C and-+30°C, in dry environment
and in its original packaging. Protect from sunlight, heat and handle with care.
Humidity not more 60%. Transportation at range of temperature between 0°C and
+30°C, 60% humidity:

LIST OF APPLICABLE“STANDARDS

The medical device "Collagen powder vials, sterile" having the brand name NITHYA
obtained the .EC Certificate in compliance= with the following national and
international applicable standards:

93/42/EC-Directive concerning the medical device, recognised in Italy by D.Lgs n. 46 of 24.02.1997 e'ss.mm.ii;
2007/47/EC Directive 0f05.09.2007 amending the 93/42/EC Directive, recognized in Italy by D.Lgs n.'37/0f 25.01.2010;
UNI EN-ISO 14971/2012 - Application of risk management to medica | devices; ICH Q9/2011-Quality risk
management;

UNEEN ISO 22442/2008 - Medical devices utilizing animal tissues and their derivatives;

UNICEI EN 1041/2009 - Information supplied by.the manufacturer of medical devices;

UNI CEI EN 15223-1:2012 - Symbols to be used.with medical device labels, labelling and information to be supplied,;
UNt EN ISO 13485/2012 - Quality management systems - Requirements for regulatory: purposes;

UNI EN ISO 10993-5:2009 and U NL EN ISO 10993-10:2010- Biological evaluation of medical‘devices - Biocompatibility
tests;

UNLEN ISO 11137:1, 2, 3 - Sterilization of Medical Devices.
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17. Shelf Life
2 years.

18. Labelling

Consumer packaging:
NAME NITHYA

Composition Type 1Collagen

Euroresearch S.r.l.-Via Larga 15-20122 /Milano
Manufacturer -Italy;
Tel+ 39 02 8055660

Do not reuse!
o
Do not use if packaging is‘damaged!
Reading information contained within the box
Storage temperature from 0 5Cto 30 3c
1STERILE |r | Sterile Product: sterilized by irradiation
u Product Expiry Date
CE XXX CE Mark
XXXX LOT number
month/year Shelf life

EURORESEARCH s.r.I. mSocieta a Socio Unico
Capitale Sociale € 90.000,00 int. vars. CF e P.IV.\ 06901450152 Reg. Imp. Milano PMEA. 1123845

depleaale. 1-20129 Milano - v ale dei Mille, 20 - Head Office: 1-20122 Miiano - Via Larga, 15
Peructpanua B PocafipaBHag3ope o }
“ el, —f§%9 2 8055660 - Fax. -F39 02 72011722 e-mail: info@euroresearch.it
www.nevacert.ru | info@nevacert.ru
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Vial labelling:
NAME NITHYA

Composition Type 1Collagen

Euroresearch S.r.l. Via Larga 15 - 20122 Milano.-
Manufacturer Italy;

Tel.+ 39 02 8055660

CE XXXX CE Mark
XXX X LOT number
Exp Expiration‘date

19. UTILIZATION OF MEDICAL DEVICE

Utilization

Products that have expired should be destroyed as medical, waste of Class A
(epidemiologically non hazardous waste, close in composition” to 'the municipal solid
waste).

Disposal of packaging materials:should also be carried out in“accordance with standard
practice in the medical institution, and in the manner presecribed by local, federal and
state rules and regulations.

20. WARRANTY

The manufacturer. Euroresearch S.r.l. (from Italy), ensures the compliance of medical
device with the requirements of the Technical File, ifito-follow conditions of use, storage
and transportation. The guaranteed shelf life is 2 years:from the date of manufacturing.
The product in the manufacturer's packaging should be stored in the warehouses /of the
supplier at a storagejstemperature of 0 ° C to 30 %C.in a dry place protected from_light,
humidity no more:than 60%. Manufacturer assumes absolute responsibility in*case of
defective goods and replace them.

21. MANUFACTURER
EURORESEAREH S.r.l. - Via Larga, 15 - 20122+ Milano (MI)- Italy

22. AUTHORIZED REPRESENTATIVE
LLC BEAUTY.PALLETE - Russia, 121099, Moscow, Noviy Arbat 34, bid 1. Tel:+7 499 918 77
88.

EURORESEARCH S.r.l. January 25~ 2017

M m rw A43i"-

Marco Benedetti-General Director

EURORESEARCH s.r.l. - Societa a Socio Unico
Capitals Socials € 90.000,00 int. \srs. CFe P.IVA 06901450152 Rsg. Imp. Milano R.E.A. 1123845
Ls)%]?als: 1-20129 Milano - vials del Mills, 20 - Head Office: 1-20122 Milano - Via Larga, 15

d
Feruerpanny Mﬁsﬁ. o e“f.*afliggé’%z 8055660 - Fax. £39 02 : 2011722 e-mail: info@ euroresearch.it
www.nevacert.ru | info@nevacert.ru
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1

MepeBop, C aHTIMACKOTO 1 NTanbsIHCKOTO 3bIKOB Ha PYCCKIMiA 3bIK

[Ha 6naHke komnaHun EBpopucéy c.p.i.]

NHCTPYKLUMA MO NPUMEHEHUIO

MmnnaHTat BHyTpugepmanbHblii HATP1A Ha ocHOBe KonnareHa KoHckoro)l Tuna ,
CTEPUIbHbINA 3X70 Mr

1. HasBaHMe MeAWUMHCKOro nsgenua

NmnnaHTat BHyTpuaepmanbHblil HATUA Ha OCHOBe KonnareHa KOHCKOro | Tuna , CTepubHbIii

3x70 mr

2. CocTtaB MeguLMNHCKOro usgenns
MeguunHckoe nsgenue npefctasnseT co60id-nopoLlok, Ha 100% cocToAwmiA U3 KonnareHa

KOHCKOro 1Tuna, anmporeHHoro. MpefefbHOe coAepaHue 6akTepuanbHbiX 3HAOTOKCUHOB He

6onee 0,5 ea/mn.

Homep CAS 9007-34-5

Y KonnareHa |Tuna cnoXxHas Moneky/spHas CTPYKTypa: 6GefloK XapakTepusyeTcs TPETUUHON

CTPYKTYpOIA.

3 . Ha3HayeHue

AcTeTnueckas xmpyprus. MpoAyKT NPUMEHSETCS NPY BO3PACTHOM U (hOTOCTAPEHUM KOXW LA,

LLIEWN U pYK.

4. Komnnekrtauunsa

B 0aHY ynakoBKY BXOAMT..TPW CTEK/ISHHbIX (h/lakoHa C MOPOLUKOM Ko/nareHa

M MHCTPYKLMS MO

npumeHeHuo ( 1)

1 dnakoH cogepXuT 70;Mr NOPOLLKa Ko/inareHa KOHCKoro 11una;

* PekoMeHAyeTca UCRonb3oBatb Uribl 30 - 32 G AMHOW 0T 4 a0 13 mMM.

*PeKoMeHAyeTCA MENonb30BaTth 5 WNpULoB 06bemMom 1 M.
*[lonyckaeTca UCMo/ib30BaTh LUNPULLLI U UMbl HA"YEMOTPEHME Bpaya.

MaTtepunanblynakoBKu

N3genve Martepuarn Cocras
dnakoH CTEK/o S102 71-73%
EMKOCTbHO AbO3  24%
10 mn CaO 1012

K20 0-2%
Na20 12-14%
Pe2o3 0-1%
MgO 0-1%
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Mapka

KOpKYHeBOe
CTeKno vn 3

MabapuTHbIe
pasmepbl
BbIcOTa 53 Mm +1
MM,
[WiaMeTp Kopryca
25 MM 1 MM;
Hapy>XHb I
[vaveTp ropna
20mvi= 10 Mv;
BHYTPEHHWIA
[vameTp ropra
13.0 m+0.5 M

[locTaBWmMK

SIMONETTA
SAS.

Via G .Tartini, 8
20158, Milan Italy,
Uranns



Mpobka pesvHa
Konnayok

KOMOUHMPO

BaHHb IV

-KOMMAYoK  a/IiOMUHI
-KpbILLKa MIacTuK

XNopoyTUn

THOMUHUEBBIN
cnnas

MOSMMNPON/EH

5. TexHMYecKme xapaKTePUCTUKN
- Macca nopotuka: 70 mr5 mr

- Macca (hflakoHa C NOpPOLIKOM

PA1938

8014

HPA456H

: 25 rpammz10%

6. Knaccnukaymsa MmeguumuHCKOro n3genms

[ViaMeTP KPbILLIKKA
20 v £ 1 v,
[ViaveTp
ocHoBaHus 13.0
Mt 0.5 MM
BbICOTA 9.0 MM+
0.5 mwv;

BHELLHWIA OyamMeTp
(1B CcOope) 23.0 Mv
+05 mv;
BbicoTa( B cOope)
80 MMt 1,0 mm;
viameTp

20 MM+ 05 MM

BHELLHWIA OMaMeTp
23.0 Mmmt 0,5 /viv;
BHYTPEHHMIA
Aviametp 20,0 mm+
05 mwv;

BbicoTa 3.0.MM +
03 M,

MepguumHckoe nsgeane knacca 111 noteHumManbHOr@ pycka

7. Moka3aHus

PHARMA
TRADE
SRL

Zona Indle
- Loc. Punta
Pennas
66054
VASTO (CH)
-ltaly;
UTanunsa

PHARMA TRADE
SRL

Zona Ind.le - Loc.
Punta Penna-
66054 VASTO
(CH) -Italy,
Wranns

Bo3pacTHoe 1 hoTocTapeHne KOXun nuua, wen upyk. Mo yCMOTPEHMIO Bpaya npenapaTr MoxeT
ObITb MCNO/ML30BAH A1 KOPPEKUMU Le(heKTOB €TapeHns B APYrUX YacTax Tena.-fpurogeH ansa
pereHepaunun gepmanbHoin 1 cybaepManbHOR-CoOeANHUTENBHONM TKaHW 3a eveT. CTUMYNALnm
(hmbponnactoB M HeoKoNareHesa.
PemogenvpoBaHue U KOPPEKLNA BPOXKAEHHBIX Ae(eKTOB, B T.4. aTPO(UN WFNNOTOHUM TKaHMW,
MOHMXXEHHOW. 31aCTUUYHOCTUA KOXMN.

8. NpoTnBoOnokKasaHuda
- He BBOpMTE nmnnaHTat HATUAML B nepmnopbuTanbHyto 0651acTh (BEKM, . MOPLLMHBI B Yro/iKax rnas)
1 B.OGTaeTb HagnepeHocbs (/106).
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- MHbekymm umnnaHtata HATUA B 06nacTb BOKPYT rna3 AO/MKEH BbIMONHSATL Bpad, NpoLlegLini
COOTBETCTBYHIOLLYIO MOATOTOBKY W OBNajeBLUUI TEXHUKOW BBeAeHUS npenaparta U XopoLlo
3HaKOLWMIN PU3NMONOTNI0 3TOM 061acTw.

- He BBOANTE MMMNAHTAT B KPOBEHOCHbIE cOCyAbl (MHTPaBacKy/spPHO).

- N36erainTe runepkoppekLmu.

Mpenapart He cnefyeT UCMO/b30BaTb:
MauueHTaM C anunencuein B OTCYTCTBUE NIEYEHUS;
. Mpn CKNOHHOCTM K 06pa30BaHUIO rMNEPTPOUYECKMX PYOLIOB;
. Mpy 13BECTHOIA NOBbLILLEHHOM YYyBCTBUTENLHOCTW K KOJITareHy;
MayuneHTam c nopupuei;
. Bo Bpemsi 6epeMeHHOCTN U KOPMEHUS TPYAblO;
.Jetam
. B obnactax ¢ npusHakamu MHGeKUM Ui BocnaneHms (akHe, reprnec nynpouy.).
. B coyeTtaHun c nasepHbIM fle4eHneM, Fyo60KUM XMMUYECKUM MUIVHTOM WUn fepmabpasuvei.
B cniyyae KOCMeTMYeCKOro nuinHra He pekOMeHAyeTcs BBOAMTb npenapat fpyi Hanmunm
BbIPaKEHHOW BOCMaIMTENIbHOWN peakLmu.

9. B03MOXHbIe N0604YHbIE 3hDEKTI

MpenapaT ABNAeTCA rnnoannepreHHbIM.

MauneHTa cnefyeT yBeJOMUTL O NOTEHUMA/IbHBIX MOO0UHbLIX 3hPeKTax BBeAeHNA npenapara,
KOTOpPbIE MOTYT NPOABUTLCA CPa3y Xe'unu CnycTa HEKOTOPOe BPeMms:

Cpean HMUX MOryT 6bITb CnefytoLiue :

- BocnanutenbHble peakymn (NOKpacHeHWe, OTEK, apuTemMa 1 Npoy.), MHOr4a CONpoBoXAatoLmecs
3y[0M 1 60/1€3HEHHBLIMY OLLYLLEHWNAMMN, KOTOPbIE MOTYT BO3HWKHYTb NOC/NE MHBEKUUN. ITK
ABNEHUA MOryT HabNIOAATLCA Ha NPOTSXKEHUN HeLenw;

- F'ematoma;

- YNNOTHEHUS UMK Y3e/IKN B-MeCTe UHbEeKLUNN;

- YCcuneHve wnm ocnabneriie OKpackn KOXHbIX MOKPOBOB B-06/1aCTN MHBEKLMN;

- HeaththeKTMBHOCTb NpoLEaypbl AN HEAOCTATOUHBIA APHEKT PUNNNHTA;

- B nuTepatype onucaHbl cnyvan Hekposa B rnabennspHoi o6nactu, abeueccol, rpaHyneMbl n
OTCPOYEHHbIE UM HEMEAEHHbIE PeakLny rnepyyBCTBUTENIbHOCTI MOC/e UHBLEKLMIA KOfnareHa.
MepeyncneHHble NOTeHWNaNbHbIE PUCKN HEOOXOAUMA YUUTbIBATb;

- O BOCManuTeNbHbIX-peakumsax, ANAwmnxca 60nbLie HEAenn, NN passuTun Spyrux MO60UHbIX
a(hheKToB NauueHTy tnefyeT HesaMeaUTeNIbHO COOBLUNTL Bpady, KOTOPbIV LOMKEH NPUHATb
Heo6Xxo4VMble Mepbl A8 YCTPaHEHUS 3TUX peakLuir;

- O NOObIX ApYyrMnX, HeXenaTeNbHbIX BTOPUYHbLIX-APPeKTaX, CBA3AHHbIX C UHbEKUUEN «npenapaTa»,
HeobX0AMMO COO0LWUTL AUCTPUOLIOTOPY M/MNN(NPOU3BOAUTENIO.

HO.Cnocob npuMeHeHNs

Pa3seaute 70-Mr nopoLuka KofnareHa, Cogepxatlerocs Bo iakoHe, (hM3M0AQFNYECKUM PacTBOPOM
WA GUCTUANPOBAHHON BOLOW [ANA NOMYYEHWA CyCrneH3un 06bemom 5 M

CycneHsuto<npenapata HUTWA cnepyeT £OT0BUTL HEMOCPEACTBEHHO Mepes UCnosib30BaHNEM U
1crnonb30BaTth 3a OAMH pa3. MpenapaT c/iedyeT BBOAUTL C MOMOLLbIO MI/bl HE60NLLLIOr0 Kanubpa
(30G) HaypoBHE rNy60KOI AepMbl MKW 4EPMO3NULEPMaNIbHOTO coeiHeRns .IMocne BBeLeHUS
npenaparta Heo6X0ANUMO BbIMOMHUTL NEFKWIA Maccax 061acT KOpPeKUn. dPHeKT 0T NPUMEHEHUS
OAHOTO0"(hf1aKoHa - He MeHee 1 mMecsLa.
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11. Mpouenypa BBEAEHUSA
Mpenapat cnefyeTt BBOAWUTbL C NOMOLLbIO MIbl He60MbLIOro Kanmbépa (30G) Ha ypoBHe rny6oKol
[epMbl UK LepMO3nunaepManbHOro COeAnHEHNS .

12. YKaszaHunsa no BBeAeHUIO

Mpenapart cnefyeTt BBOAUTL MeASIEHHO. HecobnoeHne 3TOro ykasaHus MOXeT NpuBecT# K
MOBbLILLEHUIO pUCKa YTeUKW npenapara yepes Urny u/uam ero ytpaTbl Ha YPOBHE puKcaropa Urnbl.
KonnyecTBo BBOAMMOrO npenapara 3aBMCMT OTTOr0, B KaKoil 061acTy NPoBOANTCS KOPPEKLMS.
Mocne MHbEKUUM PeKOMEHAYETCA Maccax 061acTy KOPPeKUUn AN paBHOMEPHOr0-pacnpejeneHuns
npenapara. K nposefeHVIO nNpoLesyp No NPUMEHEHUIO JaHHOT0 M34enus LOonYyCKalTCcA
TONIbKO KBaNU(MLUMPOBaHHbIE XUPYPru, NpoLUeaLIne COOTBETCTBYOLLee 06yYeHMe.

13. Mepbl NpPejocTOPOXHOCTU NPU NCMOJBE30BaHNM

CnegyeT cobntofatb 06blUYHbIE Mepbl NPeLOCTOPOXHOCTN Kak Npu Nt060i BHYTpULEPMabHOW
NH(AbTPaL MK,

Kak n nobas NoAKoXHas MHbeKUUs, BBeAEHMe npenapara HeceT ¢ CO60l PUCK MHDEKLMN.

Mocne UHBLEKLMM BO3MOXHO OLLYLLIEHME HKKEHUS, KOTOPOe McYe3aeT Yepes, HeCKOIbKO MUHYT. B
061aCTN KOPPEKLMM BO3MOXKHbI 06bIYHBIE peakLun, 06yCnoB/IEHHbIE TRABMOW KOXW B pesy/nbTarte
WHBLEKL MK, B T.4. OTEKM M NOKPACHEHWe, KOTOpble CaMOCTOATENbHO NPOXOAAT Yepe3 HECKO/IbKO
4acos.

He ncnonb3yiTe npenapaT Npw U3BEETHOW FMNepUYyBCTBUTENbHOCT. K HEMY.

JleyeHne npenapaTom He NMoKasaHO MauueHTam C KO/JiareHo30M COCY/0B U ayTOMMMYHHbIMU
3a60/11eBaHNAMUN COEAUHUTE/IbHON-TKaHN (COeANHUTENIbHAA TKaHb)-

He BBOAUTE Npenapat B 061acTU-C MPU3HaKaMyM UHNEKLMOHHOTO- N BOCMAUTEILHOMO MnpoLecca.
He pekomeHayeTcs MCNONb30BaTh npenapar B nepuoj 6epeMeHHOCTU U KOPMJIEHWUS TPYAbIO faxe B
OTCYTCTBME M3BECTHbIX NPOTNBONOKA3aHWIA.

TexXHUYecKne HaBblKM BpavyaMMetoT peLuaroLLee 3Ha4YeHne A/19-A0CTUXEHNS XOPOLLEro
KOCMeTUYecKoro agpekta. VIHbeKUuy npenapara fAO/IKeH BbIMOHATb BpaY, NpoLLeLwnii
COOTBETCTBYHOLLLYIO MOArOTOBKY U OBNAAEBLLMIA TEXHUKON BBEAEHUS npenapata. J1tobas
MoAnMMKaLMa U HapyuleHve nepeyuncieHHbIX YyCI0BMn“APUMEHEHNS npenapaTa MOXeT.
HapyLWWTb ero CTepUIbHOETb U OKa3aTb HEraTVBHOE B/IVAHME Ha 3PPEKTUBHOCTb ero paboThl,
KOTOpasi B 3TOM C/ly4ae He MOXKET ObITb rapaHTUpoBaHa. A0 Havana nevyeHust peKoMeHLyeTcs
NPOUH(OPMMPOBaTL MakMeHTa 0 NOKa3aHUAX U NPOTUBOMOKa3aHNAX K NPUMEHEHUIO MPENapara, o
ero HeCOBMeCTMMOCTM M BO3MOXHbIX MOOOYHBIX 3(hPeKTax.

14. MeTofbl 0YNCTKMK
Mepep MHbeKLMed HeobXoaMMO TLLaTENbHO NPOAESNH(MLMPOBATL KOXY B MecTe/BBeAeHUS

npenapara.

15. CTepunbHOCTb
MpoAyKT NocTasnAeTca CTepuibHbIM. MeTog/eTepunmsauun raMmma-msnyyeHue.

16 TpaHcnopTupoBaHue, XpaHeHUe 1 yCNOBUA 3KCnayaTaunm
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XpaHuTb npn Temnepatype O° C go 30 ° C B CyxOM 3aLlMLLEHHOM OT CBeTa M Temn/a MecTe/B
OpurnHanbHON ynakoske. O6paLLaTbCa C 0CTOPOXHOCTbIO. OTHOCUTENIbHAA BNaXHOCTb: He Bosee
60% ; TpaHcnopTuposaTb npu Temnepartype 0 ° C go 30 ° C, OTHOCUTENbHASA BIaXXHOETb: He 60nee
60%.

CnUCOK NpUMeHsIeMbIX CTaHAapTOB

MepguunHckoe usgenve “UmnnaHtat BHyTpmaepmanbHblii HATWA Ha ocHOBe KonnareHa
KOHCKOro | Tuna , cTepusibHbIVi», nonyynse ceptudukat EC B COOTBETCTBUM CO ClefyHOL MMM
HaLWOHaNbHLIMN N MeXAYHapoAHbIMU CTaHAapTaMu:

OupekTuBa 93/42/EC no MegULMHCKUMERPUbopam, NpuHATas 3akoHoAaTe/IbHbIM-AeKPETOM

Ne 46 ot 24. 02. 1997r Utanus ;

OuvpekTtusa 2007/47/EC ot 05.09.2007 v aupekTtusa 93/42/EC ¢ nonpaBKamu npuHaTas
3aKoHogaTeNbHbIM AekpeTom Ne 37°0T, 25. 01 .2010 roga Utanus;

UNI EN ISO 14971:2012 MNprMeHeHe MeHeIKMEHTa PCKOB B NPOM3BOACTBE MEAULVHCKUX U3LENNIA;
1CH Q9/201 1-¥YnpaBneHve pUcKamy MO KavecTBy;

UN1 EN ISO 22442/2008 - MepnnumMHCKWe yCTPOICTBA, NCMOMb3YoLMe TKaHN XUBOTHbIX U KX
NPon3BOAHbIE;

UN1 CE1 EN 104E2009 - WHdopmaums, nocrasnsemas U3roToBUTEAEM 4151 MEAULIMHCKNX NPUGOPOB;
UN1 CE1 EN 15223-1:2012 ‘MeanLmHCKMe YCTPocTBa - CMBO/IbE, - KOTOpble 6yAyT MCNOb30BaTbCA C
MeTKamm MefULMHCKOro YCTPOCTBa, MapKMPOBKO 1 MHAopMaumeld, KoTopas 6yAeT NOCTaBNATLCS ;
UN1 EN ISO 13485/2012 - MeguumHCcKMe yCcTpoicTBa - CUCTEMbI YNpaBieHUss KavyecTBOM-
TpeboBaHWNA B Perynmpyrowmnx Lensx;

UN1 EN ISO 10993-5:2009 and UN1 EN I1SO 10993-10:2010-Biological evaluation of medical devices -

Biocompatibility tests;*V3genna megmuuHckue. OugHKa 6MOAOTMYECKOT0 AENCTBUS MESULMHCKUX U3AENNIA.
VccnegoBaHna Ha BUOCOBMECTMMOCTb;
UNIEN1SO 11137;1,2,3—CTepunusanms MeanLUHCKOR-NPOAYKLUN

IV.CpOK rogHocTu
2 reaa’ c fatbl Mpou3BOACTBA
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18. MapKnpoBKa KapTOHHOM NOTpebuTeNbCKON YNaKOBKU:

HanmeHoBaHWe NpofyKTa

CocTtaB

MpownssoauTens

)}

us

tSTtE[R

2
M

CCQ0373
CCo373

xxxx (LOT)

CpoK rogHocTu

HapkunpoBka (piakoHa:
HanmeHoBaHWe NpoayKra
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HNTWNA

KonnareH KoHckuii | Tuna

Euroresearch S.r.l. Via Larga 2-20122
Milano - Italy Utannsa; Ten:+ 39 028055660

He ncnonb3osats NoBTOPHO!

He ncnonb3oBath Npy NOBPEXKAEHNN
ynaKoBKU

CM. MHCTPYKLMIO N0 NPUMEHEHWIO

Temnepatypa xpaHedus ot 0 °C go 30 °C

CTepunin3oBaHo-raMmma 061yyeHem

JaTa yeTeyeHuma cpoka’ rogHoOCTH

CooTtBeTtcTBUe Hopmam EC

Homep naptum

Mecsau/rog

HNTWA



MapknpoBka thiakoHa:
HanmeHoBaHMe NpoayKTa HUTUA

CocTaB KonnareH kKoHckuid | Tuna

Euroresearch S.r.l. Via Larga 2-20122

MpownssoanTens .
Milano - Italy Wtanusa; Ten:+ 39 02 8055660
CooTBeTcTBME Hopmam/EC
CE xxxx
LOT Howmep napTum
Exp Jarta ncreyeHus cpoka rogHocTu

19. Ytununsauynsa
W3gennsa ¢ NcTekwnm Cpokom TOAHOCTU U MaTepuasbl YNakoBKUA MOANEXAT YHUUTOXEHUIO Kak
MeLMLMUHCKMe 0TX0Abl Knacca A (3anmaemMmnonornyecky 6e3onacHblie 0TX0Abl, NPUOIMKEHHbIE MO
COCTaBYy K TBepAbIM ObITOBLIM 0TX0Aam)B COOTBETCTBMM CO CTaHAAPTHON NPaKTUKONR, NPUHATON B
MeAULMHCKOM YUpeXaeHWU, =1 B Nopsake, yCTaHOB/IEHHOM .MECTHbIMK, (hefepanibHbIMU 1
rocyfapCTBeHHbIMY NpaBuAaMu U 3aKOHOAATe/IbHbIMY HOPMaMMu.

20. MapaHTUX Npown3BEAMTENSA

MpownssoguTens Euroresearch S.r.l., NTanna rapaHTMpyeT COOTBETCTBUE NPOAYKTa TpeboBaHNAM
HacToALLEero TeXHUYECKoro aiina npu cobM0AeHNI YEA0BMIA NPUMEHEHUS, XPaHEHUS 1
TpaHCNOPTUPOBaHMUS: FapaHTUHBIA CPOK XpPaHEHUS NPOAYKTa-2 roja co AHS U3rOTOBNEHWS.
MpoAyKT B yNakoOBKE MpesnpuAaTUA-U3roTOBUTENS AOMKEH XPaHUTbLCS Ha CKnagax MecTaBlmKa npu
Temnepatype xpaHedus ot 0 ° C go 30 ° C B cyxOoM: 3aLlULLIEHHOM OT CBeTa MecTe; OTHOCUTE/NbHAdA
BNaXKHOCTb He 6onee 60%. MponssoauTenb Geper_Ha cebs abCoMOTHYI0 OTBETCTBEHHOCTbL B C/lyyae
06HapyXXeHuns OedieKTHbIX TOBAPOB U MPOU3BOLUTIMX 3aMEHY.

21. MPON3BOANTEND
Euroresearch-S.r.l./EBpopucéy c.p.n.. Via Larga 15-20122 Milano - Italy, Utannsa

22. YNO/IHOMOYeHHbI npeacTaBuTenb/B-Poccun: OO0 «ManuTtpa Kpacotbl» - Poccus, 121099, r.
Mocksa,-y.HoBblin Apbat 34, ctp. |. Ten, +7 499 918 77 88; info@academest.ru

EBPOPWCEMY C.p.n. 25 aHBapsa 2017
<Mognucb>

Mapko'beHefeTTn

"eHepasbHbIN AUpeKTop
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Ha obopoTe:
Per. No 19284/2017

TOPIrOBASA MANATA MPOMbILUIEHHOCTW, CENIbCKOIr0o XO34/CTBA
n PEMECEN MUNAHA

B OTHOLIEHUM NMCbMEHHOrO 3anpoca, NOAaHHOr0 0BEPEHHbIM HPUAUYECKNM
npeactasutenem MpeanpusTus, 3asBasem, 4To BbiLIEYNOMSHYTOE NMLO YNOAHOMOYEHO
noANMUCbLIBaTb JOKYMEHTbI N0 MeXAYHapOoAHbIM TOProBbIM 06MEHaM.

3a NeHepanbHoro cekpetapsa (EneHa Backo)
AHTOHMO fDXy3enne MuTTennm
<[loanucwv>

AMNOCTWb
(Caarckas KOHBEHUMA OT 5 oKTA6GpPA 1961 T.)

1 CtpaHa: UTANNA
HacToawmin opuumanbHbIi JOKYMEHT
2. nognucad MNTTEJI/IMAHTOHNO
. BbicTynawowum B kayectee COTPY AHUKA,
4. ckpenneH nevatblo/wiTamnom TOPTOBOM NMANATEI
MPOMBILLJIEHHOCTUN CE/IbCKOIO XO3ANCTBA
N PEMECE/ MUAAHA

w

YANOCTOBEPEHO

5. s ropoge MUJTAHE 6. 31 MAPTA 2017 .
7. MpetekTypoii (TeppuTopuanbHbiM rocyfapcTBeT LM
opraHom)
8. 3a Homepom-5038
9. MevaTb/WTamn 10. Moanwuck
Wramn: ADMUWHWUCTPATOP
(gokToOp Knayaua bapbbepe)
<Moanues>
Mevate:MpedekTypa MunaHa

TOPIOBAA NAAATA MUNTAHA

LWTamn:
Hacroawmin anoctunb yA0CTOBEPSET NOANMHHOCTb
MwnaH, 29/03/2017 NOAMWCU W-LO/HKHOCTb MLa, NOANMCABLIEI0 ohuLManbHbIN
[IOKYMEHT; M AOCTOBEPHOCTb MeyaTu uau’wramna, KoTopbiMu
CKpPEefJieH 3TOT AOKYMEHT. AMNOCTUAb-He YA0CTOBEPAET
cogepXkaHue LOKYMeHTa, 415 KOTOPOra oH 6bl1 0(hopMIIEH.
Meyats: MpeekTypa MuiaHa
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lMepeBog, faH, Ta chenaH MHOR, nepeBoguymkoM MamenosbiM TUMYpPOM [ KaBaHLLIMPOBUYEM:

Poccuiickaa depepauyms

Nopog Mocksa
BToporo masa fBe ThiCAYM CEMHAALATOro roga
[ MapTbiHoBa HaTanns AHApeeBHa, BPeEMEHHO UCMOMHAKLLAA 0693aHHOCTW HOTapuyca

ropoga Mocksbl AkumoBa I'neba boprcosnya, CBUAETENLCTBYH NOA/MHHOCTL MOANUCU NepeBoaYMKa
Mawmegosa Tumypa [d>KasaHLUMPOBUYA.

Moanuck caenaHa B MOEM NPUCY TCTBUN.

JInyHOCTb NoAnmcaBLUero JOKYMEHT YCTaHoB/EeHa.

3aperucTpuposaHo BpeecTpe: No 'jS*''j /| &
B3bICKaHO rocyaapcTBeHHO NowwmHbl (no Tapudy): 100 py6.
YnnayeHo 3a okaszaHue yCayr npaBoBoro 1 TeXHUYEEKOro xapakTepa:-—--

HA.

ol Qi
Bcero npowHypoBaH(npoHyme Bc0”.} by
¥ CKpeneHo neyaTbo\A

BPWNO HoTapuyca
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