itto
.ggio

32,
caie

lente
L ai
alia

OGNA LAB S.R.L.
Via Figini 41 - 20835 Miiggio (MB) - ltaly
Phone; +390392782954, Fax: +390392782958
e-mail: ognalab@ognalabotatori.it, www. ognalaboratori it

Dental paste for polishing and plague removal DETARZIN with implements

Manufacturer:
OGNA LAB S.R.L.- Italy
Via Figini 41 - 20835 Muggio (MB) - Italy

Exploitation documentation - instruction for use

1 Composition
Silicon dioxide (30%), zirconium silicate (10%). glycerol (39,4%), carbopol (0,5%), glycerol
monostearate (0,5%). essential mint oil (1%), auxiliar>' elements (18,6%h

2 Package
- container with paste (50 g)
Implements:
- plastic containers with holder (1 pack.)
- leaflet

3.Properties

DETERZIN - a ready to use paste of a medium grain size without fluorine with mint aroma.
After application DETARZIN provides a long lasting feeling of freshness in the mouth. Does
not irritate the gums. DETARZIN has a soft, exclusively mechanical abrasion due to
microgranules with particles of the same size. When the paste is applied to an uneven
surface, the microgranules pulverize eliminating the unevenness. This allows to carefully
rerove all the dental plaque without damaging the enamel. Does not contain acids nor
alkalis. The mint oil has a calming effect on the soft tissues and mucous of the oral cavity.
Docs not contain formaldehyde. Does not contain menthol.

4 Indications
polishing and dental plaque removal

5 Instructions for preparing the material
Place a little quantity of paste into the container with a ring using a spatula, then place a
necessaly’ quantity of paste to the circular brush and apply it to the tooth surface.

6. Safety precautions
Donot use after the expiration date.

7.Contraindications
Hypersensitivity to the product components.
fhere were not registered negative reactions on the material.

8 Conditions of storage
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Surrounding temperature: from 0 till 45 C
Relative humidity: from 10 till 80 %
Keep out ofreach ofchildren

9. Shelf life
Mentioned on the package

10. Sterilization
The product is not sterile so it does not pass through any sterilization process.

11. Usage
DET.ARZIN is destined to use in the dental practice only

12 Information of utilization (liquidation)

DETARZIN does not present any epidemical, toxicological or radiological danger, does not
have any negative impact on the environment, in such a matter for the utilization of the
product it should not be disinfected/neutralized. The utilization/liquidation of the product in
the territory' of Russian Federation should be carried out in accordance with the rules of
utilization of medical crops valid in the territor>- of Russian Federation taking into
consideration its epidemical, toxicological and radiological security.

13 Guaranties of the manufacturer:
The manufacturer guaranties the following properties and characteristics of the medical
device it the instructions tor use. conditions ot storage and transportation are kept:

- effective polishing and dental plaque removal

- not irritating

- does not damage the enamel

- has a refreshing effect

- has a calming effect on the soft tissues and mucous ofthe oral cavity

14 Conditions of transportation:
/ Surrounding temperature: from 0 till 45 C
i Relative humidity" from 10 till 80 %

15 Guaranty commitments of the manufaturer:

tre manufacturer guaranties the correspondence of the quality- of the medical device when

oFserving the requirements of transportation, storage and appHcation listed in the technical
e

16 Examines of reclamations and requests

Ay reclamations or requests of consumers shall be examined by the legal representative of
manutacturer on the territory of Russian Federation - company Dentalink LTD.

Address: 123592 Moscow. Kulakova st. 20. bid. A

Phone:(495) 766-16-71

dliefExecutive Officer
CAGNALAB S.R.L.
Ifigifet"mbil)

:June
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OGNA LAB S.R.L. (OHbANAB C.P.J1)
Via Figini 41 - 20835 Muggio (MB) - Italy
Ten: +390392782954, dakc: +390392782958
e-mail: ognalab@ognalabotatorUt, www.ognalaboratori.it

Mecta cToMaTtonornyeckas 4a8 NonMpoBaHus v yganeHnsa 3yOHbIX OTNI0XEHUIA
DETARZIN ¢ npuHaaieXxHocTammn

MponsBoanTesb:

OGNALABS.R.L.- Italy
OHbANABC.P.J1,-UTtanns

MaFigini 41 - 20835 Muggio (MB) - Italy

3KcnnyaTaynMoHHaa JOKYMeHTaUUsS - MHCTPYKLUSA MO NMPUMEHEHMIO

1 Cocras:

Iyokena kpemHusa (30%), cununkaT umpkoHusa (10%), rnmuepon (39,4%), kap6onon (0,5%),
MoHocTeapar rnuuepunHa (0,5%), atompHoe macno mAtbl (1%), BcromoratebHble 3/1IEMEHThI
(186%9.

2 YNakoBKa

mKOHTeHep ¢ nactoi (50 r)

MpunHaaNe>XHOCTU:

NM1aCTUKOBbIE KOHTENHepbI ¢ gepxartenem (1 yn.)
-MHCTPYKUMS NO NPUMEHEHNIO

3 CaoiicTBa

DETARZIN - nacTta, rotoBast K NpUMeHeHUN0, CpefHein 3epHUCTOCTK, 6e3 PpTopa, C apoMaToM
MATbL [Nocne HaHeceHMa nacTa DETARZIN obecneynBaeT ANUTENbHOE OLYLLEHNE CBEXECTU
BOpTY. He OKa3biBaeT pasgpaxatouee aerictemne Ha gecHy. DETARZIN oka3blBaeT MSATKOe,
VCK/IIOUNTENIbHO MeXaHnyecKoe, abpa3vBHOE BO3JeNCTBME 3a CYET MUKPOrpaHy/ ¢ Yactuamm
OOVHaKoBOro pasmMepa. Korga nacrta HaHOCUTCA Ha HEPOBHYH NMOBEPXHOCTb, MUKPOTPaHy /bl
pacTuparoTCs, yCTpaHAA HepoBHOCTK. 3TO nNo3sosiseT nacte DETARZIN TwarensHo yganaTb
3yOHbE OTIOXKEHWSA, He noBpexaas amanb. DETARZIN He COAepXXUT KUCNOT U LenoYen.
AwmpHoe macno MATLI, BXOASLLEee B COCTaB MaTepuasna, 0KasblBaeT ycrnokansarLlee
BO3LEVCTBYE HA MATKNE TKaHW U CIN3UCTYHO NOMOCTN pTa.

HECOAEPXXNT ®OPMAJIAETNA. HE COO4EPXWT MEHTO/1.

4. Ha3Ha4yeHue
MonvpoBaHve 1 yaaneHne 3yO6HbIX OTN0XEHUN

5. Criocob npuMeHeHus
Movectte wnatesneM HebOMbLLOE KOMMYECTBO MNacTbl B KOHTEMHEP C KOJMbLOM, HaHecuTe
HeoOXoAMMOe KOMMYECTBO MacTbl Ha LUMPKYNAPHYHO LWETKY U 06paboTaiiTe HYXHYH 061acTb

3y0a.

6. Mepbl NpeAoCTOPOXXHOCTU
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Hencnonb3yinTe nocne UCTeYEHUS CPOKa rOAHOCTH,
7.MpoTmnBONOKa3aHUA

["MNepyyBCTBUTENLHOCTL K KOMMOHEHTAM MaTepuana.
HeraTvBHble peakunn Ha MaTepuasn 3aperncTpmpoBaHbl He ObInn.

8 YcnoBua xpaHeHnA

XpaHuTtb Npu Temnepatype oT Opo 45 C 1 oTHOoCUTENbHOW BRaxHocTn oT 10 o 80%, 6epeyb
OTM36bITOYHOM BNarv U U3NLWHEro Tenna.

XpaHUTb B MeCTe, TPYAHOAOCTYNHOM NS LeTen.

9 Cpok rogHocTu
YKazaH Ha ynakKoBKe

10 Ctepunusaumns

Matepan He SBNSETCS CTepPU/IbHbIM, MO3TOMY MNPV NPOM3BOACTBE He MPOXOAUT MpPOLEcC
cTepunmn3aLyn.

W MpumeHeHne
MpegHa3HaveH 415 UCMNOb30BaHUSA UCKIOYNTENIBHO B CTOMATO/I0MMYECKON NpaKTuKe

12 CefieHns 06 yTunmsaumn (YHUUTOXKEHNN)

DETARZIN He npefcTaBnseT annAeMmMoNorn4yeckomn, TOKCUKONOrMYECKONn Unn pagnaloHHOR
OMacHOCTW, He OKa3blBaeT HEraTMBHOIO BO3AENCTBUS Ha OKPYXXaloLyl cpegy, Takum o6pasom
HET HEOOXOAMMOCTU B Ae3NH(eKLUN/HeATpann3aunm AaHHOro M3genns B Lensx yTuamsauuu.
YTunnsaumsa/yHUUTOXXeHNe [aHHOro Martepuana Ha Tepputopun Poccuitickoin Pepepaunn
JO/DKHO NMPOBOAMTLCA B COOTBETCTBMM C npaBunamu 06 yTuamsaunum MefuLUHCKUX OTXOAO0B,
[eNCTBUTENbHLIX Ha Tepputopun Poccuiicko ®Pefepauyun, NpUHMMas BO BHUMaHWe €ro
3MMAEMMONOTNYECKYH0, TOKCUKONOTMYECKYIO U pajmaunoHHY0 6e30MacHOCTb.

13 [apaHTMpOBaHHble MPOU3BOAMTENEM 3HAYEHMSA OCHOBHbLIX MapamMeTpoB M
XapaKTepuUcTuK:

MpovsBoguTeNnb  rapaHTUpPyeT CcrefylowmMe 3HayeHWs napamMeTpoB U XapaKTepUCTMK
MEAVLUMHCKOTO n3genns npu cob6NOAeHUN WMHCTPYKUMIA MO TPaHCNOPTUPOBKE, XPaHEHU0 W
MPYIMEHEHMIO:

*3(hpeKTMBHOE NONMPOBaHMNE U YaaneHNe 3YOHbIX OT/IOXEHW

WEOKa3blBaeT pa3gpaxkatolLero gencrems

WENOBPEXAaeT aManb

obnafiaeT oCBeXar WM 3hPEKTOM

WOKa3bIBaET YCMNOKanBaroLee BO3LeNCTBME HA MATKME TKAHW U CIM3UCTYHO NOMOCTU pTa

4 YcnoBnsa TPAaHCNOPTUPOBKN:
OkpyxatoLLiaa TemnepaTypa: ot Ogo 45 C
OtHocuTenbHasA BnaxkHocTb: oT 10 go 80 %

15 MapaHTuWiiHbIe 06513aTeNbCTBA NPOM3BOANTENS:

Mpov3BoauTeNb  FapaHTUPyeT COOTBETCTBME KayecTBa MEAWULMHCKOTO  W3AeNnus  BCEM
MPUMEHSIEMbIM CTaHJapTaM Mpu co6M0AEHUN UHCTPYKLUIA NO TPAHCMOPTUPOBAHMIO, XPaHEHWIO
VNPUMEHEHWIO U3JeNTNS B TEYEHME CPOKA XPaHeHUs, yKa3aHHOr0 Ha MapKNPOBKEe.
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16 PaccmoTpeHMe peknamauuii 1 obpalieHns noTpedbuTesnei:

Be peknamaymm ©  obpaweHus noTpebuTeneli paccmaTtpuBatoTCA  YNOSHOMOYEHHbIM
npeacTaBUTeNieM NPoOU3BOAUTENS Ha TeppuTOopuK Poccuiickoin ®efepanmu:

000 «[JeHTaNnUHK»

Anpec: 123592 r. Mocksa, yn. Kynakosa, 4.20, cTpJ/TIA

KoHTakTHbIi TenedoH: (495) 766-16-71

"eHepa/bHbIN LUPEKTOP

OGNALAB S.R.L.
Mognuek: JTynpxku bpambéunna
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