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Instruction for Use for Russian Federation market

Dental device rubber dam «Dispodent Dental Dam», disposable, non-sterile, using to isolate the
mouth cavity
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1. NAME OF THE MEDICAL PRODUCT
Dentaldevice rubberdam «Dispodent Dental Dam», disposable, non-steriie, using to isolate the mouth
cavity, available in thefollowing variants:

1. Latex rubber dam "Dispodent Dental Dam" blue, dimensions: 127mm x 127mm, 0.14 mm thick

(Thin);

2. Latex rubber dam "Dispodent Dental Dam" blue, dimensions: 127mm x 127mm, 0.18 mm thick
(Medium);

3. Latex rubber dam "Dispodent Dental Dam" blue, dimensions: 127mm x 127mm, 0.22 mm thick
(Heavy);

4. Latex rubber dam "Dispodent Dental Dam" blue, dimensions: 152mm x 152mm, 0.14 mm thick
(Thin);

5. Latex rubber dam "Dispodent Dental Dam™ blue, dimensions: 152mm x 152mm, 0.18 mm thick
(Medium);

6. Latex rubber dam "Dispodent Dental Dam" blue, dimensions: 152mm x 152mm, 0.22 mm thick
(Heavy);

7. Latex rubber dam "Dispodent Dental Dam™ green, dimensions: 127mm x 127mm, 0.14 mm thick
(Thin);

8. Latex rubber dam "Dispodent Dental Dam" green, dimensions: 127mm x 127mm, 0.18 mm thick
(Medium);

9. Latex rubber dam "Dispodent Dental Dam" green, dimensions: 127mm x 127mm, 0.22 mm thick
(Heavy);

10. Latex rubber dam "Dispodent Dental Dam" green, dimensions: 152mm x 152mm, 0.14 mm thick
(Thin);

11. Latex rubber dam "Dispodent Dental Dam" green, dimensions: 152mm x 152mm, 0.18 mm thick
(Medium);

12. Latex rubber dam "Dispodent Dental Dam" green, dimensions; 152mm x 152mm, 0.22 mm thick
(Heavy);

(hereinafter referred to as Rubber Dam)

2. SCOPE OF APPUCATION OF THE MEDICAL DEVICE

The area of use for the device is stomatology.
Information for potential users of the medical device: only for professional dental use. This product is

intended to be used by highly qualified medical personnel in outpatient settings only.

3. INDICATIONS FOR THE USE OF THE MEDICAL DEVICE

Used during dental treatment to separate the treatment area from the rest of the oral cavity, keep it
free of saliva, prevent the patient from swallowing liquids or materials, protect soft tissues from harmful
liquids, and minimize the risk of infection.

4. CONTRAINDICAMONS FOR THE USE OF THE MEDICAL DEVICE
The product is contraindicated for use in patients who are:

Unable to observe the required procedure of use.
- Claustrophobic.
- Suffering from severe asthma.

- Having difficulties breathing through the nose.
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1With teeth in the process of erupting.

- Allergic to latex

5. PRECAUTIONS
Do not use expired dental dams. Keep in closed packages.

6. POTENTIAL SIDE EFFECTS WHILE USING THE MEDICAL PRODUCT
Potential side effects; Patients can experience talking difficulties, when the dental dam is in use.

7. INTERACTION WITH OTHER MEDICAL PRODUCTS
The Rubber Dam can be used with other medical devices used in stomatology.

PRODUCT UnUZATION PROCESS

The product is intended for use with special dental tools only, including: clamps, dental dam punch,
forceps for clamp holding, dental dam frame. It is to be used only by personnel with all necessary
permits to conducts such procedures.

1) .Choose the Rubber Dam variant you need (size and thickness).
0,14 mm thick (Thin): mostly intended for use when treating front teeth (incisors and canines), partially

erupted molars and premolars.

0,18 mm thick (Medium); universal variant, suitable for use in treatment of any tooth.

0,22 thick (Heavy): Used when particular tissue protection is required. The advantage of this variant is its
wide customizing around teeth. However, it exerts greater pressure on lips and cheeks.

2) . Place the Rubber Dam on using one of the described techniques (See Dental Rubber Dam Placement

Technique).
There are many techniques of Rubber Dam placement. The most common ones are these 4 techniques:

-1 - Arch Technigue (Clamps and dam are introduced simultaneously)

- 2 - Wing-Stretching Technique (Clamps and dam are introduced simultaneously)

- 3- Dam First Technique

- 4 - Clamps First Technique

3) . After the procedure is finished, the dental dam from the oral cavity needs to be removed. First
remove the wedges and cords, then clamps. If floss was used for better fixation, cut and remove it from
the oral cavity as well. Next, remove the frame. Finally, retract the latex sheet. If the procedure included
splinting or placing orthopedic (orthodontic) structures, the dental dam is to be cut, as well.

4) ,Dispose of the Rubber Dam.

Safety requirements: Gloves and protective goggles should be worn when using the Rubber Dam. When
not in use, the dental dam should be stored in a closed package.

Risks assodated with the use of the medical device: If the materials used to manufacture the device are
inappropriate, the”resulting device may be unfit for its intended use. The risks were identified at the
stage of design and development (inadequate materials) and utilization (infection due to negligence). At
the stage of design and development, the risks were managed (by careful choice of materials). The
utilization risks are minimized by informing the user. Thus, all risks identified are mitigated, and the
remaining risk is acceptable.
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Physical and mechanical performance:

[tem Title Tensile strength  Elongation at
breaking
No. NLT(MPa) point, NLT
Dental device Rubber Dam «Dispodent Dental Dam», 24.0 700.0

disposable, nan-sterile, using to isolate the mouth cavity,
available in thefollowing variants:

Latex rubber dam "DlIspodent Dental Dam" blue,
dimensions: 127mm x 127mm, 0.14 mm thick (Thin);

2. Latex rubber dam "Dispodent Dental Dam" blue,
dimensions; 127mm x 127mm, 0.18 mm thick
(Medium);

3. Latex rubber dam "Dispodent Dental Dam" blue,
dimensions: 127mm x 127mm, 0.22 mm thick (Heavy);

4. Latex rubber dam "Dispodent Dental Dam" blue,
dimensions: 152mm x 152mm, 0.14 mm thick (Thin);
Latex rubber dam "Dispodent Dental 0Oam" blue,
dimensions: 152mm x 152mm, 0.18 mm thick
(Medium);

Latex rubber dam "Dispodent Dental Dam™ blue,
dimensions: 152mm x 152mm, 0.22 mm thick (Heavy);
Latex rubber dam "Dispodent Dental Dam" green,
dimensions: 127mm x 127mm, 0.14 mm thick (Thin);

8 Latex rubber dam "Dispodent Dental Dam" green,
dimensions: 127mm x 127mm, 0.18 mm thick
(Medium);

9. Latex rubber dam "Dispodent Dental Dam" green,
dimensions: 127mm x 127mm, 0.22 mm thick (Heavy);

10. Latex rubber dam "Dispodent Dental Dam" green,
dimensions: 152mm x 152mm, 0.14 mm thick (Thin);

11. Latex rubber dam "Dispodent Dental Dam" green,
dimensions; 152mm x 152mm, 0.18 mm thick
(Medium);

12. Latex rubber dam "Dispodent Dental Dam" green,
dimensions: 152mm x 152mm, 0,22 mm thick (Heavy);

The Rubber Dam is a non-sterile, single-use product.
Contact with the human body:

- Contact type - Short-term (under 24 hours) contact with intact mucosal membranes;

- Interaction with biological media - saliva, blood. The Rubber Dam is resistant to the effects
biological fluids (saliva, blood).

This medical device is not subject to disinfection and pre-sterilizing cleaning.
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13. USE AND HANDUNG REQUIREMENTS
The Rubber Dam is intended to be used by highly qualified medical personnel in outpatient settings only.

14. REQUIREMENTS TO THE MAINTENANCE AND REPAIR OF THE MEDICAL DEVICE.

The Rubber Dam is provided in its final form and requires no maintenance or repair, other than
disposal.

15. DISPOSAL AND DESTRUCTION

Used remnants are considered Class 8 Waste and are disposed of as required by Sanitary Rules and
Regulations SanPiN 2.1.7.2790-10 Public Health Requirements to M edical Waste Handling (approved by
Russian Chief Sanitary Inspector Provision No. 163 dated 9 December 2010). Expired or unmarketable
products are disposed of with daily waste.

16. INFORMATION ABOUT THE MEDICAL DEVICE MANUFACTURER
Registration certificate: No. RZN dd. 20 _.

No expiry date.
Manufacturer: FLEXOMATIC SDN. BHD., Malaysia

FLEXOMATIC SDN. BHD. 38, Jatan Meru Indah 20, Taman Perindustrian Meru Indah, Off Persiaran
Hamzah Alang, 42200 Selangor, Malaysia Tel: +6012-3085215 Fax: +603-3392 4049

E - mail :salesPflexomatik com Website ; www.flexomatik.com

Authorized Representative in Russia: DISPOTRAOE LLC

Room 226, bid. 1,1 Vvedenskogo Street, 117342, Moscow

INN 7728585728, KPP 772801001 Tel.: 8 (495) 589-13-30, E-mail: dispodent@mail.ru
Disclaimer:

Dental device rubber dam «Dispodent Dental Dam», disposable, non-sterile, using to isolate the mouth
cavitym”s designed and manufactured for professional use only and is to be utilized in strict compliance
with this information leaflet.

The manufacturer shall not be held liable if Dental device rubber dam «Dispodent Dental Dam»,
disposable, non-sterile, using to isolate the mouth cavity, is used not for its intended purpose and/or in
breach of instructions provided herein.
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MepeBoA C aHTMIACKOTO A3blKa Ha PYCCKUI A3bIK

Npunoxenune 2 Kk TEXHUYECKOMY dANNY ANA MEAVLWMHCKOrO U3AENNA
NHCTPYKUMA NO NPUMEHEHUIO ANA MeAULNHCKOro U3Aennsi, KOTopoe peannsyercs
Ha Tepputopun P®

«3penve ctomatonornyeckoe kogppepaam «Dispodent Dental Dam», gns
N30N5LMMN MONOCTU pPTa, OAHOKPATHOrO NMPUMEHEHUs, HEeCTEPUSIbHOE
Mpounssoacteo «®JIEKCOMATUK CAOH. BXMA.»

Cua Iyt YyH

MpesngeHT /nognucek/
«DNIEKCOMATUK CAH. BXA.»

Kpyrnaa neuvatb: [«®nekcomatuk CAH. BXA.» 642139 -X]
LWramn:

[HOTAPUANBHO 3ABEPU/
/noanwuce/

YYHb IOHb CWHb
AOBOKAT N CONUCNTOP
HOTAPKNYC

1A, NNHTAH TENYTOP,
41050 KJTAHE,

CENMAHTOP

31 MAA 2019 ']

PenbethHas nevatb:
[HYHb HOHb CUHb
HOTAPUYC
KNAHT
CENNAHIOP]
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NHCTPYKLMA MO NPUMEHEHUIO Ha Tepputopun PO,

N3penve ctomatonorunyeckoe kogpgepgam «Dispodent Dental Dam», Ans “3onayuu nonocTn pra,
OAHOKPATHOro NPUMEHEHNS, HeCTepUIbHOe

Mevatb: [HOTAPUYC * YYHb KOHb C/Hb]
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1. HAUMEHOBAHWE MEAVWLUWHCKOIO U3AENNA
W3penve cTomaTonornyeckoe koghepgam «Dispodent Dental Dam», gnsa usonauum nonocTu pra,
OAHOKPaTHOI0 MPUMEHEHNS, HECTEPU/IbHOE, B UCMONHEHNAX:

1. Kopdepaam natekcHolii «Dispodent Dental Dam» cuHero useta, pasmep 127 mm x 127 mwm,
TonwuHa 0.14 MM (TOHKUR);

2. Kothdeppam natekcHbiii «Dispodent Dental Dam» cuHero upeta, pasmep 127 mm x 127 mwm,
TonwumHa 0.18 mm (CpegHuin)

3. Koddepaam natekcHblii «Dispodent Dental Dam» cuHero ugeta, pasmep 127 mm x 127 mm,
TonwumHa 0.22 Mm (Kectkuin)

4. Koddepaam natekcHblli «Dispodent Dental Dam» cuHero useta, pasmep 152 Mm x 152 Mm,
TonwmHa 0.14 mm (TOHKMiA);

5. Kotepaoam natekcHbiin «Dispodent Dental Dam» cuHero uBeTta, pasmep 152 MM x 152 mMm,
TonwumHa 0.18 mm (CpegHuit)

6. Koddepaam natekcHolii «Dispodent Dental Dam» cuHero ugeTta, pasmep 152 mm x 152 mm,
TonwmHa 0.22 MM (PKecTkuii)

7. Koddepaam natekcHolii «Dispodent Dental Dam» 3eneHoro useta, pasmep 127 mm x 127 mm,
TonwuHa 0.14 MM (TOHKUR);

8. Kothdepaam natekcHolii «Dispodent Dental Dam» 3eneHoro upeta, pasmep 127 Mm x 127 MM,
TonwuHa 0.18 mm (CpegHuin)

9. Kothdepaam natekcHolii «Dispodent Dental Dam» 3eneHoro ugeta, pasmep 127 Mm x 127 MM,
TonwmHa 0.22 mm (KecTtkuin)

10. Kothdheppam natekcHblii «Dispodent Dental Dam» 3eneHoro ygeta, pasmep 152 Mm x 152 MM,
TonwmHa 0.14 mm (ToHKuMiA);

11. Kothdheppam natekcHblin «Dispodent Dental Dam» 3eneHoro ugeta, pasmep 152 mm x 152 mm,
TonwuHa 0.18 mm (CpegHuin)

12. Kothdheppam natekcHblin «Dispodent Dental Dam» 3eneHoro ugeta, pasmep 152 mm x 152 mMm,
TonwmHa 0.22 MM (KecTkmit)

(manee no Tekcty - «Kothdpepgam»)

2. OBNACTb NMPUMEHEHWNA MEONLUWNHCKOIO U3AENNA

O6nacTb NPUMEHEHUS - CTOMATONOTNS

WHdopmaumus o noTeHUManbHbIX  MNOTPeOoUTENax MeAuUWMHCKOro  usgenus; Tonbko A
npodeccMoHanbHOrO  NPMMEHEHUs B cToOMatonornu.  MeauUMHCKOe  U3genue  MpUMeHseTcs
BbICOKOKBaNU({MLMPOBAHHBIM MEANLMHCKAM NEPCOHANOM B YCMOBUAX aMGyNaTOPHbIX YUpeXx AeHuiA.

3. NOKA3AHWNA And NPUMEHEHNA MEAQWLUWMHCKOTO U3AENNA

MpuMeHsieTCs MpW CTOMATOMOMMYEcKNUX MpoLeaypax ¢ Lefblo M30MnauMm paboyero nons oT OCTanbHOl
MonocTM pTa, YyAaNeHus CoHbl, MpefoTBpalleHns MpornathiBaHWs NaUUEHTOM XXWUAKOCTW  Wnn
maTepuana, 3alWnTbl MATKUX TKAHEen 0T OMacHbIX XXWAKOCTEeN U AN CHUXKEHUS PUCKA MHOULMPOBAHUS.

Mevats: [HOTAPUYC *YYHb tOHb CYHb]

4. TMPOTUBOMOKA3AHUA ANA NPUMEHEHA MEANLWHCKOTO U3AENNA
[MpoTMBONOKa3aHO NPUMEHATb AN1A NaLneHToB:

- HeBO3MOXHOCTb COGMIOAEHNS YCTAHOBEHHOW Npoueaypbl NPUMEHEHMS.
- MaymeHTam, cTpagarowmnm Knayctpoobuneri.
- MauneHTam, cTpagaoLLnm TSHKENOR acTMOIA.

- MayneHTam, MMerLWmnm I'IpO6]'IeMbI C AbIXaHNEM 4Yepes3 HOC.
Mevatb: [HOTAPNYC * UYHb FOHb C/Hb]
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- Bcnyqaﬂx, ecnmn 3y6b| nauneHta npopes3anncb He A0 KoHuUa.
- |-|pOTVIBOI'IOKa3aHO nagyneHTtam c anneprmeVl Ha faTtekc

5. MEPblI NPEAOCTOPOXHOCTW
Kothepaam, npeBbillakWnii CPOK rOL4HOCTU, UCMO/b30BaTh HE/b3s. XPaHUTh B 3aKPbITOl YNaKoBKeE.

6. BO3MOXHbIE MOBOYHbIE AEACTBUS NMPU UCMNONb3OBAHUN MEAULIUHCKOTO
N3AENNA

Bo3MOXHble NO6OYHbIE AE/CTBUS: NpK UCNOb30BaHUK Kothdepaama MOryT BOSHUKHYTh TPYAHOCTH C

peublo nauymeHTa

7. B3AUMOAEWNCTBWUE C APYTUMW MEAVNLWHCKMMU N3AENNAMUN

Kodpthepnam coyetaetca €O BCEMU MeAULMHCKUMMW U3LENUSMU, KOTOpPble MNPUMEHSIOT B
CTOMATOo/0TUMN.

NOPAAOK NCNOMb30OBAHUA U3AENNA

Mcnonb3yoTea TONbKO €O cneunanbHbIMY CTOMATOIOTMYECKUMIU MHCTPYMEHTaMIK: 3aXXUMbl, NPO6GOIHMK
ana  Kohdepgama, wunubl Ans MOCTaHOBKM 3axumoB, pamka ana Koggeppama. lMcnonb3yetcs
MeAVNLMHCKUM MepcoHasioM, UMEKLNM BCe HEOOXOAMMbIE paspelleHnss K MPUMEHEHNIO AN AaHHOrO

BMAA NpoLeayp.

1) . Bbibepute Heobxogumeblii Tunopasmep Kopdepgama (pasmep v TONLWNHY).
TonwmHa 0,14 MM (TOHKMIA): NPeMMYLLEeCTBEHHO NpeAHas3HayeH AAA WMCNOMb30BaHWA NpU fevyeHun

nepegHux 3y60B (Pe3L0B U K/bIKOB) 1 HE MOJIHOCTLIO MPOPE3ABLUNXCS MO/ISPOB U NPEMOJISIPOB-.
TonwmHa 0,18 MM (CpefHUiA): yHUBepCabHbIA, MOAXOANT ANS NPVMEHEHUS NPU NeYyeHun o6oro 3yba.

TonwmHa 0,22 (KecTkuid): MprMeHseTcs B TEX ClydyaeB, Korga Heob6xoguma ocobas 3almTa TKaHEei.
iMeeT npeunmylLecTBO, 4To 06ecneymBaeT WNPOKYID afanTauuio BOKPYr 3y60B U He PBETCS /IETKO, HO
OKa3bIBAaeT CU/IbHYH HarpysKy Ha ry6bl 1 LWeKu.

2) .Hanoxwute Kogptepaam ncnonb3ya oaHy us metoauk (cM. Metoauka HanoxeHus Kopdepaama).
CywectsyeT MHOTo crnoco6os HanoxeHus Kopdepgama. Hanbonee pacnpocTpaHeHbl YeTbipe TEXHUKN:

- MeTtopguka 1 - TexHuka gyrm (3axkumbl n Kopdepaam BBoAATCA O4HOMOMEHTHO)

- MeToguka 2 - TexHuka Kpbinbes (3axumbl 1 Koppepaam BBOAATCA OAHOMOMEHTHO)

Meyvatb: [HOTAPNYC *YYHb FOHb CUHb]

- MeTtoguka 3 - BHayane Kodepaam

- MeTtogunka 4 - BHayane 3aXxunmbl

3) . Mocne nposefeHus npoueaypsl yganute Kopgepgam us nonoctn pra. MNpu yganeHun Kohdepaama
CHayana M3 MeXx3yOHbIX MPOMEXYTKOB W3BMEKalT KAWHbA W KOPAbl, CHUMAKT 3aXumbl. Ecnn gna

gononHutensHoin dukcauum Koddepgama wucnonb3osBascs (aocc, ero paspesarwT U U3BEKAT U3

Mevats: [HOTAPUNYC * YYHb FOHb C/Hb]

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



«®NNEKCOMATUK COH. BXA.» Jok. Ne: TF-0-02 Ctp.: 5/10
TexHuyeckunin gaiin (MpunoxeHune 2) Pepakumna:0 [JaTta: 15 Hosa6pa 2018 T.
Pasgen: VIHCTpyKLMA NO NPUMEHEHMNIO

nosocTM pra. 3aTemM CHMMaeTca pamka. B nocnefHioow ouyepefb BbIBOAAT NaTeKCHyK 3asecy. Ecam
NMPOBOAMNOCH LIMHMPOBaHME 3y60B MK (ukcauna optonegmyecknx (OPTOLOHTUYECKMX) KOHCTPYKLWIA,
Koppepnam Takxxe paspesator.

4). Ytunusupyinte Kogdepgam.

Tpe6oBaHus 6e3omnacHOCTM: Bo Bpems ucnonb3oBaHus Kothdepgama pekomMeHayeTcs 04eBaTh nepyaTku
M 3aWuTHble OYkM. Ecnu Koddepaam He MCMonb3yeTcs PEKOMEHAYeTcs XpaHUTb €ro B 3aKpbITOi
yNaKoBKe.

PUCKM MPUMEHEHUS MELULMHCKOTO W3AeNnusi: HecOOTBETCTBYHLLEE KAYeCTBO MNPUMEHSEMbIX MNpw
M3rOTOBMIEHUU U3AENUS MATEPUASIOB MOXET MPUBE3TW K HEBO3MOXHOCTU MPUMEHEHUS W3Lenus no
Ha3Ha4YeHMI0. BbISBNEHbI PUCKM HA CTaAMU NPOEKTUPOBAHUS 1 pa3paboTky (HeHaanexalne Matepumansl)
M Ha cTaguyM npuMeHeHWs (MHGUUMPOBAaHWE 3a CYET HeakKypaTHOTO WCMOMb30BaHWA). YnpaB/eHue
pUCKaMM OCYyLLeCTB/IEHO B MPOLECCe NPOEKTMPOBaHMs (nog6op MaTtepuanoB), PUCKM Ha CTaauu
NMPUMEHEHUS MUHUMWU3UPOBAHbI NYTEM WHPOPMUPOBAHWS MOMb30BATENS O HUX. TakuM 06pa3om, Bce
BbISIB/IEHHbIE PUCKM MUHUMMWU3MPOBAHbI, OCTATOUYHbLIA PUCK ABASETCA LONYCTUMbIM.

Mevats: [HOTAPUYC * UYHb FOHb CUHb]

MpUMeHeHWe AaHHOTO U3AEeNNsA AOMKHO MOSIHOCTHI COOTBETCTBOBATL CBOEMY NMPAMOMY Ha3HAUYEHUIO.
MPUMEHSTb B COOTBETCTBUM C AAHHOW UHCTPYKLUUENA.

8. CPOK CNYXBbl (TOAHOCTWN) N YKA3AHWE HA 3ANPET NCMNOJIb3OBAHUA
MEOVWUWNHCKOTO U3AENNA MO NCTEYEHUWN CPOKA CAYXBbl (TOAHOCTN)

He ucnonb3oBaTh NOC/IE OKOHYAHWS CPOKa FOAHOCTU.
CpOK rogHOCTM 0Tpe30B-3 rofa ¢ faTbl NpoM3BoACTBA. CPOK FOAHOCTM YKa3aH Ha ynakKoBKE.

CpOK rogHOCTK nocne BCKPbITUA YNMaKOBKN -12 mecdues.

9. TAPAHTUW N3FTOTOBUTENSHA

isroToBUTENb TapaHTUPYeT COOTBETCTBUE Kodhdepaama TpeboBaHMAM crnelnduKalmm npu
cobnaeHnn noTpebuTenem ycnoBuii TpaHCNOPTUPOBKM, XPAHEHUS U 3KCNyaTaluu, yCTaHOBAEHHbIX
HacTOSILL e NHCTPYKLUEN.

10. YCNOBWA IKCNAYATAUWNWN, XPAHEHNA N TPAHCNOPTUPOBAHWNA
Ycnosusi akcnayataumm Kohdepaama: BblgepXuBaeT Bo34eicTBME TemnepaTtypbl (0T +32 go +42)£1°C u
OTHOCUTENBLHON BraxkHocTn 80% npn 25°C.

Ycnosus xpaHeHua Kotdepnama: XpaHutb npu Temnepatype +10 - +35 °C. XpaHUTb B CyXOM
MPOBETPUBAEMOM MOMELLEHNN C OTHOCMTENbLHOI BraxkHocTM 80% npu Temnepatype +25°C. M36eratb
BO3JeNCTBMSA NPAMbIX COMHEYHbIX Nyyeil. bepeyb OT Bnaru. XpaHuUTb B HELOCTYNHOM AN AeTeli mecTe.

Kodpdepaam MOXHO TpaHCMNOPTMPOBATb BCEMU BUAAMU KPbITOTO TpaHCMOpTa B COOTBETCTBUM C
TpeboBaHWAMU W NpaBUnaMyM NEPEBO3KM TPYy30B, AEWCTBYOLWMUMU AN ONpefeNneHHbIX BUAOB
TpaHcnopta. Cnoco6 nepecbiKM: MOYTOW, Ha T[Py30BOM aBTOTPaHCMOpTEe, aBua, KOHTEWHEepHble
nepeBo3Ku

Mevats: [HOTAPUNYC * UYHb IOHb CUHb]
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«®NNEKCOMATUK COH. BXA.» Jok. Ne: TF-0-02 Ctp.: 6/10
TexHnyeckunii thaiin (MpunoxeHune 2) Pepakumna:0 [Jata: 15 Hoabpsa 2018 T.
Pazgen: VIHCTpYKLMS MO NPUMEHEHUIO

YcnoBusi TpaHCMOPTMPOBKKU: npu Temnepatype o125 go +40 °C, OTHOCMTENbHOM BRaxHOCTM 95% npm
TemnepaTtype +25°C. bepeub BO Bpems MOrpy3Kn/pasrpy3ky u TPaHCNOPTMPOBKW OT BO3AEWCTBUSA
aTMOC(epHbIX 0CAAKOB U NPSAMbIX COTHEYHbIX yYei.

11. BAPWAHTbI KOMMNNEKTAULWUWN MEONUWNHCKOTO N3AENNA

B komnnekt noctaBku Kogppepgama BXxoauT:
Pasmep 127mMm x 127MMm: KapToHHasa ynakoBka - 1 wr.; /3genue ofgHoOWi TONWMHLI U uBeTa - 52

WTYKU. VIHCTPYKUMS MO NMPUMEHEHUIO - 1 WT. (Ha TPAHCMOPTHYIO Tapy)

Pasmep 152mMm x 152MMm: KapToHHaa ynakoBka - 1 wr.; W3genve ogHOI TOMWMUHBLI 1 uBeTa - 36
WTYK. VIHCTPYKUMA NO NPUMEHEHUI0 - 1 WT. (Ha TpaHCNOPTHYO Tapy)

12. TEXHWYECKWE XAPAKTEPUCTUKW, OBW AA CXEMA U3AENNA, XAPAKTEPUCTUKN
NMPUMEHAEMbIX PACXOAHbLIX MATEPUATIOB (EC/TIN HEOBXO AWM bI)

Kodthepaam BbiMyckaeTcsi B UCMOSHEHMSX CUHErO 1 3e/eHoro ugeta. Kogdepnam cuHero uBeta - He
apoMaTtn3MpoBaHHbIiA. Kothdepsam 3eeHOro LBeTa - apoMaTU3npOoBaH.

Mpu M3roToBaeHWM Koddepaama NPUMEHSIOTCS MaTepuarsbl:

Natekc mapka G-TEX HA, npoussogutens GETAHINDUS (M) SDN. BHD, Manaiisus

Kpacutenb cnHuii mapka FARSPERSE® BLUE PL1501 npomnssogutens Earben Technique (M) SDN. BHD,
Kpacutenb 3eneHbliii mapka FARSPERSE® GREEN PG704 npoussogutens Farben Technique (M) SDN. BHD,
Manaiisns

3mpHOe macno - macnio nepeyHoin MaTel mapka PEPPERMINT FLAVOUR OIL 2636, nponssogutens Matrix
Flavours& Fragrances SDN. BHD, Manaiizus

CofepxxaHue 6enka He 6onee 50 mKr/r.

ra6apuTHble pasmepbl:

Ne WcnonHeHue Macca TonwwnHa LUper OnvHa x WunpunHa

r.n. (n (Mm) (Mm)

1 Kotheppam natekcHelid  2,10+0,15 0.1440,02 CUHWIA 127 x 127 +5%
«Dispodent  Dental = Dam» (ToHKKin)

CUHero useta, pasmep 127Mm X
127mm, TonwmHa 0.14 MM

(TOHKWMIA)
2 Kogpdepnam natekcHelin  2,90+0,15 0.18+0,02 CUHWMIA 127 x 127 5%
«Dispodent  Dental  Dam» (CpepfHwid)

CUHero uBera, pasmep 127mMm x
127mm, TonwmHa 0.18 MM
(CpegHuin)

Mevatb: [HOTAPNYC * YUYHb FOHb C/Hb]
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«®JIEKCOMATWUKCAH. BXA.» Jok. Ne: TF-0-02 Crp.: 7/10
TexHnueckunid taiin (MpunoxeHune 2) Pepakuus: 0 [Hata: 15 Hos6ps 2018 T.
Pasgen: VHCTPyKUMA No NMPpUMEHEHUI0

3 Koththepnam natekcHblit 3,35+0,17 0.22+0,02 CUHWIA 127 x 127 15%
«Dispodent Dental Dam» (KecTkuii)
CUHero uBerta, pasMmep 127mMm
x 127mm, TonwmHa 0.22 mm

(PKecTtkuin)
4 Kothtepoam natekcHbIi 3,15+0,15 0.14+0,02 CUHWIA 152 x 152 15%
«Dispodent Dental Dam» (ToHkmin)

CUHero uBeta, pasmep 152mm
x 152mm, TonuwmHa 0.14 mm

(ToHkuin)
5 Koththepnam natekcHbIi 4,05+0,20 0.18+0,02 CUHWIA 152 x 152 15%
«Dispodent Dental Dam» (CpegHnit)

cuHero useta, pasmep 152mMm
x 152mm, TonwmHa 0.18 mm

(CpepnHuin)
6 Koththepnam natekcHblii 4,80+0,24 0.2210,02 CUHWIA 152 x 152 15%
«Dispodent Dental Dam» (KecTkuii)

CUHero useta, pasmep 152mm
x 152mm, TonwmHa 0.22 Mm

(KecTkuin)
7 Koththepaam natekcHbIi 2,20+0,15 0.1410,02 3eneHblin 127 x 127 15%
«Dispodent Dental Dam» (ToHkmin)

3e/1eHOro ugeta, pasmep
127mm x 127mM, TONWMHA
0.14 mm (ToHKuIA)

8 Koththepaam naTekcHbIi 2,80+0,15 0.1810,02 3eneHblin 127 x 127 15%
«Dispodent Dental Dam» (CpeaHnit)
3e/1€HOr0 LBeTa, pasmep
127mMm x 127MM, TONWMHA
0.18 mm (CpegHuin)

9 Koththepaam natekcHbIi 3,30+0,17 0.2210,02 3eneHbli 127 x 127 15%
«Dispodent Dental Dam» (OKecTkuit)
3eM1€EHOro LBeTa, pasMmep
127mMm x 127mMm, TONWMHA
0.22 mm (XKecTkuniA)

10 Kothchepaam natekcHbli 3,10+£0,15 0.1410,02 3eneHbli 152 x 152 15%
«Dispodent Dental Dam» (ToHkui)
3e/1eHOro LBeTa, pasMmep

Mevatb: [HOTAPUNYC * UYHb KOHb C/Hb]
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«®NNEKCOMATUK COH. BXA.»
TexHuyeckunii ainn (MpunoxeHne 2)

Pasgen: VIHCTPYKLMA MO NPUMEHEHUIO

152mMm x 152mmMm, ToNwmnHa

Jok. Ne: TF-0-02
Pepakunsa:0

Ctp.: 8/10

0.14 mm (ToHKuiA);

11 Kothtepnam natekcHblit
«Dispodent Dental Dam»
3eN€eHOro LBeTa, pasmep

152mm x 152MM, TONWKMHA

0.18 mm (CpegHuin)

12 Kothdepaam natekcHblii
«Dispodent Dental Dam»
3e/1eHOr0 LiBeTa, pasmep

152mm x 152MM, TONLWMHA

0.22 mm (KecTkmin)

3,90%0,20

4,8510,24

®dn3nKo-mexaHN4YecKne nokasartesnu:

No HanmeHoBaHue

N3genve

cTomMaTonornyeckoe ana

[Jata: 15 HosA6psA 2018 .
0.1810,02 3€/1EHbIN 152 x 152 15%
(CpegHuin)
0.2210,02 3eneHblt 152 x 152 15%
(PKecTkniA)

lpoyHOCTL Npu
pacTaxeHuu

He MeHee (Mla)

24,0

YanuHeHve npu paspbise
He MeHee (%)

700,0

n3onaumm nonocTu prTa Kodepnam
«Dispodent Dental Dam», ofHOKpaTHOIO

npUMeHeHns, HecTepuibHoe, B
NCNOJIHEHUSAX:

1 Kodhdeppam naTeKCHbI
«Dispodent Dental Dam» cuHero

userta, pasmep 127 mm x 127 MM,
TonwuHa 0.14 mm (ToHKKR)

2. Kot dpepnam NaTeKCHbIN
«Dispodent Dental Dam» cuHero
userta, pasmep 127 mm x 127 MM,

TonwuHa 0.18 mm (CpegHuit)

3. Koththepoam NnaTeKCHbIA
«Dispodent Dental Dam» cuHero uperTa,
pasmep 127 mm x 127 mm, TonwmHa 0.22
MM (KecTkuiA)

4. Koththepoam NaTeKCHbIN
«Dispodent Dental Dam» cuHero uBeTa,
pasmep 152 mm x 152 mwm, TonwmHa 0.14
MM (TOHKWIA)

5. Kodhepaam NaTeKCHbIN
«Dispodent Dental Dam» cuHero ugeTa.
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Mevats: [HOTAPNYC * UYHb HOHb CUHb]



«®NNEKCOMATUK COH. BXA.»
TexHuueckuii haiin (MpunoxeHue 2)
Pasgen: VIHCTpYKLMA NO NPUMEHEHWUIO

pasmep 152 mm x 152 mm, TonwuHa 0.18
MM (CpegHuin);

6. Koththepoam NaTeKCHbIT
«Dispodent Dental Dam» cuHero LBeTa,
pasmep 152 mm x 152 mm, TonwuHa 0.22
MM (OKecTkuin)

7. Koddepaam NaTeKCHbI
«Dispodent Dental Dam» 3eneHoro Lgerta,
pasmep 127 mm x 127 mm, TonwmHa 0.14
MM (TOHKWIA)

8. Kodepaam NaTeKCHbIA
«Dispodent Dental Dam» 3efieHOr0 LBeTa,
pasmep 127 mm x 127 mm, tonuwmHa 0.18
MM (CpegHuin)

9. Koththepoam NaTeKCHbIA
«Dispodent Dental Dam» 3efieHOro uBerTa,
.pasmep 127 mm x 127 mm, tonwmHa 0.22
MM (OKecTkuin)

10. Koththepoam NaTeKCHbIA
«Dispodent Dental Dam» 3eneHoro ugerta,
pasmep 152 mm x 152 mm, TonuwmHa 0.14
MM (TOHKWNIA)

11. Kohdepaam NaTeKCHbIN
«Dispodent Dental Dam» 3eneHoro LBerTa,
pasmep 152 mm x 152 mm, tonwmHa 0.18
MM (CpegHuii)

12. Kogpthepnam NaTeKCHbI
«Dispodent Dental Dam» 3efieHOro uBeTa,
pasmep 152 mm x 152 mm, TonuwmHa 0.22
MM (KecTkuiA)

13.

[ok. Ne: TF-0-02
Pepakuuna:0

Crp.: 9/10
[Jarta: 15 Hos6pa 2018 T.

KO(*)(bep,ﬂ,aM BblMyCKaeTCA B HECTEPU/IbBHOM WUCMOJ/IHEHNW, OAHOKPATHOIo NPMMEHEHNA.

KOHTaKT ¢ OpraHM3mMomMm 4ejioBeka:

- BUJ, KOHTaKTa - KPaTKOBPEMEHHbI KOHTAKT (MeHee 24 yaca) ¢ HEMOBPEXAEHHON CM3MCTO 060104KOW;
- B3aumogeincTene ¢ 6noMorMyecknmm cpegamu - CtoHa, KpoBb. Kohdepaam ycTonume K BO3L4eCTBUIO

610N0rNYeCKOl XNAKOCTA (CMOHA, KPOBb).

MepunuyunHckoe nsgenuve ,D.e3VIH(*)eKLI,I/IVI n I'Ipe,EI.CTepVIJ'IVI3aLI.VIOHHOl7I O4YNCTKN HE noaBepraeTcd.

13. TPEBOBAHWA KMPUMEHEHWIO N IKCNNAYATALUUN MEOWUWNHCKOTO U3AENUNA
Kojhdepaam npuMeHAETCA BbICOKOKBAMPULMPOBAHHLIM MELULMHCKUM MepCcoHanoM B YCNOBUAX

amb6ynaTtopHbIX YUPEXLEHWIA.
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Mevatb: [HOTAPNYC * UYHb HOHb CV/Hb]



/ «®NIEKCOMATWUK COH. BXA.» Jok. Ne: TF-0-02 Ctp.: 10/10
TexHunyeckunin aiin (MpunoxeHue 2) Pepakuua: 0 [Jarta: 15 HosAGpsa 2018 T.
Pasgen: VHCTpYKLMA NO NPUMEHEHUIo

14. TPEBOBAHNA KTEXHUYECKOMY OBCNYXWNBAHWUIKO U PEMOHTY MEANLUWNHCKOTO
N3AENNA
Koddepaam wuMeeT MNOMHOCTbIO 3aKOHYEHHYH KOHCTPYKUMO UM He TpeGyeT B mnpolecce

JKcnnyartaunmn Kakux-nn6o BMellaTenbCTB MO TEXHUYECKOMY O6Cﬂy)KI/IBaHVIIO n peMoHTy, 3a
NCKNKYEHNEM yTUNN3aunn.

15. NOPAAOK OCYLWECTBAEHNA YTUNUIALUNN N YHUUTOXEHNA
icnonb3oBaHHble OTpe3bl OTHOCAT K OoTXo4aM Knacca «b» u yTmunusmpylot B cootBeTcTBMM ¢ CaHlMuH
2.1.7.2790-10 "CaHuTapHO-anuaemuonornyeckne TtpeboBaHUs K obpaw,eHU0 ¢ MeLULUHCKUMU
oTxofamn" (yTB. MoctaHoB/ieHMeM [1aBHOro rocyfapcTBeHHOro caHuTapHoro Bpava P® ot 9 gekabps
2010 r. Ne 163). M3genusi, ¢ UCTEKWIMM CPOKOM TOAHOCTM WU yTpaTMBLUME TOBAPHbIA Bug, nognexar
yTUIM3auumn smecte ¢ 6b6ITOBLIM MYCOPOM.

16. CBEAEHNS O MPOU3BOAUTENE MEANLNHCKUX U3OENNIA
PerncrTpaunoHHoe ygocTosepeHue: Ne P3H / oT__. .20__ropga.
He nmeeT faThbl UCTEYEHNS CPOKA AeACTBUS.

MNpounssogutens; «®JIEKCOMATUK CAH. BXA.», Manaiiaus

«®JIEKCOMATUK COH. bXA.», 38, OxxanaH Mepy WHpax 20, TamaHn MepuHgyctpuad Mepy WHAax,
Ot MepcuapaH Xamsax Ananr, 42200 CenaHrop , Manaiisus, Manaliaus

Ten: +6012-3085215 dakc : +603-3392 4049

E - mail : sales(Sflexomatik.com  Website : www.flexomatik.com

YNONHOMOYEHHbIV npeactaBmutens B Poccmn: 000 «ANCMOTPEN»
117342, r. Mocksa, yn. BeegeHckoro, gom Ne 1, ctpoeHune 1, nomell,eHne 226
WHH 7728585728, KM 772801001 TenedoH: 8 (495) 589-13-30, 3n.nouta: dispodent(S)mail.ru

OTKa3 OT OTBETCTBEHHOCTU:

«3penne ctomartonoruyeckoe ana usonsaumu nonoctm pra Kodgeppnam «Dispodent Dental Damy,
O[HOKPATHOr0  MNPUMEHEHUs, HecTepusnbHoe»  pa3pabotaHo W NPOU3BEAEHO  TONbKO  ANA
NPoMeccMOHaNbLHOT0 UCNOMb30BAHUA B CTOMATONOMMU U AO/HKHbLI NMPUMEHATLCA CTPOTO B COOTBETCTBUU C
HaCTOALW e MHCTPYKLNEN.

MponsBoguTenb He HeceT OTBETCTBEHHOCTb 3a WMCMOJib30BaHMe «M3genus cTomMaTtonornyeckoro Ans
nsonaumm nonoctm  pra  Komdepaam «Dispodent Dental Dam», 0LHOKpPaTHOro MpUMEHEHUs,
HEeCTEPUIbHOTO» He N0 Ha3HAaYeHUI0 1/ WIN B HapyLLeHWe NHCTPYKL UK.

Mevatb: [HOTAPNYC * UYHb HOHb CUHb]
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/llepgaod dannozo mexcma evinonten nepesoouuxosm Havuenxo Cepzeem Eszenvecuven.

——

Poccuiicran Pedepayun
Fopoo Mockéa
Haenaduamozo aszycma oge mstcauy deeamnaduamozo 2004.
A, Ceupudenxo Banepuii Bradurenoswy, spemenno ucnosisioujuii obasannocmu nomapuyca 20pooa Mocxew
Kopcuxa Bradwnupa Koncmanmunosuua, ceudemenscmeyio NoOMuHKocmy noonucu nepesoovura Havuenro
Cepeen Egeenvesuna.
Ilodnuce coenana ¢ moem npucymemeuin.
JTuunocme nodnucastiezo OOKyMenm ycmaonosnena.
3apeeucmprwcano & peecmpe: Ne 77/2138-w/77-2019-3 8 -2 U © ]}
Bsvickano no mapugyy: 100 py6. 00 xon.
- Ynnaveno 3a oxazanue yc;;g npasdeozo u mexnunecxozo xapaxmepa: 200 py6. 00 xon.

o .~

B.B. Ceupudenxo

Beezo npozw«ypoeano npw?weposauo
u ckpennenc neuamvio /4’ auem(a)(os)

BPHO uomap§

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



Poccuiickas ®epepauus
Fopog MockBa
[Benaguatro aBrycra fBe ThiCA4YN feBATHA[LATOro roga
A, Cenpngernko Banepus BnaguneHoBny, BPEMEHHO MCMNONHAI W Nt
06s3aHHOCTN HoTapuyca ropoga Mockebl Kopcuka Bnagnmumpa
KOHCTaHTMHOBKUYA, CBUAETENbLCTBYO BEPHOCTb KOMUMN C NMpeAcTaBNeHHOTO
MHe AOKyMeHTa.

3aperunctpupoBaHo B peectpe: Ne 77/2138-H/77-2019-3 8 " N

o]
B3biCKaHO rocyAapCcTBEHHOW NOWANHLI (N0 Tapudy); N py6. 00 kon.
YnnaueHo 3a okasaHue ycnyr npaBoBOro u TexHuueckoro xapaktepa: <PSO
| kon.

B. B. Caup,

Bcero npowunTo, NpPoHyMepoBaHo, CKpensieHo
neyarbto -/37 nuct(a) (oB)
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