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1 Name of the medical device

CLEAN+SAFE® Latex Dental Dam
I. Versions:

1 CLEAN+SAFE® Latex Dental Dam, 0,14 mm (Thin), black, sizes: 127x127 mm, 152x152
mm.

2. CLEAN+SAFE® Latex Dental Dam, 0,18 mm (Medium), black, sizes: 127x127 mm.
152x152 mm.

3. CLEAN+SAFE® Latex Dental Dam, 0,22 mm (Heavy), black, sizes: 127x127 mm,
152x152 mm.

4. CLEAN+SAFE® Latex Dental Dam, 0,14 mm (Thin), black, peppermint flavored, sizes:
127x127 mm, 152x152 mm.

5. CLEAN+SAFE® Latex Dental Dam, 0,18 mm (Medium), black, peppermint flavored, sizes:
127x127 mm, 152x152 mm.

6. CLEAN+SAFE® Latex Dental Dam, 0,22 mm (Heavy), black, peppermint flavored, sizes:
127x127 mm, 152x152 mm.

7. CLEAN+SAFE® Latex Dental Dam, 0,14 mm (Thin), green, sizes: 127x127 mm, 152x152
mm.

8. CLEAN+SAFE® Latex Dental Dam, 0,18 mm (Medium), green, sizes: 127x127 mm,
152x152 mm.

9. CLEAN+SAFE® Latex Dental Dam. 0,22 mm (Heavy), green, sizes: 127x127 mm,
152x152 mm.

10. CLEAN+SAFE® Latex Dental Dam, 0,14 mm (Thin), green, peppermint flavored, sizes:
127x127 mm, 152x152 mm.

11. CLEAN+SAFE® Latex Dental Dam. 0,18 mm (Medium), green, peppermint flavored, sizes:
127x127 mm, 152x152 mm.

12. CLEAN+SAFE® Latex Dental Dam, 0,22 mm (Heavy), green, peppermint flavored, sizes:
127x127 mm, 152x152 mm.

13. CLEAN+SAFE® Latex Dental Dam, 0,14 mm (Thin), blue, sizes: 127x127 mm, 152x152
mm.

14. CLEAN+SAFE® Latex Dental Dam, 0,18 mm (Medium), blue, sizes: 127x127 mm,
152x152 mm.
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15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

CLEAN+SAFE® Latex Dental Dam, 0,22 mm (Heavy), blue, sizes: 127x127 mm, 152x152
mm.

CLEAN+SAFE® Latex Dental Dam, 0,14 mm (Thin), blue, peppermint flavored, sizes:
127x127 mm, 152x152 mm.

CLEAN+SAFE® Latex Dental Dam, 0,18 mm (Medium), blue, peppermint flavored, sizes:
127x127 mm, 152x152 mm.

CLEAN+SAFE® Latex Dental Dam, 0,22 mm (Heavy), blue, peppermint flavored, sizes:
127x127 mm, 152x152 mm.

CLEAN+SAFE® Latex Dental Dam, 0,14 mm (Thin), light blue, sizes: 127x127 mm,
152x152 mm.

CLEAN+SAFE® Latex Dental Dam, 0,18 mm (Medium), light blue, sizes: 127x127 mm,
152x152 mm.

CLEAN+SAFE® Latex Dental Dam, 0,22 mm (Heavy), light blue, sizes: 127x127 mm,
152x152 mm.

CLEAN+SAFE® Latex Dental Dam, 0,14 mm (Thin), light blue, peppermint flavored,
sizes: 127x127 mm, 152x152 mm.

CLEAN+SAFE® Latex Dental Dam, 0,18 mm (Medium), light blue, peppermint flavored,
sizes: 127x127 mm, 152x152 mm.

CLEAN+SAFE® Latex Dental Dam, 0,22 mm (Heavy), light blue, peppermint flavored,
sizes: 127x127 mm, 152x152 mm.

Il. Instruction for use.

Hereinafter referred to as the CLEAN+SAFE® Latex Dental Dam, latex dental dam, dental

dam, medical device, device.

2 Information about manufacturer, developer, and authorized representative of
manufacturer

Manufacturer:

DURAMEDICAL SDN. BHD.

LOT 4962, JALAN TERATAI BATU 6, OFF JALAN MERU 41050 KLANG, SELANGOR
DARUL EHSAN, MALAYSIA

Tel.:+60-3-78424491

Fax: "60-3-78424492

Developer:

DURAMEDICAL SDN. BHD.
LOT 4962, JALAN TERATAI BATU 6, OFF JALAN MERU 41050 KLANG, SELANGOR
DARUL EHSAN, MALAYSIA

INSTRUCTION FOR USE
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Tel.:+60-3-78424491
Fax: +60-3-78424492

Authorized representative of the manufacturer in the Russian Federation
PROTECO JSC

Legal address: 192102, St. Petersburg, 57 Salova str., bldg. 1, lit. I.

Tel./Fax: +7 (812) 635-88-90;

E-mail: info@protecodent.ru

3 Intended use, potential user of medical device, scope of application

3.1. Intended use of medical device

The medical device CLEAN+SAFE® Latex Dental Dam is used in dentistry to isolate/protect
teeth or the oral cavity during dental procedures.

3.2. Potential users

CLEAN+SAFE® Latex Dental Dam is recommended for use by dentists.
3.3.Scope of application

Dentistry.

4  Description of device

The dental dam is a thin, rectangular, relatively flexible sheet made from natural latex.

The use of the dental dam ensures the protection of the treated area from oral bacteria,
prevents the irritation of the patient’s tongue and gums during dental procedures, and protects the
patient’s throat from solid fragments (during drilling), water (during tooth rinsing), dental
materials, and medicinal products.

The dental dam is manufactured as several versions that differ in size, color, and thickness,
as well as the presence or absence ofthe peppermint flavor.

The dental dams have the following sizes: 127 x 127 mm and 152 x 152 mm and thickness
versions: 0.14 mm (Thin), 0.18 mm (Medium), 0.22 mm (Heavy), 0.25 mm (Extra Heavy).

The device is marketed in four colors: light blue, blue, green, and black.

INSTRUCTION FOR USE
FOR THE MEDICAL DEVICE
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Image of CLEAN+SAFE® Latex Dental Dam

5 Indications, contraindications, and possible side effects associated with intended use of
medical device

5.1. Indications:

Endodontic treatment.

Placement of light-cured fillings and esthetic restoration using light-cured materials.
Teeth whitening.

Dental splinting.

Fixation of crowns and bridgework

Isolation ofthe operating field in surgical interventions.

5.2. Contraindications:

Do not use in:

- Individual hypersensitivity to any component of the device raw materials, including
latex allergy.

- Nasal breathing problems.

- Alzheimer’s disease.

- Epilepsy.
5.3.Possible side effects:

Latex allergy (allergic reactions to proteins in rubber), individual hypersensitivity to any
component of the device raw materials including processing aids used in the manufacturing
process of the dental dam.

6. Safety precautions

Read the Instructions for Use before use. Do not use expired dental dams. Do not use if the
package is damaged.
The dental dam is a single-use device and must not be re-used.

INSTRUCTION FOR USE
FOR THE MEDICAL DEVICE
CLEAN+SAFE* Latex Dental Dam
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The latex dental dam contains natural rubber latex that can cause an allergic reaction in some
users. Ifirritation occurs, stop using the device and seek medical advice.
Keep out of direct sunlight.

7. Usage procedure

Usage procedure of CLEAN+SAFE® Latex Dental Dam:

1) Determine the location of the tooth/dental arch area to be isolated.
2) Place the dental dam on the template.
3) Punch a hole/holes in the latex sheet using a dental dam punch.
4) Place the dental dam on the tooth/teeth.
5) Fix the dental dam in place with a clamp/clamps using forceps.
All devices used together with this device should be duly registered in the Russian
Federation.

8. Technical characteristics

Physical properties: Elongation at break - not less than 700% (before accelerated aging), not less
than 630% (after accelerated aging); Tensile strength - not less than 24 MPa (before accelerated
aging), not less than 19 MPa (after accelerated aging). Residual powder - Max. 2 mg per device.
Residual protein - Max. 50 pg/dm”.

9. Packaging

Medical devices CLEAN+SAFE® Latex Dental Dam, sizes 127 x 127 mm, are packaged
into cardboard boxes with lids, 52 pcs. each; devices of sizes 152 x 152 w Tm, are packaged into
cardboard boxes with lids , 36 pcs. each.

The meaning of symbols used on the package labeling.
Table 1. Symbols and definitions

Symbol Symbol

Description Description

Manufacturer Date of manufacture
mdJ

LO-I- Lot number R E F Reference number

(article)

Avoid exposure to

Non-sterile .

FA LD moisture
CE compliance

CC mark P Use-by date

Keep away from Do not reuse
sunlight CD

INSTRUCTION FOR USE
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Symbol Symbol

Description Description
. Consult Instructions Contains natural
for Use rubber latex
Do not use if the
packaging is The product must
damaged and refer not be disposed of as
to the instructions household waste

for use

10. Requirements for maintenance and repair of medical device
The device does not require maintenance or repair.
11. Sterilization, cleaning, and disinfection

The latex dental dam is supplied non-sterile, is intended for single use only, and is not subject
to sterilization.

Cleaning and disinfection are not applicable.

12. Conditions of storage, transportation, and operation

Storage. Devices should be stored in well-ventilated areas, in a dry, cool place, away from
heat, direct sunlight, direct exposure of light sources. Packages must be protected from
contamination, dust, moisture, and mechanical damage.

Storage conditions:
- temperature- 0 to 40 °C,

- relative humidity- not more than 85 %,

atmospheric pressure- no special requirements.

Transportation. Devices packed in shipping box should be transported by all types of covered
vehicles according to appWcable regulations for the carriage of goods by this type of transport,
observing the precautions indicated on the shipping box.

Transportation conditions:
- temperature- 0 to 30 °C,

relative humidity- not more than 85 %,
- atmospheric pressure- no special requirements.

Operation. Devices are used in healthcare facilities, in conditions requiring protecting the
hands of medical stuff when using the product for its intended pudose.

Operating conditions of the medical device:
- temperature- 0 to 30 °C,

- relative humidity- not more than 85 %,

INSTRUCTION FOR USE
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- atmospheric pressure- no special requirements,

13. Disposal

Medical device CLEAN+SAFE® Latex Dental Dam is considered hazardous waste of
epidemiologic potential (devices contaminated with blood and/or other biological fluids of
patients) after their use as intended.

In this case, the medical organization carries out only collection, decontamination, and
temporary storage ofthe abovementioned waste. Collection is carried out using bags or disposable,
color-coded containers for hazardous medical waste indoors or in places for temporary storage of
medical waste before transporting for destruction or disposal.

Specialized organizations licensed to handle hazardous medical waste of epidemiologic
potential transport medical waste from medical institutions and dispose of it.

Consumer packaging, defective and unused products with expired shelf life are classified as
epidemiologically safe wastes (non-hazardous waste that does not come into contact with
biological fluids of patients), similar to municipal solid waste (MSW),

Non-hazardous waste is collected using reusable containers or disposable bags (excluding
bags for hazardous waste). The procedure for collection and storage of non-hazardous waste is
determined on the basis of the waste handling procedure of each specific organization.

Transportation and disposal are performed considering the requirements established for a
specific territory in accordance with the country-specific sanitary laws concerning the maintenance
of populated areas and handling of industrial and household waste.

14. Shelf life

The shelflife of CLEAN+SAFE® Latex Dental Dam is 3 years from the date of manufacture.

15. List of international standards with which medical device complies

93/42/EEC, ISO 10993-1, ISO 10993-5, ISO 10993-10, ISO 15223-1, ISO 14971, ISO 2859-1,
MEDDEYV 2.7/1.

These standards are used in their latest revised versions: the organization will keep and update the
list of reference standards as a record of its own management system in compliance with I1SO
13485.

INSTRUCTION FOR USE
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{MepeBoA C aHIMMINCKOro U ManaikcKoro s3bIKOB Ha PyCCKUIA A3bIK]

01 maprta, 2023 T.
«YTBEPXAEHO»

/nognuck! (nognwuce)

NAM AT XUHT

(¥Ynpasnswowuii gupekTop)
«Oopamegnkan CgH. bxg.»

[MeyvaTb: «Atopamegukan CaH. bxg.»]

/nognwuce/
[LWTamn: YYHT FOH CUH, HOTAPWUYC, KJTAHT, CEJTAHTOP, MAJTAN3NA]

[LUTamn: 13 mapTa 2024 r.]
[TucHeHas neyaTb: HOTAPUYC *UYHTI IOH CUH * KnaHr, CenaHrop]

VHCTP no MPVEHEH/KO
HAMEOLYHCKOE VROENVE

Kothdepaam natekcHbli CLEAN+SAFE*

Bepcua 1
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1 HaunmeHoBaHWe MegNLUUHCKOIo N3fenus

Kothdepaam natekcHblii CLEAN+SAFE®

I. BapuaHTbl UCMONHEHUS:

1

10.

n

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22

23

MHCTP

Kotdbdepaam natekcHbli CLEAN+SAFE®, 0,14 mm (Tbin), yepHblil, pasmepbl: 127x127
MM, 152x152 mmM;

Kodhdepaam natekcHbli CLEAN+SAFE®, 0,18 mm (Medium), YyepHblii, pasmepbl: 127x127
MM, 152x152 mm;

Kothdepaam natekcHbiit CLEAN+SAFE®, 0,22 mm (Heavy), YepHblii, pasmepbl: 127x127
MM, 152x152 mm;

Kogpdepaam natekcHbli CLEAN+SAFE®, 0,14 MM (Thin), YepHbliA, C MATHBIM 3aMaxoM,
pasmepsbl: 127x127 mm, 152x152 mm;

Koptepnam natekcHbli CLEAN+SAFE®, 0,18 mm (Medium), 4epHblil, C MATHbIM
3anaxom, pasmepbl: 127x127 mm, 152x152 mwm;

Kotdhdepaam natekcHblli CLEAN+SAFE®, 0,22 mm (Heavy), YepHblii, C MATHbIM 3amaxom,
pasmepsbl: 127x127 mm, 152x152 mm;

Kothdpepnam natekcHblh CLEAN+SAFE®, 0,14 mm (Thin), 3eneHblil, pasmepsl: 127x127
MM, 152x152 mMMm;

Kothgeppam natekcHbli CLEAN+SAFE®, 0,18 mm (Medium), 3eneHblil, pasmepsbl:
127x127 mm, 152x152 mMm;

Kothgepaam natekcHblin CLEAN+SAFE®, 0,22 mm (Heavy), 3eNeHblii, pasmepbl: 127x127
MM, 152x152 mm;

Kothdepaam natekcHblli CLEAN+SAFE®, 0,14 mm (Thin), 3eeHblii, C MATHbIM 3anaxom,
pasmepsbl: 127x127 mm, 152x152 mwMm;

. Kopepsam natekcHbli CLEAN+SAFE®, 0,18 mMm (Medium), 3eneHblil, ¢ MATHbIM

3anaxom, pasmepbl: 127x127 mm, 152x152 mm;

Kodpdepaam natekcHbln CLEAN+SAFE®, 0,22 mm (Heavy), 3efeHblil, C MATHbIM

3anaxom, pasmepbl: 127x127 mm, 152x152 mm;

Kothdepaam natekcHblin CLEAN+SAFE®, 0,14 mm (Thin), cuHnii, pasmepsl: 127x127 mm,
152x152 mm;

Kothtepaam natekcHblli CLEAN+SAFE®, 0,18 mm (Medium), cuHwuii, pasmepsl: 127x127

MM, 152x152 mMm;

Kothdepaam natekcHblii CLEAN+SAFE®, 0,22 mm (Heavy), cuHuiA, pasmepbl: 127x127
MM, 152x152 mm;

Kothdepaam natekcHblih CLEAN+SAFE®, 0,14 mm (Thin), cuHWUA, ¢ MATHbIM 3anaxoM,

pasmepsbl: 127x127 mm, 152x152 MmwMm;

Ko depaam natekcHbin CLEAN+SAFE®, 0,18 mm (Medium), CUHUIA, C MATHbIM 3anaxom,
pasmepsbl: 127x127 mm, 152x152 mwm;

Kothdhepaam natekcHbli CLEAN+SAFE®, 0,22 mm (Heavy), CMHWUIA, C MATHbIM 3anaxom,
pasMmepbl: 127x127 mm, 152x152 mm;

Kothdepgam natekcHbli CLEAN+SAFE®, 0,14 mm (Thin), rony6oii, pasmepbl: 127x127
MM, 152x152 mm;

Kothdpeppgam natekcHbli CLEAN+SAFE®, 0,18 mm (Medium), rony6oli, pasmepsbl:
127x127 mm, 152x152 MMm;

Kothdepaam natekcHbli CLEAN+SAFE®, 0,22 mm (Heavy), rony6oii, pasmepbl: 127x127
MM, 152x152 mwm;

. Kothtpepgam natekcHbli CLEAN+SAFE®, 0,14 mm (Thin), rony6oii, ¢ MATHbIM 3aMaxomM,
pasmepbl: 127x127 mm, 152x152 mMwm;

. Kohpepgam natekcHblii CLEAN+SAFE®, 0,18 mm (Medium), rony6oin, ¢ MATHbIM
YKUWNA no NMPUMEHEHWIO

HA MEAVNUWMHCKOE N3AENWNE
Kothdepaam natekcHblii CLEAN+SAFE*
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3anaxom, pasmepbl: 127x127 mm, 152x152 mwm;
24. Kothdeppam natekcHbln CLEAN+SAFE®, 0,22 mm (Heavy), rony6oii, ¢ MATHbIM 3arnaxom,
pasmepsbl: 127x127 MM, 152x152 Mm;

Il. VHCTPYKUMA NO NPUMEHEHMUIO.

[anee no TekcTy - Kodppeppaam natekcHbil CLEAN+SAFE®, kodhdepaam naTteKCHbIN,
Kodepaam, meanLNUHCKOE U3genune, nsgenue.

2 CBefleHUA 0 Npou3BoOAUTESNE, pa3pa60TqV|Ke M ynosIHOMOYEHHOM NpeacTaBuTENE
npon3sBoanTeNnA

MponssognTens:

«DURAMEDICAL SDN. BHD.» («AFOPAMEAVKA CAH. BX/,.»)

LOT 4962, JALAN TERATAI BATU 6, OFF JALAN MERU 41050 KLANG, SELANGOR
DARUL EHSAN, MALAYSIA

TenethoH: 60-3-78424491

dakc: 60 - 3- 78424492

PaspaboTuunk:

«DURAMEDICAL SDN. BHD.» («AIOPAMEAVNKA CAH. BX[.»)

LOT 4962, JALAN TERATAI BATU 6, OFF JALAN MERU 41050 KLANG, SELANGOR
DARUL EHSAN, MALAYSIA

TenethoH: 60-3-78424491

®akc:60-3-78424492

YNONHOMOYEHHbIN NpeAcTaBUTeNb Npon3BoanTens B PP

AO «[MPOTEKO»

KOp. Agpec 192102, r. CaHkT-leTepbypr, yn. Canosa, 4.57, kopn.1, nut. U
Ten. / akc: +7 (812) 635-88-90;

E-mail: info@ protecodent.ru

3 HasHauyeHue MeULUWUHCKOI0O U3AeNns ¢ yKasaHMem noTeHUManbHOro noTpebuTens,
o6nactb NpUMeHeHUs
3.1. HasHayeHne MeAULMHCKOIo n3genns

MegnunHckoe wusgenne «Kodhepgam natekcHbli CLEAN+SAFE®» ucnonb3yerca B
CTOMATONIOrMn ANa M3onauum/3awmtel 3y60B MAM NOMOCTU pPTa BO BPEMSA CTOMAaTONOrMYECKUX
MaHUNynauuni.

3.2. MoTeHUManbHble NOTPe6UTENN

Kothgepgam natekcHblii CLEAN+SAFE® pekomeHAoBaH Ans MCNO/b30BaHWUS Bpavam-
cTomarosioram.

3.3. O6nacTb NpMMeHeHUS

CtomaTonorus.

NHCTPYKUMA MO NPUMEHEHWIO
HA MEANWUWNHCKOE U3AENNE
Koddepaam natekcHblit CLEAN+SAFE*
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4 OnuncaHue nigenns

Kothdepaam npeactaBnser co60iM TOHKWIA NPSMOYTONbHbIA NUCT C ONpeaenéHHON
NNacTUYHOCTbIO, U3rOTOBMEHHbIV U3 HATYpanbHOIO NaTekca.

MpumeHeHMe Ko depaama obecneynBaeT 3allMTy 06pab0TaHHOIO yyacTKa OT BO3/eACTBUSA
6akTepuin nonocTu pTa, NpefoTBpallaeT pasjpaxKeHue fi3bika M [JeceH nNauMeHTa BO BpeMsA
CTOMATOMIONMYeCKMX MaHUnynsayuii, npenaTcTBYeT MonajaHuilo TBepAbiX (parMeHTOB npwu
CBEp/ieHUU, BOAbl NPW MPOMbIBAHUUN 3y6a, CTOMATONOrMYECKMX MaTepnanoB U NeKapcTsB B ropso
naymeHTa.

Kottepnam npoms3BoauTCA B HECKONbKUX BapuaHTax WCMOMHEHWUS, OTAMYAIOLLNXCS
pasMepamu, LBETOM W TOJILLMHOW, a TaKXe Hamymem MATHOrO 3anaxa.

MnacTuHbl Kodhepaama wuMeroT pasmepbl 127 x 127mMm u 152 x 152 MM, TO/LUWMHON
0,14 mm (Thin), 0,18 mm (Medium), 0,22 mm (Heavy).

LiBeT n3genns npeactaBneH B 4 ToHax: rony6oii, CUHNIA, 3eN18HbIN, YEPHBIA.

PucyHok - N306paxeHne kopdepaama natekcHoro CLEAN+SAFE®

MokasaHunda, NPOTUBOMNOKAa3aHUA U BO3SMOXHbIe No6oYHbIE SQ)CbeKTbI, CBA3aHHbIe C
NPMUMEHEHNEM MEANLUWMNHCKOIo n3genna no HasHa4eHuMto

5.1.NMoka3aHus;

- JHAOLOHMYECKOE NleyeHme.

- YcTaHOBKa nN/j0M6 CBETOBOr0O OTBEPXAEHWS W NpPOBeAeHUEe XY[0XeCTBEHHO
pecTaBpayun M3 MaTepuanoB CBETOBOIO OTBEPXAEHMS.
OT16ennBaHune 3y60B.

- WwvHupoBaHue 3y60B.
dukcauns KOPOHOK M MOCTOBUAHbLIX MPOTE30B

- MN3onauusa onepaunMoHHOro NoAs Npu XMPYypruyecknx BMellaTenbCTBax.

5.2.NMpoTuBOHOKAa3aHNA:

He NMPUMEHATb NpPun:
MHCTPYKUKna no NMPUMEHEHWIO

HA MEANUWNHCKOE U3JENVE
Koddepaam natekcHblii CLEAN+SAFE™*
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' -  HWnauBHOyanbHOH HENMEPEHOCHMOCTH KOMIIOHEHTOB ChIpbs M3JENHA, B TOM YMCIIE
aJUIEprHH Ha JIaTekc.
- Hapymennn HOCOBOro JbIXaHHs.
- bone3nu AnbureiimMepa.
- DOnunencu.

5.3. BoamoxHbie nobounsbie y¢pPpextni:

AJneprus Ha naTekc (aUleprH4ecKHe peaklUHH Ha Oenok B Kay4yyke), HHOAHBHIYalbHas
HENnepeHOCHMOCTh KOMIIOHEHTOB ChIPbA H3JENHSA, BKITIOYas N06aBKH, HCIOIb3yeMBIE B NpolLiecce
NpoHu3BOJCTBa kopdepaama.

6 Mepbl NpeaoCTOPOKHOCTH

Ilepen 3kcrutyaTaiueli 03HakKOMbTECh C MHCTPYKLHEH MO npuMeHeHHu1o. He ucnmonb3oBath
nMcThl Kodpdepaama ¢ HcTekliMM CpokoM roaHoctH. He ucnonw3yiite, ecnu ymnakoBka
NOBpeXAcHa.

Ko ¢epnam sapnsercs u3nenueM oHOPa30BOrO MPUMEHEHHA H He MOJIEKHT OBTOPHOMY
HCIIONb30BAHHIO.

Kodpepnam natekcHhlif COmepXHT HaTypalbHbIA KaydyKOBBIH JaTEKC, KOTOPBIH MOXeET
BBI3LIBATh Y HEKOTOPLIX NOJIb30BaTENEH a/IepruyecKyo peakiuio. [Ipn mossneHnu pasapaxeHus
NpPeKpPaTHTh HCTIONB30BaTh H3/ie/He H 0OpaTHTCA 3a KOHCYJIbTale# K Bpady.

Bepeub OT NpAMOro COJIHEYHOTO CBETA.

7 Tlopsaok npHMeHEHHS

Hopg‘ 10K npuMeHeHns koddeprama narekcHOro CLEAN+SAFE®:

1) Onpenenuts pacnonoxenne 3yba/yyactka 3y6HOro psja, NOAJIEKALIEro H3ONALHH.

2) PasmecTuth kopdpepaam no mabdsoHy.

3) lpoaenats OTBepCTHE/OTBEPCTHA B JIATEKCHOM JIHCTE € MMOMOIIBIO MPOOOHHHKA.

4) Hanoxwuts xopdepaaM Ha 3y6/3y6ml.

5) 3a¢ukcuposars koddepaam k1aMMepoM/KnaMMepaMH, yCTAHOBHB MX IIPH NOMOLIM UIMIIIOB.
Bce coBMECTHO MpHMEHAEMBbIE H3/1€/IHA NOJDKHBI OBITh 3aperucTpHpoBanbl B Poccuiickoi

®enepanyu B yCTaHOBIEHHOM MOPSAIKE.

8 Texnuveckne xapaKTepHCTHKH

duznueckue CBOMCTBA: YAIHHEHHE ITpH pa3pbiBe — He MeHee 700 % (10 yCKOPEHHOr0 CTapeHH ),
He MeHee 630 % (11oc/1e YCKOPEHHOTO CTapeHH s ); MPOYHOCTD Ha pacTaxeHHe — He MeHee 24 MIla
(no yckopeHHoOro cTapenus), He Mesee 19 MIla (nocne yckopenHoro crapenus). OcTtatouHoe
KOJIHYECTBO MOPOLIKA — MAKCHMYM 2 Mr Ha u3zenue. OcTatouHoe coaepxanue Genka —
MakcHMyM 50 Mxr/aM?.

9 VYnakoska

Memuuunckue w3genus Kodoepnam  matexcusit  CLEAN+SAFE®,  pasmepom
127 x 127 MM, ynakoBaHbl B KapTOHHbIE KOPOOKH € KPBLILIKAMH N0 52 IUT.; H3AEIHA pa3sMEpOM
152 x 152 MM, ynakoBaHb! B KapTOHHbIE KOPOOKH C KpBILIKaMH 110 36 wwT.

PacimndpoBka CHMBOJIOB, IPHMEHAEMbIX B MADKHPOBKE YIIaKOBKH:
Tabauua 1 - CumBonsbl B 0603HAUEHHA

HHCTPYKLMA IO NPUMEHEHHIO
HA MEJJMLIHHCKOE U3JIEJTHE
+
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Cumson Pacmudposxka Cumson Pacmugposka
u Hsrotosutens &’ JlaTta H3rotosneHus
LOT Koxa naprun HE F Homep no karanory

(apTHKyn)

AN

He ctepuibho

He nonyckarb Bo3neiicTBus
BNary

C€

CooTBeTcTBHE
€BpONEHCKHM HOpMaM

HUcnons3oBarts 10

\lz
o

He nonyckare Bo3neicTBHS
COJIHEYHOIO CBETa

3anpeT Ha HOBTOPHOE
NpUMEHEHHE

O IPpUMCHCHHUIO

CopaepXuT HaTypaibHblii
Kay4yKOBBIH JIaTEKC

i I OO6patHTech K HHCTPYKUHMH

He ucnonb3oBarb npu
NOBPEXKACHHH YNAaKOBKH U
0o6paTHTHCA K HHCTPYKLMH
1O NIPUMEHEHHIO

He pa3peweno k
YTHJIM3ALHH B OOBIYHOM
nopsuke

10 TpeGoBanus K TeXHHYECKOMY 00CTY)KHBAHHIO H PEMOHTY MEAHIHHCKOTO H3AeIHN
Uznenune B TeXHHYECKOM OOCNY)KHBAHHH H PEMOHTE HE HYK/IAIOTCH.
11 Crepuanzauus, O4MCTKA H Ae3HHPEKIHA

Koddepaam narekcHbiit noctrasiseTcs HECTEPHIILHBIM, MpeaHa3HA4YeH IS OAHOKPATHOrO
HCIOJIb30BAHHA, HE TOUIEXKHT CTEPUIIH3ALIMH.
OuncTka H Je3HHEKUH He NIPEANoaraloTcs.

12 YcaoBus XpaHeHHSl, TPAHCNOPTHPOBKH H IKCILTYATALIHH

Xpanenue. M3genus AOMKHBI XPaHHTBCA B XOPOLIO MPOBETPUBAEMBIX MOMEILUEHHSX, B
CYXOM IMpOXJaJHOM MeCTe, BJAIH OT HCTOYHHMKOB TeEIJa, CONHEYHBIX Jy4eil, NpPAMOro
BO3JCHCTBHA HCTOYHHMKOB CBETa. YIMAaKOBKH HEOOXOAHMO MNpEeAOXPaHATb OT 3arpA3HEHHs,
3anbUICHHA, HAMOKAHHA H OT pa3phiBa.

YcnoBus XpaHEHHUS:
- Ttemneparypa — ot 0 xo 40 °C;
- OTHOCHTENbHas BAAXHOCTh BO3yXxa — He Bbile 85%;
- atMoc¢epHoe JaBiieHne — creuuduyeckux TpeGoBaHHi HeT.

Tpancnopruposanue. TpaHcnopTHpOBaHHE H3JEAHH, YIIAKOBAaHHBIX B TPAHCIIOPTHYIO Tapy,
JOJDKHO OCYLIECTBIATLCS BCEMH BHAAMH KPBITBIX TPAHCMOPTHBIX CPEACTB C CODMIOAEHHEM
MPEAOCTOPOXKHOCTEH, YKa3aHHBIX Ha TpPAHCMOPTHOH Tape M B COOTBETCTBHM C IMpaBHJIaMH
nepeBO3KHU rpy30B, ACHCTBYIOUIMMH Ha TPAHCNIOPTE AAHHOTO BHAA.

YcnoBus TpaHCNOPTHPOBAHHSA:

- Ttemneparypa — ot 0 1o 30 °C;
MHCTPYKLIMSA 110 NIPMMEHEHHIO
HA MEAMLIMHCKOE M3/IEJIME
Koddepaam natexcusit CLEAN+SAFE*
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- OTHOCHTENIbHaA BJIAXHOCTb BO3AyXa — He Bhile 85 %
- aTtMoc(epHoe naBieHHe — cneunduyeckux TpeboBaHuil Her.

i 31(0!2!!8’1'@]{5[. H3nenus NPpAMCHAIOTCA B MCAHIHHCKHX YUYPCXKICHHAX, B YCJIOBHAX,
’ TPCG)'IOI]IHX 3aliTBl pYK MEIHIHHCKOIo pa60'mm<a IIPpH HCNOJIb30BAHHH H3ACHHA 110
Ha3HA4YCHHIO.

YcnoBusi B NOMEIMIEHHAX NPH KCIUTyaTalHH MEIMLIMHCKOTO H3/IeJIUs:
- Temneparypa — ot 0°C no 30 °C;
- OTHOCHTENbHAA BJIAXHOCTb BO3AyXa — He Bble 85 %;
- artMoctepHoe AaBneHue — cnenugHyeckux TpeboBanuii Her.

13 VYraauzauus

Menuuusckoe usnenue «Kopdepaam narexcusiit CLEAN+SAFE®» nocne ucnonnzopanns
MO Ha3HAYEHHIO OTHOCAT K JMHAEMHOJIOTHYECKH OMAacHbIM OTXOAaM (M3JeNHsA, 3arpA3HEHHbIE
KPOBLIO H/WJIM APYTHMH GHOJIOTHYECKHMH JKHIKOCTAMH MALHEHTOB).

B nanHOM ciyyae MeEAMUHHCKAasd OpraHM3alHs OCYLIECTBIAET TOJAbKO cOop,
ofe33apaxuBaHHe U BPEMCHHOE XpaHCHHE BbIlIEYKa3aHHbIX 0TX040B. CO0Op OCYyINECTBILIOT B
NaKeThl HITH B KOHTCHHEPh! ONHOKPATHOI'O PHMEHEHHA C LIBETOBOH MapKHPOBKOH, MpHHATOH U1
OMacHbBIX MEOHUHMHCKHX OTXOJOB B NMOMELICHHH MM B MECTax /A BPEMEHHOrO XpaHEHHS
MEIMUHMHCKHX OTXOAOB JUI MOCJIEAYIOIEro TPAHCIIOPTHPOBAHHA K MECTY YHHUYTOXEHHA MIIH
YTHJIH3ALHH. '

TpaucnopTHpoBaHHEM MEIHLUHHCKHX OTXONOB M3 MEAMIMHCKHX YYPeXKICHHH, HX
yTHIH3aUHeH 3aHHMAIOTCA ClEUHAIM3UPOBAHHBIE OpPraHH3alliH, HMEIOLIHE JTHIEH3HIO Ha
o0palneHune ¢ ONacHLIMH B JMHAEMHOJIOTHYECKOM OTHOMIEHHH MEAHLIMHCKHMH OTXOJaMH.

. INoTpeOuTenbckas ynakoBka, OpakoBaHHbIE H3NCJIHA H HEUCNOJIb30BaHHBIE H3JENHA C
HCTEKIDHM CPOKOM TOJHOCTH OTHOCATCSA K 3MHAEMHOJIOTHYECKH 6e30macHbBIM OTXOAaM
(HeonmacHBIM OTXOAaM, HE HMEIOUIMM KOHTAaKTa C GHOJIOTHYECKHMH XXHAKOCTAMH NalHEHTOB,
NpHOHKEHHBIM M0 COCTaBYy K TBepAbIM ObiToBRIM O0TXO0AaM (THO).

C6op HeonacHLIX OTXOJOB OCYLIECTRIAETCS B MHOTOpa3oBbie EMKOCTH HJIH OJHOPA30BhI€
nakersl (33 MCKMIOYEHHEM IIAKETOB UIA onacHeix orxonoB). Ilopsnok cbopa m XpaHEHHS
HEOMacCHBIX OTXOJOB ONpeJesseTcs B COOTBETCTBHH CO CXEMOH OOpalllcHHA OTXOAOB B KaXIOH
KOHKPETHOH OpraHHM3allMH.

TpaHCcnOpTHPOBaHHE H YTHIH3ALHSA OCYIECTBIIETCH C YUeTOM TpeOOBaHUH, NPHHATEIX 1A
JIaHHOMW TEPPUTOPHH, B COOTBETCTBHH C CAHHTAPHBIM 3aKOHOATEbCTBOM TOH HJIM HHOM CTPaHBI K
CO/IEP)KAHHIO TEPPHTOPHH HaceNeHHBIX MECT H OOpallleHHIO ¢ OTXOJaMH NpPOH3BOACTBA H

notpebneHus.

14 Cpox roaHocTH H3JCJIHS

Cpok roasoctn kodpdepnama narexcioro CLEAN+SAFE® cocrasnser 3 roma ¢ mathl
H3TOTOBJICHHS.

15 TlepeveHs MeKIYHAPOAHBIX CTAHIAPTOB, KOTOPBIM COOTBETCTBYET MEHUHHCKOE
H3JeJIHe

93/42/EEC, ISO 10993-1, ISO 10993-5, ISO 10993-10, ISO 15223-1, ISO 14971, ISO 2859-1,
MEDDEYV 2.7/1.

Ipumeyanue: CTanaapThl HCMIONB3YIOTCA B NMOC/HEAHEH peJaKUHK: OPraHH3alys COXPaHIET H
OGHOBJIAET CTHCOK CMPABOYHBIX CTAH/IAPTOB KaK 3alHCh COOCTBEHHOH CHCTEMBI YIIpaB/IeHHS B
cootBeTcTBHH ¢ ISO 13485.

UHCTPYKLMA NO NPUMEHEHHIO
HA MEMLIHHCKOE U3JIEJIHE
+
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MepeBoa AAHHOTO BbIMO/HEH NePeBOAYNKOM MantonioBoi AHHON AHApPeeBHON

NoAMUCH

Poccuiickaa ®egepayns
Nopoag MockBa
BocemHaguatoro mapTa ABe ThicAYM ABajLaTb YeTBEPTOro roga

A, Bcpemuit HOnua WropeBHa, HoTapuyc ropofa Mocksbl, CBUAETEN OCTb noanu
nepeBoAunka MantoLwoBoii AHHbI AHAPEEBHbI.

Mognuce caenaHa B MOeM MPUCYTCTBUMW.

JInyHoCTL NoAnmMcaBLIEro JOKYMEHT YCTaHOB/EHA.

3apernctpuposaHo B peectpe: No 77/2194-n/77-2024- »

Ynna4yeHo 3a COBEpLLEHNE HOTapuanbHoro aeictens: 400 py6. 00 kor

noAnucCh Fep6oBan neyaTb lep
HoTapuyca r. MockBsbl HoTapuyca r. MockBbl
Bcpemuii 1O .. Bepcmuii 1O .W.
HO.N. Bepemuii

Bcero npowHypoBaHo, MPOHYK aHo
1 CKpenaeHo neyarbio 15 anct b).

Hotapuyc: noanu
Poccuiickaa ®epepayns

Nopog MockBa
BocemHafLaToro mapTta ABe ThiCAYN ABajLaTb YETBEPTOro roja

f, Bepemunit tOnus BHa, HOTapuyc ropoga MOCKBbI, CBWAETENbCTBYIO BEPHOCTb KOMUWM C
npegcTasfieHHo!
3apcrucTpm 194-11/77-2024-"
YnnayeHo AMpuinbrgro gelictemsa: 1600 py6. 00 kon.
HO.N. Bepem

BaHO, NPOHYMEPOBaHO
atbto 15 nnct(-a,-0B).
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