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1 Information on the Medical Device
1.1 Name of the Medical Device

Dental Dam DENTAL FORMULA®

Designs:

1) latcx Dental Dam DHNTAL thin plain ' mint flavor, color: light blue, size: 5” x
5”. in a package of 10"20/30/36/52 pcs., with instruction on the packaging.

2) Latex Dental Dam DENTAL FORMULA® thin plain / mint flavor, color: blue, si/e: 5" x 5", in
a package of 10/20/30/36/52 pcs., with instruction on the packaging.

3) Latex Dental Dam DENTAL FORMULA® thin plain / mini Ma\or, color: green, size: 5" x 57,
in a package of 10/20/30/36/52 pcs., with instruction on the packaging.

4) Latex Dental Dam DENTAL FORMULA® thin plain / mint flavor, color: black, size: 5” x 57,
in a package of 10/20/30/36/52 pcs., with instruction on the packaging.

5) Latex Dental Dam DENTAL FORMULA® thin plain / mint flavor, color: pink, size: 5” x 57,
in a package of 10/20/30/36/52 pcs., with instmclion on the packaging.

6) Latex Dental Dam DENT.AL FORMULAIRt thin plain mmint flavor, color: light blue, size: 6” x
6", in a package of 10'20/30/36/52 pcs., with instruction on the packaging.

7) Latex Dental Dam DENTAL FORMIJL.AH) thin plain / mint flavor, color: blue, size: 6" x 67, in
a package of 10/20/30/36/52 pcs., with instruction on the packaging.

8) Latex Dental Dam DENTAL FORMULA® thin plain / mini fla\ or, color; green, size: 6" x 67,
in a package of 10/20/30/36/52 pcs., with instruction on the packaging.

0) Latex Dental Dam DHNTAL FORMULAQ/) thin plain / mint flavor, color: black, size: 6” x 6”,
in a package of 10/20/30/36/52 pcs., with instmetion on the packaging.

10) Latex Dental Dam DENTAL FORMULA® thin plain / mint flavor, color: pink, size: 6" x 67,
in a package of 10/20/30/36/52 pcs., with instruction on the packaging.

I 1)Latex Dental Dam DENTAL FORMULA® medium plain / mint flavor, color: light blue, size;
5” X5'\ in a package of 10/20/30/36/52 pcs., with instruction on the packaging.

12) Latcx Dental Dam DENTAL FORMULA® medium plain / mint flavor, color: blue, size; 5” x
5”.in a package of 10/20/30/36/52 pcs., with instruction on the packaging.

13) Latex Dental Dam DENTAL FORMUI.A® inediiun plain / mint flavor, color: green, size: 5” X
5". in a package of i0'20/30/36/52 pcs., with instruction on the packaging.

14) Lalcx Dental Darn DHNTAL. HORMIJLAuUf medium plain / mint flavor, color: black, size; 5” x
5". in a package of 1070/30/36/52 pcs., with instruction on the packaging.

15) Latex Dental Dam DHNTAL FORMULA® medium plain / mint flavor, color: pink, size: 5" x
5 in a package of 1070/30/36/52 pcs., with instruction on the packaging.

16) Latex Dental Dam DENTAL FORMULA® medium plain / mint flavor, color: light blue, size:
6” X6". in a package of 10/20/30/36/52 pcs., with instruction on the packaging.

17) Latex I7cntal Dam DENTAL FORMUL.A® medium plain / mint flavor, color: blue, size: 6” x
6”, in a package of 10/70/30/36/52 pcs., with instruction on the packaging.

18) Latex Dental Dam DENTAL FORMULA® medium plain / mint flavor, color: green, size: 6” x
6". in a package of 1070/30/36/52 pcs., with instruction on the packaging.

19) Latex Dental Dam DENTAL FORMULAQOI) medium plain / mint flavor, color: black, size: 6" x
6". in a package of 1G'20/30/36/52 pcs., with inslruclion on the packaging.

20) Latex Dental Dam DENTAL FORMULA® medium plain / mint flavor, color: pink, size: 6” x
6”, in a package of 10/20/30/36/52 pcs., with instiaiction on the packaging.
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11y Latex Dental Dam DENTAL FORMULA® heavy plain / mint flavor, color: light blue, size: 57
X ST a package of 1002043043652 pes.. with instruction on the packaging.

22) Latex Dental Dam DENTAL FORMULA®: heavy plain / mint flavor, color: blue, size: 5% x 57,
in a package of 10/20/30/36/52 pes., with instruction on the packaging.

23) Latex Dental Dam DENTAL FORMULA® heavy plain / mint flavor, color: green, size: 57 x
37 ma package of 10°20/30/36/52 pes.. with instruction on the packaging.

24) Latex Dental Dam DENTAL FORMULA®R: heavy plain . mint flavor, color: black. size: 5 x
37 i a package of 10°20/30/36,52 pes.. with instruction on the packaging.

25)Latex Dental Dam DENTAL FORMULA®: heavy plain / mint {lavor, color: pink. size: 57 x 57,
m a package ot 10/20/30,36/52 pes., with instruction on the packaging.

20) Latex Dental Dam DENTAL FORMULA® heavy plain 7 mint flavor, color: light blue, size: 67
X 670 a package of 10°20/30736. 52 pes.. with instruction on the packaging.

27y Latex Dental Dam DENTAL FORMULA® heavy plain “ mint flavor, color: blue, size: 67 x 67
i a package of 10/720/30:36/52 pes., with instruction on the packaging.

2X) Latex Dental Damy DENTAL FORMULA ® heavy plain “ mint flavor, color: green, size: 6™ x

1

67 i package of 10 20:30/36, 52 pes.. with instruction on the packaging.

29y Latex Dental Dam DENTAL FORMULAR heavy pliin nant flavor, color: black, size: 67 x
07 package of 10 20:30/30 52 pos.. with instruction on the packaging.

0y Latex Dental Dam DENTAL FORMULA® heavy plain 7 mint flavor, cotor: pink, size: 67 x 67
in a package of 10/20/30:36/52 pcs., with instruction on the packaging.

J1)Latex Dental Dam DENTAL FORMULA® ¢xtra heavy plain 7 mint flavor. color: light bluc,
sizes 37XOST i package of 10/20:30/36752 pes., with instruction on the packaging.

)

32yLatex Dental Dam DENTAL FORMULA® extra heavy plain " mint flavor, color: blue, size: 5
X STOmoa package of 10720730736, 52 pes.. with instruction on the packaging.

33)Latex Dental Dam DENTAL FORMULA® extra heavy plain / mint flavor, color: green, size:
57X 57 n a package of 10/20/30/36/52 pes., with instruction on the packaging.

34)Latex Dental Dam DENTAL FORMULA®: extra heavy plain / mint flavor, color: black, size:
3750 a package of 10,220/30/36/52 pes., with instruction on the packaging.

38y Latex Dental Dam DENTAL FORMULA extra heavy plain “ mint flavor. color: pink. size: 57
N 3TOma package of 10°20/30°30:52 pes.. with instruction on the packaging.

3oy Latex Dental Dam DENTAL FORMULA® extra heavy plain s mint flavor, color: light bluc,
sizes 67 x 07 m a package of 10/20.30°36/52 pes., with instruction on the packaging.

37y Latex Dental Dam DENTAL FORMULAR extra heavy plain / mint flavor, color: blue. size: 6
X 07 a package of 10°20/307°36:52 pes.. with instruction on the packaging.

38)Latex Dental Dam DENTAL FORMULAw extra heavy plain / mint tlavor, color: green, size:
67X 67, n a package of 10/20/30/36/52 pes., with instruction on the packaging.

39) Latex Dental Dam DENTAL FORMULA® extra heavy plain / mint {lavor, color: black. size:
67 X077 a package of T0/20/30/36/52 pes., with instruction on the packaging.

A0y Latex Dental Dam DENTAL FORMULA ® extra heavy plan “ mint flavor, color: pink. size: 67
X 67, ma package of 100 20/30°36.52 pes.. with instruction on the packaging.

The following terims and designations “medical device™, “device™ and “dental dam™ may be usced
to refer to the Dental Dam DENTAL FORAMULA® medical device.
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1.2 Manufacturer of the Medical Device

hianufaewrer: DURAMEDICAL SDN. BHD., Malaysia

Hanufaefuring site: Lot 4962, Jalan Tcratai, Batii 6, Off Jalan Mem, 41050 Klang, Selangor Darul
Ehsan. Malaysia

1.3 Designation of the Medical Device
The dental dam is intended for one-time use during dental procedures in order to isolate a

patient’s certain tooth from the rest of the oral cavity and create a dry operational field.

14 Scope of Application of the Medical Device

The Dental Dam is used in dental practice.

15 Expected Users of the Medical Device

Medical personnel invoh'cd in dental procedures.

1.6 Indications the Use of the Medical Device
Indications for the use of the medical device is the need to isolate a patient’s certain tooth from

the rest of the oral ca\ iiy and create a dry operational Held.

1.7 Contraindications for the Use of the Medical Device

Allergy to natural latex:
Disturbed nose breathing.

1.8. Adverse Effects

« Allergic reaction to natural latex;

19 Principle of Operation of the Medical Device
'fhe dental dam is an clastic sheet made of natural latex that should be pierced for placement on

patient’s lootli during denial procedures.

The principle of the dental dam’s operation is to isolate a patient’s tooth from the rest of the oral
cavity in order to create a dry operational field. In this way, the patient is prevented from swallowing
liquids, materials and medicines used, soft tissues arc protected from dangerous liquids and the risk of
infection is reduced.

t.10 instruction for Use (Application) of the Medical Device

Determine the future location of the hole for a patient’s tooth to be treated on the dental dam.
Pierce a hole of the required diameter with a special Dental Dam Punch.

Put the dental dam on the patient’s tooth, secure it with a clamp using forceps.

Fix the dental dam on the outside of the mouth with a special frame.

Dispose of the used dental dam according to the medical waste disposal rules.
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.11 Coiulitioiis of Use (Application) of the Medical Device
The device is used in dental or preventive medical institutions in an enclosed space in a dry
place, away from direct sunlight, at temperature from +10°C to +30°C and relative humidity from 45%
to 85%. in accordance widi instruction lor use oflhe medical device.

1.12 Warnings and Precautions

The device is intended for single use;

For individual use only;

I'nc medical device is non-sterilc and should not be sterilized,;

Do not wet and keep away from moisture;

Avoid exposure to direct sunlight.

The device contains natural latex, which may cause allergic reaction.

1.13 Shelfldfe of the Medical Device
mfile established shelf life bl'dental dam is 3 years.

2 Conditions for I'ransportation, Storage and Disposal of the Medical Device

2.1 Conditions for Transportation of the Medical Device
Tlie device can be transported by all modes of transport (sea, road, rail or air transport) in
accordance with the transportation rules in force for this type of transport. It is not allowed to violate
the storage conditions during transportation.

2.2 Conditions for Storage of the Medical Device
Store devices in a dry place protected against direct sunlight, heat sources, ignition, ultraviolet
radiation, as well as ozone, at lemperalures from 10°C to  30°C and relative humidity from 45% to
S5”n
2.3 Conditions for Disposal of the Medical Device
Any used medical devices shall be disposed of in the Russian Federation by an organization
carrying out medical activities as class “B” waste in accordance with SanPiN 2.1.3684-21.
Any unused dental dams that have come into disrepair, or dental dams with expired shelf life,
shall be disposed of as *A” class waste in accordance with SanPiN 2.1.3684-21.

3 Methods of Cleaning and Disinfecting the Medical Device
'fhc Dental Dam is a non-sterilc single-use medical device and shall not be cleaned. Reuse of the

medical device is a gross violation of the instruction for use (application) of the medical device.

4 I'echnical Description of tlie Medical Device
Description and dimensions of the medical device. The Dental dam is a latex sheet that has a
smooth surface on one side and a matte surface on the other. The smooth side of the device shall face
the patient and ensure sliding on the insulated tooth’s surface. The jnattc side shall face tiic doctor in
order to avoid glares from the dental lamp.
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Image of the medical device’s design

Representation of (he medical device's usage on jaw model
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Dimcensions of the medical deviee, with regard to its design option, are shown in Table No.1,
while Table No.2 shows physical and mechanical indicators.

Tuble No. I - /)/nu'/ls/uns of the mwll( al device:

DISIGN ()l’l JON SIZE THICKNESS
Thin : 0,14 = 0,02 mm
- .» ey 5" X 5‘. 6" X 6"
Medium (127mmx 127 | (1532 mmx 152 0 l8 -0.02 mm
Heavy mm) l mm) 0 2_ = 0,02 mm
— ST B +0.03 mm | £ 0.03 mm
Fxtra heavy l 10.25 - 0,02 mm

Tuble No.2 o Physical and mechanical indicators of medical device:

C llARA( 'l ERlSTl(, SPECIFICATION i

| Before aging: ‘s
- Tensife strength, MPa, miun 24
- Llongation at break, %o, min ' 700

S eradne o

! - Tenstle strength, MPa, min 19 }

- Llongauon at break, *o. mun 630 \

- e —— - )

“Levels of Control and Acceptable Quality Levels. }-or qu.lluy control puxposcs the medical de-
vice is sampled according to SO 2859-1. The control levels and acceptable quality level (AQL) of the
dental dams are shown in Table No. 3.

Table No. 3 Levels of conrol and acceptable quality levels (AQL):

Characteristic Control /\ﬂcccpta-l;-l:‘_(-ﬁi;iIity lev- |
o T o evel __el(AQL)
' Watertightness G-1 1.5 ‘
Dimensions (length, height, width) S-2 4.0
. .- . H - . . — -
- Tensile strength :
Physicul (betore and after aging) ‘< n i
anieat . A e e S-2 : 4.0
, charactenisties - Elongation at break
| | (before and after aging) L e
|
i | Md]()l visual dcfuls G-1 2.5
Viswal defects | : - SRR R
i ' Minor v mml dcfcu\ G-1 4.0
UL . | . [ ——

5 Packaging of the Medical Device

The packaging of Dental Dams provides protection against external mechanical damage and
climatic tactors during transportation and storage.,

.q - M
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Consumer packaging. Dental Dams are packed in boxes of lined cardboard of durable material
(manufactured by: NINGHO ASIA PULP AND PAPHR CO. LTD., China).

Shipping box. Dental Dams in consumer packaging are packaged in cardboard shipping boxes,
(nianufactured by Ndiida Packaging Industries Sdn Bhd, Malaysia). The cardboard boxes are sturdy
enough to keep devices safe during transportation and storage.

Depending on the scope of delivery, the shipping box contains a eertain number of Dental Dams
of one or both sizes within one design option. U is not allowed to pack Dental Dams of different
designs in a shipping box.

6 Scope of Delivery of the Medical Device

Denial Dams arc available in the following options:

10 pcs. in a consumer package, with instruction on the packaging.
20 pcs. in a consumer package, with instruction on the packaging.
30 pcs. in a consumer package, with instruction on the packaging.
36 pcs. in a consumer package, with instniction on the packaging.
52 pcs. in a consumer package, with instruction on the packaging.

7 List of National Standards Applied by the Manufacturer of the Medical Device

Table No. 5- List ofstandards used by the manufaciiirer:

Designation Name

1SO 13485 Medical devices. Quality management sy:;ems. Requirements for regulatory purpos-

ISO 14971 Medical devices. Application of risk management to medical devices

SO 2859-1 Statistical methods. Procedures for sampling control by Alternative attribute. Part L
Sampling control plans Consecutive batches based on an acceptable level of quality

1SO 15223-i Medical device. Symbols, used in marking of the medical devices, labels and accom-

panying documents. Part 1 Basic requirements.

8 Circumstances under which a consumer should consult a healthcare professional

Ifallergic reaction to natural latex occurs, contact a doctor immediately.

9 Warranties of the Manufacturer

I'nc manufacturer guarantees the preservation of all parameters and characteristics of dental
dams for 3 years from manufacturing date, provided that tlic conditions for transportation, storage and
use arc in accordance with the instructions.
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10 Information about the Authorized Representative of the Manufacturer

In case of any (juesfions related to the circulation of the medical device in the Russian
Federation, please, contact the Authorized Representative of the manufacturer:

"BE Plus” Company Limited (Be Plus Co. Ltd.), 6lh Verkhny per. 12, liter A, part of the office
5.3.1, Sergievskoe municipality, Saint Petersburg, Russia, 194292. +7 (812) 309-36-62,
bcnovydcental.ru. bepius(l:fhepius.spb.ru

10
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1 CBeaeHUM 0 MeIMLIMHCKOM M3aenni

11 TManmenoBanivie MeAULUHCKOIO U3Lennmn

Libepaam DENTAL FORMULA®

BapViaHTbl UICMNONHEHWS:
1) Kohdpepoam DENTAL FORMULA® naTteKCHbIi TOHKWIA 6e3 apomaTa / ¢ apomMaToM MSATbI, LBET:

rony6oii, pasmep: 5” x 5\ B ynakoBke HO 10/20/30/36/52 LuT., C WHCTPYKLMEWA, HaHECEHHON Ha
YNaKoBKY.

2) Kothdpepagam DENTAL FORMULA® naTeKCHbIi TOHKUIA 6e3 apomata / ¢ apoMaToM MsTbl, LIBET:
CUHWIA, pa3mep: 5” X 5”7, B ynakoBke HO 10/20/30/36/52 LWIT., C WHCTPYKUMEN, HaHECEHHOW Ha
YMaKoBKYy.

3) Kothdhepoam DENTAL FORMULA® naTeKCHbIi TOHKWIA 6e3 apomaTa / C apoMaToM MsTbl, LBET:
3enéHblid, pasmep: 5” x 57, B ynakoBke no 10/20/30/36/52 wWT., C WHCTPYKLMEN, HAHECEHHOW Ha

YNaKoBKYy.
4) Kodhdpepgam DENTAL FORMULA® naTeKCHbIi TOHKWIA 6e3 apomata / ¢ apoMaToOM MsiTbl, LBET:
YépHbIA, pasmep: 5”7 X B ynakoBke no 10/20/30/36/52 wWT., C WHCTPYKUWEN, HaHECEHHON Ha
YMaKoBKy.

5) Kobdepoam DENTAL FORMULA® naTeKCHbI TOHKWIA 6e3 apoMaTta / ¢ apOMaTOM MsTbl, LIBET:
pO30BbIA, pa3mep: 57 x 5”, B ynakoBke HO 10/20/30/36/52 wWT., C MHCTPYKUMEN, HaHECEHHON Ha
YMaKoBKYy.

6) Koddpepgam DENI AL FORMULA® naTeKCHbIn TOHKWIA 6e3 apomaTa / € apoMaToM MsTbl, LBET:
rony6oii, pasvep: 6" x 6", B ynakoBke no 10/20/30/36/52 wWT., € WHCTPYKLMEA, HaHECEHHON Ha
YMaKoBKy.

7) Kothdpepagam DENTAL FORMULA® naTeKCHbIA TOHKWIA 6e3 apomata / ¢ apoMaTOM MSTbI, LIBET:
CUHWIA, pasmep: 6” x 6”, B ynakoBke no 10/20/30/36/52 wT., C WHCTPYKUMENA, HAHECEHHOW Ha
YMaKoBKy.

8) Kod())epsam DENTAL FORMULA® natekcHbIi TOHKMIA 6e3 apoMata / ¢ apoMaToOM MSATbI, LBET:
3eNéHblin, pasmep: 6”7 x 6”7, B ynakoBke no 10/20/30/36/52 wT., C WHCTPYKLMEN, HAHECEHHON Ha
YMaKoBKYy.

9) Kohdpepgam DENTAL FORMULA® naTekcHbIi TOHKWIA 6e3 apomata / ¢ apoMaToM MsiTbl, LBET:
4épHbIil, pasvep: 6™ X 6'\ B ynakoBke no 10/20/30/36/52 wWT., C WHCTPYKLMEN, HAHECEHHOW Ha
YMaKoBKYy.

10) Kodpthepgam DENTAL FOI-IMULA® naTekCHbIN TOHKWIA 6e3 apomata / ¢ apoMaToM MSTbI, LBET:
pO30BbIiA, pasmep: 6” x 6'\ B ynakoBke HO 10/20/30/36/52 wWT., C WUHCTPYKLMEA, HaHECEHHONW Ha
YVaKoBK}'.

11) Koppepam DENTAL FORMULA® naTekcHbIin cpefHeil Tonwwmlibl 6e3 apomarta / ¢ apomMaToMm
MSATbI, LBET: rony6oi, pasmep: 5” x 57, B ynakoBke no 10/20/30/36/52 wWT., C WHCTPYKUMEN,
HaHeCEeHHOW Ha YMnakoBKY.

12) Kothepaam DENTAL FORMULA® naTeKCHbIn cpeaHeil TONLWMHbI 6e3 apomata / ¢ apoMaToM
MSATbI, UBET: CUHWIA, pasmep: 5* x 5”, B ynakoBke no 10/20/30/36/52 wWT., C MHCTPYKLME, HAaHECEHHOW
Ha YraKoBKYy.

13) Kodhepoam DENTAL FORMULA® naTekCHbIn CpefHel TONWMHbI 6e3 apomata / ¢ apoMaTom
MSATbI, LBET: 3enéHblid, pa3mep: 5” x 5”, B ynakoBke no 10/20/30/36/52 wWT., C WHCTPYKUWMER,
HaHEeCeHHO Ha YraKOoBKY.
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(Kothbepaam DENTAL FORMULA® naTekCHbI CpefiHeld ToNWWHbI 6e3 apomaTta / C apoMaTom
» UBET: YépHblin, pasmep: 5” x 5”, B ynakoBke no 10/20/30/36/52 wT., C WHCTPYKUMEN,
|eCEHHOIN Ha YnaKoBKYy.

LLKodhdpepaam DENTAL FORMULA® naTeKCHbI cpefHein ToNwyHbl 6e3 apomata / ¢ apomMaTom
Kby UBET: po30BbIA, pasmep: 5” X 57, B ynakoBke no 10/20/30/36/52 wWT., C WHCTPYKUMEN,
"HaHeCEHHON Ha YNaKOoBKY.

J6) Koththepaam DENTAL FORMULA® nateKcHbIV cpefHelt ToNWwmHbI 6e3 apomarta / ¢ apoMaTom
MATbI, UBET: ronybou, pasmep: 6” X 6”7, B ynakoBke no 10/20/30/36/52 wT., C WHCTPYKUMEN,
HaHECEHHOWN Ha YNakoBKY.

17) Koppepgam DENTAL FORMULA® naTeKCHbI cpefiHell TOMLWMHBI 6e3 apomaTa / ¢ apomaTom
MATbI, LBET: CUHWIA, pa3mep: 6” X 6”, B ynakoBke no 10/20/30/36/52 wiT., C MHCTPYKLWENA, HaHECEHHOW
Ha YraKoBKYy.

18) Kodpepsam DENI’AL FORMULA® naTeKCHbIA CpefiHel TOMWMHBI 6e3 apomaTa / ¢ apomaTom
MATbI, LBET: 3eNéHblid, pa3Mep: 6” X (r\ B ynakoBke no 10/20/30/36/52 LwWT., C WHCTPYKLUMEN,
HaHeCEHHOW Ha YnakoBKY.

19) Kotpepoam DENTAL FORMULA® naTeKCHbI CpefiHel TONWMHBLI 6e3 apomaTa / ¢ apomaTom
/ MATbI, UBET: YEpHbIA, pasmep: 6” X 6”, B ynakoBke no 10/20/30/36/52 wWT., C WHCTPYKLUMeN,
HaHeCEeHHOW Ha ynakoBKY.

20) Kohdpepgam DEN'TAL FORMULA® naTeKCHbIA cpegHein ToNWmMHblI 6e3 apomata / ¢ apoMaTom
MSATbI, LBET: PO30Bbli, pa3Mep: 6” X 6”7, B ynakoBke no 10/20/30/36/52 wWT., C WHCTPYKUWEN,
HaHECEHHO Ha YMaKoBKY.

21) Kodpepoam DENTAL FORMULA® naTeKCHbI NAOTHLIA 6e3 apomarta / ¢ apomMaToM MSThl,
UBeT: rony6on, pasmep: 5” x 5”7, B ynakoske no 10/20/30/36/52 WT., C MHCTPYKLUMENA, HAaHECEHHOW Ha
YMaKOBKY.

22) Kothpepoam DEN2'AL FORMULA® naTekCHbI NMIOTHbIA 6e3 apomarta / ¢ apoMaTtoM MSTbI,
LBET: CUMHWIA, pa3mep: 5" x 5”7, B ynakoBke no 10/20/30/36/52 LWT., C MHCTPYKLMEN, HaHECEHHOW Ha
YMaKoBKYy.

23) Kothgpepgam DENTAL FORMULA® naTekCHbIA NIOTHbIA 6e3 apomata / ¢ apoMaTtoM MSTbI,
LIBET: 3eNéHbIi, pa3mep: 5 x 5", B ynakoBke no 10/20/30/36/52 wWT., C UHCTPYKUMEN, HAHECEHHON Ha
YMaKoBKYy.

24) Kopepogam DENTAL FORMULA® naTekcHbId NNOTHbIA 6e3 apomaTa / C apomMaToM MATbl,
LIBET: YEpHbIA, pasmep: 5” x 57, B ynakoBke no 10/20/30/36/52 wWT., C UHCTPYKUMEN, HAHECEHHON Ha
\'nakoBKy.

25) Kopepgam DENTAL FORMULA® naTekcHbI MOTHbIA 6e3 apomata / ¢ apoMaToM MSTbI,
LIBET: pO30BbIiA, pasmep: 57 x 5", B ynakoske no 10/20/30/36/52 wWT., C UHCTPYKLUMEN, HAHECEHHON Ha
YMaKoBKYy.

26) Koddpepgam DEN'TI'AL FORMULA® naTeKCHbI NIOTHbIA 6e3 apomarta / ¢ apoMaTtoM MsTbl,
UBET: rony6ou, pasmep: 6” x 6", B ynakoBke no 10/20/30/36/52 LT., C UHCTPYKLMEN, HAHECEHHON Ha
YMaKoBKYy.

27) Kothpepgam DENTAL FORMULA® naTekCHbIA NIOTHBLIA 6e3 apomata / ¢ apoMaTtoM MSTbI,
LUBET: CUHWUIA, pa3mvep: 6™ X 6, B ynakoske no 10/20/30/36/52 wWT., C MHCTPYKLMEN, HAHECEHHOW Ha
YMaKoBKY.

28) Kohpeppam DENTAL FORMULA® naTeKCHbIM NNOTHbIN 6e3 apomarta / ¢ apoMatoM MsTbl,
LUBET: 3eNéHbIN, pa3Mep: 6” X 67, B ynakoBke no 10/20/30/36/52 wwiT., ¢ UHCTPYKLMEA, HAaHECEHHOW Ha
YMaKoBKY.
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'‘Kodphepagam DENTAL FORMULA® naTeKkCHbIn MOTHbIN 6e3 apomata / ¢ apoMaTtoM MsTbl,
" YépHbI, pas3mep: 6” X 6, B ynakoBke no 10/20/30/36/52 wWT., C UHCTPYKLMENA, HAHECEHHON Ha
["aKoBKy.
J Kodppepgam DENTAL FORMULA® naTekCHbIA NAOTHbIA 6e3 apoMaTa / C apOMaToM MsTbl,
I[Eer. po3oBbIi, pasmep: 6” X 6'\ B ynakoBke no 10/20/30/36/52 wWT., C MHCTPYKUMEN, HAaHECEHHON Ha
YNaKOBKY.
31) Kodpepoam DENTAL FORMULA® naTeKCHbIn 0C060 MNOTHbIA 6e3 apomata / C apoMaTom
MSTbI, LBET: rony6oil, pasvep: 5” x 5”, B ynakoBke no 10/20/30/36/52 wWT., C WHCTPYKUMEN,
HaHECEHHOW Ha YNaKoBKY.
32) Kothdpepgam DENTAL FORMULA® naTekcHbIi 0C060 NNOTHbIA 6Ge3 apomaTa / C apomaToMm
MSATbI, UBET: CUHWIA, pa3mep: 5" x 5”, B ynakoBke no 10/20/30/36/52 wWiT., C UHCTPYKLWMENA, HAHECEHHOA
na yrnakoBKy.
33) Kothepoam DENTAL FORMULA® naTeKCHbIii 0C060 MNOTHbLIA 6e3 apomata / ¢ apoMaToM
MSATbI, LUBET: 3eNéHblid, pasvep: 5” X 5”, B ynakoBke no 10/20/30/36/52 wWT., C WHCTPYKLMEN,
HaHEeCeHHOW Ha YraKoBKY.
34) Kohdpepgam DENTAL FORMULA® nateKcHbI1 0c060 NMOTHbIA 6e3 apomaTa / C apomaTom
MATbI, LBET: MepHbIA, pasvep: 57 x 57, B ynakoske no 10/20/30/36/52 nrr., ¢ WHCTPYKLWeEN,
HaHECEHHOW Ha YraKOoBKY.
35) Kothdepgam DENTAL FORMULA® naTekCHbIi 0C0O60 NMOTHbI Ge3 apomaTa / C apoMaToM
MATbI, LBET: po30Bbl, pasmep: 57 x 5”, B ynakoBke no 10/20/30/36/52 wWT., C WHCTPYKLMENR,
HaHECEHHOI Ha YMaKoBKY.
36) Kodhpepgam DENTAL FORMULA® naTekcHbli 0c060 NAOTHbIM 6e3 apomaTa / C apomMartom
MSATbI, LBET: rony6oi, pasmep: 6” X 6”, B ynakoBke Mo 10/20/30/36/52 wWT., C WHCTPYKLWEN,
HaHECEHHON Ha YMaKOBKY.
37) Kodbepmam DENTAL FORMULA® naTekCHbIi 0C060 M/IOTHLIA 6e3 apomata / ¢ apomaToMm
MS Tbl, UBET: CUHWIA, pa3Mep: 6" X 6”, B ynakoBke no 10/20/30/36/52 wwiT., C MHCTPYKLWENA, HaHECEHHOA
Ha YMaKoBKYy.
38) Kodhepoam DENTAL FORMULA® naTekCHbIi 0CO60 MNOTHbIA 6Ge3 apomata / C apoMaToM
MATbI, LBET: 3eNéHblid, pasvep: 6” X 6”7, B ynakoBke no 10/20/30/36/52 wWT., C WHCTPYKLUMeN,
HaHECEHHOWN Ha YNaKoBKY.
39) Kohpepgam DENTAL FORMULA® nateKcHbli 0c060 NMOTHbIA 6e3 apomaTa / C apoMaro.Mm
MATbI, LBET: YEpHbIA, pasvep: 67 x 67, B ymakoske no 10/20/30/36/52 wWT., C WMHCTPYKLWEN,
HaHECEHHOIN Ha YMNaKoBKY.
40) Koobpepgam DENTAL FORMULA® naTekCHbIi 0C060 NAOTHbIA 6e3 apomarta / C apomaTom
MSATbI, LBET: PO30BbLIA, pasMep: 6” X 6”, B ynakoBke no 10/20/30/36/52 wWT., C WHCTPYKUMENR,
HaHEeCeHHON Ha YNakoBKY.

[danee no TekcTy [Aansa 0603HavyeHUs MeamuuHcKoro wuspenusi «Koddepgam DEN'TAL
FORMULA®» MOryT WCMonb30BaTbCs Cneaytolme TepMUHbI U 0603HaYeHUs: «MefuLMHCKOe
n3genve», «ms;lennex», «kogdepaams.

1.2 lNpown3BognTens MegULMHCKOIo N3aenns

Mpou3BoANTENb MEAVNLIMNCKOTO N3AENNS:
«AFOPAMEZVKAN CIH. BX[,», Manaiisusi (DURAMEDICAL SDN. BHD.)

MecTO npoussoacTBa MeguLL}CKOro U3aenus:
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4962, Jlxanan Teparau, bary 6, Opd dxanan Mepy, 41050 Knaur, Cenanrop apyn DxcaH,
ai3us (Lot 4962, Jalan Teratai, Batu 6, Off Jalan Meru, 41050 Klang, Selangor Darul Ehsan, Ma-
sia)

1.3 Haznauenne MeAHUMHCKOTO H3ACAHS

Koddepaam npeanasnaven juis 0H0pa3oBoro MCnosb3oBaHHs BO BPEMsS CTOMATOJIOMMYECKHMX
NpoleAYp LIS U30IAUHS KOHKPETHOro 3y0a naiMeHTa OT OCcTalbHOI nonoctH pra ¢ obpasoBaiieM
CYXOro padouero nojs.

1.4 Ob6nacTb npuMeHcHIsS MEAHIHHCKOTO H3/1C/THS

KO(I)(I)CP!IGM IMTPHMCHATCH B CTOMAaTOJIOTHUCCKOM MMPpaKTHUKC.

1.5 "[)C}l)’cM()TpCIlllblC HoJib30BaTe i MCJIHMHHCKOI 0O H3/1C. THH

MeHuMHCKHH HepcoHal, 3a]ICHCTBOBAHHDBIH BO BpEMS CTOMATOJIOMHYECKHUX IIpoREayp.

1.6 MNMokrazaunn k MPHMCHCHHIO MEAHIIHHCKOr0 H31€CJIHH

[TokazanusaMu K npuMeHeHHI0O MEAULIMHCKOTO U3ACNHS ABIsSETCS HEOOXOAMMOCTL W30JIMpPOBaTh
KOHKpETHLIA 3¥0 nainenTa oT OCTalbHON MOJOCTH pTa ¢ 0Opa3oBaHHEM CyXoro paboudero nosas Bo
BPEMS CTOMATOIOTHYECKHX HPOLELYP.

1.7 ﬂpo'ruuouokammm MCAHUHIICKOI'O H3/C/IHSA

¢ Hannuue Y NalHCHTA AJUICPIrHHu Ha HaTypiUlebIﬁ JIATCKC,
L4 [’l'dp_\’lllCllll()C AbIXaHue rnarueHTa Hepes3 HocC.

1.8 MModounnie aeitcreus

* AIICPrHYCCKas peakiliis Ha HaTYpaibHbIM aTeke;

1.9 ﬂplmuun AeiicTBHA MEIHIIHHCKOTO H3e/JIHSA

Koddepaam npesacrasnser codoit nacTHUHBIA JMCT M3 HATypajlbHOrO JlaTeKca, B KOTOPOM
IIPOKAILIBACTCA OTBEPCTHE IS NOMeEllleHUs e€ Ha 3y0 manMeHTa B MPOLECCE CTOMATONOTHYECKHX
Mpoueayp.

[Mpuinmn seficreus kodepnama 3akmiovaetcss B H30a81Ms 3yda nallHeHTa OT ocTalbHOIl
NOJIOCTH pTa /LIS co3lanns cyxoro padouero noas. Takuam o0pa3zoM NpoOUCXOAMT NpeloTRpallienne
POrIIaTLIBAHHS  MALHEHTOM KHAKOCTH W HMCMONb3YEeMBIX MaTepUATIOB, MEJMKAMEHTOB, 3allHTa
MSAFKHX TKanel OT ONacHbIX KH/KOCTEH M CHUKCHHE pUCKa HH(HLIMPOBaHHS.

1.10 Hucrpykums no yRensiyataun (HPUMEHCHITIO) MCIHITHCKOTO I13/1C/1HS

1. Ounpeacanre Ha  kodep/iamMe  pacnosioNReHHE OTBEPCTHs 1107 3y0 MauqeHTa, 1OIeKAlIHH
NeUEHHIO.
2. Ilpodeitte oTBepcTHE HEOOXOAUMOro JMaMETpa CrielMalbHbIM NephopaTopoM.
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azcnbTe Koddep:aanm na 3vO naunenTa. 3aKpenuB ero KJIaMMCPOM € HIOMOULLIO LIHIILOB.
urcupyiite koepiiam ¢ BHEIHEH CTOPOHBI PTA, HCHONB3YS CHEUHAILHYIO PAMKY.
Henonw3osanubiii koddepram yrunuiupyite cornacHo npaBHiAaM YTHAM3AUMH MEAHUHHCKHX
0TXO0/10B.

LL11 Yeaosust ywenayatamnn (npuMeHensing MeAMUHHCKOT 0 W3/ie/ st

M3ne:me npuMenseTcs B CTOMaTOIONHUYCCKHX HITH JIEUCOHO-IPOQPHIAKTHUECKHX MEAHLHHCKHX
YUPCKIACHHANX B 3AKPLITOM MOMCIIEHHH B CYXOM MCCTE, BUAIH OT MPAMBIX COIHEHHBIX Nyuei. npu
temneparype or +10°C g0 +30°C v oTHocuTenbHOH BnaxkHOCTH Bo3zayxa oT 45% g0 85%, B
COOTBCTCTBUH € MHCTPYKILHET 11a MEMIIHIICKOC W3/IeITUC.

1.12 Tpeaynpexaeuns # Mepbl 1PE10CTOPOKRHOCTH

e H3zieane npeainaueHo a0 0JIHOPa3oBOro NPUMEHEHUS;

o ToAbRO (L1 HHIIBHVAILHOTO TIPHMCHEHUS,

o MeHITHIICKOC IMEICTHE SBASCTCS HCCTCPHIIbHBIM H CTCPHIIM3ALMIO He Mpe/lycMaTpUBaeT;
e llc MounTL 1 Oepesb OT BIArn:

e HMi3bcrath BO3JICHCTBHS NPAMbIX COJIHCUHDBIX JIyHIUEH.

o Mzienne cojlepAxuT naTypanbHblit 1aTeKe, cnocoOHbIH BbI3BATh alIEPrUuyecKyio peaxluio.

1.13 C[)OI\' ro;iHOCTR MEGIHUHHCKOI'O H316JIHNA

Yeranosiennplii ¢pok ro;inoct koppepaama ~ 3 roja.

2 Yeaonnsn TPAHRCITODTHPOBKH, XPAHCHHA H YTIJIHIAIIHN MEAHIIHUCKOr0o H31CaHR

2.1 Y0818 TPAHCHOPTHPOBKH ME/IMUHHCKOI0 H3/1€,IUs

TpancnopTHpoBKa H3J1CIMS MOXET OCYLWIECTBJIATLCS BCEMM BHIAAMH TpaHcrnopra (MOpCKoii,
ABTOMOOH.TBHBII, KCEACIHOIOPOKHBIH WIH BO3AYUIHBIH TPAHCIIOPT) B COOTBETCTBHH C MpPaBHIIaMH
TPAHCHOPTHPOBKH, JICHICTRYIONMNK JUtst Jlanioro Buia tpancnopra. [lpu TpancnoptupoBke He
JOSTKHBL HAPYIIIATLCS YCITOBHSE XPAHCHHMS.

2.2 YcnoBus XpanceHHA MEIHUHHCKOTO H3AC/IH

Mae:ms necodOX0, M0 XPAiTh B CYXOM MCCTE, 3aHIHIICHIOM OT BO3JACHICTBHS NPAMBIX COIHEY-
HBIX JIVUCH. HCTOUHHKOB TCILIA. BOZFOPAaHHA. YALTPa(PHOACTOROIO H3NYUYEHHS. @ TaKkKe 030Ha, MpH
Temueparype o1 +10°C 10 +30°C 1 OTHOCHTEABHOH BAAXHOCTH Bo3ayXa oT 45% 10 85%.

2.3 YeaoBus YTHJiIH3auHn MeIHIURHCKOro B3¢/ 11

VT nsanms Henoab30BaHHOTO MEHIMHECKOTO W3eans 8 PO BuinosnscTes oprauusauncii.
OCVIICCTRISAIONICTHT MC UIIHHCKYIO JICATCIIBHOCTBL, KaK OTXO,1bl K:1acca b B cooTretcTRiu ¢ CanlluH
2.1.3684-21.

Heucnoibzopanubie MHKPOANIIMKATOPbl, npuuieane B HENPUTOIHOCTb, Hin
MHKPOAITIHKATOPLI ¢ HCTCKLUINM CPOKOM T'OJHOCTH, HEOOXOHNMO YTHAXIUPOBATH KaK OTXO/Ibl Kjlacca
A s coorserersun ¢ Canllull 2.1.3684-21.
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3 MeToAbl OUUCTKU U AE3NHKEKLMM MEAVLIMHCKOTO U3AeNNS

Kothchepaam npeacTaBnsieT coboii  HecTepuibHOE MEAMLMHCKOE W3[enie  OAHOPAa30BOro
Y/\0/1630BaHIAs, OUICTKE He NMOANEXMT. MNOBTOPHOE 1CMO/b30BaHME MEAVLIMHCKOTO U3AENNS SBMSETCS
1pyBbT HapyLLEHEM WHCTPYKLMM MO 3KCMyaTauum (MpUMeHeHMo) MeauLUMHCKOro U3aenis.

4 TexHWYecKoe onmcaHne MeAMLMHCKOro 13aenns
OnucaHue 1 pasmepbl MeaMLMHCKOro n3aenus. Koddepaam npefcTaBnsieT co6oii NaTekCHbil
JCT, KOTOPbIA MMEET C OfIHO CTOPOHbI FNaJKYH NMOBEPXHOCTb, a C APYroii - MaToByto. nagkas cTo-
POHA M3fenunst obpallieHa K MaLWeHTy 1 06ecreymBaeT CKO/bXKEHWE MO MOBEPXHOCTY M30MPYeMOro

3y6a. MaToBas CTOpoHa 06an.IIEHa K Bpayy, BO n3bexxaHne OTCBEYMBAHUSI OT CTOMATO/IOMMYECKOro
CBETU/IbHUMKa.

AN

doTorpaduryeckoe n306paxxeHne KOHCTPYKLMN MELNLMHCKOIO U3aenns
i -

AT |'/\ ¢ 1
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doTtorpadpuueckoe H30OpaXKEHNE NPUMECHEHHA MEAKLIMHCKOTO W3AENUS Ha MOAEIH YEIIOCTH

Pa3aMepbl MeayuuHCKOro M3Zenna, B 3aBUCHMOCTH OT BapHaHTa MCMNOJIHEHWs, YKa3aHbl B
Tabnune Ne 1, a B Tabaune Ne 2 npuBeReHb! 3HaUeHNS PHINKO-MEXAHNYECKHX IOKa3aTeNeH.

Tabmna Ne 1 — Pazsiepui Meouyunckozo uzoeaus:

IMnoTHsIii

Ocob0 MIOTHBIH

BAPUAHT UCITOJIHEHHA PAIMEP TOJILIHHA
Toxku# 0,14 + 0,02 MM.
Cpeaneit Tonimune 57x 57 6" x 6" 0,18 + 0,02 mMm.

(127 MM, x 127 MM.) | (152 MM. X 152 MM.)

+ 0,03 mm,

+ 0,03 mm. 0,22 + 0,02 mM.
0,25 = 0,02 mm.

Tabnuya Ne 2 — Inavenus (husuro-smexanuneckux ROKA3ameneti MeOUYUHCKO20 U30ENUA.

OTNMUCAHHUE CNELHHDPHUKALIHA
1. Jlo crapenus:
- YCJIOBHAst NPOYHOCTh NMPH pacTaxkeHuH, MITa, He MeHee 24
- OTHOCHTENILHOE YANKHEHNE NPN pa3pbise, %, He MeHee 700
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NOBHAs MPOUYHOCTH NPH pacTsxeHu, Mla, He MeHee

/'OTHOCH'I‘CJII)H()C Y.LIHHCHHE 1IPH pa3pbIBE. %. He Metee

/

Yposun KonrTpoiis 1 npuemiIemMbiil ypoBenb KauecTsa. B uensx koHTpons kauecTra, koddepaambi

0TOMPAIOT U NPOBCPAIOT B COOTBETCTBUHU cO cTaHzapToM ISO 2859-1. UcnbiTanus HA repMETHUYHOCTD
/B OTCYTCTBHC 1IpOTEUEK NpoBoAAT cornacHo cranaapty ISO 29942:2011. YpoBHU KOHTpoOns W jlony-
' CTHMBII ypoBeHb KadecTBa (AQL) MeMUHHCKOrO H3enHs npuBeeHb! B Tabnuue Ne 3.

Tadauya Ne 3 — Vposuu konmpoas u donycmuastit yposens kavecmea (AQL):

4 , Yposenb OIlyCTHMbIH ypoBelb
* XapaxTepucrnka p Aony yp
KOHTPOJIA Ka4ecTBa (AQL)
['epmernunocTh G-1 1.5
Passepbl (a:1Mna. BbicoTa, ToNIMHA) S-2 4.0
- YCJIOBHAS IPOUHOCTD NPH PACTAKEHHH
Ddusirueckie (.10 1 10CIIe CTapeHUs ) S 40
CBOHCTBA | - OTHOCHTCILHOC Y/UTMHEHUE NPH pa3pbiBe '
(10 M 110¢sIe CTapeHus)
OcHoBHbIe BU3yalibHbIE Je(eKTb G-1 2.5
Busyaibtble
JleeKTb
teq ’ Hesnaunrensubie Bu3yanbHble ae(eKTbl G-1 4.0

S Ceeaenns 06 ynakoske MeAHUHHCKOTO H3/Ae/IH

Morpebureancrkas ynakoska. Kopdepnambl oaHoro BapuaHta ucrnoliiHeHus, pasMepa, LBETa,
ApPOMaTa YIAKOBLIBAIOTCA B KOPOOKH W3 11110THOTO KapToHa (npousBoautens: NINGBO ASIA PULP
AND PAPER CO. LLTD.. Kuraii). [Torpebutcnbckas ynakoBka MEAHUMHCKOro U3aenus obecneunsaer
3ALMTY OT BOIICHCTBUA MEXAHHYECKHX M KJIIMMAaTHYECKHX (DAKTOPOB BO BpeMsl TPAHCIOPTHPOBKH H

XpaHcHHA.

Tpancnopruas wopobra. Koddepnamol B norpeGuTensekoit ynakoBke ynakoBbIBAlOTCH B
KOPOOKH 13 rodpupoBanHoro kaprona (npoussoautens: Muda Packaging Industries Sdn Bhd,
Maaaitzua). KapTonHble KOpOOKH R0OCTaTOYHO MPOYHBbIE U 0OECMEUHBAIOT COXPAHHOCTb W3JCIHIT BO

BPEMsl TPAHCMOPTHPOBKH H XPaHCHHS.

Koghhepoayisr voeym nocmas ismoecst 6 c1e0yionux KOMRACKmMayusx.

6 KoMILICKTHOCTD TTIOCTABKH MCAHUHHHCKOTo Hi3Ae/1H1

10 wT. B n0TpeOHUTENLCKOM YNaKoBKe ¢ MHCTPYKLIMEH, HAHECEHHOHN Ha YITaKOBKY.

20 wit. B noTpeOUTCIILCKOM YNaKoBKe ¢ MHCTPYKLIMEH, HAHECCHHOMN Ha YNaKOBKY.

30 wr. 8 nOTPEeOHTETLCKON YNAKOBKC C HHCTPYKLUHEH, HAHECEHHON Ha YNIAKOBKY.

36 wt. B HOTPCeOUTENBCKON YIIAKOBKE ¢ MHCTPYKIMEH, HAlIECEHHOW HA YMAKOBKY.

52T, B nOTpeOUTEeNLCKOH YakoBKe € HHCTPYKLHEH, HAHECEHHOM Ha YIIaKOBKY.
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7 TlepeyeHb NPUMEHSIEMbIX MPOV3BOANTENEM MEAULIMHCKOrO U3fens
HaUMOHa/IbHbIX CTaHAAPTOB

[ Tabnmua N9 4 - TepeyeHb NPUMEHSIEMbIX NPOU3BOANTENEM CTaH4apPTOB:

I O6osHaueHve HanmeHoBaHMWe
1SO 13485 V3nenvs MeguumMHCKve. CUCTEMbI MeHeMKMeHTa KayecTBa. Tpe6oBaHus
NS Leneii perynmposaHns
1SO 14971 W3nenvs MeguUvHCKue. TpuMeHeHne MeHeMKMEHTa PUCKa K MeAULIH-

CKUM U3Lenunam
Cratuctuyeckvie Metofpl. MNpouesypbl BbIGOPOYHOr0 KOHTPOSA MO aflb-
ISO 2859-1 TepHaTMBHOMY Mpu3Haky. Yactb 1 NnaHbl BbIGOPOUYHOrO KOHTPOASA MO-
crefioBate/ibHbIX NapTUiA Ha OCHOBE MPUEMIEMOrO YPOBHSA KayecTsa
3penve meguumHckoe. CMMBO/IbI, MPUMEHSIEMbIE NMPU MapKMPOBaHUK
ISO 15223-1 Ha MEAMLMHCKNX U3AENMsX, 3TUKETKAX U B COMPOBOANTENbHON AOKY-
MeHTauun. Yactb 1 OCHOBHble TpeboBaHMS

8 O6CToATENLCTBA, NPY KOTOPbIX NOTPEBUTENb [J0/IKEH NMPOKOHCYIbTUPOBATLCA
C MEAVLMHCKMM PaboTHUKOM

Mpyn BO3HWKHOBEHMM aNNEPrM Ha HaTypasbHbIV NaTeKe HEMELJIEHHO 06PaTUTECh K Bpady.

9 TapaHTuUM NpousBoaMTENS

Mpoun3BoanTeNb rapaHTUPYET COXPaHHOCTb BCEX MapaMeTPOB 1 XapaKTepUCTUK KoddepaaMoB B
TEYeHVe BCErO CpPoKa rogHocTW (3 roga) ¢ AaTbl NPOM3BOACTBA MPU YCI0BUM COBMOAEHMS YCOBWIA
TPaHCMOPTUPOBKM, XPaHEHUs 1 MPUMEHEHNS! B COOTBETCTBIMN C MHCTPYKLIMEN.

10 CaefieHuA 06 YTI0O/IHOMOYEHHOM MpeAcTaBUTEse NPOU3BOANTENS

Mo BCcem BOMpocaM, CBSI3aHHbIM C OGpalLeHNeM MeAMLMHCKOTO W3aenns Ha TeppuTopun PO,
Heo6XoaMMo 06pPaTUTLCS K YNONHOMOUYEHHOMY NPeACTaBUTENO NPOU3BOANTENS:

O6LLUEeCTBO C OrpaHMyeHHON OTBETCTBEHHOCTLIO «BW Mntoc» (OO0 «BU Mntoc»), Poceus,
194292, r. CaHkT-[eTepbypr, BH.Tep.r. MyHULMNabHbIA OKpyr CeprueBckoe, nep 6-i BepxHuid, g. 12
nuntepa A, vactb nom. 5.3.1, +7 (812) 309-36-62, benovydental.ru, beplus@beplus.spb.ru

MepeBof, C aHINIMICKOrO A3blKa Ha PYCCKMIA A3bIK BbIMOHEH NepeBOAYMKOM Benorpapckoii Hatanuein BsuecnaBoBHOiA.
NOATBEPX A, YTO CBOBOAHO BMiafet0 yKa3aHHbIMU 3bIKaMu, W YTO BbINOJIHEHHbIA MHOW NepeBos SBAAETCA NPaBUIbHbLIM,
TOYHbIM U MOMHBIM.
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MeTepbypr

Poccuiickaa depepauns, CaHKT-IMNeTepbypr

[JecaToro Hos6ps ABe ThiCAYN [BaALUAaTb TPETLEr0 roja

A, KOpneBn4 Oapusi AnekceeBHa, BPEMEHHO UCNOMNHAOLLAA 0653aHHOCTY
HOTapuyca HOTapuanbHOro okpyra CaHkT-IeTepbypr AHTOHOBOW VIpUHBbI
AJieKceeBHbI, CBUAETENLCTBYHO MOA/MHHOCTL MOANUCK MepeBofyMKa benorpasack
Hatannn BayvecnaBoBHbI.

Mognuce caenaHa B MOEM NMPUCYTCTBUN.

JInyHOCTbL NOANMCABLLErO OKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peecTpe: Ne 78/621-H/78-2023- %

YnnayeHo 3a COBepLLEHVE HOTapuasibHOro aencTens: 600 py6. 00 kon.

O.A. KOpnesuy

WTOro B HacToALLEM [IOKyMeHTe
21 (gBafuaTh OAWH) JIACT.
Bp.n.o. HoTapuyca:
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