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PRIMODENT

Instructions for Use
for the medical product “Artificial acrylic Teeth”

Acrtificial acrylic teeth PRIMODENT are designed to be used by professionals : dental technicians
and dentists in all types of prosthetic dentures and they perfectly imitate natural teeth. During
denture manufacturing the common dental technician's operating procedures are required and
therefore there is no need for detailed operating instruction for work. Shapes of PRIMODENT
artificial acrylic teeth are accompanied by a shade guide used in the process of manufacturing
prostheses.

Intended use:
Replacing missing teeth by making total and partial dentures.

The teeth shall be installed on the carriers (carrier
for the front teeth and carrier for the lateral teeth).
Six front teeth shall be installed on each front

| 1,9 carrier. Eight lateral teeth shall be installed on each
121312 129 posterior carrier.
il L2133 13
12]]-2%& 1%7_3&4 The available wide range of shapes meets even the
; most stringent criteria.
uh 16 T3M :
]?616 %% The upper front teeth are divided into a group of
BI8T7 T4--|:6,55 triangular, oval and square teeth.
12]]3ZL2 'I'fl_][-%Sl Available shapes of PRIMODENT teeth:
1314 T 1374 - A6 (upper front teeth) 41, 42, 43, 43A, 44, 45, 46,
6 T4T6 01, 02, 03, 04, 05, 05A, 06, 31, 32, 33, 34, 35, 36.

I TS 37, 37A, 38, 39, 321, 341, 371
“’]%3]4[2 'ﬂ,TZ"I?;S -LQGL%OWH front teeth): 11, 12,13,14,15,16,17, L2,

173714, 9 i _
U516 13§5 Ti\STG(Sl.Jpper lateral teeth): TI, T2, T3, SI, S3, S5,

Lhsls T4 - A8 (lower lateral teeth): TI, T2, T3, SI. S3, S5,
T4S%'6T6

L8.16
I 1617 18 $’ T4, T6.
1312 12 1211135183 The shade guide allows to choose a suitable shade of
114 12 1374 teeth during the manufacturing of prostheses.

L8 TET  PRIMODENT artificial acrylic teeth are available
) in two shade guides:
- PRIMODENT shade guide: YO, Y1, Y2, Y3, Y4, Y5, Y6, BI, B2, B3, B4, B5, B6, Gl, G2, G3,
G4, G5, G6.
- PRIMODENT V shade guide: BL3, Al, A2, A3, A3,5, A4, BI, B2, B3, B4, Cl, C2, C3, C4, D2,
D3, DA4.

Operating conditions:
No special operating conditions.
Application conditions: teeth are intended for the use in dental clinics.
Potential customer: dental technicians, dentists. During the production of dental prostheses, the
usual working procedures of the dental technician are required, so there is no need for detailed
operating instructions.
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Indications for use: ) )
Replacing missing teeth by making total and partial dentures.

Contraindications:
There is no known contraindication to the use of artificial acrylic teeth.

Precautions: ] ] ) ,
The products are not marked with safety requirements, warnings or precautions, due to lack
thereof.

IIZ\’/II%&I{ZISI[S)'ENT artificial acrylic teeth consist of three layers. The composition is strongly cross-
linked polymethyl methacrylate and pigments. The main raw materials used for polymerization
are: polymethyl methacrylate powder, methyl methacrylate monomer, ethylene glycol
dimethacrylate, peroxide and pigments. Teeth of the shade guide are made ofthe same material as
all PRIMODENT teeth.

Release form:

PRIMODENT artificial acrylic teeth are available in the following design variants:
- A8 (upper lateral teeth) 8 pcs

- A8 (lower lateral teeth) 8 pcs

- A6 (upper front teeth) 6 pcs

- A6 (lower front teeth) 6 pcs

- A28 (full set: lateral, front teeth) 28 pcs

Accessories (optional):

- PRIMODENT shade guide

- PRIMODENT V shade guide

Packaging:

Each carrier with the teeth is packaged into carton box PRIMODENT. The number of teeth
carriers in each box are:

- upper and lower anterior teeth: 32 pieces

- upper and lower posterior teeth: 22 pieces

-4 complete (1 piece upper anterior teeth carrier, 1 piece lower anterior teeth carrier, 1piece upper
posterior teeth carrier, 1 piece lower posterior teeth carrier).

Minimum delivery guantity:

- A8 (upper lateral teeth): 8 pcs

- A8 (lower lateral teeth): 8 pcs

- A6 (upper front teeth) 6 pcs

- A6 (lower front teeth): 6 pcs

PRIMODENT synthetic polymer teeth are supplied complete with instructions for use.

Transport and storage: _ - _
There are no special transportation and storage conditions required. The products shall be stored
in their original packaging, in a clean, dry place away from sunlight or a heat source.

Manufacturer:

POLIDENT d.o.0., Industrija dentalnih proizvodov, Dental Products Industry (POLIDENT d.o.0.)
Address: Volcja Draga 42, Volcja Draga, Slovenia

Tel: +00386 (0)5 330 48 40

Fax: 00386 (0) 5330 48 70

E-mail: polident@polident.si

Authorized representative of the manufacturer in the Russian Federation:

Joint Stock Company Omni Med (AO Omni Med)

Russia, 115598, Moscow, ul. Zagoryevskaya, 10, korp. 4, Et. tsokolnyy pom. | K 7-2 OF7
Tel:+7 (495) 255-16-13, +7 (499) 235-11-74

E-mail: 4547170@gmail.com

Warranty

The “Polidenf’company incurs liability for the products in the event of any failure in the products.
The manufacturer's warranty liabilities are not available if the product is supplied in accordance

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



Service life and shelf life

The term of storage of synthetic polymer teeth is unlimited if the products are processed and stored
in normal and prescribed conditions.

Life in the human body (in the oral cavity) depends not only on the properties of the material teeth
and the shape of teeth. There are many other factors that can affect the “life” of the product in the
mouth, especially due to clinical abrasion, the state of the patient's mouth (pH value, smoking),
effectiveness and strength of chewing, material and position of the antagonist,abrasiveness of the
material in toothpastes and cleaning agents, the presence of bruxism, etc. Therefore, the
manufacturer does not define an exact service life.

Criteria for the unfitness of the medical device for use
The product is a single use one and cannot be reused.

Disposal of the medical product:

The used products shall be disposed of in accordance with the current legislation as
epidemiologically hazardous waste.

Products not used for their intended purpose for any reason belong to the class ofepidemiologically
safe waste.

Marking

Like the other products of the Polident Company, PRIMODENT teeth have a CE marking {EU
certification):

C¥€ 2460

Symbols used in the labelling of medical products

Manufacturer
Da Refer to the instructions for use
iREFi Catalog number
LOT Batch code
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POLIDENT d.0.0. Industrija dentalnih proizvodov - Dental products industry P O I I D e nt

VolICja Draga 42, 5293 Voidja Draga. Slovenija, Tel.: 00386 (0)5 330 48 40 - Fax: 00386 (0)5 33048 70 Q
www.polident.si - e-mail: polident@polident.si

CROSS LINKED 2

Instructions for Use
for the medical product “Artificial acrylic Teeth”

Avrtificial acrylic teeth CROSS LINKED 2 are designed to be used by professionals : dental
technicians and dentists in all types of prosthetic dentures and they perfectly imitate natural teeth.
During denture manufacturing the common dental technician's operating procedures are required
and therefore there is no need for detailed operating instruction for work. Shapes of CROSS
LINKED 2 artificial acrylic teeth are accompanied by a shade guide used in the process of
manufacturing prostheses.

Intended use:
Replacing missing teeth by making total and partial dentures.

| The available wide range of shapes meets even the most stringent criteria.

The teeth shall be installed on the carriers (carrier for
the front teeth and carrier for the lateral teeth). Six front

a1 1 Tl teeth shall be installed on each front carrier. Eight lateral
32 12.13 T1.T2 teeth shall be installed on each posterior carrier.

33 12.13 T2,T3

34 13.14 T2,73,T4 Available shapes of CROSS LINKED 2:

35 13,14. 1S T3.T4 - A6 (upper front teeth) 41, 42, 43, 44, 45, 01, 02, 03,
36 14.15 T3.T4 04, 05, 06, 31, 32, 33, 34, 35, 36, 37

37 15.16 T4.T6 - A6 (lower front teeth): II, 12,13,14,15,16,17

01 H TI - A8 (upper lateral teeth): T1, T2, T3, T4, T5, T6

02 11.13 TI,T2.T3 - A8 (lower lateral teeth): TI, T2, T3, T4, T5, T6.

03 13.14 T3,T4

04 14.15 T3,T5 CROSS LINKED 2 artificial acrylic teeth are available
05 15.16 T3, T4.TS according to the CROSS LINKED 2 shade guide.

06 16.17 TS.T6

a Il I CROSS LINKED 2 shade guide: BL3, Al, A2, A3,
42 13.14 T2.T3 A3,5, A4, BI, B2, B3, B4, Cl, C2, C3, C4, D2, D3, DA.
43 13.14 T3.T4

44 15.16 T3,7475.76  The teeth are made of two layers and the collection
45 15.16 T4.T5 consists of 18 different moulds of upper anterior teeth

which are subdivided into 3 groups (the oval, square and
triangular group) of 7 different moulds of lower anterior and of 6 different moulds of posterior
teeth.

Operating conditions:

No special operating conditions.

Application conditions: teeth are intended for the use in dental clinics.

Potential customer: dental technicians, dentists.

During the production of dental prostheses, the usual working procedures of the dental technician
are required, so there is no need for detailed operating instructions.

The shade guide allows to choose a suitable shade of teeth during the manufacturing of prostheses.

Indications for use:
Replacement of the patient's natural teeth by full and partial prosthetics

Contraindications:
There is no known contraindication to the use of artificial acrylic teeth.
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Precautions:
The products are not marked with safety requirements, warnings or precautions, due to lack
thereof.

Materials:

CROSS LINKED 2 artificial acrylic teeth consist of two layers. The composition is strongly
cross-linked polymethyl methacrylate and pigments. The main raw materials used for
polymerization are: polymethyl methacrylate powder, methyl methacrylate monomer, ethylene
glycol dimethacrylate, peroxide and pigments. Teeth of the shade guide are made of the same
material as all CROSS LINKED 2 teeth.

Release form:

CROSS LINKED 2 artificial acrylic teeth are available in the following design variants:
- A8 (upper lateral teeth) 8 pcs

- A8 (lower lateral teeth) 8 pcs

- A6 (upper front teeth) 6 pcs

- A6 (lower front teeth) 6 pcs

- A28 (full set: lateral, front teeth) 28 pcs

Accessories (optional):

- CROSS LINKED 2 shade guide

Packaging:
0 Each carrier with teeth is packed in a CROSS LINKED 2 cardboard box. Maximum number of
carriers for teeth in each box:
- upper and lower anterior teeth: 32 pieces
- upper and lower posterior teeth: 22 pieces
- 4 complete (I piece upper anterior teeth carrier, 1 piece lower anterior teeth carrier, 1 piece upper
posterior teeth carrier, 1 piece lower posterior teeth carrier)
Minimum delivery guantity:
- A8 (upper lateral teeth): 8 pcs
- A8 (lower lateral teeth): 8 pcs
- A6 (upper front teeth) 6 pcs
- A6 (lower front teeth): 6 pcs
CROSS LINKED 2 artificial acrylic teeth are supplied complete with instructions for use.

Transport and storage:
There are no special transportation and storage conditions required. The products shall be stored
in their original packaging, in a clean, dry place away from sunlight or a heat source.

Manufacturer:

POLIDENT d.o.0., Industrija dentalnih proizvodov. Dental Products Industry (POLIDENT d.0.0.)
Address: Volcja Draga 42, Volcja Draga, Slovenia

Tel: +00386 (0) 5 330 48 40.

Fax: 00386 (0) 533048 70

E-mail: polident@polident.si

Authorized representative of the manufacturer in the Russian Federation:

Joint Stock Company Omni Med (AO Omni Med)

Russia, 115598, Moscow, ul. Zagoryevskaya, 10, korp. 4, Et. tsokolnyy pom. | K 7-2 OF7
Tel: +7 (495) 255-16-13, +7 (499) 235-11-74

E-mail: 4547170@ gmail.com

Warranty

The “Polidenf’company incurs liability for the products in the event of any failure in the products.
The manufacturer's warranty liabilities are not available if the product is supplied in accordance
with the product quality characteristics and the required quantity.
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Service life and shelf life

The term of storage of artificial acrylic teeth is unlimited if the products are processed and stored
in normal and prescribed conditions.

Life in the human body (in the oral cavity) depends not only on the properties ofthe material teeth
and the shape of teeth. There are many other factors that can affect the “life” of the product in the
mouth, especially due to clinical abrasion, the state of the patient's mouth (pH value, smoking),
effectiveness and strength of chewing, material and position of the antagonist,abrasiveness of the
material in toothpastes and cleaning agents, the presence of bruxism, etc. Therefore, the
manufacturer does not define an exact service life.

Criteria for the unfitness of the medical device for use
The product is a single use one and cannot be reused.

Disposal of the medical product:

The used products shall be disposed of in accordance with the current legislation as
epidemiologically hazardous waste.

Products not used for their intended purpose for any reason belong to the class ofepidemiological ly
safe waste.

Marking

Like the other products of the Polident Company, CROSS LINKED 2 teeth have a CE marking
" {EU certification):

d 2460

Symbols used in the labelling of medical products

Manufacturer
« 1
|:|a Refer to the instructions for use
REF Catalog number
LOT Batch code
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POLIDENT d.o.o. Industrija dentalnih proizvodov - Dental products industry I e n
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REF-LINE

Instructions for Use
for the medical product “Artificial Acrylic Teeth”

Acrtificial acrylic teeth REF-LINE are designed to be used by professionals : dental technicians
and dentists in all types of prosthetic dentures and they perfectly imitate natural teeth. During
denture manufacturing the common dental technician's operating procedures are required and
therefore there is no need for detailed operating instruction for work. Shapes of REF-LINE
artificial acrylic teeth are accompanied by a shade guide used in the process of manufacturing
prostheses.

Intended use:
Replacing missing teeth by making total and partial dentures.

TThe available wide range of shapes meets even the most stringent criteria.

The teeth shall be installed on the
carriers (carrier for the front teeth and
carrier for the lateral teeth). Six front
teeth shall be installed on each front
carrier. Eight lateral teeth shall be
installed on each posterior carrier.

Available shapes of REF-LINE teeth:
- A6 (upper front teeth) M1, M3, M4,
M6, N3, N4, N6, W3, W4, W6, H3,
H4, H6

- A6 (lower front teeth): VI, V3, V4,
V6, V8, U3, U4, U6

- A8 (upper lateral teeth): R2, R4, R6,
F2, F4,F6,Q01,Q3,Q5.

- A8 (lower lateral teeth): R2, R4, R6,
F2, F4, F6, Q1,Q3, Q5.

REF-LINE artificial acrylic teeth are
available according to the REF-LINE shade guide. - REF-LINE shade guide: BLI, BL3, Al, A2,
A3, A35, A4, BIl. B2, B3, B4, Cl, C2, C3, C4, D2, D3, D4.

Operating conditions:

No special operating conditions.

Application conditions: teeth are intended for the use in dental clinics.

Potential customer: dental technicians, dentists.

During the production of dental prostheses, the usual working procedures of the dental technician
are required, so there is no need for detailed operating instructions.

The shade guide allows to choose a suitable shade of teeth during the manufacturing of prostheses.

Indications for use:
Replacing missing teeth by making total and partial dentures and implant supported dentures

Contraindications:
There is no known contraindication to the use of artificial acrylic teeth.
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Precautions:

The products are not marked with safety requirements, warnings or precautions, due to lack
thereof.

Materials:

REF-LINE artificial acrylic teeth consist of four layers. The composition is strongly cross-linked
polymethyl methacrylate containing inorganic filler and pigments. The main raw materials used
for polymerization are: poiymethyl methacrylate powder, methyl methacrylate monomer, ethylene
glycol dimethacrylate and other crosslinking agents of dimethacrylates, silica dioxide, peroxide
and pigments.Teeth of the shade guide are made of the same material as all REF-LINE teeth.

Release form:

REF-LINE artificial acrylic teeth are available in the following design variants:
- A8 (upper lateral teeth) 8 pcs

- A8 (lower lateral teeth) 8 pcs

- A6 (upper front teeth) 6 pcs

- A6 (lower front teeth) 6 pcs

- A28 (full set: lateral, front teeth) 28 pcs

Accessories (optional”®

- REF-LINE shade guide

Packaging:

Each carrier with the teeth is packaged into carton box REF-LINE. The number of teeth carriers
in each box are:

- upper and lower anterior teeth: 18 pieces

- upper and lower posterior teeth: 12 pieces.

- 1complete (1 piece upper anterior teeth carrier, 1piece lower anterior teeth carrier, 1piece upper
posterior teeth carrier, 1 piece lower posterior teeth carrier).

Minimum delivery quantity:

- A8 (upper lateral teeth): 8 pcs

- A8 (lower lateral teeth): 8 pcs

- A6 (upper front teeth) 6 pcs

- A6 (lower front teeth): 6 pcs

REF-LINE artificial acrylic teeth are supplied complete with instructions for use.

Transport and storage:
There are no special transportation and storage conditions required. The products shall be stored
in their original packaging, in a clean, dry place away from sunlight or a heat source.

Manufacturer:

POLIDENT d.o.0., Industrija dentalnih proizvodov, Dental Products Industry (POLIDENT d.0.0.)
Address: Volcja Draga 42, Volcja Draga, Slovenia

Tel:+00386 (0) 5330 48 40.

Fax: 00386 (0) 5330 48 70

E-mail: polident@polident.si

Authorized representative of the manufacturer in the Russian Federation:

Joint Stock Company Omni Med (AO Omni Med)

Russia, 115598, Moscow, ul. Zagoryevskaya, 10, korp. 4, Et. tsokolnyy pom. IK 7-2 OF7
Tel:+7 (495) 255-16-13, +7 (499) 235-11-74

E-mail: 4547170@gmail.com

Warranty

The “Polident” company incurs liability for the products in the event of any failure in the products.
The manufacturer's warranty liabilities are not available if the product is supplied in accordance
with the product quality characteristics and the required quantity.
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Service life and shelf life

The term of storage of artificial acrylic teeth is unlimited if the products are processed and stored
in normal and prescribed conditions.

Life in the human body (in the oral cavity) depends not only on the properties of the material teeth
and the shape of teeth. There are many other factors that can affect the “life” of the product in the
mouth, especially due to clinical abrasion, the state of the patient's mouth (pH value, smoking),
effectiveness and strength of chewing, material and position of the antagonist,abrasiveness of the
material in toothpastes and cleaning agents, the presence of bruxism, etc. Therefore, the
manufacturer does not define an exact service life.

Criteria for the unfitness of the medical device for use
The product is a single use one and cannot be reused.

Disposal of the medical product:

The used products shall be disposed of in accordance with the current legislation as
epidemiologically hazardous waste.

Products not used for their intended purpose for any reason belong to the class of epidemiologically
safe waste.

Marking

Like the other products of the Polident Company, REF-LINE teeth have a CE marking {EU
certification):

ad 2460

Symbols used in the labelling of medical products

Manufacturer
éJ
. Refer to the instructions for use
O]
{REF Catalog number
LOT Batch code
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[MepeBof C aHMMIACKOTO U CNOBEHCKOIO A3bIKOB HA PYCCKUIA A3bIK]
PONOEKT 0.0. (OO0 «MOJINMOEHT»)

60 rOA4O0BLWNHA
POELLUEHT cl.o.o. Mpon3BoACTBO CTOMATOMOMMYECKUX NMPOLYKTOB

Bonuba Opara 42, 5293 Bonuba Apara, C/IOBEHNA
Ten.: +386 (0)5 330 48 40 polident@Dolident.si
dakc: +386 (0)5 33048 70  www.polident.si

NMHCTPYKUWA no MPUMEHEHWNIO

«CUHTETUYECKME NONUMEPHBIE 3y0bl»

MponssoanTens

POLIDENT d.o0.0. NpounsBoacTBo cToMatonornyeckux npogykros (POELLUEOT d.0.0.)e

MecTo npoun3BofcTBa:

Bonubsa Apara 42, Bonubsa Apara, CnoseHus

Bepcusa 2. Pepgakuus 22.10.2018 .

[Jara: 22.10.2018 r.  Moganuce: /noagnuce/

[aHn NMeyeyHnK, reHepanbHbIli ANPEKTOP
/wtamn/:

PoOelll d.o.0. MPOMN3BOACTBO CTOMATO/IOIMMYECKMX NMPOAYKTOB
5293 BOJ1UbA OPAT A 42
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PECMNYB/INKA CNTOBEHWA
AOMWHUNCTPATUBHbIA OPIFAH HOBA TOPULIA

YAOCTOBEPAET

yto[laHu Meyeynuk, Typenn 356, Penue, CnoBeHus, CO6CTBEHHOPYYHO Nognucan/a HacTOALLNIA
[OOKYMEHT. JINYHOCTb YKa3aHHOro ivua 6blia ycTaHoB/IeHa Ha OCHOBaHWUW YAOCTOBEPEHUS IMYHOCTH
004210680, BbigaHHoro 04.07.2014 r. AAMWHUCTPATVBHBIM OPITAHOM HOBA IOPULA.

AOMUHUCTPATMBHBIN c6op B pasmepe 3.00 eBPO B COOTBETCTBMM C TapUHbIM HOMepom 10 3akoHa 06
afMVHNCTPATMBHBLIX C60paxX OMnayeH.

Homep; 020-1/2018-5289
[Hata: 13.11.2018 .

BpaHka Maxop /nognuce/

3 rep6oBbIX nevatu/:

PECMYB/IMKA C/IOBEHUSA
OKPYXXHOW CY [, B HOBOW rOPULIE
34
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POLIDENT d.o.o. Industrlja dentalnih proizvodov - Dental products industry O I e t

\dGaDacp42. 28 \dija Decp. Soanija 1, %&Q%I%@
PRIMODENT

WNHCTPYKLMM NO NMPUMEHEHUIO
MeANLMHCKOT0 n3aenus «CMHTeTUYECKIE NONNMEPHbIe 3yObl»

CuHTeTnyeckme nonumepHble 3y6sl PRIMODENT npegHasHayeHbl A1 MCNOMb30BaHMS
crneumanmcTaMmm; 3y6HbIMU TEXHUKAMKU U CTOMATON0raMun Ans BCex BUAOB MPOTE30B U 1AeasibHO
UMUTUPYIOT eCTECTBEHHbIE 3y6bl. PaboTa ¢ 3y6HbIMY MpoTe3aMu TpebyeT 06bIYHOTO anropuTMa
paboTbl 3y6HOro TexHWKa, MO3TOMY B MOAPOGHBLIX WHCTPYKUMAX MO 3KCMnyatauum Het
HeobxoAMMOCTU. POPMbI CUHTETUYECKUX MNOMMMEPHbIX 3y60B Primodent compoBoXjaroTcs
LLIKA/ION OTTEHKOB, MOMOTaKoLLEN B NpoLecce N3roTOBNEHUS NPOTE30B.

Ha3HaueHUe:
[N 3aMeHbl OTCYTCTBYHOLLMX 3y60B C MOMOLLbIO MOMHOrO M YaCTUYHOIO NPOTE3MPOBaHNS.

3y6bl ycTaHaBNMBAKTCA Ha HOCUTENN (HOCUTENb
AN PPOHTaNbHLIX 3y60B 1 HOCUTENb AN BOKOBbLIX
3y6oB). Ha Kaxgom  nepefHem  HocuTene

Il T3 YyCTaHOB/EHbl LWEeCTb (PPOHTaNbHbIX 3y60B. Ha
P32 TL 1251 KOKZOM 3afHEM HOCUTENe YCTaHOB/EHbl BOCEMb
]!,]52,13 1212131%4 GOKOBbIX 3y00B.

A

214 B2 1314 JlocTynHoe Wwmnpokoe pasHoobpasne hopMm o0TBeYaeT
I%’I55]I56 %]% AaXe caMbIM CTPOTUM KpPUTEPUAM.
151]?517 TI%%S BepxHue nepegHue 3y0bl no (hopme

T B NoApa3fensalTcs  Ha  rpynmny  TPeyrofbHbiX,
PR 51 OBaJIbHbIX W KBafpaTHbIX 3y0O0B.

1314 21314 .

6 T4T6 LocTynHble ¢opmbl 3y6oB PRIMODENT:
1 ’Sl. - A6 (dhpoHTanbHble 3y6Obl Bepx): 41, 42, 43, 43A,
Tl 44, 45, 46, 01, 02, 03, 04, 05, 05A, 06, 31, 32, 33,

'V]%?i}rz E%P&ﬂ 34’ 35) 36, 37, 37A, 38, 39, 321, 341, 371
141516 135'5 - A6 ((hpoHTaNbHbIe 3y6bl HKM3): 11,12,13,14,15,16,

' 17, L2, L6, L8,
]516|E|5'8 TI%ES'IB - A8 (60koBble 3y6bl Bepx): T1, T2, T3, S1, S3, S5,

L3
T4, T6.
6L, 18 5 - A8 (6okoBble 3y6bl HM3): T1, T2, T3, S1, S3, S5,

A Mn 1,39
1314 12 PRSI T4, To.
BUL2 14
1314 16 TRR5H Lkana  OTTEHKOB nossonser nogobpatb
]5]5’ L6 T45 NMoAXOAAWMIA  OTTEHOK 3y6oB B  rpoLecce
1516 T455 M3roTOB/EHNS NPOTE30B.
L3 T45,To

CuHTeTUYECKME NonumMepHble 3y6bl PRIMODENT pgoctynHbl BAByX Wwikanax oTTEHKOB:

- wkana otteHKoB PRIMODENT: ¥0, ¥1, ¥2, ¥3, ¥4, ¥5,  ¥6, B1, B2, B3, B4, B5, B6, 01, 02,
03, 04, 05, O6.

- Wwkana oTTreHKoB PPIMOOEOT V: BE3, Al, A2, A3, A3,5, A4, B1, B2, B3, B4, C1, C2, C3,
C4,02, 03, 04.

YcnoBusa akcnnyatauumu:

Oco6bIX YCNOBWIA 3KCMyaTaLnmn HeT.

YcnoBus npuMeHeHWs: 3y6bl MpeAHasHauyeHbl A1 WCMOMb30BaHMS B CTOMATONOTMYECKMX
KNMHMKaX.
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MoTeHUManbHbI1 NOTPE6UTENb: 3y6HbIE TEXHUKM, CTOMATONOr. Bo BpemMs NMpou3BOACTBA 3y6HbIX
MpoTe30B TPeBYoTCs 06blyHble paboume MNpouedypbl 3yGHOrO TeXHMKa, MO3ITOMY HET
HE06X0AUMOCTMN B MOAPOGHbIX MHCTPYKLMAX MO SKCMTyaTaLui.

Moka3aHnA A9 NPUMEHEHUSA:
3aMeHa eCTeCTBeHHbIX 3y605 nagnmeHTa nytem nposBeaeHnAa nojiHoro wun  4acTuU4yHOro

NpoTe3MpoBaHms

MpoTuBOoNoOKa3aHMUA ANA NPUMEHEHUA:
HeT HMKaKoro M3BecTHOro NPOTMBOMNOKa3aHUA K MCNOMNb30BAHUIO CUHTETUYECKUX MOMNMEPHbLIX

3y60B.

Mepbl NPefoCTOPOXHOCTMK:
MpoayKTbl He OTMeuyeHbl TpeGoBaHMAM 6Ge30MacHOCTW, MNPefOCTEPEXEHMAMU WM Mepami
NPeaoCTOPOXHOCTH, B CBA3W C OTCYTCTBUEM.

MaTepuansbl:

CuHTeTMyeckme nonumepHble 3yobl PRIMODENT coctosT 13 Tpex cnoes. Komnosmuus
npeacTaBnser COO0OM CUMbHO CLWIWTBLIA  NOAUMETUAMETaKpuaaT M NUrMeHTbl.  CTCHOBHbIM
CbIpbEBbIM  MaTepuasoM, WCMOMb3yembiM A8 NOAUMepusauuu, SABAAKOTCA:  MOPOLUOK
nonuMeTusIMeTakpuiara, MOHOMep MeTW/MeTakpunara, AUMeTakpunaT  3TUEHTIMKONA,
NnepoKcug 1 NUrmeHTbl. 3y6bl WKanbl OTTEHKOB CAeNaHbl 13 TOr0 XXe mMaTepuana, Yto U Bce 3yobl
PRIMODENT.

dopma BbinycKa:

CuHTeTnyeckne nonumepHbole 3y6ol PRIMODENT BbiNycKaloTCa B C/EAyOWMX BapraHTax
NCNOSTHEHMA:

- A8 (6oKoBble 3y6bl BepX) 8 LWT.

- A8 (60KOBble 3y6bl HM3) 8 LUT.

- A6 (ppoHTanbHbIE 3y6bl BepX) 6 LUT.

- A6 ((hpoHTasbHble 3y6Obl HK3) 6 LT.

- A28 (NoNHbIV rapHUTYp: 60KOBbIE, (hPOHTasIbHbIE 3y6bl) 28 LWT.
MpuHagnexxHoctn (No 3akasy):

- WKana otreHKoB PRIMODENT

- WKana otteHKoB PRIMODENT V

YnakoBKa:

Kaxblin HocuTenb ¢ 3ybaMun ynakoBbIBaeTCS B KAPTOHHYH KOpobky PRIMODENT.
MakcumanbHOe KONNYeCTBO HocUTeNeln Ans 3y60B B KaX0l KOpOGKe:

- Hocutenn ¢ BEPXHUMW 1 HXKHUMUK NepeaHUMN 3y6amu: 32 LuT.

- Hocutenn ¢ BEPXHUMW M HKHUMW 3afHUMK 3yBamn: 22 LuT.

- 4 NONHbIX rapHUTypa (Kaxabli KOMMNIEKT COCTOUT M3 1-ro0 HOCUTENS C BEPXHUMMW NEPEeSHUMMU
3y6amu, 1-ro HOCUTENSA C HWKHUMW nepeaHUMM 3ybamu, |-ro HocUTeNs ¢ BePXHUMU 3aaHUMM
3y6amu, 1-ro HOCMTENA C HXKHUMKN 3aHUMK 3y6amu).

MUHMMaIbHOE KONMYECTBO MOCTaBKMU:

- A8 (60KoBble 3y6bl BepX): 8 LWT.

- A8 (60KoBble 3y6bl HK3): 8 LUT.

- A6 ((hpoHTasbHbIE 3yObl Bepx): 6 LT,

- A6 (thpoHTanbHbIe 3y6bl HM3): 6 LWT.

CuHTeTnYeckune nonumepHble 3yobl PRIMODENT noctaBnseTcs B KOMMAEKTE C UHCTPYKLMEN
Mo MPUMEHEHNIO.

TpaHCNnoOpTUPOBAHWE U XPaHEHUE:

OCoG6bIX YCNOBUWIA TPAHCMOPTUPOBAHWS 1 XpaHeHWst He TpebyeTcs. M3nenns AOMKHbI XPaHUThCS
B OPUTMHANBHON YNaKoBKe, B YACTOM CyXOM MECTe BAani OT CO/THEYHOrO CBETA WM UCTOYHUKA
Tenna.

MNpownssognTens:

POLIDENT d.o.0., Industrija dentalnih proizvodov, Dental Products Industry (POLIDENT d.0.0.)
Agppec: Volcja Draga 42, Volcja Draga, Slovenia

Ten:+00386 (0)5 330 48 40

Pakc: 00386 (0) 533048 70
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YNOMHOMOUYEHHbI NpeAcTaBUTeNb npounssBoanTens B Pd:

AKLMOHepHoe 06LecTBo «OMHU Mep» {AO «OMHM Mef»)

Poccus, 115598, r. Mocksa, yn. 3aropbesckas, 4.10, kopn. 4, 3 LOKObHbIA nom | K 7-2 07
Ten:+7 (495) 255-16-13, +7 (499) 235-11-74

E:tall: 4547170@gmail.com

MapaHTNA

KomnaHusa «Polident» HeceT OTBETCTBEHHOCTb 3a MPOAYKUMIO, B CNy4ae KakuMx-nmbo c60eB B
paboTe NpoayKumu.

lapaHTUiiHble 0653aTeNbCTBa NPOWM3BOAMUTENA OTCYTCTBYIOT, €CAM MPOAYKT MOCTaBnseTcs B
COOTBETCTBMM C XapaKTEPUCTMKaMM KayecTBa NPoAyKTa U TpebyembiM KONYECTBOM.

CpoK cnyX6bl N XpaHeHUNS

CpOK XpaHeHUs CUHTETMYECKUX MONIMMEPHbIX 3y00B HEOrpaHU4eH, ecnu nNpPoAYKThl
06pabatbiBalOTCA U XPAHATCA B HOPMA/IbHbIX U NPeANUCaHHbIX YC0BUAX.

Cpok cny6bl B opraHu3me yenoBeka (B POTOBOW MOMOCTWN) 3aBUCUT He TOMbKO OT CBOMCTB
matepuana 3y6oB 1 opmMbl 3y60B. ECTb MHOT0 Apyrnx (hakTopoB, KOTOPblE MOTYT MOB/UATL Ha
MPOAO/MKUTENBHOCTb «KWU3HW» U3LeNNs BO PTY, OCOBEHHO M3-3a K/IMHWYECKOro MUCTUpaHus,
COCTOSIHWSA MOMIOCTU pTa MnauueHTa (3HaveHune pH, KypeHue), ath(heKTUBHOCTU U CUSbI XKEBaHMA,
mMaTepuana 1 nosioXXeHne aHTaroHucTa, abpasvBHOCTY MaTepuana B 3yOHbIX MacTax v YUCTALMX
CpeAcTBax, Hanuuuu 6pykcusma u Ap. TO3TOMY TOUHbIA CPOK CNYXObl He onpefensercs
MPON3BOAUTENEM.

KpuTepumn HeNPUrogHOCTM MeAUUMHCKOTO M3AeNNs AN NPUMEHEHNS
3penne ogHOKPATHOrO NPUMEHEHUS, HeMb3s UCNOMb30BaTb MOBTOPHO.

YTnnusauua meanLMHCKOro U3genns:

Micnonb3oBaHHbIEe n3penna YTUTN3NPYIOTCA B COOTBETCTBUA C AGMCTByDMMM
3aKOHOAaTe/IbCTBOM KaK annaemMmnonorn4eCckm onacHblie oTxoabl.

M3genua, He Ucnonb30BaHHbIE MO NPAMOMY Ha3HauyeHUo Mo KaKon-nn6o MpuUYnHE, OTHOCATCA K
Knaccy annaemMunosiormyeckun 6e30MnacHbIX 0TX0/0B.

MapKknpoBka

Kak n gpyrue npoayktbl komnaHum «Polident», 3y6bl PRIMODENT umetoT mapkuposky CE
{cepTudmkaums Espocotosa):

C€ 2460

CVMBO/IbI, UCNONb3YeMble NPU MAPKUPOBKE MEAULMHCKUX U3AENNIA

MponssoanTens
(Yl
Da O6paTnTech K MHCTPYKLMM NO MPUMEHEHUIO
BEP Homep no Katanory
0T Kop naptum
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CROSS LINKED 2

VIHCTPYKUMM NO NPUMEHEHWUIO
MeaNLUHCKOro nsgenns « CUHTeTUYECKUE NONNMepPHbIe 3y6bi»

3y6bl CROSS LINKED 2 npefgHasHaueHbl A1 WUCMOMb30BaHNS
cneuvanncTamu; 3yO6HbIMU TEXHUKAMW M CTOMATONOramMu AN BCEX BMAOB MPOTE30B U MAEASTbHO
UMUTUPYIOT €CTECTBEHHbIE 3ybbl. PaboTa ¢ 3y6HbIMM NpoTe3amu TpebyeT 06bIYHOr0 anropuTma
paooTbl 3yOHOro TeXHWKa, MNO3TOMY B MNOAPOOHLIX WHCTPYKUMAX MO 3KChayaTauum HeT
HeooXoAnMMocT. PopMbl  CUHTETMYECKMX MoNuMepHbiX 3y6oB CROSS LINKED 2
CONPOBOXAAKOTCSA LUKaN0N OTTEHKOB, NOMOratoLLeli B NpoLiecce M3roTOB/IEHMS NPOTE30B.

Ha3HauyeHUe:
[ns 3aMeHbl OTCYTCTBYHOLLMX 3y60B C NOMOLLHO MOAHOMO M YaCTUUYHOIO NPOTE3MPOBaHMS.

[0CTynHOE LNpoKoe pa3Hoo6pasve OopM OTBEYAET JaXKe CaMbIM CTPOTUM KpPUTEPUSIM.

3y6bl ycTaHaBnMBalOTCA Ha HOCUTENW (HOocUTeNb ANns
(bpOHTasIbHbIX 3y60B M HOCUTE/b 415 GOKOBbLIX 3y0OOB).

% 1 T1 Ha KaXgom nepefHeM HOCWUTENEe YCTAHOB/EHbI LUECTb
5 %122% 112 (DPOHTaNbHbLIX 3y60B. Ha Kak4oM 3afHeM HocuTene
0 R _1_21%%_4 yCTaHOB/IEHbI BOCEMb 6OKOBbIX 3y60B.
% ]1:3[41‘41“5]5 314 nocrynnble dopmbl CROSS LINKED 2:
37 516 :I[Z% - A6 (poHTanbHble 3y6bl BepX); 41,42, 43, 44, 45 01
oL Y ' 02, 03, 04, 05, 06, 31, 32, 33, 34, 35, 36, 37

T1 - A6 (chpoHTanbHble 3y6bl HK3): M, 12,13,14,15,16 17
8% %ﬁ %}3 - A8 (6okoBble 3y6bl Bepx): T1, T2, T3, T4, T5, T6
o 1415 Tate - A8 (60KoBble 3y6bl HU3): Ti, T2, T3, T4, T5, T6.
0 .
06 %% -I%I-%B CuHTeTnyeckve nonmmepHsle 3y6sl CROSS LINKED 2
a U T LOCTYMHbI 23 COOTBETCTBMU CO LUKanoli oTTeHkoB CROSS
% R VR LINKED 2.
M 1]%% '1'3,]&%1'6 LWkana otTeHkoB CROSS LINKED 2: BL3 Al A2
45 516 o A3, A35, A4, Bl B2, B3, B4,C1,C2, C3, C4, D2, O3’

McKyccTeeHHble 3yObl M3roTOBMEHbI M3 ABYX cnoeB. Konnekums cocTouMT m3 18 pasnnyHbIX
mogenein oopM BEPXHUX NepeaHuX 3y060B, KOTOpble Noapasfenstorcs Ha 3 rpynnbl (OBasibHble
3frsy6os” 7 pas3nnyHbIX (HOPM HMXHUX nepegHnx M 6 *3aH Y C dopm

YcnoBusa akcnayaTauum:

OCOoBbIX YCNOBUIA aKCMAYyaTaLWN HET.

YCnoBuA MpUMEHEHNA: 3ybbl MpegHasHadueHbl nng ycnonw3oBaHMs B CTOMATOMOFMYECKMX

KNMHUKaX.

MoTeHUManbHbIl NoTpe6UTeNb: 3y6GHbIE TEXHWUKM, CTOMATONOTN.

Bo Bpems Npon3BOACTBA 3y6GHbLIX MPOTE30B TPebytoTca 06blUHbIEe paboune NpoLesypbl 3y6HOro

TEXHWKA, MO3TOMY HEeT HEOBXOAUMOCTM B MOAPOBHBLIX MHCTPYKLMAX No akcnnyatauyl A
noaobpatb NOAXOAALLMI OTTEHOK 3y60B B MPOLIECCE M3TOTOBMEHMS

MokasaHuUa ANA NPUMEHEHUSN:
3ameHa ecTeCTBEHHbIX 3y60B MaLMeHTa NyTeM MPOBeAeHMS MOIHOT0 U YaCTUYHOIO
MpoTe3pPOBaHMs

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



MpoTuBONOKasaHUa AN NPUMEHEHUA:
HeT HMKaKOro N3BeCTHOr0 MPOTUBOMOKA3aHNSA K UCMO0/b30BaHWNKO CUHTETUYECKNX MNONMMEPHbIX
3y60B.

Mepbl NPesoCTOPOXHOCTN:
MpoayKTbl He 0OTMeYeHbl TpeboBaHMAM 6e30MacHOCTU, NPeLOCTEPEXEHUAMMN UM MepamMu
MpesocTOPOXHOCTHY, B CBA3WN C OTCYTCTBUEM.

MaTepuanbl:

CuHTeTnueckne nonumepHole 3ybbl CROSS LINKED 2 coctoat u3 fByx cnoes. CocTas
npescTaBnser CO60M CUNbHO CLUUTBIA MONMMETUAMETAaKpUNaT W MUrMeHTbl. OCHOBHbIM
CbIPbEBbIM  MaTepuasiom, WCMO/b3YyeMbIM AN NOAUMepu3auuun,  ABAAKOTCA:  NMOPOLLOK
nonvMeTUNIMETakpuaarta, MOHOMep MeTWAMeTakpunara, [AWMeTakpunaT — 3TUIEHTINKONA,
nepoKcug v NUrMeHTbl. 3y6bl LKa/bl OTTEHKOB CAeNnaHbl U3 TOro e MmaTtepuana, YTo 1 Bce 3y6bl
CROSS LINKED 2.

dopma Bbinycka:

CuHTeTMyeckune nonnmepHsEe 3yobl CROSS LINKED 2 BbinycKatoTCs B CNeAyoLwmx BapuaHTax
NCNOMHEHNS:

- A8 (60KoBble 3y0Obl BEPX) 8 LLT.

- A8 (60KoBble 3y6bl HK3) 8 L.

- A6 ((hpoHTaNbHbIe 3yObl BepX) 6 LuT.

- A6 (ppoHTasbHbIE 3yObl HM3) 6 LWT.

- A28 (NONHbIV rapHUTYp: 60KOBbIE, (DPOHTaNbHbIE 3Y6bl) 28 LWT.

MpuHagnexHocTn (No 3akasy):

- Wkana otteHKoB CROSS LINKED 2

YnakoBKa:

Kaxaplli HocuTenb C 3y6amm ynakoBbIBaeTCS B KapTOHHYH Kopobky CROSS LINKED 2.
MakcumanbHOe KOMYeCTBO HOCUTeNe ans 3y6beB B KaXKA0N KOPOOKe:

“HocuTenn ¢ BEpXHUMUN Y HXKHUMUW NepesHnMy 3ybamm: 32 L.

- HocuTenu ¢ BePXHUMU U HUXKHUMW 3aAHUMK 3ybamu: 22 LWT.

- 4 NONHLIX TapHUTYpPa (KaX/blii KOMMIEKT COCTOMT M3 1-Tr0 HOCUTENA C BEPXHUMU MEPESHUMM
3y6a|v||/|, 1-ro HoCUTENS C HMXXHUMU nepegHNMuU 3y6a|vw|, -0 HOCUTENA C BEPXHUMU 3aaHUMU
3y6amu, 1-ro HOCUTENS C HUKHUMW 3aHUMUK 3yBamn).

MuWHUMaIbHOE KOMMYEeCTBO MOCTaBKU:

- A8 (6oKoBble 3y6Obl BEpX): 8 LuT.

- A8 (60KOoBble 3y0Obl HUK3): 8 LLT.

- A6 ((hpoHTanbHbIe 3yobl BepX): 6 LWT.

- A6 ((hpoHTasIbHbIe 3yObl HK3): 6 LUT.

CuHTeTn4yeckne nonmmepHble 3y6bl CROSS LINKED 2 nocTtaBnstwoTcs B KOMMJEKTe C
WHCTPYKLMEN NO MPUMEHEHNIO.

TpaHCnOpTUpPOBaHUE U XpaHEHUE:

OCo6bIX YCMOBUIA TPAHCMOPTUPOBAHMS U XPaHEHWs He TpebyeTcs. V3aenms AoMKHbI XPaHUTLCS
B OPUTVHA/bHOI YMaKoBKe, B Y/CTOM CyXOM MecCTe BAasn OT COHEYHOrO CBETa UM UCTOYHMKA
Tenna.

MpownssoanTesnb:

POLIDENT d.o.0., Industrija dentalnih proizvodov. Dental Products Industry (POLIDENT d.0.0.)
Agppec: Volcja Draga 42, Volcja Draga, Slovenia

Ten:+00386 (0) 5330 48 40.

dakc: 00386 (0) 533048 70

E:mail: polident@polident.si

YNONHOMOYEHHbIN NpeacTaBUTeNb NpPou3BoaUTENA B PD:

AKLMOHepHoe 06LecTBo «OMHU Mea» (AO «OMHU Mef»)

Poccus, 115598, r. MockBsa, yn. 3aropbeBckas, 4.k0, kopn. 4, 3 UOKOMbHbIA nom 1K 7-2 Od7
Ten: +7 (495) 255-16-13, +7 (499) 235-11-74

E:mail: 4547170@gmail.com
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rapaHTus
KomnaHua «Polident» HeceT OTBETCTBEHHOCTb 3a MPOAYKUMIO, B Clyyae KaKMX-NM60 c60eB B
paboTe NpoayKumu.

apaHTWilHble 0653aTeNbCTBA MPOM3BOAUTENS OTCYTCTBYIOT, €CIM MPOAYKT MOCTaBMseTcs B
COOTBETCTBMM C XapaKTEPUCTMKAMW KayecTBa MPOAYKTa U TpebyembiM KOTMYECTBOM.

CpoK cnyX6bl 1 xpaHeHUA

CpoK XpaHeHWUs CUHTETUYECKUX MNOMMMEPHbIX 3y60B He OrpaHuW4YeH, ecnu MpoayKTbl
06pabaTbIiBAOTCA M XPAHATCA B HOPMaSIbHbIX U MPeAnyCaHHbIX YCI0BUAX.

Cpok cnyb6bl B opraHu3me 4enoBeka (B pOTOBOV MNONOCTM) 3aBUCUT HE TONbKO OT CBOWCTB
marepuana 3y6oB v hopMbl 3y60B. ECTb MHOTO Apyrux (akTopoB, KOTOPble MOTYT NOBNATL Ha
MPOLO/MKUTENBHOCTb <<OKU3HWU» U3[eNMs BO PTY, OCOBEHHO M3-3a KMHWYECKOro WCTUpaHus,
COCTOSIHMSA MOMIOCTM pTa nauueHTta (3HavyeHne pH, KypeHue), aMEKTUBHOCTU N CUJIbl XKeBaHNS,
marepuana u nonoXKeHne aHTaroHMCTa, abpasnBHOCTU MaTepuana B 3yOHbIX Nnactax v YNCTALMUX
CpeAcTBax, Hanuuum 6Gpykcusma v ap. M03TOMy TOUHbIA CPOK CAYX6bl He onpeaensercs
MPOV3BOAUTENIEM.

KpuTeprn HeNpuUrogHoCTU MeAULIMHCKOIO U3AENNsa ANns NPUMEHeHMs!
W3aenne oaHOKPATHOIO MPUMEHEHNS, HEMb3S UCMO/Mb30BaTh MOBTOPHO.

YTunusauma MefuLnMHCKOro N3genns:

Vicnonb3oBaHHble  M3AenuMs  YTUAU3UPYKOTCS B COOTBETCTBUM  C  [eACTBYHOLWUM
3aKOHOAaTeNbCTBOM KaK 3anuAeMnonorMyecky onacHble 0TXoAbl.

WN3penus, He MCNOMb30BaHHbIE MO NPSAMOMY Ha3HAYeHMIO MO KaKoi-nMbo NpuymnHe, OTHOCATCS K
Knaccy annaeMunonornyecky 6e3onacHbIX 0TX040B.

Mapkunposka

Kak u gpyrve npoayktbl kKomnaHuu «Polident», 3y6bl CROSS LINKED 2 nmetoT MapKUpoBKY
CE {cepTudmkaums Espocotosa)'.

d 2460

CVMBO/IbI, UCMOMb3YEMbIE MPU MapKUPOBKE MEAULMHCKUX U3AeNNii

Mpownssogutens

O6paTnTeCh K MHCTPYKLMM MO MPUMEHEHMIO

T
REE Howmep no katanory
LOT Kog napTtun
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REF-LINE

WNHCTPYKLUN NO NPUMEHEHNIO
MEeAVNLMHCKOro nsaenns «CUHTeTUYeCKMe NoIMMepHble 3yGbi»

CuHTeTMyeckne nonumepHole 3y6bl REF-LINE npegHasHayeHbl A8 MCMNOMAb30BaHWA
cneymannucTamm; 3yoHbIMM TeEXHUKaAMU U CTOMAaToN0ramMmmn ans Bcex BUAOB MPOTE30B N MAEabHO
UMUTUPYIOT eCTECTBEHHbIE 3ybbl. PaboTa ¢ 3y6HbIMU NpoTe3amu TpebyeT 06bIYHOro anroputTMa
paboTbl 3yOHOr0 TeXHWKa, MO3TOMY B MNOAPOOHBIX WHCTPYKUMAX MO 3KChayaTaumu Het
HeobxoaumocT. PopmMbl CUHTETUYECKUX MNOAMMeEpPHbIX 3y6oB REF-LINE conpoBoxaatoTcs
LUKa/I0 OTTEHKOB, MOMOratoLLeil B NpoLecce N3roToB/eHNs NPOTE30B.

Ha3HauyeHUe:
[Ns 3aMeHbl OTCYTCTBYHOLLMX 3y60B C MOMOLLbI NOSTHOMO M YaCTUYHOIO MPOTE3NPOBAHUS.

[L0CTYNHOE LWMPOKOe pa3Hoo6pasme hopm OTBEYAET JaXKe CaMbIM CTPOTUM KPUTEPUSIM.

3ybbl ycTaHaB/MMBAKOTCA Ha HOCUTENN
(HocuTenb AN PPOHTANbHbIX 3y60B K
HocuTenb Ans 60OKOBbIX 3y6oB). Ha
KaX oM nepegHem HocuTene
YCTaHOB/IEHbl  LWECTb  (PPOHTANIbHbIX
3y60B. Ha Kaxaom 3afHem HocuTtene
YCTaHOB/IEHbl BOCEMb BOKOBbIX 3y60B.

JocTynHble dopmbl  3y60B REF-
LINE:

- A6 (thpoHTanbHble 3y6bl BepX): MI,
M3, M4, M6, N3, N4, N6, W3, W4,
W6, H3, H4, H6

- A6 (thpoHTanbHble 3y6bl HU3): VI,
V3,V4, V6, V8, ns, U4, U6

- A8 (6okoBble 3y6bl Bepx): R2, R4,
R6, F2, F4, F6, Q1,Q3, Q5.

- A8 (60KoBble 3y6bl HI3): R2, R4, R6,
F2, F4, F6,Q01,03,Q5.

CuHTeTUYeCKMe nonmmepHble 3yobl REF-LINE A0CTynHbl B COOTBETCTBMM CO LUKANOW OTTEHKOB
REF-LINE. LWkana otteHkoB REF-LINE: Bbl, BL3, Al, A2, A3, A3,5, A4, Bl1, B2, B3, B4,
C1,C2, C3, C4, D2, D3,D4.

YcnoBua akcnayatayum:

OcCo6bIX YCNOBUIA IKCMAyaTaLUnN HeT.

YcnoBus nNpuUMeHeHuUs: 3yObl npefHas3HayeHbl A1 WCNOMAb30BaHMS B CTOMATOMOMMYECKMX
KIMHUKaX.

MoTeHUManbHbIA NOTPEOUTENb: 3yOHbIE TEXHWUKM, CTOMATONOTW.

Bo Bpems npon3BOACTBa 3yOHbIX MPOTE30B TPEOYHOTCA 00bIYHbIe paboyne NpoLeaypbl 3yGHOro
TEXHWUKaA, NO3TOMY HeT HE06X0AMMOCTH B MOAPOOHbLIX MHCTPYKUMAX NO 3KCNyaTauuu.

LLIkana oTTEHKOB NO3BONSET NOA0OPaTL NOAXOAALLNIA OTTEHOK 3y60B B MPOLECCE M3rOTOBNEHNS
npoTe30B.

MokasaHUs AN NMPUMEHEHUS:
3ameHa eCTeCTBeHHbIX 3y60B NauyueHTa NyTeM NpPoBeeHMst MOTHOr0 M YacTUYHOTO
npoTe3npoBaHus

fr—
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MpoTMBONOKAa3aHUA A/ NPUMEHEHUS:
He6T HUKaKOro W3BECTHOrO MPOTMBOMOKA3aHWS K NCMO/b30BAHWIO CUHTETUYECKUX MOMMMEPHBIX
3y60B.

Mepbl NPefoCTOPOXKHOCTK:
MpoAyKTbl He 0TMeYeHbl TPe6oBaHMAM 6e30MacHOCTM, NPefOCTEPEXKEHUSMI UM Mepamm
NPeA0CTOPOXHOCTH, B CBA3W C OTCYTCTBMEM.

MaTepunansbi:
CuHTeTMyeckne nonumepHole 3y6bl REF-LINE coctoaT w3 uyeTbipex cnoeB. CocTtas
npescTaBnseT co60M CUMbHO CLUMTBIA MOMMMETUIMETAKPUIAT, COAEPXKaLLWUiA HeopraHU4ecKui
HanosHWTeNb W NUIMeHTbl. OEHOBHbIM  CbIPbEBbIM  MaTepuasom, WUCMNONb3YeMbIM A1
nofMmepusaLmmn, ABASIOTCA: NOPOLLOK MOMMETUIMETaKpuiaTa, MOHOMEP MeTWIMeTaKpuiaTa,
OUMETaKpunaT 3TUMEHTIMKONA W Jpyrve ClUMBalOLIMe areHTbl AVMETaKpuaaToB, [LUOKCUL,
KpeMHus, ne OKCI/I%I/I MUIrMeHTbI.3y6bl LUKa/Ibl OTTEHKOB CAeNaHbl U3 TOr0 XXe Matepuana, 4to u
Bce 3y6bl REF-LINE.

dopma Bblinycka:
CuHTeTMYeckme nonmmepHble 3y6bl REF-LINE BbinyckalTCca B CNeAylOLUIMX BapuaHTaxX

NCMONHEHNS:
i - A8 (60koBble 3y6bl Bepx) 8 L.
- A8 (60KoBble 3y6bl HU3) 8 L.

- A6 ((poHTanbHbIe 3y6bl Bepx) 6 LWT.

- A6 ((hpoHTasIbHble 3yObl HU3) 6 LUT.

- A28 (NONHbIA rapHUTYp: 6OKOBbLIE, (PPOHTANIbHbIE 3YyObl) 28 LUT.
MpuHaanexxHocTtn Mo 3akasykE

- WkKana otTeHkoB REF-LINE

YnakoBka:
Kaxgbli HocuTenb ¢ 3y6amu ynakoBbIBaeTCs B KapTOHHYHO KopobKy REF-LINE. MakcmumanbHoe
KO/IMYECTBO HOCUTENER Ana 3yObeB B KaXKA0N KOPOOKE:
- Hocutenu ¢ BepXHUMU 1 HUOKHUMU NepesHnuMuy 3ybamu: 18 L.
- Hocutenn ¢ BEPXHUMU U HMXXHUMW 3aaHUMK 3y6amu: 12 .
- 4 NOMHbIX rapHUTypa (KaXAablii KOMNAEKT COCTOUT U3 1-ro HOCUTENS C BEPXHUMW NepesHUMU
3ybamu, 1-ro HOCUTENS C HWKHUMU nepegHUMU 3y6amu, 1-ro HOCMTens C BEPXHWMM 33AHUMU
3y6amu, 1-ro HOCUTENA C HWKHUMU 33HUMK 3ybamn).
MwuHMManLHoe Ko/IM4YecTBO NOCTaBKMU:
- A8 (60KoBble 3y0Obl BepX): 8 LWT.
- A8 (60KOBble 3y0Obl HK3): 8 LWT.
4 - A6 ((hpoHTaNbHbIE 3ybbl BepX): 6 LUT.
- A6 ((bpoHTanbHbIe 3y6bl HM3): 6 LUT.
CuHTeTUYecKne nonmmepHble 3ybbl REF-LINE noctaBnsatoTcs B KOMMNAEKTe C MHCTPYKLUUEl no
NMPUMEHEHNIO.

TpaHCNOPTUPOBAHWE N XPAHEHUE:
Oco6bIX YCNOBUIA TPAHCMOPTUPOBAHUSA W XpaHEHMS He TpebyeTcs. V3aenns [OMKHbI XPaHUTLCS
B OPUIMHaNbHON YMakKoBKe, B YMCTOM CYXOM MeCTe BAalM OT CONHEYHOro CBETa UM UCTOYHMKA
Tenna.

MpounsBoauTESb:
POLIDENT do.o., Industrija dentalnih proizvodov, Dental Products Industry (POLIDENT d.0.0.)
Appec: Volcja Draga 42, Volcja Draga, Slovenia

Ten:+00386 (0)5 330 48 40.

dakc: 00386 (0)5 33048 70

E:mail: polident@polident.si

YNONHOMOYEHHbIN NpeAcTaBUTENb Npou3BoauTensa B Pod:

AKUmoHepHoe 06uiecTBo «OMHU Mef» (AO «OMHU Mef»)

Poccus, 115598, r. MockBsa, yn. 3aropbeBckas, a.HO, kopn. 4, 3 L0KObHbIN nom | K 7-2 Od7
Ten:+7 (495) 255-16-13, +7 (499) 235-11-74
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MapaHTKNA

KomnaHusa «Polident» HeceT OTBETCTBEHHOCTb 3a MPOAYKLMIO, B Clyvyae Kakux-nm6o cboes B
paboTe NpPoAyKLUuK.

CapaHTUiiHble 0653aTe/lbCTBA NPOWU3BOAUTENA OTCYTCTBYIOT, €C/M MNPOALYKT MNOCTaB/feTcs B
COOTBETCTBUU C XapaKTePUCTUKaMW KayecTBa NPOLYKTa 1 TpebyemblM KOIMYECTBOM.

CpoK cnyX6bl U XpaHeHUS

CpoK XpaHEHUS CUHTETUYECKMX MNOMAMMEPHbIX 3y60B HeOorpaHuWyeH, €CiM  MPOAYKThI
06pabatbiBAOTCA M XPAHATCSH B HOPMabHbIX U NPeAnucaHHbIX YCNOBUSX.

Cpok cnyxo6bl B opraHu3Me 4esioBeka (B pOTOBOM MOMOCTW) 3aBUCUT He TOSIbKO OT CBOWMCTB
marepuana 3y60B 1 (hopMbl 3y60B. ECTb MHOIO Apyrux (hakTopoBs, KOTOPble MOTYT MOB/UATbL Ha
MPOAO/HKUTENBHOCTb <«OKU3HU» U3AeNNs BO PTY, OCOBEHHO W3-3a K/MHUYECKOr0 WCTUpaHus,
COCTOSIHWSA NONOCTW pTa naumeHTa (3HadeHne pH, KypeHue), apMEKTUBHOCTM W CU/bl XKeBaHUS,
maTtepuana U NoNOXeHWe aHTaroHUcTa, abpasvBHOCTU MaTepuana B 3y6HbIX NacTax W YMCTALLMX
cpeacTeax, Haimumm 6pykcmama u ap. M0o3TOMy TOYHbLIA CPOK CAyXObl He onpefensiercs
NMPOU3BOAMUTENEM.

KpnTepun HenpurogHoCcT MeANLMHCKOTO U3AeNns AN NPUMEHEHUS
3aenve 04HOKPATHOTO MPUMEHEHNS, HeMb3si UCMO/b30BaTb MOBTOPHO.

4 YTunnsauma MeguunHCcKoro nsgenus:
Mcnonb3oBaHHble  M34enMA  YTUAM3MPYHOTCA B COOTBETCTBMM € [e/CTBYHOLLUM
3aKOHOATeNIbCTBOM KaK 3nnAeMunonormyeckn onacHble 0Txodbl.

W3penus, He MCMob30BaHHbIE MO NPAMOMY Ha3HAYEHWMIO MO KakKoW-M60 NpuymnHe, 0THOCATCA K
Kfiaccy anunaemMmnonornyeckn 6e3onacHbIX 0TX0A0B.
MapkupoBKa

Kak n gpyrue npoayktbl Komnauuu «Polident», 3y6el REF-LINE wumetoT mapkmposky CE
(cepTndmkauymsa EBpocorosa):

C€ 2460

CVMBO/bI, UCMONb3YEMble NPY MaPKMPOBKE MEAVLMHCKUX U3LeNnii

MponssoanTenb

O6paTnTeCh K UHCTPYKLMUW MO MPUMEHEHNIO

ca
[rP Howmep no katanory
LOT Kopg naptun
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Poccuiickaa depepaums
Mopoz Mocksa

LLIecToro ceHTA6ps ABe ThiCAUN AeBSATHAALATOrO roga
A, Pe6puHa EneHa MU TpUeBHa, BPEMEHHO WCMONHsOLWAs 06513aHHOCT U HOTapuyca

ropoga Mocksbl AkumoBa IMneba bopucosuya, CBUAETENLCTBYIO NOAIMHHOCTb NOANMUCU NepeBoYnKa
Anekceesa Anekces AnekcaHaposmya.

Moanuch coes™ a B em NpUCY TCTBUM.

NnunocTbkMwnca™ M oKyMeHT yCTaHOBNeHa.

3apedcTMpTaHo seesBMLLMHo 77/09-H/77-2019-
r * ymHbI(no Tapudy): 100py6.
YnMTAaM (i M AH Y (b y&NMBOBOM0 1 TEXHMYECKOro XapakTepa: 200 py6.

E4 pXpuHal kp'; =

Bcero nporLLi*p*uruMA oHYMepOBaHO
W CKpenneHo neyaTbio LY,

BPNO HoTapuyca
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