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Urkundenrolle-Nr.: 567 /2019 U
Hiermit beglaubige ich die heute vor mir personlich geleisteten Unterschriften von .

1 Herrn Jorg Meister, geb. am 23.09.1966,
dienstliche Anschrift Rodenbacher Chaussee 4, 63457 Hanau,

2. Frau Kristina Neeb, geb. am 12.06.1971,
dienstliche Anschrift Rodenbacher Chaussee 4, 63457 Hanau.

Herr Jorg Meister handelt als Geschaftsfuhrer und Frau Kristina Neeb handelt als
Prokuristin fur die Firma DeguDent GmbH, eingetragen im Handelsregister des Amtsgerichts
Hanau unter HRB 7182.

In meiner Eigenschaft als Notar bescheinige ich hiermit aufgrund heutiger Einsichtnahme in
das Handelsregister des Amtsgerichts Hanau, HRB 7182, dass Herr Jorg Meister und Frau
Kristina Neeb gemeinsam zur Vertretung der DeguDent GmbH berechtigt sind.

Herr Jorg Meister und Frau Kristina Neeb sind dem Notar von Person bekannt.

GleichzeiJ™ halte ich fest, dass die Frage nach einer Vorbefassung i.S.d. 8 3 Absatz 1 Ziffer
7 Beurkl*verneint wurde.

Hanayi/den Il.Juni 2019
(RodeiTt)acher-Chaussep-4, Hen?")

Eberhard

Ngftar

Document Register No.: 567 /2019 U

| herewith certify the signatures enforced in front of me of

1. Mr. Jorg Meister, born on September 23/ 1966,
with registered office at Rodenbacher Chaussee 4, 63457 Hanau,

2.  Mrs. Kristina Neeb, born on June 1221971,
with registered office at Rodenbacher Chaussee 4, 63457 Hanau.

Mr. Jorg Meister acts as Managing Director and Mrs. Kristina Neeb acts as authorized
signatory for DeguDent GmbH with registered office at Hanau.

jeby certify on the basis of today's inspection of the electronic commerical register at the
loca tin Hanau under HRB 7182, that Mr. Jorg Meister and Mrs. Kristina Neeb are
entil AsQresent the company DeguDent GmbH at Hanau jointly.

Mrs. Kristina Neeb are personally known by the notary.

ie, that the interested parties denied the question of a prior
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APOSTILLE

(Convention de la Haye du 5 octobre 196

1 Land: Bundesrepublik Deutschland
Diese offentliche Urkunde
2. ist unterschrieben von Eberhard Uhlig
3. in seiner Eigenschaft als amtlich bestellter Notar
4. sie ist versehen mit dem Siegel/Stempel des
Notars Eberhard Uhlig

Bestatigt
5. in Hanau 6. am 24.06.19
7. durch die Frau Prasidentin des Landgerichts

8. unterNr. 640/2019
9. Siegei/Stempei 10. Unterschrift

Wetzei
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1. Name of the medical device

“Dental investment materials Celtra® Press investment” in various delivery forms with
aceessories:
I. Delivery forms:

1 Refraetory investment material for pressing Celtra® Press investment, 6 kg (60 bags of
100 g).
2. RefrgZ:tory investment material for pressing Celtra® Press investment, 4.5 kg (45 bags of
100 g each).
3. Liquid for mixing refractory investment material for pressing Celtra® Press investment
Liquid - 1000 ml.
1 Accessories:

1 Silicone form (cuff) Celtra® Press Muffle former - 100 g or 200 g

2. Ring to form a muffle Celtra® Press Muffle ring in two parts (base and cover) - 100 g or
200 g.

3. Celtra® Press investment Plunger press stamp - 25 pcs / pack.

4. Firing Pad (3 pcs / pack)

2. Information about medical device manufacturer/developer, manufacturing sites

2.1 Information about medical device manufacturer

DeguDent GmbH, Rodenbacher Chaussee 4, 63457 Hanau-Wolfgang, Germany
2.2 Information about medical device developer

DeguDent GmbH, Rodenbacher Chaussee 4, 63457 Hanau-Wolfgang, Germany
2.3 Information about manufacturing sites

DeguDent GmbH, Rodenbacher Chaussee 4, 63457 Hanau-Wolfgang, Germany

3. Intended use

The medical device is intended for the manufacturing of molds for pressing ceramics, including
lithium silicate ceramics stabilized by zirconium oxide, as well as lithium disilicate ceramics for

the purpose of further use in dental laboratories for modeling dental prostheses.
4. Medical device operation principle

The medical product is a dental packaging material for pressing ceramics. Powdered investment
material, consisting of a refractory material and a phosphate binder, is mixed with a special liquid
to form a fluid mixture. The mixture hardens around the ingots, creating a form in which the pre-
heated ceramics is pressed. The medical device is a type 1, classes 1and 2 material.

This phosphate-based packaging material has been developed specifically for the use with lithium

silicate ceramics stabilized with zirconium oxide. The special composition of the investment
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allows for minimizing the formation of the reaction layer on the surface of ceramics. Investment
material is easily removed with a sandblaster and, thus, protects objects when divesting. The object
no longer requires acid treatment after air-abrading, thus saving valuable time and avoiding the
use of potentially dangerous chemicals in the lab. The Celtra® Press investment material is also
ideal for the conventional ceramic pressing technology.

Refractory investment material for pressing Celtra® Press investment is used only with a liquid for

mixing refractory investment material for pressing Celtra® Press investment Liquid.
5. Indications for Use of the medical device

Applicable for:

- Processing lithium silicate-based ceramics, stabilized with zirconium oxide (Celtra® Press,
manufactured by DeguDent GmbH_") for further use in dental laboratories for modeling dental
prostheses;

- Processing lithium-disilicate-based ceramics for further use in dental laboratories for modeling
dental prostheses;

- Processing all ingots for pressing lithium-disilicate ceramics available on the market for further

use in dental laboratories for modeling dental prostheses.

Human diseases or conditions which might require the use of this medical device: the need for

individual dental prostheses.
6. Contraindications

No contraindications to the use of the medical device have been identified.

7. Adverse events

- This material contains quartz; its regular and prolonged inhalation can lead to lung disease or
silicosis.

- The material may cause mechanical irritation of the skin and mucous membrane of the eyes and
respiratory tract.

- Ammonia vapors are formed when the investment material is heated above 200 °C which can

irritate the respiratory tract.

Caution: Ifyou feel unwell, seek medical advice.

Registration certificate No RZN 2018/7602 dated 14.09.2018
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8. Target users of the medical device
Only authorized and trained dental technieians are allowed to work with this medical device.
9. Precautions

It is recommended to read our hazard and safety warnings.

Even though Celtra® Press investment has an extremely low level of dust

emission, in the interest of health we recommend:

CAUTION!

When processing the powder:

* Use a local dust extraction unit.

* In case of insufficient ventilation, wear suitable respiratory equipment.

* Do not inhale dust.

» This material contains quartz, which may cause lung disease or silicosis on prolonged or
repeated exposure when inhaled.

» May cause mechanical irritation of the skin and mucosa of the eye and respiratory passages.
* Do not mix the powder with other materials.

* Dispose of the contents/container in accordance with local regulations.

When processing the liquid:

» Caution: Mixing liquids are caustic.

* If mixing liquid has come into contact with the skin, flush with plenty of water immediately.
* Ifthe liquid comes into contact with the eyes:

Rinse with a copious amount of water while keeping the eyelid open.

If complaints persist, consult an ophthalmologist.

* Do not mix the liquid with other liquids.

* Do not mix the powder with other materials.

* Protect the liquid from temperature below freezing.

When heating above 200 °C /390 °F):

» Formation of ammonia vapors

* [rritation and caustic reactions to the skin and mucosa (eyes, respiratory passages, gastrointestinal

tract after swallowing) must be expected on local contact.
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The pack contains quartz powder. Avoid breathing quartz dust! Danger of infection of the lungs

(silicosis / lung cancer).

When using this medical device, use protective equipment such as goggles, gloves and masks. Cut
the packaging with scissors and avoid dust formation when filling the mixing bowl. Rinse empty
packaging with water prior to rolling them up (crumpling). Dust in the working area and on the
surfaces should be removed only by wet cleaning. After pressing, completely cool the cuff by
immersing it into water so that it is saturated with moisture in order to avoid filling with dust.

When cleaning with a sandblaster it is recommended to use a fine dust collecting filter.

Celtra® Press investment must never come in contact with gypsum or with substances containing
gypsum. Failure to heed this warning may adversely influence the properties of the material. For
this reason, separate mixing bowls and spatulas must be used for Celtra® Press investment. Wash

your hands thoroughly with soap and water after handling the product.
10. Conditions for use

This medical device is used in dental laboratories under the following conditions:

Temperature from 18till 25 °C
Humidity from 30 till 90%

11. Completeness of the medical product delivery

Refractory investment material for pressing Celtra® Press investment comes in 6 kg (60 bags of
100 g) and 4.5 kg (45 bags of 100 g) packages with an enclosed Instruction for use. Liquid for
mixing refractory investment material for pressing Celtra® Press investment Liquid and

accessories are supplied separately.
12. Description and technical characteristics of the medical device

Table 1- Refractory investment material for pressing Celtra® Press investment

Physical property Values
Release form Powder
Composition (% by weight) Quartz from 40 to 70%

Cristobalite from 10 to 30%
Aluminium oxide from 10 to 30%
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Pericylase from 1to 20%
Dihydro-orthophosphate ammonia of 1to 20%
Nitride boron from 1to 20%

Colour White to gray

Smell Fruity

pH 5+ 10%

Melting temperature >1500C

Water solubility Hard to dissolve

Bulk density 1100 - 1200 kg/m™®

Packing dimensions Length: 122 mm + 10%
Width: 130 mm £ 10%

Weight of investment 100 g+ 10%

Table 2 - Liquid for mixing refractory investment material for pressing Celtra® Press investment

Liquid
Physical property Values
Release form Liquid
... . An aqueous solution of alkali-stabilized eolloidal silieie
Composition (% by weight) .
acid
Colour Milky white
Smell Without smell
pH 8-10
Freezing point Around 0 C

Boiling temperature

(at 1013 mbar) Around 100 C

Density (at 20 'C) 11 - 1,4 glem™
Vapor pressure (at 20 °C) 20 £ 2 GPa
Height: 118 mm £ 10%
Dimensions of the bottle Length: 45 mm + 10%
Width: 30 mm + 10%
Fluid volume 1000 mI+ 10%

Table 3- Technical parameters of the medical product

Mixing ratio (powder : liquid) 100 g: 22 ml
Mixing time (under vacuum) 60s
Processing time 4,5 -9min
Setting time (Vicat) 6,5 - 11 min
Fluidity 190 mm +30%
Setting expansion 0,8- 1,0%
Linear thermal expansion 1,0%
Compressive strength 5+ 1MPa
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Thermal expansion curve
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13. Description of medical device accessories

Tabnumua 4 - OnucaHne NPUHaLIEXHOCTEN MeAULMHCKOro U3aenns
Application Characteristics Picture
Silicone form (cuff) Celtra® Press Muffle former

Form for pouring Overall dimensions (cuff size 100 g):

investment material ~ length - 74 mm + 10%,
for pressing ceramics ~ diameter - 53 mm + 10%

Weight:
105.96 g+ 10%
| Overall dimensions (cuff size 200 g):
length - 74 mm £ 10%,
diameter - 67 mm = 10%

Weight:
1185 g+ 10%

Ring to form a muffle Celtra® Press Muffle ring in two parts (base and cover)

Forming ring, creates  Overall dimensions (cuff size 100 g):
an outer wall for Cover: height - 21 mm £ 10%,
filling diameter - 53 mm = 10%
Base: height - 48 mm £ 10%, diameter
-53mmz 10%

Weight:

Cover: 35.45 g+ 10%

Base: 48.63 g+ 10%

Overall dimensions (cuff size 200 g):
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Cover; height - 21 mm £ 10%,
diameter - 53 mm = 10%

Base: height - 48 mm + 10%, diameter
-67 mm + 10%

Weight:
Cover; 56.6 g = 10%
Base: 68.0 g = 10%

Celtra® Press investment Plunger press stamp

Accessory for feeding Dimensions:
material into the cuff  length - 35 mm = 10%,
diameter - 13 mm = 10%

Weight;
8.43 g+ 10%

Firing Pad

This is a glass fiber, on Packing dimensions:

which the blanks of 57x58x5 mm £ 10%

restorations for firing Overall dimensions of one napkin;
in the kiln are put. 50x50 mm * 10%

Weight napkins with packaging:
74+0.74 ¢

Mass of one wipe:

1.6+0.16¢

14. Information on medicinal products contained in a medical device

This medical device does not contain drugs and (or) pharmaceutical substances.
15. Method of application

15.1 Preparation

Our recommendation; Always use separate mixing bowls and spatulas.

* Look at your mixing bowl (and the mixing motor). Are they really clean?

No investment residue, no other dirt, dust, or stains? Replace old bowls.

Use only clean spatulas.

* If you use wax tension-reducing agents, make sure that no residue adheres to the
wax pattern.

* The investment ring, bases and covers must be clean.

» Check to ensure that the wax pattern is located in the middle of the investment ring
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(level, position, sprues, etc.)
152 Measuring the liquid

Mix Celtra® Press investment with Celtra® Press investment Liquid only and keep the ratio shown
in Table 5:

Table 5- Mixing ratios

Ring size 100 g investment ring 200 g investment ring
Powder 100 g 200 g
Liquid 22 ml 44 ml

Diluting with distilled water lets you control the expansion of the investment. The higher the

concentration of the mixing liquid, the higher the total expansion of the investment.

We have compiled a table for the various dilution ratios of the mixing liquid (Table 6).
These list different concentrations as percentage. Of course, you might convert these percentages
to ml and then create each mix individually for each investing process. This procedure, however,

IS not without problems:

* Measuring small quantities in the measuring cylinder is difficult.

» Conversions may result in “odd” numbers (e.g. 28.05 ml) that cannot be measured in the
measuring cylinder.

» Ifthe measuring cylinder is not clean or too old, dried mixing-liquid residue may cause your
results to be wrong.

We therefore recommend pre-mixing your mixing liquid in a calibrated I-litre cylinder (these
cylinders can be ordered from chemical or dental lab suppliers). Your dosage will be more exact,
and you will have a constant mixing ratio over the “life” of this one litre of liquid. You might also
pre-mix different ratios and store them in plastic bottles.

Table 6 - The ratio of components to obtain different concentrations of the mixing liquid

100 g investment ring 200 g investment ring
Powder 100 g 200 g
Liquid 22 ml 44 mi

Mixing ratio = Liquid : Water (dest.) in ml

10
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25% 55165 11,0:330

30% 6,5:155 13,0 : 31,0
35% 75 ;145 155 ;28,5
40% 8,0;130 17,5 :26,5
45% 10,0 ; 12,0 20,0 :24,0
50% 110:110 22,0 :22,0
55% 12,0 : 10,0 24,0 ;20,0
60% 130:9,0 26,5 : 17,5
65% 145 :75 285 155
70% 155 :6,5 31,0 130
75% 16,5 : 55 33,0 11,0
80% 17,5 14,5 35,0 :9,0
85% 18,5 :3,5 375 :65
90% 20,0 :2,0 39,5 ;4,5

Table 7- Recommended concentrations of the mixing liquid

Mixing liquid
One-surface inl Wax 3506-45%
ne-surface inlay CAD CAM Wax 0-45%
Wax
0f - 0,
Inlay MOD CAD CAM Wax 35% - 45%
Anterior crown Wex 50% - 60%
CAD CAM Adapta Wax 0T
Molar crown Wex 50% - 60%
CAD CAM Adapta Wax 07
Wax

3- to 4-unit bridge 55% - 65%

CAD CAM Adapta Wax
It is important to remember that numerous parameters (e.g., temperature, materials for modeling,
vacuum mixers, etc.) can affect the accuracy of the object, therefore deviations from the above
recommendations are possible.

153 Mixing

MIXING RATIO (POWDER : LIQUID) = 100 g : 22 ml
* Pour the exact amount of liquid into the mixing bowl.

Caution; Old mixing bowls with a rough surface can absorb 2-3 ml when dry.

Always rinse the bowl with water first and then wipe dry.
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heating rate of 7 °C/min (45 °F/min) will be started with the following holding levels and holding

times (depending on the size of the investment ring):

* 1st holding level, 45-60 min at 270 °C (cristobalite transition)
* 2nd holding level, 30-60 min at 580 °C (quartz transition)
* 3rd holding time at final temperature (Celtra® Press: 850 °C):

I0Qg investment ring = 45 min

200g investment ring = 60 min

Table 8- Heating times: Conventionally controlled furnaces

Ring size

Setting time

Starting temperature
Temperature increase

holding level
Holding time

Temperature increase
2"™holding level

Holding time

Temperature increase
3*holding level*
Holding time
Celtra® Press: 850 °C

Quick heating

100 g
30 min
100 °C

7 °C/ min
270 °C
30 min

7 °C/min
580 °C

20 min

7 °C/min

Final temperature

45 min

The following instructions apply to quick heating:e

200 g
30 min
100 °C
7 °C/ min
270 °C
40 min

7 °C/min
580 °C

30 min

7 °C/min

Final temperature

60 min

* Observe the prescribed setting time of 20 min! The investment ring must not be placed in the hot

furnace until the setting time has elapsed.

» While the investment can tolerate a longer setting time (20 to 40 minutes), this may adversely

affeet the fit of the objects or even lead to cracking.
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16. Symbols description

Table 10- Description of the symbols mentioned on the packaging

Symbol Description
Catalog Number
REF
Batch number
|1 ot
r T-
Manufacturer
i J
L J
Date of manufacture
d ]
Use before (expiration date)
' " Caution! Refer to the instructions for use.
A
L J
Human health hazards (Celtra® Press investment only)
< $ >
M/-30°C Temperature range of storage conditions
5= Jf
Oy -90 Storage humidity range

30-"

"Do not reuse” (for the press stamp)

Table 11 - Description of symbols on transportation packaging

Symbol Description
I Caution, fragile!

Keep away from moisture

15
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4. TIpyHUMN JerncTBUA MeAULMHCKOIO U3Lenns

MeaunuMHCKoe  un3genve  npefcTaBnseT Ccobo/  CTOMATONOrMYeCcKMin  MakoOBOYHbIA
maTepvan 41s NpeccoBaHWs Kepamuku. MopoLikoobpasHas MakoBOYHAs macca, COCToslas U3
OrHEYnopHoro Matepuana u (ochaTHOrO CBA3YIOLLEro, CMELUMBAETCA CO  CreluanbHOw
XWUAKOCTbIO AN NoNydeHns Tekydeid cmecu. CMecb 3aTBepheBaeT BOKPYr 3arOTOBOK, 06pasys
(hopMmy, B KOTOPOW NpeccyeTcs MpeaBapuTeNibHO pasorpetas [0 pasMsryeHusi Kepamuka.
MeaunumHCKoe 13aenve SBAseTcA maTepyanom Tmna 1, knacca 1um 2.

[JaHHas nakoBoYHad macca Ha OCHOBe (hoc(ata 6Oblna cneuvanbHO paspaboTaHa Afis
MCNOMb30BaHWS C KePaMUKOW M3 Cuivkata MTus, CTabunm3MpoBaHHOIO OKCUAOM LMPKOHMS.
CneymnanbHblii  COCTaB  MakOBOYHOWM MacCbl MO3BONMAET MWHUMKU3MPOBATL  06pa3oBaHue
PeakuMOHHOro Cnosi Ha MOBEPXHOCTW KepaMMKW. [lakoBOYHas macca Jierko ypansetcs B
MecKOCTPYMHOM arnapate W, TakuM 06pa3om, MpefoxpaHsieT 00bLeKTbl MpW pacrnakoBblBaHUW.
OOGBbEKT He HY)XHO 06pabaTbiBaTb KMUC/IOTON NOC/e NecKOCTPYMHOM 06paboTKKM, YTO MO3BONSET
CIKOHOMUTb BpeMs M 0TKas3aTbCA OT MCMO/Ib30BaHUS OMacHbIX XUMWKATOB B /1abopaTopuu.
MakoBoyHast macca Celtra® Press investment Takxe uaeasbHO NOAXOAUT AN CTaHAAPTHON
TEXHVKMN NPECCOBaHUSA KePaMUKMK.

OrHeynopHasa nakoBo4Has Mmacca pAna npeccoBaHust Celtra  Press investment
NCNOMb3YeTCs TOMbKO C XWUAKOCTHIO A1 3aMeLUBaHNA OrHEYNOPHON MakOBOYHOW Macchl s

npeccosaHus Celtra® Press investment Liquid.
5. lNlokasaHusa K NPUMEHEHUIO MEAVULIMHCKOrO U3aenus

MpumeHnma

[ns 06paboTKN KepaMUKN Ha OCHOBE Cu/MKaTa NUTUSA, CTabUIM3MPOBaHHOIO OKCUAOM
umpkoHua (Celtra® Press npowussoactBa DeguDent GmbH ') ¢ uenbio  AanbHenLlero
MCNOMb30BaHMS B 3y6OTEXHUYECKMX NabopaTopusx 418 MOAeIMPoBaHUSA 3yOHbIX NPOTE30B;

[na 06pabOTKM KepaMUKM Ha OCHOBE /IUTUA-AUCUNMKATA C LEeNbl  Aa/lbHeiLero
MCNOMb30BaHWSA B 3y60TEXHUYECKMX nlabopaTopusax 418 MOLEIMPOBaHUA 3yOHbIX NPOTe30B;

[ns 06paboTKM BCeX MpeAcTaBfieHHbIX HA PbIHKE 3aroTOBOK [ANS MPECCOBaHUS /IUTWIA-
ONCUIMKATHOM  KepaMUKU  C  Lenblo  JasbHelwero UCrosb3oBaHUs B 3yO0TEXHUYECKUX

nabopaTopusix A1 MOENMPOBaHMS 3y6HbIX MPOTE30B;

3ab0neBaHNA UM COCTOAHUA YesioBeka, Npn KOTOPbIX MOXET WCMO/b30BaTbCA MEAULMNHCKOE

n3aenne; H€06XO,£I|I/IMOCTb B U3roToB/IEHNN MHAMBUAYA/IbHbIX 3y6HbIX NpPOTE30B.

- PerncTpaymoHHoe ygoctosepeHue Ne P3H 2018/7602 ot 14.09.2018
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6. MpoTMBONOKasaHWs K MPUMEHEHNIO MeAMLIMHCKOTO M3aenns

MpoTrBONOKasaHMA K NPUMEHEHUIO MeAULMHCKOIO U34eNNA BbIAB/EHbI He ob1N.

7. TMoboYHble ahheKTbI

[aHHbIA MaTepuan COAEPXMWT KBapl, PerynsipHoe W ANUTENIbHOE BAbIXaHWE KOTOPOro
MOXET NPUBOANTL K IErOYHbIM 3a00/1€BAHUAM WU CUSTMKO3Y.

MaTepuan MOXEeT Bbl3blBaTb MEXAHUUYECKOE pa3fpaXXeHMe KOXU U CIN3UCTOR 060/104KM
rnas u abixatesnbHbIX MyTe.

Mpy HarpeBaHWM NaKOBOYHOM Macchbl Bbie 200 °C 06pa3ytoTcsa napbl ammuaka,

KOTOpble MOTYT BbI3BaTb pa3fApakeHWe AbIXaTe/bHbIX NyTel.

€ BHumaHune: Ecnn  Bbl  MOYYBCTBOBa/IM  HefoOMOraHue, O6paTI/ITer 3a Meﬂ'I/ILI,VIHCKOI\/'I

KOHCY/bTaume.
8. MpeaycMOTpeHHble N0Nb30BaTENN MEANLIMHCKOIO N3aeNns

K pa6oTe ¢ MeAWLIMHCKUM M3AenneM [OMyCKarTCs TOMbKO YMOMHOMOYEHHbIE M 00YyYeHHble

3yOHbIe TEXHUKN.
9. Mepbl NPeaoCcTOPOXKHOCTH

CnefyeT NpoumnTaTh NpeaynpexaeHns 06 0nacHOCTM 1 TPeGOBaHNS TEXHUKI Ge30MacHOCTM.

HecmoTpst Ha TO, YTO MakoBo4Has Macca Celtra® Press investment UMeeT OYeHb
HW3KOE COZIEPXaHME MbUW, B LIENSX OXpaHbl 30P0BbA Mbl PEKOMEH/IYEM:

OIMNMACHOCTb!

Mpu paboTe C NOPOLLKOM:

. PaboTaiiTe ¢ UCMo/b30BaHNEM BbITSKKM

. Mpv NJIOXOIN BEHTUALMM MOMELLEHNS HafeBaliTe pecnuparop.

. He AbiWwaTb NbIIbHO.

. [aHHbIN MaTepyan COAepPXMUT KBapL, perynspHoe W ANUTeNIbHOe BAbIXaHWE KOTOPOro

MOXXET NpnUBOANTb K NEr0OYHLIM 3ab601eBaHNAM UK CUTNKO3Y.
° MOXET BbI3blBaTb MEXaHNYECKOe pasfpakeHne KOXu U CNM3NCTOM 060M0YKM Na3 n

AbIXaTeNbHbIX MyTeN.
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J

Celtra® Press investment H906X0,CIII/IMO MCNonb30BaTb OTAENbHbIE LWMaTean W 4Yain Aand

cMelumBaHus. Mocne paboThbl € U3AeNMeM TLIATENIbHO NMPOMONTE PYKW BOAOW C MbIIOM.
10. ¥Ycnosua npuMeHeHUA

MeauUMHCKOe W3[enne UCMoNb3yeTcs B 3y60TEXHWUECKMX NabopaTopusix Mpu CnefyHoLmx

yCNoBUAX:
Temnepartypa or 1810 25 °C
BnaxHocTb ot 30 40 90 %

11. KOMMNIEKTHOCTL NOCTaBKM MeaULIMHCKOIO U3aenma

OrHeynopHas nakoBouHas Macca gns npeccoeaHusi Celtra® Press investment nocTaenseTcs B
BapuaHTax ucnonHeHus 6 kr (60 naketoB rmo 100 r) u 4,5 kr (45 naketoB mo 100 r) ¢
BIOXKEHHbIM PYKOBOACTBOM MO 3KCM/yaTaluy B roTOBOM A8 UCMO/Mb30BaHMS Buae. XXUAKOCTb
NS 3aMEeLUNBaHMS OrHeYMnopHOM MaKOBOYHOM Macchl Anisi npeccoBaHus Celtra® Press investment

Liquid - 1000 mn nocTasnseTcs BMECTe C NMPUHALIEXHOCTAMM.
12. OnucaHue 1 TEXHNYECKME XapaKTePUCTUKM MEANLIMHCKOTO M3aenns

Tabnunua 1- OrHeynopHasi NakoBoYHast Macca Ans npeccoeaHus Celtra® Press investment
dun3nyecKoe CBONCTBO 3HayeHus

dopma BbInycka [MopoLuok

Keapu, o1 40 go 70 %

Kpuctobanmt ot 10 go 30 %

Okceng antommHma ot 10 go 30 %

Mepvknas ot 110 20 %
[Jvirnapo-optodocdar amvonms ot 10 20 %
Hutpmg 60pa ot 140 20 %

CocraB (% B Bece)

Liget Benbliin K cepomy
3anax PpyKTOBbI

pH 5+ 10%
Temnepatypa nniasneHns >1500C
PacTBOpPUMOCTb B BOZE TpyAHopacTBOpYM
O6bemHast MI0THOCTb 1100-1200 kriv®
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OnvHa: 122 mv £+ 10%
"abapuTHble pasmepbl YMakoBKM LLpmHa: 130 Mm £+ 10%

Macca NakoBoYHO Macchl 100 r+ 10%

Tabnmua 2 - XXuakocTb ANA 3aMellMBaHWUA OrHEYMopHOM MakoBo4vHOM Macchl Celtra® Press
investment Liquid

du3nYecKoe CBOWCTBO 3HauyeHus
dopma BbInycka KnokocTb

BoaHb I pacTeop LLIENI0YHO-CTabUM3NPOBAHHON

CocTas (% B Bece . o
( ) KO/UIOMHOA KPEMHWEBOI KUC/OTbI

Liset MonouHo-6enbil
3arax be3 3anaxa
pH 8-10
Temnepatypa 3amep3aHis Okono 0C
ey e oo 100C
MnotHocTb (nNpu 20°C) 11 - 14 rlen®
[Jasnexve napa (npy 20 °C) 20+ 2rla
Bbicora: 118 mm + 10%
abapuTHbIE pasmMepb! hlakoHa OnvHa: 45 v £+ 10%
WnpmHa: 30 mv = 10%
OOGBEM XUAKOCTU 1000 mn £ 10 %

Tabnuua 3 - TexHUYecKue napameTpbl MeAULHCKOTO M3aenus

CoOTHOLLIEHVE KOMIMOHEHTOB CMECK B FOTOBOM ONAa NPUMEHEHUA BUAE

(NMOPOLLIOK: »KAKOCTB) 1007 22 n
MpOLO/MKUTENBHOCTL MepeMeLLBaHMA (B YC/IOBUSAX BaKyyMa) 60c
MpoaoMKUTENBHOCTL 06PabOTKM 45 -9 M
TeKy4ecTb 190 mm = 30%
Bpewms cxBaTbIBaHWA 1 3aTBepAeBaHMs (Mproop Buka) 6,5- 11 MvH
JIHeliHOe pacLumpeHwve Mpu TBEPAEHNN 0,8- 1,0%
JInHeiHOe TepMmYECKOe pacLuMpeHmie 1,0%
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OcHoBaHuve: 48,63 r+ 10%

MabapuTHbIE pa3mepbl (pasMep MaHXXeTbl
200 r);

Kpbliwwka: BbicoTa - 21 mm £ 10%,
Anametp - 53 mm = 10%

OcHoBaHMe: BbIcOTa - 48 MM + 10%,
AnameTp - 67 M = 10%

Macca:
Kpblwka: 56,6 r+ 10%
OcHoBaHue: 68,0 r+ 10%

LLitemnens npeccoBasibHbIiA Celtra®Press investment Plunger

MpuHagnexHocTs Ana  [abapuTHble pasmepbl:
nojauM wmarepvana B A/ivHa - 35 Mm = 10%,
MaHXeTy AnameTp - 13 mm £ 10%

Bec: 8,43 1 = 10%

Candetka anst ooxura (Firing Pad)

3TO CTEKNOBOMOKHO, Ha [abapuTHbIE pa3mepbl YMaKoBKU:

KOTOpOe Knagytca  57x58x5 mm = 10%
3aroTOBKM pecTaBpaunii  MabapuTHble pa3mepbl OAHON canteTKu:
[ns 06Xkura B neun 50x50 mm + 10%

Bec cantheTok BMecTe C ynakoBKOWA:
74+074r1

Bec oaHoli cangeTku:

16+0,16

14. MHpopmauma 0 neKapCTBEHHbIX CPeAcTBax, CofepXKalwmxca B MeLULMHCKOM

n3aenmu

MeauUMHCKOe U3AENe He COEPXKUT NEKaPCTBEHHbIX NpenapaToB U (Mnn) (apMaLeBTUUECKUX

CyOCTaHLMA.
15. Cnocob npumeHeHnst
151 TloproTtoBka

PekomMeHaaLmn: Beera Ucnonb3yiTe oTaenbHble Yaliy N8 CMELIVMBaHMA U LUNATEeNN.
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. Y6eanTech B UACTOTE YallK ANt CMELLMBaHMS U cMecuTens. OunLLaTh TONbKO BO/OM, HU
B KOEM C/lyYae YNCTALLMMK CPeAcTBamMu. He A0/MKHO ObiTh OCTATKOB NaKOBOUHOVA MaccChl, rpssu,
MbIAK, NbIA U NSTEH. 3aMEeHUTE CTapble Yally A1 CMELUMBaHUS. VIcnonb3yiiTe TOMbKO YMCTbIe
LunaTenu.

. Mpn MCNONb30BaHMW CPEACTB, CHMKAOLLMX NMOBEPXHOCTHOE HATSXKeHUe, ybeamuTech, UTo
Ha BOCKOBOW/ MOAEnM OTCYTCTBYHOT OCTAaTKM BellecTBa. MaH)eTa, OCHOBaHME W KpbILLKa
[O0MXKHbI BbITb YACTLIMU.

. Yb6eantecb, UYTO BOCKOBasi MOfe/lb HAxXOAMTCS MOCEpeAnHe MaHXeTbl (BbICOTa,

pacnonoXeHue, NPecc-KaHasbl, U T.4.).

152 OTmepuBaHMe HEOOXOAMMOI0 KO/IMYeCTBa XXNAKOCTHU

CMeLLMBaiTe OrHeymnopHy nakoBoyHyto Maccy Celtra® Press investment TO/IbKO C XXWMAKOCTbIO
[NA 3aMelLMBaHNA MakoBOYHOWM Macchl Celtra® Press investment Liquid M B COOTHOLLEHUN,

yKasaHHOM B Tabnuue 5:

Tabnmua 5- COOTHOLLUEHME KOMMOHEHTOB CMECH

Pa3mep maHXeTbl MaHxeta 100 r MaHxeta 200 r
MopoLuok 100r 200 r
XXunakocTtb 22 mn 44 mn

Pa3baBneHue AUCTUNNMPOBAHHOI BOAOI NO3BOMSET KOHTPONMPOBATL TEPMUYECKOE PaCLLNpPEHUE
MaKOBOYHOW Macchl. YeMm Bbille KOHLEHTPALWMS NMAKOBOYHOM YKWAKOCTY, TEM BblLLie PaCLLPEHNE

NakoBOYHOM Maccehl.

B Tabnuue 6 npuBeeHbl COOTHOLLIEHUS As Pa3BefieHUs XMUAKOCTM /1 3aMeLLVBaHus. B Heit
MepeyncneHbl pasnyHble KOHLEHTPALWK, YKas3aHHble B MPOLEHTaX. Bbl MOXeTe MepeBecTy
MPOLEHTbI B M/ U 3aTeM OTAENbHO PaCCUMTbIBATb COOTHOLLEHWE KOMMOHEHTOB CMecK ANS
KaXX[0ro OTAeNbHOro npoliecca nakoBaHWs. OfHAKO NpY BbIMOMHEHWU AaHHOW npoleaypsbl

CYLLIECTBYIOT HEKOTOPbIE TPYAHOCTM:®
. OnpefieneHne He6OMbLLNX KOMUYECTB XKMUAKOCTU B MEPHOM LIMIMHAPE 3aTPYAHEHO.

. PacueT MOXET NPUBECTW K NOMYYEHUHO APO6HbIX 3HaYyeHwnin (Hanp. 28,05 mn), KoTopble

HENb3s U3MEePUTb B MEPHOM LNIMHAPE.
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. Ecnv mMepHbIii LMAMHAP TPsi3HbIA UK CIIMLLIKOM CTapblid, 3aCOXLLUME OCTAaTKW XMAKOCTM

ana 3ameLlnBaHnA NMaKoBOYHOW Macchbl MOTyT NPUBECTU K NOJTYHYEHUIO HEBEPHbLIX PE3YNbTATOB.

MosaToMy Mbl peKOMeHAyem MpeaBapuUTeNnbHO CMeLlaTb  XXMAKOCTb AN 3aMeLuMBaHuS
MakoBOYHOM Maccbl B KalMOpoBaHHOM MEPHOM LunHApe ob6bemom 1 /1 (faHHble LUINHAPbI
MOXHO 3aKa3aTb Yy MOCTaBLUMKOB XWMWYECKOW WM CTOMAaTO/OrMyYecKoin nabopaTopHoii
nocyfpl). B faHHOM cnyyae fosa OyfeT ornpefenieHa TOYHee, U y Bac OyfeT NOCTOAHHOE
COOTHOLLIEHVE ANst AaHHOTO 1 N XuAkocTW. Takke MOXHO MpeaBapuTenbHO CMeLlaTb pasHble

COOTHOLLUEHNA KOMMOHEHTOB N OCTaBUTb Ha XPaHEHWE B M1aCTUKOBbIX 6yTbeIKaX.

Tabnuua 6 - COOTHOLLIEHME KOMIMOHEHTOB CMEeCK

100 r 200r
MopoLuok 100 r 200 r
XKngkocTb 22 mn 44 mn

COOTHOLLIEHNE KOMMOHEHTOB = KMAKOCTb ; Bofa (AUCTu.) B M

25% 55:165 11,0 :33,0
30% 6,5:155 130, 31,0
35% 75 : 145 155 :28,5
40% 8,0:130 175 :26,5
45% 10,0 : 12,0 20,0 :24,0
50% 110: 110 22,0 :22,0
55% 12,0 : 100 24,0 : 20,0
60% 13,0:9,0 26,5 : 17,5
65% 145 :75 28,5 : 155
70% 155 :6,5 31,0 : 130
75% 16,5 : 55 33,0 : 11,0
80% 175 :45 350:90
85% 185 :35 37,5 :65
90% 20,0 ;2,0 39,5 :45

Tabnuua 7 - PekoMeHayeMmble KOHLEHTPaLMM CMELLMBAIOLLEN XXMAKOCTY
CMeLLIMBAIOLLEN YXKNAKOCTU

Bkrazka (ofHa niockocTb) Bock EZ%( CAM 35% - 45%
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Bock

ba_ [
Bknagka MOD Bock CAD CAM 35%a-45%
KopoHka ans nepegHunx 3y6os Bock 50% - 60%
POHKA ANIA IEPEARIX 3y Bock CAD CAM Adapta 0 - o0
KopoHka ang mosispos Bock 50% - 60%

Bock CAD CAM Adapta
HecbeMHbIii MOCTOBMAHBIN
Bock

o _ 0f - 0,
3yOHOI NpoTe3 Ha 3 - 4 Bock CAD CAM Adapta 55% - 65%
eaVHULbI

CneflyeT MOMHWTb, YTO MHOFOYMC/EHHblE MapamMeTpbl (Hanp. TemnepaTypa, Mmatepuanbl Ans
MOZIENMPOBaHMS, BaKYYMHbIE CMECUTENN, U T.4.) MOTYT OKa3aTb BAMSHME Ha TOUHOCTb O6BLEKTA,

NO3TOMY BO3MOX>XHbI OTK/TOHEHUA OT YKa3aHHbIX BblILLE peKOMeHﬂ,aLLMIZ.

15.3 CwmewmBaHue

COOTHOLLEHNEe KOMMOHEHTOB CMecu (MOPOLLOK: XnaKocTb) = 100 r : 22 mn

. Haneite TOYHO OTMEPEHHOE KOMMYECTBO XMAKOCTU B YaLlly A1l CMeLUMBaHUS.
OcTopo>kHo: Cyxue CcTapble Yawwy A1 CMELUVBAHUA C HEPOBHON MOBEPXHOCTbHI MOryT
nornowaTb 2-3 mn. Heobxoaumo cHavana Bcerja OnonackMepaTb Yally BOAOW M 3aTeM
BbITUPATbL HacyXxo.

. [o6aBbTe TOYHO OTMEpPeHHOe KOMMYeCTBO MOPOLLKA WM BCE COAEPXMMOe ynakoBku. B
TOM C/y4ae, eC/i 4acTb NPOCbINasacb MUMO, YTUIN3NPYATE MaTepurasibl U NOBTOPUTE 3aHOBO.

. AKKypaTHO MepemMelunBaiiTe BpyyHyto B TeyeHne 30 CeKyHp. 3akpoiTe wdawy Ans
CMeLLnBaHuA. Ecnn BO3MOXHO, MOMECTUTE Yallly B BakyyMm B TeueHue cnepyrowimx 30 cekyHA.
CnepwnTe 3a NokasaHWeM BaKyyma B yallie 411 cMellBaHus. Janee nepemeLunBaiTe ¢ MOMOLLbHO

CMecUTeNs Noj, BakyyMOM B TeueHue 60 cekyH,

He cnefyeT M3MeHATb CKOPOCTb CMelymBaHusA: CKOPOCTb CMECUTENA BAMSIET Ha pacluvpeHve
npyv 3aTBepAeBaHUKW. Bce 3HauyeHWs, NPUBEAEHHblE B HACTOALLEM PYKOBOACTBE MO
aKcnyaTaumm, nonyyeHbl Npu cKopoctTn cmecuTens 360 06/MWMH. ECnn CKOpPOCTb CMecuTens

OTANYaeTCA OT 3aaHHOIo 3Ha4eHNA, TO 3TO MOXKET MOB/INATL Ha PE3YNbTaTbl MPECCOBAHUA.

154 [lakoBaHue

. 3aneinTe nepemeLlaHHY0 MaKOBOYHYHK) MacCy B MaHXeTy Mnpu Nerkor Bmbpaumn, npu

3TOM Wu36eraite mnonagaHUs BO3dyXa. TeKyyas KOHCWUCTEHUMS W MPOAO/KUTENbHOCTb
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06paboTKK, paBHas 6-8 MUHyTaMm, MO3BONSHOT NIETKO BbINOMHATL MaKOBaHWE AaXe ENOXHbIX
(hopm 6e3 XKECTKOI NMPUBS3KN KO BPEMEHM.
. Kak TonbKO BOCKOBas KOMMO3uUMs OyAeT MOMHOCTbH MOKPbITa MakKOBOYHON Maccoi,

BbIKNHOYMTE BUOPaLMIO.

155 Bpemsa 3aTBepaeBaHUA/BpeMs CXBaTbIBaHUA

Mpn GLICTPOM HarpeBe MaKOBOYHO MacCChl, MaHXXeTy MOXHO NMOMECTUTb B Meyb C KOHEUHOM
TemnepaTypoit He paHblue 20 MUHYT OT Hadana CMeLMBaHUs. [1s Toro, YTobbl yOeAnThLCS, YTO

[aHHbI MHTEpPBaN TOYHO OTCUMTaH, YCTaHOBUTE TaiiMep Ha 20 MUHYT nepes CMeLUMBaHNEM.

. EciM NakoBOYHYH Maccy HarpeBalOT MO CTaHAApPTHOM TEXHOMOrMU Harpeea, Cco

CTaaVsIMUN BbIAEPXKKMN, PEKOMEH/YETCA MPUAEPXKMBATLCA BpeMeHW 3aTBepaeBaHnst 30 MUH.

. Ecnvm  nakoBouyHas Macca nNpeaBapuTeNbHO HarpeBaeTcsi € MOMOLLbIO  npoueaypsbl
BbICTPOr0 Harpesa, Mbl PEKOMEHZYEM MPUAEPXKUBATLCS BPEMEHW 3aTBepreBaHuMs, paBHOMY 20

MWH.

He pgonyckaiiTe BbICbIXaHUs MaH>KeTbl!

15.6 TMpeaBapuTeNbHbIA Harpes

CTaHgapTHbIN Harpes
Mocne 3aTBepAeBaHVA MOMECTUTE MaHXETy B XOMOAHYK Meyb (TemnepaTypa neyun MeHee

100 °C). B 3aBMCUMOCTW OT TuMa UCMO/Mb3yeMOI Meyun, 3anyCcKaeTcsa nporpaMmMa co CKOPOCTbH
HarpeBa, paBHOW 7 °C/MMH W crefylowmyMn CTagusMU  BbILEPXKA C  COOTBETCTBYHOLLMM

BPEMEHEM B 3aBUCUMOCTU OT pasMepa MaHXETbI.

* 1-4 cTagms BblAepPXKKK, 45-60 MuH npu 270 °C (obpa3oBaHmMe KpMcTobannTa)
* 2-9 cTagus Bblaep>Kku, 30-60 MuH npn 580 °C (06pa3oBaHMe KBapLa)

* 3-/1 Nepunog BblAepXXKM Npu KoHeuHo Temnepatype (Celtra® Press: 850 °C):
MarxeTa 100 r = 45 MyH

MaH>keTta 200 r = 60 MuH

Tabnumua 8 - MpoAo/KMUTEIbHOCTb Harpesa: Meyn eo CTaHJapTHLIM HarpeBom

Pa3vep MaHXeTbl 100 r 200r
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Heobxoaumo 0653aTeNlbHO NPUAEPXKMBATLCA CReAYHOLWEro BPEMEHN BbIAEPXKKN MPU KOHEYHOW
Temnepatype (Celtra® Press: 850 °C): *

Mawxeta 100 r = 45 MuH

MaHxeTta 200 1 = 60 MUH

Tabnmua 9 - MpoaoMKNTENLHOCTL HarpeBa: Neuy ¢ 6bICTPbIM HarpeBoM

Pa3mep MaHXeTbl 100 r 200 r
Bpewms 3aTBepaeBaHus 20 MyH 20 MWH
TemnepaTypa B neuu [0 600 °C f0 600 °C
MpOoLOMKNTENBHOCTL BbIAEPXKN H/M H/M
Harpes [0 KOHeYHOI TeMnepaTypbl Bes 3agepxkn bes 3agepxKn

MpPOAOMKUTENBHOCTb BbIAEPXKKM

< 45 MWH 60 MWH
npyY KOHEYHOW TeMnepaType

15.7 TlpeccoBaHune

TuwatenbHo CneayiiTe PYKOBOACTBY MO 3KCM/yaTaluy CTEKOKEPaMUYECKOro matepuana

Celtra® Press Unm MHCTPYKLMSIM M3rOTOBUTENS NMPECCYEMOI KePaMMKIA 11 MPecC-Teuw.

15.8 PacnakoBblBaHuWe

OcTopoxHo: NMakoBo4YHas macca Celtra® Press investment TEPAET CBOU CBOWCTBA NMOHMKXEHHOIO

I'IbI}'IeO6pa.SOBaHI/IF| npu HarpesaHuu B neyu!

[aliTe MaHXeTe OCTbITb A0 KOMHATHOW TemnepaTypbl Mocfe mnpeccoBaHusl. HuKorga He
OXNaXKaanTe MaHXeTy B XO/I04HON BOfe.

Mocne oxnaxaeHws yaanmTe NakoBOYHYH MAaccy BOKPYT NPEcCOBaHHOIO 06bLEKTa:

. He ncnonb3yiite WmMNLUbI 4715 pacrnakoBblBaHUA KepamMUyeCKUX 06HEKTOB.

. PacnakoBblBainTe B NeCKOCTPYMHOM anmnapate ¢ UCMOTb30BaHWEM CTEK/AHHbIX LIAPUKOB
(50 MKM, MaKc, aaBneHwue: 2 6apa).

. Ecnm  Heob6Xo4uMO, pPeakUMOHHbIA CNo  ygasuTe Mpu  MOMOLM  NEeCKOCTPYMHOro
cpeAcTBa U3 okcuaa amnomuHms (110 Mkm, Makc, aasneHve: 1,5 6apa).

. [JanbHenwan 06paboTka, B T. Y. KICMOTOM, He TpebyeTcs.
16. PacwuppoBKa CMMBO/10B

Tabnuua 10 - PacwumdpoBKa CMMBO/IOB, KOTOPbIE HAHECEHbI Ha YMAaKOBKY
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Cumson HanmeHoBaHMe cMMBO/a

REF Homep no katasnory
[|OEJ Homep napTim

i J 3rotoBuTesib

Jarta n3rotosneHus

Vicnonb3osatb A0

A OcTopoxkHo! OB6paTUTECh K MHCTPYKLMM NO NPUMEHEHWIO

OnacHOCTb A8 3[0POBbS YenoBekKa

< | > (Tonbko ans Celtra® Press investment)

n30°C
5y TemnepaTypHbIii AnanasoH YCnoBuiA XpaHeHUs

[l1anasoH BMXXHOCTU YCOBUIA XpaHEHNS
K|

(2) «He 1cnonb3oBaTh MOBTOPHO» ([N1S LLITEMMENS NPECCOBA/IbHOIO)

Tabnuua 11 - PaclimngpoBKa CMMBOJIOB Ha TPAHCMOPTHOM yNakoBke

Cumson HanmeHoBaHMe cuMBO/a

> OCTOpOXHO, XpynKoe!

bepeyb OT Bnaru

I-I Beepx
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17. T'epeyeHb CTaHLAPTOB, KOTOPbLIM COOTBETCTBYET MeAULIMHCKOE uU3genuve

HanmeHoBaHMWe cTaHfapTa Ha

CraHgapt
aHIIMNCKOM A3bIKe

Medical Devices - Quality
EN ISO )

Management Systems - Requirements
13485:2016

For Regulatory Purposes
DIN EN ISO Dentistry - Refractory investment and
15912:2016 die material
TRGS 905: List of carcinogenic, mutagenic or
2005 reproductive substances

18. Cxema npom3BOACTBEHHOIO MNpoLiecca

KoHTponb An3aiiHa BbIMOHEH

HasBaHve U afpec:
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HaumeHoBaHWe CTaHAapTa Ha PyCCKOM
A3bIKE

MegunumHcKkme Cuctembl

n3genus.
MeHe[DKMeHTa KadyecTBa. Tpe6oBaHWUs 418
Lienelt perynnpoBaHus

Cromatonorus. Matepuan (HOPMOBOYHBII
OTHeyropHbIN 1 MaTepuan 41 MoAenen.
MepeyeHb

KaHLEPOreHHbIX, MyTareHHbIX

UMW PENPOLYKTUBHbIX BELLECTB.

Cripsenofi Marcpuay/nmpueMoaHoe
ECTILITaH®E

Ornpasxa

DeguDent GmbH

Rodenbacher Chaussee 4,
63457 Hanau-Wolfgang,
Germany / 'epmaHus



19. Tpeb6oBaHWA K TPAHCMOPTUPOBAHUIO

TpaHCnopTpOBaTb BCEMU BMAAMW  KPbITbIX TPAHCMOPTHLIX CPEACTB B COOTBETCTBUM C
npaBuiaMy  MepeBO3KW,  [EWCTBYIOWMMM  Ha  AaHHOM  Buge  TpaHcnopTta.  Mpw

TPaHCNopTMPOBaHNN OO/DKHbI CO6}'I}O,£I|aTbCﬂ ycnosud, yCTaHOBNEHHbIE A1 XPaHEHUA!

Ycnosua TpaHCNOPTUPOBAHUS:
Temnepatypa ot 580 30 °C
BnaxHocCTb o1 30 20 90 %

20. Ycnosua xpaHeHUA. Cpok rogHocTu. MapaHTum Npouns3BoauTens

YcnoBus XpaHeHus:
TemnepaTypa oT 5p0 30 °C
BnaxXHocTb ot 3040 90 %

MpeAnpusTe-U3roTOBUTE b FapaHTMPYET COOTBETCTBME KAauyecTBa MEAWLIMHCKOTO U3AeNns Mpu
CO6/MIOAEHNM TPeGOBaHWIA K TPAHCTOPTMPOBAHMIO, XPAaHEHWMIO U MPUMEHEHWIO U3fenus,

YCTaHOB/IEHHbIX B TEXHNYECKOW OOKYMEHTaLnn.

Mpn peKoMeHAYeMbIX YCMOBUSX XPaHEHWUst CPOK TOAHOCTM (XpaHeHMsl) MakKOBOYHOW Macchl

COCTaBNsAeT 24 mecaua, a XXuakoctu - 30 MecALEeB.

He 1cnonb3yiiTe NPoAyKT NOCNe YKa3aHHOM AaThl UCTEUEHMS CPOKA FOAHOCTM.

3rotoBuTeNb HE HECET OTBETCTBEHHOCTM M He AO0/MKEH BO3MeLWaTb YObITKW, CBSI3aHHbIE C
BO3MOXHbIM YLLEPOOM MM HECHACTHBLIMU C/lyYasMK, Bbl3BaHHLIMU:
cnonb3oBaHMEM KOMIMOHEHTOB, He CBA3aHHbIX C MPOAYKTOM, KOTOPbIE MOTFYT MOB/UATbL
Ha ero HopMa/ibHYH0 paboTy.
HecooTBeTCTBMEM YKa3aHMSIM MO MCMO/b30BaHNIO.
OTBETCTBEHHOCTb 3a TECTMPOBaHME MaTepuana Ha ero MPUrofHoCTb M WCMO/b30BaHWe ANs

nto6oli Lenu, SBHO HeyKasaHHO B pyKOBOACTBE, HECET MoJb30BaTe b.

Bo u3bexaHne HexxenaTe/nbHbIX HENMPeABUAEHHbIX CUTYaLWIA:
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. He ncnonb3yiiTe NMakoBOYHYK Maccy, KOTOpas XpaHuiacb B C/MLIKOM XO/IO4HOM W
Tennom MecTe (CKnag, nogsan v np.). MNononHsinTe cBov 3anacbl BOBPeMs - 3ab6/1aroBpeMeHHOro
[0 WCNOMb30BaHUA MOCMeAHEN KOPOOKM/YNakoBKM - 4TOObl ObiTb YBEPEHHbIM B TOM, YTO
MCNOMb3YEMbIA MaTepuasn UMeeT PeKOMeHLYeMYO Temrepartypy.

. He ncnonb3yinte KOpo6Kun/ynakoBKK, KOTOpble Oblnn [OCTaB/IEHbl HE3a40/ro [0 Havaa

npoueaypbl MakoBaHWs. Y6eauTech, 4YTO WX TemnepaTypa COOTBETCTBYET TpeGyemol

Temnepartype.
. PerynspHo npoepsiiTe TemnepaTtypy B 30He XpaHeHUsl MaKOBOUHOI MaCChl.
. Ecnu y Bac [0CTATOMHO MeCTa As XPaHeHWs, PEKOMeHAyeTCsi MMeTb B 3amace TaKoe

KOnm4yecTBO Matepuana (OCOGEHHO XXMAKOCTK), YTOObl M36eXaTb MOCTaBOK B 3MMHee Bpems

(onacHOCTb NOBPEXAEHWS MOPO30M).
21. TpeboBaHMSA K TEXHUUECKOMY 006CNMY>KUBAHMIO U PEMOHTY MeANLIMHCKOIO U3Ae/NNS
MeanUMHCKOe M3aenne He NOANEXNT TEXHUYECKOMY 0OCNY>KUBAHMIO 11 PEMOHTY.

22. YTunmsauma MmeguumnHCKoOro nsaenmsa

Mpy HEOOXOAMMOCTU YTWAM3ALUMM [aHHOE M3[enMe camo Mo cebe He SBNSeTCA OmnacHbIM
maTepuanom. Mpu yTunmsaumm cobntofaiiTe yCTaHOBMEHHbIE HaLMOHa/IbHble WM MeCTHble
HOPMbl MO YTUAM3aLMKM OTX0A0B. CneuuanbHble TPeGOBaHMA K YTUAM3ALMM OTXOA0B He

NPUMEHAIOTCA.

MeanUMHCKOe n3genvie YTUNU3NPYeTCs Kak BMOonormyeckre oTxodpl Knacca A opraHusaumven,
OCYLLECTBMISIIOLLENA MEAMLMHCKYI AeAaTeNlbHOCTb, B cooTBeTcTBMM ¢ CaHnllMunH 2.1.7.2790-10
"CaHMTapHO-3MMAEMUONIOTUYECKMMN  TPeOOBaHUAMM K 0OpaLleHU0 € MEAULMHCKAMM
oTxXodamn" W YTBEPXKAEHHOW WHCTPYKUMEN oOpraHuM3aumn, a Takke Npou3BoAUTENEM

MeAMLMHCKOrO N3aennsa B cooTBETCTBMN ¢ AupekTusoii EC 93/42/EEC.

Mo BonpocaMm, KacalwlMMCA Ka4yecTBa MeAULMHCKOro wu3fenus, Ha Tepputopun PO
obpallaTbcs B KOMMNaHUIO

000 «[eHTcnnain CupoHax», 115432, Mockga, np-T AHAponosa 18, kopn. 6, otuckl 139 40
Ten:+7 (495) 725 10 87
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PerncrpaymoHHbI HoMep JOoKymeHTa: 567 / 2019 U
HacTtoAwum s 3aBepsato, YTo NOANUCL NOCTaB/ieHa B MOEM MPUCYTCTBUN

1. T-Hom Moprom Maiictepom (Jorg Meister),
faTta poxaeHus 23 ceHtabpa 1966 r,

c topugunyecknum agpecom PopeHbaxep LWocce 4, 63457 XaHay.

2. T-xoi KpuctmHom Huno (Kristina Neeb),
faTta poxgeHua 12 wwoHa 1971 .,

c topugunyeckum agpecom PogeHnbaxep Wocce 4, 63457 XaHay.

r-H Mopr Maiictep (Jorg Meister) geiicTByeT B kKauecTBe YNpaBAsioWero gupektopa,
n r-xa KpuctmHa Hn6 (Kristina Neeb) peiictByeTr B KauyecTBe [lpokypucrta,
npeacTaBnas komnaHuto fery[eHT Tm6X, 3aperucTpupoBaHHyld B Y4aCTKOBOM cyje
XaHay 3a Homepom HRB 7182.

Ha ocHOBaHWW CerofHAWHeN MPOBEPKM 3/eKTPOHHOTO KOMMEpPYECKOoro peecTtpa
MecTHOro cyfa XaHay 3a NeHRB 7182 Hactodwwum s noATBepxparw, 4YTO T-H I7Iopr
Maiictep (Jorg Meister) n r-xa KpuctuHa Hwub (Kristina Neeb) ynonHomoueHbl
COBMECTHO npeaAcTaBnAaATb KomnaHutwo AeryleHT Tm6X.

r-H Wopr Maiictep (Jorg Meister) n r-xa KpuctuHa Hu6 (Kristina Neeb) nuuno
M3BECTHbI HOTapuycy.

HacToAwmMM s Takxe NOATBEPXAAl, YTO 3aMHTepecOBaHHble CTOPOHbI OTPULATENBHO
OTBETU/IM HA BOMPOCbI O NpefBapuUTeNIbHON 3aMHTEPECOBAHHOCTU B COOTBETCTBUM C § 3

Pa3f. Ne7 3akoHa 06 ycTaHOBNEeHUM 0643aTeNbHOV (DOPMbl JOKYMeHTaL K.

XaHay, 11 unioHa 2019 r.
(PogeHb6axep LUocce 4, XaHay)
/Noannce/

d6epxapp Ynur (Eberhard Uhlig), Hotapuyc
/Tleyatb: d6epxapg Ynur, Hotapuyc B XaHay/

/Mevyatb: 36epxapa Ynur, Hotapuyc B XaHay/
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/TMeyartb: Npepcefartens 3eMensHOro cyga r. XaHay/

AMNOCTU/1b
(Faarckast KOHBEHUMA OT 5 oKTA6pA 1961 r.)
1. CrpaHa: depepatnBHag Pecnybnuka

epmaHua
Hactosiwmii opuymanbHbll GOKYMEHT
nognucaH 36epxap4oM Yurom
BbICTynawlWnM B Ka4eCcTBe YNOSIHOMOYEHHOTO
HoTapuyca

4. ckpenneH nevyatblo/wWTamMnom HOTapuyca
dbepxappaa Ynura

YpocToBepeHo
5. B XaHay 6.24.06.19
7. r-xon Mpeacenarenem 3eMesnibHOro cyaa
8. 3a Ne640/2019
9. Meyvatb/LTamn 10. Moanuceb
MevaTb:
Mpeacepatens Mopnuce/
3emenbHOro cypa .
XaHay/

Betuenb (Wetzel)
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MepeBof AaHHOro TeKcTa BbINoNHeH nepeBogunkosKonewyk HaTanbein MpuropbesHoi
no

Poccuiickaa deaepaums
"opoa Mocksa
[BajuaTb 4eTBEpTOro WONA Be ThiCAYM AeBATHAALATOro roga

A, MapTbliHOBa HaTama AHApeeBHa, BPEMEHHO WCMOMHAKWAA 0683aHHOCTM HOTapuyca
ropoga Mocksbl AkumoBa [neba bopucosuya, CBUAETENBCTBYK MNOA/IMHHOCTDL MOAMMCK
nepesogumka Konewlyk HaTanbu ["puropbesHbl.

Moanuch caenaHa B MOEM MPUCY TCTBUM.
JINYHOCTb NOANMCABLLErO JOKYMEHT YCTaHOBMEHA.

3aperncTpuposaHo BpeecTpe: No 77/09-H/77-2019- 079
B3bickaHO rocy6 pLAMHBI (N0 Tapudyy): 100 py6.
YnnayeHo 3a OBOr0 M TeXHMYeCKoro xapakTepa: 200 py6.

HA. MapTblHoBa

MpOLLUHYPOBAHO, NMPOHYMEPOBAHO 1 CKPEN/eHOo neYaThio M ncT(-a,-0B).

BPWO HoTapuyca
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