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1. Name of the medical device

Articulating paper CLEAN+SAFE® for interocclusal registration
Versions:

Articulating strips, double-sided, straight (blue/red), 80 pm
Articulating strips, double-sided, straight (blue/blue), 80 pm
Articulating strips, double-sided, horseshoe type (blue/red), 80 pm
Articulating strips, double-sided, horseshoe type (blue/blue), 80 pm
Articulating strips, double-sided, straight (blue/red), 40 pm
Articulating strips, double-sided, straight (blue/blue), 40 pm
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Hereinafter referred to as the CLEAN+SAFE® articulating paper for interocclusal registration,
articulating paper, double-sided straight strips, double-sided strips horseshoe type, strips,
medical device, product.

2 Information about Manufacturer, Developer and Authorized Representative of
Manufacturer

Manufacturer:

Alfred Becht GmbH

Carl-Zeiss-Strasse 16,77656 Offenburg, Germany
Tel.:+ 49 781 60586-0

Fax: +49 781 60586-40

VAvvV'.becht-online.de

Developer:

Alfred Becht GmbH
Carl-Zeiss-Strasse 16, 77656 Offenburg, Germany
Tel-:+ 49 781 60586-0
Fax:+ 49 781 60586-40
becht-online.de

Authorized representative of manufacturer in the Russian Federation

PROTECO, JSC

Legal address: 192102, St. Petersburg, Salova st. 57, build. 1, lit. 1.
Tel:+7 (812) 635-88-90

E-mail: info@protecodent.ru

3 Intended Purpose and Intended Users

The medical device “Articulating paper CLEAN+SAFE® for interocclusal registration” is designed
to be used in dentistry for detection of occlusal contacts and distribution of occlusal forces of newly
installed dental restorations and dental prostheses and bridges, as well as for detection of occlusal
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interferences.

Intended Users

Articulating paper is recommended for use by dentists and chairside assistants.

4 Device Description and Design

Articulating paper CLEAN+SAFE® for interocclusal registration is thin and tear-resistant sheets of
paper in the form of straight stripes or horseshoe type (U-shaped) stripes, impregnated with pigment
that colors the surface ofteeth, dental prostheses, etc. when pressed. The product is available in two
color options: blue/biue sides and blue/red sides. Differently colored sides (blue and red) allow
marking the places of occlusion simultaneously and accurately. The high color intensity ensures
clear results. The small thickness makes it possible to avoid false or blurred contacts between teeth
and paper, as well as provides clear results when used on wet occlusal surfaces (gold, ceramics,
polished metal, acryl).

The applied part ofthe articulating paper is a part ofthe sheet impregnated with pigment for coloring
the surface of teeth, dental prostheses, etc. when pressed.

Articulating strips, double-sided, straight (blue/red), 40 pm and Articulating strips, double-sided,

straight (blue/blue), 40 jam have a design feature - the strips are not fastened into a block, they are
placed in the primary packaging separately from each other. Each strip is delimited by a protective
insert. The limiter holds the strips in one position inside the primary packaging.

5 Indications, Contraindications and Possible Side Effects Associated with Intended Use of
Medical Device

Indications: The articulating paper is a diagnostic dental product used in the following cases;
- Dental treatment (placement of fillings/crowns and prosthetics).
- Dental implantation (determination of the stability of various abutments).
Determination of the spatial relationship of dentitions in occlusion.
- ldentification of disorders in persons with bruxism.

Contraindications: Not detected.

Possible side effects associated with intended use of medical device: Irritation or allergic reaction
due to the individual intolerance of raw materials of the device by a user.

6 Precautions
Precautions:

Do not use the product for any purpose other than those listed in these instructions.
- Read the instructions for use before use.
- Do not use the product after the expiration date.
- This is a single-use product. Reuse of the product is prohibited.
- Use of the product only with gloves.

7 Method of Use

1. Before use, remove the strip from the package with forceps.
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2. Plastic box of articulating strips (blue/red), (blue/blue) 40 pm, allows to withdraw strips
easily with one hand.

3. Place the articulating paper on the teeth, close the upper and lower dental arches with light
pressure, making eccentric movements of the lower jaw.

4. Open the upper and lower dental arches and remove the articulating paper. Marks will
remain on the teeth showing where the dental arches get in contact.

5. Remove the existing eminences at the contact points of the filling using finishing diamond
burs,

6. After initial treatment of high contacts, repeat the procedure as many times as necessary to
obtain anatomically correct results.

y *

8 Technical features.

Table 1 Articulating Paper Specifications
Thickess (it igmeny, Gyt SO prochct

ol part, mm
Articulating strips, double-sided, straight (blue/red) 8045 20x 105(x2)/
- 20 x 85(%2)

Articulating strips, double-sided, straight 80 45 20x 105 (x2)/
{blue”ue) - 20 x 85 (£2)
Articulating strips, double-sided, horseshoe type 8045 23 x 68 (x2)/
(biue/red) - 23 x 60 (£2)
Acrticulating strips, double-sided, horseshoe type 80 45 23 x 68 (£2) 1
(biue/blue) - 23 x 60 (£2)
4Aorthr;]Jlatmg strips, double-sided, straight (blue/red), 40 +5 20x100 (+2)
Avrticulating strips, double-sided, straight
(blue/blue), 40 um 4025 20 X100 (2)

9. Description of symbols used on consumer and transport package labeling

Table 2. Symbols and description

Symbol Description Symbol Description
mi Manufacturer Manufacturing date
LOT Lot number Best before
/éﬂ%( Non-sterile Keep dry

Product must not be
1 Temperature limits disposed of as
' household waste

Keep away from

. Do not reuse
sunlight
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Symbol Description Symbol Description
Consult
Reference number
instructions for [ref]
catalogue number
1 S Use ( g )
Do not use if the .
. CE conformity mark
package is damaged C € y
10 Requirements for Maintenance and Repair of Medical Device

The devices do not require any maintenance and repair.

11 Sterilization, Cleaning and Disinfection

All articulating paper versions are for single use only and supplied non-sterile.
Disinfection and cleaning are not required.

12 Conditions of Transportation, Storage and Use

Products packed in shipping box should be transported by all types of covered vehicles according to

applicable regulations for the carriage of goods by this type oftransport, observing the precautions indicated
on the shipping box.

Transportation conditions:

temperature: 0 to +25 °C;
relative humidity: 45-55 %;
atmospheric pressure: 800-1060 hPa.

Storage. The packaging provides protection against mechanical and climatic factors during
transportation and storage. Products should be stored in well-ventilated areas away from sources of
heat, sunlight, direct exposure to light sources and electrical equipment. Packages must be protected
against dirt, dust, moisture and rupture. Store the product in a dry, clean and safe place in tightly
closed packaging.

Storage conditions:
temperature: 0to +25 °C;
relative humidity: 45-55 %;
atmospheric pressure: 800-1060 hPa.

Use. Devices are used in healthcare facilities, in conditions requiring to protect the hands of
medical stuff when using the product for its intended purpose.

Transportation conditions;

INIQRTRI ICTINN ENDP | IRE

@ 000 LUPMH () INFOGCIRMLRU & WWW.GOSZDRAVNADZOR RU



temperature; Oto +25 °C;
relative humidity: 45-55 %;
atmospheric pressure: 800-1060 hPa

I'ne medical device “Articulating paper CLEAN+SAFE® for interocclusal registration” is
considered hazardous waste of epidemiologic potential (devices contaminated with blood and/or
other biological fluids of patients) after their use as intended.

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

Specialized organizations licensed to handle hazardous medical waste of epidemiologic potential
transport medical waste from medical institutions and recycle (dispose of) and destroy it
Consumer packaging, defective and unused products with expired shelf life are classified as
epidemiologically safe wastes (non-hazardous waste that does not come into contact with biological
fluids of patients), similar to municipal solid waste (MSW).

Non-hazardous waste is collected using reusable containers or disposable bags (excluding color-
coded bags for hazardous waste). Disposable bags are placed inside reusable containers. Waste
containers should be marked and placed at a special site (indoors). After emptying, reusable
containers are subject to washing and disinfection. The procedure for washing and disinfection of
reusable containers is determined in accordance with the organization-specific waste management
flowchart.

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

14 Shelf Life of Medical Device

The shelf life of the medical device is 10 years.

15 List of International Standards Applicable to Medical Device
EN ISO 13485, EN ISO 14971, EN ISO 15223-1, EN 1041, OupekTtuBa 93/42/EWG
(2007/47/EG), EN 1SO 62366, EN 1SO 10993-1, EN ISO 10993-5, EN IEC 17050-1, ZLG 3.9
A4, MEDDEV 2.7/1, Regulation (EU) 2017/745 MDR.

Note: The standards are used in the latest edition: the organization maintains and updates the
list of reference standards as a record of its own management system in accordance with 1SO 13485.
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. 77652 Offenburg
Notare Neuwirth e Korner  Voltz HauptstraSe 23

Notar Reinhard Korner Tel.: (0781) 939 959-253
Fax: 0781 /939 959-29

Mail: kanzlei@notare-nkv.de

UZ4014/2023 K UVZ 897 /2023 K

l__I BEGLAUBIGUNG CERTIFICATION

Ich beglaubige hiermit die Echtheit vorste- | hereby certify, that the above is the true
hender Unterschrift, die vor mir eigenhandig signature, subscribed in my presence of
volizogen wurde von

Herrn Ulrich Alfred BECHT, Mister Ulrich Alfred BECHT,
geboren am 29.04.1957, born 29.04.1957,
wohnhaft in Offenburg, residing in Offenburg,
geschaftsansassig business address
D-77656 Offenburg, Carl-Zeiss-Str. 16, D-77656 Offenburg, Carl-Zeiss-Str. 16,
- mir personlich bekannt - - personally known to me -

Aufgrund heutiger Einsichtnahme in das After having inspected today the

Handelsregister des Amtsgerichts Commercial Register of the local court of

Freiburg im Breisgau Freiburg im Breisgau /Germany
bescheinige ich Folgendes: I certify the following;
Eingetragen ist dort unter Incorporated there is in section

-HRB 471050- - HRB 471050 -

die Gesellschaft the company

Alfred Becht GmbH Alfred Becht GmbH

mit dem Sitz in Offenburg with its seat in Offenburg

und Herr Ulrich Becht als ihr Geschaftsfilh-  and Mr Ulrich Becht as its managing direc-

rer, der berechtigt ist, die Gesellschaft al- tor, who is aythorised, to represent the com-
leine zu vertreten. pany alone.
D-Offenburg, 26.07.2023 Offenburg, Germany, 26.07.2023

(fv

Notar Reinhard Korner
Civil Law Notary Public
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[MepeBog ¢ aHrMIACKOTO M HEMELKOTO S3bIKOB Ha PYCCKUA f3bIK]

01 mapta 2023 .
«YTBEPXAEHO»

/nognuce/ (noanmce)

Ynbpux A. bext (Ulrich A. Becht)
eHepanbHbI gupekTop, «Anbthpes bext TmM6X» (Alfred Becht GmbH)

[WTamn: «Anbdpes BexT TM6X»
M/a 1145, D-77601 r. OgeHbypr
(Postfach 1145 D-77601 Offenburg)
Ten.:+49 781 60586-0

dakc:+49 781 60586-40]

NHCTPYKUNA no MPUMEHEHWIO
HA MEANUMNHCKOE N3AEJIME

bymara apTnkynaumoHHasa gna onpefeneHna npukyca CLEAN+SAFE

Bepcusa 2

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



HanmeHoBaHWe MegULIMHCKOr O N3aenvsa
bymara apTukynauuoHHaa gns onpegeneHus npukyca CLEAN+SAFE®
BapuaHTbl MCMONHeHNA:

Monockn npsimble ABYCTOPOHHME (CMHMIA/KPACHbLIR), ToNWMHa 80 MKM.
Monockn npsmble ABYCTOPOHHUE (CUHWIA/CUHWI), ToNWMHA 80 MKM,
Monocku ayroobpasHble ABYCTOPOHHME (CUHWUIA/KPACHbIA), ToNWMHA 80 MKM.
Monockn ayroo6pasHble ABYCTOPOHHME (CUHWIA/CUHKIA), TONWMHA 80 MKM.
Monockn npsimble ABYCTOPOHHME (CUHMIA/KPACHbIA), ToNWWHA 40 MKM.
Monocky NpsiMble 4BYCTOPOHHUE (CUHWUIA/CUHWIA), TONLWMUHA 40 MKM.

SR A o

[anee no TekcTy - Bymara apTUKynaunoHHaa ans onpegenennsa npukyca CLEAN+SAFE®,
bymara apTUKYNAUMOHHAsA, MOMOCKM MpsMble  ABYCTOPOHHME, MOMOCKM  AyroobpasHble
[BYCTOPOHHME, MOMIOCKN, MeANLMNHCKOE U3fenune, ngenmue.

2 CBeaeHUss 0 nNpou3BOAWUTeNe, paspaboTuyMKe U YMNO/HOMOYEHHOM TNpeACTaBUTENE
npon3BoanTENs

MponssoauTenb

«Anbpes bexT TMO6X»

Kapn-Lelicc-LWtpacce, 16, 77656 OddgeHbypr, MepmaHua
(Carl-Zeiss-Strasse 16, 77656 Offenburg, Germany)
TenedoH:+ 49 781 60586-0

®akc:+ 49 781 60586-40

www.becht-online.de

PaspaboTumnk

«Anbgpes bext FM6X»

Kapn-Llelicc-LLTpacce, 16, 77656 OthdeHbypr, MepmaHus
TenegoH: +49 781 60586-0

®akc:+49 781 60586-40

www.becht-online.de

YNONHOMOYEHHbIN NpeAcTaBUTENb NPoM3BOAUTENS B PD

AQO «MPOTEKO»

FOp. agpec: 192102, r. CaHkT-MeTepbypr, yn. Canoea, 4. 57, kopn. 1, nut. N
TenegoH: +7 (812) 635-88-90;

an. nouta: info@ protecodent.ru

3 HasHaueHue usgenunda c ykasaHuem NoTeHLUManbHOro I'IOTpe6l/ITE‘I'IF|

MepaunumHcKoe nsgenne «bymara aptukynauuoHHasa gna onpegeneHma npukyca CLEAN+SAFE®»
npefHasHayeHo B CTOMATOMOIMMN A5 BbISBIEHUSA OKKAKO3WOHHbLIX KOHTAKTOB W pacnpefeneHus
OKK/HO3MOHHBIX CUN HeAaBHO YCTaHOB/IEHHbIX 3Y6HbIX pecTaBpauuii 1 3y6HbIX Y MOCTOBUAHBIX
MpoTe30B, a TaKXXe A/1F BblfAB/IEHNA OKK/THO3MOHHbIX MOMeX.

I_IOTeHLI,I/IaJ'IbeIe I'IOTpeﬁl/ITeﬂI/I
Bylvlara apTUKynaunoHHaa pPekoMeHaoBaHa [Ana WUCNONb30BaHMA  BpavYaMM-CTOMaTo/ioram,
aCCUCTEeHTaMW CTOMATO/10I0OB.
& 000 UWPMK @ INFO@CIRMLRU & WWW.GOSZDRAVNADZORRU Hckoe msgenve
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4 OnucaHue n3genus, KOHCTPYKUnA

«bymara apTukynauuoHHas gns onpegeneHuns npukyca CLEAN+SAFE®» npeactaBnset coboii
TOHKME U MPOYHbIE Ha Pa3pbiB NNCTbl Bymaru B BUAe NONOCOK UM ayroobpasHoit (U-obpasHoii)
(hopMbl, MPOMUTAHHbIE KpacuTeneM, KOTOpas OKpallMBaeT MNOBEPXHOCTb 3y60B, OpTONEANYECKNX
KOHCTPYKUMA ¥ T.N. Npu HajasnveaHwuu. W3genve [OCTYNHO B [BYX BapuaHTax LBETOBOro
NCMONHEHUA: CUHAS/CUHAA CTOPOHBI U CUHAA/KpacHaa CTOPOHbI. CTOPOHbI Pa3HOro LBeTa (CUHAA 1
KpacHas) No3BONAKT OAHOBPEMEHHO TOYHO OTMETUTb MecTa CMblKaHWA 4YentocTeil. Bbicokas
rnybrvHa okpackum obecneymBaeT YETKOCTb pe3ynbTaTtoB. Masnas TONLWMHA NO3BOMSET U3bexaTb
NOXHbIX UM CMa3aHHbIX KOHTAKTOB 3y60B ¢ 6ymaroii. ObecrneymBaeT YeTKOCTb pe3ybTaToB Mpu
NCNOJIb30BAHNMN Ha BNIaXXHbIX OKK/HO3MOHHbIX MOBEPXHOCTAX (30/10Te, Kepamuke, 0TNONMPOBaHHOM
MeTanse, akpusne).

Paboyasa 4yacTb bymary apTUKYNALUOHHOM - 3TO YacTb /IMCTa, MPOMNUTAHHAA KpacuTenem Ans
OKpallnBaHMa NOBEPXHOCTM 3y60B, OPTONEANYECKUX KOHCTPYKLUWUIA W T.M. NPpW HafaBVBaHUN.
Monockn npsmble ABYCTOPOHHWME (CUHWMIA/KpacHbI), TonwuHa 40 MKM U [M0f0CKM npsmble
ABYCTOPOHHWE (CUHUIA/CUHUIA), TONWMHA 40 MKM UMetOT 0CO6EHHOCTb KOHCTPYKL MK - MOJIOCKN He
CKpenieHbl B 610K, HaX0A4ATCSA B MEPBUYHOI yNakoBKe OTAENbHO ApYT OT gpyra. Kaxaas nonocka
pasrpaHuyeHa 3awWwMTHOW BCTaBKOW. OrpaHu4YnTeNb YyAepXUBaeT MONOCKM B OLHOM MONOXEHUN
BHYTPY NEPBUYHOW YNaKoBKMU.

5 TlokasaHusa, NPOTMBOMOKAa3aHWA W BO3MOXHble MO60YHbIE 3P(PEKTbI, CBA3AHHbIE C
NPYMEHEHMNEM MEANLMHCKOro MU3LeNA N0 HasHaYeHUto

NMoka3aHua; bymara apTUKynsuMoOHHas - [AWarHOCTMYECKOe CTOMATO/IorMyeckoe u3genue,
MCMONb3YeTCa B CEAYIOLWMNX CyYasnx:
CTtomartonormyeckoe neyeHue (yctaHoBKa naomM6, KOPOHOK M NPOTe3MPOBaHUe).
- JleHTanbHaa uMmnaaHTaumsa (onpegeneHmsa ctabunbHOCTU pasnyHbIX abaTMEHTOB).
OnpegeneHne NpocTpaHCTBEHHOI0 COOTHOLLEHUA 3yOHbIX PAAOB NPU CMbIKAHUN.
OnpegeneHne HapyLleHWA y UL, CTPagaroLmx 6pyKCU3MOM.

MpoTMBOMNOKAa3aHUsA: He 06HaPY>KEHO.

Bo3MOXHble Mo6oYHble 3(PeKTbl, CBA3AHHbIE C MPUMEHEHUEM MeAMLMHCKOro M3genunst no
Ha3HaYeHWI0: pasfpaxatollee AeNCTBME UIN annepruyeckas peakuus B CBA3WN C MHAMBUAYaNbHO
HEerMepeHOCMMOCTbI0 NOTPe6uTeNs.

6 Mepbl NPeLOCTOPOXKHOCTH
Mepbl NPesoCTOPOXKHOCTHN:

- He ucnonb3oBaTb W3aenve AN Kakux-nm6o Leneii, KpOMe MepeymcneHHbiX B flaHHOM
VHCTPYKLMM.
Mepep skcnnyaTauueii 03HaKOMbTECh C MHCTPYKLMEN MO MPUMEHEHMIO.
He ncnonb3oBaTh M3AeNMe MO UCTEUEHUN CPOKA FOAHOCTM.
3aenve ofIHOKPATHOIO UCMOMb30BaHNs. [OBTOPHOE MPUMEHEHWE U3ENNSA 3anpeLLeHo.
Mcnonb3oBaHWe M3Aenus ToNbKO B nepyaTKax.

7 lMopagok npuMeHeHUsA

1. Mepen npuMeHeHWEM J0CTaTb MOMOCKY M3 YNAaKOBKW C MOMOLLbIO MUHLETA.
2. MnacTnkoBas KOpobKa Nos0CoK NPAMBIX ABYCTOPOHHUX (CUHUX/KPACHBIX), (CUHUX/CUHNX)
TONUWMHOW 40 MKM, NO3BONSET NErKO U3BNEKATb ByMary OfHON PyKOiA.

@ 000 LMPMH () INFO@CIRMIRU & WWW.GOSZDRAVNADZORRY MHCKOE 13Aenve
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3. MomecTUTb apTUKYNAUMOHHYIO Oymary Ha 3y6bl, MPOW3BECTU CMbIKAHWE BepXHeild K
HUXHEN 3yBHbIX AYT C NerkuM faBneHneM, COBEPLLAs IKCLEHTPUYECKNE ABUKEHNS HUKHEN
YenoCTbIO.

4. Pa30OMKHYTb BEPXHIO Y HWXKHIOK 3yOHbIe AyrK, yAanuTb apTUKYNALMOHHYIO Bymary. Ha
3y6ax oCcTaHyTCA OTMETKU, NOKa3biBaloLas MecTa, rae 3yoHble Ayru conpukacanvuce.

5 YpanuTb WMetoWMecqd 3aBblleHU Ha KOHTAKTHbIX MYHKTax MiomMbbl C MOMOLLbHO
a/IMa3HbIX OTAEN0YHbIX 60POB.

6. Mocne nepBuYHO 06pPabOTKM 3aBbllEHHbIX KOHTAKTOB CnefyeT MOBTOPUTbL MpoLeaypy
HYXXHOEe KO/IMYEeCcTBO pa3 A1 MNOJyYEHWA aHATOMUYECKM MNpaBU/IbHbIX pPe3yNbTaTos.
PekomeHayeTCA MCNONb30BaTb apTUKYNALMOHHYIO 6yMary ¢ MeHbLUel TONLLUHON.

8 TexHMYecKMe XxapaKTepUCTUKM

HanmeHoBaHuWe n3genus TonwuHa O6wmii pasmep nsgenuns/
(c KpacuTenem), pasmMepbl paboyein vacTu,
MKM MM

Monockn npsimble ABYCTOPOHHWE 80 45 20x 105(x2)/
(CMHWMIA/KpaCHBIiA) - 20 x 85 (£2)
Monockn Npsimble ABYCTOPOHHME (CUHWIA/CUHNIA) 20x 105(x2)/

80 £5 20 x 85 (+2)
Monocky gyroobpasHole ABYCTOPOHHME 80 45 23 x 68 (£2) /
(CMHMIA/KpacHBbIiA) - 23 x 60(x2)
Monockun gyroobpasHble ABYCTOPOHHME 80 45 23 x 68(x£2)/
(cnHui/cnHMin) - 23 x 60 (x2)
I‘IonochM NpAMbIE ABYCTOPOHHME 40 +5 20X 100(+2)
(cvHWIA/KpacHbIin), ToNWwmMHa 40 MKM -
Monocku npsimble ABYCTOPOHHME (CUHUIA/CUHWIA), 40 45 20X 100(2)

TONWMHA 40 MKM

9 PaclmndpoBKa CMMBO/IOB, MPUMeHSEMbIX B MapKUPOBKe NOTPeObUTENbCKOM 1
TPaHCNOPTHOWN YNaKoOBKM

Tabnuua 2. CUMBO/IbI 1 0603HAYEHNSA

CumBon CumBon

Pacwnpposka Pacwunpposka
Tﬂ M3rotoBuTesb Jlata n3rotosneHunsa
LOT Kog napTtum Vcnonb3oBatb [0
HecTepunsHo bepeub OT Bnaru
o He pa3pelleHo K
TemnepaTypHbI
yTunaunsaumm B 06bI4HOM
1 . AnanasoH
nopsaake
He gonyckaTb
o 3anpet Ha MOBTOpPHOe
BO3[encTBuA
P npumeHeHne

COJIHEYHOTIO CBETa
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Cumson CumBon

Pacwungposka Pacwunpposka

O6patuTtech K

MHCTPYKLIMM N0 REF Homep no karanory

apTuKyn
NPUMEHEHNIO (apTvkyn)
He ncnonb3oBartb npu

CootBeTtcTBME
NoBPeXAeHUN o

€BPONENCKNUM HOPMaM
ynakoBKM

10 Tpe60oBaHMA K TEXHUUYECKOMY 06C/TY>KMBAHUIO N PEMOHTY MEAULIMHCKOro M3Aenus

N3penns B TeXHNYECKOM O6Cﬂy)KMBaHI/IVI N PEMOHTE HE HYXXAaloTCA.

11 CTtepununsaums, o4NCTKa U Ae3NHDEKLNA

WN3pnenns npegHasHayeHbl AN 0HOPA30BOro UCMO/b30BaHMS. B cTepunmsauum, AesnHhekunm
M OYMCTKE He HYXAaloTCs.

12 YcnoBusi TpaHCNOPTUPOBKU, XPaHEHMSA 1 3KCNyaTalum

TpaHCnoOpTUPOBaHME  W3AENWIA,  YNakOBaHHbIX B  TPAHCMNOPTHY  Tapy, [OMXHO
OCYLECTBNATLCA  BCEMW  BMAAMM  KPbITbIX  TPAHCMOPTHbIX CPeACTB € COBNOAEHMEM
MpeaoCTOPOXHOCTEN, YKa3aHHbIX Ha TPAHCMOPTHOW Tape M B COOTBETCTBUM C NpaBuiamu
MepeBO3KMN rpy30B, AeCTBYOLWMMM Ha TPAHCMOPTE JaHHOTO BUAA.

Y cnoBus TpaHCMOPTUPOBaHUSA:
- Temneparypa- ot 0 go +25°C;
- OTHOCMUTesNbHada BNaXHOCTb Bo3ayxa - 45-55%;
- atMmocgepHoe aasneHue - 800-1060 rMa.

XpaHeHne. YnakoBka obecneuyvBaeT 3awWuUTy OT BO3A4EWCTBUSA MEXaHUYECKUX U
KNMMaTuyeckmx (HakTopoB BO BpemMsi TPAHCMOPTUPOBAHUSA W XpaHeHud. W3aenus LO/MKHbI
XPaHUTLCA B XOPOLLO MPOBETPMBAEMbIX MOMELLEHUAX BAANM OT UCTOUYHMKOB Tenna, COJIHEUYHbIX
nyyein, NPAMOro BO3AENCTBMA MCTOYHUKOB CBETA U 3NEKTPUYECKOrOo 060pyA0BaHUA. Y NaKOBKM
HeobX0AUMO MpefoXpaHaTb OT 3arpsA3HeHuns, 3anblleHns, HaMOKaHWA U OT pa3pbiBa. XpaHuUTb
n3genne B CyxoM, YUCTOM W HAZleXXHOM MecTe, B NMIOTHO 3aKpbITOM ynakoBKe.

YcnoBus xpaHeHus:

- Temneparypa- ot 0 go +25°C;

- OTHOCMTe/IbHas BNaXXHOCTb Bo3gyxa - 45-55%;
- aTtmocdepHoe gaBneHne - 800-1060 rla.

akcnnyatauus. M3genms NpUMEHSIOTCA B MEAUUMHCKUX YUYPEXAEHMSX, B YC0BUAX,
TPebyoWmnX 3aWnTbl PYK MEAULMHCKOrO paboTHMKA NpW  WUCNONb30BaHUWM U3Aenns Mo
HasHauYeHWIo.

YC/oBMA B NOMELLEHNAX NPU 3KCnyaTaunum MeguuMHCKOro u3genns
Temnepatypa ot 0°C go +25°C;
OTHOCUTeNbHAas BNaXKHOCTb BO3ayxa - 45-55%;
ATmochepHoe aaBneHne - 800-1060 rlMa.
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13 YTunmnsaums

MeanuuHckoe usgenne «bymara apTUKyNAauMOHHAs ANA  ONpefeneHnMs  npukyca
CLEAN+SAFE®» nocne Ucnosib30BaHUA ero no HasHavyeHM0 OTHOCUTCA K 3NMNAEeMNONOTUYECKN
onacHbIM 0TXogaM (M34enus, 3arps3HeHHble KPOBbK W/MAW  ApYyrMMU  6UONOTMYECKUMU
XNAKOCTAMM NauneHTOoB).

B faHHOM cfyyae MeAMUWHCKas OpraHv3aumsa OCYLLeCTB/ISIET TOMbKO CO0pP M BPEMEHHOE
XpaHeHue BblleyKa3aHHbIX 0TX040B. C60p OCYLLEeCTBAAKT B NakeTbl, 3aKPern/ieHHble Ha CTOMKe-
TENeXKe, MNN B KOHTEMHEepPbl OAHOKPATHOr0 NPUMEHEHUS C LLBETOBOI MapKMPOBKOW, MPUHATON Ans
OMacHbIX MeAMLUMHCKUX OTXOLOB B MOMELLEHUU WAN B MecTax AJI9 BPEMEHHOr0 XpaHeHus
MEeAMLMHCKMX OTXOLOB A0 MOCNEAYHOLLEro TPaHCNOPTUPOBAHUA K MECTY YHUUTOXEHUA WK
yTUnn3ayuu.

TpaHCnopTUPOBaHMEM MeAULMHCKUX OTXOA0B N3 MeAULNHCKUX YUPEXAEHUIN, X YyTUNn3aLuei
3aHUMAlKTCA Crneunanns3vpoBaHHble oOpraHusauuu, WUMeKLWMe JNLEH3NI0 Ha obpalleHue ¢
ONacHbIMW B 3NNAEMWNONOTNYECKOM OTHOLIEHUN MEAULUHCKUMM OTX04aMMU.

MoTpebuTenbckas ynakoBKa, OpakOoBaHHble W3[eNUs W HEeUCnosib30BaHHble W3Jenus ¢
MCTEKIW MM CPOKOM TOAHOCTM OTHOCATCA K 3nNuaeMmonornyeckn 6e3onacHbiM 0TX0AaM
(HeonacHbIM 0TX0f4aM, He UMEKLWMM KOHTaKTa C 6MOMOrMYECKMMMN XUAKOCTAMWU NaLMEHTOB),
NPUBAMKEHHBIM MO COCTaBy K TBEPAbIM 6bITOBbIM 0TX0AaM (TBO).

C60p HeomacHbIX OTXOAOB OCYLLECTB/AETCA B MHOropasoBble eMKOCTM WIM OfHOpa3oBble
naketbl (3a WCKNOYEHWEM NaKeTOB LiBETa, MPUHATOrO ANA ONacHbIX 0TX0AoB). O4HOpa3oBble
nakeTbl pacnofaralTcqd BHYTPW MHOropasoBbiX KOHTeHepoB. EMKocTu fans c6opa OTXOAOB
[JO/MKHbI ObITb NMPOMAapKMPOBaHbl M YCTAHOB/EHbl Ha CheunanbHON nnowagke (B NOMeELLeHUN).
MHoropasoBas Tapa nocine OnopOXHEHUA NMOLNEXUT MbITbIO U Ae3UH(eKUNN. TTOPAAOK MbITbS U
Ae3VH(eKL MHOropa3oBoi Tapbl OnNpefenseTcs B COOTBETCTBMM CO CXEMOWA 06paLleHnsa 0TX0L08B
B K&XXA0N KOHKPETHON opraHusaymm.

TpaHcnopTUpoBaHue 1 YTUIM3aLNA OCYLLECTBNSETCS C yYeTOM TpeboBaHWiA, NPUHATBIMU 418
[JaHHOW TeppuTOpUKN, B COOTBETCTBUM C CAaHUTAPHLIM 3aKOHOAATe/IbCTBOM TOW W/IN MHOW CTPaHbl K
COLEPXaHUID TeppuTOPUI Hace/leHHbIX MeCcT M 06palleHMo € 0TX0A4amu Mpou3BOACTBA U
noTpebneHms.

14 CpoK rogHocTu MegULNHCKOIo 1U3genus

Cpok rogHocTu nagennin coctasnset 10 ner.

15 MepeyeHb MeXAYHAPOLHbIX CTAHAAPTOB, KOTOPbLIM COOTBETCTBYET MEAMLMHCKOE
nsgenve
EN I1SO 13485, EN ISO 14971, EN ISO 15223-1, EN 1041, Aupexktusa 93/42/EWG
(2007/47/EG), EN 1SO 62366, EN I1SO 10993-1, EN ISO 10993-5, EN IEC 17050-1, ZLG 3.9
A4, MEDDEYV 2.7/1, PernameHnT (EC) 2017/745 (MDR).

MpumeyaHue: CTaHAapTbl MCNOMbL3YIOTCA B MOCNEAHEN pefakuMu: OpraHuMsauuns COXPaHseT U
06HOBNSET CMMCOK CMPaBOYHbIX CTaHAAPTOB KakK 3anncCb COOGCTBEHHOM CUCTEMbl YrnpaBfeHUs B
cooTtBeTCcTBUMK C ISO 13485.
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[fep6 BapgeH-BiopTembepra] 77652 OthpeH6Ypr, XaynTwTpacce, 23

HoTapuanbHas KoHTopa «HoBupT, (77652 Offenburg, HauptstraBe 23)
KépHep, ®onbTy» (Neuwirth, Kérner, Voltz) Ten.: 0781 /939 959-253
HoTtapuyc Paiinxapg KépHep (Reinhard K6Ter) ®akc: 0781 /939 959-29

3n. noyta: kanzlei@ notare-nkv.de

UZ 4014/2023 K UVvZ 897/2023 K
[TekcT foKyMeHTa Ha aHIMIACKOM W HEMeLKOM si3blKax MAeHTnYeH]
3ABEPEHWVE

HacToswM M s yA0CTOBEPS0, UTO NMOCTaB/eHHAs BbILLE MOAMNUCH SBNSETCA MOAMMHHOM,
MoATBEPXKEHHOV B MOEM NMPUCYTCTBMM MOANUCHLIO CNEAYHOLLErO NLA:

M-H Ynbpux Anbtpea BEXT,
faTa poxgenna: 29.04.1957 r.,
MECTO XutenbcTtea: OddeHbypr,
tOpUANYECKNn agpec:
D-77656, OhdeHbypr, Kapn-Leic-LTpacce, 16,
- KOTOpPbIA IMYHO MHE 3HAKOM -

Mocne NpoBefeHHON CEerogHsA NPOBEPKM
Kommepueckoro peectpa mecTHoro cyga ®paribypra-um-bpalicray, NepmaHums
S ynoctosepsto cnefytoLlee:
B Hem 3aperucTpupoBaHa B pasgene
- HRB 471050 -
KOMMaHums
«Anbdpen Bext MTM6X»

C topugnyeckmm agpecom B OhpeHbypre,

ar-H Ynopux bext B KauecTBe ee reHepasibHOro AMpeKTopa yrnosHOMOYEH NPeACcTaBNATb
KOMNaHW eanHOINYHO.

OheHOypr, MepmaHus, 26 nons 2023 .
Inodnuchb!
PainHxaps KépHep
HoTapuyc
[MeyaTb: PAMHXAPO KEPHEP * HOTAPUYC B O®DEHBYPIE
[Fep6 bageH-BropTembepra]]

[TucHeHas neyaTb Ha o6opoTe: PAVVHXAPA KEPHEP * HOTAPUYC B O®®EHBYPTE
[Fep6 BageH-BropTembepra]]
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MepeBof 4aHHOTO TeKCTa BbINOJHEH NepeBogYNKOM KHA3eBOW BuTannmHoin BacunbesHON.

noanncob

Poccuiickasa Pepepaums
Nopog MockBa
JBafuaTtb BOCbMOro aBrycra fBe TbiCAUYN ABajLaTb TPeTbero roja

A, MowuceeBa flunns BnagummpoBHa, HoTapuyc ropoga MOoOCKBbI, CBUAETENLCTBY!
MNOANVHHOCTb NoANuUcK nepeBogunka KHA3eBo ButannHbl BacuibeBHbl.

Moanuce caenaHa B MOEM MPUCYTCTBUN.
JlnyHoCcTb NognucasLLEero AOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peecTpe: Ne 50/995-H/77-2023- - <9

YnnayeHo 3a coBepLleHMe HOTapuanbHoOro gectensa: 400

MNOAMUChH MepboBas neyaTb
HoTapuyca r. MOCKBbl

MowuceeBoii J1.B.

Bcero nNpoLHypoBaHo, MPOHYMEPOBaHO ¥ CKPEMNeHO NevaTtbio nnct(-a,-0B)

J1.B. MowuceeB

MepboBas neyaTb
HoTapuyca r, MoCKBbl
MownceeBoin J1.B.

noanncob

Poccuiickana ®egepauuns
Mopog Mocksa
JBaguaTb BOCbMOro aBrycra fBe ThbiCAYM ABajLaTb TPETbero roja

A, JylQHceeBa flunns BnagumumpoBHa, HOTapuyc ropoja MOCKBbI, CBUAETENbCTBYIO
IOLCTaB/IEHHOr0 MHe [JOKYMeHTa.

0 B peectpe: Ne 50/995-H/7772023- <® -

‘pyoHWS HoTa : 00 kon.

J1.B. MowuceeBa

, MPOHYMepoBaHOo \I"KpenneHo neyaTbio nuct(-a,-0B).

J1.B. MouceeBa
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