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Manufacturer
|71 \4 ~
Date of manufacture

.Only

By prescription only

Consult instructions for use

Do not use if package is damaged

MD

Medical device

UDI

Unique Device ldentifier
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Electronic IFU can be accessed at hap:y/medtecticonV1FU/
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Non sterile

Keep dry

_

Keep away from sunlight

3
Russian certification symbol according to GOST ?
C € Eiuopean conformity (CE) mark X
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Instruction for use « English
forque Wrench EV & Oliver (35.45, 70 & IOONcm)

1 Intended use

A dental torque wrench for placementand adjustmentofdental Irr*nts,

abutments, abutment screw and prosthetic screws dunng oi4 surgery and
.prosthetic procedures By use of exchangeable saewdriver tips and bits the
"tool can be used fw Astra Tech Implant System

2 Product Description

The Torque wrench (mam body, head and Driver) Is made of lightweight
titanium and stainless steel The Torque Wrench & Driver product design,
finish and quality make the tool well suited tor placement and adjustment of
implants, abutments and screws during surgery and otoer dInical procedures
The Torque Wrench & Driveris easy to prepare tor cleaning, disinfection and
sterilization.

Exchangeable screwdrivers and the Driver make the tool compatible to
various Implant systems The driver is available for a variety of connections
For specific productdescriptions, please refer to individual product labels

3 Use

The Torque Wrench & Driveris delivered non-stenie Prior to use il must be
deaned with water and brush followed by sterilization according to section 5
The use ofthe Torque Wrench & Dnver is described below

1 Aftercleaning make sure the first line on the scale ofthe Torque
Wrench arm aligns with the arrow (see figure | A)

2. Attach the head to the body of the Torque Wrench by pushing the
components together and turning them m opposite direction until an
audible click is achieved (see figure 2).

3 The arrow on the head of the Tonjje Wrench shows the direction in
which the Torque Wrench & Driver is functioning, and the head is
labeled “IN" (see figure 3A) and “OUT (see figure 3 B) *IN‘ denotes
clockwise rotation; ‘ OUT* denotes countercfockwise rotation In order to
change direction, flip the Torque Wrench to me opposite side (see
figure 3) and push the Orh/erinfo the head ofthe Torque Wrench until
an audible click is achieved (see figure 4).

4 Insertthe tool Into the Dnver

5 Place the tool in the implant/screw and Uim the Torque Wrench arm in
the direction of the arrow until the desired torque is archived (see figure
6) The applied torqgue must be in accordance with the screw/impiant
manufacturers' instructions

6 Aftereach use clean and sterilize the Torque Wrench & Driver
according to section 5.

7 Inspectinstruments under normal lighting for the removal ofvisible soil
and tor damage or wear: Any instrumentshowing visible damage or
wear must be disposed ofaccording to section 10

4 W arnings and precautions
Potential adverse occurences may include butare notlimited to the following
list. Proper placement and use of this instrument may help to mitigate these
nsks

+ Ifoverloaded or dropped
If overloaded, dropped or in other way mishandled, the product must no longer
be used since corectfunctionality can no longer be guaranteed

+« Do nofuse hydrogen peroxide
This product must be stenilzed pnorto use and it mustnot be cleaned by
using hydrogen peroxide

¢  Scale a//gnmenf
The Torque Wrench & Driver does not require recalibration but before each
use, make sure that the Torque Wrench & Driver Is fulty functional and that the
first line on the scale aligns with the arow (see figure 1A).

« Ensure correctassembly
Before each use, make sure thatall parts are correctassembled (no loose
parts are allowed).

« Do notexceed max scale
The arm of the Torque Wrench must notgo beyond the end of the scale (see
figure 6.B). as this could resultin permanent deformation ofthe Torque
Wrench arm i.e future inaccurate torque readings (see figure 1.B).

Medtech Pmd A/S
Ertgvej 33

I I I I 3330 Gedese, Oenmaik
WWWmedtech .com
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« No scaleindication when used as ratchet wrench
If the Torque WrerKh & Driveris used as a ratchetwrench It does NOT
provide the user any indication of whattorque that is used
N otice; the torque applied must not exceed 1SONcm when the Torque
Wrench & Driveris used as a ratchet wrerkh.

*  Use screw/screwdriver/Driver/ImfAnt manufacturer torque

recommendations

Pleeise check the Individual screw/screwdrrver/ Driver/Impiant manufacturers
instruction for use or label regarding the maximum allowed torque. Do not
under any circumstances apply higher torque than stated even If the Torque
Wrench & Driveris used as a ratchetwrerKh (without using the Torque
Wrench arm)

. Cleaning - do not use metal brush or steel wool
Do not use a metal brush or steel wool to clean the Torque Wrench or Dnver
as this will damage the Instrument

*  Only for use by professionals
The Torque wrench & Driver must only be used by protossion”s

5 Cleaning and sterilization
The following cleaning and disinfection method are recommended Furb>er
instruction can be found in +Cleaning and stenlization guidei/ne”at

httPs //elQ smedtech com/IFU/

1 Disassemble the Torque Wrench (see figure 5)

2. The separated parts are now ready to be cleaned according to the
«Cleaning and sterilization guideline’

3 Stenlization according to the ‘Cleaning and sterilization guideline'.
Summary below

Note ForUS Steam Stenlization Cycle 132*C (270'FV4tTNn.

ProcediAe Dynamlc-alr-remov» stenlization Cycle
ExDosurettme 4 min 3 min
Temperature t32*C(270"F) 134*C(273*F)
Dfvinatime 20 min

Caution: Accompanying packaging material CANNOT be autoclaved unless it
is expUdtty stated that the material is suitable tor slerilization

6 Further information
For additional Information aboutthe use of the Torque Wrench & Dnver,
please contact your local sales representative

7 Validity
Upon publication of this instruction tor use, all previous versions are
superseded

8 Storage and Handling

Recommended storage temperature range is 10-40'C (50-i04'F) and the
recommended relative humidity range is 0-80%
The shelflife is maximum 10 years

9 Transportation conditions:

Products should be transported and carried carefully in a manner that
corresponds to the special transport precautions for each medical device's
nature at a temperature range from -50 to +50*C, with a humidity up to 80 %.

10 Disposal

When disposed of The Torque Wrench & Driver may present an infection or
microbial hazard and should therefore be disposed of as biological waste,
according to national requirements

11 Serious Incidents:

If any serious Incidents occur In relation with this device, they should be
reported to Elos Medtech Ptnoi A/S and to the competentauthorities in the
country where the incident occurred A serious incidentis a situation where
the device directly or indirectly led or might have led to death, a senous
deterioration in the health of a person or a serious public health threat
Contact Elos Medtech Pinol A/S at: complaintemDI@ medtech com
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rUenglish for Russian registration

» U.S Federal Law restricts this device to sale tjy oron Nee order ofa
I dentist or physician.

Warranty:
' flos warrants that Products are manufactured in accordance with ISO 13485
aid specifications agreed in writing and that Products will be free from defects
inwofirmanship for a period of2 years for instruments from the date of Elos'
delivery

M3  Authorized representative in Russia
Authorized representative of the manufacturer in the territory of the Russian
Federation:

LLC "Dentsply Sirwia", Russian Federation, 115432 Moscow, Andropov,
Propsect 18, Building 6 tel.: +7 (495) 725 1087

Medtecti Rnoi A/S
Engvei 33

a J 3330 Geilese. Denmark
wwwmedtech.com

Electronic IFU can be accessed at http:/medtech,conV1FU/
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Kntou anHamomeTpuyeckuii n Pykositka

WHCTpyKUMa no akcnayatauum

OTKa3 0T 0T36TCTMHHOCTK; Npo Ay** Medtech Pind paspeluaeTtca UCNoNb30BaTh TO/IbKO B COOTBETCTBUM C MHCTPYKUMAMMN 1 pekoMeHAaumamu. Monb3osatens npcllyktos Mecllech PuiokK
[OMXEH ONpeaennTb NX NPUTOAHOCTb AN1A KOHM €THbIX NaLWeHToB 1 nokasaHuii Medtech Pinol He HeceT HUKakoli OTBETCTBEHHOCTM, SIBHOI UM NofpasyMeBaemoi, n He HeceT
OTBETCTBEHHOCTY 3a Nt06ble NPsIMble, KOCBEHHbIE, LITPadHbIE CaHKLMU UV YILLep6, BOSHUKLL T B pe3y/ibTaTe WAN B pesy/bTaTe Kakux-n6o olwnGoK B NpodeCcCMoHaIbHOM CYXAEHUN nn
npakTvke Npu UCNosab30BaHNM UK pasmell eHa npogyktos Medtech Pind

P -~ - -~7TcA' BbINyCKATCS /151 NPOAAXM HA BCEX PbMax, XOTS A3blK NPUCYTCTBYET B 3TOI UHCTPYKLUUM >
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LOT

Ko napTtumn

REF

M aeHTUVKALMOHHBI HOMEp 13genus

M/1

Mpownssoautens

lyyl

,Cl,aTa N3roToB/1€HUA
.Only

CuMBON 419 0603HaYeHns peuenTa

CuUMBON A1 03HAKOMJ/IEHUSA C UHCTPYKLMAMM MO UCMONb30BaHUIO

He ncnonb3oBaTh B Cyyae NoBpexAeHns ynakosku

MD

MeguunHcKoe n3genve

UDI

YHuKanbHbIli ngeHTudukarop ycTporictea

HecTepunsHo
MeOectiPrwlA/S
- Enpy"33
I J 3330 Gwiese. Denmatk
WVmedtech.com
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Bepeyb OT conHeyHoro ceeta

3HakK COOTBETCTBUSA npogykumn Poccuiickomy FOCTy

MapkupoBka eBponeiickoro cootsetcTaus (CE)

MNocTaBLmk
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KTpyKkuunsa no akcnsyatauuu ¢ PyCCKMﬁ
l— AvHamomeTpuyeckuii n PykoaTtka (35.45, 70 n FOOHcwm)

HasHauyeHue
‘CTomarosiornyeckunii K1Y AMHaMOMeTpUYeckuii  ANs  yCTaHOBKU
VN PerynnpoBkA  3y6GHbIX WMNNaHTaToB, a6aTMEHTOB, BWHTOB, BUHTOB
abaTMeHTa W pOTE30B BO BPEMSI CTOMATOMOTMYECKUX Onepauuii 1
npoTesnpoBaHus  VICNonb3ys CMeHHble Hacagku U GUTbl AN OTBEPTKY,
MHCTPYMEHT MOXHO WCMO/b30BaTh A/A CUCTeMbl MMMNaHTatoB Astra Tech
Implant System

2 OnucaHue nsgenuns

Knou  gnHamomeTpuuyeckuii  (OCHOBHOI  KOpnyc, ronoka W pykosiTka}
MXOTOB/IEHbI U3 NIETKOr0 TUTaHa U HepXaBelolleii CTain NpoeKTUpoBaHue,
UCMOJIHEHVE 1 KayecTBO usgenuii Knova fUHaMOMEeTpUYeckoro n PykosTkn
[enarnT WHCTPYMEHT XOpOLIO MOAXOASLWNM A5 YCTAHOBKM U PerysimpoBku
MMMNIaHTaToB, abaTMEeHTOB W BWHTOB BO BpeMs oOnepauuum W [pyrux
KIMHUYeCcKnX npouedyp Knou AuHamomeTpuyeckuii 1 PykosiTka nerko
NoAroTOBUTbL K YACTKE, A€3NHMDEKLMUN 1 CTEPUIN3ALIUN.

CMeHHble OTBEPTKM U pyKOATKA [enalT WHCTPYMEHT COBMECTUMbIM C
pas/IMyHbIMK CUCTEMaMK WMMNIAHTATOB PyKoATKa A0CTynHa ANA pas/iMyHbiX
coefiMHeHN A  [Ins  onucaHUs  KOHKPETHbIX NPOAYKTOB,  Noxasnyiicra,
obpaTutech K HAMBUAYaNbHOW MapKupoBKe U3aenuii

3 Mcnonb3oBaHue

Knioy avHamomeTpuyecknii 1 PykoaTka MOCTaBMAOTCA HeCTepuibHbIMU
Mepes WcCnonb3oBaHMEM €ro Heo6GXOAMMO O4YUCTWUTb BOAOW W LLETKON C
nocnegywouieii  ctepunusauueldi B COOTBETCTBMM C  pasgenom 5
Vcnonb3oBaHue Knoya AUHAMOMETPUHECKOTO W PYKOATKA ONUCAHO HUXE :

1 Tocne ouncTkn yb6eanTech, YTO NepBas IMHUA Ha Lwkane pblyara
K/TKMa JMHaMOMETPUYECKOTo CoBNajaeT co CTPENKoi (CM  PuUcyHok
1A)

2 TlpukpenuTe ronoBKy K KOpNycy kKnloya AUHaMOMETPUYECKOro, Npukas
KOMMOHEHTbI APYr K ApPYyry W noBopauvBas UX B NPOTUBOMOMOXHOM
HanpaB/eHnn, noka He pas3facTcsi SICHO CAbIWUMbIA  Wenyok (Ccm
PucyHok 2)

3 CrTpenka Ha Tro0NOBKE K4Ya [AWHAMOMETPUYECKOTro MokasbiBaeT
HanpaeneHue, B KOTOpOM pa6oTaeT KoY [AUMHAMOMETPUYECKUA 1
pyKosiTKa, W rosioBka nomeyeHa kak €N> (cm PucyHok 3.A) n kKOnT»
(M PucyHok 3 B). «IN» 0603Ha4aeT BpalleHWe Mo 4acoBOil CTPeske,
«OWUT» o0603Ha4yaeT BpalieHue NpoOTUB 4acoBOW cTpenkn YTobbl
W3MEHUTb Hanpas/ieHue, NnepeBepHUTE KIOY AUHAMOMETPUYECKUA B
NPOTUBOMO/IOXHYIO CTOPOHY (CM PucyHok 3) u BCTaBbTe PYKOATKY B
roON0BKYy KloYa [AWHAMOMETPUYECKOro, Moka He pas3facTCa  SCHO
CbILWVMBIVA WEeNYoK (cM PucyHOK 4).

4 BcTaBbTe WHCTPYMEHT B PYKOATKY

5 TlomecTuTe MHCTPYMEHT B MUMMNAHTAT t BUHT 1 NOBOpayvBaKkTe pblyar
KIoYa AMHAMOMETPUYECKOTo B HamnpaBfeHuW CTpenku Ao Tex nop.
IoHa TPeByeMbIii KpYTALWUIA MOMEHT He 6yaeT AoclurnyT (CM PUCYHOK
6) [puMeHsieMblii  KPyTALWMWA MOMEHT [O/MKeH COoOTBETCTBOBATb
VHCTPYKLLrAM NPOn3BOANTENA BUHTA / MNaaHTaTa

6 Tocne Kaxaoro MCnofib3oBaHWA ouuljaiite U CcTepunusyiite KoY
[AVNHAMOMETPUYECKMIA N PYKOSITKY B COOTBETCTBUM C pasgesiom 5

7 OcmaTpvBaiiTe WHCTPYMEHTbI NpPU  HOPMa/IbHOM OCBELLEHWU Ha
npeamMeT yganeHus BUAUMbIX 3arpA3HEHUid W NoBpexAaeHuid wm
n3Hoca. Jliobble WHCTPYMEHTbl C BUAWMBLIM  JIOBPEXLEHNEM WM
M3HOCOM CrieayeT yTUAM3NpOoBaTh B cOOTBeTCTBMN ¢ pasaenom 10

4 MpepynpexaeHns n Mepbl NPefOCTOPOXHOCTH
MoTeHuManbHble HeGMaronpuaTHble CO6LITUS MOrMyT BKIOYaTb HO He
ohaHNuMBAOTCA  CRefylolWuM cnuckoM. [paBunbHOe pasmelieHve 1
1CMOIb30BaHNE 3TOTO MHCTPYMEHTa MOXET MOMOUb CHU3UTL 3TW PUCKU

*  EcCAnVHCTPYMeHT 6bln lepeapy’KeH Nin 06poHeH
B cnyyae neperpyskv, NaeHus WM UHOTO HenpaBW/LHOTO WCMONb30BaHUS
npoAykT 6osiblle He [O/MKEH WCMoMb30BaTbCs, MOCKO/bKY MpaBu/ibHast
hYHKLMOHANILHOCTb 60/bLLE HE MOXET ObITb rapaHTUpoBaHa

¢ He ucnonb3syliTe nepekncb BoGopoba
3T0 n3Aenue [OMKHO GbiTb CTEPUIM30BaH Nepef WCMOSb30BaHUEM U He
[LO/DKHO OUMLLATLCA C MOMOLLbIO Nepekncy Bogoposa

* lkana BbipaeHneaHus

Kntou guHamomeTpuyecknii n pykosTka He TpebyroT NOBTOPHON KannbpoBky,
HO Mepef, KaxAbIM MCMOJb30BaHNEM y6e[uTech, YTO [UMHAMOMETPUYECKNA

Medtech PInol A/S
Engvei 33

n J 33X Gerlese. Denmark
WWWmodtecti com
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KHOH 1 pykosTka MOMHOCTbIO paboTOCNOCOOHbI M nepBas MUHUS Ha LWwkane

coBfnajaeT co cTpenkoii (cM PucyHok 1a)

. Y6eautecb B NpaBubHOCTN CH0PKN
Mepepn kaxAbiM UCMONb30BaHUEM Y6eanTech, YTO BCe feTanu cobpaHbl
npaBubHO (He3akpenneHHble feTanu He AonyckarTcs)

* He npeeblwaliTe nakcunanknyo oTMeTKy Ha LuKasie
PykosTka ANHAMOMETPMYECKOTO KIo4a He [O/HKHO BbIXOAUTb 3a Mpenesb
WwKasibl (CM  PucyHok 6.B). Tak kak 3TO MOXeT MPUBECTU K MOCTOSHHOI
fedopMalmm  pblyara [UHAMOMETPUYECKOro Kya, To eCTb K Byaylium
HETOYHbIM MokasaHuAM hyTsLero MomeHTa (cM PucyHok 1 B)

* He wucnonb3oeaTb WKa/lly WHAVKaUUX MpU MPUMEHEHUN B
KadyecTBe K/lto4a Tpely 0TKU
Ecnu AnHaMmomeTpUYeckuii Koy 1 pyKosiTKa NCMosb3ylTCs B KayecTse
K1o4a TpeLoTk1, oH HE flaeT nonb3oBaTenNto H1KaKUX CBEAEHNIE O TOM. Kakoii
KPYTALLWUA MOMEHT UCMonb3yeTcs
MpumeyaHne npunaraemblit KPYTALLNA MOMEHT He [0/IXeeH npeBbiwaTb 150
Hem. ecnn aAnHamomeTpuyeckunii Koy 1 NPUBOJ, NCMO/b3YIOTCA B KaYecTBe
KoYa TPeLoTkA
¢ Mcnonb3yiiTe pekOMeHAauUUN No 3aTsXKe BUHTA/ oTBEpPTKN /
ApaliBepa/ mnnaHTaTa NpousBoanTens
Moxanyiicta,  0O3HaKOMbTeCb  C VHCTpYKLMeit no  npuMeHeL o
VMHAMBUAYANBLHOTO BUHTA | OTBEPTKM / fpaiiBepa/ umnnaHtara unm aTUKeTKoi
C ykasaHMeM MaKCMMaslbHO AOMyCTUMOrOo KpyTSLLero MoMeHTa Hu npu kakux
06CTOATENLCTBAX HE MPUMeHsiiTe 6onee BbICOKUIA KPYTALLUIA MOMEHT, Yem
yKas3aHo, jlaxe eciim JUHaMOMETPUYECKUil K1Y U pyKoATKa UCMO/b3yoTCs B
KauecTse Klo4a TpewoTkn (6e3 Wcnonb30BaHWA [UHAMOMETPUYECKOro
KYa).
* OuucTKe °* He WUCMNONb3yliTe MeTaUINYecKylo LW eTKy W
cTanbHOU epLu
He vcnonb3yiite MeTaninyeckyto LWeTKy WM CTa/lbHOW epll ANf 04YUCTKM
[VMHaMOMETPNYECKOro KtoYa WM PYKOATKW, Tak Kak 3TO MOXeT NoBpeanTb
VHCTPYMEHT
*  Tonbko ANA NCNosib30BaHUA NpodeccrnoHanamm
Kntoy grHaMmomeTpuyeckuii U pykosiTka JO/DKHbI UCMOb30BAaTLCS TO/TbKO
npoceccroHanamm

5 OuuncTka n ctepunmsayms
PekomeHgyeTcsi cnefytouprii MeTo 04nCTKU U Ae3nHpekumn [anbHeliwne
VHCTPYKLLM MOXHO HaiiTM B «PyKOBOACTBE MO YMNCTKE W CTepurMsauuu* B
https /lelosmedtech com/IFU/

1 Pasbepute AUHAMOMETPUYECKUIA KMOY (CM PUCYHOK 5)

2 PasfeneHHble feTark Tenepb roToBbl K OYUCTKE B COOTBETCTBUM C
«PYKOBOACTBOM MO YNCTKE U CTEepuInaLmmn»

3 Crepwnusauus B COOTBETCTBUM C KPYKOBOACTBOM MO YUCTKE U
cTepunusauumn»

Pesiome Huxe

Mpumeuanne ana CLUA: umkn ctepunusauum napom 132 * C (270 * F) M
MUH

Livkn cTepunusaumm ¢ yganeHmem

Mpoueaypa Boagyxa
Bpewms Bo3aeiicTeus 4 MVH Bpemsi Bo3aeiicTuns
Temnepatypa 132*C(270°FI Temnepatypa
Bpems cyLwkn 20 MUH

OCTOpPOXHO CONyTCTBYWOLMIA yNnakoBOYHbI mMaTepuan HE MOXXET 6biTb
aBTOKNAaBMPOBaH, €C/IM SIBHO He yKasaHo, YTo MaTtepuan npurofeH Ans
cTepunvsaumm

6 [lononHutensHasa uHdopmaumsa

[N nonyyeHns 4ONONHUTErbHON MHGOpMaLuM 06 NCNONb30BaHNN
[AVHaMOMETPUYECKOrO K/Tlo4a 1 Apaiisepa 06paTutecb K MECTHOMY TOProBOMY
npeacrasuTento

7 Cpok ageiictensa
Mocne ny6nukauum 3TOW WHCTPYKUMU MO WMCMOMb30BaHUIO BCe NpeAblayLive
BEPCUM 3aMeHATCA

AnctpnbbloTop:
N Dentsply
bl Sirona 817

www.dentsplysirona com/implants



/In Russian for the Russian registration

XpaHeHue n akennyaTayms

«OMeHAYeMbIl Anana3oH TemMnepaTyp XpaHeHusi coctaenset 10-40‘C (50-
WF), a pekomeHayeMblii fuana3oH OTHOCUTENbHOW BRaxHocTM 20-80%
¢hoH rogHOCTV Makcumym 10 net

9 YcnoBusa TpaHCnopTUPOBKN:

MpoAykTbl criegyeT TpaHCMoOpTUMpoBaTb W MEPEBO3UTb  OCTOPOXHO, B
COOTBETCTBMM CO  CMeunasbHbIMW  MepaMu  NpefoCTOPOXHOCT  Npu
TPaHCMOPTUPOBKE, XapaKTepHbIMU A8 KaXAoro MefULVMHCKOrO u3fenus, B
Avana3oHe Temnepartyp oT - 50 o ~ 50 * C, ¢ BNaxXHOCTbIO 40 60%.

10 YTmnnaaumsa

Mpn ytununsauum Knoya AMHaMOMETPUYECKOTO U PYKOSITKU U3[envsa moryT
npeacTaBNATb  MHMEKUMOHHYIO MM MUKPOGMOMOTMYECKYI0  ONacHOCTb,
noaToMy WX cnegyet YTWUAM3MPOBATb Kak GuonorMyeckne O0TxoAdbl B
COOTBETCTBUM C HALMOHA/IbHBIMK TpeboBaHNAMMN

11 OnacHblii UHUNAEHT:

B cnyyae Kawx-n11m60 onacHblX MHUWAEHTOB, CBA3AHHbIX C 3TUM YCTPOCTBOM,
06 aTom cnepyeT coobwartb B Elos Medtech PLTA A /' S 1 a koMNeTeHTHble
opraHbl CTpaHbl, rAe npousowen MHUMAEHT OnacHbIM MHUMAEHTOM ABNAeTCA
cuTyauus, Korga YCTPOCTBO NPSIMO WM KOCBEHHO MPUBENO WKW MOF/10
NnpMBECTM K CMEepTU, CEepbe3HOMY YXYALEeHUI 3[0pOBbA YenoBeka Wnn
cepbesHoii yrpo3se 340poBbI0 HaceneHns CeasaTbesa ¢ Elos Medtech Pinol A /
S MOXHO no agpecy: rnmnlamt pmfwiamedtech com

MpepoctapexBHn* cpefepanbHblli 3akoH CLUA orpawunBaeT npogaxy
3TOr0 YCTPOIACTBA /INLLEH3NPOBaHHbLIM CTOMATO/IOTOM W/ BPAYOM W/n Mo ero
3aKasy

12 FapaHTus;
Elos rapaHTMpyeT, 4TO NpPOAYyKTbl U3rOTOBMEHbI B cooTBeTCT»1n ¢ ISO 13485
1 COrNacoBaHHbIMK B MUCbMEHHOM Buie cneumdmnkauusamm, n 4to MNpoaykTbl
He GyayT UMeTb fed)eKTOB N3rOTOBNEHUS B TeueHue 2 NieT co nocTaBku
MHCTpyMeHTOB Elos

13  YnonHOMOYeHHBbI npeacTtaBuTens B Poccumn
YnonHomoueHHbIl npeAcTaBuTeNb Ha TeppuTopun Poccuiickoin ®egepaunn

OO0 "fleHTcnnait CupoHa’, Poccuiickas ®egepauus. 115432 Mocksa.
MpocnekT AHgponosa 4. 18, kopn 6 Ten *7 (495) 725 1087

Medtech Pinol A/S
Engv” 33

a J 3330 Gedese, Denmark
wwwmedtech.com

ONEKrPOHHYI0 UHCTPYKLMIO MOXHO Nony4nTb no agpecy htlp //medtech conviFU/
NpenTtudhmnkatop aokymeHta DEV-01768 (Ha ocHose OEV-00275 Bepcus 7 0) BbiNyLLeHO MTTT/bIM/AA
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This is to certify that Mr. Seren Olesen today in my presence at the Notari-
al Office approved and signed the above document.

Mr. Soren Olesen has proved his identity by presenting Danish Passport No
206098950.

DistrictCourt of Lyngby, Denmark, 8th. of July 2021

lleus
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Ot
%eeod C aHIIMNCKOro 1 AaTCKOro A3bIKOB Ha PYCCKUIA A3bIK

LWTamn: FrocyaapcTBEHHbI HOTapuyc/
MeyaTb: Cyp /MoHr6to Cyabl AaHnun/

ELOS”?

MEDTECH »
4 N [Norotnn: 3/10C MEATEX/

TUTYNbHbIA NUCT VIHCTPYKLUMIA No npumeHeHunio. MpegocTaBneHa cneaylollas AoKyMeHTaums:

- IHCTpyKLMS MO NPUMEHEHUIO Ha aHrninckom s3bike (DEV-01731)
- HCTpyKUMA NO NpUMEHEHUI0 HA PYCCKOM sA3blke (nepeBof, VHCTPYKUUM NO NMPUMEHEHUIO C
aHrnuiickoro s3bika) (DEV-01768)

/Mognuce/ 08.07.2021
Mognucek Jdata

CopeH OneceH (Soren Olesen),
MexayHapoAHbli KOMMepPYeCcKuii gupekTop

anoc Mepgrtex MuHon A/C
JHreelt 33

3330 Népnéce

JaHnsa

/WTawmn:

2N10C NMHON

anoc Mepatex Muuon A/C
OHreeli 33

DK-3330 lNépnéce, faHus
TenecdhoH +45 48 21 64 00/

2noc Megrex MuHon NC (Elos Medtech Pinol A/S) > 3ureeli 33 > DK-3330 Mépnéce, faHua > Homep nnat. HAC DK 13
74 61 84

Tenachou +45 48 21 R4 00 > PAKC +45 48 21 64 69 > www.elosmedtech.com
& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



U

.TPYKUMSI MO MPUMEHEHMIO HA aHTNIMIACKOM S3blKe ANA perncrpauuun B DEV-01731 [7.0]

ELOS”H

MEDTECH *
[Norotun; 2/10C MEATEX/

HasBaHve gokymeHTa VHCTpyKUMA N0 MPUMEHEHMNIO HA aHT/TMICKOM si3blke ANA perucrpaymm B
Poccun

NaeHTndmkatop DEV-01731

[OKyMeHTa

Bepcus 7.0

[Jata Bbinycka 07 niona 2021 r.

CocTtosiHMe Xu3HeHHoro  Oago6peH

umkna

BHYTpeHHWA HOMeEp

pervcTpaumm

OpobpeHne cogepxaHus

2nekTpoHHasa nognucb Oa06peHNsa cogepXaHusa o3HavyaeT, YTO HACTOALLMIA AOKYMEHT 6bln
NPOCMOTPEH N 0406PEH Ha NpegMeT COOTBETCTBUA TPeOOBaHUAM KOHEYHOro nosib3oBaresis u
Bnagensua.

MognucaHo ELOSMEDTECH\azfar.rehman

Jata peweHunsn 7 vrona 2021 r 10:17

ABTOpM3aLMAa OTAeN1a KOHTPO/IA KavyecTBa

DnekTpoHHasa nognuce Of06peHUs OTAENOM KOHTPO/IS Ka4yecTBa O3Ha4YaeT, YTO HacTOSALW N
LOKYMEHT 6bls1 NPOCMOTPEH M 0406pEH Ha NpegMeT COOTBETCTBUA cTaHAapTaM kadectsa n COIN.
MognucaHo ELOSMEDTECH\azfar.rehman

[Jata peweHuns 7 viionga 2021 r. 10:25

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU TuTtynbHaa ctpaHnua 1ums 1



/MevaTb: Cyp oHr6to Cyapl AaHun/

HacTtosiwmm 3aBepsieTcs, uTo r-H CopeH OneceH (Soren Olesen) cerogHs B MOEM NPUCYTCTBUN B
HOTapuasbHOl KOHTOpe 0406pun 1M nognucan npuaaraemMblii 4OKYMEHT.

I-H CopeH OneceH (Soren Olesen) NnoATBEPAW/ CBOK NIMYHOCTL, NPEAOCTaBUB nNacnopT

V rpa>kgaHuHa JaHunm Ne 206098950.

OKpyxHoi cya NNoHr6w, daHusa, 8 nrona 2021 r.

/Mognuce/

CaHpgpa BunneceH (Sandra Villesen)
FfocynapcTBeHHbIN HOTapuyc

/WTamn: MNocygapcTBEHHbIM HOTapuyc/
/MevaTb: Cyg JTloHr6to Cyabl AaHunun/

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



HGPEBOA [AaHHOI0 TeKCTa BbIMO/IHEH NepPeBOAYUNKOM naXTyHOBbIM Anekceem BﬂaAMMMDOBMLIEM.

1

Poccuitickas dPegepaums
["opos MockBa

[BaauaToro vons ABe ThicAUM ABaALATb NepBOro roja

A, Kopcuk ns KCaH B HOTapu r .. .
, RORC pua Ane APO HE 0 aR XC OBO% iviocKBbi, CBMAETENbCTBYO MOMAMHHOCTL MOAMUCK
nepesofunka I'laxtyHoBa Anekced Bragnmiposuya.

Moanuchb caenaHa B MOEM MPUCYTCTBUN.
JINYHOCTb NoANMCaBLLEr0 AOKYMEHT YCTaHOB/EHA.

3apeructpmpoaHo B peectpe: Ne 77/2139-H/77-2021-
YnnayeHo 3a coBepLUEHNe HOTapuabdX 0 geicTs”; 40n
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