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PEAEPMbHASA CNYXXBA MO HA[3OPY B COEPE 3[JPABOOXPAHEHUSA
P (POC3APABHA/3O0P)

PETMCTPALUMOHHOE YOAOCTOBEPEHUE

HA MEAVNLUWHCKOE U3AENWNE [
oT 19 nwoHAa 2024 ropa Ne P3H 2024/22958 L

Ha mefunuunHckoe nsgenuve i
Habop MHCTPYMEHTOB CTOMATONOTNYECKUX Xupyprunyeckux ZENEX I

HacTosuiee perucTpayMmoHHoOe YA0CTOBEPEHE BbiJaHO ;

"H3ienmmnnaHTt Ko., N7a/'j Kopes,
Izenimplant Co., Ltd., 1, 2 Dong, 26-32, Smvoram 4-gil, Seotan-myeon, Pyeongtaek-si,

Gyeonggi-do, Republic of Korea ;

MponssoanTens . , nn

"N3eHnmnnaHT Ko., JITa.", Kopesd, I
Izenimplant Co., Ltd., 1, 2 Dong, 26-32, Suworam 4-gil, Seotan-myeon, Pyeongtaek-si, ~

Gyeonggi-do, Republic of Korea

MecTo Npon3BOACTBA MEAULMHCKOTO M3aenmns
Izenimplant Co., Ltd., 1, 2 Dong, 26-32, Suworam 4-gil, Seotan-myeon, Pyeongtaek-si,

Gyeonggi-do, Republic of Korea
Homep perucrtpaumoHHoro gocse Ne P-61487/11780 ot 15.03.2024

Knacc noTeHUManbHOro pucka NpUMMeHeHns MenLUHCKOro nagenusa 1

Kopg O6uepoccmMinckoro knaccuumkaTopa npogyKumm no sBugaM 3KOHOMMUYECKOM
pgearensHoctn 32.50.11.190

HacToslee perncTpaLMoHHoe y0CTOBEPEHNE UMEET MPUIOXEHUE Ha 6 NUCTaxX

npukasom PocsgpaBHag3opa oT 19 nioHs 2024
JOnyueHo K obpaleHnto Ha TepputTopum Poccun k% |[~g~n

PykoBoanTtenb ®egepanbHON cnyxool

no Hag3opy B chepe 3a4paBOOXpaHeHns \Z: 3V i“e|A.B. CamoiinoBa
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®EAE?A\bHAAS OWKBA no HAJ30PY B COEPE 3[JPABOOXTAHEH144
(POC3JIPABHA/I30P)

NMPUNOXXEHUE

K PETUICTPALMOHHOMY YOCTOBEPEHUIO y
HA MEOUUVHCKOE N3OENNE

oT 19 HioHA 2024 roga Ne P3H 2024/22958
net 1

Ha megnunHckoe nsgenue
Habop MHCTPYMEHTOB CTOMATONIOTMYECKUX Xnupypruyecknx ZENEX,
B BapuMaHTax UCNOSIHEHUS:

1. Ha6op HHCTp}TvieHTOB cTomatonormyeckux xupypruyecknx ZENEX SURGERY KIT
(ZENSGKIT), B cocTaBe:

- Hanpasnawouiee ceepno (Guide Drill) GD3F20L - 1 wT.;
- ceepno SlnHgemanHa (Lindemann Drill) LD4F25L - 1 wr,;

- cT}MeHyaToe ceepno (Step Drill) TD3F5211 - 1 wT,;

- CT}T1eH4yaTtoe ceepno (Step Drill) TD3F5215 - 1 wr.;

- cnupansHoe ceepno (Twist Drill) TD2F22S - 1 wT.;

- cnupansHoe ceepno (Twist Drill) TD2F22L - 1 wT.;

- cnupaTbHoe ceepno (Twist Drill) TD2F25L - 1 wT.;

- cnupartbHoe ceepno (Twist Drill) TD2F27L - 1 wT,;

- cnupansHoe ceepno (Twist Drill) TD2F30S - 1 wT.;

- cnupatbHoe ceepno (Twist Drill) TD2F30L - 1 wrT.;

- cnupaTtbHoe ceepno (Twist Drill) TD2F36S - 1 wT,;

- cnupaTtbHoe ceepno (Twist Drill) TD2F36L - 1 wT.;

- cnupaTbHoe cBepno (Twist Drill) TD2F41S - 1 wT.;

- cnupaTtbHoe cBepno (Twist Drill) TD2F41L - 1 wT.;

- cnupansHoe ceepno (Twist Drill) TD2F46S -1 wrt.;

- cnupatbHoe ceepno (Twist Drill) TD2F46L - 1 wT.;

- KopTukansHoe ceepno (Cortical Drill) CD3FXF30 - 1 wrT.;

KopTukanbHoe csepsio (Cortical Drill) CD3FNF30 - 1wr.;

KopTukansHoe cesepno (Cortical Drill) CD4FF35 - 1wT.;

KopTukanoHoe ceepno (Cortical Drill) CD4FF40 - 1wt

- KopTukansbHoe ceepno (Cortical Drill) CD4FF45 - 1 wr.;

- KoptukansHoe csepno (Cortical Drill) CD4FF50 - | wT.;

- KopTukanbHoe ceepno (Cortical Drill) CD4FF55 - 1wT.;

-yanuHutens ceepna (Drill Extension) DE4513 - 1w,

- ctonnep csepna (Drill Stopper) TDDS03B - 1wT,;

- ctonnep ceepna (Drill Stopper) TDDS04P - 1wrT.; ;

- ctonnep csepna (Drill Stopper) TDDS05Y - 1wrt.;

- ctonnep ceepna (Drill Stopper) TDDS06G - 1wrT,; 4

- ctonnep ceepna (Drill Stopper) TDDSO07B - 1 wT,;

- ctonnep csepna (Drill Stopper) TDDSO08P - 1wt

“ctonnep ceepna (Drill Stopper) TDDSIOY - 1wt

PykoBoautens ®efnepanbHON CAyx6bl

no Hag3opy B cepe 34paBOOXpaHEHNA A.B. CamoiinoBa
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®EJEP.\.\bHASI CN"KBA MO HAJ3OPY B CHEPE 3[PABOOXPAHEHUA
(POC3APABH//130P)

NMPUNNTOXEHUE

K PETUCTPALMOHHOMY YZIOCTOBEPEHUIO
HA MEAVLMHCKOE N3OENNE

i oT 19 moHAa 2024 roga Ne P3H 2024/22958
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et 2

- ctonnep ceepna (Drill Stopper) TDDSIIG - 1wt
- ctonnep ceepna (Drill Stopper) TDDS13B - 1wT.;
M - ctonnep ceepna (Drill Stopper) TDDSI5P - 1w,
- Hanpasnstowuii wtngT (Direction Pin) DPSX3510 - 1 wrT,;
- Hanpasnatowmnin wtnudT (Direction Pin) D PSN 3510-1 wrT,;
- Hanpasnaowmnin wtnudTt (Direction Pin) DPSM3510 - 1 wT.;
- Hanpasnsaowuii wWtnugT (Direction Pin) DPTM4010 - 2 wT.;
- Hanpasnawwmnin wTngT (Direction Pin) DPRR4009 - 2 wr.;
- Hanpasnawwmin wtnudt (Direction Pin) DPSR4509 - 3 wT.;
W - napannenbHblin wTngT (Parallel Pin) PP352230 - 1 wrT,;
- napannenbHbld WTnT (Parallel Pin) PP402230 - 2 wrT.;
- UMNNAHTOBOJ A/18 HaKoHe4yHuMKa (Fixture Driver for Contra Angle) FDCSX17L - 1 wT,;
- UMNNAHTOBOS ANnd HakoHeuHuka (Fixture Driver for Contra Angle) FDCSR25S - 1 wr,;
- UMNNaHToBOA A1 HakoHeyHuKa (Fixture Driver for Contra Angle) FDCSR25L - 1w,
"/ - umnnaHToBog Ana HakoHe4yHuka (Fixture Driver for Contra Angle) FDCTM21S - 1 wT.;
I\ - UMNNaHTOBOA A1 HakoHeyHuKa (Fixture Driver for Contra Angle) FDCTM21L - 1 wr.:

it - UMNNaHTOBOL AN18 HakoHeyHuKa (Fixture Driver for Contra Angle) FDCTR25S - 1 wr,;
- UMNNaHTOBOA ANna HakoHeuyHuKa (Fixture Driver for Contra Angle) FDCTR25L - 1 wT,;
- UMnnaHToBOg AN HakoHeyHuKa (Fixture Driver for Contra Angle) FDCRR23S - 1 wrT,;
- UMNNaHTOBOA A.TA HakoHeyHuKa (Fixture Driver for Contra Angle) FDCRR23L - 1wT.;
J - UmnnaHToBog Ana xpanosuka (Fixture Driver for Ratchet) FDRSX17L - 1w,
- uMmnnaHToBog ana xpanosuka (Fixture Driver for Ratchet) FDRSR25S - 1w,
T\ - uMmnnaHToBog Ans xpanosuka (Fixture Driver for Ratchet) FDRSR25L - 1w,
" - uMmnnaHToBog Ana xpanosuka (Fixture Driver for Ratchet) FDRTM21S - 1wt

- umnnaHToBoA ana xpanosuka (Fixture Driver for Ratchet) FDRTM21L - 1wrT.;,
- umnnaHToBof A1 xpanosuka (Fixture Driver for Ratchet) FDRTR25S - 1 wrT,;
nMmnnaHtoBofd A.179 xpanosuka (Fixture Driver for Ratchet) FDRTR25L - 1 wTl;
nMmnnaHtoBod ana xpanosuka (Fixture Driver for Ratchet) FDRRR23S - 1w,
"~ - n.MnnaHToBOA AN xpanosuka (Fixture Driver for Ratchet) FDRRR23L - 1 wT,;
- 1.2 WecturpaHHasa oteeptka (1.2 Hex Driver) HEDR1210 - 1 wr,;
- 1.2 WecturpaHHasa oTeepTKa (1.2 Hex Driver) HEDRI
- AMHamomMeTpuyeckuin knou (Torque Wrench)
4 - rny6mnHomep (Depth Gauge) DGI1720 - 1wT.;

- cTanbHasa vawa (Steel Bowl) STBOWL - 1wr.

- Kelic gns xpaHeHusa - 1 wt.; ro\w N
Z - UHCTPYKLMSA NO NPUMEHEHNIO - 1 WT.
PykoBoanTenb ®egepanbHON CNyxobl
no Haj30py B chepe 34paBoOOXpPaHeHNS A.B. CamoliinoBa
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oT 19 moHa 2024 roga Yo P3H 2024/22958
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2. Ha6op HHCTp\3vieHTOB cTtomatonormnyeckux xmpyprunyeckux ZENEX EASY SEfRGERY

KIT (ZENESKIT), B cocTaBe:

- Hanpasnawouwee ceepno (Guide Drill) GD3F20L - i wr,;

- cBepno NinHgemaHHa (Lindemann Drill) LD4F25L - 1 wT,;

o - koptukanbHoe csepno (Cortical Drill) CD3FXF30 - 1 wr.;
1 - kopTukanoHoe ceepno (Cortical Drill) CD3FNF30 - 1 wrT.;

- KopTukanbHoe csepno (Cortical Drill) CD4FF35 -1 wrt,;

- kopTukansbHoe csepno (Cortical Drill) CD4FF40 - 1wr,;

- KopTukanoHoe ceepno (Cortical Drill) CD4FF45 -1 wrt.;

- KopTukanoHoe ceepno (Cortical Drill) CD4FF50 - 1 wrT.;

o “kopTukanbHoe ceepno (Cortical Drill) CD4FF55 - 1wrT.;

A

Iz - yanudutens ceepna (Drill Extension) DE4513 - 1wrT,;
- Hanpasnawwmin wtndT (Direction Pin) DPSX3510 - 1 wr,;
I_I_I - HanpasnawWwmnii wtngTt (Direction Pin) DPSN3510 - 1 wT,;
- HanpaBnawmnii wtngT (Direction Pin) DPSM3510 - 1 wT,;
3 - Hanpasnawuin wtudT (Direction Pin) DPTM4010 - 2 wr.;
- HanpaBnawwmin wtndT (Direction Pin) DPRR4009 - 2 wT,;
- HanpaBnaawwmin wtngTt (Direction Pin) DPSR4509 - 3 wT.;
- napannensHbld wtngT (Parallel Pin) PP352230 - 1wrT.;
- napannenbHblin WTNgT (Parallel Pin) PP402230 - 2 wT.;
I, - HMNNaHToBOA AN19 HakoHeyHuKa (Fixture Driver for Contra Angie) FDCSX17L - 1 wrT.;
-umnnaHtoBof ana HakoHe4yHuka (Fixture Driver for Contra Angle) FDCSR25S - 1 wrT,;
- UMnnaHToBOg .19 HakoHeyHuMKa (Fixture Driver for Contra Angle) FDCSR25L - 1w,
Y - umnnaHToBog A9 HakoHeyHuKa (Fixture Driver for Contra Angle) FDCTM21S - 1 wrT,;
~fl - UMnnaHToBOA Ana HakoHeyHuka (Fixture Driver for Contra Angle) FDCTM21L - 1wT.;.
-uMnnaHToBoA And HakoHedHuka (Fixture Driver for Contra .Angle) FDCTR25S - 1T,
- UMNNaHToBOA Ana HakoHeyHukKa (Fixture Driver for Contra Angle) FDCTR25L - 1 wT;
- MMnnaHToBoO4 And HakoHeyHuka (Fixture Driver for Contra Angle) FDCRR23S - 1 wT;
- MMNnaHToBoA Ana HakoHeyHukKa (Fixture Driver for Contra Angle) FDCRR23L - 1 wT,;
n - uMmnnaHToBof Ans xpanosuka (Fixture Driver for Ratchet) FDRSXI7L-1 wrt.;
-muMmnnaHToBoA Ans xpanosuka (Fixture Driver for RatchetXEgRSR25S -1 wTt,;
L, -umnnaHToBog Ans xpanosuka (Fixture Driver for FDKSA5L - 1wt
nn: - uMmnnaaHToBog Ana xpanosuka (Fixture Driver fojp;Rat4lie:t);FDR S-1luwr,
- uMmnnaHToBog ana xpanosuka (Fixture Driver -lwr,;
- UMNJIaHTOBOA A5 XpanoBuka (Fixture D r i % e r -1lwt; =
- UMN.1laHToBOA Ana xpanosuka (Fixture Driver (R Ty o
PykoBoguTenb PefepanbHOl Cnyxobl
no Haj3opy B cepe 34paBo0OXpPaHEHUS ' A.B. Camolinosa
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®ENEPA\bH.\A CAV7I<bA MO HAA3OPY B COEPE 3APABOOXPAHEHWNA Jv

(POC3PABHA/30P)
)
Eﬁ;\f,'! MPNNOXEHUE
KPETMICTPALULNOHHOMY YAOCTOBEPEHWIO
T HA MEOVILLMHCKOE N3OENNE
oT 19 HioHA 2024 roga Ne P3H 2024/22958
Jnuct 4

=T - umnnaHToBog Ans xpanosuka (Fixture Driver for Ratchet) FDRRR23S - 1wrT.; fi

- umnnaHToBog ana xpanosuka (Fixture Driver for Ratchet) FDRRR23L - 1 wT; r

- 1.2 WecturpaHHasa oteeptka (1.2 Hex Driver) HEDR1210 - 1 wrT.;
- 1.2 lWecTturpaHHas oteepTKa (1.2 Hex Driver) HEDR1215 - 1 wrT.;
- AMHamoMeTpuyeckuii knoy (Torque Wrench) TW60B - 1 wrT,;
- rny6uHomep (Depth Gauge) DGI1720 - 1 wT;
- cTanbHasA vyawa (Steel Bowl) STBOWL - 1 wrt,;
- cTyweHyvartoe ceepno (Step Drill) TD2F2207 - 1 wT.;
o "cTyneHyaTtoe ceepno (Step Drill) TD2F2208 - 1 wr.
- ctyneHyartoe ceepno (Step Drill) TD2F2210 - 1 wr.
- cTyneH4yatoe ceepno (Step Drill) TD2F2211- 1 wT.
- cTyneH4yaTtoe ceepno (Step Drill) TD2F2213 - 1 wT.
- cTyneH4yaTtoe cBepno (Step Drill) TD2F2515 - 1 wrT. |
v/ - cTyneHuatoe cepno (Step Drill) TD2F2715 - 1 wrT. Wi
- cTyneH4yartoe ceepno (Step Drill) TD2F3007 - 1 wr.
- ctyneHyartoe ceepno (Step Drill) TD2F3008 - 1 wrT.
- cTyneHyatoe ceepno (Step Drill) TD2F3010 - 1 wrT.
- cTyneHyartoe ceepno (Step Drill) TD2F3011 - 1 wr.
- ctyneHyartoe csepno (Step Drill) TD2F3013 - 1 wr.
r - cTyneHyvartoe ceepno (Step Drill) TD2F3607 - 1 wr.
- ctyneHyartoe ceepno (Step Drill) TD2F3608 - 1 wr.
- ctyneHyatoe ceepno (Step Drill) TD2F3610 - 1 wr.
fry t - ctyneHyartoe ceepno (Step Drill) TD2F3611 - 1 wr.
- ctyneH4yatoe ceepno (Step Drill) TD2F3613 - 1 wr.

mf

g - cT\TTeHuaToe ceepno (Step Drill) TD2F4107 - 1 wT.

- ctyneH4artoe ceepno (Step Drill) TD2F4108 - 1 wr.

- cTyneHyatoe cepno (Step Drill) TD2F4110-1 wr.

i - cTATTeHyaToe cBepno (Step Drill) TD2F4111-1 wr.
4 - cTyneHuaToe ceepno (Step Drill) TD2F4113 - 1 wT.

- cTyneHyatoe ceepnio (Step Drill) TD2F4607 - 1 wr.

S - CTyweHyatoe ceepno (Step Drill) TD2F4608 - 1 wr.
- cTyneHyartoe csepno (Step Drill) TD2F4610 - 1 wr.

' - cTy'neHyaToe ceepno (Step Drill) TD2F4611 - 1 wr.

ceepno (Step Drill)
PykoBoguTenb ®efepanbHON CNyxX6bl
no HaA3opy B chepe 34paBoOOXpaHeHUA ( A.B. CamoinoBa
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®EAEN-\i\bH,AJl CAWKBA MO HA/30PY B C®EPE 3[JPABOOXPAHEHUS
- (POC3[1"ABH.AZI30P)
NMPNNTOXEHWE

KPETlMICTPAUNOHHOMY Y AOCTOBEPEHWIO
b#);: HA MEOVNUMHCKOE N3 AEJIVE fori

oT 19 uioHAa 2024 roga Ne P3H 2024/22958
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- cTyneHvaToe cepno (Step Drill) TD3F5210 - 1 wrT.

- ctyneHyatoe ceepso (Step Drill) TD3F5211- 1 wr. W
- CTyweHyvatoe cBepno (Step Drill) TD3F5213 - 1 wr.
un ( - Kec ansa xpaHeHus - 1wT.;
'Sy i - UHCTPYTCLMS MO NPUMEHEHMNIO - 1 wWT.
3. FlaGop nHcTpymeHTOB cTOMaTON0rnYeckmnx xupyprnyecknx ZENEX SUPERW IDE KIT
(2EX8\YHOT), B cocTaBe;
- Hanpasnswuwiee ceepno (Guide Drill) GD3F20L - 1wrT,;
- cBepno SinHpgemaHHa (Lindemann Drill) LD4F25L - 1 wrT.; Q/AL} .
- yanuuntens ceepna (Drill Extension) DE4513 - 1wt l
- napannenbHbld wWTKUgT (Parallel Pin) PP402230 - 2 wT.;
- 1.2 WecturpaHHasa oteepTKa (1.2 Flex Driver) HEDR1210 - 1 wT.;
- 1.2 WecTturpaHHaa oteepTKa (1.2 Hex Driver) HEDR1215 - 1 wT;
- AMHaMomeTpuyeckuii knoy (Torque Wrench) TW60B - 1 wT.; €1
- rny6nHomep (Depth Gauge) DG1720 - 1 wT.;
- ctyneHyaToe ceepsio (Step Drill) TD2F2213 - 1 wr,;
- cTyneHyatoe ceepno (Step Drill) TD2F3013 - 1 wr.;
- cTyneHvatoe ceepnio (Step Drill) TD2F4613 - 1 wr.;
- cTyneHyaToe ceepno (Step Drill) TD3F5213 - 1 wr,;
- cTyneH4aToe ceepnio (Step Drill) TD3F5513 - 1wT.; |
T - ctyneH4yartoe ceepno (Step Drill) TD3F6213 - 1 wr.;
- cTyneHyaToe ceepno (Step Drill) TD3F6513 - 1 wr.;
57 - KopTukanbHoe cBepno (Cortical Drill) CD4FF60 - 1wT; 1
A - KopTukanbHoe ceepno (Cortical Drill) CD4FF70 - 1 wT.; I
J - HanpaBnsatowmin wWTndT (Direction Pin) DPRR4009 - 2 wT.; VAN
- - HanpaBnatowmn wTnudT (Direction Pin) DPSR4509 - 4 wrT.;
yul'] - UMNNaHToBOA ANns HakoHeuyHuka (Fixture Driver for Contra Angle) FDCSR25S - 1um?
j - UMNNaHToOBOA AN HakoHeuHuKa (Fixture Driver for Contra Angle) FDCTR25S - 1wrT,;
A “uMnnaHToBOA AN HakoHeuyHuKa (Fixture Driver for Contra .Angle) FDCRR23S - 1wT.;
- umnnaHToBofd ans xpanosuka (Fixture Driver for Ratchet) FDRSR25S -1 wrT.;
' - umnnaHToBoA A.na xpanosuka (Fixture Driver for RatchetjTATRSS.S - 1 wrT,;
w A - umnnanToBog Anga xpanosuka (Fixture DriverforR a t & f e ) 1 wrt, 1
“TpenaHaunoHHoe ceepno (Trephine Drill) TD421
J ~tpenanauyuonnoe CBepno (Trephine Drill) TD521"C-1 LUbb |
[ - KEC ana XpaHeHua - lwt.; L. N
5;W :; -UHCTPYKUMAa MO NpPpUMEHEHNIO - lwr. \
" PykoBoanTenb ®efepasnbHON CAyXobl
7 ; no Haa3lopy B cdepe 34paBoOOXpPaHeHUs A.B. CamolinoBa
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®EAEP.\JIbHAA CMOKBA MO HAA3OPY B COEPE 3[PABOOXPAHEHWSA
(POC3APABHM30OP)

nP
L MPUIOYKEHUE
K PEFTUCTPALMOHHOMY YAOCTOBEPEHUIO

v HA MEOULUNHCKOE U3OENNE

oT 19 HoHA 2024 ropa

No

P3H 2024/22958

Nlnct 6

FI>
4. Habop UHCTP>TWEHTOB CTOMaTO/Iornyeckux xmpypruyeckux ZENEX PROSTHETIC KIT

(ZENPRKIT), B cocTaBe:

- AMHaMmomeTpuyeckunin knou (Torque Wrench) TW'60B - 1 wT.;

- 1.2 WecturpaHHaa oteepTka (1.2 Hex Driver) HEDR1210 - 1 wT.;
- 1.2 WecturpaHHasa oteeptka (1.2 Hex Driver) HEDR1215 - 1wr,;
- 1.2 WecturpaHHasa oteepTka (1.2 Hex Driver) HEDR1225 - 1 wT.;
- 1.2 WecturpaHHaa mawmnHHas oteepTKa (1.2 Hex Machine Screw Driver) HEDM1210 - 1

wr.;

- 1.2 LecTtnrpaHHas mawnHHas oteepTka (1.2 Hex Machine Screw Driver) HEDM1215 - 1

wr.;

- YCTPOWNCTBO ANA yfaneHusa abatmeHTa (Abutment Remover) ARRM18 - 1w,

- nepexoAHNK Ha prowHyto otBepTKY (Finger Driver for Driver Shaft) FDDSIOO - 1 wT.;

- 0TBEpTKa WapoBuaHoro abatmeHTa (Ball Abutment Driver) BAD24 - 1 wrT.;

- 0TBepTKa MynbTu npamoro abarmeHTta (Multi Straight Abutment Driver) MSADSR20 - 1

wr.;
- Kelc gnsa xpaHeHus - 1 wT.;
- UHCTPYKUMSA NO NPLIMEHEHMIO - 1 WrT.

PykoBoantenb ®enepanbHOi CAyX6bl
Nno Haj30py B chepe 34paBoOXpaHeHNs
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