OEAEPAABHAA CAVKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHU
M COLUMAABHOTO PA3BUTMA -

REGISTRATION CERTIFICATE
Ne @C3 2009/05887

oT 03 Hos10ps 2011 roaa Cpok OeiCTBHS: He OrPAHHYEH.

Hacrosiee ynocrtoBepeHHe BbIIAHO

"IInanmeka Oii'" , DuHAIHIHA,

Planmeca Oy, Asentajankatu 6, FIN-00880 Helsinki, Finland o 8
H OATBEPXKIAET, UTO U3/eIHe MEAUIIMHCKOrO Ha3HAYEHUS (M3AEIUe MEAUIIMHCKOM
TEXHUKH) ; :
AnnapaT peHTreHoAMArHOCTHYeCKHii JeHTa bHbIil Planmeca ProMax 3D

¢ npuHagiexHoctamu (cMm. Ilpunoxenune Ha 1 aucre)

IPOH3BOACTBRA

"Inanmexa Oii", DUHIASHANS,

Planmeca Oy, Asentajankatu 6, FIN-00880 Helsinki, Finland

KJIacC NOTEHIHAIBHOIO PUCKa 20 OKIT 94 4220

COOTBETCTBYIOLIEC KOMIUJIEKTY pCFHCTpaHHOHHOﬁ JOKYMCHTAIIUU

KPI Ne36321 ot 08.09.2011

npukaszoMm PocanpaBHanzopa ot 03 Hoabpst 2011 roga Ne7278-11p/11
paspeleso K UMIOPTY, IpoJiake i IPUMEHEHHIO Ha TEPPHUTOPHH PoccHiick
denepauuu ' N
Konus ghpy,
Fenera nynpg DUPEKT
Kosaw g,
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OEAEPAABHAS CAYJKBA ITO HAA3OPY B COEPE 3APABOOXPAHEHM S
i COLIMAALHOTO PA3BUTIA
FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL

[TPHUJIOYEHHE
RPETHCTPALIHOHHOMY YAOCTOBEPEHHIO

ATTACHMENT
Ne ®C3 2009/05887

Jucer 1 -

[. Anmapat peHTreHOqHarHoCTHYeCKU#t neHTansHeli Planmeca ProMax 3D, BapuanTsl
ucnonHenus: Planmeca ProMax 3D, Planmeca ProMax 3Ds, Planmeca ProMax 3D Mid.

II. IlpuHagne>xHoCcTH: -

1. Iudposoii npremuuk uzobpaxenus DIMAX.

2. Hedanocrar (Digital cephalostat).

3. Hudposoit npuemHuk usodpaxenus 3D Sensor.

4. IlynsT sxcno3uruu (Exposure button).

5. Hocurenu undopMaimu ¢ nmporpaMMHBIM obecrieyenuem Planmeca (ue 6osee 5 mTyK).

- 6. CucTeMHbIH 610K IUIs BOCcCO3IaHus TpEXMepHOro usobpaxerus (3D reconstruction computer).
7. Ctyn nns mammenTta (Dental stool). )

8. I'paduueckuii uatepdeiic nons3osarens ¢ guciuieem TFT, Baewmnuit (External graphic user
interface, colour TFT display).

9. Habop mis xanubposku (Calibration tools).
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JAEKJIAPAITASA O COOTBETCTBHH

O61mecTBo ¢ orpannderHol orBeTcTRenHocTRIO "IOITaKom"

HAUMEHOBAHHWE OPraHU3allHH HITH cbamwma, HMH, OTYECTBO HHAHBHAYANEHOTO NpEeANpHHHMATENH, NPHHABLUHX JCKNTApAliHID O
COOTBETCIBHH

3apeructpuposan(a) Mesxkpaiionnas uacnekima PeepanbHol HamoroBo cmyx6er NelS o
Canxt-ITerepOypry, nata perucrparmu 02.08.2010 roga, OI'PH: 1107847244768
CBCJCHHA O PErHCTpallHH OpraHH3allHH HITH HHIHBHIY&NEHOTO NPEATIPHHHMATEIA (HamﬂﬁHUBﬂ.Hl-{e PErHCTPHPYIOLICIO Oprana, aata
PErMcTpalHH, perzcrpauuounmﬁ HOMCP)
Anpec: 190020, Poccumiickas ®@epepaups, ropon Cankr-ITerepOypr, Habepesknas O6BogHOTO KaHana, 1oM Ne
150, oduc Ne 120.01, Tenedon: + 78124959484, noura: com@upacom.ru

anpec, TenedoH, dakc

8 nane I'enepansHoro gupekropa Konama Anexces [lerposuua

(HOIKHOCTE, (PAMHNHS, HMS, OTHECTBO PYKOBOIMTE/IS OPraHU3allky, OT HMEHU KOTOPOi IPHHHUMAETCS NEKTapalius)
3a8BJILET, YTO AmIapar peHTTeHOAHarHOCTHYeCKUH ieHTaubHEIH Planmeca ProMax 3D ¢ npuHaiiesKHOCTAMH
I. Anmapart peHTreHOAMarHOCTHYeCKuit neHTanbHbI Planmeca ProMax 3D, BapuanTel ucrionnenus: Planmeca
ProMax 3D, Planmeca ProMax 3Ds, Planmeca ProMax 3D Mid.
II. TIpuHanneXKHOCTH:
1. Iludposoii npueManK H3obpakerus DIMAX.
2. [ledanocrar (Digital cephalostat).
3. Iudposoit mpuemHauk uzobpaxenus 3D Sensor.
4. ITynet sxcnozuimu (Exposure button).
5. Hocurenu undopmaruu ¢ nporpaMmusiv obecnedenneM Planmeca (e 6onee 5 mryk).
6. CHCTeMHBIH 610K /71 BOCCo3lanks TpéxMepHoro usobpaskenus (3D reconstruction computer).
7. Ctyn mna mauuenta (Dental stool).
8. I'paduueckuii untepdeiic nonssoparens ¢ auciieeM TFT, snemnwit (External graphic user interface, colour
TFT display).
9. Ha6op mis kanubposku (Calibration tools).

(HawMeHOBaHHeE, THIL, MapKa NPOIYKLHH, HA KOTOPYIO PAaCIPOCTPAHACTCA ACK/Iapalus,

Cepuitnerii semyck, Kox OKITI 2 26.60.11.113, Kox TH BOJ1 9022130000

CREJICHHS O CepUHHOM BHITTYCKE HJIH IAPTHH (HOMEP TIADTHH, HOMEpA H3/IeNHii, PeKBH3HTHI 0T0BOpa (KOHTpakTa), HaknaaHas, koi OK
005-93 1 (umi) TH BDJ TC mmu OK 002-93 (OKVYH)

Hsrorosurens: «Ilmanmeka Oy / «Planmeca Oy», anpec: Asentajankatu 6, FIN-00880 Helsinki, @uniaaaus
HAUMEHOBAHHE HW3TOTOBMTEIS, CTPAHE! B T.IL))

cootBetcTByeT Tpebosamuam [OCT P 50267.0-92 (M3K 601-1-88); TOCT IEC 60601-1-1-2011; TOCT P

MDK 60601-1-2010; TOCT P MDK 60601-1-3-2013; 'OCT P M3K 60601-2-63-2015

(0603HaICHAE HOPMATHBHEIX JOKYMEHTOB, COOTBETCTBHE KOTOPEIM IIOATBEPKIASHO IaHHOM IeKnapaltiel, C yka3aHHeM 1Ty HKTOB 3THX
HOPMATHBHBIX JIOKYMEHTOB, COZCPKAIINX TPEOOBAHKA [T JAHHOH TIPOIYKIIHH)

Jlexnapatus TIpHHEATA Ha ocHoBanuu: PervcrpaunonHoe yaocropeperre Noe ®C3 2009/05887 ot 03.11.2011
roza, Cucrema MeHemkMenTa kadectna [SO 9001:2015/ISO 13485:2016 Ne 62019-2009-AQ-FIN-FINAS ot
11.09.2018, perman FINAS Finish Accreditation Service

(urdopMallis 0 JOKYMEHTaX, ABIAIOIHXCS OCHOBAHHEM [IJISl IPHHATHS JeKITapaliyiH)

Jlata puHATHA AeKIapaLyd 23.09.2020
Jexmapanys 0 COOTBETCTBHH JEHCTBUTEBHA 10 22.09.2023 r.
MLIL. Konam A. TL
(rmoamucs) (uHMLHATEL, HaMHITHST)

CpezieHHs O PErUCTPALIMH IeKIapaliiy O COOTBETCTBHI
2 Ij’@ ounbli Homep RA.RU.11AJI37, Oprat 110 cepTHHUKAIMM POLYKIHH "Kpacuo ap" OO0 "U][]
/KSnrpoms ™

IS0 | a8 o™ "55\ (HAMMEHOBAHME U ANPEC OPrana no CepTHQHKAIIHH, 3aPETUCTPHPOBABIIETO 1eK/1apaIIo)
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ang ‘f”"%ﬁ}f&s\,\\ﬁ)CCHﬂ, ropox Mocsa, yi. Cymésckuii Ban, 1. 9, k. 1, 09.513
‘Bel;nc;f %pﬂﬂgﬂi} Homep mekmapaim o coorserersin POCC RU JI-F1 AJ137.B.35203/20, or 23.09.2(20
oy ),,::""‘a; . ' (mara p¢ MCTPALMH ¥ DETHCTPALMOHHEIR HOMED [ - Klapalii)

VR ‘yprera Bepa MuxaiiniopHa

(moamHCE, | HULMAE], GaMuiTHa PYKOBOIHTENA OPT 14 110 CepTU(HKaLILM)




