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ACKNOWLEDGMENT

A notary public or otiier officer completing this
certificate verifies only the identity of the individual
who signed tiie document to which this certificate is
attached, and not the truthfulness, accuracy, or
validity of that document.

State of California
County of Orange J

On July9, 2021 before me. Peggy Youeli, Notary Public

(insert name and title of the officer)

personally appeared Samantha Britt

who proved to me on the basis of satisfactory evidence to be the person whose name is
subscribed to the within instrument and acknowledged to me that she executed the same in her
authorized capacity, and that by her signature on the instrument the person, or the entity upon
behalf of which the person acted, executed the instrument.

| certify under PENALTY OF PERJURY under the laws of the State of California that the foregoing
paragraph is true and con-ect.

W ITNESS my hand and official seal. WGCYYOUew,
Notary Publk«ail(<N-nU

|
f f |
OnmftCourft
Qrrhall Z3ved |
My Comm. Exptrw May 21,2027 9

Signature (Seal)
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KoHdugeHuymansHocTe. EASC 6ygeT c03(hanATb KOHQMAEHUWANbHOCTb W He 6yAeT HCNONb30aaTb, KPOMe Kak B CMam C
HWXENPUBEAEHHOW MHCTPYkMel No npumneneHunio, Niobyto MHIpmalmio. koTopyto OPMKO npegocTaBnseT EASC B MHCTPYKLKH MO
npumenenunio, BKAo4as, 6e3 orpaHuueHuii, N6yl WHMOpMauMio B OTHOWEHWW [AenoBoii npakTukm OPMKO, npoaykuumu,
NPON3BOACTBEHHBIX MPOLIECCOB U TEXHUYECKUX flaHHbIX NPOAYyKLun. EASC He 6yfieT pacnpoCcTpaHaTb 0 6y» HUGDOPMALMIO, KOTOPYIO
OPMKO npepiactasnset EASC BHHCTPYNp11 N0 NPUMEHEHWIO, TPEM>UM INLaM.
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KomnaHus OpMKO CTPOUT A0BEPUTE/IbHbIE OTHOLLEHWS! C OPTOAOHTAMU 1 NpeAnaraeT LUMPOKWIA
aCCOPTVMEHT MHHOBALLOHHON NPOAYKUMM U PELUEHWA, CNOCOGCTBYIOLMX MOBBILLEHNID WX
npoceccmoHaimama. OpMKO CTPEMUTCSt MOMOraTb OPTOAOHTaM B AOCTVDKEHWM Leneii B UX

KIMHNYECKO MPaKTUKe.

KomnaHust OpmKo 6osee 50 neT NocTaB/sSeT BbICOKOKAYECTBEHHYH MHHOBALMOHHYO NMPOAYKLIMIO
AN OPTOAOHTWM, a Takke O06ecreunBaeT WH(POPMALMOHHYHO, KOHCY/bTAaTUBHYIO U
06pa30oBaTeNbHY0 NOAAEPXKKY CrieLyanmcTam B 06/1acT OPTOAOHTAN. Mbl BbICOKO LIEHMM HaLLIMX
K/IMEHTOB UM MOCTOSHHO [ieNlaéM BCE BO3MOXHOE [ 0GecrneyeHws Bpauyeid M nepcoHana
He06XO0AMMOl NPOAYKLMEN 1 yCnyramu, KOTOpble NMO3BO/AKOT YCOBEPLLUEHCTBOBATL MX PaboTy W

caenatb MpoLEeCce eyeHns 6onee KOMBOPTHBIM A/s NaLyEHTOB.

KoHpHAeHUBanbnocTb. EASC 6yaeT cOXpaHfii KOH(pMAEHUMANbHOCTL WM He OyAeT WCHOMb30BaTb. |UOME KaK ¢ casaH ¢
HUXENPUBELEHHOW MHCTPYKLMEA MO NPUMEHEHNIO, N0 A0 MK A p lkinto, KoTopso OPMKO npepoctaBnseT BASC B MHCTPYKLMK MO
NpUMeHeHNIo, BKAOYM. 6e3 orpaHuyeHuin, M6yl WHhOpmauuilo B OTHOLWEHUW [eNnoBoi npakTukn OPMKO, npogykuum,
NPON3BOACTBEHHBIX MPOLLE«XOB N TEXHUYECKNX flaHHbIX NPoAYKLUU. EASC He GyaeT p.u:ApoCTPpAHATbL No6yio MH(OpMAaL Mo, KOTopyto
OPMKO npegocTasnsetT BAX B HUCTPYKLKW MO NPHMENEHHIO, TPETbUM /TNLAM.
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1. VHdhopmaLya o KomnaHmu

MpowussoguTens:
Ortco Corporation, 200 Kraemer Blvd, Brea, California 92821, USA

Pa3paboTumK:
Ormco Corporation, 200 Kraemer Blvd, Brea, California 92821, USA

MecTo npon3BoacTBa:
Ormco Corporation, 200 Kraemer Blvd, Brea, California 92821, USA

2. HamveHoBaHve MeanuUMHCKOro nsaenma

Cuctema nporpammHoro obecrieveHns Spark Aligner, B cocTase:
1. TporpammHoe o6ecneveHune Sparic Web (Ormco DTX).
2. [MporpammHoe obecneveHne Spark Approver.

MoTeHUManbHbI KNacc pucka npuMeHeHus: Ma

3. OnucaHve, HasHa4veHve, apxutekTypa MO.
MaeHTugukaums nporpammHoro obecneyveHus:

Cuctema nporpaMmmHoro ob6ecnieveHuss Spark Aligner Bepcusa 9J1.X.X (unn 6onee nosgHsAs)
ABNAETCA CaMOCTOSATE/IbHLIM NPOrPaMMHbIM 06ecredeHMeM COBMECTUMBIM C OMepaLMOHHbIMM
cuctemamu Windows (64 bit) n Mac.

TekyLLas n ucnbiTaHHas Bepcus Spark Aligner Software Systan 9.0.3834.0. ot 09.07.2020

KondHaeHpanbHoCcTb. EA3C 6yaeT coxpaHATb KOH(WAEHLWANbHOCTb H He 6ydeT Hcnonb3oaaTb, >(one Kak B CBA3N C
HIOHEMPHUAEHNON MHCTPYKIMeii No nNpuMeHeHuto, No6yI0 MH(opMaLuto, tonopyto OPMKO npegoctaBnseTr EASC B MHCeKLMK no
NPUMEHEHWIO, BKNtOYas, 6e3 orpaHuuyeHuit, N6y MHGHOpMaLMIO a OTHOWEHWMU [AenoBoii npakTukn OPMKO, npoayKM«H,
NPOH3a0/CTBBMHbBIX MPOLECCOB 1 TEXHUYECKMUX AaHHbIX Npo~ umnmn. EASC He byeT pacnpocTpaHATh 06YI0 MH(pOpMaLMio, KOTOPYIo
OPMKOnpepgacTasnset EASC B UHCN MUK NO NPUMEHEHHIO, TPETLUM IMLAM.
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Paclumndposka Hymepauum Bepcuidi Spark Web (Ormco DTX) B dpopmate 9.X.X. X:

1 umchpa (9) OCHOBHasi, BO3pacTaeT Ha eauHWLY ANS M3MeHeHuin B APIl-uHTepdeiice IO,
HECOBMECTUMbIX C NPeabIAYLLMMUA BEPCUSMA.

2 umndpa (X) - gononHuUTeNbHas, BO3pacTaeT Ha eANHULY /15 BbIMYCKOB, B KOTOPbIX 406aBNAI0TCA
HOBbIE, HO 06pPaTHO COBMECTUMble hyHKLMM APl-nHTepdeiica MO

3 umdppa (X) - Homep 4N BbIMYCKOB € ucnpasneHnem owmbok (hot fix release)

4 undpa (X) - Homep cOOpKK.

3HauMMble u3MeHeHns Spark Web (Ormco DTX) BepudmuUMpytoTCS MepBOA  LMGpPOIA,
NPOMEXYTOYHble Bepcumn MO (M3MeHeHWs 13 paspsaga UcnpasnieHns ownbok) BepuuumpyoTes

[0NOMHUTENBHO BTOPOW, TPETLEN 1 YETBEPTON LIMPONA.

PaclumndpoBka Hymepauum Bepcuid Spark Approver B goopmate 9.X.X.X.:

1 umgpa (X) - ocHOBHas, BO3pacTaeT Ha eAvHULY ANA M3MeHeHwint B APIl-uHTepdeiice MO,
HECOBMECTUMbIX C NPeAblAYLLIMMN BEPCUSMMU.

KondunaekuymankHacTe. EA3C 6ygeT «a3anaTb KOK(M<ABHUKaNbMOCTK W ue O6yfeT HC0NbaoBaTb, KPOMe Kak M CBA3N C
HUKENPUMAEHHOW HUCTPYKM«ell NO NpUMeHEHWIO, NOBYI0 HHApMauuto, koTopyto OXXKO npegocTtasnseT EASC B HKCTPYXLUH MO
NPUMEHeHW0, BKNOYas, 6e3 orpaHnyeHWi, no6yl0 HHAOOPMLUHIO B OTWOLWIEKHH [enoBoi npakTuku OPMKO. npoaykuuu,
NPOV3BO/AETBEHHbI™* MPOLIECCOB M TEXHHYEranx faHHbix npog>"uun. EASC He 6yaeT S>CnpocTpaHaTh 106y MHPOpMaLuio, KOTOpYo
OPMKO npegocTasnseT EASCA MHCTPYKLUK MO NPUMEHEHUIO, TPETBUM NULAM.
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2 undpa PC) ~ gononHmTeNbHas, BO3pacTaeT Ha eAMHULY [/151 BbIMYCKOB, B KOTOPbIX 406aBNAKOTCA
HOBbIE, HO 06paTHO coBMrramble QyHKLUMK API-uHTepdelica MO

3 umdopa (X) - Homep AN BbIMYCKOB € MUcnpasieHneM ownbok (hot J1x release)

4 undpa (X) - Homep c6opkm Bamboo.

3HauMMble M3MeHeHUs Sparic Approver BepuMLMPYOTCA MepBOi LMMPOR, NMOMEXYTOUHbIE
Bepcum MO (M3MeHeHMs 13 pa3psida UCnpaBieHns OLWNGOK) BEPUDMLMPYIOTCS AONONHUTENBHO

BTOPOI 1 TPETLEN LMGPOIA.

HasHaueHune/nokasaHMs K NPUMEHEHWNIO MeAMLUHCKOro n3genus: Cuctema nporpaMMHOro
obecrnieveHns Spark Aligner npegHasHaueHa anis UCNoONb30BaHWS B Ka4ecTBe NpeABapuTe/lbHOro
NHTep(elicHOro MeAULIMHCKOro YCTPOACTBa, NPefoCTaBNAIOLLEr0 MHCTPYMEHTbI 41 YNpaBneHns
OPTOAOHTMYECKUMMN MOAENSAMK, CUCTEMATUYECKOTO OCMOTPA, AET/IbHOr0 aHav3a, OLEHKM
CMOZE/MPOBAHHOIO MaHa IeYeHNs U BUPTYanbHON KOPPEKTUPOBKM W YTBEPXKAEHUA cepumn 3D-
3y6HbIX CNEMKOB Nepej HauaioM OpTOLOHTUYECKOrO leHeHNs, MPOBEPKM M aHann3a xoa neqeHus
BO BpEMS JleYeHWsi, MPOBEPKW COOTBETCTBUSA plOy/bTaTa JIeYeHWs 3anjaHMpOBaHHbIM /

XKenaeMbIM LenAM B KOHLLE fieveHnA.

OnwucaHune n3genus:
CucTema nporpaMMHoro obecneyeHuns Spark Aligner coctout us:

I. MporpammHoe o6ecrieveHune Spark Web (Ormco DTX) (McnonMyeTcs nevawum Bpayom) -
OHNaliH-NopTan, PacrnofioXeHHbI No agpecy B TeNEeKOMMYHUKALMOHHON CeTW WHTepHeT
Aligners.ormcodigiial.com), Ha KOTOPOM Bpay NPU Ha/MYnK CBOEI YYETHOW 3amncy MOXET
co3/aBaTb HOBble MPO(IMA NaUMEeHTOB, NMaHMPOBATL JIeYeHWe, YNPaBAATb YUYETHbIMM
KapToukamMu naLWeHTOB, OTCNEXMBaTb COCTOSHME 3aKa3oB MauUMeHTOB. Bpauu wmoryt
0TnpaBnsTb PoTorpatmm NaLyUeHToB 1 LPOBbie CHAMKM B KOMMaHKo OMNMnco NocpescTeoM
3arpy3ku yepes CBOK YUETHYHO 3anucb Ha noprane. AMUHUCTPATOPbI KoMmMaHuu Onnco
(cneumanmcTbl TEXHUYECKON NOLAEPXKKIN) MOTYT C034aBaTh YUYETHbIE 3anMcy Mnosb3oBaTenei
(Bpayeit), 3akasbl U MHULMKMPOBATb 3anyCK CO34aHuns 3aKasa. VIHTepdelic no3sonseT Apyrum
aBTOPM30BaHHbIM MO/1b30BATENAM NPUHMMATbL 3aKasbl B paboTy, a 3aTeM HamnpaBasTb WX Ha
CMeaytoLLmMiA 3Tan BbINOAHEHUs 3aday. KOMMOHEHTHI MPOrpaMMHOrO obecneyeHus MoryT
1CNonb30BaThCca 414 nepefadn AaHHbIX Ha Be6-cepBep v ¢ Hero. MO Spark Web (Onnco
DTX) HanmcaHo Ha JAVA c 6a3oii gaHHbIx MySQL Ha cepsepe. MO Spark Web (Onnco

KoHuaeHwlanbHoCTK. EA3C 6yfeT «»)(asiTb KOHQUAEHUWANbHOCTb UM He OyfeT MCNosAMoOBaTb. KPOMe Kak B CBA3W C
HUKeapu»e”;HHON MHCTPYKL e no npuMeHeHuto, Niobyto HudopHaumio. koto|V » OPMKO npegocTasnseT BASC B MHCT " Kaan TO
npuMeHeHWto, BKOYas, 6e3 orpaHuYeHwii, N6yl wHhopMauuio B OTHOWeEHUW fAanosoil npakTukn OPMKO, npogykuuw,
NPOW3BOACTBEHHbIX MPOLEOIOB N TEXHUYECKMNX AaHHbIX Npodykuun. EASC He 6yAeT pacnpocTpaHATb Nt06yt0 MH(OpMaLMio, KOTOpPYHO
OPMKO npegocTaBnseT EASCB MHCTPYKL UM NO FhUNEHEHNIO, TPETBUM NNLLaM.

6

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



DTX) pacnonoxeHo Ha cepsepe Tomcat, KOTOpbIin pasmewieH B o6nake Amazon Web
Services (AWS).

2. lNporpammHoe obecneyeHne Spark Anatomy*, KoTopoe 06pabaTbiBaeT CKaHWPOBaHHbIE
LM(pPOBbLIE CHAMKW [J11 CErMEHTUPOBaHNSA 3y60B 1 CO34aHMS aHAaTOMUYECKMNX OPUEHTMPOB,
TpebyembIX A1 MPOEKTUPOBAHUA KOHKPETHOrO Chy4yas MocnefytownMn NpukiagHsIMu

nporpLmamm.

3. TMporpammHoe obecnedeHune Spark Designer* (MoLynb NPOEKTUPOBAHWA) WCMO/b3YeET
3Ta/IoOHHOe nporpaMMHoe 06”neveHue Spark Anatomy BMecTe C OTCKaHWPOBaHHbLIMU
JaHHbIMK 0 3y6ax, OpMeHTMPaMK 1 PeLienToM Bpada 4ns paspaboTKM UCNPaBIeHHOro NnaHa
neyveHua (KNMHUYECKOrO Cnyyas) Ans pacCMOTPEHMS flevalliuM BpavoM. BoeixogHble galiinbl
3TOrX) MPOrpaMMHOr0 06ecreyeHnss OTMPaBASIOTCA JlievallemMy Bpadvy, KOTOPbIA MOXET

MPeAIoXUTb YCOBEPLLEHCTBOBAHUS WK yreepanTb (alinbl Ans U3roTOBNEHWS 3NaiiHEPOB.*

4. TporpaMmHoe obecrieveHne Spark Approver (MCMonb3yeTcs levallmm BpayoM) CKaumBaeTcs
C nopTana, ycTaHaB/MMBaeTCAa Ha KOMMbIOTEP W UCMOMb3YETCA NoNb3oBaTenem (Bpayuom) 4ns
MPOBEPKN LM(POBOI MOAENM 3aKasa, 3arpy3ku LMGPOBbIX (haiiNoB 3aKkasa C LEbo
M3MeHeHNs1 (B TOM 4mcrie MOCPeACTBOM MPUMeEYaHWiA), a TakxKe 0A400peHMs BpayoM Ans
Ja/bHelLero nNpoMsBOACTBA WM OTNPaBKN  LUMPOBbIX CKOPPEKTUPOBAHHbLIX (aiinos
TeXHUYeckuM cneuuanuctam Ormco NS BHeCeHWs W3MeHeHWid. [Mporpamma Approver
HanncaHa Ha A3blke C++ C NMOMOLLbI MHTErpPMpPOBaHHON cpedbl paspabotTey (IDFi) Visual
Studio 2017.

5. MporpammHoe o6ecneveHne Spark Builder* (mogynb-nocTpontenb) Nocne NoATBEPXKAeHNS
NpaBuIbHOCTM K/IMHWYECKOrO C/lyyast /sievallyiMm BpayoMm CO34aeT MOAenn 3naiiHepoB Ans
Kaxaol cTafuu, a Takke Mogenu npecc-opmbl HeMoCPefCTBEHHO NS W3rOTOBNEHUA

analiHepoB.

* [porpammHoe ob6ecneyeHne Spark Anatomy, Spark System Designs, Spark Builder He
MCMOMb3YKTCA HEMOCPEACTBEHHO Jlevalm  BpPadoOM UM HEOBXOAWMMbI AN TEXHUYECKOM

noanep>XkKun npn co3gaHnn U,I/I(*)pOBOFO nnaHanevyeHnsa nayneHTa n HenocpeaACcTBeHHO pesyrbTaTa.

KoHtuaeHunanbHocTe. EASC 6yfeT coxpaHaTb KOH(PWAEHLManbHOCTb W He 6yfeT HOKWNbaOMTb, KPOMe Kak B CBA3WN C
HKMOPUWBELEHHON MHCTP300preii No NnpuMeHeHuto, Ntobyto nHhopmaumio, «Topyto OPMKO npegoctaBnseT EASC B uwrrpykd (v no
NrTMEHBHHIO, BK/OYas, 6e3 orpaHHYeHA, N6yl HHpopualrio B OTHOLWEHUW [enoBoil npakTuku OPMKO. npoaykumw,
Npoun3BOACTBEHHbIX NPOIWXOB 1 TexanuyeckHX AaHHbIX npogyKw!. EASC He 6yfeT pacnpocTpaHATb Nt06yto MH(opMaLmio, KOTopyto
OPMKO npegocTasnaet EASC B UHCTPYKL MM BO MPUMEHEHMIO, TPETLUM IULAM.
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NporpaMmMHoe 06ecreYeHne He COEPXKMT TEXHOSOMMIA MCKYCCTBEHHOTO MHTENEKTA.

Pe3ynbTaT pa6boTbl NPOrpamMMHOro o6ecnevyeHus:

MporpammHoe obecneveHne Spark Web (Ormco DTX) - ynpaBneHue 3aka3oM MauMeHTa,

OTCNeXMBaHWe CTaTyca UCMOSHEHUS.
MporpammHoe obecrieueHne Spark Approver - LMMPOBOIA NaH NevyeHnss NaTonorMm Mpukyca,
TpexmepHasi UMdpoBas MOAeNb KaxkAOW CTaguu 3nailHepoB (Kanm) C  BO3MOXHOCTbIO

KOPPEKTUPOBKWM Nevallm Bpaqom.

4. TNpepynpexaeHvie
I‘IporpaMMHoe obecneyeHune npegHasHa4eHo TOJIbKO ANA KBaﬂI/I(i)VILI,VIpOBaHHOI’O MeanUynHCKOro

nepcoHana.

5. Kubep6esonacHocTb (cpeacTBa 3aWUThbl).
KnbepbesonacHocTb (3awmta gaHHbIX) NpuM UCMNoJsib30BaHUM nporpaMmMHoOro obecneyeHuns

Spark Web (Ormco DTX) peann3yetcs Ha OCHOBE CNneayluLmx yCroBuii:

1 TMporpammHoe ob6ecriedeHne Spark Web (Ormco DTX) wumeeT WHGPaCTPYKTypy
6e3onacHOCTW, KOTOpas He TO03BO/MISIET HeaBTOPWM30BaHHOMY M0/b30BaTeNO0 BXOAUTL B
CUCTEMY WM B3aMMOLECTBOBATL C CUCTEMHbLIM MPOrpaMMHbIM 0b6ecneyeHvem. Bceem
No/b30BaTeNnsM BeG-NPUNOXKEHWS 4118 paboTbl HaZ KIMHUYECKUM Cny4vaem TpebytoTcs
YUYeTHble AaHHble 418 BX0fa B cucTemy. JlorvH v naposnb ana Spark Web Heo6xoammo
NoAy4YnTb Y YNOMHOMOUYEHHOI O NPeaCcTaBuTeNs NPouU3BOANTENS.

2. Bce thalinbl faHHbIX NaLmeHTOB Ha cepeepe Amazon Web Services S0/MKHbI ObITh 3aLWMLLEHbI
anropuTMOM LUMGPOBAHNS NH(OPMALMN.

3. AWS npoTokon obecneynBaeT 6e30nacHyt0 nepefavy AaHHbIX MeXAy Beb-CepBepom W
cepeepom 6asbl faHHbIX. Beb6-cepsepbl 1 cepBepbl 6a3 AaHHLIX JOMKHbI ObITh LOCTYMHbI
yepes 3aLMLLEHHOe COedMHEHME.

4. CeTeBoe nporpammHoe obecneyveHne Spark Web gomkHoO nogaep)xueatb npoTokon HTTPS,
MO3TOMY BCe 3anpochl 1 0TBETbI A0/MKHbI ObITh 3aLLIM(POBaHBI.

5. CeTeBoe nporpamMHoe obecrneyeHne 4O/MKHO 3aliMLLaTh YUETHYHO 3arucb Nnevallero spaya
COrMIacHO CrefyoLWwyM NpaBuiamM Co3aaHns naposeii:

0 YueTHas 3anucb Nonb3oBaTens (Bpaya) LOMKHAObITh 3alLMLLeHa Naposem,

Maposib JO/MKEH CoflepXKaThb 3arfaBHyto 6yksy (A-Z).

Maposib JO/MKEH CofepXXaTb CTPOUHYHO BYKBY (a-2).

Maponb gomkeH cogepxatb Ludpy (0-9).

MOXeT cofiepyaTb He 6YKBEHHO-LM(POoBble CUMBONbI (,,-_ MESEHI~@).

Maponb He JOMKEH COflepXXaTb MMeHW MONb30BaTeNns Win YacTeil VMeHu

Mo/b30BaTeNS.

0 Henb3a NOBTOPHO MCMONbL30BaTL NOCNeHWEe 5 naponeii.

6. CeTteBoe nporpamMHoe obecriedeHne AOMKHO MO3BONATL MOMb30BaTeNto (Bpayy) copocUTb

naposib, HaXXaB Ha CCbIIKY "3abblny UMS N0Mb30BaTENA/Naposb” Ha CTPaHULLE aBTOpM3aLIMM.

O OO0 OoOo

KoHtHaBuunansHocTe. EASC 6yfeT coxpaHATb KOB(PUAEKUWANbHOCTb M He OyAeT MCMNOMb30BaTb, KPOMEe KaK B CBA3N C
HHASANPMBEAEHHON MHCTPYKLMel N0 OpHMEHEHH!0, Nto6YH0 HHAOPLLULHIO, KoTopyto OPMKO npepocTtasnsieT EASC f HHCTU/KUMH NoO
NPUMENEKNIO, BKOYas, 6e3 orpaHuueHuit, N6y WHQOpMauMio W OTHOWEHUWU [enoBoi npakTukn OPMKO, npoaykumu,
MPOW3BOACTBEHHbIX MPOLECCOB U T«XHHYECKHX AaHHbIX NpoAyto;un. EASC He 6yfeT pacnpocTpaHaTb Nt06yto MH(OpMaL Mo, KOTOPYHO
OPMKO npepocTtasnseT EASCB MHCTPY10WMM MO NMPUMEHEHNIO, TPETLUM NINLL.
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7. CeTteBoe nporpaMMHoOe obecneyeHune fO/MHKHO NO3BOMAATL MOMb30BaTeNtO (Bpady) Noay4mTb
UMS NOMb30BAaTENSA, HAXAaB Ha CCbINKy "3abbliv UMSA Nonb3oBaTens/naposb" Ha cTpaHuue
aBTopusaunn.

8. OrpaHnyeHne pgoctyna: foctyn k noptany DTX Web o6ecneunBaeTtcs nocpectsoM
ngeHtTurkaumMm nonb3osarenda npu nomowm foruHa wn napons, (panee Cm .n 5
KnbepbeszonacHOCTb*). JTOrMH 1 Naposb Bpady MOXeT nonyuntb y YT Ha Tepputopun PO
nyTem obpalleHuns B KNMeHTCKYo ciyby (Customer Service). JocTyn K npunoxeHuto Spark
Approver obecneumBaetcss ¢ MK nonb3oBatens, 3sawura 0MMHOM U naponem MK
nosbL30BaTens.

9. Kpuntorpaduuyeckne cpepcrsa 3alinTbl; NPUMEHAIDTCA KpunTorpaduyeckne cpepcrsa
3allMTbl KaHaNoB nepefayn AaHHbIX MeXay KOMMNbiTepom nonb3osatend u Onnco DTX
(oTKpbITbI NpoTokon TLS 1.2) Onnco DTX JOCTyneH MCKAUYUTENbHO YAAIEHHO B CETU
VIHTepHEeT 1 He BBO3UTCA Ha Tepputoputo P®.

10. 3aBepLUeHMe CeaHCOB HeakKTMBHbIX MOfb30BaTefieil: peann3oBaHo, [AaHHble Npu 3TOM
coxpaHsTcA. Bo3o6HOBeHVe ceaHca TpebyeT NOBTOPHOIO BBEAEHUS JIOTMHA U Napons.

KnbepbesonacHocte paboTbl Spark Approver Software (“ecneuyumBaeTtcsa Npu MNOMOLLU
cregylwmnx mep:

1 Hapé&xHaa nonuTuka 6e3onacHoCTV naponei.

2. ®aiinbl, KOTOpble XPaHATCA Ha KOMMbOTEpe Bpaya, MOTyT COAepXaTb MepCoHasbHble
CBEAEHNA W  [O/DKHbl  OblTb  3WUMLEHbl CcaMMM  BPayoM C  UCMOJMb30BaH/EM
MHANBMAYaIbHOIO NOrMHa 1 Napons nonb3osarens MK.

3. OrpaHuyeHve goctyna: JocTyn Kk npunoxeHuto Spark Approver obecrneuvsaetcs ¢ MK
nonb30Baresis, 3almTa OCyLLLETCBNSAETCA NPU NOMOLLM flormHa v napons MK nons3osarens
(nporpamMMHble cpeacTBa 3auThbl).

4. TlocMOTpeTb KNMHNYECKN Kelic B Approver MOXHO 6e3 aBTopu3alnn, eCc/ivm OH paHee bbin
OTKpPbIT Yepe3 nopTtas (OH COXpaHSeTCA Ha KOMMNblOTepPe Nosib3oBaTens).

5. Kpuntorpaduyeckme cpeactBa 3awutbl: Kpuntorpadomyeckas 3awmta  OaHHbIX
naumeHToB Ha cepBepe Amazon Web Services. Approver He BBO3UTCS Ha Tepputopuio P®
Ha (OM3MYeckoM HocuTesne, AOCTYNeH WUCKIIYUTENIbHO ANA CKauumBaHus chneunanucty
yepes noptan Orteo DTX.

6. 3aBeplUeHMe ceaHCOB HeaKTMBHbIX MOfb30BaTeNeil: peannsoBaHo, AaHHble Npyu 3TOM

COXpPaHAKTCA aBTOMAaTU4YECKN.

- CKopoCTb 06paboTKM MHhopMmaumu;
* Bpemsi OTK/IMKa Ha KOMaHAbl U3 NOMNb30BATOMNLCKOrO MHTepdelica Onnco DTX He 6onee 3x

CEKyH,

COXPaHATb KOH(PUAEHUMANbHOCTL UM He OyfeT WCNonb3oBaTb. |[poMe Kak a CM3H C
HH)XEAPHBEAEHHOW HACTPYKLMEN NO NpuMeHeHuto, Nobyio nHdopmauutio, kotopyto OPMKO npepoctasnseT b U ¢ B MHCTPYKLKH No
npyMeHeHnto, BKoYas, 6e3 OdaHnyeHWid. N6yl UHpopmaunio . OTHOMHWM genoB2? nkMFmM7H OPMkS "~ ™ ¢
npofaykuum. BASC He 6yfeT pacnpocTpaHATb M06yto H(opMaLnto, KoTopyto'
MrMKo npegoctasifeT BA3SC B MHCTPYKLUM NO NPUMENEHHIO, TPETHUM MLLaM.
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* Bpems OTKPbITVS haiina c KNMHUYECKMM KEICcoM C /TOKa/IbHOTO XECTKOro Ancka He 6onee 20-
TN CEKyH{.

e Bpewms OTK/IMKA Ha KOMaHAbl M3 NOMb30BATESIbCKOTO WHTE|I}>elica Approver He Gonee 3-X
CEKyHA,

- CpefcTtea 3aWuThl OT BPEAOHOCHBLIX NPOrpamMmm: AHTUBUPYCHbIE MPOrpaMMHblE CPeacTBa Hc
BXOAST B CMCTEMY MpOrpammHoro o6ecrnedenus Spark Aligner System. OpMKo pekomeHayeT

ncnosb3oBaTh N1I060e N3BeCTHOE aHTUBMpPYCHoe MO ansa 3awuTel K nons3osartens.

6. N306paxeHne MmegnuUMHCKOro n3nenns:

Ha pucyHkax HMWXe MokasaHbl KOMMOHEHTbl MHTepdelica nporpaMMHOro obecneveHus Spark
Aligner Software System:

SPARK'

LahAr D g v,

onneo IpTx

Puc. . TexHuuyecknin noptan  Spark  Web, pacnonoxeHHbil no  agpecy
https://aUgners.ormcocligital.coni (Ha4anbHasa cTpaHnLa).

KoHtuaeHunansHocTe. EASC 6yfeT cOXpaHATb 03UhUAenAHaNbHOCTL K He 6ydeT Mcnonb3oBaTb, KPOMe Kak B CBA3U C
HUXenpuBefeHHOW MHCTPYKLMe No NpuMeHeHuto, Nto6y» MHdopmMauuto, lotopyto OPMKO npegocTaBnseT BA3C B MHCLT)ywwmm no
npuMeHero!». BKYas, 6« orpaHWyeHuid, N6yl WHGOPMaLMIO a OTHIMueKkus fJenofdeid npakTMiu OPMKO, npogysLiHu.
NPOK3IBAACTBEKHbIX MPOBECOB H TB)LUMYECKHX AaHHbIX Npogy««0'n. EASC He 6yfeT pacnpoCcTpaHiTh N06YH0 MHHOPMaLMio, KOTOPYIo
OPMKO npepoctanseT BASCB HHCTPYXUWUH MO NPUMEHEHUIO, TPETLUM TULAM.
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17,11
anvt

Puc. 2. MpunoxeHue Sparic Approver (HayasibHasA cTpaHunLa)

Puvc. 3 NikoHka MNpunoxeHnsa Approver Ha paboyemM CTose WK B NaHesnun 3agaq

7. Hhopmayma o TeXHNYEeCKOM 06CTyXXMBaAHUM U PEMOHTE

KsanudmuympoBaHHas noagepxkka Ha OCHOBaHWM 3anpocoB TeXHWYECKUX CrneunaimcToB
KOMMaHuKn-3aka3yMka BKAWO4YaAT B ceba  KOHCylbTauum Mo pabote € MopTasiom
Aligners.ormcodigitel.com, yctaHoBke Spark Approver, UICNOJ/Ib30BaHUI0, aAMUHUCTPUPOBAHNIO
MO, peleHnto NPo6eMHbIX CUTyaL il 1 BOCCTAHOB/IEHUIO paboToCNoCOBHOCTHU.

Mo BonpocaMm TexXHU4YECKON noaaepXkM obpawarsca B spark.support.ormco.com WanM K
YMNOJIHOMOYEHHOMY NPeACTaBUTENO NPOU3BOAUTENS Ha TeppuTopun Pd:

O6LLecTBO C OrpaHMYeHHO O0TBETCTBEHHOCTLIO «OpMKO» (OO0 «OpMKO»)

195112, Poccus, r. CaHkT-MeTepbypr,

ManooxXTUHCKUA np-T, 4. 64, nutepa B, nom. 26H

Ten. +7 (812)324-74-14

Pakc. +7 (812) 320-20-52

KoHtHaeHumn3nbkocTb. EASC byfaeT coxpaHATb KOH(WAEHLUMAnbHOCTb W He OyfeT HCMONb30BaTb, KPOMe KaK B CBA3N C
HWkenpueegeHHoi HKcrpyKiyieft no npumeHeHuto, nobyto nHgopmaumio, kotopyto OPMKO npegoctaanset EASC B MKCTpyKialM no
NpUMeHeHW0, BKlOYas, 6e3 orpaHuyeHWit, nobyld WHHOPOLUIO B OTHOWEHHH fenoBoi npakTuku OPMKO, nptuQriopiH,
NPOHaBO/CTaEHHbIX MPOLLECCOB U TEXHUYECKUX AlaHHbIX npof)ucumn. EASC He 6yieT pacnpocTpaHaTb N6y MHDOPMALMIO, KOTOPYIO
OPMKO npegocTasnset EASCB HHCTPYXLUWH N0 NPUMEHEHMNIO, TPETbUM fiNLLAM.

n
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8. CoBMecTMMble MmeaAuynHCKne nsgenus
MporpammMHoe obecneueHne Bepcum 9.X.X.X (unu 6onee nosgHve sepcun 9 penvsa) No3BonsieT
3an”"Tb Ha nopTan umdpossle thaiinbl 3y6HOro paga nayveHTa B goopmate STL, nosyvyeHHbIe C
UCMO/Ib30BaHNEM UHTPaopasibHbIX CKAHEePOB CrieayroLLnxX Mogeneii:

KomnaHusa Twun HasameHoBaHua Homep PY

npovnssoauTenb ycTpoiicTBa mMozenu

CTOMAaTO/10TM4YecKoro

CKaHOM

Medit NHTpaopanbHblii iS00 P3H 2020/11141 ot
08.07.2020

Orrnco WHTpaopasibHbii - Lythos P3H 2015/3480 ot
28.11.2015

3Shape WHTpaopanbHblii  Trios (Bce mogenw) P3H 2018/7786 ot
06.11.2018

Align Technology WHTpaopanbHblli  iTero (Bce moaenn) P3H 2020/12342 ot
27.10.2020

Flanmeca WHTpwpaneHelli  Emerald (Bce mogenn) P3H 2019/9151 ot
31.10.2019

TpeboBaHus K 3arpyxaembim daiinam:
doTorpadum naumMeHToB JOCTYNHbI 418 3arpy3ku Ha nopTtasl B dhopmare .jpg / .jpeg.

LincbpoBble haiiibl  3y6HOro psga, MOJyYeHHblE € UCMOMb30BAHWEM  UHTpPaopasibHbIX
CTOMAaTONOINMYeCKNX CKaHepoB, AOCTYMHbI AN 3arpy3ky Ha nopTas Ha crneunanbHON BKNaake ¢
BO3MOXHOCTbIO yKa3aHusi OTHECEHMS 3arpyxaemblx qaiifioB K ckaHepaM mogernei iTero, 3Shape,
Medit nM6o 6e3 OTHECEHMS 3arpyXaemblX ai/loB K KOHKPETHOW MoAenu ckaHepa W3
nepeuncneHHblx B Tabnmue B choopmare STL.

9. Cnocob npumMmeHeHus

Hauano paboTbi:
I) Monb3oBatens (Bpay) nosyyaeT NAOTMH M Naponb Yy oduuMaibHOro npeacrasutens
npounssoanTens Ha tepputopun Pd.

KoHtugeHumanoHocTb. BASC 6yaeT 0)]haHATb TXXPKAEHLHANbMOCTb W He OyfeT WCNonb3oBaTb, KPOMe Kak B CBA3WN C
HVKeNpUBEAEHHOW HHCTPYK«|«/1 N0 MpUMeHeHUt0, NobyI0 MH(opMaLuto, koTopyto OPMKO npegocTasnseT EA3C B MHCTPYKLUM MO
npuMeHeHUto, BKNtOYas, 6e3 orpaHuyeHwnii, n6y» WHhoOpmMauuilo a OTHOLWeHUW Aenosoil nparrHim OPMKO. npogyKuuu,
NPOKBOACTBEHHbLIX NPOINCCOE M TEHOCHYECXMX AaHHbIX NpoayKuun. EASC He 6yeT pacnpocTpaHAiTh 06y MHHOpMaL o, KOTOpYHo
OPMKO npepgocTtasnser EASCB MHCTPYKLUW NO NPUMEHEHWNIO, TPETHUM NNLAM.
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2) Monb3oBatenb (Bpau) 3axoant Ha Aligners.ormcodigitai.com, rge B COOTBETCTBYHOLUX
NonsxX BBOAWT NIOTMH U Naposib U HaXUMaeT KHoNKy Bolita.

SPARK'

ATak 0 Gk 3TN

Sign in

Ll Plreg

-

e

T
Botm ="

OrmoolDTX
3) JlnyHble pgaHHble nofb3oBaTens (Bpaya) AOCTYMHblI Ha BKAajkKe B NpaBoOM yrny
cTpaHuubl
AU VY
MyProfiM)
CHTlEPb I «K»
Moli Mpochnnb Logout

KnuHunyeckne npeanoyTeHns
BbInTn

IOnnM

co)pan.ITL. «M MAeHLUManbnocTb K He OyfeT HCNOoNblOHaTb, KPOMe Kak MW CM3u C
HMXENPHKAEHHOW HHCTPYKLMEA NO NpUMeHeHUIo, No6yto uHopMmauuio, kotopyto OPMKO npegoctaBnseT LLUASCa MHCTBYKUUH MO
r"meneHn». .««yan, 6Gea orpaHuyeHuin, N6y uHhopmaymo B OTHCITHUM feno.” npakTuK

NEeHHbIX NpoayKuun. BASC He 6yfeT pacnpocTpaHsaTb Nt06Y0 MH(OopMaL Mo, KOTOpYHo
OPVKOpeapcrasrBrIEASCBHHEIRYKLYHMONPHVIEHEHKO, TRETLHW LIBM.
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MMHKA MK MMM gl H Wl

A y. Omu|Bcl!>Mwii»

KoHTalwHble gaHHble

Vivs

OT4yecTBO

T damumnus

P Homep TenedoHa 5
ALp«: 3NE€KTPOHHOW NOYThI

eqw
anlCk M aeHTUdMKaLNOHHBI HOMEp KIneHTa
KHUIT. o
i Mwvs B npodhaiine
Nwyiiiad
Maponb

M3meHnTb naposib

3smeHeHMe napons MNPOMCXOAWT Ha COOTBETCTBYIOWEN BKMNaAKe, MCMOMb3yeTcs ABoiiHoe
noaTBepXaeHvE.

change Password

OleBlnad CTapblii naponb
MAVASMont HoBbIi1 naponb
Comnrm PttkKPMorct MoaTeBepauTh Naposb

MEHUTb
M3meHnTb naporsb

Bpau moxeT 3a4aTb B npodoune npeanoyuTeHns:
Mpegnountaemyto cucteMy MapkmpoBku 3y6oB (FDI, yHuBepcasnbHyto nnn Palmer)

Too«N Murriimmin9: D
Time: SIVWSKBIGMWLIKHIUIGOOD? v

BpemeHHyto 30HY

KoHdumaskwlanbnoctk. EA3C 6yAeT COXAEHATb »OH(OUAEHUHaN>HOCTb M He 6yAeT wucnayb3oBaTb. IpOMB Kak M cassm C
HUTAPUBELAHHOW KXKNTPYXLUEA N0 NpUUEHennto, NoBy UHGopMaumio, o Topy» OPMKO npepoctamseT EASC B MHCTPYKLUMM NO
NpUMeHeHNIo, BKNtOYasA, 6e3 orpaHuyeHWi, o6yl WHPOPMaUMIO B OTHOLWEWUH [AenoBoil npakTuku OPMKO, npogykuum,

NPOH3BO/CTBENHbIX MPOLLECCOB H TEXHUYECKUX IeHHbIX NPOoA)KLUMH. BASC ne 6yaeT pacnpocTpaHATb N1t06)K3 MH(OPMaLMIo, KOTOpYHo
OPMKO npegocTasnaet EA3C B MHCTPYKLMUMW BO MPUMEHEHWIO, TPETLUM NIULAM.
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MpepnoyTeHns no paboTe ¢ LUGPOBLIMU LaHHLIMW MOAENEN COBMECTUMBIX YCTPOIACTB:

SowiiypK ' iTo

0]

[06aBUTb CBfI3aHHbIA aKKayHT CUCTEMbl LM(POBOro ckaHepa 3Shape, ecnn umeetcs
Heob6x0aMmo

Noeecm~ts K* o*n«ct*ef

Agppec [/ BbICTaBNeHNs cyeTa (PaCUETHBINA CYET)

AddwBh OtmceCerp AApeC 1
Meunrtr 1EL S kKO n» NN An* A'qpec 2
Clly:
lopog
ouroy
fawr - cwern CTpaHa
rap; 9rHoO
TenecoH
Priona.
Pe”! dakc

Angec 0CTaBKY 3NaiiHepoB Kak pesy/ibTata paboTbi:

Apelunsc OMW Si»"u* Aw*, .CeBncaar*

AJIpecoB MOXET 6bITb J06aBNIEHO HECKO/MBLKO, 1 33fjaH OCHOBHOIA azipec (aApec Mo yMon4aHmio):

KoHgugeHunanbHocTb. EASC 6yaeT «ucpamaTb KOHQuaenumanbHMTb W He 6yAeT BCMoNb308*nb, ig)oide 0K a cassm c
HUXKNPKBEAEHHOS MHCTPYKLMel No npumenenHio, nobyto Hutdopmauymio, Totonr» OPMKO npegocTasnseT EASC B MXKNP)«LWH MO
NPUMEHEHUIO, BKAOYW, 6e3 orpaHWyeHuid, N6y MHGOPMaUMIO B OTHOWEHMU [AenoBoi npakTukn OPMKO, npopaykuus,
NPOV3BOACTBEHHbIX MPOLECCOB M TEXHUUYBOCHX faHHbIX NpoAyKLun, EASC He 6yfieT pacnpoCTpaHATb I06Y0 HH<|IOpMalon0. KOTOPYIO
OPMKO npegoctasnseT EASC B MCT{OrKLMH N0 NPUHENEHNIO, TPETLUM INLAM.
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Wwow, <ir turn lkeiigiV Qpo®

Udd
oy
New Shipping Address
NKME Fkrids marked anasM t” arc rcQuirKl
«gapping AddfM Tag-* A,qpec [OOCTaBKKN
Afnpec 2
Addm”
Mopog
Coffyf  Cuma CTpaHa
LWrar
MHaekc
Setas CMK4t94[:43ine YKasaTb B l«yecTBb afipeca No ymoiyaHuio
CoXpaHTL C rMeHuTb

/

4) [obGaBneHue nayueHTa
Monb3oBatenb (Bpay) HaxXnMaeT KHon [lo6aBuTb NauumeHTa

KoHgugeHlplanbitocT EA3C 6yAeT COXpaHATb KOH(PMAEWrWwanbHOCTb H He 6yaeT mcnon!~BaTb, Kpome M B CBfi3W C
HWXXIOPVBEAEHHOW WUCTTOTKLMEN No apuueHeawnto, nobyto nHhopmauuio, kotopyto OPMKO npegocTaBnseT EAC B MMCTPyKUMM TO
NpUMeHeHWo, BKNlOYasA. 60 orpaHW4eHWin, N6yl WHhopMauuio B OTHOLWEHWM [AenoBoil npakTwo< OXXKO, npogykuum,
NPOU3BIMKTMHHbIX MPOLLECCOB N TEXHUYECKMX AaHHbIX NPoAjooMtH. EASC He GyfieT pKApoCcTpanaTh No6yTo MHGOpMaLUIo, KOTOPYHO
OPMKO np|*ocTaBgseT EASC B UHCTPACLUW MO NPUMEHEHUIO, TPeTbUM NnidIM 16
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0
rmco

B  OumntUMai ROMBD (H>«BIBktAt>A 1D 'e
B jpiviw A CH.MM «HMAMD>

[Jo6asnTb

5) Bknagka [aHHble nauMeHTa MO3BOMAET BHECTU Chefytolime MepcoHabHble AaHHble
nauveHTa: Vivs, Otuectso, Pamunug, NMon, [arta poxaeHus

JINYHbIE AaHHblE M naupenTa
nauyeHTa

t«M Ymna*

MO

EiMMEVR

Bknagka Photos/Scans no3BosnisieT 3arpy3utb otorpadumm naumeHTa (MUHUMYM 1pn
aucnosuymn). Micnonbsyetca kHornka Import Photos.

TakKe BKNaaKa no3BonseT BbIOpaTb NpefnodTUTENbHLIA (hopMaT NojaBaeMbIX LM(POBbLIX
N300paXKeHuiA (C NPUBA3KON MK 663 K KOHKPETHOI LMd)poBOIA MOAENN CKaHepa).

KontHABHLUMaAbXKTK. BASC 6yfeT «MpaHATb Kou denmumanbmocTb W He OyAeT HCMoNb3olaTb, KPOMe Kak a CM3H C
HUXKeNpruaeaBHHOM MUCTPYKMHel No NpUMeHeHuIo, N6yt MHMopMaLmio, KoTopyto OPMKO npeaocTalunsier EASC a uHeTpy|wum no
NpyMeHeHnto, BKlOYas, 6e3 orpaHuyeHunii, N6y HHGopmallllO a oTHOWeHWW fenoBoii npakTukn OPMKO, npojuntWH.
npounsaojaTaeHMbIX NPOLECCOB N TEXHMYECK0a faHHbIX npogaTtowu. EASC He 6yaeT pagnpocTpakaTh 1106)no nHGopmMaumio, UCropyro
OPMKO npegocTasnser EASC Bakcrp unu no npumeHeHNo, TPETbUM INLLAM. 17
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KoH™geHumnanbHoCcTh. EASC 6ypeT coxpaHaTb I®H(W NeHuManbHOCTb H He OyfeT MCNonbaoMTh. igwMe Kak a CBA3W C
HVKENpUBeAeHHOW NUCTPYKBAIBIA MO MPHHIeXMMIo, M06)N0 MHApPMaLHIo, koTopyto OPMKO npegocTaBnser EASC B MucTuTcLuu no
NpYMeHeMHI0, BKIOYas, 6e3 OM»HHYEHHIA, byl HHGOpMauuio B OTHOWeEHUW AenoBoi npakTukn OPMKO, npoa”kiIH
NPOW3BOACTBEHHBIX MPOLLEOTra U TEXHNYECKUX flaHHbIX Npogytofan. EASC He GyaeT pacnpocTpaHaTh N06yt0 MH(OpMaLnio, KOTopyto

OPMKO npegocTaBnseT EASCB MHCT]40 (LMW NO MPUMEHEHUIO, TPETbUM NNLLaM.
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Bknaaka PekoMeHfauumn naumeHTy no3BoNseT BblOpaTb apTUKYN /15 3aKasa, yKasaTb
K/IMHUYeCKWe NPeANoYTEHMS, YKa3aTb YentocTb ( BEPXHAS, HDKHAS, 06€), yKasaTb MecTa
pa3MeLLieH/ s aTTa4YMEHTOB M HaKYCOYHbIX N0LAA0K), 3aNpeTUTh NepemMeLLieHre OTAeNbHbIX
3y60B, yKa3aTb CNocob 3aKpbITUSA NPOMEXYTKOB

LingmT
Juany
MLAVaIM
0« OB “VMBWMaralVKIM* Movxaraa*IVPVb
"cxaxw w paoo
MMM QawArg, »
NOMHM
KoHtugeHunanbHocTe. EASC 6yfeT coxXpaHATb KOHPUAEHUWANbHOCTb H He HCMNONb30OMTb.

HVKeNpUBEAEHHOW MHCTPYKLMe No rdouMeHeHHto, Nobyto MH(opMaLuto, kotopyto OPMKO npg”taBnseT

npuMeHeHUto, BkoYas, 6e3 orpaHWyeHwin, nbyl WHMopMallko B OTHOWEHUW [AenoBoi npakTukm OPMKO,
NpOV3BOACTBEHHbIX MPOLECCOB N TEXHUYECKNX JaHHbIX NMpoAyKLun. EASC He 6yfeT pacnpocTpaHaTb Nt06yto MH opMaLuio, KoTopyto
OPMKO npegocTasnset EASC B UHCTPYKLUW MO NPUMEHEHHIO, TPETbUM INLAM. 19
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6) [na yctaHoBku Ha MK wam nnaHwet nporpammbl Spark Approver nosb3osatesis Web
MPUNoXKeHna WKpPbIBaeT BKkNaaky Help (Momoup) n BbibupaeT nyHKT MeHto Download
Approver (3arpy3uts Approver)

l‘i

i‘,w..m e e e ant o

MVIMUTHL
«

N o1V Oolr

firmyv

7) Bknafka 3arpy3uTb Approver COAePXMUT cUcTeMHble TpeboBaHMA K MK nonb3osatens u
KHOMKW [ns cKaumBaHwWA nporpammbl Spark Approver B 3asucumocT ot OC MK
nonb3osa-rena (Windows unn Mae). PyKoBOACTBO MO yCTaHOBKE nporpammbl Spark
Approver OCTYMHO [/151 CKaUMBaHUA MO CCbINIKE BHWU3Y 3KpaHa.

MonHbln TeKCcT PykoBogcTBa Mo ycTaHoBKe Spark Approver cm. [MpunoxeHune 1 K
TeXHUYECKOMY (haliny Ha MeULIMHCKOE 13aenue.

G

QMMM ENMC
HDD Spaor SCOMS

SuEﬁgrtinﬁgﬁ)uwer” HO*. II*««MSExtf.,<Iverw SSO* »©¢

ScroonBKoUen
AppHcallon Nwno G-Im
SykquTesNIABNE
SHABOIMC OVKWB»

Quentodj<s\WWKtlcedlitinDS*i«reva

ITOT»CAM»(PrUro£>y«n*nn s»io «

KoHNHAeHUHMVHOCTI. EA3C 6yfieT coxpaHsaTb KOH(UABULMANbHOCTb M He 6y ™ >K:Nonb3oBaTb. KPOM ®
HKXXBNPUBEABHUO NACTPYKLMEA No NnpumeHeHuto, Nobyto MHpopmauuto, kotopyto OPMKO npegocTtaBnsiet

NPYMEHeHU0, BK/Yas, 6e3 orpaHWyeHuid, N6yl WHGOOPMALMO B OTHOWEHUWM [enoBol npakTuku OPMKO, npogykuuu,
NPON3BOACTBEHHbIX NPOiYySCCOB 1 TeXHNYECKNX AaHHbIX NPoAyKunn. EASC He 6yAeT pacnpocTpaHaTb N»6j00 NH(opMaLluio, KoTopyto
OPMKO npegocTtaBnseT EASC B UHCTPYKL MW MO NPHUENBUUIO, TPETLUM ULLAM.
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OcCHOBHbIe WMHCTPYMEHTbI NporpaMmmabl Spark Appl’OVGI’ npeactaBneHbl HAXKE:

*  OcHoBHas naHesb UHCTPYMeHTOB (OTKpPbIT, OTMeHWTL / MoBTOPUTL, COpOCKTL 3D-
n3meHeHus. MNoeepHyTb, NaHopama, MNoBepHyTh, MaHopama, MacwTab, SkcnopT
thunbma. Tennua nepemelleHns 3yba, Oract, CpaBHUTb Mogenb, CBOICTBa, AHaNM3
bonTtoHa, Hactpoliku)
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T aodfm

KoHtuaeHumnansHocT. E/ISC 6GyfeT COXpaHATb KOH(WAeHLManbHOCTb H He O6yfeT MCnonb3oBaTb, KPOMe Kak B CBA3W C
HHACBNPHBEAEHHO M»NeTpyXLM*i No NpUMLLIEHMIO, N06YI0 HH«pMaLinto, koTopyto OPMKO npegocTasnseT EA3C @ HUCTPYKLHH NO
NPYMEHeHNI0, BKOYas, 6e3 orpaHuueHuit, N6y wungpopma(MlkO B OTHOWEHUW [enoBoi npakTukn OPMKO, npoaykuuu,
NPOH3BOACTMHHbIX MPOLECCEe W TEXHNYECKUX AaHHbIX NpoAyKumn. EASC He 6yfeT pacnpocTpaHaTh N6y NH(opMaLmio, KoTopyio
OPMKO n{>xgocTaB3wBT EASCB UHCTPYKLMK NO MPUMEHEHWIO, TPETbUM A 1 X °
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. MeH!0 3HaYKOB Ha fieBoii NaHe I (peLenT, poTorpacvy, 3aMeTKM, BCNOMOraTe/bHble

maTepuasbl)
MIOT
@« « a
ARG PROIMNema:
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- N)*
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* LleHTpanbHOe MeHto aKpaHa ([MokasaTh / CKpbITb BCOMOraTe/ibHble 3/1eMeHTbl, [Nokasats /
CKPbITb (hopmy apxuBa. Mokaszatb / cKpbITb IPR, OKKO3MOHHYO agnarpammy. Hymepauuio
3y6oB, CeTka, HanoxeHue, Mokasatb / CKpbITb KOPHU, Ype3mepHas Koppekuus, MoHTKKa,
MonypaspesaHHble 3y6bl. cnpasneHve npukyca. Mokasath / CKpbITh gecHy. Mou

N3MEHEHWS)

KoHdunaeHymanbHocTb. BASC 6yfeT COXpaHATb «eTH(PMAAKLHaNbHOCTb H He OyAeT MCMoNnb3oBaTb, KPOMEe KakK B CBA3U C
HKXXENPHKAEHHOW HHCTPYKLUHeS No NpuMeHeHWt0, NK Ny uHdopmMaumio, kotopyto OPMKO npegoctaBnseT EA3C B MHCTPYKLMK MO
NPUMEHeKNIo. BKIOYas, 6M  orpaHuyeHunii, N6yl WHhopMauuio a OTHOWeHUW AenoBoit npakTuku OPMKO, npogykuuu,
NpON3BO/ACTBEHHbIX MPOBECOB H TEXHUYECKMUX AaHHbIX NpcLorkwin. EASC He 6yfeT pacnpocTpaHaTb Nt06y0 MH(pOpMAaLMIO, KOTOPYHO
OPMKO npegocTasnset EASCB UHCTPYKLUW NO NPUMEHEMHIO, TPETBUM NALAM.
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» [lononHWTeNbHOE MEHHO 3KpaHa
HWKHAA NaHenb MHCTPYMEHTOB: [JBMXOK OMnepaLMoHHOro BpemMeH. bokoBas naHesb
WHCTPYMeHTOB: oKa3aTb BepXHIOK YentocTb. [1oKas3aTb HUXHIOK YentocTb, [okasaTth Bce
3y6bl. Bug BepxHein yentoctu. Bug HuxHeld yentoctu, JlabuanbHelid BUA. Bug cnpasa, Bug,
cnesa. JINHrBanbHbIN BUG, HaknoH, MosopoT
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KosdHaeHynanbHocT]. EASC 6yaeT aH(aHATb KOHPMUAEHUWANbHOCTb UM He OyfeT HCTOMbIreBaTb. «lOMe Kak B MsAaum C
HUXENPUBEAEHHOW UHCTPYKLMEN Mo NpuMeHeHMIo, N6y MH(opMaLuio, koTopyto OPMKO npegocTaBnsieT A B UHCTPYKLMM NO
rz ™ orpaHuyeHunin, nbyl WHGHoOpMaLNo B OTKNeHUw

npogykuun. EASC He 6yfeT pacnpoCcTpaHATb NI06yI0o MHGpopmauunio ,Nyio
OPMKO ngepocTasnseT EASC B MHCTPYKLMMN 00 NPUMEHEHWIO, TPETLUM NINLLAM.
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Bonee AeTasbHas WHGOPMaUMs O CcrnocoGe NPUMEHEHWs YKasaHa B COOTBETCTBYHOLLMX
PYKOBOACTBax Mosnb3oBaTens. PYKOBOACTBA MO/Mb30BaTENs He BXOAAT B KOMMAEKT MOCTaBKK, a
CKauMBatOTCA HEMOCPECTBEHHO C MopTana.

10. MHpopmayuns o noTeHUMaNbHbIX NOTPEOUTENAX MEANLNUHCKOTO

n3pennsa

MoTeHUMa/IbHBIMA ~ NOTPEOMTENSIMU  AAHHOTO  MEAMLMHCKOTO  U3fgenns  ABAAKTCS
KBa/IM(PMLMPOBaHHbIE Bpayn- CTOMATO/ON!.

Cuctema nporpammHoro obecriedeHusi Spark Aligner Bepcun 9.X.X.X. (unm 60nee nosgHue
Bepcun 9 penusa) NpeHasHaveHa ToMbKO ANA NPO(ECCUOHANIBHOTO NCNOb30BaHUS.

11. CucteMHble TpeboBaHUA
[nsa KOpPeKTHON paboTbl CUCTEMY MpOrpamMMHOro obecneyeHus Spark Aligner Heobxoaumo
MCNO/b30BaTh Ha NEPCOHAbHbLIX KOMMbIOTEPAX CO CeAyoLWUMU MUHUMaIbHBIMUA CUCTEMHBLIMU
TpeboBaHMSMU:
1. CoBmecTUMble onepaunoHHble cucteMsl (OC):

1.1. OC WindowslO X 64 u BblLLe.
1.2. OC Mae 10.12 Bepcuu MBbILLE.
2. PaspelueHue akpaHa 1280*768 TOYEK U BblILLE.

3. NHTepHeT-coeanHeHme.
4. bpaysep Firefox 50.0 Bepcuu v Bbiwe, Chrome 51.0 Bepcun v Bbiwe. Safari 10.0 Bepcuu

1 Bbiwe. Edge 85.0 1 BbliLwe.
5. OnepatusHas NamsTb: 4 ['6 (MUHUMYM).
O6bem namsATy HakecTkoM facke MK (HDD) - 500 M6 (MuHumym),
7. AnnapaTHble CPeACTBa: BULEOKAPTA,

o

2. YTtunusauunalypganeHue

Mpouenypa yoaneHusa He npegycmotpeHa gna Spark Web (Ormco DTX) (goctyneH B
WHOPMaLMOHHO-TE/IEKOMYHUKALMOHHON CETU VIHTEPHET).

YpaneHnue Spark Approver Npou3BOAMTCA COMIAcHO Mpoueaypam, CTaH4apTHbIM ANA YAaieHns
nporpamm nonb3osatend MNK.

MporpammHoe o6ecneyeHWe He MOCTAaBMSETCA Ha 3MEKTPOHHbLIX HOCUTENSX, YTUAM3aUWUs He
npegycMoTpeHa.

3. laHHble 0 MApPKUPOBKE N yNnakoBKe

MporpaMMHOe 06ecneveHne He MOCTaBMSETCA Ha 3M1eKTPOHHbIX HocuTenax (CD-anckax, DVD-
anckax, USB drew-kaptax 1 T.4.), AOCTYMHO MCK/OUYUTENbHO 4Yepe3 WHGOopMaLMOHHO-
TeNeKOMYHUKALUOHHYIO ceTb VIHTEpHET.

4. lNepeyeHb NPUMEHMUMbIX CTAHAAPTOB U AUPEKTUB
e 1SO 13485:2016 MegmumnHckme nsgenna-Cuctema MeHeKMeHTa KayecTsa

KoHthHaendlanbHocTb. EASC 6yfeT cOXpaHATb KOX"AeHLHanbHOCTb M He OyfAeT MCNonb30BaTb, KPOMe Kak B CBA3N C
HUHTEAPUBELEHHOW UHCTPYKLMENA No NpUMeHeHMIo, No6Y0 MH(opMaLnto, KoTopyto OPMKO npegocTasnseT EASC B MHCTPYKLUMU NO
npuMevennio, BKouas, 6e3 orpakH4YeHuid, N6yl WHAOPMaUWIO B OTHOWEHWW [AenoBoi npakTuku OPMKO, npoaytodn,
NPOU3BOACTBEHHbIX NPOLIECCOB N TEXHUYECKNX faHHbIX NpogyKumn. EASC He 6yfeT [»CApoCTpaHATb N06Yy0 NHPOPMaLMIO, KOTOPYHO
OPMKO npegocTtasnset EASCB UHCTPYKL MUK MO NPUMEHEHUIO, TPETLUM fiMLLaM.
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« EN ISO 14971:2012 MepguumHCcKue nsgenna - [puMeHeHWe ynpasfieHns puckammn K
MeANLMHCKNM YCTPONCTBaM

» 1EC 62304:2006 MporpamMmHoe obecrieveHne a4ns MeAULUHCKMX YCTPOIACTB. Mpouecchl
YXM3HEHHOTO LMK/Ia NporpaMMHoOro obecneyeHms

« |EC 62366-1:2015 MeamumHckume ycTtpoiictea. Yactb |. MpumeHeHMe K MegULMHCKUM
YCTpOIiCTBaM MPOEKTUPOBaHMS 3KCMyaTaLMOHHONA NPUroAHOCTM

5. Tpe6oBaHMA N0 0OXpaHe OKPYXKal L el cpelbl
Mpy cobnroaeHNM Tpe6oBaHMIA 3KCNIyaTaLUOHHON JOKYMEHTaLMWN He 0Ka3blBaeT BO3AeCTBIS Ha

OKPY>KatoLLyto Cpedy.

6. O6bwana nHpopmauymnsa
VHopmMaLmst 0 CTepUIbHOCTU/HECTEPUNIBHOCTH, CPOKE FOAHOCTH, YCNOBUAX TPaHCNOPTUPOBaHNSA
MW XpaHeHWs, MaTepuanax W3roTOBMIEHNS, COAEPXKaLMXCS B MEAMLMHCKOM  M3Aenun
NEKapCTBEHHbIX CPeAcTBax WMy  hapmaLeBTUHECKUX CyOCTaHUMSX HEenpuMeHMMa K
NpPorp~*MHOMY 06" neYeHunto.

porpaMmMHOe obecneyeHne YKasaHHOW BepcuM AelCTBUTENbHO [0 BbiMyCKa HOBOW BepcuM,
NepuoaMYHOCTL BbIMyCKa KOTOPOI OnpefensieTcs MPOM3BOAUTENEM.

7. NapaHTnga
MporpammHoe o6ecneyeHne uHTerpupyetca B MK nonb3osatens. lMpom3BoguTesb He Hecet
OTBETCTBEHHOCTM 3a KauecTBo MK, nprobpetaemMoro nosb30BaTenem.

8. YNONHOMOUYEHHbIN NpeacTaBuTeNnb B Poccunm

OG6LLeCTBO C OrpaHNYEHHON OTBETCTBEHHOCTLIO «OpMKO» (OO0 «OpMKO»)
195112, Poccus, r. CaHkT-MeTepbypr,

ManooxTuHckuid np-T, 4. 64, nuTtepa B, nom. 26H

Ten.+7 (812) 324-74-14

dakc.+7 (812) 320-20-52

WWW.Ormco.ru

KoHtHaeH«*nanbmnocte. EA3C 6yfeT roxpaHiTb KOHQUAEHUWANbHOCTb W He OyAeT MCNONb30KWb, 1HOMB Kak LW CBA3U C
HUXXenpuBeAeHHO| MHCTPYKLe No NpUMeHeHuUto, Nobyto NHhopmaumio, kotopyto OPMKO npegocTasnseT EAC B MHCTPYKLWM NO
NpUMeHeHuto, BKAouas, 6e3 orpaHuueHunii, M6yl WHpOpMaLuMio B OTHOLWEHMW [enoBoil npakTuku OPMKO, npo;uoaliu,
NPOKBOAETBEHNbIX MPOLLEOOB U TEKHNYKNX JaHHbIX NpofaTawn. BASC He 6yfeT pacnpocTpaHaTh N06Y0 MH(QOPMaL Mo, KOTOpYLo
OPMKO npepgocTtasnseT EA3C B AHCTPYKLKH N0 rpUMEHEHHI0, TPETbUM N1agu.
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MepeBOA C aHTUIACKOTO A3blKA HA PYCCKUIA A3bIK

HaopununansHom 6naHke OpMKO

approved/opgo6peHo

<neyaTb OpMKO> 070-2361
Pepakuna A

<nognucb>

Samantha Britt,

Regulatory Affairs Specialist

Ormco Corporation, USA

(CamaHTa bputr,

CneynanucT no HopmaTMBHbLIM BONpPOCaM
Opmko KopnopaiwH, CLUA)

09 urona 2021 r

PYyKOBO/ZCTBO MO/b30BaTeNA
(skcnnyataymnmoHHas JOKYMeHTaumns)
Ha MeguLNHCKOe n3aenme

Cuctema nporpammHoro obecriedeHns Spark Aligner

operating manual
SPARK Aligner Software System

Paspa6oTtumk: Ormco Corporation (Opmko KopnopaiwH), CLU A
MpoussoaguTens: Ormco Corporation (Opmko KopnopainwH), CL A

MecTto npoussoactea: Ormco Corporation, 200 Kraemer Blvd, Brea, California
92821, USA

YNONHOMOYEHHbI NpeacTaBuTeNb B Poccun:

O6wecTBO ¢ ONaHNYEHHON OTBETCTBEHHOCTbLIO «OpMKo» (OO0 «OpMmKo»), 195112,
Poccus, r. CaHkT-leTepbypr, MasooXTUHCKUIA Np-T, 4. 64, nutepa B, nom. 26H
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HOTAPVAJIbHOE CBUAETE/IbCTBO

rocyAapcTBEHHbI HOTapUyc UK APYroi CRyxalluii, 3anoHABLWMIA HAacTosLLee
CBWAETENbCTBO, YAOCTOBEPSIET TOMbKO JIMYHOCTb fiMUa, MOAMUCABLUETO
[OKYMEHT, K KOTOPOMY MpunaraeTcs fJaHHoe CBUAETE/NbCTBO, & HE TOUHOCTb UK
BEPHOCTb 3TOr0 JOKyMEHTa.

LWrar KanudpopHus
Oxpyr  OpUHOX )

CerogHsi. 9 ntona 2021 roga, nepeo MHol, Merry KOann - rocyaapcTBeHHbIA HOTapuyc
(Ykazatb UM, GamMmnInIo U AOMKHOCTL CY)XXKaLLEro)

Nn4yHo siBunace  CamaHTta bpurr

KOTOpasi NoATBEPAMSIA HA OCHOBAHWM YOeANTE bHbIX [A0KAa3aTe/IbCTB, UTO SIB/ISIETCS IMLOM, YbUM MMEHEM noanucaH
[IOKYMEHT, 11 3aBepusia MeHsl, UTo NoAnvcana ero B CUny UMELMXCS Y Hee MoSTHOMOYWIA, 1, NMOCTaBMB CBO MOAMUCH
Ha [IOKYMEHTE, (PU3MUECKOE WU OpUAMYECKOe NNLO, OT MMEHU KOTOPOro MU0 AeicTBOBaso, MoAnMcano AaHHbI
[IOKYMEHT.

A ceuaeTenscTByto nog, YIPO30W HAKA3AHUA 3A COOBILEHUE 3ABEAOMO JIOXHOW NHOOPMALIAN
cornacHo 3akoHam Ltata KanuopHus, 4To BbilleyKa3aHHbIVi ab3al, ABNSeTCA TOUHbIM U BEPHBIM.

3ACBUIETE/ILCTBOBAHO moeii nognucbo 1 ouumaibHON nevarsto.

MEMann
[ocynapcTBeHHbI HOTapuyc-
KanugopHus
OKpyr OpuHLK
NNLEH3WNA #2358481
CpOK MOMX NMONHOMOUKIA UCTeKaeT
21 mas 2025 roga

Mognuce  (nNognuck) (Meuatnb)

mKoHel| NepeBo/a 4OKYMeHTa-
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MepeBoA C aHrAMIACKOTO N3blka Ha PYCCKUIA A3blK BbINOMHEH MEPEBOAYNKOM
CtenaHoBoil Buonetrton PomaHOBHOR. [logTBepXAal, YTO BbIMOMHEHHbI MHOWA
nepeBoA ABNAETCS NPaBWU/IbHbIM, TOYHbIM U MOHbIM.

Poccuiickan degepayms
CaHkKT-MeTepbypr
[dBajuaTb BOCbMOro NS Be ThicAYN ABajLaTb NEPBOro roga.

A, O3eHc AnekcaHgp [eoprveBnY, BPEMEHHO MWCNOMHAOWMNIA 006S83aHHOCTHU

HOTapuyca HoTapuanbHOro okpyra CaHkT-lMeTepbypr A3eHc Hatanbu AHaTONbEBHbI,
CBUAETEeNbCTBY MOANMHHOCTL Nognucu nepesoguuka CrenaHoBoll BuonetTsl
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O rI I l‘ O approved/opo6peHo
070-2361

Orweo _ KhaBritt,

RegulatityAffairs Specialist
Ornico Corporation, USA
(CamaHTa bputr,

Cneumanuct no HopMaTUBHbIM BOJI0OCaM
Opwmko KopnopaliwH, CLUA)
A 9 July 2021 r.

APPROVER SOFTWARE INSTALLATION GUIDE FOR
ALIGNERS
SPARK™ Aligner Software System

MPOrPAMMHOE OBECITEHEHWE APPROVER
PYKOBOACTBO NO YCTAHOBKE

CucTtema nporpammHoro obecnedyeHnsa Spark Aligner

Paspa6oTunk: Ormco Corporation (Opmko KopriopaiiwH), CLLUA
Mpowussoautens: Ormco Corporation (Opmko KopnopaiiwH), CLUA

MecTo npoussogcTtea: Onnco Co” ratioj, 200 Kraemer Blvd, Brea, California

«MMNMKO»!

YNONHOMOYEHHbI I npeacTaBuTeNb B
N

O6LLEeCTBO C ON3aHUYEHHOW OTBETCTBEHHOCTLID «OpMKO» (O®®
195112, Poccus, 1. CaHkT-IMNeTepbypr, Manooxtumckum np-T, 4. 64, nutepa B,
rMom. 26H

ncnonbso»a»»«to, AHJ1y0 MHpopMauuio. "AN L Lsanlylocat3aiicTBeMnoin feaTenbHOCTM KomnaHun ORMCO.
BK/OYasA 6e3 orpaHuyeHuii noobyto npogykunn. BAKU He 6yaeT pacnpormioHATb 06yt

rrrrr OWMLL . «-CM.Y.LU»..»
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ACKNOWLEDGMENT

A notaly public or other officer completing this
certificate verifies only the identity ofthe Individual
who signed the document to which this certificate is
attached, and not the truthfulness, accuracy, or
validitv of that document.

State of California 0
County of range J

nn  July9/ 2021 before me, Pendy Youe"» Notary Public
(insert name and title of the officer)

personally appeared  Samantha Bnitt ,

who proved to me on the basis of satisfactory evidence to be the person whose riame is
subscribed to the within instrument and acknowledged to me that she executed the same in her
authorized capacity, and that by her signature on the instrument the person, or the entity upon
behalf of which the person acted, executed the instrument.

| certify under PENALTY OF PERJURY under the laws of the State of California that the foregoing
paragraph is true and correct.

WITNESS my hand and official seal. PIGCYYOUtU
Noury PubHc «C«HfomU -
Or«n|tCounty [ |
Commission 123 M 4 tl 7

My Comm. Eadblru May 21. 2025 f

Signature (Seal)
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™

CLEAR ALIGNER SYSTEM

APPROVER" SOFTWARE

INSTALLATION GUIDE FOR ALIGNERS

l. Installing Approver for Spark™ Aligners

a. Sign in to your Spark Aligner account S PA r K
O.EN* i4.ieNER 3VSTEM
(if you are not already signed in)

SIGN IN
1 The current path is;

VLMK
https://aligners.ormcoc<ilgital.com/
2. Type your username and password
and then click Login.
I[Unstalling Spark Approver Software for WINDOWS
a. Goto Help > Download Ormco ' DTX
Approver Software J
rsasar. ML,
b In the section labelled

Download Spark Approver,

click the respective

Download Installer

button for WINDOWS.
OS: ytototot7MM Y AMMACIoe
DVA40SMomvimt .
MOTSIONME (RS St »04, SHotoo*
mowi” 1stiseh
Unmtmmtkn mo
VWAWANND MTTOT> ouma

WEGM ' A CSSSSSS
< il

c. Click Run
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APPROVER SOFTWARE INSTALLATION GUIDE FOR ALIGNERS

LI The follo\A/ing instructions are for those installing for the
first time and those updating prior versions of software:

1 Click Wext at this window. iP SpH(AppNN
Welcwne te die Spark Approver S ~ p
Wizard
Ttu Setupword we n n | Spvk Apprgw <n)«ur campulVr.
OtdiUMiocaMimMeranaltDefttwSMup Mzerd.

“ . if «'S
2. Check the box “l accept the terms in the ' AnproverSewp
. . R End User UcHkseAgreenwM
License Agreement” and click Wexf to continue 06 reeditta MoMRg tore s aamcns o n M ¢ spArk

HihEwl-U»ef Uce*aeA5K**mer«rEUUf)Issleoal»9reemefilb«twe*nYou

[either BMkidiviaual or an erxtity) and Ormco Corporation ("OUMCO’) that |
noHUihengMolUieSpartAppitwerappl>catk3nrSOfTW AM aByir*taling |

ﬁ_wd“(d onlourpmonal computer Youecceplttw terms of Nee precertt
GRANT OF UCENSE
ORMCOgtanlslo Youthe nghlto use the version o f U« computersoftware

program. Nee SC3nVYARE on a singte computer. The SOFTWARE Itin "ute’ ona
mrouter whenlitloaded into temporary rtiemory (ie. RAM}or msWled nto .

Q | aocael tte (arman the Uetnae egrttmert

r

3. Click Next to continue installation.
To choose a specific folder location
for installation, choose Change at this
window and select appropriate folder.

4. Select or deselect the appropriate aloApprover Setp

options and click Next to continue. Sperli Approve Setting

vw can MitetthM*spmw Mynir spirt ApproMr
nrirtaann.

[MMizn

HdpiisBagno*endfae w t wwWiSpwt*#frew. H the
taOKa <da nftwarecridi. aripen <s«M pMtrMed and
wd MOrmm Cwpenaon. mym do MMwtdi teund. undwet
BHblkeMM.

QsMdiogi
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APPROVER SOFTWARE INSTALLATION GUIDE FOR ALIGNERS

5. Click Install to begin installation.

6. Installation in progress. 9P AppivwtSeup X
iRStalling Spark Aivnmer spArk
SNV \VRiH MUKt Agsov
M1 @OigMeEv
A9 ersdvp

7. Click Finish to complete installation.

Cwnpleted the Spark “prove- Setup
Waard

Ckdie« FmhkumnMiM NeSMpvnard.

OU ltndiSpirtAppenr

Installation Complete.
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APPROVER SOPTWARE INSTALLATION GUIDE FOR ALIGNERS

Il.iInstalling Aligner Approver Software for MAC

Ormco i DTX

a. Go to Help > Download
-iimlhqvm

Approver Software

b. Inthe section labelled Ormeo - LAX
Download Spark Approver,
click the respective
. BRIV XAHNMY
Download Installer ot
button for MAC. - vmoaM 1QSIKICS
iR b+
i A/ 4au
MIBM
c. When installing Spark Approver software:
1 Click Continue in this window.
H TMzdeoxamepyarb

&
PIM | Mtfiuir N\A(M%ngt-v
TN A
CiMftMitw v M fitam |H"|I'Hﬂ

(03;11]

oM

2. Click Continue in this window,
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APPROVER SOFTWARE INSTALLATION GUIDE FOR ALIGNERS

3. Review License Agreement.

floAMMUM ol ANV
fnef*> B
« Hrotfuctian
» Umnm* «AMCO1EMEAOMLLIKT

DiteijMoASeiKi '|g|MMgIol\XtoleqrMImnanneKmM
OMMTOTuawK
' ONMCOVMii»y«>>M<[an«<unf»«MIgA«<n*«on*MW
(0AMSI «AUr*~>» » aonvMc. dl= «‘—ﬂ\/l«eTM» Ta
SOMUMLEtFIN\B I «F mivwmi < br>» MM ns Mardy
AMM lu. KM««dMam n>MMMH Haiwy M. HI/IM)«

M «MMM«OU  +«M MNBM «aml M M «MIM]
M iMQH ctM MMwaMi rpB\NNIlHUHHTwM Mmmr

4. Agree to the Terms of the Agreement.

5. Error Report request,

6. Click Install.
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APPROVER SOFTWARE INSTALLATION GUIDE FOR ALIGNERS

7. Input your password and click
Install Software.

8. Close the Install Application window.

Installation Complete.

Omco

Ormco Corporation
200 S Kraemer Blvd
Brea. CA 92821

09/19
® 2019 Ormco Corporation ormco.com
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MepeBof C aHINMIWCKOTO A3blKa Ha PYCCKMNI A3bIK
HaodpununanbHoMm 6naHke OpMKO

approved/ogpo6peHo

<neyaTb OpMKO~ 070-2361
<noanuchL>

Samantha Britt,

Regulatory Affairs Specialist
Ormco Corporation, USA
(CamaHTa bputr,

CneynanncT No HOPMaTUBHbLIM BOMpoOcam
Opmko KopnopaiwH, CLUA)
09 niona 2021 r

APPROVER SOFTWARE INSTALLATION GUIDE FOR ALIGNERS
SPARK™ Aligner Software System

NPOIrPAMMHOE OBECTIEHEHVE APPROVER
PYKOBOACTBO N0 YCTAHOBKE

Cuctema nporpammHoro obecnedeHua Spark Aligner

Paspa6oTumnk: Ormco Corporation (Opmko KopnopaiiwH), CLUIA
Mpoussogutens: Ormco Corporation (Opmko KopnopainwH), CLUA

MecTto npoussopactea: Ormco Corporation, 200 Kraemer Blvd, Brea, California
92821, USA

Y NONHOMOYEHHbI npegoctaBnuTeNlb B Poccuun:

O6LEecTBO C OrpaHNYEHHON OTBETCTBEHHOCTHIO «OpMKO» (OO0 «OpmKo»), 195112,
Poccus, r. CaHKT-MeTepbypr, ManoOXTUHCKUIA np-T, 4. 64, nuTepa B, nom. 26H
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HOTAPWAJIbBHOE CBUAETE/ILCTBO

FocyfapCTBEHHbIA HOTApuyc WAUM  APYroin Ccnyxawimin, 3anofHABLUWIA
HacTosillee CBWAETENbCTBO, YAOCTOBEpPSeT TOMbKO JIMYHOCTb /iMua,
noAnucasLIero  AOKYMEHT, K  KOTOpoMy  npunaraeTcs  AaHHoe
CBUAETENbCTBO, & He TOYHOCTb WM BEPHOCTb 3TOTO JOKYMEHTa.

LWtat KanudopHus
Okpyr Opl/l HIDK )

CerogHsi. 9 nrona 2021 roga, nepedo mHol, Merrn KOann - rocyfjapcTBeHHbIR HOTapuyc
(YKaszeTb UMs, haMunmnio 1 JOMKHOCTb CMYXKALLEero)

NNYHO ABUNACb CamaHTa bputr

KoTopasi NoATBEPAMNA HA OCHOBaHMU y6eauTeNbHbIX A0Ka3aTebCTB, UTO SABASAETCS /IMLOM, YbUM UMEHEM MOoANUCaH
[IOKYMEHT, 1 3aBepunia MeHsi, YTo noanucana ero B CUIy UMELWNXCA Y Hee NOHOMOUKIA, 1, NOCTAaBUB CBOK NOANUCH
Ha [OKYMeHTe, hu3nmueckoe UaU lopuaMYeckoe AMLO, OT UMEeHM KOTOPOro MLo AelicTBOBasfo, MOANUCAN0 AaHHBbIi
[LOKYMEHT.

1 cBugeTensCcTBY0 Nog YTPO30M HAKA3AHUSA 3A COOBLLEHWE 3ABEJOMO NIOXHOW MH®OPMALIUA
cornacHo 3akoHaMm wTaTta KasimgopHusi, 4To BbllleyKa3aHHblli ab63al, SIBASeTCs TOYHbIM U BEPHbIM.

3ACBUAETENBbCTBOBAHO moeit nognuceo 1 oumumanbHOn neyatsio.

bk *
nerrun KON

FocyaapcTBeHHbI HOTapuyc-
KanundgopHus
OKkpyr OpuHax
NNUEH3UA # 2358481
CPpoK MOWX MOSTHOMOYUIA cTekaeT
n 21 mas 2025 rona

Moanuck  “MOANKMCh) (Meuats)
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™

CUCTEMA MPO3PAUYHbLIX 3NANHEPOB

OrPAMMHOE OBECMNEYEHME APPROVER

KOBOACTBO IO YCTAHOBKE

cTaHOBKa Approver ans anaiiHepoB Spark

| Boiagnte B cBON akkayHT Spark Aligner

(ecnn Bbl ew,e He BOWM BCUCTEMY)

1. Tekywaa ccblfika:
https://aligners.ormcodigital.coni/

2. BBepguTte Bawe nmMA nonb3oBaTtens u
naponb, a 3aTeM HaXMuUTe KHONKY
BoiTw.

YctaHoBka MO Spark Approver gnaWINDOWS

} Nepeiigute Help (Momowpb) >
Download Approver (3arpy3suTb
Approver)

B paspgene Download
Spark Approver (3arpyska

Spark Approver)
HaXMunurte
COOTBETCTBYH 0 KHONK

YORY Y M B «f
Download Installer PAM-«  MIM»"Urm . )

mn t Iwwnnc))»i,i(azf
(3arpy3nTb YCTaHOBLUVK) ans Tnidnye B+
WINDOWS.
&4

¢ Haxmute Run (3anyck)

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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APPROVER SOFTWARE INSTALLATION GUIDE FOR ALIGNERS

nefywouime MHCTPYKLUM npefHasHauveHbl AnA Tex, KTO ycTaHaBnuBaeT
Denepsbie, a Takxe ANa Tex, KTo 06HOBNAET Npeabigyuine sepcumn MO:

Haxnnute Next (Josee) BgaHHOM
OKHe.

YcTtaHoBuTe ranoyky "l accept the terms in the
License Agreement" ("A npuHumat ycnosus
NTuueHsnoHHoro cornaweHuns") n Haxmunte Next

(,D,aJTEE) AT n pPoOAO/IXEeHUA Fh<sEnd-Ui«UcetwA9fcrm««fT{AA")«*l1e97»grwnen« between Vou A

T S BRSPSV B oLy

the Producton Your personal computer You accept Nee terms bl the present
EUIA

&RANT»UC»SC

ORMCOgrantsto Youdie to um Qtev e r* Ofthe computer software
program, die SOFTWARE on a single computer. The SOFTWAK is in *ose’ on a
Amputerwhen lisloaded into temporary memory ( 1n. RAM) or tnstalied Into ~

Haxmute Next ([Janee) pans npoponxeHus

OesdInaUon FNder

CTaHOBKMN. CSdiNM le owM te th* d«r«t« (cMer or ekek Change 10 dioMM «Aodw.

VU BbiGOpa onpegeneHHoll nanku Ans ycTaHOBKM M ai Spart Aninner to

Bblbepute B faHHoMm okHe Change (/I3MeHUTb) u
Mot (sM)U)nnCB\S(ierkApareMrV
bIGepuTe COOTBETCTBYIOL YO Nanky.

w0l Sip

BbiGepute nnu CHUMUTe ranouky c

Spark ApproverSettints

I0OTBETCTBYOWMX oNuuii 1 HaxmuTe kHonky Next

‘Oanee) AN npoponxeHus.

wm these epeontto ymr Spark ApproMitr

OP*sUoplcen

Help USdtognosa and AiltaMsvrRh Spark An>ro<w. ti the
inMtoiMof a (k/imre aath.a rtport«§1 be genarawd and
santto Ormm Csrporabon. r you do riMwith ta sand, uncheck
tha box below.

Grlay
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APPROVER SOFTWARE INSTALLATION GUIDE FOR ALIGNERS

| Haxkmute Install (YcTaHoBUTb) ans #
Hoyasia YCTaHOBKN. Ready to instali Spark Approver spArk

ckditistfto Mfvi» s MMMon.cMcMckw fM«w or ciwip* Miyofyeur MUtottHi
Awnp». CM Cmkol to M Nee Mtard.

"am i

[ycTaHOBKa BbINOMHAETCS. (PN

Installing Spark Approver SPArK
nm «*MvM o tho S«tup Wkzont liauli sport Approve.
Hur
Ctacd i
Haxmute Finish (3aBepwmTb) ans
:BEp|_WeHnsa ycTaHOBKMW. Completed the Spark A«mw «- Setup

WizanJ

CM Neennd> booonto M | Ne+SOB*w ord

QLaundi Spark Applet

CTaHOBKa 3aBepLUEHa.
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APPROVER SOFTWARE INSTALLATION GUIDE FOR ALIGNERS

(ctaHoBka 1O Aligner Approver ana MAC

INepeiigute Help
(Momoup) > Download
Approver (3arpy3nTb
Approver)

iDTX
{ B pasgene Download ormeo |

Spark Approver (3arpyska
Spark Approver) HaxnnuTte
COOTBETCTBYIOLW Y KHOMKY

Download Installer

(3arpy3svTb YCTaHOBLLUMH) ans M_m,\% o

MAC. fown " "
ANeaiM*

npu yctaHoske MO Spark Approver:

1 Haxwmwute Continue (Mpofo/mXnNThb) B
AAaHHOM OKHe.

2. Haxmute Continue (MPoAo/MKUThL) B
0AHHOM OKHe.
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3 MpocmoTpuTte JInn.eH3MoHHOoe coralleHune.

+ Mroducdon

*

4. Cornacutechb C yCNoBUAMU cornalleHus.

APPROVER SOFTWARE INSTALLATION GUIDE FOR ALIGNERS

Softwar* UoMWi Aor««miK
Eigr
OAMCO LICEMSfAO miMNT
TIW e+ alyMigiw min txtM tn )VMiMhw VI

and OAMCO. ~ ItaM raiiti aeeaaaay
araangISkabooMkyM W'mafM assanam

0>+> «nit)i]
*8*»on> W M

oiw fto fucewMm

OMMCOg>ar<iayw OkMBMIBaa*M vamenatr« cwatkdat
ankiMia tofniM M ,anaM V* "
BOFTWWK « k)><aslanaaakvakaakas k lakMdad M e lasaw>a>y
aweaiy(U. HMQerMaMadkaapeflnaMMnamaylUiMMMaioai
»>dipoia>uie.aacaiafaaagidyiieuiaananieaiaawvariM »ia
Me (wpaaee ddMadan € aM iaoMpuen+ nailn vaa* Iku amy
wmilacaBa«a»ia>als .iai»aiaaang<naat,«laaarnB*a. kiaaniniHi.ar
akiaMMausa v to kukd akw
aaOnasapsadaPk aaaamto m au toaBaamaaadie m aTe muwckaa
arsm>mannya»laass.a»Be/ MMaB«a|>a.BlaBMBuae»asartminmal
dM<0aTvitoH»a«anyaHiitoai* ->OM»eaaiM.kMBMB«nBiB
ir dad|lkto MBgs, Bysem mcnesanaa. arasi— a *n

y

TeconBmM 1a«lUAngOm aeftwan ym>rmiatagrm to NeetffiTto o(
O»leMwartMmreesyeamanL

5. 3anpoc otyeTa 06 owWwnbKe.

+ Mrotfucden
B Ueirtoa

= SaddlLaga

10iM-kiAM |

Saaay

6. Haxmute Install (YcTaHoB/TD)

a Kdooldm

a Utonaa
« SandUiga

a InHaHattonTir
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CiiekAgiM te tinua Olcfek KaagiM M oancatum iftaiadaiDnand
af; g: 20\

I /\

Daagraa Agtaa

01toCO gran» toyax am >V< to ysa Bia«anaonaf*m eonauM
aalNwataeennvtoatorrvM ne.ana Hnge aenoiaar. Tna
aOFTWW f+ M'taa‘an aeanipuiaraMana+ toaM saaMfRoofary
iwneiy <i* HAW w Mawedkaeearaww mameya * HMPtod M
aweeadiuWf. aaeaeitad a eaeyk * * d onafeeaer*waartortoe
Bole purpoaaeldaotBiientoa fw «nwnaM a MXTnuer. >to emy
notam Ofaeaiodwrato.ram m angkiaar, OMOdtoiB.dUaeanMa. or
oBwiwtoe «ee cooyrVaad or prapnetoiyedomMsn to etito odw
BotoMM pfBducto aBanp!toomam re aoucaoxIB O'Mtoma)anioua
O'aemmBnykeeaaa.ayesnlam*sclna,s1Bc«»»aa orclesnlassonc»
a»tOFTytwieranyaadde»aatra<»taaoda.aekMneikueaaa,
mseasylujtoaaa. BysmBB amaeulla. B y k Maokna an ifutat on Bio

Pra Gogeog

Sava.. CenUnua

Sand togaconRgyntoon

HMp ok «Aagnot POO Patokudf wWtAppnavar.u tooM unea
blatrtwara eraM, alapon «a M ganaratod and aam to
Oraica. If you donotadanto Band,m-smO k ihakoibelow.

QS«nt)iog>

Oeodnua

Sundard ktoiad on rMadwoHi HD*

ThttwWiicaM el MBofapacaonyrxreampuar.

CKekkitum o (Mrferm a aiandard katadadon of iNa a®iwara
one« «ak *MBdn(san O *

BoBack

i key*



APPROVER SOFTWARE INSTALLATION GUIDE FOR ALIGNERS

7. BBeoute bolu Naponb N Haxnnute
Install Software (YcTaHoBuThb [M0).

8. 3aKpoiiTe OKHO YCTAHOBKM MPUIOXEHNSI.
IMInctMMton wuesmcMad weeMtfutv.

« MraducUen
« Uemt
L]

= Oartrxtiofiarti ci

* MMy The instaiiatton was successful.
® m Thta”Vmr* aoMtnaW M,
o MMy

YcraHoBKa 3aBepLUeHa.

Oormco

Ormco Corporation
200 SKraemerBivd
90rmco Corporation anaam Brea, CA 92821
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MepeBO4 C aHIMWACKOTO $A3blka Ha PYCCKWUA A3bIK BbIMOMHEH MNEpPeBOAUYMKOM
CtenaHoBoil Bwuonettoii PomaHOBHOW. [logTBepajatd, UTO BbIMO/HEHHbIA MHOW
nepeBoA ABNMAETCS NPaBUAbHbIM, TOYHbIM U NMOMHbLIM.

Poccuiickas degepaums
CaHKT-INeTepbypr
[BafLaTb BOCbLMOro 1A Be ThiCAYN ABajfLaTb NepBoro roga.

A, A3eHc AnekcaHfp [eoprueBnY, BPEMEHHO MWCNONHSAKOWNI 06493aHHOCTK
HOoTapuyca HoTapuanbHOro okpyra CaHkT-IMeTepbypr A3eHc Hatanbun AHaTONbEBHbI,
CBMUAETENbCTBYIO MNOLNMHHOCTL Mognucu nepesogymka CrenaHoBoil BuonetTol
PomaHOBHbI.

Moanuck caenaHa B MOEM NPUCYTCTBUMN.
JTnyHoCTbL MOANUCABLLErO LOKYMEHT YCTAHOBJ/IEHA.

cCvr .

3aperncTpupoBaHo B peecTpe: Nq 78/80-n4/78-2021- ?- }i L

YnnayeHo )lWeHne HOoTapuansitoro gericteusa: 500 py6. 00 kon.A

A.l'. 13eHC

MToro B HacToAWEM LOKYMEHTE:

16 (wWecTHaguaTb) NUCTOB

Bp.n.o. HoTapuyc A.l". [3eHc
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O rm CO APPROV ED/OJOBPEHO

O T T oTrTO 070-2361

VLa%nt-ha—Bm-t-,

Regulater®’ Affairs Specialist

Ormco Corporation, USA

(CamaHTa bpuTT,

Cneuuanmct No HOPMaTKUBHBLIM BOMpOCam
Opmko KopropaiiwH, CLLUA)

9 July 2021 .

APPROVER SOFTWARE QUICK START GUIDE
SPARK7M Aligner Software System

MPOrPAMMHOE OBECITEYHEHUVE APPROVER
KPATKOE PYKOBOACTBO MNOJIb3OBATENA

Cucrtema nporpammHoro obecneyenus Spark Aligner

Paspab6oTumnk: Ormco Corporation (Opmko KoprnopaiwH), CLLUA
MpounssoanTtesnb: Ormco Corporation (Opmko KopriopariwH), CLUA

MecTo npounssoactea: Ormco Corporation, 200 Kraemer Blvd, Brea, California
92821, USA

YNOMHOMOYEHHbI NpeacTaBuTens B Poccuu;
O6LLEeCTBO € OrpaHMYeHHO OTBETCTBEHHOCTLIO «OpMKO» (OO0 «OpMKO»),
195112, Poccus, 1. CaHKT-TeTepbypr, ManooXTUHCKWA Np-T, 4. 64, nuTtepa B,
nom. 26H

KoHthHAenuHanbnocT EAEU 6yArr fepxaTb B TaliHe H He 6yAeT NCHONb30BaTb. KPOME KaK B CBA3M C aHHbIMH WHCTPYKLMAMU MO
MCN0Mb30BaKHIO, N06YI0 MHNpPManHIo. KoTopas Bpegocrasnsetes asas iAEU komwuHesd ORMCO B MKCT|)YKLMAX HO UCHOAb30BAHNIO,
BKNBMAH 6e3 otaHUYeHUn N0 o MHGopMamlkQ KacakuLytcs XO03aiCTBEHHOW gesTenbHOCTM KoMnaHuum ORMCO, npoaykuuu,
NPOK3BOACTBEHHbIX MPOLLECCOB, CTOMMOCTY U TEXHWUYECKUX XapaKTepucTuK npogykiun. EAEU He 6yaeT pXnpocTpaHATb 06yio
MH(OpMaLMIO, NPeAoCcTaBNfEMYO KoMnaHueit ORMCO B MHCTPYKILHX MO MCMONb30HasAWI, TPETbUM NNLAM.
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ACKNOWLEDGMENT

A notary public or other officer completing this
certificate verifies only the identity of the individual
who signed the document to which this certificate is
attached, and not the truthfulness, accuracy, or
vallditv of that document.

State of California
County of Orange )

n, JuVv9,2021 before me, Peggy Youell, Notary Public
(insert name and title of the officer)

personally appeared Samantha Britt

who proved to me on the basis of satisfactory evidence to be the person whose name Is
subscribed to the within Instrument and acknowledged to me that she executed the same in her
authorized capacity, and that by her signature on the Instrument the person, or the entity upon
behalf of which the person acbl, executed the instrument

| certify under PENALTY OF PERJURY under the laws ofthe State of California that the foregoing
paragraph is true and correct.

WITNESS my hand and official seal.

-afomta
rangt County
Comffiftskm # 23SB411

«QCYYOUEU f
T
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APPROVER SOFTWARE

When your Spark case is ready for review, you will receive an email
confirmation.Log-into your Spark accountat allgners.ormcodigital.com.
Any Spark case that requires your action will be listed under the
Action Required tab.

Click the Approvericon that coordinates with the patient case
you wish to view. This will launch the software and download

your case file.

Awaiting Approval fl) 2020-02-13 Prirrwfy
Spark

Awaiting Af*xoval{l}  2020-02-13 Prirr«ry
SparkAdi

The numbernextto the Awaiting Approvalstatus indicates
the currentchange return number.

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

CLEAR ALIGNER SYSTEM

The T1 setup (initial occlusion) will appear on the screen. To manipulate
teeth with the compass on screen, the model must be positioned in 12
(correctedocclusion).This can be done by scrolling the Timeline Operation
Slider at the bottom of the screen, double clicking on any tooth, or by using

the keyboard shortcut End.

Timeline Operation Slider

SPARN A2="ROVE(r-'SOFTWARE QUCK 5TA(?F GUIDE
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CLEAR ALIGNER SVSTEM

MAIN TOOLBAR

hook and bite rampsand visualize the projected end resultof treatment
through simulated roots. You may download the latest version of the

The Spark®” Approver software is designed to put more control in the
doctors hands. Built-in flexibility allows you to specify multiple setups at

submission,add fully customizablefeatures such as attachments, cutouts. softwareon the Spark Aligner Website at aligners.ormcodi9ital.com

Spark AppKMct [Class Il correction elastics.oas]

203% 1+

Open
This icon allowsyou to open and save cases.
Sample cases are also available through this menu.

Undo/Redo

Clicking these icons allows you to undo or redo any changes
you have made to tooth position or productfeature.one at
atime. To undo all changes, click the down arrow on the
undo icon and select revert to original.

Reset 3D Changes

Tooth MovementTable

Thistool allows you to view and edit tooth movementvalues in one
table. A red flag indicates when the table containsintermediateor
challenging movements.

Report

Based on the current design, clicking this icon will launcha pdf report
of the patient’s case and displays number of aligners, location and
timing for attachment bonding stage, attachmentdebonding stage,
recommended IPR and location of bite ramps and cutouts. This report

also allowsyou to record incrementallPR throughouttreatment

IS This will resetthe case and any changesyou have made
since opening will be lost. Compare Model
This functionallows you to compare the initial position (Tl). Ormco’s
proposed design (Case Design Final) and your changes (My Changes)
Rotate on a split screen view.
Select for 3D movementofthe model.
Properties
Pan When clicked, this pop up shows the Case Properties including:
Select for 2D movementofthe model. Patient ID, Patient Name, Doctor Name and Tier (product type).
203%I-f| Zoom

Use the +or - signs to zoom the 3D model in or out.

Export Movie
Allows you to export a .mp4 file of the movie morphing T1
(original malocclusion)to T2(correctedocclusion).A textiabel

that is applied to the movtecan be customized on screen.

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

Boiton Analysis
Click to open the Bolton Analysis tool

Settings
Customizations to the display can be affected in settings including;
Grid size; Attachment, Bite Ramp. Cutout Button, Cutout Hook, Grid

and Background colors; Keyboard shortcuts and About software.

SPARK APPROVER--'SOFTWARE GfJCK START GUI[E
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CLEAR ALIGNER SVSTEM

LEFT PANEL ICON MENU

Prescription Auxiliaries
Shows the treatment preferencesyou indicated for the case Create or modify attachments, bite ramps and/or cutouts in
this menu. Tocreateand place any of these features, first highlight

the desired tooth, complete the required informationand click the

when submitting.

applicable "Add” button. Once the feature has been added to the

Photos
Allows you to compare the patient photos and x-rays to tooth, it can be moved by clicking the feature on the tooth with
the T1, T2 and Current model. Choose what to compare by your mouse. Toremove a feature, click the feature on

selecting from the options shown above the model. the tooth and click the Delete key.

Notes

This tool is used to add a new note or view/modify existing ATT/UNMENTCaEATOe » CUTOUT CREATOR

notes writtento design technicians typ» Ractangubf 0 oncaNTypn OblalHook CL
Orientstkm

8/1E RAM> CT)KATCH)

PRESETCUTOUTS

Class |classil

PtHSETMTERAIN A
SidelBoth

Arch Upper
"RiethI" Cereals

Range Oo NotSpanTeeth %

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU SPAf* APPROVEIir!SOFTWAt?E QuCX START GUIIE



CENTER SCREEN MENU

3

3

N

n A I JIJ_?I

Show/Hide Auxiliaries
Show or hide auxiliaries (attachments,bite ramps, cutouts)

on the model with this icon.

Show/Hide Archform

Apply upper and iowerarch templates to the model.
Archform size can be modified by clicking and holding
one of the red dots and dragging the template. When
modificationsare made, an Archform Properties box will

appear with options to standardize movement. Please
note, the model must be in T2 to modify the archform
(the slider cannot be in overcorrectionaligners).

Show/Hide tPR
Show or hide IPR on the model with this icon

Occlusal Diagram
The Ocdusiontool allowsyou to view the occlusion from

a top view to see occlusalcontactpoints between arches.

Tooth Numbering

Show or hide the tooth numbering system on the model
with this icon. The default numbering system is FDI but
you may select Palmer or Universal numbering in the
'general settings menu

Grid

Show or hide the grid on the model to help assessamount
of tooth movement. By default the grid appears in front of
the model and the size of the grid is 1Imm per square. You
may change these through the Settings menu.

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

My Changes

Overlay
Thistool places T1 (in green) over proposed T2 so both

can be viewed in relationto one another.

Show/Hide Roots
Selecting this icon will turn the library roots on/offfromview.

Overcorrection
For cases that request overcorrection, those stages can
be viewed on the Time Operations slider at the bottom of

the screen after clicking this icon. Overcorrectionstages
appear as a checkered pattern.

Pontics
If pontics are indicated for the case, use this icon to show
or hide the pontics.

Semi Erupted Teeth
If Eruption guides are indicated for the case, use this icon

to show or hide the eruption guides.

Bite Correction
Show or hide the jaw shift to simulate A-P correction

(achievedvia Class I!/lil elastics or by orthognatic surgery).

Show/Hide Gingiva
Click this iconto turn the gingiva on/offfrom view.

My Changes

This feature allowsyou to view historical design versions
ofthe patient’scase.

SPARK APPROVERM'SOFTWARE G?JCK STAITT GUIDE



ADDITIONAL TOOLBARS

CLEAR ALIGNER SYSTEM

‘m ar
BOTTOM TOOLBAR RIGHT SCREEN MENU
Time Operations Slider Views
This morphs the T1 (original malocc!usion)to the proposed These tools allow you to position the model in presetviews;
T2 (correctedocclusion).The blue line indicates the stage that
is currently displayed on the model on screen. Each stage is Show Maxillary
indicated by a tick mark on the bar. Passivealigners are indicated W
by a dashed line and overcorrection aligners are indicated by a ShowMandibular
checkered pattern.
Show All Teeth
Blue dots on the timeline indicate attachmentappointments
and orange dots indicate IPR appointments. . .
Maxillary View
The blue rhomb is the indicatorto place or remove attachments n
. MandibularView
and the orange rhomb is to perform IPR.
\
Labial View
L
Right View
T
Left View
L
Lingual View
L

TBt

Cant ;-046t$4
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CantTool

Tilt Too!
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CLEAR ALIGNER SYSTEM

INDICATIONS FOR USE

SPARK'ASOEFTWARE SYSTEM: orthodontic treatment. It can also be applied during the treatment to

The Spark’* Software System is intended for use as a medical
front-end device providing tools for management of orthodontic
models, systematic inspection, detailed analysis, treatment simulation

inspect and analyze the progressof the treatment. It can be used at the end
of the treatment to evaluate if the outcome is consistent with the planned/
desired treatmentobjectives.

and virtual design of a series of dental casts, which may be used The use of the Spark™ Clear Aligner System and Spark’ Software System
for sequential aligner trays, retainers or bracket bonding templates requires the user to have the necessary training and domain knowledge in
based on 3D models of the patient’'sdentition before the start of an the practice of orthodontics, as well to have received

a dedicated training in the use of the software.

PROTECTION AGAINST CYBERSECURITY THREATS

Protecting your practice against cybersecurity threats is a shared WARNING
responsibility between us as the manufacturerand you as the heath care Failure to maintain cybersecurity can result in compromised device
provider. functionality, loss of data (medical or personal) availability or integrity, or

exposure of other connected devices or networks to security threats.

Ormco has taken precautions to ensure that your Spark™ Software

System is protected againstsuch threats. Additionally, during repairs,

) « Computershould have anti-virus software running on it;
your Spark’ Software System is only

. . ) * Access to the computers should be protected by strong passwords;
accessible by trained Ormco Customer Support Representatives.

However,we cannot protect your network system. We recommend « Passwords should not be shared or reused.
having a qualified IT security professional hired by you to check your

office network system for proper protection against viruses, malware,

and intrusions (e.g. anti-virus software,and/or use of firewall).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 1-PAY® APPROVER->-"SOFTWAI" QUICK START GUIDE



CLEAR ALtQNER SYSTEM

COMMONLY ASKED QUESTIONS

Q: What is thesupportedinternetbrowser! need to makethe
software work?

A Firefox 50.0+, Chrome 51.0+, Safari 10.0+, Edge 85.0+ browsers

:How do | trackmy Sparkcase?
: Log into your account at aiigners.ormcodigitai.com.
Once you are logged in, you can search by patientname in

>0

the search barand look at the Case Statuscolumn.

. WhatalignerfeaturesavaMabfe?
. Customizable attachments, cutouts, elastic hooks, bite ramps,
pontic accommodation, posterior bite turbo’s, virtual ¢ chains

>0

and supportforsemi-erupted teeth are available.

. Willibe notified whenmycase is ready forrevision?

>0

. Yes, an email notificationis sent when the case is ready to review.

. How do | orderreplacementaiigners?

> O

, Replacement aligners can be ordered at
aiigners.ormcodigitai.com.

. Where can | turnforquestionsaboutmy Sparkcases?

>0

. The Spark Customer Support Tearnis available at
spark.Support@ ormco.com or via 800.854.1741 or 714.516.7400

& 000 LMPMU €] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU SPARK APPROVER-" SOPTV.'ARE QUICK START GUIDE



SPATIr K

CLEAR ALIGNER SYSTEM

NEED HELP?

Please contactSpark CustomerSupportat:

North America
Email: spark.support@ormco,corn
Call: 714.516.7400

800,854.1741

Australia & New Zealand
Email: digital.aus(S)ormco.com
Cali: 1800023603

Europe
Email: spark.csdigital(a)ormco.com
Call: 0080030323032

900983191

Ormco

YOURPRACTICt W R PRIORITY-
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MepeBOA C aHTNMUIACKOTO A3blKA HA PYCCKUI A3bIK

Ha opmynanbHom 6naHke OpMKO

APPROVED/OAOBPEHO

<neyaTb OpmMKO> 070-2361
<nognuce>

Samantha Britt,
Regulatory Affairs Specialist
Ormco Corporation, USA
(CamaHTa bputr,
CneymnanmcT No HOpMaTUBHbLIM BOMpPOCcam
Opmko KopnopaitwH, CLUA)
09 ntona 2021 r
APPROVER SOFTWARE QUICK START GUIDE

SPARK™M™ Aligner Software System

NMPOrPAMMHOE OBECIEHEHVME APPROVER
KPATKOE PYKOBOACTBO IMNMOJIb3OBATEJA

CucTtema nporpammHoro obecneveHusa Spark Aligner

Pa3paboTumK: Ormco Corporation (Opmko KopnopaiiwH), CLU A
MpounssBoanTens: Ormco Corporation (Opmko KopropaiiwH), CLU A

MecTo npomnsBofcTBa: Ormco Corporation, 200 Kraemer Blvd, Brea,California
92821, USA

YNO/MHOMOYEHHbIN NpeAcTaBUTeNb B Poccuu:

O6LwecTBO C OrpaHNYEHHON OTBETCTBEHHOCTLIO «OpMKO» (OO0 «OpMKO»), 195112,
Poccus, r. CaHkT-MeTepbypr, ManooxTUHCcKKii Np-T, 4. 64, nutepa B, nom. 26H
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HOTAPWAJIbBHOE CBUAETE/IbCTBO

FOCyfapCTBEHHbIA  HOTApUyc WU  APYroi  CAyXaluid, 3anosHSBLUNIA
HacTosillee CBWAETENbCTBO, YAOCTOBEPSIET TOMbKO JIMYHOCTb  /nua,
NnoAnuCaBLIEro  AOKYMEHT, K KOTOpOMY  npuiaraetcs  faHHoe
CBWAETENbCTBO, @ HE TOYHOCTb UM BEPHOCTbL 3TOTO JOKYMEHTA.

LWtaT KanndopHus
Okpyr  OpUHOX )

Cerogns, 9 monsa 2021 roga, nepedo muoii, Merrun KO3 - rocyaapcTBEHHbIV HOTapUyc
(YkazaTb UMs, (haMuInio 1 LOMKHOCTb CYXKALLEero)

NTNYHO ABUNacb CamaHTa Bpurr "

KOTOpasi NoATBEpAUSIA HA OCHOBaHWM y6eanTesbHbIX 40Ka3aTefbCcTB, YTO ABMAAETCS NIMLOM, YUbMM UMEHeM MognucaH
[IOKYMEHT, 1 3aBepuia MeHsi, 4To nognucana ero B CUNy UMEKLUXCS Y Hee NoJIHOMOUMiA, 1, NOCTaBMB CBOK MOAMUCH
Ha [OKyMeHTe, (pu3nyeckoe UNu opuanuyveckoe N1Lo, OT MMEHM KOTOPOro NMLO AEeiCTBOBaNO, NOAMUCAN0 AaHHbINA
[IOKYMEHT.

1 cBugeTenscTByo nog YITPO30M HAKA3AHUA 3A COOBLEHUE 3ABEAOMO JTOXXHOW MHOOPMALLY
cornacHo 3akoHaM wWraTta KanmgopHusi, 4To BbllleyKkasaHHblii ab3al, SiBASeTCst TOYHbIM U BEPHbIM.

3ACBUAETE/NNIbCTBOBAHO moeit nognucbio 1 ourumanbHOi nevarbio.

*

NEFrN 03NN
FocyaapcTBEeHHbI HOTapuyc-
KanudopHusa -
Okpyr OpuHpgx I
NULUEH3UA » 2358481
CpoK MOUX MOTHOMOUUiA ncTekaet
21 masna 2025 roga

Moanucs  (MoAnuCh) ~(Meyartb)
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SPArk

CUCTEMA MPO3PAUYHbLIX 3/TAVNHEPOB

[lporpammHoe obecneyveHmne Approver
KpaTKoe pykoBOACTBO M0J/1b30BaTENA
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MporpammHoe obecnedyeHne Approver

Ha akpaHe nosiBUTCA MNo/sioXeHue 3y60B TL (MepBOHaYanbHbIi MNPUKYC).
[na ynpaBneHna nonoxeHmem 3y60B C NMOMOLLbIDO KOMMOAaca Ha 3akpaHe
MoZesb [O/KHA pacnonaratbCs B NOMOXKEHUM T2 (UCNpPaBEHHbIV NPUKYC).
OTO MOXHO BbINOMHUTL MNPOKPYTKOA Timeline Operation Slider
(MoN3yHOK BPEMEHU JNeYEHUSA) B HWKHEW 4YacTU 3KpaHa, [BOMHbIM
LLE/TYKOM MbILM NO Nto6omy 3yBy nnm KnaBuLen 6uicTporo goctyna End.

Korga Baw knvHudeckuini cnyyai Spark 6yaet rotoB and npocMmoTpa. Bol
nosyuiTe MNOATBEPXAEHVWE NO 3/IeKTPOHHON nouTte. BoWgute B CBOMW
yueTHyto 3anucb Spark no agpecy aligners.ormcodigitol.coT. Jlto6oi
KNUHUYECKNn cnyyal Spark, Tpebyionguii Balwero pgeicteusi, byget

Haxmute 3Ha4yoK Approver, CBA3AHHbIA C KIMHWYECKUM Clly4yaem
naumeHTa, KOTOPbIA Bbl XOTUTE NPOCMOTPETL. 30MyCTUTCA NPOrpaMmMHOe
obecneyeHne 1 ByaeT 3arpyxeH Bawl dpais KIMHUYECKOTO Cry4asi.

Mon3yHok BpemeHun nedvenuns (Timeline Operation Slider)

AwaitingApprovalfl) 2020-11-13 Primary
»e Spark Ad®

Awaiting Ap9raval(1) 202002-T3 Primary
Spark Ad\

Uucno psagom co ctatycom Awaiting Approval (OxugaeT YTBepXaeHus)
yKasblBaeT TekyLnii HOMep Bo3BpaTa U3MEHEHMWIA, n

MporpammHoe o6ecneveHne Spark Approver'** - kpaTkoe pyKOBOACTBO No/b3oBatesns
& 000 LUPMM &7 INFO@CIRMI.RU &5 WWW.G0SZDRAVNADZOR.RU A



OCHOBHA#A MNAHEJIb NMHCTPYMEHTOB

MporpommHoe o6ecneyeHne Spark ™ Approver pa3pab6oTaHo, YTOObl
npefocTaBuTb Bpayam 60/blie KOHTPons. BcTpoeHHas rmbkocTb Mo3BossieT
yKa3blBaTb HECKO/IbKO MOIOXKEHUI 3y6oB nNpu nogaye, A06asnATb NOMHOCTbIO
HacTpavBaeMmble PyHKLUN, HANPYMepP, anavyMeHTbl, Bbipe3bl, KPHOUKU 1

o Approvw K3ess H«aneclton with « tastkso”

v , U5 I » - 1203% | +

&  OTKpbITb
JaHHbIN 3HAYOK NO3BOMAET OTKPbIBATL M COXPaHATb KMHUYECKWI
cnyyaii. lMpumepbl cryyaeB Takke AOCTYMHbl Yepe3 fAaHHoe

MEH!0.
A OTMEeHUTb / NOBTOPUTHL

Haxatvne faHHbIX 3HAYKOB MO3BO/IAET OTMEHWUTL WAV MOBTOPUTL
Nobble N3MEHEHNsI NMONOXEHNA 3y60B UM 3/1EMEHTOB NPOAyKTa
Nno oTAenbHoCTW. [ OTMEHbl BCEX W3MEHEHWUR HaxmuTe
CTpefiky BHM3 Ha 3Hauyke OTMEeHbl W BblbepuTe BO3BpaT K
MNCXOAHOMY COCTOSIHUIO.

1TV Cbpocutb 30-n3ameHeHUs
310 npuBedeT K cbpocy cnydad u obble U3MEHeHWs,
BbINOJIHEHHbIE C MOMEHTA OTKPLITUA, OYAYT NOTEPsHbI.
BpawaTtb
Bbibepute ana 30-nepemeLLeHuns moenu.
CABUHYTb

L..,J

Bbibepute gna 20-nepemell.eHna Mogenu.
«
-1 203%1+ Macwrab
Vicrnonbayiite 3Haku V' uin - ans maclwitabupoBaHus 3B-mogenn.

2kcnopT Bugeodaiina

Mo3BonsieT akcnopTupoBaTb hakin ¢ pacwumpeHnem .Tp4 ¢
BMAEO TpaHcdopmauum u3 TL (MCXOAHbIA HenpaBW/bHbLIN
npukyc) B T2 (McnpaBfieHHbI NpuKyc). TEKCTOBYK HaAMuUChb,
npunaraemMyto K Bugeodaliny, MoXXHO HaCTPOUTb Ha 3KpaHe.

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

HakycouHble MOWaAKM, a TakKke BM3yasM3MpoBaTb MNNAHUPYEMbIA KOHEYHbIA
pe3ynbTarT SIeYeHUst C NOMOLLbH CMOAENNPOBAHHbLIX KOPHE. Bol MOXeTe 3arpy3utb
NnocneaHiol BEpCU0 MPOrpaMMHOro obecrnedeHus Ha cainTe anaiHepos Spark
no agpecy aligners.ormcodigltal.com.

£3 X

Tabnuua nepemelw,eHunin 3y6oB

[aHHbIi MHCTPYMEHT nO3BOMSIET MNpocmaTpmBaTb U pefakTupoBaTb
3HaueHVs1 nepemeleHunii 3yboB B OAHOM Tabnuue. KpacHbiii donar
ykasblBaeT, Korga t1abnvua cofepXuT NPOMEXYTOYHbIE UM CNOXHble
nepemMeLLeHuns.

OTyer

B cooTBeTCTBUM C Tekylleli pa3paboTkoli HaxaTue Ha AaHHbIA 3Ha4YoK
3anyctut pdf-oTyeT O KAMHWYECKOM Cilyvyae nauueHTa U oTobpasuT
KOMIMYECTBO 9/1aiiHepOB, pacnosioXeHne © Bpems dukcansam
anaymeHTa, CHATUA aTTayMeHTa. PeKOMeHOBaHHYyl cenapauunio wu
pacnosio)XeHNe HaKyCOYHbIX M/IOWAaA0K WM Bblpe3oB. [aHHbIA OTyeT
TaKKe Mo3BOJISIET 3anMCbiBaTb NO3TanHbIE cenapauumn npu eYeHum.

CpaBHUTbL MoAenu

[JaHHas yHKUMA MO3BOMSET BaM CpaBHUTb HauyaslbHOE MNOSIOXEHWe
(T1), npeanoxexHbii Ormco auzaiH (Case Design Final) n Bawwm
n3meHeHnsa (My Changes) Ha oTAe/IbHOM 3KpaHe.

CsoiicTBa
Mpn HaXXatum 0TOGPaXaKTCA CBOWCTBA K/IMHUYECKOrO C/lyyas, B TOM
yucne; Kog nauueHta, UMa nauyueHta, UMms Bpaya W ypoBeHb (Tun
npoayKTa).

AHanun3 bontoHa
HaxmuTte gna otkpbItya MHCTpYMeHTa "aHanms3 bonTtoHa".

HacTtpoiku
Monb3oBaTenbckne HaCTPOWKM aucnies MoryT 6bmMb U3MEHEHbI, B TOM
yucne: lwar KoOpAMHATHOW ceTku, arradMeHT, HakycodHas

naowazjka, Bbipes A8 KHOMKKW, BbIpe3 A/ KPHoUka, LBET CETKM 1 hoHa:
KnaBMWKM  GLICTPOrO AOCTyna W CBEAEHWA O NPOrpamMMHOM
obecneyeHun.

MporpammHoe ob6ecnevyeHne Spark Approver™" - kpaTkoe pykoBOACTBO NO/Mb30BaTENS A



MEHIO 3HAUYKOB HA JIEBOW MAHE/

H BcnomoratenbHble 3/1EMEHTHI
asHadqeH s 8 aHHOM MEeHK MOXHO CcO034aBaTb WM WU3MEHATb anadyMeHTbl
MokasbiBaeT napameTpbl SeyeHnsi, KOTOpble Bbl ykasaiu npu aAco o ; A s ot b
HakK YHbI nn KU n/nnn Bbl bl. HUA " TAHOBKU
3arpyske KIMHUYECKOro Cryyas. y tan P ak Al y
NIOGOTO U3 [JaHHbIX 3/IEMEHTOB BbE/TE HyXHbIA 3y6, 3anofHUTe
TpeGyeMylo MH(OPMAaLNI0 U HaXMUTE COOTBETCTBYILLYIO KHOMKY
<l1>oTorpaumu "Add" 06 " M 6 6
Mo3BOMSET CPaBHWUBOTL (hoTOrpaciut U PeHTreHoBCKue Hobapute"). Mocne fo6aBNeHNs dnemenTa K63y Yy €ro MOX}Ho
CHUMKN nauvieTa ¢ TL T2 1 TekyL|eil MOAenbio. BuiGepuTe. nepeMeLlaTh, LIEKHYB MbILLbIO MO 37EMEHTY Ha 3y e6. [ins ypaneHns
4YTO HYXHO CPaBHUTb, BbIGPAB 13 BbILLEYKA3aHHBIX MOZENe. SNIEMEHTA  LLE/IKHUTE MBILIBIO MO SNIEMEHTY Ha 3y0e W Haxmute

KHonky "Delete" ['Yoonutb").
MpumevyaHuns
JaHHbli MHCTPYMEHT npuMeHsieTcs Ana [06aBNeHns HOBbIX
3anuceli  wWAM  NPOCMOTPa/M3MEHEHUS  CYLLECTBYHLLMX
3anucei, HanMcaHHbIX An3anHepom.

LUTEOAMP CREATOR K
PRESET CUTOUTS
iHteseTKreftM«R S A Class Class I V1
Ardv;Upptr side iBoth
Teeth: /1 CeKnis in

Range OoMM SpstTeeth c-v
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MEHIO LIEHTPA SKPAHA

1] E r-

Moka3aTb/CKPbITh BCMOMOTATENbHbIE 3IEMEHTHI
MokasbiBaeT WM CKpbiBaeT BCMOMOraTesfibHOe 3/1EMEHTbI
(aTTauMeHTbl. HaKycOYHble MJoWanky, Bblpesbl) Ha
MOAEeNN C NOMOLLbI0 AAHHOTO 3HAauKa.

Moka3aTb/CKpbITb hOpMY 3yb6HOTO psja

MprmMeHseTcs K WwabsoHam MOAEeNN BEPXHETO U HUKHEro
3y6Horo psga. Pasmep 3y6HOro psga MOXHO W3MEHUTb,
HaXaB W yAepxuBasa O[HY U3 KpacHbIX TOYeK MU
nepeTawme wabnoH. Mocne U3MeHeHUs MNosBUTCSA OKHO
"Archform Properties” («MapameTpbl 3y6HOro psga») c
onuuaMK 418 cTaHgapTusauum nepemeweHus. Obparute
BHUMaHMeE, 4YTO A1 U3MEHeHUs pa3mepa 3y6Horo psga
Mofenb Ao/mkHa OblTb B MOAOXeHWM T2 (NON3YHOK He
MOXEeT HaxoAWUTbCA B TMNEPKOPPEKLUN 3NaiHEPOB).

Moka3aTb/ckpbliTb cenapayunto (IPR)
lMokasblBaeT wWnM CKpblBaeT cenapauuum Ha mogenn c
NOMOLLbI AaHHOro 3HaukKa.

Cxema OKKIO3NU

MHcTpymeHT Occlusion  (Okknto3us))  MNO3BOMASET  BaMm
npocmaTtpuBaTtb CMblKaHne 3y60B CBeEpXy, YTOObl YBUAETH
TOYKM KOHTaKTa 3yOHbIX PSiA0B.

Hymepayunsa 3y6oB

Moka3biBaeT MAM CcKpbiBaeT CUCTEMY Hymepauun 3y60oB
Ha Mogenu C MNOMOULb AaHHOro 3iiadka. Cucrtema
*Hymepauuy no ymonyanuio - FDI, HO Bbl MOXeTe BbliOpaTb
cuctemy lManmepa wnM yHuUBepcasibHYH Hymepauuio B
MEHI0 06LWMX HACTpPOeK.

CeTKka

Moka3biBaeT WM CKpblBaeT CeTKy Ha Moaenu nis
noMoOWMWN B KO/IMYECTBEHHOW OLEHKE MNepeMelleHus
3y6oB. o ymonyaHuio Ha Mogenn oTobpaxaeTcs ceTka
pasmepomMm | MM”. Bbl MOXeTe WU3MEHUTbL e€e B MEHH
HacCTDOEK.

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

HanoxeHune
JaHHbI nHCTPYMEHT nomelaeT TL (3eN1eHbIM LBETOM) NOBEPX
npegsaraemMoro T2 g npocMoTpa OTHOCUTESIbHO ApYr Apyra.

Moka3aTb/CKPbITb KOPHMU
Bbibop [AaHHOro 3Hayka BK/IOYAET/BbIKHOYAET MNPOCMOTP
616INOTEKN KOPHEA.

FmnepkoppekLus
B cnyyasx, korga TpebyeTtcsa runepkoppekuns, AaHHble ctagum
MOXHO MPOCMOTPETb Ha nonsyHke 'Time Operations” («Bpems
neyeHnn"”) B HWXKHER YyacTn aKpaHa noce Haxatus Ha AaHHbIi
3Hayok. Cragum runepkoppekunn oTtobpaxalTca B Buie
LLIAXMaTHbIX K/ETOK.

MOHTUKM
Ecnm nOHTMKM yKasaHbl O OAHHOTo KJMHWYECKOro Criy4as,
MCMNONb3YNTEe AaHHbI 3HAYOK, YTOObI NOKa3aTb UM CKPbITb UX.

Monynpope3oBwuecs 3y6bl
Ecrv y naumeHTa npuCyTCTBYIOT npopesbiBarwmecs 3ybbl,
1cnosnb3yiiTe AaHHbI 3HAYOK, YTOBLI MOKa3aTb UM CKPbITh KX.

Koppekunsa npukyce

MokasblBaeT WM CKpPbiIBaeT CMeLleHne 4enoctn am
MOZENMpoBaHUA KOPPEKLUUW B carunasabHOW NAOCKOCTU
(mocturaetca ¢ nomouwblo 3anactukoB no WU knaccy wm
YesnCTHO-NNLEBOI XMPYpPrun).

Moka3aTb/CKPbITb feCHbI
Haxmnte Ha [AaHHbIA 3HAYOK A9 BKIOYEHWS] | BbIK/IHOUEHMS
n306paxKeHnst AeCHbI.

M3MEHEHMNA
[JaHHas yHKUMS MO3BOMSET NpocMaTpuBaTth Npeablaylive
BEPCUM KITMHUYECKOTO C/lyyasi NauyeHTOB.



AONONHUTEJIbHbLIE NMAHENN NHCTPYMEHTOB

HWXHAA NAHENb MHCTPYMEHTOB

Mon3yHok BpemeHu nevyeHnsa (Time Operations Slider)

Mpeo6bpasoBbiBaeT TL  (MCXOAHbIA  HEMpaBW/bHBLIA ~ NPUKYC) B
npegnaraemblii T2 (McnpaBneHHbli NpuKyc). CuHAS MHUA 0603HavaeT
cTaguio, KoTopasi B HacTosiliee Bpemsi oTobpaxaeTcsa Ha MoAenn Ha
akpaHe. Kaxpas ctagus ob6o3HavyaeTcs AeNeHUsAMM LWKaslbl Ha NaHenu.
MaccuBHble 3naiiHepbl 0603HAYalTCA  MYHKTUPHOW  JIMHMER, a
3nanHepbl rTMNepKoppeknummn-lIaxMaTHbIMU KNeTKamm.

CUHME TOUKM HA BPEMEHHOI LiiKasle yKasblBalT Ha BU3UT [/19 YCTaHOBKM
aTTauMeHTOB. OpaHXeBble TOUKM - Ha BU3UT /11 NPOBEAEHUS
cenapauuu.

CuHnii pom6 - WHAMKATOP A1 YCTAHOBKU WM CHATWS anaymMeHTOoB,
opaHXeBbli poM6-A4/15 BbINOIHEHUSI cenapalui.
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MEHIO NMPABOIO 3KPAHA
Bugbl

[JaHHble MHCTPYMEHTbl MO3BOMIAOT BaMm  MO3ULMOHMPOBATL  MOAEsb
npeAyCcTaHOBNEHHbIX BUAAAX;
w MNokaszaTb BEPXHIOK YesCTb

[MokaszaTb HMKHIOK YesoCTb

MokasaTb BCe 3y0bl

n Bua BepxHeit yentocTu
Buvg, HKHER YentocTn
as Bwac BECTNOY/ISIPHON CTOPOHbI
T Bua cnpasa
a Bug cnesa

Bug ¢ NUHrBasIbHOW CTOPOHBI

G|

m Jg TwiT (Hak/IOH BBEPX-BHU3)

KaHT (Hak/1oH BNpaBO-B/EBO)

B
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NMOKA3SAHNA K NMPUMEHEHUIO

CNCTEMA MNMPOIrPAMMHOIO OBECMNEYEHNA SPARK™ ;

Cuctema nporpasiiIMHoro obecneveHus Spark™ npegHasHauyeHa g/
MCNosib30BaHUA B KayecTBe BHELLHero UHTepdIencHoro
MeAWUNHCKOro u3genus, npefocTaB/AoWEero WHCTPYMEHTbI  AniA
ynpasneHnss OPTOAOHTUYECKUMU  MOAENSAMU, CUCTEMAaTUYEeCKOro
OCMOTpa, JeTa/lbHOro aHanv3a, MOAEe/IMPOBaHUA  JIeYeHUs W
BMPTYa/1bHOTO NPOEKTMPOBAHUA CEPUN CNENKOB 3y60B, KOTOPbIE MOryT
6bITb MCNONBb30BaHbI 4719 NOCNefoBaTeNbHbIX 3NaiHepoB, peTeliHepos
nam wabnoHoB ana dmkcauum 6pekeTtoB Ha ocHoBe 30-mogeneii
3y6HOro psfa nauyueHTa nepej Hayaaom OPpTOAOHTUYECKOTO NeYEHUS.

SAWLNTA OT KMBEPATAK

3almTta oT KuGepaTak - o6llas OTBETCTBEHHOCTb: Halla Kak
NPOuU3BOAMTENA M Balla KakK NocTaBLiMKa MEeAULUHCKUX YCyT.

Ormco npuHAna Mepbl NpPefoCTOPOXHOCTM Ansa  obecneyeHus
3awmTbl Bawel cuctembl nporpammHoro obecnevenus Spark™ ot
AaHHbIX yrpo3. Kpome TOro, BO BpPEMs peMoOHTa AOoCTyn K Baweii
cucteme nporpamMMHOro o6becneveHuss Spark™ uMeT TOJSIbKO
06yyeHHble npefcTaButTeny cnyxbbl nogaepxkn Ormco. OpfHako,
Mbl He MOXem 3awututb Bawy ceTteBylo cuctemy. Mol
peKOMeHAYyeM HaHATb KBaM(UUUPOBAHHOIO cneynanucTa no
MHGOpPMaLMOHHOW 6e30MacHOCTN A1 MPOBEPKN CETEBOI CUCTEMbI
Bawero ochnca Ha npegmeT Hagnexauei 3awmTbl OT BMPYCOB,
BpeAoHoc/1..Xx nporpamMmM U HeCaHKUMOHNPOBAHHbLIX MPOHUKHOBEHUIA
(Hanpumep, aHTMBMPYCHOE nporpamMmHoe obecnevyeHue wu/unm
NCNONb30BOHNE MEXCETEBOW 3alWyThl).
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OHa TaKke MOXET NMPUMEHSITLCS BO BPEMS JIeUeHUs /19 MPOBEPKM U aHa/IM3a
XoAa neyeHvsi. Ee MOXHO WCMOMb30BaTb MOC/IE OKOHYaHWSI NIeUeHUst a/ist
OLIEHKM COOTBETCTBUS pesy/bTata 3aniaHupoBaHHbIMAKENaeMbIM  LEe/sM
NleyeHust.

MpMMeHeHNe CUCTEMbI Mpo3payHbiX 3naiiHepoB Spark" un  cuctembl
nporpammHoro o6ecnedveHuns Spark™ TpebyeT OT NOML30BATENSA Ha/MUMA
HEOO6X04MMON MNOArOTOBKM M 3HAHMI B 06MacTM OPTOAOHTUKM, a Takxe
NPOXOXAEHUA CrneumanbHOro 0by4yeHus no MUCMosib30BaHWUI0 NMPOrpamMMHOro
obecneyveHus.

MPEOYMNPEXOEHNE

Hecnoco6HOCTb noggepxmBatb Knb6epbes3onacHOCTb MOXET NPUBECTM K
HapyweHuto  PYHKUMOHANLHOCTU  U3Aenns, noTepe [AOCTYMHOCTU WM
LeNoCTHOCTM  AaHHblX  (MEAWUMHCKMX WM NEepPCOHasIbHbIX) WM
NOABEPXEHHOCTM Yyrpo3aM 6e30MacHOCTU APYrMX MNOAKMHOYEHHbIX W3L4EeNnii
nnmn ceTei.

* Ha KomnbtoTepe AO/MKHO 6biTb 3anylU,eHO aHTUBUPYCHOE MporpamMHoe
obecneyeHune

« [locTyn KKOMNblOTEPAM AO/MKEH ObIThb 3aLLMLLEH HAAEXHBIMU NAPONAMU

* [laponun He AO/KHbI UCMOBL30BAaTLCA COBMECTHO W/ NMOBTOPHO

MporpammHoe ob6ecneyeHne Spark Approver'~* - kpaTkoe pyKoBOACTBO Nosib3oBaTtens A



YACTO 3AOABAEMbIE BOTIPOCHI

O 'Kakoii noAnepxuBaemblii WHTepHeT-6pay3ep MHe HYXeH
ans paboTbl nporpamMMHOro o6ecneveHun?

Al'bpaysepbl Firefox 50.0+. Chrome 51.0+, Safari 10.0+, Edge 85.0+.

Q:Kok MHe OTCNeAUTb CBOI KIMHUYECKIA cnyqa17| SparIO

A :Boiiaute B CBOI akkayHT Ha calite aligners.ormcodigital.com.
Mocne Bxoga B CUCTEMY MOXETE BbINOHUTL MOUCK MO UMEHM
nauneHTa B CTPOKe MOUcCKa M MocMoTpeTb B cTosnibue "Case
Status" {"Crtatyc nauneHTam.

QlfCoKHe (PYHKLYM analiHepa OCTYMHbI?
A;0OCTYyNHbl HacTpaMBaemble atTayMeHTbl, BbIPE3bl, KPHOYKN Of1A

9NaCTKOB, HaKyCOYHble TNJOWaAKkM, pas3MelieHne TOoHTKKa,
BUPTYa/IbHbIE LIEMOYKM 1 NogaepKa NosynpopesasLumnxcsi 3y6oB.

0:6/ay JN A YBENOMIEH. Korg)a moit  KIMHUYECKUI cnyuaii
6yner MoToB ATHNpOCMOTpA

A'Ao. otnpasnsieTcst yBegoMneHne No 3MEKTPOHHOI nouTe, Korga
KMHWYECKNIA CyYaii roToB K MPOCMOTPY.

Q:Kok 30ko030Tb I'IOBTOprE SﬂaVIHepbl?

A lNoBTOpHO analiHepsl MOXHO 3aKasatb Ha cante
allgners.ormcodigital.com.

OTkypa 51 MOTY OOPETUTECA C BOMPOCAMM O MOEM KIMHMHECKOM
cnyyae Spark?

A:Cnyxb6a noafepxkm knveHToB Spark focTynHa Mo apgpecy
spark.support@ormco.com um no tenecoHam 800.854.1741 wnm
714.5U.7400.

;, 000 LMPMH @ INFO@CIRMLRU @WWWGUSZDRAVNADZUR RU MporpammHoe ob6ecneyeHne Spark Approver™" - kpaTkoe pyKOBOACTBO MoJib3oBaTesns



SAAUHEPOB

HYXHA NOMOLLL?

NPOCUM CBAIATECE CO CAYXOOW NCAASPXKH
KAMEHTOB Spark No capecy:

Cesephan AMephna
E-mail: spark.suppont@ommcoe.com
Tea: 714.516.7400

800.854.1741

Tea.: 00800 3032 3032
900 983 191 ,

Ormco

Your Practice, Qur Priority.
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MepeBof C aHIMMKACKOrO A3blka HAa PYCCKUMA A3bIK BbINOJHEH MNepeBOAYNKOM
CtenaHoBoii Bwuonettoin PomaHOBHON. [MoATBepXAak, 4YTO BbIMOAHEHHbIA MHOI
nepeBof ABNAETCHA MPaBUSIbHbIM, TOYHLIM U MOMAHbIM.

Poccuiickasa deaepauns
CaHKT-lNeTepbypr
[BajuaTb BOCbMOro MoN4 fiBe ThbiCAYN ABajuaTh MNePBOro roga.

A, O3eHc AnekcaHap [eoprueBny, BPEMEHHO WCNOMHAKWUA 0643aHHOCTM
HOTapuyca HoTapuanbHoro okpyra CaHkT-MeTepbypr [A3eHc HaTanbu AHaTONbEBHbI,

CBMAETENbCTBYHO MOAJIMHHOCTL Mognucyu nepesoguynmka CtenaHoBoi Buonetrts M
PoMaHOBHbI.

Moanuck chenaHa B MOEM NPUCYTCTBUMN.
JINyHOCTb NOANMCABLIEr0 AOKYMEHT YCTaHOB/MEHA.

3aperucTtpupoBaHo B peectpe: N9 7Ll O-H/78-2021- ~ A

leHNe HOoTapua NbHoro aeictemna: 500 py6. 00 ko

A.l'. eHC

MToro B HacTofleM JOKYMEHTE:

22 (pBaguaTtb ABa) NucTa

Bp.n.o. HoTapuyca A.l". [3eHcC
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Regulafor Affairs Specialist
Ormco Corporation, USA
(Camanta Bpurr,
CreuHanincT N0 HOPMETHBHEIM BOTI

Kopnopsftum, CLUA
Opuro 9.1':::;2021 12

ormco —
omes  UE

CLINICAL QUICK START GUIDE
SPARK™ Aligner Software System

KPATKOE PYKOBOACTBO 110 KJIMHHUYECKOMN NTPAKTHKE
Cucrema nporpaMMHoro ofecnesenns Spark Aligner

PaspaGorums: Ormco Corporation (Opmuxo Kopnopaiinm), CLLA
Mposrssoanrean: Ormco Corporation (OpMEO Kopnopaitum), CIHA

Mecto mponssoacTsa; Ormco Corporation, 200 Kracmer Blvd, Brea, California
92821, USA

VioaRoMOueHELIH npeacTayTe = B Poccun:
O6IMECTBO ¢ OrPAHHUCHHOM OTBETCTBERHOCTHIO «OpMKO» (000 «OpmEko»),
195112, Poccus, r. Canxr-Tlerepbypr, ManooxTaHCKHit np-T, 4. 64, nxTepa B,
nom. 26H

WWWMQMqummmwmumcnmwmm
MCRORLIONINNIG, MOGY0 memmmnmuwuw
mmbmmﬂanﬁynﬂmmnmmmmﬂmm somnanun ORMCD, npegyxusn
mmmnmwmm Ko GyAeY packpoCTpansTs Ay
mnwmm”mommunwxmmunwu Muan
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ACKNOWLEDGMENT

A notary public or other officer completing this
certificate verifies only ffie identity of the individual
who signed the document to which this certificate is
attached, and not the truthfulness, accuracy, or
validity of that document.

State of California
county of J

nn July% 2021 before me. Peggy Youeli, Notary Public
(insert name and title ofthe officer)

personally appeared Samantha Britt

who proved to me on the basis of satisfactory evidence to be the person whose name Is
subscribed to the within instrument and acknowledged to me that she executed the same In her
authorized capacity, and that by her signature on the instrument the person, or the entity upon
behalf of which the person acted, executed the instrument.

| certify under PENALTY OF PERJURY underthe laws of the State of California that the foregoing
paragraph is frue and correct.

- nonon il
WITNESS my hand and official seal. «CCYYOUIU
NoUiy Public-aittemU
Orsngt County |
f listonf 2351411 w

xpifH May 21, 2025 1
Signature 9 (Seal)

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



LLLLLLLLLLLLLLLL

CLINICAL BU\CK
START GUIDE



ATTACHMENTS

AVAILABLE SPARK ATTACHMENT TYPES AND SIZES

SPARK DEFAULT ATTACHMENTS TABLE

Bevel
2mm, 3mm, 4mm, 5mm PLACED MINIMUM
THRESHOLD ATTACHMENT
MOVEMENT TEETH ON
TEETH FOR TYPE
PLACEMENT
Anterior Bevel incisal
Eiiipsoid INTRUSION Teoth Premolars 0.5mm 3mm
3mm, 4mm, 5mm
EXTRUSION insisors /7 Canines / 0.5mm Bevel gingival
Premolars 3mm
DISTAL IN . Bevel mesial
Rectangle ROTATION Canines and Premolars . 5 Degrees Amm
2mm , 3mm, 4mm, 5mm, 6mm
MESIAL IN Canines and Premolars 5 Degrees Bevel distal
ROTATION 4mm
|
i Vertical
Yin-Yang MESIALIZATION/ Canines and Premolars | Imm Rectangular
DISTALIZATION
2mm , 3mm, 4mm, 5mm, 6mm J 4mm
This tehlle represants (he defeuit placerrent of Spark attadents. ]
are astoizable todoctor's anacase by case orgloal besis

Sash
2mm . 3mm, 4mm, 5mm, 6mm

Default prominence is 1mm but can be increased up to 1.75mm
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BUTTONS a HOOKS

SPARK DEFAULTS:

BUTTON CUTOUTS AND ELASTIC HOOKS DEFAULT SIZE

CIll Elastics BUTTON 6mm; Molars, upper central incisor and canines
Hook on upper canine to CUTOUT 5mm; Upper lateral incisors, lower canine and premolars
DIAMETO? )
button cutout on lower 4mm: Lower anterior teeth
first molar
HOOK Default length 3mm, max 6mm and 1mm width

This represents the defauit ma%ofbm;angjntsarddgsﬁcrndeform
Sparkdli astom doctor's preferenes
ame?rgweeorg

» U &
cm Elastics
Button cutout on upper AP correction as a result of use of Cll and Clil elastics as well
first molar to hook on as in surgical cases, is represented in the Approver software as
lower canine a virtual bite jump. This bite jump can be seen by clicking on

the "Bite Correction” icon in the software
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BITE RAMPS a C-CHAINS

GUIDELINES FOR SPARK BITE RAMPS SPARK VIRTUAL C-CHAIN

« Available for use on premoiars, canines and incisors « Virtual C Chains are available by doctor request for Spark treatment
on the maxillary arch « Default includes 3 additional aligners at the end of treatment

« Default size is 3mm x 3mm x 3mm « Virtual C Chain is programmed retraction of the anterior teeth

« Scalable up to a maximum size of 5mm x5mm x5mm (canine to canine) to tighten interproximal contacts

e Full arch "power virtual C-Chain" available per request
(to tighten all contacts)
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IPR FOR SPARK

¢ IPR is prescribed by default only in the amounts
of .2mm, ,3mm, .4mm and .5mm

* IPR in the amount of .Imm, or greater than .5mm will be prescribed
by doctor request only

mThe IPR stage number is provided as a guideline by which the
IPR should be performed’

adtrearountand timing of the | ate

The treating doctor should carefully monitori contacts thraughout
1reetrrgartrg N m davayshbe
disoretion of te treating doctor
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Add Max Velocity per aligner
0.25mm linear movement. 2 degrees of rotation, 1degree of tip/torque

General Spark Staging Approach
« By default Spark cases are designed using simultaneous tooth
movement where ail teeth are moving at the same time

« For cases that require IPR, teeth will be partially aligned prior
to prescribing IPR

« For cases that require more than 1mm of distalization, teeth
will be moved sequentially on the specific quadrant

« For cases that require arch expansion, the default is up
to 2mm on each side

« Damon arch form preference is available by request

» The amount of arch expansion is left to the discretion
of the treating doctor

SPARK CLINICAL QUICK START GUIDE 1G/2019



PONTICS

PONTIC PLACEMENT FOR SPARK ERUPTION COMPENSATION FEATURES

« Pontics are placed by default on anterior spaces greater than 4mm Panoramic x-rays strongly recommended

. . . with case submission.
« Full size pontics are placed when space between teeth are intended

to be maintained
< Half pontics are placed when adjacent teeth are intended to move

« Eruption guides for semi erupted teeth are also represented as pontics

. . . If the amount of available tooth surface is 2/3 or more
in the Approver software (see Eruption Compensation Features) o
of the clinical crown, an attachment or button (doctor’s

choice) will be placed.

If the amount of available tooth surface is less than 2/3
of the clinical crown, an Eruption Guide will be placed
to create clearance for eruption. Eruption Guides are
depicted as "pontics” in the Spark Approver” Software.

The aligner will be trimmed to allow for natural or
assisted eruption (with auxiliaries) of the tooth.

A new scan should be submitted for refinement
when tooth has erupted into position.

Patient compliance, treatment monitoring and the use of auxiliary
techniques (buttons, elastics, sectional fixed appliances, TADs) are
important to improve treatment outcome.
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CLEAR ALIGNER SYSTEM

NEED HELP?

Please contact Spark Customer Support at:

North America
Email; spark.support@ormco.com
Call:  714.516.7400

800,854.1741

Australia & New Zealand
Email: ormco.australia@sybrondental.com

Cali; 1800 023 603

Europe
Email: spark.csdigital@ormco.com
Call: 00800 3032 3032

900 983 191

Ormco

Your Practice. Our Priority.

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



MepeBos C aHTIMIICKOro A3blKa Ha PYCCKUM A3bIK

Ha ogmunansHom 6naHke OpmKo

APPROVED/OAOBPEHO
070-2361

<nognucbL>

<neyaTb OpmKO>

Samantha Britt,

Regulatory Affairs Specialist
Ormco Corporation, USA
(CamaHTa bput,

Cneumannct No HopMaTVBHLIM BONPOCam
Opwmko KopnopaiiwH, CLUA)
09 nona 2021 r

CLINICAL QUICK START GUIDE
SPARK™NM™ Aligner Software System

KPATKOE PYKOBO/CTBO MO K/IMHUYECKOW NMPAKTUKE

Cuctema nporpaMmmHoro obecneveHusa Spark Aligner

Paspa6oTumuk: Ormco Corporation (Opmko KopnopaiiwH), CLUA
MpoussoguTtens: Ormco Corporation (Opmko KopnopaiwH), CLUA

MecTto npoussogctea: Ormco Corporation, 200 bCraemer Blvd, Brea, California
92821, USA

YNoNHOMOYEHHbIN NpeacTaBuUTeNb B Poccuu:
OOLLECTBO C OrpaHNYeHHON 0TBETCTBEHHOCTLIO «OpMKo» (OO0 «OpmMKo»), 195112,
Poccus, . CaHkT-IeTepbypr, ManooXTUHCKWIA np-T, 4. 64, nutepa B, nom. 26H
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HOTAPMANbHOE CBMUAETE/IbCTBO

[ocyaapCTBEHHbIE  HOTApUyC WM APYroi  Chyxawmid,  3anosHABLUMIA
HacTosllee CBUAETENbCTBO, YAOCTOBEPSET TOMbKO JIMYHOCTb  NnLa,
nognucasllero  AOKYMEHT, K  KOTOpOMY  npuiaraetca  [aHHoe
CBUAETENbCTBO, & HETOUYHOCTb WM BEPHOCTb 3TOMO JOKYMEHTA.

LWtaT KanndopHus
Oxpyr  OpUHIXK )

Cerogns, 9 Mona 2021 rofa, nepego mHoid, Merrn KO3nn - rocygapCTBEHHbIA HOTapuyc

{¥YKa3atb uMs, pamMmnNUI0 N LOMKHOCTb CAyXaLLero)

NIMYHO aBunacb CamaHTa Bputr

KOTOpasi MOATBEPAMUIA HA OCHOBaHUKN y6eAnTeNbHbIX [0Ka3aTeNbCTB, YTO SBMSETCA /ILOM, YbUM MMEHEM MoAnucaH
[IOKYMEHT, 1 3aBepuia MeHsi, YTo noanucana ero B CUy UMELMXCA Y Hee NoHOMOUMiA, 1, NOCTaBMUB CBOK MOANUCH
Ha [I0KyMeHTe, ou3nyeckoe Wy puanyeckoe NnLo, OT MMEHW KOTOPOro NNLo AeidcTBOBano, NOANUCANO AaHHbI
[IOKYMEHT,

1 cBugeTenscTaylo nog YTPO30M HAKA3AHUSA 3A COOBLLEHNE 3ABEAOMO JIOXHOW NHOOPMALIN
cornacHo 3akoHam wrtaTta KanngopHus, 4To BbllleyKka3aHHblli ab63al, SBASEeTCS TOYHbIM U BEPHbIM.

3ACBUAETE/NIbCTBOBAHO moeit nognucbio 1 oduumansHoli nevaTblo.

JIK

MEFT KO3NN
[ocynapcTBeHHbIN HOTapuyc -
KanudopHusa -
OKpyr OpuHLK
NNLUEH3NA #2358481

CpoK MOWX NOSHOMOYMIA UCTeKaeT
" 21 mas 2025 roga l

Moanuck  (Mognwmck) (Meyvatb)
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CUCTEMA TIPO3PAYHbIX 3/TAVHEPOB

KpaTkoe pPykoBOACTBO
Mo K/IMHNYECKOW MpaKTuKe



ATTAUMEHTDI

OOCTYMHBLIE TUMbl 1 PASMEPbl ATTAYMEHTOB SPARK TABIMUA ATTAUMEHTOB SPARK MO YMOJIHAHWIO

Ckoc NEPEMELEHVE 3Y6bl  PASMEWEHWE  MUHUMAMbLHbIN ™Mb

2M, 3MM, 4 MM, 5 MM HA 3YBAX NPEAEN ANS ATTAUMEHTA
PA3MELLEHWNS

VNHIPY3LL 3y6el 05 A pesey
nepaa””"o npemonspel ! M Ha KOHyce

paga 3 MM

Annuncownpg

3MM, 4 MM. 5MM fecHa
SKCTPY3UA pesubl / Knblkn / npemonsapsl 0,5 Mm Ha KoHyce

3 MM

|

ANCTANBHOE . MeananbHbli

C BPALWEHWEM : MbiACU N MPEMONAPLI 5® KO HyC

MPAMOYronbHbIN 4 MM
2MM ,3MM, 4 MM, 5MM, 6 MM .
ME3NANNTbBHOE AVCTanbHbI

C BPALEHVEM K/IbIKW 1 NpemMonapsbl 5® KoHyC

4 MM

BepTUKaNbHbI

ME3NANTN3ALUNAL: NMPAMOYTFONbHUK

ANCTAAN3ALNA K/Qiiioi 1 npemo>«!pbl 1nnm
VHb-5H 4mm

2MM ,3 MM, 4 MM, 5MM

B [AOHHOW# Ta6nuue npeacTaBleHO pa3mMelu,eHMe aT TOYMEHTOB Spark nNo ymMon4yaHuio.
AT TOUYUMEHT bl HacT pauBaw TCA B COOTBETCTBUN C NPeANOYTEHUAMMN Bpaya B HAX/JO0M KOHKPETHOM

cnyvyae unm Ha 06U MX OCHOBaAHUAX.

CKoweHHan HacagKa
2MM, 3 MM, 4 MM, 5 MM

3HayeHve N0 yMOT4aHUIo - 1MM, HO MOXET 6bITb YyBENIMYEHO A0 1,75 MM.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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| KHOMKN 1 KPKOUKU

SPARK MO YMOJTYAHUIO:

BbIPE3bl KHOMOK W 3TACTUYHBIE KPHOUYKN

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

CIMn 3nactnku

Kp}O'-IOK Ha BEPXHEM KJiblKe
L1 KHOMOYHOTO Bblpe3a Ha
HVWXHEeM nepBoM Mosispe

CMNi13nacTnku

BblpeS KHOMKWN Ha
BEPXHEM nepsom
Monsape A Kprouka Ha
HWXXHEM K/blke

6 MM: MO/SPbI, BEPXHUE LEHTpanbHble pesubl W KAblKu1

ANAMETP

BbIPE3A 5 AnM: BepXxHue 60KOBble pe3libl, HUXHWUE KAblKU U NPEMONSAPSI
KHOMKK 4 MM: HUXHWE nepeaHune 3y6bl

KPHOYOK MoymonuaHuio gnvHa 3 mMna” nnakcun™anbHas - 6 AAM M WnMpuHa 1naam

MpeAcT aBneHo pasmMelujeHWe NO YMOJHAHMIO BbIPE30B HHOMNOH W 3NaCTUYHBLIX HPIOYHOB ANA

anaiiHepoB Spark. Bbipe3bl W HPIOYHU HACT pauBal TCA B COOTBETCTBUN C NPEANOYTEHUAMM

Bpaya B KaXO0M KOHKPETHOM C/ly4yae MAW Ha 06U MX OCHOBAHUSAX.

Q MU

AP-koppekuua B pesynbtate npumeHeHua anactukos Crl u Clll B
XUpypruyeckux cnyyaax npegcrtosneHa B MO Approver B Buge
BUPTYasibHOrO bite jump {ckauyka npukyca). [aHHblii bite jump MOXHO
yBUAETb, HaXKaB kHorky "Bite Correction” ("/icnpaBneHne npukyca").

KpaTkoe pykoBOACTBO MO KAMHM4YecKol npakTuke Spark 10/2019



HAKYCOUYHbIE BPEKETbLI U C-CHAIN

PEKOMEHAALIMN ONS1 HAKYCOUHbIX BPEKETOB SPARK BUPTYAJIbHbIE C-CHAIN SPARK

« [JOCTYMHbI 4718 NPWINEHEHS Ha NPEMOospax, Kblkax 1 pe3Lax BepxHeli YemocTy * BupTyanbHble C-chain AOCTYMHbI MO 3anpocy Bpaya fyiA edeHuns Spark

o Pa3mepb| M0 YMOMYAHMIO - IMM X 3MM A 3 MM *[lo yMO/14aHNI0 BK/1KOHaeT SAOI'IOI'IHVITEI'IbeIX 3r|a|‘/’|Hepa B KOHLUE NnevyeHns

» MacltabmpoBaHie A0 MakCyMasnbHOro pasmepa 5Mm * 5Mm A5 MM * Buptyanshasn C*chdn - nporpammupyemas peTpakups nepeaHux 3y6os (ot

K/blka Ao KJ'IbIKa) Ana CtarmnBaHus Me)K3y6HbIX KOHTaKTHbIX MYyHKTOB

e MNonHaa 3ybHas ayra "power virtual C-Chain" ("mMowHas BupTyaibHas C-
Lenoyka" fOCTyrnHa no 3anpocy (41 CTArMBaHNsA BCEX KOHTaKTOB)

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

IPR 15t SPARK [lo6aBneHne MakCMasibHOM CKOPOCTM NepemMeLLEeHsi NocpeAcTBOM a/laiiHepa

NuHeliHoe nepemeweHne 0,25 MM, 2 cTeENEHN BpalleHus, 1 cTeneHb
* IPR Ha3HayaeTcd no ymosiyaHuo Tonbko pasmepom 0,2 mm, 0,3 mm, 0,4

Hacagku / Topka
n 0,5 nnvw

O6wuin noaxopn, K ctaguiiHocTy Spark
* IPR pasmepom 01 MM wunm 6onee 0,5 MM HasHayaeTcs TOMbKO MO

* Mo ymonuaHuio npumMepsl Spark cnpoekTrpoBaHbl C MPUMEHEHUEM
3anpocy Bpava
O[HOBPEMEHHOIO [BWKEHVsi 3y6oB, Korga Bce 3y6bl [BWKYTCS

« Homep crtaguu IPR npuBefeH B KayecTBe YyKasaHus, No KOTOPOMY OZJHOBPEMEHHO

AOMKEH BLINO/HATECA IPR* * B Tpebyembix IPR cnyyasix 3y6bl OyayT 4acTMYHO BblpaBHEHbI A0

YCTaHOB/IEHHOIO 3Ha4veHns IPR

* B cnyyasix, korga Tpebyetcsa guctanmzamma 6onee yem Ha 1
3ybbl 6yayT nepemMelwartbCsA nocneaoBaTeslbHO B CheuvasbHOM
KBagpaHTe.

» na cnyyaes, TPeOYOLWMX pacluMpeHuns 3y6GHOI ayri, 3Ha4yeHne no
YMOJTHaHWI0 COCTaB/SET 0 2 MM C KaX[,0/ CTOPOHbI.

« MpegnoytutensHasa popma 3y6Hoin gyrn Damon npegocTaBnsieTcs no
3anpocy.

e BefmumHa pacluvMpeHunsi 3y6HOIN yrn OCTaBseTcs Ha yCMOTpeHue
nevallero Bpava.

*Nevawnit Bpay A0NXKeH BHUMATENbHO CNEANT b 3a MEXNPOHUCMANbHLIMU KOHT OHAT aMn Ha
NpoT fXeHWU BCEro NeyeHWs, a HONMYeCcTBO M BpemMsa IPR Bcerga AOMAXKHO 6bITb Ha
yCMOT peHue nevau,ero spava

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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3YBHBIEM OCT bl A A W LW

PASMELWEHWE 3YBHbIX MOCTOB [A/1A SPARK

* 3y6GHble MOCTbl pa3MeLLalTCs N0 YMOMYaHUIO Ha MNPOCTPaHCTBax
Brepeay, NPeBbILLALWUX 4 MM.
* MNonHopasmMepHble 3y6Hble MOCTbI pasmMelyatoTcs, koraa

npeanonaraeTcs CoOXpaHeHue NPoCcTpaHCTBa Mexay 3y6amu.

* MoNoBMHHbIE 3yGHble MOCTbl pa3mMellatTcsi, Korga npegnonaraercs
nepemelleHne pacnofioXeHHbIX psigoM 3y6oB.

 Hanpasnsiowye s nofynpope3asLUnxcst 3yGoB Takke npeAcTaB/ieHbl B
MO Approver B KauecTBe 3yGHbIX MOCTOB (CM. OCOGEHHOCTM
KOMMNeHcaLmn npopesbiBaHusi).

OCOBEHHOCTWN KOMMEHCAL W MNMPOPE3bLIBAHUA

HacrtositensHo pekomMeHayeTcs nepegava c
K/IMHUYECKUM  C/lyYaeM MaHOpaMHbIX PEHTIEeHOBCKUX
CHUMKOB.

Ecnn pasmep [OCTynHOl NoBepxHOCTM 3yba cocTaBnsiet
2/3 1 60/1€ee OT NOBEPXHOCTUN KNHUYECKO KOPOHKMK, TO
yCTaHaBNMBaeTCA aTTayMeHT uam kHomka (no BblGopy
Bpaya).

Ecnvn pasmep AOCTYNHOW NOBEPXHOCTM 3yba cocTaBnsieT
MeHee 2/3 OT NOBEPXHOCTWU KIMHUYECKOW KOPOHKM, TO
O co3jaHusa  3a30opa npy nNpopesbiBaHuM  6yaeT
pasmelleHa Hanpasnswwas [A1a  npepbiBaHus.
Hanpasnstowwme gna npopesbiBaHnst n306paxeHsl B MO
Spark Approver kak "3y6Hble MOCTbI".

dnaliHep  O6ygeT nogpes3aH gna obecnedveHus
€CTECTBEHHOI0 Npope3blBaHUst 3y6a WM npopesblBaHusA
C NOMOLLLbI0 BCNOMOraTesbHbIX YCTPOCTB.

HoBbli CHUMOK [AO/MKeH Obb NpeAcTaBneH A
[opaboTky, Korga 3y6 npopexeTrcsa B HY)XXHOM
NONOXEHNN.

CO6HIOAGHI/I€ nayneHToM CxXeMbl nevyeHua, Ha6ﬂ}0,quVIe 3a 1ie4yeHnem n

ncnosib3oBaHme BCnomMoraTes/ibHbIX TEXHUK (KHOI'IOK, 3/10CTUKOB, YaCTUYHbIX
HeCbEeMHbIX annapartos, MVIHVIBVIHTOB) BaXHbl O/14 ynydlleHusa pesynbTata

@ 000 LWPMI (27 INFO@CIRMI.RU € WWW.GOSZORAVNADZOR RU NEYenns. A
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CNCTEMA CLEAR ALIGNER

NpPOCUM CBsi3aTb CO C/yok60Ii noaaepxKku
knueHToB Spark no agpecy;

CeBepHaa AmMepuka
E-mail: sDark.suDPort@ormco.com
Ten.. 714.516.7400

800.854.1741

ABcTpanua n Hosas 3enaHgmsa
E-mail: ormco.australia@ svbrondental.com
Ten: 1800 023 603

Espona
E-mail: snQrk.csdiaital@ormco.com
Ten.. 00800 30323032

900 983191

ormco

Ywjr P tice. Our fYiority.
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MepeBOA C aHIIMIACKOTO fA3blKa Ha PYCCKUM S3blK  BbIMO/HEH MEPEBOAYMKOM
CtenaHoBoii Bwuonettoli PomaHOBHOI. [loATBEpXAatd, YTO BbIMOMHEHHbIA MHOM
nepeBog, ABNAETCS NPaBUIbHbLIM, TOYHLIM U MOJHBIM.

Poccuninickasa depepayuns
CaHkT-MeTepbypr
JBajuaTb BOCbMOro UONA ABe ThiCAYN ABajuaTb NepBOro roja.

A, O3eHc AnekcaHap [eoprmeBuY, BPEMEHHO WCMOMHAOLWMIA 06583aHHOCTU
HOoTapuyca HoTapuasibHOro okpyra CaHkT-IeTepbypr [3eHc HaTanby AHATONbEBHbI,

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Reguldtofy Affairs Spedm

Omco Corporad(c‘“mmswl)s’:

CREUHATHCT NO HOPMATHBHEIM BONPO

e Ky 202 .

Attachment bonding procedure
SPARK™ Aligner Software System

IIpoueaypa yCTAHOBKH ATTA'IMEHTOB
Crcrema nporpammuoro ofecnievenns Spark Aligner

Paspaborunx: Ormco Corporation (Opmxo Kopnopa#imm), CILIA
Mpomssoaurens: Ormco Corporation (Opmxo Kopriopafiun), CHIA

Mecto npoussoacTsa: Ormco Corporation, 200 Kraemer Blvd, Brea, California
92821, USA

Ynoasomoueansil npeAcTaBHTEAb B POCCRR:
O6mecto ¢ orparrIcHHOl oTRETCTBEHHOCTHIO «OpMKo» (000 «Opmkon),
195112, Poccus, r. Canxr-Tlerepbypr, ManooxTuucku#i np-T, 2. 64, mrepa B,
' nom. 26H

wmuymmnlmuuqmmmmmamcmwnw
MwmnmmmMMM|mww
mhwﬂammmmmmmm-m
nmmmnmwnummmwmmmam
Wmmmm:nwmmmmnwmm
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ACKNOWLEDGMENT

A notary public or other officer completing this
certificate verifies only the identity of the individual
who signed the document to which this certificate is
attached, and not the truthfulness, accuracy, or
validity of that document.

State of California
County of Plunge )

0,, July9, 2021 before me, Peggy Youell, Notary Public
(insert name and title of the officer)

personally appeared Samantha Britt.......coooiiiiiiiiii i e e
who proved to me on the basis of satisfactory evidence to be the person whose name is
subscribed to the within instrument and acknowledged to me that she executed the same in her
authorized capacity, and that by her signature on the instrument the person, or the entity upon
behalf of which the person acted, executed the instrument.

1certify under PENALTY OF PERJURY under the laws of the State of California that the foregoing
paragraph is true and correct

WITNESS my hand and official seal. rcGOYYOUIU
Noury Publk - CiHfornia
Oranft county
Y eomftitesion # 23M481
My Comm. bptm *Uy21. 2028

dic JUT \
T

Signature.. (Seal)

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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STEP!

Use the PDF report to verify which
teeth will receive attachrnents and
the stage(s) at which they should
be applied.

Remove attachmenttemplate(s)
from the box. The attachment
template is noted on the bag.

STEP 3 (continued)

Follow manufacturer instructions
for wear time, rinse and suction.

Repeat for each tooth receiving
an attachment on that arch.

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

ATTACHMENT BONDING PROCEDURE

STEP 1 (continued)

Rinse and check the fit of the
attachment template in the
patient’s mouth.

STEP 4

Air dry tooth and isolate the teeth
to prevent contamination.

Apply bonding agent/adhesive
to the designated teeth
receiving attachments.

STEP 2

Polish or pumice teeth to remove
plaque.

STEP 4 (continued)

Cure according to manufacturer
instructions.

STEP 3

Apply etchant to the surface of
the tooth where attachment is
to be placed.

STEPS

Fill the attachment template with
composite. To avoid excessive flash,
please take care not to overfill the
template void.



STEP 6

Insert the attachment template
onto the prepared arch.

STEPS

Remove any excess ‘flash’ using a
handpiece and bur.

Ormco

Yo4f Practice. Our W ority.

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

070-S768

STEP 6 (continued)

One at atime, lightly press on the
surface of each attachment and
light cure the composite according
to manufacturer instructions.

STEPS

Insert the first aligner to ensure it
fits. Repeat process for opposing
arch if necessary.

STEP?

Once the attachments have

been cured, carefully remove the
attachment template from the arch
and retain for future use.



MepeBod C aHIAUIACKOTO A3blKa Ha PYCCKMWIA S3bIK
Ha ouumansHom 6naHke OpMKO

appl'ove(ik)gc)ﬁpeHo
<neyaTb OpmKO> 070-2361

<noAgnucwb>

Samantha Britt,
Regulatory Affairs Specialist
Ormco Corporation, USA

(CamaHTa bput,
CneymanmncTt rno HopMaTMBHbLIM BONpPOCam

Opwmko KopnopaiiwH, CLUA)
09 uona 2021 r

Attachment bonding procedure

SPARK™M™™ Aligner Software System

Mpouenypa yCTaHOBKM aTTa4MEHTOB

Cuctema nporpammHoro obecnedeHusa Spark Aligner

Pa3paboTumk: Ormco Corporation (Opmko KopnopaiiwH), CLUA
MpoussoauTens: Ormco Corporation (Opmko KopnopanwH), CLU A

MecTo npounssogcTBa: Ormco Corporation, 200 Kraemer Blvd, Brea, California
92821, USA

YNoNMHOMOYEHHbIN nNpeacTaBuTeNnb B Poccuu;
O6LWecTBO C OrpaHNYEHHON OTBETCTBEHHOCTbID «OpMKO» (OO0 «OpmKo»), 195112,
Poccus, r. CaHkT-MeTepbypr, ManooxXTUHCKKI Np-T, 4. 64, nutepa B, nom. 26H
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HOTAPUAJIbHOE CBMAETE/ILCTBO

lFocyfapCTBEHHbI HOTapMyC WAWM  APYroi  cnyxawuin, 3anofHABLUIWI
HacTosillee CBWAETENbCTBO, YAOCTOBEPSIET TONbKO JIMYHOCTb /ULa,
noAnvcasLIero  AOKYMEHT, K KOTOpoMmy  mpuiaraeTca  JaHHoe
CBUAETENbCTBO, & He TOYHOCTb WM BEPHOCTb 3TOr0 AOKYMEHTa.

Wrat KanndgopHus
OKpyr OpUHAX )

CerogHsa, 9 ntona 2021 roga, nepeao muoii, Merrn KO3nn - rocyaapCcTBEHHbIN HOTapuyc----------
(Ykazatb UM, haMUANEO 1 JOMKHOCTb CYXKALLEro)

JINYHO ABUacCh CamaHTa bputr,

KoTopas NoATBEpPAMIA HA OCHOBAHUU y6eAWTeNbHbIX 40KAa3aTebCTB, UYTO SABASETCS JIMLOM, YbUM MMEHEeM MoAnucaH
[LOKYMEHT ¥ 3aBepusia MeHsi, YTO noAnvcasna ero B CU/ly UMeWUXCs Y Hee NOJIHOMOYUYW, U, MOCTABUB CBOK NOAMNUCH
Ha [OKyMeHTe, (hU3NYeckoe WU OpUAMYECcKOe NULO, OT UMEHU KOTOPOro NMuo AeiicTBOBAaNo, NOAMNMCANO AaHHbI
[OKYMEHT.

A ceugetenscTByto nog YFrPO30M HAKA3AHUSA 3A COOBLWEHWE 3ABELOMO JTOXXHOW MHOOPMALIMN
corniacHo 3akoHaM wTaTta KanudgopHus, 4To Bbilleyka3aHHbIl ab3al, iBNSieTCA TOYHbIM U BEPHbIM.

3ACBUWAETE/IbCTBOBAHO Moei nognucbio n opuLmanbHOR nevatbio.

AErrn toann
FocypapcTBeHHbI HOTapuyc -
KanudopHusa
Okpyr OpuHAaX
| NUUEH3NS #2358481
CpOK MOUX MOTHOMOUMIA UCTEKAET
21 mas 2025 roga

Moanucbk {nognucs) (Meyatsb)
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CLEAR ALIGNER SYSTEM

LLAT!

Ncnonb3yinite PDF oT4yeT, 4TOGbLI
NpoBepPUTb Ha Kakue 3ybbl U Ha
KaKori cTaaum HeobxoaMmo
YCTAHOBUTb aTTa4yMeHTbI.

[JocTaHbTe WabnoH arraumeHTa
M3 ynakoBku. Ha ynakoBke

ykaszaHo (Template) wabnoH
aTTa4yMeHTOB.
LUAI™ 3 (npogonxetnue)
Cnepyiite NHCTPYKLMAM
npon3seoanTens no BpeMeHM
AeVICTBMﬂ, NPOMbIBaHUIO n
OoTCcacbliBaHUK].

nnao waxvsnnNnrnmn Q\Iﬁﬁ

MAbTAniaTAa
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yvnuviv paagaq, na NnNUViIvyDpivi vypcid

yCTaH aBmBaTbCA arTa4yMeHTOM.

NMPOUEAOYPA ®UKCALUWNN ATTAUMEHTA

WAl 1 (npogonxenue)

MpononoumTe " npoBepbTe
nocafKky la6fioHa aTTauymMeHTa BO
pTYy nauueHTa.

LA 4
Mpocywnte  BO3AyxoM 3y6 W
n3onupyiiTe 3y6bl ans

npeaoTBpalLeHnst 3arPA3HEHNS.

HaHecute 6GoHa/ aaresnB Ha Te
3ybbl, Ha  KoOTOpble  OGyget
yCTaHaB/MMBaTbCA aTTauMEHTOM.

LLAI 2

OTnonupyinte 3y6bl AN yAaneHus
3y6HOro Haneta.

3acBeTuTe B COOTBETCTBUMU
WHCTPYKLUUSIMW MPOV3BOANTENS,

LLIAI3

HaHecute npoTpaBKy Ha
NnoBepxHoCcTb 3y6a, Ha KOTOpblii
oyanet yCTaHaB/IMBaTbCS
aTtTaymMeHT.

LLAIS

3anonHWTe WabnoH aTTayMeHTa
KOMTMO3MTOM. Bo nsbexaHne

N30bITOYHOIO CMosA crieguTe 3a TeMm,
yTO6bl HE NepenosiHATb MOJIOCTb
wabsioHa.



LLIAI" 6

PasmectuTe Wab/oH aTTauMeHTa Ha
NOAroTOB/IEHHOM 3y6HOM psigy.

LA 8
Ypanute noéble N3/TNLLKN
KomMno3uTa c NMOMOLLbIO

HaKOHEUHWKY C GOpoM.

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

LUAI" 6 (npogonxerue)

Mo ouepean cnerka HagaBuTe Ha
MOBEPXHOCTb LWa6/ioHa aTTadyMeHTa
" 3aceeTute KOMMO31T B
COOTBETCTBMU C  VHCTPYKUUAMU
npov3BoauTens.

LLA9

YcTaHOBUTE  NepBbli  3naliHep,
YTOObI ybeamnTbeA, 41O OH
nogxogut. lpu  HeobxoaMMOCTH
noBTOpUTE npouecc ans
NPOTUBOMOMOXKHOIO 3y6HOro psga.

LLAI 7

Mocne 3aTBepaeBaHnA
artTay MeHToB OCTOPOXXHO
CHUMUTE WabnoH arTaumeHTa C
3y6HOro paga u octaBbTe [ANs
JanbHeWnWwero NnpUMeHeHus.

Ormco

Nfaor fVacticB. O of W orJt/-

©2020 Ormco Corporation



MepeBog C aHrMACKOro A3blka Ha PYCCKUA  S3blK  BbIMOSIHEH MEPEBOAYMKOM
CrenaHoBoin Buonettoli PomaHOBHOW. [loATBepXXAatd, YTO BbIMNOMHEHHbIA MHOW

nepeso ABNAETCA NpaBUIbHbIM, TOYHbLIM W MOMHbLIM.

Poccuitckas ®egepayns
CaHkT-MeTepbypr
[Baguatb BOCbMOIO MIONA ABe ThiCAYM ABafLAaTb NepPBOro roja.

A, O3eHC AnekcaHap [eoprueBmy, BPEMEHHO WCMOMHAKOWMIA 0653aHHOCTY
HOTapuyca HoTapuasibHOro okpyra CaHkT-INeTepbypr [3eHC HaTanbi AHATO/MbEBHDI,
CBUAETENbCTBYKO MOAJ/IMHHOCTL  MOANWCK nepeBogyunka CrtenaHoBoli  Buon

PomaHOBHBI.
Moanuce caenaHa B MOEM MPUCYTCTBUN.
JlnyHocTb NnoAnucasLLero AOKYMeHT YCTaHOB/eHa.

: Ne78/80H78-2021- ~ 3

nanbHoro geictema: 500 py6. 00 kon.

3apeructp

Ynnay

AT [3eHC

TOro B HacTosALWeM [OKYMEHTE:
N 8 (BOCEMb) NNUCTOB

Bp.n.0. HoTapuyca A.T". [13eHc
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ormco TpE——

 Samantha Britt,
Regulshly Affairs Specialist
Ormco Corporation, USA

(Camanre BpuT,

CneusanicT NO HOPMETHBHIM songu«u
Opwxo A)

Kopnopaitum,
9 July 2021 r.

3Shape Integration quick Start guide
SPARK™ Aligner Software System

3Shape Integration KpaTkoe pykoBOACTBO NoAL30BATENNA
Cucrema nporpammuoro obecneaenns Spark Aligner

PaspaGorunx: Ormco Corporation (OpmMxo Kopnopoits), CLIA
TpomssoanTens: Ormeo Corporation (Opmko Kopnopotimns), CIIA

Mecro npoussoacrsa: Ormco Corporation, 200 Kraemer Blvd, Brea, Califoria
92821, USA

Vnonnomodenuslil npeacTasuTenh B Poccui:
OGIECTBO ¢ OrPaHHUCHHON OTBCTCTBEHHOCTRIO «Opmxo» (000 «Opmxon),
195112, Pocens, 1. Canxr-Tierepbypr, ManooxTuscKuit np-T, A. 64, mtepa B,
noM. 26H
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ACKNOWLEDGMENT

A notary public or other officer compieting this
ocerfificate verifies only the identity of the individusl
mwummwmmnmn

County of Orange )

on Juy 9, 2021 before me. Peggy Youell, Notary Public

" (insert name and title of the officer)
personally Samantha Britt
whopmdhmonmudsdmmwbﬂumunnunmb

mmm.wmwmmmmmmmmw,uummyw
behaif of which the person acled, exscuted the instrument.

| contify under PENALTY OF PERJURY under the laws of the State of California that the foregoing
paragraph s true and correct.

WITNESS my hand and official seal.
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3SHAPE INTEGRATION
QUICK START GUIDE



etti* alw"** Fvem*

SPARK QUICK START GUIDE

SETTING UP A CONNECTION WITH 3SHAPE

Spark doctors who use 3Shape scanners now can more quickly and easily access and submit scans for Spark
patients through the Spark Aligner website. This document reviews the simple steps to set up a one time connection
with their 3 Shape Communicate™ account through the Spark Aligner website saving time and effort.

Please ensure you have your 3Shape Communicate Portal email and password before using this guide.

STEP 1

Login to the Spark Aligner Website at aHgners.ormcodIgltal.com.

;, 000 U‘MPMM@ INFD@CIRMIRU@WWWGUSZDRAVNADZURRU SPARK 3SHAPE INTEGRATION QUICK START GUIDE 11/2019



STEP 2

Under your doctor profile menu, select My Profile.

Ormco IDTX

rUCMtN vis: tOtb * iw » Sfiarti

ion AectiAvd
JA B

ir smus Scdacntaod Onter ONec*Ne(BX

STEP 3

Scroll down to the Impression Submission Preferences section and select SShape Scans.

OrmCO IDTX Q Patents Q Help - X Semple Docuk -
My Prtrfte- Do«or > M otK Fieltis m arked w $ttian asterisk*are r« (“ar”
«
Impression Submission Preferences m

Lkcansssit

g, fTefoScens

# Scans

!

n NocChfMCMd Ccn.-"6ct35130» K. Soatk

SPARK 3SHAPE INTEGRATION QUICK START GUIDE 11/2019 A
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STEP 4

Click on the Connect 3Shape to Spark link.

OrmCO | DTX [~~j Patients A Help » JL Sample Doctoi »

Mfoofite- Doctor Now FichEHTiarkedw Ne «MasMnsk*m r*quiw i

Mm{M9s”on Subnyssion Pr*»«rK»s

@scv™sn.

Inw  srton ® iteroScans

Status HotConnacwd

STEP 5

Upon clicking, you will be taken directly to the 3Shape Communicate Portal.
Please enter your email/username and password. Then click Sign In.

piTgfMJutmntuun s\ LU 11—  BALL
A teg in *3Sh«p« idenMjr * r+

c * o A

3shape”
Log in

tw in ywirSS'iape account

tastOfOKoLabUS03sh«paco<mninc4ta eeoi

FOf cesox«dP

e 000 I'I’MPMM@ INFD@CIRMIRU@WWWGUSZDRAVNADZURRU SPARK 3SHAPE INTEGRATION QUICK START GUIDE 11/2019 A



STEP ©

upon signing in, you will be automatically redirected back to the Spark Aligner Website when your connection
has been made. Click OK to be taken back to your profile page on the Spark Aligner Website.

i Spk a4

e* C e ftittpt*/a6gnen.enneod9it»l.«ocn

STEP 7

Scroll down your profile page to ensure that it is showing Connected.

Ormco 1 b Tx Q Patents 0 Hiip - JL Sample Doctof -

Doctw NotK Fiaidsfterted wNe an as*ridt* S* r«qte«d

Im pression Subrrrtssion Prefenmces
f

@ SCW«STL

e iT#o>Scar>s

# S8ireSaarts

Connactad

f
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MPORTANT NOTE

Doctors still need to ensure that Ormco lab connection is made within their 3Shape Communicate Portal
and that all scans for Spark patients are sent to Ormco during the scanning process.

Go to https://portal.3shapecommunicate.com/connections

Click on Add Connection

Search for the relevant Ormco lab account based on your region:

EU; insignia.SupportEurope”™~ormco.com
US: insignia.Supportx&ormco.com Cwinectto aPracticeor Lab
ASIA: insignia.SupportAsia(S>ormco.com

Enterthe cmeilor name ofdie us«'you wanttocMinectto

Click Connect
O Tko Corporation
Insignia.Soppwt@ ormcoxom
1332SLone Hill Ave. Oendora, United
Stales
A4

r

Message to Ormco Corporation Ofoa can customizethe

message)

Wewoiid ISceto osrewct »wthyou on 3Shape ComfTionicrte.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU SPARK 3SHAPE INTEGRATION QUICK START GUIDE 11/2019 A
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CLEAR ALIGNER SYSTEM

NEED HELP?

Please contact Spark Customer Support at:

North America
Email: spark.support@ormco.com
Call; 714.516.7400

800.854.1741

Australia & New Zealand
Email; ormco.australia@sybrondentai.com
Call: 1800 023 603

Europe
Email; spark.csdigital@ormco.com
Call; 00800 3032 3032

900 983 191

ormco

Your Practice. Our Priority.

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



MepeBOf C aHTIMIACKOTO A3blKa HA PYCCKNIA A3bIK
Ha ogpuymnanbHom 6naHke OpmMKoO

approved/opgo6peHo

<neyaTb OpMKO> 070-2361
<nognucbL>

Samantha Britt,

Regulatory Affairs Specialist

Ormco Corporation, USA

(CamaHTa bputr,

Cnewmannct No HOpMaTKBHbLIM BOMPOCaM
Opmko KopriopaiiwH, CLLA)
09 uionga 2021 r

3Shape Integration quick Start guide
SPARK™N™ Aligner Software System

3Shape Integration KpaTkoe pyKOBO/ACTBO M0/1b30BaTeNS

CucTtema nporpammHoro obecneveHusa Spark Aligner

Pa3paboTumk: Ormco Corporation (Opmko KopnopaiiwH), CLU A
MpounsBoauTens: Ormco Corporation (Opmko KopnopainwH), CLU A

MecTo npounssogcTBa: Ormco Corporation, 200 Kraemer Blvd, Brea, California
92821, USA

YNOMHOMOYEHHbIN npeacTtaBuTenb B Poccuu:

O6wWecTBO C OrpaHMYeHHON OTBETCTBEHHOCTbID «OpMKO» (OO0 «OpmKo»), 195112,
Poccus, r. CaHkT-MeTepbypr, ManooXTUHCKKIA np-T, 4. 64, nuTtepa B, nom. 26H
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HOTAPUWAJIbHOE CBVAETE/ILCTBO

FocypapCTBEHHbI  HOTapUyc WAW  APYroi  cnyxawmii, 3anofiHAaBLUWA
HacTosillee CBUAETEeNbCTBO, YAOCTOBEPSieT TONIbKO JIMYHOCTb uua,
noAnmucaBlIero  AOKYMEHT, K  KOTOpOMY  fpwnaraeTcs  gaHHoe
CBUAETENbCTBO, @ HE TOYHOCTb WU/ BEPHOCTb 3TOTO JOKYMEHTA.

LWTat KanugopHus
Okpyr OpMH,q)K )

CerogHsi, 9 nions 2021 roga, nepego muoi, Merrn KOann - rocyfapCcTBeHHbI HOTapuyc
(Ykazarb UM, haMUInKo U LJOMKHOCTb CYXALLEro)

NNYHO ABUNAacCb CamaHTa Bpurr

KoTopas nofTBepAnsa Ha OCHOBaHWM y6eauTeNbHbIX A0KAa3aTeNbCTB, YTO SIBASIETCS IMLOM, YbMM MMEHEM MNOANUCaH
[OKYMEHT, 1 3aBepusia MeHs, YTO NoAnucana ero B CUIy UMEeKLWmnXca y Hee NoMHOMOUMIA, 1, MOCTaBMB CBOI NOAMNUCH
Ha [OKYMeHTe, (hU3MyYeckoe WU lpuaMYeckoe 1o, OT MMeHW KOTOpOoro NuUuo AeicTBOBano, NOANWCANO0 AaHHbI
[LOKYMEHT.

A cBugeTensCTBYo nog YTPO30M HAKA3AHUA 3A COOBLEHWE 3ABEAOMO TOXHOW NHOGOPMALINN
COrnacHoO 3akOHaM WTaTa Kal'IVI(*)OpHVIFI, 4yTo BbILIJeyKa3aHHbIVI a63au, ABNAETCA TOYHbIM N BEPHbIM.

3ACBNAETENBCTBOBAHO moeli nognucebio n opuynanbHORn neyaTbio.

NEFrn 030N
FocyaapCTBEHHbI HOTapuyc-
KanudgopHua
Okpyr OpuHax
NNLUEH3NA V2358481
CpoK MOWX MOTHOMOYWNIA UcTekaeT
n 21 mas 2025 roga I

Mognncb (moanucek) .(Mevatnb)

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



SPARK

CNCTEMA CLEAR ALIGNER

3SHAPEINTEGRATION
KPATKOE PYKOBOACTBO MNOJ/Ib3OBATEJIA

Y <" FVactiC®. O ur Priority.
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KPATKOE PYKOBOACTBO lNMOJIb3OBATE/IA SPARK

HACTPOWKA COEAMHEHWNA C 3SHAPE

Bpauun, pab6oTatwouwme c anaiiHepamu Spark u npumeHswlwme ckaHepbl 3Shape, Tenepb MoryT 6bicTpee
N npowe nonyynTb AOCTYNn W OTNPaBUTb CKaHbl nauuMeHToB Spark yepes Be6G-calT 3naiHepoB Spark.
B HacToslWem [OKYMeHTe paccmaTpuBaloTcAa MNpoOCTble lWarn No HacTpoike OAHOKPATHOro MNOAKIYEeHUSA
K yyeTHoli 3anucu 3 Shape Communicate"” uyepe3 Beb6-caiiT 3naiiHepoB Spark, 4To NO3BONAET C3KOHOMUTb

Bpems 1 ycunus.

Mpocum nepepg UCNoONb3OBaHWEM [AaHHOro pykoBoacTBa y6eanTbcs, 4TOo y Bac ecTb 3nekTpoHHas nouTta
n naponb k noptany 3Shape Communicate.

T

Bolignte B yuyeTHyl 3anucb Beb-caiiTa anaiHepoB Spark aligners.ormcodigital.com.

_ x A
< ¥o ti»

Vv
n

SPARK'

CIEAR *t»SNE8 SYSTEM

»CNIN

Dectojj

Ormco ' DTX

3SHAPE INTEGRATION KPATKOE PYKOBOACTBO MOJIb3OBATENA. 11/2019

i2



AT 2

B meH npogunsa Bpaya Bbibepute My Profile (Moi npodunb).

Ormco [DTX

3

MpokpyTnTe BHU3 a0 pa3gena Impression Submission Preferences (HacTpoiiku oTnpaBKn cCHUMKAa) u Bbibepute 3Shape Scans.

OrmCO |DTX Q patents Q Help - A Sampde Doctor -

trfV o ffle-D o ctw Mow iiobb «Nethan treNir»d

5bl3Tb58k>n

# Soins/sTL
*TJpreseoftlVptt ® fr«>Sc»os

n Status WotCanrwcad

S o S O B 3SHAPE INTEGRATION KPATKOE PYKOBOACTBO MOJIbSOBATENA. 11/2019 3



AT 4

Haxmute Ha ccbiniky Connect SShape to Spark (Moakntountb 3Shape k Spark)

Ormco 1DTX Q Patpertts XSarTf"[lIiW»

LAl 5

Mocne HaxaTns Bbl MonajeTe HeNocpeacTBeHHO Ha noptan 3Shape Communicate.
Heo6Xx04MMO BBECTU CBOI 3/IEKTPOHHLIN agpec / uMs Nonb3oBaTens M napofb. 3aTeM HaxmuTe Sign In (BoiiTwn).

Bshape?”
Log in

VO«f »KOU*t

M*I0 nscbl abn$s3Aap«coniiaur<(aM con)

P00 U821 F0 M B GINANE OSHURA AV DR 3SHAPE INTEGRATION KPATKOE PYKOBOACTBO MOJ/IbSOBATENA. 11/2019



WAr6 ]

Mocne Bxoga B cuctemy Bbl 6yaeTe aBTOMaTMYeCKM nepeHanpaB/ieHbl o6paTHO Ha Beb6-caliT 3nanHepoB
spark, koraa coeguHenue 6ynet yctaHosneno. Haxmute OK gna Bosepata Ha cTpaHuuy cBoero npoduns

calite analiHepoB Spark.

T U\
npouna BHU3, 4TOObl y6eaAuTbCs, YTO Ha Hell oTobpaxaetcs Connected (Moaknt4YeHO).
NPOKPYTUTE CTPaHunLUy CBOEro

Q Pauente Miip * Jt Sampie Clocror -
Ormco IDTX

Hok naDHT  Peard
IMy*\0f8e-Oocko»

ImpressiMi Submis”wi Preferences

 Sc»rs/STL

(TpressTity* ¢ Ao

# 3$bape Scans

Status Ccnnactad

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
3SHAPE INTEGRATION KPATKOE PYKOBOACTBO MOJIb3OBATENA. 11/2019 /5



BA>XHOE NMPUMEYAHUE

Bpayam no-npexHemy Heob6xoaMMo oGecneunTb MOAkAYeHue nabopatopum Ormco k noptany 3Shape
Communicate n oTnpaBKy BCEX CKAHOB ANs nauyneHToB Spark B Ormco npu ckaHMpOoBaHUW.

Nepeiiaute Ha hitps://portal.3shapecommunicate.com/connections

Haxmunte Ha Add Connection

Fifter connections by U5S«naro«. email, or connectio:®

Mouck COOTBETCTBYIOLIErO akkayHTa fabopatopum

Ormco B 3aBUCMMOCTY OT Ballero peruoHa;

Espona; Insiania.SuoDortEurooeormco.com

cwA: Insiania.SuDOort@ormco.coT
Asus; Insiania.SuoDortAsia@ormco.aoT

Haxmute Ha Connect

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

Connectto « PracticeorUb

Enterthe emailor name of the user you wantto connectto

. IB9i3& Sat@myoam

OnkoCorpora/lw
Inagroa-"pportgoft TKOXom

LLI2 S Lone LLI\ Ave, Ctendora, United
States

8008541741

Message to Ormco Codgporatjon (You can customize the

message)

WewooW iiia O connectv«hyouon3Sh” Communcate.

3SHAPE INTEGRATION KPATKOE PYKOBOACTBO MNOJIb3OBATE/A. 11/2019
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CUCTEMA TMPO3PAYHbIX 3/TANHEPOB

HY>XHA MOMOLLb?

Mpocum cBsizaThbCs CO CYX60i noaLepxXKu
knueHToB Spark no agpecy:

CeBepHasa Amepuka
Email: snark.suDDort@ormco.com

Ten.; 714.516.7400
800.854.1741

ABcTpanua n Hosaa 3enaHausa
Email: ormco.australia@svbrondental.com
Ten.: 1800 023 603

EBpona
Email: soark.csdiQitai@ormco.com
Ten.. 00800 3032 3032

900 983 191

Ormco

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU YcHIf Practice. Our Pnonty.



MepeBOA C aHI/IMIACKOTO $3blka Ha PYCCKUA $3blK  BbIMOMHEH MEPEBOAYMKOM
CrenaHoBoli BwonetToin PomaHOBHOW. [MofgTBepXKAakd, 4YTO BbIMNOMHEHHbLIA  MHOW
NepeBof SABNSETCA NPaBUIbHBIM, TOUYHBIM W MOJHbIM.

Poccuiickas depepaumns
CaHkT-leTepbypr
[BajguaTb BOCbMOrO UIOA ABe ThiCAYN ABajLaTb NEPBOro roga.

A, O3eHc AnekcaHap [eoprmeBny, BPEMEHHO WCMOMHAKOLWMIA 0653aHHOCTU
HoTapuyca HoTapuasibHOro okpyra CaHkT-IMeTepbypr [3eHc Hatanby AHaTO/bEBHLI,
CBMAETENbCTBYIO  MOA/MHHOCTL  MOANUCK  nepeBofumka CTenaHoBOW BuoneTTol
POMaHOBHbI.

Mognuck caenaHa B MOEM NMPUCYTCTBUN,
JIn4HOCTb NOANMCaBLUErO JOKYMEHT YCTaHOB/IEHA.

3aperncTprpoBaHo B PeecTpe:

YnnayeHo 3 “eppneAtapuansHorc” geictems: 500 py6. 00 Ko

T W
AT. [13eHc

TOro B HacTosILLEM [OKYMEHTE:
18 (BoceMHaALaTb) NNCTOB

Bp.n.o. HoTapuyca A.l". 13eHC
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ormcom APPROVWBPEZ;I‘F:
omes oo

Regulatory Affairs Specialist

Ormco Corporation, USA

(Camaura BpHrT,

Creunaniey N0 HOPMATHBHBIM SONPOCEM

xo Ki ww, CLUA)
Ope opnopgﬂjmy 2021 r.

Eruption Compensation feature
SPARK™ Aligner Software System

OyukuHs KOMNEHCANHR NPOPEe3LIBANHS
Cucrema nporpaMMuOro ofecredenus Spark Aligner

PazpaboTunx: Ormco Corporation (OpMko Kopnopatimmn), CLLIA
TpowssoanTens: Ormco Corporation (Opmko Kopnopaitui), CHIA

Mecro npon3nonctsa: Ormeo Corporation, 200 Kraemer Blvd, Brea, California
92821, USA

Vnoagomouennsiil npeacrasureas B Poccun:
OBmEeCTBO ¢ OTPaHNYCRHON OTBETCTBEHHOCTHIO «Opuxo» (000 «Opmxon),
195112, Poccus, r. Canxt-Tierepbypr, ManooxTuackait np-1, 4. 64, mrepa B,
nom. 26H

MMWWWUﬂunmﬁmmmwm-mcmmumw.n
MMWmeWMMlnwmw
mhwiaﬂn%wwﬁmmmumm

nmmummwwﬂﬁlmwmwm
undnnmsnn nnerorvaaaaestvs RAEL sousarmnei GRMEO B #HCTDYKINMX 10 HCHOXBISSINNI0, TRETIIM ANIEN.
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ACKNOWLEDGMENT

A notary public or ottier officer completing this
certificate verifies only the identity of the individual
who signed the document to which this certificate Is
attached, and not the truthfulness, accuracy, or
vallditv of that document.

State of California
County of Orange )

on July 9; 2021 before me, Peggy Youell, Notary Public
(insert name and title of the officer)

personallyappeared Samantha Britt

who proved to me on the basis of satisfactory evidence to be the person whose name is
subscribed to the within instrument and acknowledged to me that she executed the same in her
authorized capacity, and that by her signature on the instrument ttie person, or the entity upon
behalf of which the person acted, exew bl the instrument

| certify under PENALTY OF PERJURY under the laws ofthe State of California that the foregoing
paragraph is true and correct.

WITNESS my hand and official seal. Nowg%gﬁé?%gjuﬁbmu ||
Oranfc County 1
Coffiffrtulofif 23U4t1
My Coftwt. Explrw May 21.2025

(Seal)
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Panoramic x-rays
strongly recommended
with case submission.

If the amount of available
tooth surface is 2/3

or more of the clinical
crown, an attachment

or button (doctor’s
choice) will be placed.

ERUPTION COMPENSATION FEATURE

If the amount of available
tooth surface is less

than 2/3 of the clinical
crown, an Eruption Guide
will be placed to create
clearance for eruption.
Eruption Guides are
depicted as “pontics”

in the Spark Approver””
Software.

The aligner will be
trimmed to allow for
natural or assisted
eruption (with auxiliaries)
of the tooth.

A new scan should be
submitted for refinement
when tooth has erupted
into position.

Patient compliance, treatment monitoring and the use of auxiliary techniques

(buttons, elastics, sectional fixed”™ppliances, TADs) are important to improve treatment outcome.

Omnco

! jW PfacScs. Our PfktfHy.
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MepeBOA C aHTIMMNCKOTO A3blKa HA PYCCKMIA 513bIK

Ha ojpuymansHom 6n1aHke OpMKO

approved/ogo6peHo
<neyaThb OpMKO> 070-2361

<noAnuch>

Samantha Britt,
Regulatory Affairs Specialist
Ormco Corporation, USA
(CamaHTa bpuTT,
CneupanncT No HOPMaTMBHBLIM BONPOCam
Opmko KopnopaiiwH, CLUA)
09 mons 2021 r
Eruption Compensation feature

SPARKTr'M Aligner Software System

PYyHKUMA KOMMEHCALUWM NPope3bliBaHUS

CucTtema nporpamMmmHoro obecneveHusa Spark Aligner

Paspa6oTumk: Ormco Corporation (Opmko KopnopaiwH), CLUA
MpousBognTens: Ormco Corporation (Opmko KopnopaliwH), CLUA

MecTo npousBogactea: Ormco Corporation, 200 Kraemer Blvd, Brea, California
92821, USA

YNoNHOMOYEHHbIN NpeacTaBuUTeNb B Poccuu:

OO6LLEeCTBO C OrpaHNYEHHOW OTBETCTBEHHOCTbIO «OpMKOo» (OO0 «OpMmKo»), 195112,
Poccus, 1. CaHKT-IeTepbypr, ManooxXTUHCKWiA Np-T, 4. 64, nutepa B, nom. 26H
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HOTAPWAJIbBHOE CBUAETE/ILCTBO

[FoCcyfapCTBEHHbIA  HOTApuyc WAW  APYTroi  Chayxawuid, 3anonHsaBLINIA
HacTosillee CBWAETENbCTBO, YAOCTOBEPSieT TO/MbKO JIMYHOCTb fivua,
nognucaBlIero  AOKYMEHT, K  KOTOpPOMY  npwuiaraetcs  AgaHHoe
CBUETENbCTBO, a HE TOYHOCTb WU BEPHOCTb 3TOTO AOKYMEHTA.

Wrat KanudopHus
Okpyr  OpVHAX )

Ceroansi 9 WKOMS 2021 TOA, nepeao mroir, [lerrn KOann - rocyAapCTBeHHbIA HOTapUyC---------
(YkazaTb UM, haMUINED U JOMKHOCTb CYXKaLLEro)

NMuHo aBunace CamaHTa Bphtl

KOTOpasi MOATBEPANIA HA OCHOBAHWUM Y6eAUTENbHbIX [0Ka3aTeNbCTB, YTO SBASETCS /IMLOM, YbUM

[IOKYMEHT ¥ 3aBepunia MeHsi, YTo NnoAnucana ero B CUny UMELWMXCS Y Hee NOIHOMOUYKM, W. MOCTaBUB CBOK NOAMUCH
Ha [OKYMEHTe, (hu3nyeckoe UIW topuanyeckoe AnLo, OT UMEHU KOTOPOro Nvuo AelicTBOBano, MoAnvcano AaHHbIi
[LOKYMEHT.

A CBUAETENLCTBY nog YMPO30M HAKA3AHWNA 3A COOBLLEHUE 3ABEJOMO JTIOXHOM NMHOOPMALIUA
COrnacHoO 3akoHaM wWTaTta Ka]'II/IdJOle/IFIY yTo BbILIJeyKa3aHHbIIZ a63au ABNAETCA TOYHbIM U BEPHbIM.

3ACBUAETE/IbCTBOBAHO Moeli nognucbio 1 ohrymanbHOR neyarsto.

NErrn r0oann
FocyaapcTBEeHHbI HOTapuyc -
KanudopHus
Okpyr OpuHpX
r NNUEH3UNA « 2358481
CpoK MOMX MOSTHOMOUNI UcTekaeT
21 mas 2025 roga

Moanuce  (Mognwuck) (Meyvatb)

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



PYHKUWVNA komnencaywnun ;[TIPOPE3BIBAHNA

Snaiinep 6yaeT Mocne npopesbiBaHNs
Ecnn AocTVAHAas Ecnn poctynHas
Eea,fg,aﬂeLGybei%g I'IOBep’qXHO()Z/Tb 3y6a noBepxHOCTh 3y6a ggggﬁiﬂ;,::m' Ziggalewoixzﬂggn:
3arpy’kath naHopamHbilii cocTaBnseT 2/3 nm cocrasnaer menee 2/3 CKaHMpoBaHue Ans
PEHTFEHOBCKUIA CHUMOK bonee KNNHUYECKOM KMHIAHECKON KOPOHKM, mopesLinaN 6 opa6oTKM
npu oTnpaske KOpOHkM, ByAeT ayaﬂepTaE/?:giJ.uﬁHa Epﬂooaﬂesz:'ime R ! |
KINHNYECKOTO Crydas. m;ME:J'OenHK;T(TnanMGHT npopesbiBaHUs, YTO6bI BCMOMOTraTeNbHbIX
BLIGOPY Bpaya). c034aTb MECTO Ans CpPeAcTs.
npopesbiBaHmua.
Hanpasnsatowne

npopesblBaHnA
0603HayYeHbl Kak
«MOHTUKN» B
nporpaMMHOM
o6ecneyeHnmn Spark
Approver"”

COﬁﬂlO/J,EHI/Ie nagyneHTomMm CXeMbl ieyeHn4d, Ha6m0,qu|/|e 3a ne4yeHnem m ncnonb3oBaHume
TEXHUK (KHOI'IOK, 3/1aCTUKOB, YaCTU4YHbLIX HECBbEMHbLIX annapaTtos, MVIHI/IBI/IHTOB) BaXXHbl Anda ynyydyweH
pe3ynbTaTta nevyeHud.

Oormco

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



MepeBof C aHI/IMIICKOTO fS3blKa Ha PYCCKUM  A3blK  BbIMOSIHEH MEePeBOAYNKOM
CrenaHoBoin Buonettoli PomaHOBHOW. [oATBepXK4ato, UYTO BbIMNOMHEHHbLIA MHOIA
nepeBoj, SIBSIETCA NPaBU/IbHBIM, TOYHLIM W MOSHbIM.

Pocculickasa degepayms
CaHKT-MeTepbypr
[JBajuaTb BOCbMOro U0JA ABe ThiCAYM ABajLaTb NepBOro roja.

A, A3eHC AnekcaHap [eoprueBnd, BPEMEHHO WCMOMHAOWMNIA 0653aHHOCTM
HOTapuyca HoTapuanbHOro okpyra CaHkT-IeTepbypr [3eHc HaTtanbyu AHaTOMbEBHbI,
CBUAETENbCTBYIO MOA/IMHHOCTL  MOAnNUcKM nepesofuvka CtenaHoBo BuonetT
POMaHOBHB!.

Moanwuck caenaHa B MOEM NPUCYTCTBUMN.
JlnyHoCTb NognmcasLLero JOKYMeHT YCTaHOB/EHaA.
3aperncTpmupoBaHo B peecTpe: Vs 78/80-1/78-2021- ? ' A

Ynnaye~sa cos” e HoTapuanbHoro aerictems: 500 py6. 00 kon.

A.l". 3eHC

ATOro B HAaCTOSILLEM [IOKYMEHTE:

6 (LwecTb) McToB

A.l". [3eHc
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OrmCO"' | APPROVED/OZIOBPEHO
m 070-2361

_ antha Brit,

Regutatofy Affairs Specialist

Ormmco Corporation, USA

(Camanva BpurT,

CrieqanycT NO HOPMATHAHLIM BONTPOCaM
Opmxo Kopnopoliws, CUIA)

9 July 2021 r.

Frequently asked questions
SPARK™ Aligner Software System

Yacro 3aAaBaeMbie BONPOCH
Cherema nporpammsoro oBecnevenns Spark Aligner

Paspaborunsx: Ormco Corporation (Opmko Kopnopoitun), CIIIA
TiponspoauTean: Ormco Corporation (Opmxo Kopnopaiium), CIIA

Mecto nponssoacTaa: Ormco Corporation, 200 Kraemer Blvd, Brea, California
92821, USA

Yuoauomouennsiil upeacrasurens 8 Poccun:
O6IECTEO ¢ OTPAKHWICHHON OTBETCTBCHHOCTHIO «OpMKO» (000 «Opmxon),
195112, Pocchs, r. Cauxr-[lerepSypr, ManooxTunckuit np-T, A. 64, nurepa B,
: noM. 26H

mmwmmlmuuWummwm-mcamwm
mnmmmwnnm“mmm:uwmmm
mhwmuahpunnmwmmmmw
Wmmamwmm Ne GYAST PECHPOCYPAHNTS ANEYID
mwmmm-msumwm
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ACKNOWLEDGMENT

A notary public or other officer complating this
certificate verifies only the identity of the individual
who sighed the documant to which this certificats Is
sitached, and not the truthfulness, accuracy, or

validiy of that document.
State of Calfomia
County of Orange )
on July9, 2021 before me, _Pe3gY Youell, Notary Public
{insert name and tite of the oMcer)

Samantha Britt

personafly appeared

who proved to me on the basis of satisfactory svidence to be the person whose name is
subacribed to the within instrument and acknowladged to me that sha executed the same in her
authorized capacity, snd that by her signature on the instrument the person, or the entity upon
behalf of which the person acted, executed the instrument.

| cortify under PENALTY: OF PERJURY under the laws of the State of California that the foregoing
paragraph Is true and comect.

WITNESS my hand and official seal. R~y
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FAQ

Below you will find some of the most frequently asked Spark questions.
For additional information, please call our Spark Support Team at
800-854-1741 or email us at Spark.Support@ormco.com

Q: Whatis the current status of my case?

A Once you log-in to your Spark account at aligners.ommdigital,oom
you may check the current status of each case from your patient list
page. Cases that require your action are listed in the Action Required
tab. Cases that are currently in progress can be found in the
With Ormco tab,

: Where is my Sparkshipment?

: Once you log-in to your Spark account at aligners.ormcodigital.com,
you may track your shipment by navigating to the Shipped tab. Simply
click the track icon in the Status column to track your shipment.

> O

. Howcan i learm more about Spark Approver so ftware?

. The Spark Approver Software Quick Start Guide can be found
on the education page in your Spark Case Portal.

> O

To schedule a training session, please contact Spark Support
at 800-854-1741. or Spark.Support@ormco.com for assistance.

: Howdo I piece an order?

. To submit a new Spark patient, click on the Add Patient button from
the patients list page in your Spark Case Portal. The case submission
process is designed to be quick and easy.

>0
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citan ALIGBNE? SYSTEM

Q: Howdo i downioad the Approver software?

1

Via Internet Explorer .0+, Firefox 50.0+, Chrome 51.0+ and
Safari 10.0+ browsers, go to aligners.omncodigitai.com

. Enter your username and password to access your account.

If you do not have a username and password, contact your sales
representative, or email Spark.Supportig>ormco.com

. Go to Heip> Downioad Approver and then Select

Download Installer for either Windows or MAC.

. Click Run and follow the Software Installation instructions
. The Approver Icon will appear on your desktop.

. For complete installation steps you may also access the

Approver Software Installation Guide also located on the
Download Approver page

. The Spark Approver software is designed

to run on PC platforms running:
* Windows 7
* Windows 10

. The Spark Approver software also runs on Mac OS 10.12+ systems.

. Screen Resolution 1280x768 and above is required.

SPARK FAQ

12/2019



MepeBOA C aHTNUIACKOTO A3blKA HA PYCCKUIA A3bIK

Ha opuymanbHom 6n1aHke OpmMKO

approved/ono6peHo
<neyaTb OpMKO> 070-2361

<noAgnuceh>

Samantha Britt,
Regulatory Affairs Specialist
Ormco Corporation, USA
(CamaHTa bputr,
CneupanncT No HOpMaTVBHLIM BOMpPOCam
Opmko KopnopaiiwH, CLUA)
09 uiona 2021 r
Frequently asked questions

SPARKNM™N Aligner Software System

UacTo 3azaBaemMble BONPOCHI

Cuctema nporpammHoro obecneyveHnsa Spark Aligner

Paspa6oTumnk: Ormco Corporation (Opmko KopnopaitwH), CLUA
MpounsBoguTensb: Ormco Corporation (Opmko KopnopaliwH), CLUA

MecTo npousBogactea: Ormco Corporation, 200 Kraemer Blvd, Brea, California
92821, USA

YNoNMHOMOYEHHbIW NpeacTaBuTenb B Poccun;

O6LecTBO C OrpaHUYEeHHOW OTBETCTBEHHOCTbLIO «OpMKOo» (OO0 «OpMKOo»), 195112,
Poccus, 1. CaHKT-IMeTepbypr, ManooXTUHCKWUIA np-T, 4. 64, nutepa B, nom. 26H
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HOTAPNANIbBHOE CBUAETENBCTBO

FocynapCTBEHHbI  HOTapUyc WAWM  OPYrol  chayXawwuii, 3anosHABLUNIA
HacTosilee CBWAETENbCTBO, YAOCTOBEpPsieT TOMbKO JIMYHOCTb /uMua,
nognucasllero  AOKYMEHT, K  KOTOpOMY  npwunaraetcs  AaHHoe
CBWAETENbCTBO, & HE TOYHOCTb UM BEPHOCTb 3TOTO JOKYMEHTA.

Wrat KanndopHus
Okpyr OpuHpax )

Ceroansi, 9 Mans 2021 rogg, nepeao mroi, Ierrn KOsnn - rocyAapCTBEHHbIA HOTapyC
(Ykazarb UM, haMUInIo U JO/MKHOCTb CNYXALLEro)

NIMYHO ABunace CamaHTa Bpurr

KoTopas noATBepAnaa Ha OCHOBAHUW y6eauTesbHbIX A0Ka3aTebCTB, UTO SABNAETCSA NMLOM, YbM MMEHeM nognucaH
[OKYMEHT, U 3aBepuia MeHsl, YTO nognvcana ero B CUy UMEIOLUXCSA Y HEe NOSIHOMOUNIA, W, MOCTABUB CBOI MOANWCH
Ha [OKYMeHTe, (hu3nyeckoe WU lopuanyeckoe AnLo, OT UMEeHM KOTOPOro fMuo AelicTBOBano, NMOAMUCANo LaHHbIi
[IOKYMEHT.

1 ceuaeTenscTBylo nog YTPO30M HAKA3AHWA 3A COOBLLEHWE 3ABEAOMO JTOXXHOW MHO®OPMALMN
COrnacHo 3akoHaMm LTaTta KasmgopHus, 4To BbllleykasaHHbIN ab3al, AB1SAeTCA TOYHLIM U BEPHLIM.

3ACBUAETE/NIbCTBOBAHO moeli noanvcelo 1 ohrymanbHON nevarbio.

Ty
nerrv «Q3AA p
FocypapcTBeHHb|il HoTapuyc- C
Kanutopkuns L
Okpyr O munsimx p

NNUEH3NA » 23511
CpOK MOMX MNOTHOMOYUI ncTekaeT
21 masn 2025 roga

Moanvcs  (Noanvchb) .(Meuarb)
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YACTO SAOABAEMbIE BOTIPOCbI

Hwxe Bbl HalijeTe HekoTopble U3 Haubonee 4acTo 3ajaBaembiX
BonpocoB no Spark. AnA nonyvyeHuss AONOMHUTENbHOW WMHOpMaLmm
npocum obpawatbcsa B Hawy cnyx6y noggepxku Spark no TenedoHy
800-854-1741 nnu no 3N1eKTPOHHOMY agpecy
Spark.SuDPort@ormco.com.

0}Kakoi TeKywnii cTaTyc MOEro KJIMHMYeCcKoro cayyasn?

A:Boliga B CBOIO yyeTHyH 3anncb Spark Ha cante
atigners.ormcodigital.com, Bbl MOXeTe NpPoOBEPUTb TeKYLLMWNA
cTatyc KaxAoro KJAMHWYECKOro cfyyas Ha CcTpaHuue cnucka
naunmeHToB. KnuHuyeckume cnyvau, Tpebywliue Bawux [eACTBUNA,
nepeuncnenbl Ha Bknagke Action Required (Tpebyetcs
AeNcTBME). KnumHudeckue cnydaun, KOTOpble B HacTosiee Bpems
HaxogATca B npouecce pa6oTbl, npuBeaeHbl Ha Bknaake With
Ormco (C Opwuko).

Q:0ie mon oTnpaBneHHble anailiHepsl Spark?

A:lMocne Bxoga B CBOKW Yy4yeTHyw 3anucb Spark Ha caitTe
atigners.ormcodigital.com, Bebl MoxeTe oTcnexuBaTb
oTnpaBneHue, nepeiiga Ha Bknaaky Shipped (OTtnpasnexo). MpocTto
HaXXMUTe Ha 3HA4YOK OTCNexuBaHWsA B KONOHKe Status (Ctatyc) ans
OTC/IeXMBaHWUS OTNpaBieHus.

QIKaK s mory y3HaTb 6onbwe o MO Spark Approver?

A:KpaTkoe pykoBoacTBO nonb3osatensd MO Spark Approver HaxoguTtcsa
Ha cTpaHuue obyyeHus noptana Spark.

ONns nnaHupoBaHUs Kypca o6ydeHuss npocum 06paTUTLCA B CAYX6Y
nogaepxkn Spark no TenegoHy 800-854-1741 wam  no
anekTpoHHoMy agpecy Spark.Support@ormco.com.

("1Kak pasmecTuTb 3aKas? n

A:[lna BHeceHuss HoBOro naumeHtTa Spark Haxmute KHonky Add
Patient (J0o6aBnTb NauMeHTa) Ha CTpaHule Cnucka nauveHToB Ha
noptane Spark. lpouecc BHeCEHUA  KIWHUYECKUX  C/yyaes
paspaboTaH ObICTPbIM W NErkKuMm.

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

SPARK'

CLEAS AU'SNHS rVOTEM

Q|KaK3arpy3V|Tb NoO Approver?
1. C nowmowbio 6paysepoB Internet Explorer 11.0+, Firefox
50.0+, Chrome 51.0+ and Safari 10.0+ nepelignte Ha cait

atigners.ormcodigitat.com.

2. BBeauTe uMA nosb3oBaTens U Naponb Afs AocTyna K CBOeW
Y4Y4eTHOW 3anucu.
Ecnn y Bac HeT MMeHM nonb3oBaTens u napons, obpatuTecb K
BawemMy TOproBomy mnpefcTaBuTeNt0 WAW  HanMwuTe Mo
3/1eKTpPOHHOI noyTte SDark.SuDDort@ ormco.com

3. Mepeiignte B pasgen Help (CnpasBka) > Download
Approver (3arpy3utb Approver) u Bbi6epute Download
Installer (3arpy3nTb nporpammy yctaHOBKW) ans Windows
nnn MAC.

4. Haxmute Run (3anyctmtb) u cnegyiiTe WHCTPYKUMSM MO
yctaHoBke [10O.

5. 3Ha4yok Approver nosBuTcA Ha Bawem paboyem cTone.

6. NS nony4vyeHuMs NOSHOW MHopmauMnm O warax yCTaHOBKMU Bbl
Takxe MoxeTe 06paTtuTbCA K PYKOBOACTBY NoO ycTaHoBke [1O
Approver, KoTopoe Takxe Haxoautcs Ha cTpaHuue Download
Approver (3arpysutb Approver).

7. MO Spark Approver npegHasHadyeHo pAnsa  paboTbl  Ha
nnatopmax MK nog ynpasneHuem:
e Windows 7
* Windows 10

8. MO Spark Approver Takxe paboTaeT Ha cuctemax Mae 0S 10.12+.

9. TpebyeTtca paspeweHue gucnnes 1280x768 u Bbiwe.

Spark FAQ

12/2019



MepeBoA C aHrNWACKOrO A3blka Ha PYCCKUA A3bIK BbINOMHEH NEPEBOLYMKOM
CtoTaHoBON Bwuonettori PomaHoBHOW. [loATBep)KAak, YTO BbIMOAHEHHbIN MHOM

nepesoj ABNAETCA NpaBW/IbHbIM, TOYHbIM U MOJTHbLIM.

Poccuinckan depepaymns
CaHkT-MeTepbypr
[dBajguaTb BOCbMOro UONS ABe ThiCAYMN ABajLaTb MEPBOro roja.

s [13eHC AnekcaHap [eoprvueBuy, BPEMEHHO MCTIOMHSIOWMIA 06S3aHHOCTU

HOoTapuyca HoTapuasibHOro okpyra CaHkT-IeTepbypr [3eHc Hataib AHaTonb”
CBMAETENbCTBYIO  MOAJ/IMHHOCTL  Mognucn  nepesogumka CrenaHoBo Buom bl

PomaHOBHbI.
Mognuck caenaHa B MOEM NPUCYTCTBUN.
JIn4yHoCTb NoAnuMcaBLUIero JOKYMeHT YCTaHOB/eHa.

3aperncTpupoBaHo B PeeCTPe: M 78/80-+/78-2021-

1LIeHMe HoTapuanbHoro genctems: 500 py6. 00 Kon.

A.l". N3eHC

TOro B HacTosiLLEM [OKYMEHTE:
8 (BoCemb) nncTOB

A.l". [13eHC
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