[epeBog, C PyCCKOro i3bIKa Ha aHMMACKIA S3bIK
| CERTIFY

Director, Internationai®ales

Ortbo Organizers, Inc.
«26» January 2021

Supplement #2 to the document
INSTRUCTION FOR USE

Carriere MOTION 3D Orthodontic Appliance with accessories, designs
MANUFACTURER
Ortho Organizers, Inc., USA

(in accordance with the letter of the Federal Service for Surveillance in Healthcare (Roszdravnadzor) on
return of documents No. 10-77360/20 of 25.12.2020 and also taking into account the comments indicated
in the notification on issue of medical device clinical trial permit (Letter of Roszdravnadzor dated
15.10.2020 No. 10-60784/20))

MEKTPOHHAS KONUS OGOPMAEHA LIEHTPOM WCTILITAHMI 1 PETHCTPALIMH MELMLIMHCKUX U3AEM



Carriere MOTION 3D Orthodontic Appliance with accessories, designs:

L Carriere MOTION 3D Clear Class Il Orthodontic Appliance
Set: 2 pcs per package. Sizes (mm): 16, 18, 20, 23,25, 27.
- User manual -1 pc.
Accessories:
- Ruler - 1 pc.

2. Carriere MOTION 3D COLORS Class Il Orthodontic Appliance
Set: 2 pcs per package.
Color; Silver. Sizes (mm): 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27,
28, 29, 30,31,32, 33, 34.
- User manual -1 pc.
Accessories:
- Ruler - 1 pc.

3. Carriere MOTION 3D COLORS Class Il Orthodontic Appliance
Set: 2 pcs per package.
Color: Blue. Sizes (mm): 16,18, 20, 23,25, 27.
- User manual - 1 pc.
Accessories:
- Ruler- 1pc.

4, Carriere MOTION 3D COLORS Class Il Orthodontic Appliance
Set: 2 pcs per package.
Color: Green. Sizes (mm): 16, 18,20,23,25,27.
- User manual -1 pc.
Accessories:
- Ruler - 1pc.

5. Carriere MOTION 3D COLORS Class Il Orthodontic Appliance
Set: 2 pcs per package.
Color: Purple. Sizes (mm): 16, 18,20,23, 25,27.
- User manual -1 pc.
Accessories:
- Ruler - 1pc.

6. Carriere MOTION 3D COLORS Class Il Orthodontic Appliance
Set: 2 pcs per package.
Color: Gold. Sizes (mm): 16, 18, 20, 23,25, 27.
- User manual -1 pc.
Accessories;
- Ruler- 1pc.

7. Carriere MOTION 3D COLORS Class Il Orthodontic Appliance
Set: 2 pcs per package.
Color: Multicolored. Sizes (mm): 16, 18, 20, 23, 25, 27.
- User manual -1 pc.
Accessories;
- Ruler- 1pc.
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8. Carriere MOTION 3D Clear Class I! Orthodontic Appliance Trial Kit
Set: 6 pcs per package.
Sizes (mm): 23X2, 25X2, 27X2.
- User manual -1 pc.
Accessories:
- Ruler - 3 pcs.

9. Carriere MOTION 3D Clear Class Il Orthodontic Appliance Intro Kit
Set: 12 pcs per package.
Sizes (mm): 16X2, 18X2, 20X2, 23X2,25X2,27X2.
- User manual -1 pc.
Accessories:
- Ruler - 6 pcs.

10. Carriere MOTION 3D Clear Class Il Orthodontic Appliance Standard Kit
Set: 40 pcs per package.
Sizes (mm): 16X2, 18X3, 20X2, 23X3, 25X6, 27X4.
- User manual -1 pc.
Accessories:
- Ruler - 6 pcs.

11. Carriere MOTION 3D COLORS Class Il Orthodontic Appliance Trial Kit
Set: 6 pcs per package.
Color: Silver. Sizes (mm): 23X2,25X2,27X2.
- User manual -1 pc.
Accessories:
- Ruler - 3 pcs.

12. Carriere MOTION 3D COLORS Class Il Orthodontic Appliance Intro Kit
Set: 12 pcs per package.
Color: Silver. Sizes (mm): 16X2, 18X2, 20X2,23X2, 25X2, 27X2.
- User manual -1 pc.
Accessories:
- Ruler - 6 pcs.

13. Carriere MOTION 3D COLORS Class Il Orthodontic Appliance Standard Kit
Set: 40 pcs per package.
Color: Silver. Sizes (mm): 16X2, 18X3, 20X2,23X3, 25X6, 27X4.
- User manual -1 pc.
Accessories:
- Ruler - 6 pcs.

14, Cuwrtlere MOTION 3D Class Il Orthodontic Appliance Trial Kit
Set: 6 pcs per package.
Sizes (mm): 23X2, 25X2, 27X2.
- User manual -1 pc.
Accessories:
- Ruler - 3 pcs.

15. Carriere MOTION 3D Class Il Orthodontic Appliance Intro Kit

Set: 12 pcs per package.
Sizes (mm): 16X2, 18X2,20X2,23X2,25X2,27X2.
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- User manual -1 pc.
Accessories:
- Ruler - 6 pcs.

2. Section “15.1. Package supply" shall be stated in the following revision:

Carriere MOTION 3D Orthodontic Appliances are supplied in following versions:
2 pieces in a package supply:
- User manual, 1pc.;
- Consumer packaging - cardboard box, 1pc.;
Accessories:
- Ruler- 1pc.

6 pieces in a package supply:
- Consumer packaging - thermoformed tray, 1pc.;
- User manual, 1pc.;

Accessories:

- Ruler - 3 pcs.

12/40 pieces in a package supply:
- Consumer packaging - thermoformed tray, 1pc.;
- User manual, 1 pc,;

Accessories:

- Ruler- 6 pcs.

Leave all other sections of the document unchanged.
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who proved to me on the basis of satisfactory evidence to be the person(s) whose name(s) is/are subscribed
to the within instrument and acknowledged to me that he/she”hey executed the same in his/her/their
authorized capacity(ies), and that by his/her/the(r signature(s) on the instrument the person(s), or the entity
upon behalf of which the person(s) acted, executed the instrument

| certify under PENALTY OF PERJURY under the
laws of the State of California that the foregoing

1 a acam i A
- Tﬁ%l 1 paragraph is true and correct
SN ) 1

1 QIDﬂr(B'I%’\- a WITNESS my hand-and official seal.

M/ Comm. Expirn No*tIT|pZ)J n

Signature
Place Notary Sealand/or Stamp Above ature of Notary Public
OPTIONAL

Completing this information can deter alteration of the document or
fraudulent reoffocrtmenf of this form to an unintended document.

Description of Attached Document
Title or Type of Document:

Document Date: .Number of Pages..

Signer(s) Other Than Named Above:
Capacity(ies) Claimed by Signer(s)

Signer's Name: Signer’s Name:

0O Corporate Officer - Tltle(s): O Corporate Officer - Title(s):

0O Partner - O Limited O General O Partner - O Limited O General

O Individual O Attorney in Fact O Individual O Attorney In Fact

O Trustee O Guardian or Conservator O Trustee O Guardian or Conservator
O Other O Other:

Signer is Representing: Signer is Representing:

©2018 National Notary Assaociation
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MepeBo C aHrMIACKOTO A3blKa Ha PyCCKUM A3bIK

YINOCTOBEPEHO MHOW

/noanuce/

Wwnpnu CTaHM

PyKoBoAUTENb OTAENA MEXAYHAPOAHbIX MPOAaAX
OpTto OpraHai3sepe, NHK.

«26» aHBapa 2021 r.

JononHeHne Ne2 K JOKYMEHTY
NHCTPYKUWNA MO MPUMEHEHWNIO

KoppekTop npukyca Carriere MOTION 3D (Carriere MOTION 3D Orthodontic appliance) ¢
NPUHALNEXHOCTAMU, BapUaHTbl UCMO/THEHUA
NMPON3BOACTBA
«Ortho Organizers, Inc.» («OpTo OpraHaisepe, VIHK.»), CLUA

(B cooTBeTCTBUM C NCbMOM Poe3fpaBHaA30pa 0 Bo3Bpate AoKyMeHToB Nel0-77360/20 ot
25.12.2020, aTak)Xe C y4eTOM 3aMeyaHui, yKasaHHbIX B yBeOM/IEHUN O Bblgaye paspeLleHuns
Ha NpoBeAeHne KIMHUYECKUX UCNbITaHWIn MeAULUHCKOro n3genus (nucbMo PoesgpaBHazis3opa

o1 15.10.2020 Ne10-60784/20))
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1. Pasnen «1. Haumenoeaanue METHIHHCKOIC H3ACAHA HAIOKHTE B CICAYIOMEH pelaKiyun:

Koppexrop npukyca Carriere MOTION 3D (Carriere MOTION 3D Orthodontic appliance) ¢
NPHHANIEKHOCTAMY, BAPHAHTH HCTIOMHECHHA:

1.Koppexrop npuxyca Carriecre MOTION 3D Clear Class 11
Kommnexranaa: oo 2 mr. B ynakopke. Paamepn (Mm): 16, 18, 20, 23, 25, 27.
- UHCTpYKIEA O NpAMEHEeHAI0 ~ | 1T
IlpuBapnexnoCTH:
- MamepuTentrHas nuHelixa — 1 m.

2. Koppexrop nprkyca Carriere MOTION 3D COLORS Class I1
Komnnexranus: 0o 2 mr. B YIaKOBKe.
Ipet: CepeOpanntit. Pasmepht (MM): 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26,
27,28, 29, 30, 31, 32, 33, 34.
- Hucrpyxnaa 0o mpaMeHeHmo — 1 .
[IpasagnexrocTa:
- AaMepuTenpHas JiMeeika — 1 moT.

3. KoppexTrop npukyca Carriere MOTION 3D COLORS Class IT
Komnaekrauus: no 2 mr. B ynakobke,
1{per: Cuuuit. Pasmepnt (Mm): 16, 18, 20, 23, 25, 27.
- UBCTpyKIHN N0 NPAMCHCHHIO — | mT.
IpHBaaIeXHOCTH:
- U3meprTenbaan Jmreiika — | mT.

4, Koppexrop npukyca Carriere MOTION 3D COLORS Class 1
KoMiuliekTangs: o 2 mT. B ynakoBKe.
IBer: 3enenniit. Pasmepn (MM): 16, 18, 20, 23, 25, 27.
- MHCTpyKItH4 N0 NMpAMEHEeHHO — 1 mT.
IpaBanneKHOCTH:
- UaMepurenbuag maneiixa — 1 mr.

5. Koppexrop nprkyca Carriere MOTION 3D COLORS Class I1
Komnnekxraung: no 2 mr. B yIakoBKe.
Lper: ®uoneropmiii. Pasmeph (MM): 16, 18, 20, 23, 25, 27,
- UBcTpyKnHS RO NMpAMEHERHIO — 1 mT.
[IparamiexnocT:
- A3ameprTenbras museidika — 1 mr.

6. Koppexrop npuxyca Carriere MOTION 3D COLORS Class II
Kommnexranua: 1o 2 mr. B ynakoBke.
LIpeT: 3onoToif. Pasmeps (MM): 16, 18, 20, 23, 25, 27.
- UHCcTpyXiMa no nmpuMeHenio — 1 mrm.
[MpraaiexHOCTH:
- H3MepuTenbHas naHeHKa — | mT.

7. Koppexrop npuxyca Carriere MOTION 3D COLORS Class 11
KonnnexTamus: mo 2 IT. B YIAKOBKE.
L{per: Pasnonpernnik. Pasmeput (MM): 16, 18, 20, 23, 25, 27.
- MHCTpyKiIH4 110 IPHMEHCHHIO — | mT.
TTpunannekHOCTH:
- NamepHaTensBas naHeiika — | o,
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/
8. Koppexrop npukyca Carriere MOTION 3D Clear Class II ITpo6ustit maGop
KoMiuiekTamus: 1o 6 mT. B ynakoBKe.
Pazmepn (MM): 23x2, 25x2, 27x2.
- HHcTpyKuma mo npuMeHeHuo — 1 mr.
[MpunagnexnocTa:
- UaMeprTenbHAan MTAHEHKA — 3 mT.

9. Koppexrop npuxyca Carriere MOTION 3D Clear Class [I Beoanntit uaGop
KoMnnexrauga: no 12 mT. B ynakoBke.
Pasmepri (MM): 16x2, 18x2, 20x2, 23x2, 25x2, 27x2.

- MHCcTpyk1us N0 IPHMEHEHHMIO — | 1T,
TIpuHaUTICKHOCTH:

- U3mepurensaas manelixa — 6 mr.

10. Koppexrop npuxyca Carriere MOTION 3D Clear Class Il Crannaprasiit saGop
Komnnekranps: no 40 mr. B ymakoBKe.
Pasmepm (Mn): 16x2, 18 x3, 20 x2, 23 x3, 25 x 6,27x 4.
- MBCTpyXius 10 DpUMEHCHMIO — | mT.
[IpunapnexHocTH:
- Mamepuressras Jmneiika — 6 mr.

11. KoppexTop npuxyca Carriere MOTION 3D COLORS Class I1 Ilpo6Gamit raGop
KomMnnekraius: oo 6 mr. B ynakoBke.
Lipet: CepeGpanntit. Pasmepst (MM): 23x2, 25x2, 27x2.
- UHCTpPYKIHMS N0 MpAMEHEHAO — | 1mT.
IlpuBage;XHOCTH:
- amepuTenbHan nueeika — 3 mWT.

12. Koppexrop npuxyca Carriere MOTION 3D COLORS Class 11 Beoansiit naGop
Komnnexramas: 110 12 10T, B YNAKOBKE.
Lipet: CepeGpsnsii. Pasmepur (Mm): 16x2, 18x2, 20x2, 23x2, 25x2, 27x2.
- MHCTpYXIIAS O NPHUMCHCHHIO — |1 mT.
TIpuHAANCKAOCTH:
- UameprTensHan nuncitka — 6 wT.

13. Koppekrop npuxyca Carriere MOTION 3D COLORS Class II Cranaaprusii nabop
Komnnexramns: no 40 1wr. B ynakoexe.
Ipet: CepeGpannt. Pasmepnt (MM): 16x2, 18x3, 20x2, 23x3, 25x6, 27x4.
- MucTpyxaas no npuMeneHmo — 1 .
IlpuEannexHOCTH:
- NsmepHTeNBHAs iuHelika — 6 mT.

14. KoppexTop npukyca Carriere MOTION 3D Class I1I [TpoGrstit zaGop
KomMmiexTanus: no 6 mWT. B YIIAKOBKE.
Pasmepn (Mm): 23x2, 25x2, 27x2.
- MucTpyxums no npaMeHenmio — 1 mr.
[IpuaamnNexBOCTH:
- UaMepHTenbEan JARelka — 3 wr.
15. Koppexrop nprkyca Carriere MOTION 3D Class 11l Beoanziit RraGop
Kommnexramas: no 12 mr. B ymagoBxe.
Pasmepm (MM): 16x2, 18x2, 20x2, 23x2, 25x2, 27x2.
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- IHCTpYKUMA NO NpUMEHeHUIo - 1 1T,
MpuHagneXxxHocTu:
- MiamepuTenbHas nnHenka - 6 L.

2. Pazgen «15.1. KoMMNNeKT NocTaBKU» U3N0XUTb B CNEAYHOLLEN pefakLnn:

KoppekTopbl npukyca Carriere MOTION 3D nocTaBnstoTCa B CNefyoLwmxX BapraHTax:
MocTaBKa B KOMMYeCTBe 2 LUT. B YMAaKOBKe:

- UHCTPYKUMA MO NpUMeHeHuto, 1 wr.;

- NOTpebuTeNbCKas YrnakoBKa - KapTOHHas Kopobka, 1uwT.;

MpuHaaneXxHocTn:

- U3MepuTesibHas NNHelka, 1 wr.

MocTaBKa B KONMYeCTBe 6 LUT. B YMNaKOBKE:

- NOTPebuTeNbCKas ynakoBKa - TepMOPOPMUPOBAHHBIA NOTOK, 1 LWUT.;
- NIHCTPYKLUMA NO NMPUMEHeHuto, 1 wr.;

MpyHaLNEXHOCTU:

- U3MepuUTenbHasa NnHelika, 3 LWT.

MocTaBka B KonMyectse 12/40 LT, B YNaKOBKE:

- NOTPebuTeNnbCKas ynakoBKa - TEpMO(OPMUPOBAHHbIN NOTOK, 11T,
- HCTPYKLUWMA M0 NpUMeHeHuto, 1w,

MpuHagneXxxHocTu:

- U3MepuTenbHas NHelika, 6 LWT.

Bce ocTanbHble pasgesbl JOKYMeHTa OCTaBUTb 63 M3MEHEHMWIA.
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llItar Kanudoprus. 3arepenne. I'paxaanckuit xonexc §1189

HoTtapuyc aiM HHOE JOIDKHOCTHOE JIHIIO, 3ANONHAIOLIEe JAHHOE CBHACTENLCTBO,
CBHJETENLCTRYET TONBKO THYHOCT JIMIA, MOAMUCABINETO NOKYMEHT, K XOTOPOMY IPUIOXEHO
RAHHOE CBHACTEILCTBO, IO He BEPHOCTH, TOUHOCTH K ACHCTBHTEABHOCTH AOKYMEHTR,

llItar Kamudopaus
Oxpyr Can-/Inero

_imm_z_QZ.l_mmhme HoTtaprycy Amange Hnc

HMa ¥ DO/DEHOCTH AOMKHOCTHOIO JIMIIA

JMYHO ABHIICH upr CToaan
Hma (MMeHa) MOATHACABITETO JIALA (JIHIY)

¥ NOATBEPIHUII HA OCHOBAHNH AOKYMEHTOB, YAOCTOBEPSIOIMAX JIAYHOCTD, YTO OH SBJISETCH

JIMIOM, YHEM HMCHEM DOMIIHCAH JAAHHBIN NOKYMEHT, H 3aCBHACTEALCTBOBAI, YTO NOANMCAHHE

BHITOJIHATIOCE B COOTBETCTBHH C €10 MOJHOMOYAAMH H CBOCH NOANACHIO HAa JOKYMCHTE

(H3EYECKOE THIIO WIH OPTaHM3alHA, OT AMCHH KOTOPO# ACHKCTBOBAIO JIHUO, OHOPMAIO

JOKYMEHT.

Llimamn:

Awmanyia Une

Horapuryc — Kanndophus

Oxpyr Can-/luero

INomaoMouusa Ne 2312938

Mo# noaxHomouna ucrexaioT 18 soaGps 2023 roza
NNALl

IIpocTaBbTe NEYATH H/HAH IITAMIT HOTApHYCa

TNon crpaxom HAKA3AHMA 3A JDKECBUJIETEJIBCTBO no 3akonam lItata Kanugopaus s
CBUETENLCTBYIO BEPHOCTD H NPABANBROCTD BHINCH3IOKCHHOIO ab3ana.

B CBUAETEJILCTBO YEI'QO noanHCHEal0 H CKpelfsio OopHIHANLHON meuarsio JAaRHBIA

AOKyMEHT.
INomnace (noonucs)
(IMoxmuch HOoTApHYCA)

I10 BHIBOPY

3anonnenue dannoii unGOPMayUL MONCEM NOMOYL NPEOOMEPAMUMb BHECEHUE USMEHEHULI 6
OQOKYMERm UAYU HE3AKOKHOE NPUCoedurerue oPMB X OPYyZOMy QOKYMermy.

Onucanue DpAISraeMoro J0KyMeHTa
Haspanue u THII ZOKYMCHTA:

JlaTa 3anonHeHHd AOKYMCHTa: Komwaectso crpanmu:

[NoanucaHT, OTIAYHLIH OT YKA3aHHONO BHIIIIC:
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MonHomouunsa MognucaHTa(-o0B):

MM, pamunns nognmcaHTa: O [IOMKHOCTHOE L0 KOMMaHUM -
O [O/MKHOCTHOE 10 KOMMaHUn - JOMKHOCTb JomkKHOCTb
0O MapTHep - O OrpaHn4YeHHbI O FeHepaibHBbIi O NapTHep — 0 OrpaHUYeHHbIN N
0O ®unsmyeckoe nnuo O MNoBepeHHbIi leHepasibHbIi
0O [JoBepuTenbHbI ynpasnatoLwmii O MNoneuntens uam O ®dun3myeckoe nnuo O MNoBepeHHbIl
OMeKyH 0O JoBepuTenbHbIA ynpaBnsaoLmii
O WNHoe: O MNMoneuunTenb Un OrneKyH
O VHoe:
|_|0,CI,I'I NCaHT ABNAETCA MPeEACTaBUTENEM. |_|O,£I,I'I NCaHT ABNAETCA
npeacTaBUTENEM:

2018 HaunoHanbHaa HoTapuasibHada nanara

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



NepeBoA 4aHHOrO TeKCcTa BbINoMHEH nepeBoumMkKoM KpanamHeiM [leHncom AnekcaHapoBsuye.

["opog MockBa.

BToporo deBpans aBe ThicAYN ABaALATb NEPBOro roja.

A, MNpokoweHkoBa EneHa EBreHbeBHa, HOoTapuyc ropoga Moc
nognucu nepesogunka KpannvHa eHnca AnekcaHgposuya
Mopnwuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NognucasLLIero JOKYMeHT YCTaHOB/EHa.

3aperncTpupoBaHo

YnnayeHo 3arcos iji*400 py6. 00 ko

.E. MNpokoLueH

Ho nevatbto {j /nmcT(-a.-0B).

. [poKoLLeHKoBa
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