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Statement BaaBJeHue
B Hereby we, Ormco Corporation, Hacrosmmm Mer, Ormco Corporation (200
— 200 S Kraemer Blvd, Brea, S Kraemer Blvd, Brea, California,
California, 92821, USA, in 92821, CIIA), B CBA3KM C HammM

regards with our request for new 3afBJEHMEM O HOBON perucCTpaLuUn
registration of Ormco OPTONOHTUUECKUX MEINMLUMHCKUX W3Ot
orthodontic medical device in Ormco Ha reppuropmm PecryGmukm
Republic of Belarus, hereby Benapyce, nugopmupyem o cremymomen:

inform you that:

Ormco Corporation designs, Kopnopauus Ormco paspabarmBaert,
NPOMBBOOUT M BEIBOOUT HA PHHOK

BEICOKOKAUECTBEHHEIE MeIMLMHCKME
n3nesmnsa mjd OPTOINOHTUUECKOTO JIeUEHUS
Oojsiee uem 60 JeT, B MNOJIHOM
COOTBETCTBUU C IEMCTBYIOWLMMA
TpebosaHusamu FDA.

manufactures and markets high
quality medical devices for
orthodontic treatment for over
60 years, in full compliance
with FDA requirements in force.

BpekeTrl, meuHble TPYOKM, KOJbLlA HJIS
MOJIIPOB, KOPOHKM, OPTOIOHTHUECKME
OyTU M OPpYyTUE OPTONOHTUUYECKME UIINeSUS
npenHasHa4YeHb IJI8 MCIIOJb30BaHMS
TOJIbKO JIMLEH3UPOBAHHEIMY BpadaMu—
CcToMaToJIoTaM (OPTOIOHTaMM) ,
nopomenmmmMyt oByUeHMre 10 MCIIOJb3OBaHUD
HaHHBIX NPOAYKTOB IJIS OPTOINOHTUYECKOTO
JISUEHMA. B CBA3KM C 9TUM MHCTPYKUMM IO
NPUMEHEHMI0O He [IPeNOCTaBJISOTCH.

Brackets, Buccal Tubes, Molar
Bands, Crowns, Orthodontic

— Archwires and other orthodontic
devices are used only by
licensed dental
practitioners (orthodontists)
who have been trained to use
these products for orthodontic
treatment. Therefore,
instructions for use are not
available.

970 0BCTOATEJNLECTRO He ABJseTcda

This fact does not violate N .
HapymeHueM NeMCTBYRIMUX TpeBoBaHUMi

current FDA requirements in

force. FDA.
Sincerely v w __ yBaxeHMeM,
Patrick Daly Marprk [smnm,

Regulatory Affairs Supervisor Cynepgaiisep 110 HOpMaTHBHBIM BOIIPOCaM
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