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Republican Unitary Enterprise

“Center of Examinations and Tests in Health Service”/

whom it may concern
YHUTapHOEe NpennpusTHe

«lleHTp 3ZrCcnepTHs M JMcCOHTaHMI B 3O0paBooXpaHeHum» /
Ina npenocraBieHMS Mo MecTy TpeboBaHmMA

Statement

Hereby we, Ormco Corporation,
200 S Kraemer Blvd, Brea,
California, 92821, USA, in
regards with our request for new
registration of Ormco
orthodontic medical device in
Republic of Belarus, hereby
inform you that:

Brackets, Buccal Tubes, Molar
Bands, Crowns, Orthodontic
Archwires and other orthodontic
devices are intended for used
only by licensed dental
practitioners (orthodontists)
who have been trained to use
these products for orthodontic
treatment. In connection with
this, instructions for use are
not available for these
products.

This fact does not wviolate
current FDA requirements in
force.

Sizg;rely, -

Avgic 7=l
Patrick Daly

Regulatory Affairs Supervisor

Ormco Corporation | 200 S. Kraemer Blvd, Bldg. E | Brea, CA 92821 | 800.854.1741

December 14, 2021
14 nexabps 2021

3asaBiieHMe

HacToaumm Me1, Ormco Corporation (200
S Kraemer Blvd, Brea, California,
92821, ClUA), B CBA3M C HaWMM
Sa5BJICHMEM O HOBOM perucTpalmm
OPTOHNOHTUYECKMX MEOULMHCKMX M3 IOesTmi
Ormco Ha TeppuTopMU PecnyBmauku
Benapycs, MHOOPMMPYEM O ClenyioumeM:

BpekeTr, meuHile TpyGKM, XONmbla ms
MOJIAPOB, KOPOHKM, OPTONOHTHUUYECKMe
AT M OPpYyTHMEe OPTONOHTMYECKUE M3IesMs
npenHa3HadYeHsl OJIA MCOOJbL30BaHMS
TOJIEKO JIMUEH3MPOBAHHEIMM BpayaMy—
CTOMaToOJIOTaMM (oOpTOHOHTaMM),
npouenuyMy obydYeHMe MO MCOJb30BAHUD
JaHHBEIX NPOLYKTOB OJIS OPTONOHTUYECKOTO
JIedeHus. B CBASM C 3TUM, MHCTPYKLUM
[IO NPMMEeHEeHMM A NaHHOW MPOOYKUMM He
NpenyCMOTPEHE,

3TO OOCTOATENLCTBO He SBISeTcH
HapymeHreM OeNCTBYOWMX TpeboBaHWi
FDA.
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