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Document No. Z 20U 72-00 Version 5.0 Device Master Record (DMR) Page 111
Item Content Remark ! nnn%
Device Name Compact Cardiovascular Ultrasound System
Specification TR-250NIV-F ~ TR-250NIV-8T
Indications for | TR-250NIV Diagnestic Ultrasound Systermns is intended for diagnostic =0
Use ultrssownd imaging in B (or 2- D), M-mode (including Anatomical 2.F=on ﬁ*g
M-mode), Pulse Wave Doppler, Continnous Wave Doppler, Color
Doppler, Tissie Doppler Imaging and Harmonics (Tissue and Contrast) E= - g
modes. It is indicated for diagnostic ultrasound imaging and fluid flow . ﬁE %ﬁ*zm E ~ E
analysis in the following applications: Ophthalmic Infracperative s j Eq
Laparoscopic Fetal Abdominal Pediatric Small Organ Adult Cephalic ;H'HFH ﬁ o E
Neonatal Cephalic Trans-vaginal Musculo-skeletal Gynecological Cardiac
Adult Cardiac Pediatric Trans-Esoph (Cardiac) Infracardiac echo
Penpheral Vessel Other {Carotid).
Labels LT/TS/28W-01 | Package drawing of Ultrasound Syatem *BE —
LI/TS/031-01 | IFU of Compact Cardiovascular Ultrasound System 3. =/
E
LT/TS/A03L-01 | Label Information of Compact Cardiovascular
Ultrasound System
Manufacturing | CT/TSA03T-01 | Manufacturing flow chart of Ultrasound System ;'] 3 = = l?
instruction LT/TS/21T-15 | Module assembly work instruetion of Ultrasound 4' < ﬁ 2 *E *g *35
System
LT/TS/00T-12 | Laser welding work instruction
LT/ADPMLS | Production workshop clear up management regulation
LT/AD/PMI8 | The administration regulation of production workshop / Y ﬁ . m A
Packaging, LT/TS/02T-08 | Packaging work instruction of Ultrasound Svstem 4' g %‘? ﬁ E
Storage, LT/STA2T-12 | Product handling, storage and transportation standard ﬁ *g “~ g
Transport 2 *EEE
instruction
Distribution | LT/AD/PM20 | Management Rule of Distributors 3 fﬁ ;: 1§ .~ 3= l:_'i
i
instruction LT/ST/02T-18 | Shipping, and Distribution standard 4' E 2 'E *i
Quality LT/TSO4T-07 | Ingomming material inspection work instmction of
Control Ultrasound System = BL &5 10
instruction LT/TSO4T-08 | In-process product inspection work instructon of i 5- ==} SEIJ E JIE.I:E.: *ﬂ; E
Ultrasound System
LT/TSO4T-09 | Fimished product inspection work mstruction of
Ultrasound System
LT/TSAO4T-12 | Wireless inspection work instruction of Ultrasound TR-250 A = M4 I3
Systemn NIV-P J 6%‘%2?%%&123-
Installation Not apphicable
instruction
Service LT/STAOXT-35 | Product serviee and repairing work instruetion of - Y }Q = E
instruction Ultrasound System 7 Ll M\ % 2 HE 23 *EE
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