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Basic information of the manufacturer

In order to apply for 05D approval in Tatwan, I hereby authorize Plastic Indusiry

4 4 . % ! w408 B \ og *j-
Technology Development Co., Lid. (address: No39, Gongyequ 38 Rd., Xirun Dist., ?E HH . %&} * ~ Eﬁ
Taichung Cify) to register the 0SD for ABC Lid. (address: No.l, DEF Rd., CHLIE Dist. P:ﬁ z % *“’ & i.li')’ iJJ:

LMN City, Mars) in Taiwan. I also confirm the following information is true and most

updated.

1. Year of establishment: : 2011

2. Number of employees: : 11

3. Does the mamifacturer produce any products except medical devices? For
mstance, medicines for human purposes. vetennary medicinal product, cosmetics or
foods and efe.

M No O Yes r Please specify

26y = o U mE B K
4. Since the approval of QSD registration. has there been any major change to HH EE A== " zl: =N ’l’

the manufacturer? (e.g. Change of company’s ownership + Orgamizational >
changes « Quality system changes - Expansion of production line - changes of - 5 IE W 'ﬁ“
manufacturer name and address, histery of mergers and acquisitions. etc.)
OMNe O Yes : Please specify [l Mot appheable (Tmihal application)

5. Has the manufacturer provided the up-to-date and valid version of quality

mamual, document list, and quality system procedures m this application?

| BCH

[ Not apphicable {Application under the abbreviated mode for manufacturers
located i the U.5. or in European Union member
states/TISwitzerland Tl Liechtenstein under technical cooperation program)

Name : Mars Signature: %&-‘f{!

Title : Director of Administration &Quality ﬁa'% % % A E\ Hgﬁ ﬁg * ﬁi % & E
i 20 4% HA(EEEHEHFEHIFER)
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M St
BZI| AR ISOI3485
BFiEE M SOS
EELASEBM T 2021.12.21
= 52 | ®mEARSUH
m | A [ BEFMSBR": QMO | #4788 202111 [fRA: A
u B. XA RBAERF XL B/~ RAR)
= C. |®Bi&usFxaH"
B& B4 | ISO 13485:2016 BEXHGEE | BA
ot "H % ¥
# B R
2HREE
¥ RHEEHRRHK
= #F114& | 4.2.3 Medical device file SOP001 A
u #124% | 4.2.4 Control of documents SOP002 A
= #134% | 4.2.5 Control of records SOPO002 A
AT ESLTHR
[ #474% | 7.5.1 Control of production and SOP003 A
service provision
[ #554% | 7.5.9.1 General, Traceability SOP004 A
BAE EA -~ 5 ANE
[ #634% | 8.2.2 Complaint handling SOP003 A
[ #644% | 8.2.3 Reporting to regulatory SOP006 A
authorities
[ #691% | 8.2.6 Monitoring and SOP007 A
measurement of product
= #7645 | 8.5.2 Corrective action SOPOO08 A
m #774% | 8.5.3 Preventive action SOPOOR A
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Document No.Z20U72-00 | Version 5.0 l Device Master Record (DMR) Page 1/1
Item Content Remark A E-ﬂ %
Device Name Compact Cardiovascular Ultrasound System
Specification TR-250NIV-P ~ TR-250NIV-ST
Indications for | TR-250NIV Diagnestic Ultrasound Systems is intended for diagnostic 2 = O *E *g
Use ultrasound imaging in B (or 2- D), M-mode (including Anatomical -[Enn
M-mode), Pulse Wave Doppler, Continuous Wave Doppler, Color
Doppler, Tissue Doppler Imaging and Harmonics (Tissue and Contrast) BER s
modes. It is indicated for diagnostic ultrasound imaging and fluid flow 1 .Eﬁ%gﬂm!’li * E
analysis in the following applications: Ophthalmic Intracperative S
Laparoscopic Fetal Abdominal Pedhiatric Small Organ Adult Cephalic % ﬁ E ﬁ E Eg
Neonatal Cephalic Trans-vaginal Musculo-skeletal Gynecological Cardiac
Adult Cardiac Pediatric Trans-Esoph  (Cardiac) Intracardiac echo
Peripheral Vessel Other (Carotid).
Labels LT/TS28W-01 | Package drawing of Ultrasound System m—
LT/TS/031-01 | IFU of Compact Carchovascular Ultrasound System 3 . E m
E
LT/TS/O3L-01 | Label Information of Compact Cardiovascular
Ultrasound System
Manufacturing | LT/TS/03T-01 | Manufacturing flow chart of Ultrasound System 4 % E 2 ﬁtg &
instruction LT/TS/21T-15 | Module assembly work instruction of Ultrasound = h
System
LT/TS/00T-12 | Laser welding work instruction
LT/AD/PM15 | Production workshop clear up management regulation
LT/AD/PMIB | The administration regulation of production workshop / 4 a ¥ " ﬁ ﬁ A m‘é
Packaging, LT/TS/02T-08 | Packaging work instruction of Ultrasound System . N
Storage, LT/ST/02T-12 | Product handling, storage and transportation standard Z*E *g » E r'i
Transport
instruction
Distribution | LT/AD/PM20 | Management Rule of Distributors 'ﬁ 4 E ﬁ Ziﬁ *g & *EDE g
instruction LT/ST/02T-18 | Shipping, and Distnbution standard *
Quality LT/TS/04T-07 | Incoming matenial inspection work imstruction of
Control Ultrasound Svstem = s
instruction LT/T8/04T-08 | In-process product inspection work instruction of i 5- I==] iﬂu E EE % E r.;-
Ultrasound System
LT/TS/04T-09 | Fimshed product inspection work mstruction of
Ultrasound Systemn
LT/TS/04T-12 | Wireless inspection work instruction of Ultrasound TR-250 ! hY oty
Systemn NIV-P 6- M‘EZﬁ%Eﬁ
Installation Not applicable
instruction
Service LT/ST/02T-35 | Produet service and repairing work instruction of J N
instruction Ultrasound System i 7 . M\g 2 EE ﬁ E g
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