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Pre-clinical Testing Guidance for Optical Coherence Tomography Ophthalmoscope
109.6

(|

1 *%ﬂiﬁﬂﬁ#?%ﬁﬁﬁﬁﬁﬂéwﬁﬁ”ﬁ% TR BREAR TR EFAR 2
BHPOAE TRAPRIACTHLEIL FRABHARE Y FAORP S MR RP
*%**%iw%ﬁ‘ﬁﬁl Hn RN ZEREER (FTRADRRE /BRI E%S)
’\’p.‘%}ﬂ °

2. P RRAFRBARFLFITHM L RPRFRP AT L 2R (ARG e s EFRA &
BX2 A4 RMRAS TN BHEARF LA 2H AN R ARPRELBRA
Bears|g P 2L BR@TR (FRADRIFEZ/ARERKR) TR F 2 RBAER? 2h A7

3. RADPRIBTHAS HERHFRE (FLRBAP L ERFPRZ AHLRE) 23~ Rk
EY- 21 EF £ X

4 IRBRAEFAARREAD > BRTAM I REPFETCHRL UERES AP F BT L
MEFARELX 2R

5. &RRBIr A RRIARS A AL FY S B AT REE 09 L UBRA FHLRE o h R
iﬁé%”5%1ﬁ°“*ﬁﬁ“ﬁﬁuﬁfﬁ7Fﬁﬁﬁ’%%%ﬁﬂéﬁﬁﬁﬁﬁﬁﬁﬂ
2R TR 2 R -

6. WM ® LRE S 2R aRARSIFL 323k L(DEFREY B HHEA
BRI ZEFR Q2 23R R GESRRARE 22 PN PP FEEGERL
PRI 2R R -

7oA SIRE TG B Ak SARE T RERE o f R FRATRIRE L R

-~ *ABET 2 FR FTHF F(Scope)
AR AR I R RE Sk B e 38 %7 & 47 B & (Optical coherence tomography - i #z0CT) 2 p%
A 7 i * § S 4 (Scanning laser) ~ ¥ #%(Direct) 1 # f #(Indirect) & & - OCTH A 4L A1 * %
i+ # £ ip|#+=(Optical interferometric measurement technique) 2 2 e 3§t & il T SHA2 & 507 o 0 R
EEPR KR o
AMRRAED R RRESG AT AP (oD PASTE) 2R N E (4 PR
BARYS « sE ok s BHE) o

s AP B g% B4t 2 72 ig {32 2 4 8 4 557 (Regulation number) 2 # &% (ldentification)
24 5% M.I1570p% )&&i(Ophthalmoscope)

Rig®s: 2
B U RARL EPGRAESUAT NS DA BTAEH T kAR
f:}&—ﬂg_ _E_i‘ﬁk’ (li_”g_ y 7 /‘R/YE ’ BB;P"EQI y X 3?\2‘3,1%*")

v A &4k 2 . (Product description and Specification)
1. 7 kA $(Power supply) -
2. % <t (Dimension) ~ £ & (Weight) -



3. ¥ TR B 1% 2 (Operating conditions) ~ # 75 ¥ 3 1% i+ (Storage conditions) : 7 B E & 2 48 %

4, PekiizmsZ H a8 A REP S IERE (F R inAeE Hir B ) o

5. K& i d it RIRAELE ~ KR L 0 £ 2PE1SO 15004-23p kiR L £ i F oo

6. ARfNA K B REERIEFRER

7. ARMCE R B3 (Presentation of retinal thickness maps) @ 2 % 32 3% (de @ 454 ~ A pp) b
Bt AR

8. #™ & & (Angular field of view) -

9. mHHF4 B s (Image quality) » @ 7 T 5 Sl

a) Xfh (Fh>w) BHA -

b) Yih (L2 #HH > w) B4R -

C) Z#h ($he ) fE4TR

d) mZ#hE & 5 SoBcfTiR] F 20 2wk (Signal to noise ratio as a function of Z position) -
0. ¥ ugjg:] 41 4% % #¢ 3] (Data export) °

& 22 # R E% T (Safety and Performance data)

#P B~ FRE /D BEFRE 433

AEAHAE XK~ kB ER R RS | -IEC 60601-1: 2005
RO EPRET (FREWRL) 2 RBP4 /AMD1: 2012/COR1.:

1.7 % >3 "Lrpl‘ﬁif?ffﬂ%”b*ﬁ“f’ NH - S 2014
(Electrical safety test) | ek # 4 2> & 4 H - choh & F ¥ 250 -1SO 15004-1: 20062
A&ED FHBASEALR B FIRR
A2 BT (TELDJIDREE) o
TRAD T R AEdEHHIVARTEATRANE B R -1EC 60601-1-2: 2014°
(Electromagnetic BAMGPTEFE P A EIRTESF
compatibility test) B B0 Rl A AR o

-1SO 16971: 2015*

3 kfFHF 2R -1S0O 15004-1: 20062
(Optical radiation A& REFTRRE 2HTR o -1S0O 15004-2: 2007°
hazard) -1EC 60825-1: 2014°
-1EC 62471: 2006’

4.1 R FE TR F e a2 AR T AR o “F R E Ay 518
(Software validation)

(1) A3 E R Bl ¥ (Presentation of retinal -1S0 16971: 2015*

thicknessmaps) : z £ > 3% (4r 424

5.7 i MR BRE) SRR AR R
(Performance test) (2) A% & & (Angular field of view) -

(3) & Pl#mx A& (Depth scaling) °
(4) ¥ & F(Image quality) » e 2 ™ 7 S8

2




e R~ FRE /SRR T RRE 432

a) X#h (4> w) fRH7R -

b) Yih (L2 #F# > %) f347 & ~

C) Zh ($he ) fETR

d) 2 ZghA S S#crrip] 1 2 ek (Signal

to noise ratio as a function of Z position) -

(5) P AR ARz 2 OCTHd A2 $izfr

(Calibration co-alignment of fundus image and

OCT scan) »

I~ g“»—‘%,’-i')fle(References)

1.

®©

IEC 60601-1: 2005/AMD1: 2012/COR 1: 2014 Corrigendum 1 - Amendment 1 - Medical electrical
equipment - Part 1: General requirements for basic safety and essential performance.
ISO 15004-1: 2006 Ophthalmic instruments - Fundamental requirements and test methods -- Part 1:
General requirements applicable to all ophthalmic instruments.
IEC 60601-1-2: 2014 Medical electrical equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral Standard: Electromagnetic disturbances - Requirements and
tests.
ISO 16971: 2015 ophthalmic instruments - Optical coherence tomograph for the posterior segment of
the human eye.
ISO 15004-2: 2007 Ophthalmic instruments - Fundamental requirements and test methods -- Part 2:
Light hazard protection.
IEC 60825-1: 2014 Safety of laser products - Part 1: Equipment classification and requirements.
IEC 62471: 2006 Photobiological safety of lamps and lamp systems.
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	一、 本基準適用之醫療器材範圍(Scope) 本檢測基準僅限於技術特點為光學同調斷層掃瞄儀(Optical coherence tomography，簡稱OCT)之眼底鏡，不適用雷射掃描(Scanning laser)、直接(Direct)以及間接(Indirect)眼底鏡。OCT眼底鏡利用光源干涉量測術(Optical interferometric measurement technique)以及組織對光源的散射程度的不同，藉以重建眼底影像。 本檢測基準不適用眼底鏡除成像外其它特殊功能（如：影...
	二、 本基準適用醫療器材之衛生福利部公告分類分級品項(Regulation number)及其鑑別(Identification)
	三、 產品敘述及規格(Product description and Specification)
	四、 安全性及功能性試驗資料(Safety and Performance data)
	五、 參考文獻(References)



