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2016 - 88 5.70
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2018 4 348 1.10
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34 EXKHOBLE - REEHICETAHE (GMP, QMS, EXRFF%) ONEKk
VFoEE (EREE~OESEET) 12OV T

o EXRMEIIRITIHE

BEICBWTIL, TFDA OEFELEDE V = E%m@whk%L IBWT, EEHOHY
& EEEMHEIN TS, U EERBH 25545, 5

o HVE EHRimOMRE L RiE

9% 57 4

EHGLOME T, EERME TEMTO b0 &35, ERMLELETIHIX, &

L TR E IS & R E S, THEHE (Factory Management Act)

cibl%ﬁﬁmﬁ@ﬁM@5MTwé%é B OV e T8 A A Ry DR
ftikﬁﬁn%%%E%&fé%@f%é%ﬁ%@%\I%ﬁﬁ% ﬁ

d%Iﬁﬁﬁ%ﬁbﬁHﬂﬁﬁ%&wo

Eiﬂﬂﬁ%L WX, T okusk. &%, Mk OANE., A, WEER, £
B, Wi, @@ﬁ‘g@ﬁfﬁ@k@ F DM OBESF N VBER I L, EESLD
GMPK@%L&&&&&%# e EERAE R OREEZK T L CTERE S
Z. BERLELET A v A B REHICOLEEZBBT I N TE D, &
O OHIPRIE, = ﬁi%@ﬁ% X0 EHKILD GMP 238574 5 SLED
TR AR O BLEEF ITITE A SR,

m@ﬂﬁﬁ%ﬁtb E%m%L%74?/X%xjti% ik,
B RICGGEHELZHET L7010, HifB 2+ 20N T 5,

AT 2 EHOMEIT, EIELEZEAT HNEORE THIZOWTHER L, ot
B RITEMICUINEIZSE UT, YA EORE T2 mET 57
W, BEZMMNIIRET 20D ET 5,

91O ESK S T r 8 T, PR R84 R R O R R EE Y /s It
RITEDDLHDET D, HFH2HEDERKMD GMP 1L, TREERHERNDED D
LD LT D,

F2HEDOERMLERT A v A, PREEM, FETHRLORE, FKBLED
A BRI, 3EDREAEDRELL, IRAL DL, £ OMETI~&
FIHL, TREFHERLERPED D,

% 57-1 4%

3K L O FE RS OB T Ic BT, BT e 2 AR SR o AN
BE-> T, T IIHFRIT L » CTRE SR T S0,

AITE D TR AT FEHFTIL, PREEFHAERORAI 2 T 72 ud, [RIRECH
OB A RS LTI 60, UL T UTEEFT IR 7 o B B9 cildk
U7z B R, PREEHEEROBA 22T 2TV ARICHER L Cidie s
7200,

%5 58 5
PR AL ELE T E, PR EE AR OAGENRVERY . oo THIZEIR O

EERFELTEY , MO TN O EERLOUEDRFEEZZIT 2V 3T5HZ LI
TR0,

52 https://law.moj.gov.tw/ENG/LawClass/LawParaDeatil.aspx?pcode=L0030001 &bp=6
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o [EIKSHEEREEEHN
BBICEWTIE, ER i ERE RN (201345 3 A 11 HifT, 20134F 7 H 31 Hik
E) WCBWTEEBMENHEESNTEY , LLFTOMK L 2o Tnd, B
NR—h 1 —EUE
= b2 PRSI RE S
PR PYPEE S 0O LG R
B2 PR ERE SLTE
= b 3 R O IE RS I
Fl1E —RBUE
H2E fEET—F
FI3W MHE—R
AR IR R
S— k4 A

IR, R G BRGSO ZEARNE 255 5
o 3= b2 EHELEERGEE

ﬁﬁ\u”j)ﬂ@%“ba&b PEEERSLoRE . T, mols, o, RE. jia
%, RIS E K NERLEZLFE A X —L4 (PIC/S) #5&(12, FiE
BRI DY E D T2 VE R 3 5 O 1E B FLUE 28N L 22 1 AU B 720, Al
RO IERELED FNE 1L, BEBEMIC IS D 2 E N TE D, BRI E
WHIN2HEAROEE T2 A7 Y 2 —E, PREEHEERIATRT I
DETDH,

N E%m%ﬁ H GMP FHRICEB W T, BB TO GMP OB EIH S TW 5,
PIF, %2 Rd, °

o PEPEE S A T GMP BHJE & & B

PSS ORGE WE 2 el U, EEREORLE I Z Y 5 2 BTG @Y ek B
OB Z Tz, KEIZ 1963 R M O ERLEREL RN EE LT, £
D%, HRAEERER] (WHO) % 1969 42 EH O GMP 3% L1z, A ¥ VU A
1971 12 GMP O#IRZ R E L. BHAD 1974 412 MMOWL%OTGMP%%EL
7o B, AR 1982 4R 2 ERLE R EZ AN L, [FIRFIC PR 3R b
BLEFEF I GMP B A Z ERUTHEE LIt 72,

o EN TOEFEEIKMLELEES O GMP E A7 vt & L BLK
I GMP D3 AR (1977 4-~1988 4)

1977 4 10 A, AR EER G RLERE TCGMP R ED X D ITEA X
NTWEHNEERET A0, RFEFHZ BARIZIRIE L. GMP OE AGE % Blth
L7z, %W, B5121% 700~800 thDBLEHEE 3\, 198241 H 13 H, #%

53 https://www.fda.gov.tw/tc/includes/GetFile.ashx?id=f636720212155751294
54 https://www.fda.gov.tw/ENG/siteListContent.aspx?sid=10387&id=28055
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HREEEA L R/AEEARTIL, GMP 3LFEHEEE 7 Vv — 7 % ERXUCHERK L7z, [FI4E5
A 26 BiZiE, HhFCmERLE R KR LT, ERLELE TY0 GMP A
NI E I, GMP HL[FEHERE 7 N — T 1HE A7 0 A LB A2 RMIET 2 5ER D
STz, MEF, BB 550 o RLEEE N,

= 3,5 GMP il £ DMK 72 B 2 XD 7= 12, 1987 4F 10 A 121% GMP #did
EFIKT D70 —T v T RE - FE T 07T AOER AT EL LT,
TEDA . 19904E 4 AnS 7 m /5 AOEE L FEiA2 S L TW\W5b, 20
M. EN OS85 B 335 13 200 #HR2 IR LT,

CGMP HEREDE A (1995 4=~2005 47)

MR R OGS TRIX, B RS 7 BYEICHE » TR &, Eii S /et
X2 5700, FAERRIERE 1995 4F 4 A 29 HICEEHBIFIONY F—2 g v 0iE
AN&EFE L, ERMEATHERLONE 20 S, ERGOEH 24k
KT D702, 199945 I [EHK il ERLE L) & TR/ AY F—v
a v TavAEA T Y a—/b] BRERSI, SHELINIC 3 BRI TAm
MITSND Z Ll oT, 2005 4FE TI N F—3 a U EH I HEE X
. ENSIESEE T AE 163 1128 cGMP OB A0l 7= L 7=,

[EFE GMP JEHEDE A (2007 4ELLRR)

oA, TG0 v — b, HEE OEELOZEM L WEICRT 5
FROEE VIR, EHEER 7 GMP JEHEOEE TR ORISKE R ORI T~ L
v RETRoTWND, EIHELDO GMPEA L cGMP N 7 —3 3 o OHEEIZfE
X, 2004 I ERSE GMP ZEEOE A A Gl L=, fAEAEIX, 2007 4F 12
H 19 HICER SO ERERLYE (PICISGMP) A REZERICHELE, &
B CHRIE SN EIGOME X, SWEEHE, WERGEND U X7 FEICHS
WTEY ., [EFEYE L B A 72O S IS B Lz, 2014412 A
31 H & TICA&m M7 T I S 4v, A5 TIEAFE 137 #1243 PIC/S GMP |2 #E
HLLTWB,

[EIN API il 3

1982 2= H S D GMP il E 23 i T S L7z B8. GMP DS % Kb H itz DX
(LB DO EIR L BEEE 71T Th o 72, APIEGEREIZ L 5T, GMPEA
(T TIER Do 7oy, BEFERIISE AT 5 Z LG Sz, APIBLEEE O
XA CRLM ZRGE L TV A 72, GMP REGES M & 72 b | T ERE R
IZ GMP 384 - A2 155 L T e BEER Uz,

2002 4F 4 A . B/EEFERIL ICH-QTA ICHEIL L, BUSER OB E L a7 54
7oAz E Ul DEERGERLE- APLEMN T A N 2%K L7, 201345
A BAEERERBILPICIS 7 V=7 D3R LIZGMP T A K (/38— R ) (12363
., LR APIEMT A RETH L, 4f%d [EELOEEREERT A R
(S—= K1l APIs) | IZEBE L7, BSERICHZICERELTHH 9729
W2, BEELE 2 PIEREIR & SRER O S CRE L, 2k, 4% % PIC/S
MDHERT DO GMP A RiZih>THEHF LWL, Fiz, BaERED Y —
2B A b T 5720, 201349 A 2T, BEFOERGLHF I A v 2%
ZF TS APHIZOWTE, 20154 12 H 31 H £ T2 GMP OB 27~ &
T D T EDNEAERRRNDIHE I N,
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o RRFH

TFDA IZB1) 2 R B S B O 2 7 PRS2 a1l —RBECRY
T, BRFIZOWTEDLN TS, %

o  HH2m PHEEIKM
vrvarl —HE
R S
ZOETHA SN HFEL KOLIITERIN TN D,
1 BEE  EIEAESE T RITED D,

2. V=xUy7EER S AE. NEY, AMEOR THEEICENT
BEICHAGE SN TV DR & Rl — D ER i,

3. ANAFEFEM MG, PR, VI TF . miE MER. KOAEYT
LD PRI DN TG S o B,

4 UK (ERBEDRGY)  WHOLEN T A, UL T
/R O—FIUC K> TRIE S, B, /A A B, XA A7
7 )| o— R OBEEC £ < S B SRR R FE o A BIHS X
AT

5. WORPEREIEER - b NBOMRIETTE ST, 56 RIED BERE T
TR, AR Shicth, BEIRMEBI, BB, 05, ko
M. UM OB RA ERT 5 = LT D,

. 5%

ARETELT D UKGEE) &3 WmAERERLONAERERESE, AHUTT A
T AFTAE P ER BRI GE 2 AR T D IO EITT D EHE VD,

FEAKREOAZMIRIZ, BITAND LEEMLER-> TN D, ABREICIT, B
WA KR ORBEADRA, AT, Efns, AR, AREZEHTL2 2L, %
o, FEEICREHSNTODOINAE L B LTV LOIRERD D, ARENTE
FECHRBTHRWEAE, TEEEIIEGFEOFR 2 BN TREET 2 L2
Ho,

DT Y ARHEREBIC KR > TOBHOE, BEEE DA
T OTHRID L & i CEREERITTH L L HNTE B,

. FAES
ZOETEMINTWAHIFFEED FSC (HHERGEAEAE) X, FEEOKE
PFFEERE Y BN FAT LT RA T, FOETOR G ofYE - IRFE2TF 4T 5
WELZEKRLTBY., UFORGEE2H-THLEND S,

1 BERCENPERETHRETHLRWEEIE, PEEEIIFEERR 218
TR DUERD D,

2. SCEEFFRITEIL 2EMARTH Y, KIERE, BAERSFEAT. TP HE
REANZEBIZ L - THERB S NIEBNC L > TGRRES N DM ERH D, R
A, KE, BE, 7R HER, AL A, AFH, A=A LT
T LK — AT —F R 8D AL0 # ENIEITT D EHICOWT
X, RREEMAR RSN D,

55 https://law.moj.gov.tw/ENG/LawClass/LawParaDeatil.aspx?pcode=L0030057&bp=3 &7+ 31
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SCEICELE SN TV A R4 BUESET OART & ERT, BAL APEL D
NEOERIL, PFEZICETLIHERE B LTV ILERDH D, LEIC
. T S EEGL OB AT DN ERH D, ENLUSNDGE
X EHESR S ORI & i EIRS ORG24 L, A DL
b0 CPP (EHAMLAREAE) OFT X TOREHE—HLTW\D I L %L
T 272012, RIEREEF PRIT L EM AR LT o2
W, T EARIOEER, ARIORFRIIIMA T, Y7 M TeALOE
FIRL Io~— R eV OEEK ZEE LT 5, CPPIZ/N— R~
TN DOFECHNELII N TV RWEGE, ROEEE DT 25/ 2 51T
THMERD D,

CPP |Z[EHMALEEZ 2 L, "ENZOETHHBIEH AR ST

W5 ZEEWRT OMEND D, Wik HHRGEOBIIIHME TR
ERACYASAN

PIFoXXEZ., FEENSO FEO FSC O VI TE 5,

1.
2.

R A RIS L o TR S VTZIRGEE 23 5E1T L 72 FSC,

KEFER G EHEMLEH (USPDD) | XIIKE FDA 23317 L7 TR L
DIFVEVERHMN 2 £F © KGR GRS (AL o7y 7)) | IZE#E ST
WD EHEZOWNTIE, HFFFIIRLON—Y0ab— (f ¥ —Fy
F B OHIBISUIE R TH A &, KE FDA AT L2 b DITfb
HHDE LT, MEUFOREYSFAZIT LIZ FSC 242+ 5 Z LR T
x5,

R TGS SR OS A, FSCITINBURF ORfEL R b FAT S 1
%o BIRBU A DAGEITLERN,

EU G [E CRUE SN2 R 056 INEZGRT (EMA) 23517 L72
FSC RFFAE S L%,

ek, BREHREEE VITET D E TIRGE STV e WEFERLERL 2D
W, 2 vy a b —FHETSEO FSC &, #EMThn D EO
HET A ARDHIVERATRETH D, b 1 OOBREEIT, =3
v a F—NEET HEO FSC ¢, BIEER OL R EFEFARE S
TWHEHETH D,

BANCHIBEDED )R b D6 ke, Lt 1S 4 E TR, Lo
FHROFEENEITTOERREAFICEN SN D,

CENES

CPP (%, ZME TAR SN LEIZME DR O =2 v — TR

HTENTED, A =%y NIUTE TN OHIBGFFET 5, Z2RE
DI PR EEFTEEEBIIC X > THRITS N 2 081370 <. PHERESMSERIZ L -

"CA

ESNDBEL R,

KE :OKREERMM S E2%E (PDR)

JelE - EEEREELE (BNF) | EHELE (ABPI)
AA : BARTOERS, A TR OHHRE

A A A : Arzneimittel-Kompendium der Schweiz

7114 . Compendium of Pharmaceuticals and Specialties

~ 7 A : Dictionnaire VIDAL
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F—AFZ U7 : MIM’S

R : Rote Liste

~L % — : Repertoire Commente des Medicaments

A7 = —7 » : armaceutiska Specialiteter i Sverige (FASS)
%85
MBEOHEN & 556 & | REICFEH STV L RANMRIL L 1X, BFEH
D SEELIPIZFEIT SR AL0 H TRIT SN HR T InASEEE
W,
K| ~— 2 (Formulation Basis) (XK DIEHEZMZ L TNDH I L, ¥ A Fl,
i, HRAEE, X=UF LR TRTRBSNLTND T &, BELROEN—
Dav—ZRHT LI L, ZENRPPEBETHIETHRWEEIX, —F8
— AP ERERIRR Z 12t L 22 1T T 7e 6 720y, BB 4 GO HEEI T RGE T
RO LN TE D,
1. USPAEHENTWAHAIEL, USPDI HRHliD 7=kt 2 Z &, &

ASEHETIEIRVEBMOREF T I, ZZERE T 5,

2. A SHEEAPRE SN2 E BRI —E L TEL T, 1<
OPOEEMTONIZGEIL, ZOER LR T 2MAELRNTHZ
ENEFE LV, FHEEROERIZBE L7 HITEEiEH T 5 Z &,

3. BER, 74 v ba—T ¢ T EE, PEREEIXE CRAIEEEFHTE 5
D BEERVESERNCITAE I T & 220,

4, WME L7 ) — AORAIR—R1F, WERT7 7 —~a bV T U RAD TN
WZ LB, BT A 2 LN TE D,

5. BUAIN—2 T CPP EAIDS A, 2 @R 2T 2B 254 5
VERDH D, I, IWHXELDT~ViE, ARICBEET HESR
TIRFIR A S AT B2, FRICED2FD T — X MME, WA
ENNIT NI FERT DENC, BRT — X2 X o TERENEYSLT 5
VENBH B,

6.  HiMnBLE A N EI T BRERO 72O U2 RIAAR LAY, AL0 A [E T3

ITENTWEHIER[BHRLZEETRWEEIE, DV ITKE FDA 23517
LTCWAF LI 79 USPDI 2T 52 LN TE 5,
BV CHIE S N8, B, BribmE, FEirEEoSRa 1, 1A
NR—=Z2D|HNIARETH D, 7272 L. AFNEET 5 /ARG OHFFE0H
W7 — 2 OHNPMIE L 725,
94k
AREICFEHEH SN TV D JEM B ORI E, B GE, OofraEl &R, R
KOS O2E (BIERRERE THIINS 2 Mg s k2 ate) ORR
HAEEE T,
FAMELORER AR, BRI, ROVOATREREIL, DL T OBRHIC LT 2 2
ERH D,
1.  HRFEFEMEIOSELE L THEAT LA, B ITERTFOX A b
by FATE, L. NV FBFERTYHENRD S, HETIX, PEOKE
Ji. A0 EIZ K- TRITENT-HF ., XTI REEEHARIC L - Tk
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S NIZFR T ITHIR STV D, SISV, 2k 5 FELINIZA
flahicbo e 5,

2. HHULEWE (NCE) 13, BLEEENTED D HBIONSRE D,

3. RBRSRIEMET, REENEREENZ R TVERND D, —RIEHED
YA, MMz R 2T by, EREEOLA. #Ee. Ny T
He, EHEAEE CUIEe) | HBREEE, O E, WIEFIEE
HL T o LERD 5,

4, EHOEFNCHOWTIE., RBRAELORRGELDETAIVERD D, HE
AL EWIZ oW T, RBR AR E IS E 0,

5. T XRTORBIME % IE4T Ho0REAEIL, Blli & Fe Y oYy
BT B EEAETRITIVUER B 720,

6. JEMEHI. FABEEBICK L CRBRTALENDH 5, BRGIRIEH OE
FAFIEZ CE LTS D %, RSNy FOSNEEHEL & 6 I
Hi+sZ L,

7. HBREREMNBETHLIHEEIE. TOT—HF ELEIERT, T A NRBR
AL DI TH DAL, 68 Z2FEH L TEREZRT,

104

ZDOEICEHHEH SN TV A KRB o B, B TEE, KOO HTEE &
I, EELTERBINTZLOEET, &R ORERRE, B E. o
AERHEOHEIIROmEY L35,

1.

R SN EEMPE [ F IR SN TV DA, HREEICRT ST
WHRBRHEREIZIL, /T OX A b, BITH, R, X—UF 5525
WHVENRD D, 2RI, PEESRTT. ALOGEETRIT SN2 3RT7,
ITBEBEOTREERHEAECL > KRB SNEHWBFICRES D, 3
ITHEIIPFE A SEDNTRITER B2, RETHTWICR#E S
TWAHEHAN 2/ o= 27 V8 L ITEE S TG, Xdmk L
TeAKRE L IT\AM Z AT D0 2 G506, HEaiiEboIlligs
B0 EARER S 2L 5720, Invitro pyrogen sBR 1AL, B
BRoORBIEL LTRETEND,

AT Z LS, HRRAE AR EO AR & 5152 SR AR S Ru i

DLED B D, WRORFE, KOS OFRRE, HIZ TREDHR 1

o TRIESH D) LERL TR LAV,

WL U TR EERAER OZEED HAVE, BEEHE 3BT ORIk

EZWZ LTS Z & ZIENST 570, DT OMHE T~ TORET

—H EZOTREREE R LR Ee b7,

Q) FT I TEE B Ny FERLSIILOMOFFED 21—
R. 7V 7R, RUHARETH

@ FTATORBRGIEZ RS LT D720 DS

(@) TARMOY T VOEREIIAR

@) 7 A POSRUREL, —~RIRETH D0 EAEHETH 500 % 1
T —REREOLEIIHM A RE T 5, FAEEIMET, Sy
T, e AR CUIshee) | RBRIERE, oiREE, &
EFNEZ 7~
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(5) HROHNTFT ¥ — FROAXRY Ml B bIEk S 778
BIRT —H willk, RELZRET D720, &7 —F ZWAMEICHIA T
LMD D,

(6) FBRICBEEET 5T T ORISR,
(7)  ARBRRE R L B F O & D HIZ BT 2 Ao
(8) ETOMBRICHOWT, RBREME A & BRA,

(9) TOREROIEMENE, Zath, KU FOAER~ DL 2 8 L7z
FAMYEEA,

4. HIRO SIEMND 7 IHITSERA O ATREI EISE ] S D,

FRtBEERIC OV T, BB X E IS O FH S f O 3t BRI
BT A4 RIACHERLTWAS Z 2, RERO AWML, EIRLONE 2%
AETAHZETHD, mBRIL, Bt fEEENFETTE S,

o EHELHEIERERM

TFDA OF1T3 5 12019 AR E A L E R FFER MG ] (W T, ERLRLE - 5
EHEMHBEED T v 77— R EREH STV 5,

o  EHEROURIEIZEET D BIH & UEse

W IEFTEAEYE (GDP) AT 2 HRIE, EHRMNFGEEME) i@ vt X (2R
5 FET, HWIERERLYE (GMP) ICHEILL TV 5 Z L 2l T 252 & Th D,

TR RS . BOMNES . o R —b, =L —3 T A XV A, MY, AA
A KE, A=A RNZVTRE, 2L OTa— VUi L E R EILS GDP O A
ZBRIE L TV 5, EFEMAELZHE R PEIEMLELRLFE A X —24 (PIC/S) &, 2014
6 HICESR S O IETBAEL EXNIC R L, E3E GDP O [E BRI 7 Ik FLUE b
2o TS, TEDA L, [EH G OZ2MEA Mt U, P3G OWE S & h) | X,
FEBSHi g N 2 AT 72 0lz, ERSIEUER 729 GDP v A7 A& H#iET 5 2 LIk
0. EILOVE L MEEREER L TV D,

o  WEUARIYIUAL NMIETBPICIS =X A — " —2 L~DBME I v k
L. #HEA < b & B

P A R E R ONEH AR IR A X — 24 (PIC/S) 1, AR &35 oo 5
T ELUE Y BT O HH Y J5 THERL S 2 AR D E R 22 W ik HI TH 5, PICIS X,
GMP FLHE L A BI O SVE > AT AOFHFID L iz EERO 2B R, e, HERFICES
D, BRLEOMIE Ry MU= B RETHZEZANE LTV,

TX A= N —27 L%, GMP OFEE DFEIRIC R L L 7oA E T O fkim & 15 Mgt
ERET D720, PICISIZE > TR SNz, =F ARX— M —70E, 124
BICREERE, A X AR EAERR L. ZENENORESEO F1L—
=T EEET S,

B Y 2 7% F (QRM : Quality Risk Management, LA F QRM) (2995 PIC/S — =%
A= =27 UL, 2007 FEICERSL STz, RO QRM EAGHEIZEE T2 A &
VAP TRL . BAEETO QRM AT ADET LD BRI G FEMRAIZER Y H
ITWD, THFRN— =T LORHFHE ML —= U JTEREZ ERMICBEL, B

56 https://www.fda.gov.tw/tc/includes/GetFile.ashx?id=f637153046337131627 46 H
57 https://www.fda.gov.tw/tc/includes/GetFile.ashx?id=f637153046337131627 50 B
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HEEPRAMZRITIETQRM Y AT AZBATEL L), tffR M L—=07%

LT 5,
o TR
#  EPS ORISR DT A & &A%
. W&UEIC/S‘GMP ﬁ@@ ﬁﬂﬁfﬁﬁf&@&%‘%%{&ﬁ PIC/S
VaE I A G A A GMP YLD [ 38 i BT e e 2
2008 4 - 118
2009 4 5 140
2010 4 22 157
2011 48 33 180
2012 4 44 209
2013 4 57 237
2014 4 98 262
2015 4 120 293
2016 4 127 318
2017 4 137 337
2018 4 141 345

58 https://www.fda.gov.tw/tc/includes/GetFile.ashx?id=f637153046337131627 137 &
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35 ERMOFEEKRABROEZEHEFITET M4 (GLP%E) ORFRVTZDE)
) (EEREE~DESZET) 2O T

o RBRBEERICEET DHE

BB WTIE, EELRBREEE ORE M OGREE BEER OZLFEICET 282 (20194 8
A5 BUGE) IZBWTRBREBI A BUE S Tnd, BLTFIC, ZENRZRT,

AIEIE, EIIESF 104-4 25 1L OGE 2 HICHE > TR SN TV D,
. WES
I TCHRHENDHREEOERITKOED,

1. PRABRIEED : EIRGLABR A FEN T D REN 2 AT DBk, . IS
N—T T,

2. RIE : BEORBI R I B RO RIS & MEET 5 72 I
2 SV ARRIO T CREY. SN FIRE T

o  H2mE BTN L TR

. %35
RIEE T R, ROBEMEZ-TEAOT A NIRRT R —%
FIrbold5,
1. WBEIRRERIEE . A= WEEH AT AN ML TR A
FEhi+HZ LN TX D,

2. FARZ N —FHLE, ®EEELE. HITERE ., WEEBEE,. KO
TOEREZAT HRBRIE Y EZE T,
(1) #F : E% bF, AR ISR RO T 7T A E2ET Lz
FC, ENORFEISNNE O SZEHE B OV 100> TEA: 2 3
- L=,
Q) B
1. ZHRT7 ) —BTHE, REEBLE, BiFEHEE, WEE
EIL, WEEHMEOHEM L —= T2 ET L, D
Ly 3EMORBEEDEBRBRAAELTNDZ &,
2. T A MM EOLA, T A MEEBEEO b L —=2 7 &5
TLTWAZ L,
HITTA 2 T8 (2)-1 O FEBERBREM X, FHEQ)OFREER CTHEATH 2 ENTE
%o [Al— L~ L TEEOFL AR L TWAEE . 1 ORI A FHER D%}
BLTDHZENTE, IEMOFENOBRERBFEORNRLTHZLENTE D,
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Informed Consent Form Key Review [tems Checklist
Case No.:

Number of types of Informed Consent Forms for this case: types.
[ TInformed Consent Form for the Main Study [ JInformed Consent Form for Sample Collection

[ lInformed Consent Form for Pharmacogenetic Study [ Informed Consent Form for
Pharmacokinetic Study [ |Informed Consent Form for Pregnant Partner Data Collection

[JOther
Key review item Assessment Review criteria
outcome
Number of Expected number of subjects
subjects subjects to be enrolled for

the entire trial?

Expected number of subjects
subjects to be enrolled in

Taiwan?

Storage and Will samples be exported to | [ ]Yes [ [No * The final disposal for the

use of samples | other countries for analysis? residual samples should be

and residual Is the final disposal for the | [|Yes [|No stated, e.g. to be immediately

samples residual samples stated? discarded after completion of
Will residual samples be IYes [[No the trial. If samples are to be
retained after the retained for a certain period of
completion of the trial? time after completion of the
Is there a checkbox that CYes [ [No trial, and will only be used
allows subjects to select within the scope of this trial,
whether to retain or discard the retention period and
their samples? restrictions on the scope of
Are the names and " IYes [ [No usage should still be stated.
addresses of retention + [If the residual samples are to
facilities for the samples be retained for use in other
and residual samples stated? research in future, subjects
Retention period for the _ years should be provided with the
residual samples? option to agree/disagree to the

retention of residual samples
for other uses. In addition, it
should be stated that the new
research must be reviewed and
approved by the [RB, and if it
is determined that the original

scope of consent is exceeded,

consent from the subjects must

Informed Consent Form Key Review Items Checklist_English
Translated on 05 un2017
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be obtained again.

The maximum retention
period is 20 years after the
completion of the trial;
samples must be discarded
after the retention period has

passed.

Pharmacogenet | Will a pharmacogenetics []Yes []No « If genetic testing is a required

ic study (PGx) | study be conducted? item for the trial, the test items
Are subjects allowed to [IYes [ No or methods should be clearly
select whether to participate explained in the Informed
in the pharmacogenetics Consent Form for the Main
study? Study, and it should be stated
If participation is optional, | [Yes [ [No that subjects cannot participate
is there a checkbox for in the trial if they do not wish
subjects to select whether to to provide samples.
participate, or is there a * If participation is optional,
separate Informed Consent there should be a separate
Form for Pharmacogenetic section providing an
Study? explanation, and a checkbox
If genetic testing is a [Yes [ |No should be provided for subjects
required item for the trial, [TYes [[INo to select whether to participate;
(1) Are the test items or alternatively, a separate
methods clearly explained Informed Consent Form for
in the Informed Consent Pharmacogenetic Study should
Form, and (2) Is it stated in be established. If an Informed
the Informed Consent Form Consent Form for genetic study
that subjects cannot is established, the contents
participate in the trial if they must comply with the
do not wish to provide requirements of the Official
samples? Announcement.

Is the explanatory content | [_[Yes [ [No
compliant with regulations?

Pharmacokinet | Will a PK or PPK study be | []Yes ((CJPK « A separate Informed Consent

ic study conducted concurrently [IPPK) Form is not mandatory for a

(PK/Population | during this trial? [INo PK or PPK study.

PK) Are subjects allowed to [ IYes [ No * If a separate Informed Consent
select whether to Form is not established, it must
participate? be clearly stated in the
Is there a separate Informed | [ |Yes [ [No Informed Consent Form for the
Consent Form? or [TYes [[INo Main Study that a PK or PPK

Informed Consent Form Key Review Items Checklist_English
Translated on 05Jun2017
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Is there an explanation
provided in the main
Informed Consent Form?

study will be condueted, and a
specific explanation on
whether participation is

Are the time of sample [Yes [ No mandatory must be provided.
collection and volume of * If participation is optional, a
blood to be drawn fully checkbox must be provided.
documented? * The time of sample collection
and volume of blood to be
drawn should be clearly
documented.
Compensation | [s the full text from the [TYes [ |Ne * The full text from the template
for damages template shown? must be shown, and the text
Has any text other than that | [ [Yes [ [No must be identical.
of the template been added? * Words or sentences that limit or
Has the text of the template | [ |Yes [ [No change the text from the
been changed? template shall not be added.
Is the [IYes [ |No * The "Sponsor/Pharmaceutical

"Sponsor/Pharmaceutical
company" listed as the
responsible party for
damage compensation?

Company" shall be listed as the
responsible party for damage
compensation. The
"Sponsor/Pharmaceutical
Company" which is responsible
for initiating and managing the
trial should be stated in the full
Chinese name of the certified
teaching hospital or the
pharmaceutical company with a
domestic pharmaceutical
company license.

Informed Consent Form Key Review Items Checklist_English
Translated on 05Jun2017
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Drug Clinical Trial Informed Consent Form Sample
The examples are for reference when creating the Informed Consent Form; we recommend
following the format and the layout. the contents may be adjusted according to each
individual case.

Protocol Title:
Chinese:
English: (not mandatory, fill in according to trial conditions)

Sponsor/Pharmaceutical Company for this Trial: 0O

Trial Institution: XX Department of OO Hospital Company or OO Hospital

Source of Research Funding:

Principal Investigator: Dr. 000 Title: XXX Chief/Attending Physician
Sub-Investigator: Dr. 000 Title: XXX Chief/Atte ysician

24-hour emergency contact person: Doctor 000, Rese
Subject name: Medical Record y

Telephone No.:

You are being invited to participate in this clinical trial. This form pnﬁd&s information related to this
trial. The principal investigator or his‘her authorized staff wi lain the content of this trial to you and
answer any questions you may have. Please do not sign this form until all of your questions have
been answered satisfactorily. You do not have to deci u will take part in this trial right away.
Please consider carefully before you sign your name the consent form to participate in this
trial, If you are willing to participate in this trial, ill be considered as the record of your
consent. You can withdraw from the trial at any time ason, even after you have given consent.

(I) Trial objective:

This trial is a Phase X (multina
subjects are expected to be recrui
is to assess the treatment efficac
appropriate )

an single center/Taiwan multicenter) clinical trial. XX
ding XX subjects from Taiwan. The objective of this trial
ase, or to understand the safety of long-term use. (fill in as

using bold text)

All treatments and this clinical trial is not an exception. Please consider carefully before

efinde

ate in this trial.

number of users ¢'indications which are not included in this study may also be explained.

2. Marketing status of*this product: Not marketed globally or approved countries, approved indications;
current marketing status in Taiwan)

The efficacy of (drug name) used in this study has not been confirmed in the treatment of your disease.

(IIT) Main inclusion and exclusion criteria of the trial:

The physicians or relevant researchers of OO Hospital who perform this research study will discuss
with you the necessary conditions for participation in this research. Please cooperate with us and be honest
with us about your past health condition. If you do not meet the requirements of this research, you may not
be allowed to participate in this research study.

Version:
Version Date: Month  Day  Year Page 1 of 11
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Drug Clinical Trial Informed Consent Form Sample
The examples are for reference when creating the Informed Consent Form; we recommend
following the format and the layout. the contents may be adjusted according to each
individual case.

Requirements for participation in the research study:

e You must be over OO years old

®  You must not have donated more than 500 cc of blood within 3 months

e You must return for follow-up visits at scheduled times during 26 months of this study,

You will not be allowed to participate in this research study if you fulfill any of the following conditions:
e You have participated in another study within 1 month
® You are a drug and alcohol abuser

(IV) Methods and related procedures of this trial

If you have decided to participate in this research study and signed th
physical examination, including blood and urine tests, height and bodyw
blood pressure measurement, as well as hip bone density test. The hip S non-invasive with
the radiation amount equivalent to chest X rays. If you meet the requirements, start taking calcium
tablets and vitamin D orally once per day, as well as injections of investigational product  or placebo.

To ensure that the results are not distorted, the stu 1gned to be a randomized double-blind
research. Half of the subjects are given the investigational , and the other half is given “placebo™.
The "placebo" is a drug that has the same appearanc estigational drug but does not contain the
active ingredient. The decision on who will get the j ofal product, and who will get the placebo is
decided by chance, like flipping a coin or throwing a you and your trial physician do not know
which drug you have taken. This is called double blind.

i, you will undergo
ent, heart rate and

Investigational drug
. solution for injection. gel00mg of (10 mL) per vial.

Consent Form. If you agree to participate in this trial, the trial staff must
d assessment results:

Trial procedure
Screening period ( D

-Day 8 (£3 days) and Day 15 (-3 to+7)
During this visit pe; should undergo the following procedures:

_____________ (omitted)

Trial Procedure Table or Flowchart (at your discretion): All the possible procedures are shown in the left
column of the table, and the time when these procedures will be performed is indicated in other columns

Version:
Version Date: Month Day  Year Page 2 of 11
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Drug Clinical Trial Informed Consent Form Sample
The examples are for reference when creating the Informed Consent Form; we recommend
following the format and the layout. the contents may be adjusted according to each
individual case.

Procedures Screening period Double-blind period Final visit or Follow-up visit
early termination
visit
Screening | Screening A total of 26 28 days after the | 85 and 169 days
visit #1 visit #2 maonthly visits last dose after the last dose
(interval of 28 days
between visits)
Sign the
Informed v
Consent
Form
M_edical v
history
Inspection All visits except
of v v visits on Day 344
medications and Day 351
Inspection All visits except
of side v v visits on Day 344
effects and Day 351
Blood v v All visits
sample

(V) Possible risks and their incidence and couw

1. Risks associated with the investigational drug (si
All investigational drugs may cause side ¢
side effects.

Side effects:
Side Effect A (indicate the inciden of this side effect)
Side Effect B (indicate the inci

Observed serious side ef]

drug used in this trial)
y or may not experience the following

There might be other side

afkciatcd with this trial that are currently unknown. During the
trial, the trial physician and oth

will regularly monitor your side effects. When necessary, you
tests. If you experience any side effects, please inform your

trial physicia
your case.

2.
ay feel discomfort, and certain tests may be dangerous, such as blood
s ver biopsy, etc.
# Blood sample collection: Blood sample collection from the arm may cause pain, bruising, dizziness,
and very rarely, even infection. Countermeasures include: pressure at blood draw site for at least 5
minutes after blood collection; bruising can be eased by hot compress; for dizziness, you should sit
or lay down for rest. If you have developed an infection at the blood draw site, please contact the
research investigator__ immediately and ___ Hospital will provide you with necessary medical
care.
# Blood drawing on an empty stomach may cause dizziness, headache, stomachache or fainting. The
treatment is sitting down to rest and eating as soon as possible after the blood draw.
® The electrode patches for ECG may cause redness or itching of the skin and can cause mild
discomfort. No treatment is required.
Version:
Version Date: Month Day  Year Page 3 of 11
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Drug Clinical Trial Informed Consent Form Sample
The examples are for reference when creating the Informed Consent Form; we recommend
following the format and the layout. the contents may be adjusted according to each
individual case.

# Liver biopsy related risks include abdominal bleeding, liver hematoma, hepatic duct hemarrhage,
bacteremia, biliary peritonitis, pleuritis, or harm to adjacent organs, with incidence rate of 0.06% to
0.32%, in the worst case may lead to death, but the chance is less than 1/ 10000 to 1/12000. The
medical staff will monitor you at any time after the examination in order to provide immediate
treatment if necessary.

If you experience any of these serious or dangerous side effects, you should take the following
actions as soon as possible:

1. Call the 24-hour emergency contact person as soon as possible.

2. Go to the nearest emergency room if necessary.

(VI) Alternative treatments and explanations

Example 1:

You do not have to participate in this trial in order to improve your
participate in this trial, there are other treatment options for you, incl
surgical procedures, or other experimental drugs. Your trial physician ¢
these alternative treatment options with you. In addition, you can discuss
care physician.

ommercial drugs,
s and benefits of
options with your primary

Example 2:
You are not obliged to participate. If you do not partici
or other possible treatments including _ drug treat
study drug usage in humans indicates that _

research, you can receive routine treatment
a surgery, and past experience of the

Example 3:
No other alternative treatments are availab
slightly postponing the time of death!

t present, for _ disease, the routine treatment is limited to
annot be treated.

Example 1: (experies drug use in human body is available):

Past experience in human body indicates that___.

Even with th 10n g participating in this trial does not guarantee any improvement of your
disease or bri irect benefits. However, the trial research results may be helpful to the
Sponsor and/or igator and may also benefit other patients with the same disease in the future.

Example 2: (experien the drug use in human body is not available):

The (study) drug has not yet been tested in humans, but according to the __ reaction observed in animal
studies, the study drug is likely to
Even with the above information, participating in this trial does not guarantee improvement of your disease
or bring you any other direct benefits. However, the trial research results may be helpful to the Sponsor
and/or Principal Investigator and may also benefit other patients with the same disease in the future.

(VII) Contraindications, restrictions and rules that must be abided by during the trial:
During the trial period, for your safety, we need your cooperation in the following matters:
-You should not participate in any other clinical research.

Version:
Version Date: Month Day  Year Page 4 of 11
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Article 4 Annex I1 of the Regulations for Governing the Management of Medical Device

Annex 11

The manufacturing of the following devices shall comply with Part 3 Chapter 3 Essential Mode of Good

Manufacturing Practice (GMP) for Medical Device of the Pharmaceutical Good Manufacturing Practice

Regulations.

The manufacturing of the following devices, which need to be sterilized, shall comply with Part 3

Chapter 2 Standard Mode of Good Manufacturing Practice (GMP) for Medical Device of the

Pharmaceutical Good Manufacturing Practice Regulations.

CLINICAL CHEMISTRY AND CLINICAL TOXICOLOGY DEVICES

(Devices with measurement function are excluded)

Classification

Device Name

Class

Number
AL1030 Alanine amino transferase (ALT/SGPT) test system 1
A1040 Aldolase test system 1
A.1060 Delta-aminolevulinic acid test system 1
A1065 Ammonia test system 1
A1075 Androstenedione test system 1
AL1080 Androsterone test system 1
A1095 Ascorbic acid test system 1
Al113 Bilirubin (total and unbound) in the neonate test system 1
AlLLS Urinary bilitubin and its conjugates (nonquantitative) test system 1
A1130 Blood volume test system 1
AT135 C-peptides of proinsulin test system 1
A.1165 Catecholamines (total) teset system 1
A11T5 Cholesterol (total) test system 1
ALl180 Chymotrypsin test sysiem 1
AL1185 Compound S (11-deoxycortisol) test system 1
A1190 Copper test system 1
A1195 Corticoids test system 1
AL1200 Corticosterone test system |
A1210 Creatine test system 1
A1240 Cystine test system 1
A.1245 Dehydroepiandrosterone (free and sulfate) test system 1
A1250 Deoxycorticosterone test system 1
A1255 2.3-Diphosphoglyceric acid test system 1

119




A.1260 Estradiol test system 1
AL1265 Estriol test system 1
A1270 Estrogens (total, in pregnancy) test system 1
A.1275 Estrogens (total, nonpregnancy) test system 1
AL1280 Estrone test system 1
A.1285 Etiocholanolone test system 1
A1290 Faltty acids test system 1
A.1300 Follicle-stimulating hormone test system 1
A1305 Formiminoglutamic acid (FIGLLU) test system 1
A1310 Galactose test system 1
A.1320 Gastric acidity test system 1
A1325 Gastrin test system 1
AL1330 Globulin test system 1
A.1335 Glucagon test system 1
AL1360 Gamma-glutamy] transpeptidase and isoenzymes test system 1
A1365 Glutathione test system 1
A1370 Human growth hormone test system 1
A1375 Histidine test system 1
AL1380 Hydroxybutyric dehydrogenase test system 1
A.1385 17-Hydroxycorticosteroids {1 7-ketogenic steroids) test system 1
AL1390 5-Hydroxyindole acetic acid/serotonin test system 1
A1395 17-Hydroxyprogesterone test system 1
A.1400 Hydroxyproline test system 1
AL1405 Immunoreactive insulin test system 1
A 1410 Iron (non-heme) test system 1
A1415 Iron-binding capacity test system 1
A1420 Isocitric dehydrogenase test system 1
A.1430 17-Ketosteroids test system 1
A.1435 Ketones (nonquantitative) test system 1
A1440 Lactate dehydrogenase test system 1
A.1450 Lactic acid test system 1
A.1460 Leucine aminopeptidase test system 1
A.1465 Lipase test system 1
A.1470 Lipid (total) test system 1
A1475 Lipoprotein test system 1
AL1485 Luteinizing hormone test system 1
AL1490 Lysozyme (muramidase) test system l
A1495 Magnesium test system 1
A1500 Malic dehydrogenase test system 1
A.1305 Mucopolyvsaccharides(nonquantitative) test system 1
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A1510 Nitrite nonquantitative test system 1
Al515 Nitrogen amino-nitrogen test system 1
A1520 5'-Nucleotidase test system 1
A1530 Plasma oncometry test system 1
AL1535 Ornithine carbamyl transferase test system 1
A.1540 Osmolality test system 1
A.1542 Oxalate test system 1
A1550 Urinary pH (nonquantitative) test system 1
A1560 Urinary phenylketones (nonquantitative) test system 1
A1565 6-Phosphogluconate dehydrogenase test system 1
A.1570 Phosphohexose isomerase test system 1
A.1575 Phospholipid test system 1
AL1580 Phosphorus (inorganic) test system 1
A.1590 Porphobilinogen test system 1
A1595 Porphyrins test system 1
A.1605 Pregnanediol test system 1
A.1610 Pregnanetriol test system 1
All615 Pregnenolone test system 1
A1620 Progesterone test system 1
A.1625 Prolactin (lactogen) test system 1
A.1630 Protein (fractionation) test system 1
A.1635 Total protein test system 1
A.1640 Protein-bound iodine test system 1
A.1645 Urinary protein or albumin (nonquantitative) test system 1
A.1650 Pyruvate kinase test system 1
A1655 Pyruvic acid test system 1
A1660 Quality control material (assayed and unassayed) 1
A1670 Sorbitol dehydrogenase test system 1
A.1680 Testosterone test system 1
A1705 Triglyceride test system 1
ATI0 Total triiodothyronine test system 1
AT1S Triiodothyronine uptake test system 1
A1720 Triose phosphate isomerase test system 1
A1T725 Trypsin test system 1
ALT730 Free tyrosine test system 1
A1TIS Uric acid test system 1
A1780 Urinary caleuli (stones) test system 1
A.1785 Urinary urobilinogen (nonquantitative) test system 1
A1T790 Uroporphyrin test system 1
A1795 Vanilmandelic acid test system 1
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A.1BOS5 Vitamin A test system 1
A.1815 Vitamin E test system 1
AL1820 Xylose test system 1
A2270 Thin-layer chromatography system for clinical use 1
A3050 Breath-alcohol test system 1
AJ3110 Antimony test system 1
A3120 Arsenic test system 1
A3220 Carbon monoxide test system 1
A3240 Cholinesterase test system 1
A3600 Mercury test system 1
A3T750 Quinine test system 1
A.3850 Sulfonamide test system 1
_ HEMATOLOGY AND PATHOLOGY DEVICES

- {Devices with measurement function are excluded)

Classification .

Number Classification Name Class
B.1850 Dye and chemical solution stains 1
B.1860 Immunchistochemistry reagents and kits 1
B.2220 Synthetic cell and tissue culture media and components 1
B.2260 Chromosome culture kit 1
B.2280 Cultured animal and human cells 1
B.2360 Mycoplasma detection media and components 1
B.2875 Balanced salt solutions or formulations 1
B.4020 Analyte specific reagents 1
B.4400 Enzyme preparations 1
B.5800 Automated sedimentation rate device 1
B.6100 Bleeding time device 1
B.6150 Capillary blood collection tube 1
B.o160 Manual blood cell counting device 1
B.6400 Hematocrit measuring device 1
B.6600 Osmotic fragility test 1
B.6700 Erythrocyte sedimentation rate test 1
B.7040 Adenosine triphosphate release assay 1
B.7660 Leukocyte alkaline phosphatase test 1
B.7675 Leukocyte peroxidase test 1
B.7900 Thromboplastin generation test 1
B.B200 Blood cell diluent 1
B.8500 Lymphocyte separation medium 1
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B.B540 Red cell lysing reagent 1
B.8950 Russell viper venom reagent 1
B.9050 Blood bank supplies 1
B.9125 Vacuum-assisted blood collection system 1
B.9225 Cell-freezing apparatus and reagents for in vitro diagnostic use 1
B.9320 Copper sulfate solution for specific gravity determinations 1
B.9550 Lectins and protectins 1
B.9575 Environmental chamber for storage of platelet concentrate 1
B.9600 Potentiating media for in vitro diagnostic use 1
B.9700 Blood storage refrigerator and blood storage freezer 1
B.9750 Heat-sealing device 1

B IMMUNOLOGY AND MICROBIOLOGY DEVICES  (Devices with
= measurement function are excluded)

Cla:lzlrf:i{:]o" Classification Name Class
C.0003 Helicobacter spp. Serological reagents 1
C.2160 Coagulase plasma 1
C.2300 Multipurpose culture medium 1
C.2320 Differential culture medium 1
(C.2330 Enriched culture medium 1
C.2350 Microbiological assay culture Medium 1
C.2360 Selective culture medium 1
C.2390 Transport culture medium 1
C.2450 Supplement for culture media 1
C.2480 Quality control kit for culture media 1
C.2500 Microtiter diluting and dispensing device 1
C.2580 Gas-generating device 1
C.2600 Wood's fluorescent lamp 1
C.2660 Microorganism differentiation and identification device 1
C.2900 Microbiological specimen collection and transport device 1
C.3010 Acinetobacter calcoaceticus serological reagents 1
C.3020 Adenovirus serological reagents 1
C.3035 Arizona spp.serological reagents 1
C.3040 Aspergillus spp. serological reagents 1
C.3060 Blastomyces dermatitidis serological reagents 1
C.3065 Bordetella spp. serological reagents 1
C.3085 Brucella spp. serological reagents 1
C.3110 Campylobacter fetus serological reagents 1
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C.3120

Chlamydia serological reagents

1
C.3125 Citrobacter spp.serological reagents 1
C.3135 Coccidioides immitis serological reagents 1
C.3140 Corynebacterium spp.serological reagents 1
C.3145 Coxsackievirus serological reagents 1
C.3165 Cryptococcus neoformans serological reagents 1
C.3200 Echinococcus spp. serological reagents 1
C.3205 Echovirus serological reagents 1
C.3220 Entamoeba histolytica serological reagents 1
C.3235 Epstein-Barr virus serological reagents 1
C.3240 Equine encephalomyelitis virus serological reagents 1
C.3250 Erysipelothrix rhusiopathiae serological reagents 1
(C.3255 Escherichia coli serological reagents 1
C.3270 Flavobacterium spp. serological reagents 1
C.3280 Francisella tularensis serological reagents 1
C.3300 Haemophilus spp. serological reagents 1
C.3320 Histoplasma capsulatum serological ragents 1
(C.3330 Influenza virus serological reagents 1
C.3340 Klebsiella spp. serological reagents 1
C.3350 Leptospira spp. serological reagents 1
C.3355 Listeria spp. serological reagents 1
C.3360 Lymphocytic chorimeningitis virus serological reagents 1
C.3370 Mycobacterium tuberculosis immunofluorescent reagents 1
C.3375 Mycoplasma spp. serological reagents 1
C.3380 Mumps virus serological reagents 1
C.3400 Parainfluenza virus serological reagents 1
C.3405 Poliovirus serological reagents 1
C.3410 Proteus spp. (Weil-Felix) serological reagents 1
C.3415 Pseudomonas spp. serological reagents 1
C.3470 Reovirus serological reagents 1
C.3480 Respiratory syncytial virus serological reagents 1
C.3490 Rhinovirus serological reagents 1
C.3500 Rickettsia serological reagenis 1
C.3520 Rubeola (measles) virus serological reagents 1
C.3550 Salmonella spp. serological reagents 1
C.3600 Schistosoma spp. serological regents 1
C.3630 Serratia spp. serological reagents 1
C.3660 Shigella spp.serological reagents 1
C.3680 Sporothrix schenckii serological reagents 1
C.3700 Staphylococcus aureus serological reagents 1
C.3720 Streptococcus spp. exoenzyme reagents 1
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C.3740 Streptococcus spp. serological reagents 1
C.3850 Trichinella spiralis serological reagents 1
C.3870 Trypanosoma spp. serological reagents 1
C.3930 Vibrio cholerae serological reagents 1
C.4100 Complement reagent 1
C.5040 Albumin immunological test system 1
C.5060 Prealbumin immunological test system 1
C.5065 Human allotypic marker immunological test system 1
C.5160 Beta-globulin immunological test system 1
C.5170 Breast milk immunological test system 1
C.5200 Carbonic anhydrase B and C immunological test system 1
C.5220 Cohn fraction IT immunological test system 1
C.5230 Colostrum immunological test system 1
C.5320 Properdin factor B immunological test system 1
C.5330 Factor XIIL, A. S, immunological test system 1
C.5360 Cohn fraction I'V immunological test system 1
C.5370 Cohn fraction V immunological test system 1
(C.5380 Free secretory component immunoelogical test system l
C.5400 Alpha-globulin immunological test system 1
C.5420 Alpha-1-glycoproteins immunological test system 1
C.5425 Alpha-2-glycoproteins immunological test system 1
C.5430 Beta-2-glycoprotein I immunological test system 1
C.5440 Beta-2-glycoprotein Il immunological test system 1
C.5460 Haptoglobin immunological test system 1
C.5490 Hemopexin immunological test system 1
C.5520 Immunoglobulin G (Fab fragment specific) immunological test system 1
(C.5530 Immunoglobulin G (Fe fragment specific) immunological test system 1
C.5540 Immunoglobulin G (Fd fragment specific) immunological test system 1
C.5560 Lactic dehydrogenase immunological test system 1
C.5570 Lactoferrin immunological test system 1
C.5590 Lipoprotein X immunological test system 1
C.5700 Whole human plasma or serum immunological test system 1
C.5715 Plasminogen immunological test system 1
C.5735 Prothrombin immunological test system 1
C.5765 Retinol-binding protein immunological test system 1
C.5800 Seminal fluid (sperm) immunological test system 1
C.5860 Total spinal fluid immunological test system 1
C.5890 Inter-alpha trypsin inhibitor immunological test system 1
I
g~ ANESTHESIOLOGY DEVICES
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Classification

Number Classification Name Class
D.1100 Arterial blood sampling kit 1
D.1575 Gas collection vessel 1
D.1910 Esophageal stethoscope 1
D.1930 Stethoscope head 1
D.5100 Nasopharyngeal airway 1
D.5110 Oropharyngeal airway 1
D.5220 Blow bottle 1
D.5240 Anesthesia breathing circuit 1
D.5280 Breathing tube support 1
D.5300 Carbon dioxide absorbent 1
D.5310 Carbon dioxide absorber 1
D.5320 Reservoir bag 1
D.5340 Nasal oxygen cannula 1
D.5350 Nasal oxygen catheter 1
D.5375 Heat and moisture condenser (artificial nose) 1
D.5460 Therapeutic humidifier for home use 1
D.5530 Flexible laryngoscope 1
D.5540 Rigid laryngoscope 1
D.5550 Anesthetic gas mask 1
D.5560 Gas mask head strap 1
D.5570 Nonrebreathing mask 1
D.5580 Oxygen mask 1
D.5590 Scavenging mask 1
D.5600 Venturi mask 1
D.5620 Breathing mouthpiece 1
D.5640 Medicinal nonventilatory nebulizer (atomizer) 1
D.5675 Rebreathing device 1
D.5700 Nonpowered oxygen tent |
D.5770 Tracheal tube fixation device 1
D.5780 Tube introduction forceps 1
D.5790 Tracheal tube stylet 1
D.5810 Airway connector 1
D.5860 Pressure tubing and accessories 1
D.5975 Ventilator tubing 1
D.5995 Tee drain (water trap) 1
D.6810 Tracheobronchial suction catheter 1
D.68BS Medical gas voke assembly 1
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EA CARDIOVASCULAR DEVICES
Classification .

Number Classification Name Class
E.1875 Stethoscope 1
E.3650 Pacemaker polymeric mesh bag 1
E.3730 Pacemaker service tools 1
E.3935 Prosthetic heart valve holder 1
E.4200 Cardiopulmonary bypass accessory equipment 1
E.4500 Cardiovascular surgical instruments 1
e DENTAL DEVICES

Classification i .

Nuaber Classification Name Class
F.0001 Retraction cord 1
F.1730 Electrode gel for pulp tester 1
F.1820 Dental x-ray exposure alignment device 1
F.1840 Dental x-ray position indicating device 1
F.1850 Lead-lined position indicator 1
F.2050 Dental sonography device 1
F.2060 Jaw tracking device 1
F3100 Dental amalgamator 1
F.3110 Dental amalgam capsule 1
F3130 Preformed anchor 1
F.3140 Resin applicator 1
F.3165 Precision attachment 1
F.3240 Dental bur 1
F.3275 Dental cement 1
F.3285 Preformed clasp 1
F.3330 Preformed crown 1
F.3350 Gold or stainless steel cusp 1
F.3360 Preformed cusp 1
F.3400 Karaya and sodium borate with or without acacia denture adhesive 1
F.3410 Ethylene oxide homopolymer and/or carboxymethyl-cellulose sodium 1

denture adhesive
F.3450 Ethylene oxide homopolymer and/or karaya denture adhesive 1
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F.3490 Carboxymethylcellulose sodium and/or polyvinylmethylether maleic acid 1
calcium-sodium double salt denture adhesive
F.3520 OTC denture cleanser 1
F.3530 Mechanical denture cleaner 1
F.3540 OTC denture cushion or pad 1
F.3580 Preformed gold denture tooth 1
F.3670 Resin impression tray material 1
F.3740 Retentive and splinting pin 1
F3810 Root canal post 1
F.3830 Endodontic paper point 1
F.3840 Endodontic silver point 1
F.3850 Gutta percha 1
F.3900 Posterior artificial tooth with a metal insert 1
F3910 Backing and facing for an artificial tooth 1
F.3980 Endosseous dental implant accessories 1
F.4130 Intraoral dental drill 1
F.4200 Dental handpiece and accessories 1
F.4535 Dental diamond instrument 1
F.4565 Dental hand instrument 1
F4620 Fiber optic dental light 1
F.4630 Dental operating light 1
F.4730 Dental injecting needle 1
F5410 Orthodontic appliance and accessories 1
F.5525 Preformed tooth positioner 1
F.6010 Abrasive device and accessories 1
F.6030 Oral cavity abrasive polishing agent 1
F.6050 Saliva absorber 1
F.6100 Anesthetic warmer 1
F.6140 Articulation paper 1
F.6200 Base plate shellac 1
F.6250 Dental chair and accessories 1
F.6290 Prophylaxis cup 1
F.6300 Rubber dam and accessories 1
F.6475 Heat source for bleaching teeth 1
F.6570 Impression tube 1
F.6640 Dental operative unit and accessories 1
F6710 Boiling water sterilizer 1
F.6870 Disposable fluoride tray 1
F.6880 Preformed impression tray 1
F.6890 Intraoral dental wax 1
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EARNOSE.AND THORAT DEVICES

Classification

Number Classification Name Class
G.1100 Earphone cushion for audiometric testing 1
G.1600 Olfactory test device 1
G925 Tovnbee diagnostic tube 1
G.3300 Hearing aid 1
G.3540 Prosthesis modification instrument for ossicular replacement surgery 1
G.3900 Nasal dilator 1
G4100 Epistaxis balloon 1
G4140 Ear, nose, and throat bur 1
G4175 Nasopharyngeal catheter 1
G4350 Ear, nose, and throat fiberoptic light source and carrier 1
G4420 Ear, nose, and throat manual surgical instrument 1
G.4730 Laryngostroboscope l
G4770 Otoscope 1
G4780 Intranasal splint 1
G.4800 Bone Particle collector 1
G.5220 Ear, nose, and throat drug administration device 1
G.5300 Ear, nose, and throat examination and treatment unit 1
G.5550 Powered nasal irrigator 1
G.3800 External nasal splint 1
G.5840 Antistammering device 1
A GASTROENTROLOGY-UROLOGY DEVICES

Classification . .

Number Classification Name Class
H.1075 Gastroenterology-urology biopsy instrument 1
H.4530 Gastroenterolgy-urology fiberoptic retractor 1
H.4560 Ribdam 1
H.4590 Interlocking urethral sound 1
H.4730 Manual gastroenterolgoy-urology surgical instrument and accessories 1
H.4890 Urological table and accessories 1
H.5030 Continent ileostomy catheter 1
H.5090 Suprapubic urological catheter and accessories 1
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H.5130 Urological catheter and accessories 1
H.5160 Urological clamp for males 1
H.5210 Enema kit 1
H.5450 Rectal dilator 1
H.5520 Urethral dilator 1
H.5900 Ostomy pouch and accessories 1
H.5970 Hernia support 1
H.5980 Gastrointestinal tube and accessories 1
P GENERAL AND PLASTIC SURGERY DEVICES

Classification

Number Classification Name Class
1.1800 Speculum and accessories 1
1.3250 External facial fracture fixation appliance 1
13750 External prosthesis adhesive 1
1.3800 External aesthetic restoration prosthesis 1
1.3900 Inflatable extremity splint 1
13910 Noninflatable extremity splint 1
1.3925 Plastic surgery kit and accessories 1
1.4014 Nonresorbable gauze/sponge for external use 1
14018 Hydrophilic wound dressing 1
1.4020 Occlusive wound/burn dressing 1
1.4025 Silicone sheeting 1
1.4022 Hydrogel wound dressing and burn dressing 1
1.4040 Surgical apparel(Surgical gowns and surgical masks) 1
1.4100 Organ bag 1
14160 Surgical camera and accessories 1
1.4200 Introduction/drainage catheter and Accessories 1
1.4320 Removwable skin clip 1
1.4370 Surgical drape and drape accessories 1
1.4380 Drape adhesive 1
1.4440 Eve pad 1
1.4450 Nonabsorbable gauze for internal use 1
1.4470 Surgeon's gloving cream 1
1.4660 Skin marker 1
14680 Nonpowered,single patient,portable suction apparatus 1
1.4700 Surgical microscope and accessories 1
1.4730 Surgical skin degreaser or adhesive tape solvent 1
1.4760 Removable skin staple 1
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1.4800 Manual surgical instrument for general use 1
1.4820 Surgical instrument motors and accessories/attachments 1
1.4930 Suture retention device 1
1.4950 Manual operating table and accessories and manual operating chair and 1
accessories
1.4960 Operating tables and accessories and operating chairs and accessories 1
1.5350 Needle-type epilator 1
1.5360 Tweezer-type epilator 1
1.5900 Nonpneumatic tourniquet 1
1.5910 Pneumatic tourniquet 1
+ - GENERAL HOSPITAL AND PERSONAL USE DEVICES
Classification . .

Number Classification Name Class
J.2200 Liquid crystal forehead temperature strip 1
1.2900 Clinical color change thermometer 1
1.5075 Elastic bandage 1
1.5090 Liquid bandage 1
J.5110 Hydraulic adjustable hospital bed 1
J1.5120 Manual adjustable hospital bed 1
15150 Nonpowered flotation therapy mattress 1
1.5160 Therapeutic medical binder 1
15180 Burn sheet 1
J.5210 Intravascular catheter securement Device 1
1.5240 Medical adhesive tape and adhesive bandage 1
J1.5270 Neonatal eye pad 1
J.5300 Medical absorbent fiber 1
1.5420 Pressure infusor for an LV, bag 1
J.5510 Non-AC-powered patient lift 1
J.5550 Alternating pressure air flotation Mattress 1
1.5560 Temperature regulated water Mattress 1
J.5680 Pediatric position holder 1
J.5740 Suction snakebite kit 1
J.5780 Medical support stocking 1
J.5820 Therapeutic scrotal support 1
1.5950 Umbilical occlusion device 1
1.6025 Absorbent tipped applicator 1
1.6150 Ultrasonic cleaner for medical Instruments 1
J.6230 Tongue depressor 1
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1.6280 Medical insole 1
1.6375 Patient lubricant 1
1.6430 Liquid medication dispenser 1
1.6450 Skin pressure protectors 1
1.6775 Powered patient transfer device 1
J.6785 Manual patient transfer device 1
J.6820 Medical disposable scissors 1
J.6890 General purpose disinfectants 1
J.6900 Hand-carried stretcher 1
1.6910 Wheeled stretcher 1
J1.6960 Irrigating syringe 1
1.6970 Liquid crystal vein locator 1
1.6980 Vein stabilizer 1
J.6990 Infusion stand 1
+— NEUROLOGICAL DEVICES
Classification .

Number Classification Name Class
K.1200 Two-point discriminator 1
K.1500 Esthesiometer 1
K.1525 Tuning fork 1
K.4030 Skull plate anvil 1
K.4060 Ventricular cannula 1
K.4125 Neurosurgical chair 1
K.4190 Clip forming/cutting instrument 1
K.4200 Clip removal instrument 1
K.4325 Cranial drill handpiece(brace) 1
K.4500 Cranioplasty material forming instrument 1
K.4525 Microsurgical instrument 1
K.4535 Nonpowered neurosurgical instrument 1
K.4545 Shunt system implantation instrument 1
K.4600 Leukotome 1
K.4650 Neurosurgical suture needle 1
K.4750 Skull punch 1
K.4900 Skullplate screwdriver 1
+=- OBSTETRICAL AND GYNECOLOGICAL DEVICES
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Classification

Number Classification Name Class
L.1640 Culdoscope and accessories 1
L.1690 Hysteroscope and accessories 1
L.1700 Hysteroscopic insufflator 1
L.1720 Gynecologic laparoscope and accessories 1
L.1730 Laparoscopic insufflator 1
L.2900 Fetal stethoscope 1
L.4520 Obstetric-gynecologic general manual instrument 1
L.4530 Obstetric-gvnecologic specialized manual instrument 1
L.5900 Therapeutic vaginal douche apparatus 1
L.5920 Vaginal insufflator 1
L.6190 Assisted reproductive microscopes and microscope accessories 1
+=- OPHTHALMIC DEVICES

Classification i .

Number Classification Name Class
M. 1040 Ocular esthesiometer 1
M.1070 Anomaloscope 1
M.1090 Haidlinger brush 1
M.1140 Ophthalmic chair 1
M.1160 Color vision plate illuminator 1
M.1200 Optokinetic drum 1
M.1250 Euthyscope 1
M.1290 Fixation device 1
M.1320 Fornixscope 1
M.1350 Keratoscope 1
M.1375 Bagolini lens 1
M.1380 Diagnostic condensing lens 1
M.1390 Flexible diagnostic Fresnel lens 1
M.1395 Diagnostic Hruby fundus lens 1
M.1400 Maddox lens 1
M. 1405 Ophthalmic trial lens set 1
M.1410 Ophthalmic trial lens clip 1
M.1435 Maxwell spot 1
M. 1460 Stereopsis measuring instrument 1
M.1605 Perimeter 1
M.1650 Ophthalmic bar prism 1
M.1655 Ophthalmic Fresnel prism 1
M.1660 Gonioscopic prism 1
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M.1665 Ophthalmic rotary prism 1
M.1680 Ophthalmic projector 1
M.1690 Pupillograph 1
M.1700 Pupillometer 1
M.1750 Skiascopic rack 1
M.1790 Nearpoint ruler 1
M.1800 Schirmer strip 1
M.1810 Tangent screen (campimeter) 1
M.1870 Stereoscope 1
M.1905 Nystagmus tape 1
M.1910 Spectacle dissociation test system 1
M.1940 Tonometer sterilizer 1
M.1945 Transilluminator 1
M.3200 Artificial eye 1
M.4070 Powered corneal burr 1
M.4250 Ophthalmic electrolysis unit 1
M.4300 Intraocular lens guide 1
M.4335 Operating headlamp 1
M.4350 Manual ophthalmic surgical instrument 1
M.4360 Ocular surgery irrigation device 1
M.4370 Keratome 1
M.4570 Ophthalmic surgical marker 1
M.4750 Ophthalmic eye shield 1
M.4770 Ophthalmic operating spectacles (loupes) 1
M.5600 Ptosis crutch 1
M.5844 Corrective spectacle lens 1
+ug ORTHOPEDIC DEVICES
Classification . .

Number Classification Name Class
N.1100 Arthroscope 1
N.3000 Bone cap 1
N.4200 Cement dispenser 1
N.A4210 Cement mixer for clinical use 1
N.4220 Cement monomer vapor evacuator 1
N.4230 Cement ventilation tube 1
N.4540 Orthopedic manual surgical instrument 1
N.5850 Nonpowered orthopedic traction apparatus and accessories 1
N.5890 Noninvasive traction component 1
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N.5940 Cast component 1
N.5960 Cast removal instrument 1
N.5980 Manual cast application and removal instrument 1
+H - PHYSICAL MEDICINE DEVICES

Classification . .

Number Classification Name Class
0.0003 Topical refrigerant (vapocoolant) 1
0.0006 Continuous Passive Motion Device 1
Q1175 Electrode cable 1
0.3025 Prosthetic and orthotic accessory 1
0.3075 Cane 1
0.3100 Mechanical chair 1
0.3150 Crutch 1
0.3175 Flotation cushion 1
0.3410 External limb orthotic component 1
0.3420 External limb prosthetic component 1
0.3475 Limb orthosis 1
(.3490 Truncal orthosis 1
0.3500 External assembled lower limb prosthesis 1
0.3520 Plinth 1
0.3640 Arm sling 1
0.3665 Congenital hip dislocation abduction splint 1
0.3675 Denis Brown splint 1
0.3750 Mechanical table 1
0.3760 Powered table 1
0.3825 Mechanical walker 1
(.3850 Mechanical wheelchair 1
0.3930 Mobile wheelchair elevator 1
0.5125 Nonpowered sitz bath 1
0.5150 Powered patient transport 1
0.5160 Air-fluidized bed 1
0.5170 Powered flotation therapy bed 1
0.5180 Manual patient rotation bed 1
0.5225 Powered patient rotation bed 1
0.5700 Cold pack 1
Q.5710 Hot or cold disposable pack 1
0.5720 Water circulating hot or cold pack 1
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0.5730 Moist heat pack 1
Q.5765 Pressure-applying device 1
0.5925 Traction accessory 1
+5 RADIOLOGY DEVICES
Cla:?:;ac:lon Classification Name Class
P.1350 Nuclear scanning bed 1
P.1400 Nuclear sealed calibration source 1
P.1410 Nuclear electrocardiograph synchronizer 1
P.1640 Radiographic film marking system 1
P.1760 Diagnostic x-ray tube housing assembly 1
P.1830 Radiologic patient cradle 1
P.1840 Radiographic film 1
P.1910 Radiographic grid 1
P.1920 Radiographic head holder 1
P.1960 Radiographic intensifying screen 1
P.1970 Radiographic ECG/respirator synchronizer 1
P.2010 Medical image storage device 1
P.2020 Medical image communication device 1
P.5740 Radionuclide teletherapy source 1
P.5780 Light beam patient position indicator 1
P.6500 Personnel protective shield 1
Fe s OTHER CATERORIES SPECIFIED BY THE CENTRAL COMPETENT
HEALTH AUTHORITY
Clij:::it:on Classification Name Class

B.ooo2 Blood component extractor I
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Annex Il

The following devices are required to provide domestic clinical study results.

Classification Classification Name Class
Number
1 M.5916 Rigid gas permeable contact lens 2,3
M.5925 Soft (hydrophilic) contact lens 2,3
3 Other categories specified by the central competent
health authority
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Ministry of Health and Welfare Application For:
Application of Conformity Assessment DNewAppllnfallon -
oAddition of product item(s)
for Foreign Manufacturers of Imported DRenewal oAddition of product item(s)

Medical Devices(On-site Inspection) Approved QSD Number: QSD

Reference number of approval letter:

Expiry Date of the approval letter:

Application Date:
1. Applicant

1.1 Name of Pharmaceutical Firm: (Chinese)/(English)

1.2 Address of Pharmaceutical Firm: (Chinese)/(English)

1.3 Email Address of the Pharmaceutical Firm: @

1.4 License number of the Pharmaceutical Firm:

1.5 Responsible Person of the Pharmaceutical Firm:

1.6 Phone: - 1.7 Fax: -

1.8 Contact Person: 1.9 Contact Phone: -
2. Foreign Manufacturer

2.1 Name of the Manufacturer:

2.2 Manufacturer Email: @

2.3 Address of the Manufacturer:

(Country):

(Latitude and Longitude):

2.4 Responsible Person of the Manufacturer:

[ DOH-MDQS-006-12  Rev.1
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2.5 Manufacturer Management Representative:

2.6 Phone: - 2.7 Fax: -

* Note: For renewal, the application should be submitted six months prior to the
expiration date, in accordance with Article 9 of Regulations of Medicament Manufacturer
Inspection.

For Official Use Only

Fee receipt stamp of | File receipt stamp of the Food File receipt stamp of the
the Food and Drug | and Drug Administration, and Authorized Auditing
Administration case number (2D barcode) Organization

3. Basic Manufacturer Information
3.1 Main Management Personnel (Such as general manager, factory manager, manager of

quality assurance, management representative, and others)

Name Job Title Quality System Related
Responsibilities
3.2 Number of employees in the manufacturing plant:
Is there any plant or department located outside of the site?
o No
o Yes (Please fill in the form below)
ant n;lg;eiartmem Address Number of Employees

3.3 In addition to the production of medical devices, does the manufacturer also produce drugs
for human, veterinary drugs, cosmetics or foods, etc.at the application site?
o No

O Yes (Please fill in the form below)

210 DOH-MDQS-006-12  Rewv.1
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Product Category/Name

Is it in the same plant area?

oYes 0No
0Yes 0ONo
oYes o No
oYes 0ONo

3.4 Other documents related to the manufacturer’s application (Please provide the requested

documents as listed in the table below)

m]

ISO 13485 certificate of the manufacturer (if applicable),

[}

Proof of the manufacturer’s legal entity,

“Letter of Authorization™ from the manufacturer,

Quality Manual of the manufacturer,

List of quality system documents (Please also complete Annex 1),

Organization chart of the manufacturer,

The plant layout diagram,

The layouts of the production area for each product item

oo|oO|oOo|oOo|a|a

WO oo =d| | h| |

Copy of the approval letter (applicable to renewal applications only),

4. Medical Device Items Being Applied For

4.1 List of product items

Item

{according to the classification name of Annex
I in Article 3 of the Regulations for Governing

Name of Medical Device

the Management of Medical Devices)

Classification
Number

New product
item/Renewal
product item

oNew product
item

cRenewal product
item

ONew product
item

oRenewal product
item

ONew product
item

oRenewal product
item

oNew product
item

oRenewal product
item

182
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4.2 Medical devices in this application

Item:
Name of medical

device: (acconting

the classifieation names of
Anex [ in Aticle 3 of the
Regulations for Govemning the
Management of Medical
Deviges)

{Chinese):

(English):

oMandatory Application (announced by the TFDA)

OMandatory Application (required by the TFDA )

o Voluntary Application

0 New product
item

License number of medical devices related
to this product item or information of
similar products produced by this
manufacturer approved by the Ministry of
Health and Welfare: (for reference only)

O Renewal
product item

Approved QSD number :

License number of medical devices related
to this product item that have been
approved by the Ministry of Health and

Welfare: (for reference only)

Product
features:

Intended use:

Classification number

Classification

;s this product iterfm an O Yes oNo
implantable or active
implantable device?

Does this product contain | 5 ves o No
software?

Does this product contain | ; ves o No
drugs?

Sterilization requirement: | 5 Syerile

Sterilization method ;

o Ethylene Oxide
oRadiation
0 Moist Heat

o Other (Please specify)

0 Sterilization prior to use

0 Sterilization not required

410 DOH-MDQS-006-12  Rev.1
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Does this product item
contain ingredients
derived from cells or
tissues of human or
animal origin?

o Yes

Biological source

o Bovine Country of origin: ( )

o Human Country of origin: ( )

o Goat  Country of origin: ( )

0 Swine Country of origin: )

o Other: (Please specify)
Country of origin: )

o No

Note: If applying for more than one product item, please copy this form and complete one for each

product item. Please provide the intended use and functions for each product in detail.

510 DOH-MDQS-006-12  Rev.1
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4.3 Other documents related to submission (Please provide the requested documents as
indicated in the table below)

= 1 Manufacturing process diagrams for each product item,

o Suppliers of main raw materials and each component,

o Contract manufacturing (if applicable),

Main manufacturing equipment,

2
3
o 4 Contract testing (if applicable),
5
6

Main testing equipment,

1, hereby, declare that:
1. The information provided in the application is true in fact

2. The quality system documents, related documents, clarification documents and proof
submitted are from the manufacturer and are the most up-to-date and valid version.

3. After approval of the application to the registration approval, the applicant shall submit an
application for any changes of the manufacturer, such as change of address, expansion of
production line or addition of more medical devices, in accordance with the requirements of
Pharmaceutical Affairs Act and the Regulations of Medicament Manufacturer Inspection.

4., The applicant shall be responsible for representing the overseas manufacturer in handling the
communication among users, health institutions, the public and the regulatory authority in
relation to the imported medical device under this application within the jurisdiction of R.O.C.
(Taiwan), and be responsible for reporting and communication with the manufacturer,
including the redirection of any up-to-date information about the medical device, handling or
reporting, correction and recall from the manufacturer.

The applicant will accept that the application may be rejected or revoked, and be responsible

for related legal actions for activities contrary to the above information.

Stamp of declarer Stamp of
for pharmaceutical responsible person
firm: of pharmaceutical
firm:
6/10 DOH-MDQS-006-12  Rev.1
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Table 1, List of quality system documents

Requirements of ISO 13485:2003 | Document name, Document Version
GMP regulations number
O | Quality manual

Section 1 Quality Management System

] Article 63

General
Requirement (4.1)

o Article 64 | Quality system file
overview (4.2.1)

ml Article 65 | Quality manual
(4.2.2)

o Article 66 | Document  control
(4.2.3)

o Article 67 | Record control
(4.2.4)

Section 2 Management Responsibility

o Article 68 | Management
commitment (5.1)

O Article 69 | Customer focus (5.2)

O Article 70 | Quality policy (5.3)

] Article 71

Quality objectives
(5.4.1)

o Article 72 | Quality management
system planning
(5.4.2)

o Article 73 | Responsibility and
authority (5.5.1)

o Article 74 | Management
representative
(5.5.2)

m] Article 75 | Internal
communication
(5.5.3)

O Article 76 | General,
Management review
(5.6.1)

O Article 77 | Review input (5.6.2)

m] Article 78 | Review output
(5.6.3)

Section 3 Resource Management

o Article 79 | Resource
management (6.1)

O Article 80 | General, Human
resources (0.2.1)

o | Article 81 | Competence,
awareness and
tramning (6.2.2)

O Article 82 | Infrastructure (6.3)

] Article 83 | Work environment

(6.4)

Section 4 Product Realization

710
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Article 84

Planning of product
realization (7.1)

Article 85

Determination of
requirements related
to the product (7.2.1)

Article 86

Review of
requirements related
to the product (7.2.2)

Article 87

Review of
requirements related
to the product (7.2.2)

Article 88

Customer
communication
(7.2.3)

Article 89

Design and
development
planning (7.3.1)

Article 90

Design and
development inputs
(7.3.2)

Article 91

Design and
development outputs
(7.3.3)

Article 92

Design and
development review
(7.3.4)

Article 93

Design and
development
verification (7.3.5)

Article 94

Design and
development
validation (7.3.6)

Article 95

Control of design
and development
changes (7.3.7)

Article 96

Purchasing process
(7.4.1)

Article 97

Purchasing
information (7.4.2)

Article 98

Verification of
purchased product
(7.4.3)

Article 99

General
requirements,
control of production
and service
provisions (7.5.1.1)

Article 100

Cleanliness of
product and
contamination
control (7.5.1.2.1)

B0
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Article 101

Installation activities
(7.5.1.2.2)

Article 102

Servicing activities
(7.5.1.2.3)

Article 103

Particular
requirements for
sterile medical
devices (7.5.1.3)

Article 104

General
requirements,
validation of
processes for
production and
service provision
(7.5.2.1)

Article 105

Particular
requirements for
sterile medical
devices (7.5.2.2)

Article 106

Identification
(7.5.3.1)

Article 107

General Traceability
(7.5.3.2.1)

Article 108

Particular
requirements
(7.5.3.2.2)

Article 109

Status identification
(7.5.3.3)

Article 110

Customer property
(7.5.4)

Article 111

Preservation of
product (7.5.5)

Article 112

Control of
monitoring and
measuring devices

(7.6)

Section 5 Measurement, Analysis, and Improvement

]

Article 113

General (8.1)

Article 114

Feedback (8.2.1)

Article 115

Internal audit (8.2.2)

]
o
(]

Article 116

Monitoring and
measurement of
processes (8.2.3)

Article 117

General requirement,
monitoring and
measurement of
product (8.2.4.1)

Article 118

Particular
requirement for
active implantable
medical devices and

9/10
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implantable medical
devices (8.2.4.2)

Article 119 | Control of
nonconforming
product (8.3)

Article 120 | Analysis of data
(8.4)

Article 121 | General
improvement (8.5.1)

Article 122 | Corrective action
(8.5.2)

Article 123 | Preventive action

(8.5.3)

10/10
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Ministry of Health and Welfare  Application For:

Application of Conformity Assessment [ 0 New application

for Foreign Manufacturers of Imported | O Addition of product item(s)

Medical Devices (Quality System O Renewal and O Addition of product item(s)
Documentation, QSD) Approved QSD Number : QSD

Reference number of approval letter:

Expiry Date of the approval letter:

O Joint application with:

On-site inspection application number:

Application Date:

1. Applicant

1.1 Name of the Pharmaceutical Firm: (Chinese)/(English)
1.2 Address of the Pharmaceutical Firm: (Chinese)/(English)
1.3 Email Address of the Pharmaceutical Firm:

1.4 License Number of the Pharmaceutical Firm:

1.5 Responsible Person of the Pharmaceutical Firm:

1.6 Phone: -

1.7 Fax: -

1.8 Contact person:

1.9 Contact phone: -

2. Foreign Manufacturer

2.1 Name of the Manufacturer:

2.2 Address of the Manufacturer: (Country):
{Latitude and longitude):

2.3 E-mail:

2.4 Responsible Person of the Manufacturer:

2.5 Phone: -

2.6 Fax: -

*  Note: For renewal, the application should be submitted six months prior to the

expiration date, in accordance with Article 9 of Regulations of Medicament
Manufacturer Inspection.

-

|

| For Official Use Only

1 Fee receipt stamp of | File receipt stamp of the Food File receipt stamp of the

I the Food and Drug and Drug Administration, and Authorized Auditing

| Administration case number (2D barcode) Organization

|

|

|

l —-—
1/15
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3. Basic information of the manufacturer: [Please attach the letter of declaration

from the manufacturer, specifying the name and address of the authorized
Pharmaceutical Firm (the same as the applicant) with signature from the

manufacturer’s responsible person signed within one year]

3.1  Year of establishment:

3.2 Number of employees:

33

produce drugs for human, veterinary drugs, cosmetics or foods, etc.?

O No

pother)

In addition to the production of medical devices, does the manufacturer also

O Yes (odrugs for human cveterinary drugs ocosmetics Ofoods

3.4 Contract manufacturing processes (if applicable to product item(s) of this

application)

Prudu!:t items Comract_ Address/Country ISQ 13485
(Classification | manufacturing Contract Certificate or
number and process manufacturers of contract GMP/QSD

name} manufacturers registration
O No
O Yes
Certificate Issuing
Organization:
Certificate
Number:

Expiry Date:

O No

O Yes

Certificate Issuing
Organization :
Certificate
Number:

Expiry Date:

(Please use additional sheets as necessary to provide full details)

O No contract manufacturing process

3.5 Since the approval of QSD registration, has there been any major change to the

manufacturer? (Applicable to renewal applications only)

Yes (Please select below and provide details in 3.6)

Change of
company's

Organizational
changes

Quality system
changes

Expansion of
production line
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ownership | || ||

Other (Please specify)

No

3.6 Other important information (e.g. Details of quality system certification,
changes of manufacturer name and address, history of mergers and acquisitions,

ete.):

(Please use additional sheets as necessary to provide full details.)

3.7 The manufacturer has established procedures for reporting adverse events to
Taiwan’s competent health authority by the authorized medical device permit
holding pharmaceutical firm in accordance with the requirements in Article 45-1
of the Pharmaceutical Affairs Act, the Procedure for Reporting Severe Adverse
Reactions to Medicines, and in Article 121 of the Pharmaceutical Good
Manufacturing Practice Regulations. (The same requirements in sub-clause 8.5.1
of ISO 13485:2003)

Title of the procedure:
Document number: Issue date: Version:

315
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3.8  The manufacturer has established procedures for reporting advisory notices in
accordance with the requirements in Article 61 and Article 121 of the
Pharmaceutical Good Manufacturing Practice Regulations. (The same
requirements in sub-clause 8.5.1 of ISO 13485:2003)

Title of the procedure:

Document number: Issue date: Version:

3.9 The manufacturer has established procedures for product recall in accordance
with the requirements in Article 80 of the Pharmaceutical Affairs Act, the
Regulations for Medicament Recall, and Article 121 of the Pharmaceutical Good
Manufacturing Practice Regulations. (Please refer to ISO 13485:2003 Sub-Clause
8.5.1.)

Title of the procedure:

Document number: Issue date: Version:

3.10 Has the manufacturer provided the up-to-date and valid version of quality manual,
document list, and quality system procedures in this application?
Yes
Not applicable (Application under the abbreviated mode for manufacturers
located in the U.S. or in European Union member

states/OSwitzerland/OLiechtenstein under technical cooperation program)
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4. List of product items

Item Name of Medical Device New product item/
(according to the claslsiﬁcatiun Classification | Renewal product item
name of Annex Lin Amcl:_: 3 of the Number
Regulations for Governing the
Management of Medical Device)

1 O New product item
O Renewal product item

2 O New product item
O Renewal product item

3 O New product item
O Renewal product item

4 O New product item
O Renewal product item

5 O New product item
O Renewal product item

6 O New product item
O Renewal product item

7 O New product item
O Renewal product item

8 O New product item
O Renewal product item

9 O New product item
O Renewal product item

10 O New product item
O Renewal product item

11 O New product item
O Renewal product item

12 0O New product item
O Renewal product item

13 O New product item
O Renewal product item

14 O New product item
O Renewal product item

Note: Please use additional sheets as necessary to provide full details
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5. Medical devices in the application for importation:

[tem:

Name of Medical (Chinese) :
Device (according to

the classification (English) :

names of Annex I in
Article 3 of the
Regulations for
Governing the
Management of
Medical Device)

O New product item

License number of medical device(s)
related to this product item or
information of similar products
produced by this manufacturer approved
by the Ministry of Health and Welfare:
(for reference only)

O Renewal product
item

Approved QSD number:

License number of medical device(s)
related to this product item that have
been approved by the Ministry of Health
and Welfare: (for reference only)

Brief description of
product functions and
characteristics:

Intended use:

Classification Number:

Is this product item an OYes ONo
implantable or active

implantable medical device?

Does this product item contain | O Yes [ No
software?

Does this product item contain | O Yes O No

drugs?

Sterilization requirement:

O Sterile O Non-sterile
Sterilization method:

O Ethylene Oxide

O Radiation

O Moist Heat

O Other (Please specify)

O Sterilization prior to use

[0 Sterilization not required

6/15
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Does this product item contain | O Yes
ingredients derived from cells | Biological source:
or tissues of human or animal | O Bovine. Country of origin:
origin? ( )
O Human. Country of origin:
( )
O Goat. Country of origin:
( )
O Swine. Country of origin:
( )
O Other: (Please specify)
Country of origin: ( )]
O No

Note: If applying for more than one product item, please copy this form and complete one form for
each product item. Please provide the intended use and functions of each product in detail.
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6.

Modes of QSD Application (Note: Each application only for one of the modes.)

O 6.1 Abbreviated mode for manufacturers located in the U.S. (please complete

Appendix 1)

O 6.2  Abbreviated mode under Technical Cooperation Program for manufacturers

located in countries of European Union/Switzerland/Lichtenstein (please
complete Appendix 2)

O 6.3  Abbreviated mode for manufacturers located in Japan (please complete

appendix 3)

O 6.4 Standard mode (please complete appendix 4)

1, hereby, declare that:

L.

2.

The information provided in the application is true in fact

The quality system documents, related documents, clarification documents and
proof submitted are from the manufacturer and are the most up-to-date and valid
version.

After approval of the application to the registration approval, the applicant shall
submit an application for any changes of the manufacturer, such as change of
address, expansion of production line or addition of more medical devices, in
accordance with the requirements of Pharmaceutical Affairs Act and the
Regulations of Medicament Manufacturer [nspection.

The applicant shall be responsible for representing the manufacturer in handling
the communication among users, health institutions, the public and the regulatory
authority in relation to the imported medical device under this application within
the jurisdiction of R.O.C. (Taiwan), and be responsible for reporting and
communication with the manufacturer, including the redirection of any up-to-date
information about the medical device, handling or reporting, correction and recall
from the manufacturer.

The applicant will accept that the application may be rejected or revoked, and be
responsible for related legal actions for activities contrary to the above information.

Stamp of declarer it:mﬂ;;c erson

for pharmaceutical PO - pet )

Firm: of pharmaceutical
' firm:
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Appendix 1

Abbreviated mode for manufacturers in U.S. (only applicable for
manufacturers in the US, Puerto Rico, Guam, ete.)

O |6.1.1

Establishment Inspection Report (EIR) issued by US FDA (EIR within three

years from the date of inspection)

The latest date that US FDA conducted an on-site inspection at the manufacturer:

(Please provide a statement letter from the manufacturer )

CFG issued by US FDA:
O Original CFG
O Copy of the CFG

The original CFG is in the other applications (Please fill in the

application number.)

Certificate of compliance equivalent to medical device GMP certification (ISO
13485 certificate)

Certificate issuing organization:

Expiry date of the certificate:

Copy of approval letter (applicable to renewal applications only)
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Appendix 2 Abbreviated mode for manufacturers in countries of European
Union/Switzerland/Lichtenstein under Technical Cooperation
Program (Only applicable for manufacturers located in countries of
European Union and limited to EU Notified Bodies which
participate in the “Technical Cooperation Program on Exchange of
Audit Reports between EU and Taiwan™, or also applicable for
countries/regions that have signed cooperative agreements with
Taiwan)

O |6.2.1 | The EU Notified Body partners under Technical Cooperation Program (Please
click):

oBSI OLNE/G-med oimde oUL (UK)

oTOV SUDPS  oTUV Rheinland LGA  oDEKRA obGM
OMED/CERT  oSGS(UK)

O Other organization authorized by the central regulatory authority:

Organization name:

O | 6.2.2 | The latest inspection report issued by the EU Notified Body partners

Date of inspection:

O | 6.2.3 | Certificate of compliance equivalent to medical device GMP certification (ISO
13485 certificate from the same EU Notified Body partner as in 6.2.2)

Certificate issuing organization:

Expiry date of the certificate:

O | 6.2.4 | Certificate issued by the highest health authority in the country where the
manufacturer is located:

O Original Certificate
O Copy of the Certificate

The original certificate is in the other applications (Please fill in the
application number.)

O | 6.2.5 | Copy of approval letter (applicable to renewal applications only)

10/15
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Appendix 3

Abbreviated mode for manufacturers in Japan (only applicable for
manufacturers located in Japan and limited to Japan RCBs
approved by the Food and Drug Administration of the Ministry of
Health and Welfare)

o | 6.3.1 | PMDA or Registered Certificd Bodies(RCBs) approved by the Food and Drug

Administration of the Ministry of Health and Welfare:

OPMDA

OTUV Rheinland JAPAN  0BSI Group JAPAN 0SGS (JAPAN)
oTUV SUD JAPAN

O 6.3.2 | On-site inspection reports issued by PMDA or RCBs (inspection report within
three years from the date of inspection)

Date of inspection:

o 6.3.3 | Certificate of compliance equivalent to medical device GMP certification (QMS
compliance document or SO 13485 certificate from the same organization as in
6.3.1)

Certificate issuing organization:
Expiry date of the certificate:

g | 63.4 | Quality system documents

o A, | Quality manual number: Issue date: Version

O B. | Document master list (including title of procedural documents, document number,
version)

o | 6.3.5 | The plant layout diagram (a floor plan of each building on the site labeled with its
functions, including the location of main gates, storage areas, receiving and
dispatch bays, manufacturing areas, packaging areas, testing areas and offices
ete. )

o | 6.3.6 | The layouts of production area for each product item (including the personnel
flow, operation flow, material flow, and finished product flow).

o | 637 | Main manufacturing equipment and main testing equipment (manufacturing
equipment and testing equipment must be listed separately )

o | 3.8 | Manufacturing process diagrams for each product item
(Subject to the product characteristics, if there is a contract manufacturing
process, please state the name of the contract manufacturer the same as in 3.4)

o 6.3.9 | Copy of the approval letter (applicable to renewal applications only)
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Appendix 4

Standard Mode: (For manufacturers whose quality system is
established according to Part 3 of the Pharmaceutical Good

Manufacturing Practice Regulations)

O [ 6.4.1 | Certificate of compliance equivalent to medical device GMP certification
Certificate citing | O Certificate for manufacture and sale as provided by the
standard: highest health authority (applicable for the products made
in the US region, and the certificate should clearly state
that the manufacturer complies with current Good
Manufacturing Practice for medical devices in the US)
O Quality system standard that is equivalent to ISO
13485:2003.
Standard title: (Please provide the proof that the
standard is equivalent to ISO 13485:2003)
Certificate issuing organization:
Expiry date of the certificate:
O | 6.4.2 | Quality system documents
a A. | Quality manual number: Issue date: Version:
O | B. | Document master list (including title of procedural documents, document number,
version)
O [ C. | Quality system procedural documents
Procedure number Version
Requiremen| 150) 3485:2003
ts of GMP
regulations
Section 1 | 4 Quality management
system
] Article 63 | 4.1 General requirements
O Article 64 | 4.2.1 General,
Documentation
Requirements
O Article 65 | 4.2.2 Quality manual
] Article 66 | 4.2.3 Control of documents
O Article 67 | 4.2.4 Control of records
Section 2 | 5 Management
responsibility
O Article 68 | 5.1 Management
commitment
] Article 69 | 5.2 Customer focus
o Article 70 | 5.3 Quality policy
] Article 71 | 5.4.1 Quality objectives
o Article 72 | 5.4.2 Quality management
system planning
12/15
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Article 73

5.5.1 Responsibility and
authority

Article 74 | 5.5.2 Management
representative

Article 75 | 5.5.3 Internal
communication

Article 76 | 5.6.1 General, Management
review

Article 77 | 5.6.2 Review input

Article 78 | 5.6.3 Review output

Section 3 | 6 Resource management

Article 79 | 6.1 Provision of resources

Article 80 | 6.2.1 General, Human
resources

Article 81 | 6.2.2 Competence,
awareness and training

Article 82 | 6.3 Infrastructure

Article 83 | 6.4 Work environment

Section4 | 7 Product realization

Article84 | 7.1 Planning of product
realization

Article 85 | 7.2.1 Determination of
requirements related to the
product

Article 86 | 7.2.2 Review of

Article 87 | requirements related to the
product

Article 88 | 7.2.3 Customer
communication

Article 89 | 7.3.1 Design and
development planning

Article 90 | 7.3.2 Design and
development inputs

Article 91 | 7.3.3 Design and
development outputs

Article 92 | 7.3.4 Design and
development review

Article 93 | 7.3.5 Design and
development verification

Article 94 | 7.3.6 Design and
development validation

Article 95 | 7.3.7 Control of design and
development changes

Article 96 | 7.4.1 Purchasing process

Article 97 | 7.4.2 Purchasing
information

Article 98 | 7.4.3 Verification of
purchased product

Article 99 | 7.5.1.1 General
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requirements, Control of
production and service
provision

o Article 100 | 7.5.1.2.1 Cleanliness of
product and contamination
control

o Article 101 | 7.5.1.2.2 Installation
activities

O Article 102 | 7.5.1.2.3 Servicing
activities

o Article 103 | 7.5.1.3 Particular
requirements for sterile
medical devices

o Article 104 | 7.5.2.1 General
requirements, Validation of
processes for production
and service provision

o Article 105 | 7.5.2.2 Particular
requirements for sterile
medical devices

a] Article 106 | 7.5.3.1 Identification

o Article 107 | 7.5.3.2.1 General,
Traceability

O Article 108 | 7.5.3.2.2 Particular
requirements for active
implantable medical
devices and implantable
medical devices

] Article 109 | 7.5.3.3 Status identification

O Article 110 | 7.5.4 Customer property

o Article 111 | 7.5.5 Preservation of
product

o Article 112 | 7.6 Control of monitoring
and measuring devices

Section 5 | 8§ Measurement, analysis
and improvement

[a] Article 113 | 8.1 General

O Article 114 | 8.2.1 Feedback

a] Article 115 | 8.2.2 Internal audit

O Article 116 | 8.2.3 Monitoring and
measurement of processes

o Article 117 | 8.2.4.1 General
requirements, Monitoring
and measurement of
product

O Article 118 | 8.2.4.2 Particular

requirement for active
implantable medical
devices and implantable
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medical devices

Article 119 | 8.3 Control of
nonconforming product

Article 120 | 8.4 Analysis of data

Article 121 | 8.5.1 General, Improvement

Article 122 | 8.5.2 Corrective action

Article 123 | 8.5.3 Preventive action

o |o|o|o o

The plant layout diagram (a floor plan of each building on the site labeled with its
functions, including the location of main gates, storage areas, receiving and
dispatch bays, manufacturing areas, packaging areas, testing areas and offices etc. )

6.4.4

The layouts of production area for each product item (including the personnel flow,
operation flow, material flow, and finished product flow).

6.4.5

Main manufacturing equipment and main testing equipment (Main manufacturing

equipment and main testing equipment must be listed separately)

6.4.6

Manufacturing process diagrams for each product item
(Subject to the product characteristics, if there is a contract manufacturing process,
please state the name of the contract manufacturer the same as in 3.4)

6.4.7

Copy of the approval letter (applicable to renewal applications only)
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