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Xt BARRSE N 2 A VE A 5 R S R 7 A [ Tl d, - AR 77 N DA
T [X 2 S [ o R B S 2 e R R A £ [ I AE A AR AR A, R 1
Ho BN LA B A TG R dh R, TR B TS A 4E; Dk, ATk
ik KM ODM/OEM [T, A i 58 O 7 i K e vk S filig s, W %5
FrEm BT R AT NG AT AR U B Bl 55 B, I 2 A IR R AR,
#isZ L ODM J5E, OEM MEA MBI, AR A i E
Wk vk AR R i SR 55 5 S 5 T A 3

FAT NPT AR KA T, X TR P E, HAE 2 4k
WA RARBOBIRR R, A8 ERIE S AR 77, (2 T2 &
adh IR HZok, FFA g se e B ESRGN oy 7 b R AN A e g, TR AT
NEET T RIS SR =AM WA ok A=, e i it sl T2
FRRCHR ST T R AT+ & AR SRR IS ST, W] AT A2 ODM 25 77 7 i 5
. L. ROEMNSET TN R, KT NS % )l ODM A& 1E, M
THBEARAE LR ER SRR R,

(=) ODM. OEM FEH f 5 XA . MR STARIRIS
S HE K EZEX A

MRS RAT NG F 2% Pk 55 & FIAAAT N BHA R UL, FRE AR PR
IMEITZ A, ODM. OEM ME AT dh U5 sUAEE 3875 L R B SoBUCRI ) 73
Sy T AR AR LA T
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3-3-1-15



AU BRI 55 i

KT RN B A AT R 24 7]
HIRATERAT NR @B (ABD JRERDER Erijshseiida il (—)
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EfR | BRI A - TR B R AR &
e 5 PR TRAT N . Bl h R
i o | BEBAENETS I sty
’ it o 2 ER TSRO R | ORI AaN, BRON R & 1 R AT
RO R | 1 BRI 00K | S b oo © | e SRR
7, Wi SERIRIISEMRUR . BT | g o i om | 2 SR
ODM JIr T8 18 ) AR 77 AL S L i s 0
2. FRAAML, TR | NELARBOUERBET I | 5 ot i 57 45 | 11 o s g gty
MR TN | BUE, (P58 LIRS, | oy Scheiny | bt kg AL
5 SRR AR | RSB, L
R TV T AABAG b A T Hft g
3. DR MMIEAK | & | e T e | SEPEOR P AT B AR  HE
B, FARBTEAANE | 2. RAT AW ORE, B R | RAT AR BT ey
oEm | M FRIMKAGEL L) TR IR | e pir, e A i

4. 7 IR SR
ORISR, JF G
IR,

B AT =07 KRR AL

FERL, VA R BT
% (Thermo Fisher)

FIBEIFRR 2 J A4S dh b S A i [l
RHFHIIA A .

() ZPERZ=EMTANER, ZREH K EERESA RG] E R

1. BPEEEERARTR

AR AS T RN TN AT A G B30 6 TN AT N % PAT RO D e 2
KRR, RATAE a8 FHhmR. B9 hiam. FHRRT

LRSI &

Yo
A

JRA S 2 R DR B LS AT NI AR K

FAT N EE P UL BB R o 3, 38 R BRST Sa B, dhdeAk
%, MRAT N TARMEEE R e 5 o S i AR 77 WP R A . 25
HPREEE R, AT NS G HiIn s DL, R 34T S BT A AN
BOIP R, JRmge T Bk be, Je 15006 A AT N dh R SE T KA A], K
NG B 7 P AR 25 il Dy ODM BT R A7

F g N RO G RR e, HL S B B SREBON I, MO dh R S A
SRebge FR AL, kA AR AR R 2 M AR B RS, AZ AT AL OEM
R AT A L 2R A AR 3T (R R ™ w7

BeAk, ARCER T AIERR TR, RAT NBLE A AT
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R A T AR MR R AT N B 8 00 5T NHEAT I DR T 2 A AR A i
A, BT ARG BRI BN T30 5, RS o SRR R A BN R
FOAH B RIE TR R R KBRS AT, Bkl b & A, WHkHT
W2, HEAB RS, 23 N7 AAT, B A el A b
RRHEN 7 ZERN KB B & LB 73— 7, S5 SR [ B 7 547l
1545, A AR A T LA R D9

gi FRTR, BTSN AR BN, A, R AT N MARTE R
JEHH, BEA L E G MR, ARG Lo TEE, Rk ANE
Z L ODM/OEM 4577 3 A1 3R A0 58 $2 4072 il

(/9> ODM. OEM FEH d I i KBARA SR HHHEL, KRR
R EEMESRN, KEEH TR

1. ODM. OEM FIE A K= M KA KRAEM. SHER

R (RS AT NSRRI S BBl . A BT R F T X & AT A4 5 350
o NBHT VTR IR A R I mAZ 2, RSN, K47 A ODM K OEM it
W S YA VRS RS SRS SR S R, A Ry E
DL D R PR, BRI R

Al it
- 2020 4R 2019 4EBF 2018 4EBE
7 e s P s P s
ODM 22,521.01 44.93% | 11,122.47 62.57% 8,225.61 58.52%
OEM 14,226.55 28.38% 6,647.54 37.40% 5,828.20 41.46%
H A i i 13,378.63 26.69% 5.09 0.03% 3.35 0.02%
FENSSURN 50,126.19 | 100.00% | 17,775.10 | 100.00% | 14,057.16 | 100.00%
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R A PR I T R AT N AR B ¥ 0 5T N REAT IO VR IF A PR 0 A%
&, HEAR GMFEEREL ) HEH, KAT ANCLEA S R dh AT
Bby KRR, AT NRIOK B b dE e, I DLE A s sc B S, BARTE Ol
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SERTHN T ARG DL VA S 46 B 8 SR, JE I [ AR i 3 L E A R R T
NEEX SPEAT A

RIS, B E N, AT N QRS Z0EM s, HA 6 0 dhEERET
BT SRR SGIUE S ) HR IR S AT

VO *hFEd B RK B A0 2 B KO3 I B BURX R AT A ODM/OEM VL5 A
MR, RERNIFELERIFEERANRW; ERETHIERHK MDR
PRUE I IE = i, DA AESE [ T 7R TR BT RIBUR H 7 UKCA SRS R 2 R 15 1L,
REFERER

(—) BREFREBSEN RK1T A ODM/OEM &R KB

AR A BT 2R SRR AT NS Z 350 57 57 N HEAT IRV R 5 22 A BT 7K M T
7, 2017 5 A5 H, MEIER KA T (RKBEST28mGEM)  (Medical Device
Regulation (EU) 2017/745, f&ifk “MDR” ) , T 2017 4£ 5 H 26 HIERA%L,
JEF 2020 4F 5 H 26 Hilt Gy =4F, BEEiein &g miR 1 45
2021 £ 5 H 26 Hilg LA HAT) 1IEFBULEA H) MDD (93/42/EEC)  ( (B=JyT 48
PE4) ) F1 AIMDD (90/385/EEC) ( (HIFMANREIT#MIES) ) o W
AR B CE UE B EAT R, (H2 WA kA RoR Ak 5 4, JFAT
2024 4 5 H 27 HkA. MDR AXEIT 55 MDD ALY K 7R TS, 4k
TEEST AR S, NER T BRI, SR AR B A . RAT N H AT
CE W/ s 3404 F A3 200, HURAT N CIF R T HEHT ) MDR AR HE 7= St it
AL X RAT NGB T2 A B RASFIF A o

1. MDR 5 MDD BIEERX 5

MHVEESR B, MDR B G HRSMEA L, &5 7 ARETSHOAE
RIS AN PR ) S R o i, ST d 70 SRR SRAR RAEH I+ I PRV REE
FORIRRYE . B0 b Ja 07 i 22 S VR AT R0 1) M 5 D15 T
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W B B, f£ MDD $8-2HESE T, b 2 o & B AR RS 7
IR T B 287 BT 136 A e 2% e 1 A e 248 J B ) PAY S 42 i 4] A 2
AT, 1T MDR 7£ LR R LAl XN 1 X s br s i B s BN o &

2. MDR Xf 54T N\ RF ODM/OEM BA KR

FR 8 A A MM 6 A AT ANAR R B 8 38 0 57 NIEAT VTR IR & AR Bl K I
BMAZRY, RGN, RAT ATERREE T 37 92 25 A 28 ) 2k e N\ 4 I A 46.39
Jigt. 73.51 JijoH1 98.71 Jiot, &8l b ELE/N.

AT Y, RAT NS P2 CLE & 4 SGEMEEE, 307 & LR B &
CUEM A SGIE B AT4E, MLt ODM 8{ OEM, &AT AYIVENSZBRAET=7 .
7E MDRGHTRESKR T, i B AH R IR EE R EI AT 5E Al CE AE 347 7= i 4

i BPTR, ARPTAEITINA, MDR VE R SC A 2 0 kAT N S H
ODM/OEM #:RiE  & RAF 5200, MDR SLiit s, RAT ALERKE 1 ODM/OEM
MR AT RFSE, AN RAT N FREEZE e =4 AR .

(=) RITANIERR BT HE MDR #pAE B2 5 CE YAEE BB

1. RATAFEBRE IR MDR Hr#EHE =& CE NEHEHER

R 40 A B AR IR e AT AR 2R304 57 NEAT BT R - RAT NIRBE R AH e B
YREHSEARPIAPRINZE, BEA hREEREZEN () HAEH, KITA
C4 % MDR [ER, B8N T CE ME i HIHES, 5T I ESRE
BEHA 2 B B DA A B R SO g TAE. Wi Arid, MDR & T 3 41

EM, KATALE MDR IEX#ATH (HBP 2021 %5 H 26 H) #iHUfSH CE ik
1AM NARE %, S 3RENIER 5 235 75 BB e iE CE AIE.

R4 MDR (43 28BU, R AT NEST 28 26 7= T AR 8 T Na 267 a2k

' Na KBRS SRS W Biee . RMRAEAE . INASI. DARRE A (RRGE (/N T 1h) A IR R R AMRL 3%
o
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AR, ZE=T7 AENMEZE, BIWRIBCH T CE iE+5. 5 MDD #HEk, CE
IEFAEFT 75 1 SR B RAE ML, {H2 MDR 3R SO DL R Bk & (15
SKEANF=HE, Lean& (I3 7 56T i B AR S, RIS AERF & P A B
FORIGINME— R AR IR (UDD.

H MDR RATLAK, AT N e B A St R AT N A =48 IR, AR
A 51X MDR [ EAAEE R KRR ST TIRAIS 2], ST LiggR RIEYT
G RBARERAFZIFORVIEEAG T (MDR X5 &8 BLR R (5 AE Y H 25
PEERIES) A0 RS HR KR B2y 2 VA AR 2017/745 S5l S AE) . AERNE
TR MR b, AT NSRRI E 4 (1 Rt gt A B R KV E S 38 . — IR
VETCTRVE ST AT 457 il 56 AT R IT MDR IEMHR P AHOC CE WE-BRIEAES T/, H
A 3R 77 i E A2 B 3 =07 HUMIEAT R, [RI R AT A ARG T R it o i B A 3R
Fi B I DA S A B A ST g i 1) LA

2. RAT NERKE 1% MDR #rE s iEEE ™ # CE INEAFEE KIE
5

WRTETE, #MEAR GMREREEN () AR, BT AN CHAE EhKE
Bhas . RV TEE S B i BT T MDR IVEMMER . RAT A& UK,
TP SR I MO IIE BRIV, T ARORAEWS AL MDR BIMREER .
ZRERTIR, RAT NI TAERR B T 3732 HEHT 1) MDR b G I8 I 7 bl CE AIEAS
FAAEE KIERG . BAR a0 T

(1) RAT NEEATHE CE k5 LULRIE 2 08 1 22

RAT ANARAE MDD FAHSGHE X d AT FHE M, T 2021 4£ 1 H 27 H
ARAFE L5y DD 2016352-1 1 CE k-5, A R0 % 2024 4 5 1 26 H . fiR#5 MDR
SRR e, RAT N BRTREE 1 CE IE1 R AT A% MDR #3CHLE H i HT
CE WEHR AL T8 70 2 i .

(2) FAT NI FHB2: HromL i St RN 8 — e Lk
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MNEREAR (b (—) A HCHS FDA5S10 (KD P dnidit 18 1T, H.
R 5 R ER P RIF RIS G ER R, Tl FDA FL1E 2016 Sl 2R AT A
oyl (I SREEST St 5247 UDI B, NGRS s piE—Ahnil. BRItk kAT
AR FAZIH LR L A AT 2R R, RE IR LE £ % MDR 2K it
1THAL

(3) KAT NI — L2564 5 M #E B

RAT NARTT 7 bV 2 DA B BRSO 24 1 A B R AT — g (R B R B il T
BEEMEIAR R  BIASR GEET B B L 56 T 547 N 2 O E KB
X VAR SRR 272 20, @I 5 58 =75 A5 MM LA K& 7 (11638 2 It 1AL,
B, MRTEENRIGAEER . EITEHEZ T, RITAKETAH
WA ENEEER 7 5, SCHEREFR 55 I, AL FR 1, 854 PCT &
Fl 2 70, EUf3 FDAS10 (K) 7= §hiEfM 18 T, CE AE/=&h 28 Wi. KAT A= M

B A R E R RAE, A 1S09001. 1S013485. MDSAP 2L Wi iE, W
R L E 45 Bt 32 [E FDA B8 . Toe & M2E ST BE i /& sE R4 36Kk

i

v RAT NI AL RAT N7 i 3R AS CE WEF 3Rt 1 IR

gi BRIk, ARPTRIMEIINON, KAT N A2 R B T 3753 HERT 1) MDR A
15 CE UL A FAE KRS .

(=) EEFBREBEEN K1T A ODM/OEM & # R HIE

AR A i AR IR TR AT N A 28 80 47 B N AT BODT R« D [ BURT B 7 I 5%
ToBE 9y & Mo oW O o m M ok W H
( https://www.gov.uk/guidance/register-medical-devices-to-place-on-the-market#hist
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2020 £F 12 A 31 H4A5 2021 5 1 7 1 HI&, e [F 24 dh A OR {g it i 2R (MHRA)
AL R E T ST I R E IR T . HILREIN, M 2021 4E 1 H 1 Hild, &
T AR E T R A T LR & L (1) BRIAETFIX (EEAD AIEAL
YA B BT 7 A W™ it CE IE -5 7E 9% [E 117 37y Rf 54 R0 & 2023 4F 6 H 30 H. 2023
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£ UKCA FUIT, UKCA bt A g Hifilid i R AUNR. (FEARIE A e
VFIIIEOUT ) IIUSTES= & by Il UKCA bRy, i3 i 7= i 7 A 4 D72
FORRAH AR HTE: &R L AUE ] UKCA FrEKIE B fh 5 A AH SR R DL [
L WG R AR T RER A UKCA Ak 1 & SCEUE SR AT b 8 O 55 =7
s WG R ARLES i ERINE I UKCA bRE M WL 5t sl St HAth
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Jeo

(M) &AT NAEZEE T3 R BT BUR HIF S i UKCA IR SRR

1. RAT NERE T RHTBOR FiE DA™ i UKCA 15& HiFH R

AR5 A AR I MR AT AR Z 88 00 5T N HEAT IV R I 22 A P AR I MR DT
&, BEAR GMFEEEREL O) HEH, KA A UKCA Fris BiE CifiE 9

R (SEE BT SEE 2002) A SSHLE . B | KBTS MR A 2 5l N ARSI STE RE R U 4% s
5 Na KEEJT AT Wsiee . MOBRETE . SNSRI, DLAREREAE ] (RPN IR) /N T 1h) JF A R PRI S8
G H 1o RERST AR (Th-30d) IR 1R E TERO AR e, @2 By U PERS B
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2. RAT NAESEE T 4% ROBTBUR IR BUS ™ i UKCA IR EAFFEE KRR

R A BT AR IR TR R AT NAR 2 38 00 50 NREAT IO VR IF A Pl AR I A%
B, RAT NG EIUR, FeT P75 R AR SIE R A, T AR SR BEWS T
/& UKCA BIAHRESR o RAT NAE 9L [E T 4% RGBT (BRI = 5 UKCA AREA
FAEY RN, BRIt T

(D RAT NEFHEM CE IEH 7y UKCA Frb HiE St 1 2]

UKCA FrIA A 2021 4 1 7 1 HITIRFESEE MM . E2, N 1ikdnkf
I [A) 3 BORT 22K, il R 27 A AT A EA LR BEAT (1) 58 = J7 75 & PR vF g 51
i 1P DA IE P 7 A ki 32 7 475 SR T LATE 2023 41 6 H 30 H 2 Hirf#i ] CE #xiH,
2023 4 7 [ 1 HIFaaAE e E i 2t ] UKCA F5i

RAT NS MDD RIS E Cox 7™ i AT RN, T 2020 42 1 H 27 H
ARFEIC 5y DD 2016352-1 1) CE k-5, 30 % 2024 4 5 1 26 H - fi2#i MDR
I e, RAT N B R CE iE N RAT NZ I S UKCA bRt
TR RGN

(2) KAT NINA — L850 3 5 WM 2R B

AT N AT S A ER DA B AR SO A8 FR ) [T A B — 8 R B AR R i
BFEBRETR R BIBEA T H 5 1B ST AT N 3B 1 E 5
X RVEAEE R S PR R 2 o), IRl I 5 88 =07 A S AL BL A 2 7 VA B A Tt iR
Mg, METFEERRFONEARR . EIUTEHPNENZ T, KT NHAEE N K
HER 7 10, ST AL R 55 W, AMILRTHLR 1 T, BE4h PCT &R 2 10, HY
3 FDA510 (KD 7= fhid it 18 11, CE AIEF=fh 28 Tio AAT A= i i & 3 Bk R
BEAUEBRFRUE, 4 1S09001. 1S013485. MDSAP 5L IAIE, P9Ik L Z
fea 4 R aEd 56 FDA B ¥ . BRI Re ik St &G KE, KT A
BB E 9 R AT NP i U UKCA FrEsefit 1 ORRE

PR (ST RSIEM 2002) HOERHE, SEEBAUNER REEBOLREN, B Y E YA T
3 7R SLS5 AR SR (R s I, AR AE 2 35 8L S 1) 1 3 7 AT A R 355
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i BPTR, ARPRIMEITIN, RAT N7 b AE S [ T 3 4% BT 1) BOR B
UKCA trEAAAE B KFERT

F. ARBEEHFETUHTHZEER, RRTEREFETHEMHORS
SHMEEHKRET 10%KTHEMKRIE, B3 RAT APEREN FRIREEE
FAFERT 4 34T IR EE i)

WRYE (B JFaARFRIMEMZE, KT NAE GRS “58
AN M EEAR” 2“0 RAT NIAT ARG I 2 “ (=) BAT NpTik
k5T 2“1 BEH L BHEMATIDL” 2 “ (D) BRRIER Z “2)
EAE R FIREAT T3 AL ™ b et T

(=) FrEMLM TG ZRERL, RETEREETHEMEOR SIS
WK ZKHEIT 10% KR

VLR, EREST ARS8 RECATRE 3T AR P2 i b i 34
B, G IS 1T S AT W B R R o AR B AR R AT 1) ] R 2 S
Fe5 (2020 fROD 5 BRHFEM 2 BRIT B AT I TiT 3 7 BT ) 32061 B EE 40 434
s, [ AT LI Z) 20%.

hERMEEAFEM T RE (B 45T, %)
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800 :
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500 19.50%
500 448
373 19.00%
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VE I PR 22 2 P05l S8 FH (1 1 FERE A ERARL 2 PR (1 9 FH Al B 5 I 2 114
BEPH R8RSR R I . IR R R FEM T, VRS RS T R & L
K, TG LI NIRME B FIFEM T34 11 30%.

MRE o BRI, FREMRE R FHFEM TR S KRN
19.55%, THiit 2020 EHI KKK IAF] 18.83%; i —4F, FE—RIEEREM O
i 36.07 143 o K % 54.88 145 7t, EAHKFN 23.35%, 2020 4F L4 H
A — 4T & 36.42 /3% 7t, R K 42.71%.

WEIR T R IR B A BEERIIR T T B IR VRS TR A
RTAIE R K, HAER ELK - B 2R 76 SR A I, 152 5 J i sh RERs I AR 2
= AEAI A B By s B 1 K 25 wh 22—, HLH ALK OB RE D 3T 1. it
b, TR R AR, AR AR SR TR KRB, Wit Ak
TEEERAEM O R S KR 10%.

(2 WRAT NBTEE HITE S 5 RIRIR B B A #6447 L I R

MRYE AR AT R (b E BT S 5 (2020 FOD, VRS & RISEAERE
B I FER T b G HOR, TiT I Al sy ik 0%, VA5 28 i 254 JufIRqi B2 FHFEAS 5
L RS, BEAE (AR R P AERS H 1 R g bR b3k, V5 2 SR AR B B2 Y A
R0 7347 M AR R IR i A e 4 o

N AFRBEERAT A RUB POAERESRNERE, EASABANTHER
SN WMEBOR. ITRRNEFT IR, RRITHE AT RIS

(—) RAT 7= DA DO E R 5o R B

AR A BT AR IR X A AT N S Bef ) N o 2 3R AT i) D7 3R IR e AR i AR A MR i
BB, RAT N7 DA o 3 0 SR R a0 R

1o RATANBEBOLUOK, —HBEIANRE P AR A O R A7, 77 i e
WRERE R, 7 dh o NLARD e, [ A T I 5 SRART DN R P R IERE R, &
TN EEANE EAE RAF, IREAE, R @3RG 52BN A4 Al ) s A
A, BB INER R AT NESAM T R AT A, T R PR

2. (EBR SIS, RAT NI S s g AR (T 33 jlAs - v A x
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3. KAT NLLE BRI T as b bt o R R /L, 77 i e AR, SRR HIX 2
JURESREONILED, HA8 BT S0 dhifedh 2 SR i BE Ry, i B N e R SR
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1. RAT A= 23R A SSEZ AT

KATANEE@L ODM K OEM %5757 X N 45 Neogen. McKesson. Thermo
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FER S 0, AR 0 T LR 07 i SR A e, 07 ot o A R 1) i iR
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MIETERR, BHAREBRE N 1558 i B AR BN .
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FUB LA 65 T, AR LA 130, 534k PCT LA 2 10, BmIn R /1y
RAT N7 i R BB HARIR O 147 JT O ORE, FRAR 1 AT N 2577 i 5 ORI
B
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it 7RI A JIBA, #15E 1 5838 KISTCE A IME, BRI H AR GIHT
I H RGBT iR R AL TE S T
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ey RS S L R BRSNS H WA, R, RAT NB DR
ARV LT & Y AN =1 E AN e ot R N T S TV R R 120 AN 7 o N o
24 T BT 2 AR [P A S A A AT L [ AR B R T A A
e B IE ™ il BT 5, DAIE N T 375 AN BT (10 75 SR AR A BB SEBIL™ il RIS AR

4. FEEFRFEHHRY

FEFIRF BRI T, BAT N INRE B A AR R EAR B LA [H]
i, RAT NSZOBARN AT T (REDUD, LR R IR 5
by RAT NIEESL T CRVBIEAD A PR A R IR, X H WA gE L&

3-3-1-51



AU BRI 55 i KT RN B A AT R 24 7]
HIRATERAT NR @B (ABD JRERDER Erijshseiida il (—)

WA RE AP BRI AR L R EARTE R Y7 o
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(2 FERBAUF=HITRAE

AR A P A T IR A AR S BT N W55 S st NEAT DT AAT AR
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7 IOt
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XHEAT = 4 25 TR s SRR BUR B RIE I 55 [ FDA I7= Wt =i 4 R
WA, PN/ RE FDA X B i T ilis & . thah, InE
K ERHRIESE A AT MDSAP AE, 3 1A E ) BT 2% b ] 34 7 v [R] i 2
Z BT IHAENER: IS K A RIA ] MDSAP AE5 4% [EH ) CMDCAS WA iE &
A RIS HUENR ) BRI F 7= i R 4% MDSAP 3247 5 A% 4R35 18 Ay il
TR ik A2 KR 4 M VA AR (I B SO S 1) HOR TBORN4ERE TGA T & PG
ik, 3K43 MDSAP WAIIE il i 5 T TGA I H i #% .

3-3-1-58



AU BRI 55 i KT RN B A AT R 24 7]
HIRATERAT NR @B (ABD JRERDER Erijshseiida il (—)

SO S, B 2021 4F 1 0 1 Hk, BRIT A i R e 0L T
PHOETE S AT R UKCA Frdie WFF T3k CE INIERIF= &, AHIGIEF7E 3%
E 37 0 BOR R K A% 2023 426 H 30 H, M 20237 H 1 Hilg, A~
IR UKCA bri&e IeAh, A B R FERAT AR E PAMIT&%.

AN, BREWN TSN, KAT N 90% LA 177 i 3 B A 5 [ L R E RN
. RATAGE FREZR M X HEAE T CE 8 FDA AIE. Xt 75 e A 1
AT RN EFRMX, LRSS, RITANSST R B 5EmR T4
Hu AR R 4 AR T

(2D RATANDABRFA . B IMERLR

AR A B 2 MR IR AT NAR Z 3B A7 5 NBEAT B9 1R« AT NS4 i [ py =
JT A A IE 15 CE YUIEIE 5. MDSAP YUEIE 15 FDA B W% F & 17 A FDA510
(KD A= @50 44 B DL AR FTR IMBEIT R A, BEA PR
W (=) HWEH, FEE AFIRAT A= 5 H [ SRR X J6 5 A oA DG v
AL OB NIEEESR T RAT NGRS S SRR VR L B, DRI,
BARGOR

1. EWBEST8W™ L AHE R & REE

AR 7 35 B A B A% 01 ), R 0k B8 — 2R B 7 B S AT 7™ it 4 R B
WKL SREYT BN RS . AR MEEEERL () HA
H, AT N CHUS 3 I — 28 [E N B 7 25 b e AR 1E, 2 T 4 BT Sy HIE
AT N B A A R P T 3800 b E P B AR B 5L F -

FE ﬁ}? FRaw | A% | RENE | BWERS | AHSUEREY
KEE | ERAMEE | I | VLA | S A
! 7 (m B B R 20202140018 2020.04.10-2021.04.09
2 A %g%ﬁ FAL | ALIRA G | MR 2020.04.21-2021.04.20
7 = * B 20202140048 R o
_ — AR _ ,
KRN o | sy e | OEITHATECE TS o o
3 5 %;%@ RS HE 20190123 & 2019.09.16 B &%
_ — RHEAE o ,
KB Dot | e g s | OEATATECEH TS e o
4 y H jﬁgﬁlﬂ S HE 20200219 £ 2020.11.16 S5 %
5 R | R | ISR | B TATIECE T 2020.12.31 SEMA X

3-3-1-59




AU BRI 55 i KT RN B A AT R 24 7]
HIRATERAT NR @B (ABD JRERDER Erijshseiida il (—)

s %E$ AR | oK RUEHLR EMIERS BEXIERBH
i FH 8K L= 20200239 =
FEE

R A P AT RIS A AT N AR T 5T NIV IR, RAT NAE R A B A5 1R
BRI R A, AN R AR T AR, DI EIRIE R R EIE O &
i RAT NAEE AR 5 R 2 07 i o

2. CEANEF=S&

i e
1 — W MEAE I JCHE S 28 (%) /Disposable Sterile Syringes with Needle
2 — UM A FH #1UET IDisposable Intravenous Needles
3 — VR VEAE P R % 3233 4 33 /Disposable Insulin Syringes
4 — URVEAE P 22 42 5 333 4 83/Disposable Safelock Insulin Syringes
5 — KPS F HUBER %l /Disposable Huber Needles
6 — UK MEAS 22 4 HUBER % £1/Disposable Safety Huber Needles
7 — YR A ) #5 kR L% T 255 /Disposable Blood Collection Sets
8 — R A 22 4 ik R L4 22 /Disposable Safelock Blood Collection Sets
9 — YR A R B VR 5 484 Sk /Disposable Insulin Pen Needles
10 — UM AR 22 4 g 5 RS 2B 5T /Disposable Safety Insulin Pen Needles
11 — PR A FH RIS 22 11954 8 /Disposable Neuraxial Fit Tip Syringes
12 — U MEAE BT 5 £ /Disposable Dental Needles
13 K 1%t /Blood Collection Needles
14 ‘%4 F |l %1/Safety Blood Collection Needles
15 Sy [Intravenous Catheters
16 LA ISafety Intravenous Catheters
17 n] [\ 45 22 4R 5t 25 IRetractable Safety Syringes
18 — MR CHE S B (2244t /Disposable Sterile Syringes with Safety Needle
19 — YCMEAE 22 42 i R VRS /Disposable Safety Hypodermic Needles
20 7 2218 /Disinfection Caps
21 — MEAT TS 8¢ N4 /Disposable Syringes without Needle
22 — MR 7 9% S %8 /Enteral Feeding & Irrigation Syringes
23 — YR VEASE FH B R BELAR 3 5 45 /Disposable LOR Syringes
24 Tekt 4% #%/Needleless Connectors
25 — YR Ad I 2 ) 1 22 /Disposable Medical Face Masks
26 — U MEAR 1l T R 52 3 Disposable Oral Specimen Collection Kits
27 AN B4 1 H (Particle Filtering Half Mask) P201
28 A~ NP4 1 # (Particle Filtering Half Mask) P202

3. FDA =
FFs FDA 34 ¥5H | 510 (K) 4% BEFR

Syringe, Piston - Syringes, With Needle/
Syringes, Without Needle/ Needles;

1 -
PENTE, AR, ALAESHE, | K113091 it
A Sl Sk
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e FDA %14 %5 | 510 (K) %% BETTA

Needle, Hypodermic, Single Lumen -
Syringes, With Needle/ Syringes, Without
Needle/ Needles

BEek, BCTEYS, BRSNS, ek
G as, e Sk k

Syringe, Piston - Needle, Hypodermic,
Single Lumen, Syringe, Piston;

TR AS, TRk, BORVESS, R,
TS, %

2 Needle, Hypodermic, Single Lumen - 2 K141359 il 1% 7
Needle, Hypodermic, Single Lumen,
Syringe, Piston

Bk, BOTUEST, FuE-Ek, BTSN
B, TEHFES, TEE

Syringe, Piston - Disposable Safelock
Insulin Syringes; Insulin Safety Syringes;
VEST &, I 2 - R e A R B A
3 %%;_ ﬁéﬂ%%%&%ﬁ%ﬁ ) K150758 .
Syringe, Antistick - Disposable Safelock
Insulin Syringes; Insulin Safety Syringes
— IR R RIS RS R
S A

Syringe, Piston - Insulin Syringe;
TR AS, TR BRE EUEA AR

4 Needle, Hypodermic, Single Lumen - 2 K151949 i) 1% 7
Insulin Syringe

Bk, BT EGTHLE -B E B AR

Set, Administration, Intravascular -
Safelock Disposable Blood Collection Set

5 _ _ 2 K151991 ksl
Disposable Blood Collection Set

M SR B -— O 22 A B AR i

Set, Administration, Intravascular -
Disposable Infusion Needle Safelock

6 _ _ 2 K152323 ksl
Disposable Infusion Needle

A/ 3 B P -— 22 A B SRR B

Enteral Syringes With Enteral Specific
Connectors - ENFit Enteral Syringe

7 A e 5] o 3 e B e 2 K161979 il 7
R A RIS FRVE I A58 IR RS

i

Piston Syringe With Neuraxial Connector -

Epidural And Peripheral Delivery - NRFit
8 Sp. P Y 2 K181374 i1l 18 7
yinge

T PR IS 22 s 1035 28 3 A - T R AP AT e
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ZE A - IRIE S 4

Needle, Hypodermic, Single Lumen -
9 Disposable Insulin Pen Needle 2 K170846 )38
B RS, B IR B R A

Needle, Hypodermic, Single Lumen -
10 Disposable Sterile Needle 2 K171923 il 1% 7
BCRES R, S PR A B

Enteral Syringes With Enteral Specific
Connectors - ENFit Oral / Enteral Syringe

11 2 K190502 138 B
O e 0 P g e e 1 i pg
s P

Syringe, Antistick - Retractable Safety
Allergy Syringe; Retractable Safety
Syringe; Retractable Safety Tuberculin
12 Syringe 2 K191490 it
TS AR, B AT al 4 e 4 BT S
T N CTE a2 e ot o7 s SO E TR VS

LTS
Needle, Hypodemic, Single Lumen
13 -Safety Insulin Pen Needle 2 K192677 i) i 7

Bk, BN, E-L AR R

Syringe, Piston - Safety Needle; Syringe
With Safety Needle;

TS aR, WHIE-Z A VRN 2 Ak
Needle, Hypodermic, Single Lumen -
Safety Needle; Syringe With Safety

14 Needle; 2 K193526 I3 7
bk, JUFTESIE, BAR-deAckls Y4 =
Sl Akl

Syringe, Antistick - Safety Needle;
Syringe With Safety Needle

VE S4B -2 Ay VR AR A
s

Needle, Hypodermic, Single Lumen -
Blood Collection Needle With/Without
Holder; Luer Access Device-Holder With
Preattached Multiple Sample Adapter;
15 Sa?‘ety . Blood Collection  Needle ) K200027 i 7
With/Without Holder;

Be TS AR, BRI R AT AR AN
DiEsEIE T JRES SR SR A e oed ]
BET RPN RS

Tubes, Vials, Systems, Serum Separators,
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Blood Collection - Blood Collection
Needle With/Without Holder; Luer
Access Device-Holder With Preattached
Multiple Sample Adapter; Safety Blood
Collection Needle With/Without Holder
RIMAE . 2. SRILAS . M55 B4
B R AN R AR AT
R RS FF AT 88 A AN RR AT 28 1) 2
EePdikay

Syringe, Antistick - Retractable Safety
Insulin Syringe

16 N e N - 2 K193022 i3
VS A, B o AT [l 4 52 AR R

LIk

Syringe, Piston - 1ml Luer Slip Or Luer
Lock Syringe; Safety Syringe With
Permanently Attached Needle; Syringe
With Permanently Attached Needle;

VES A%, T 2E-1 2T EL I SR TS 28
K A E 5T Sk B VER A5 WK A
I R Sk TG %

Needle, Hypodermic, Single Lumen - 1ml
Luer Slip Or Luer Lock Syringe; Safety
Syringe With Permanently Attached
17 Needle; Syringe With  Permanently ) K192551 i 7
Attached Needle;

B EGSTER L, BE-ImI B SR
b KA E BT SR A A
7K A 8 B Sk RV 2%

Syringe, Antistick - 1ml Luer Slip Or
Luer Lock Syringe; Safety Syringe With
Permanently Attached Needle; Syringe
With Permanently Attached Needle
TESTES,  BE-ImI BSOS A G2
K A E 5T Sk B 2 eVER 25 WK A

li] 5 Sk O 4 4%
Anesthesia Conduction Kit - Plastic LOR
18 Syringe 2 K201356 it p

PRI P 2H & B BEL D S 4%

Syringe, Irrigating (Non Dental) - ENFit
Tip Irrigation Syringe

19 el - . 1 ANid H I3 P
RS, e GEFRD -E IR DRk
2R

20 Applicator, Absorbent Tipped, Sterile - 1 AT A )38 7
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Swab
WiRE, ek, BE- T
Syringe, Periodontic, Endodontic,
Irrigating - Syringe, Periodontic Or
21 Endodontic, Irrigating 1 AiEH ]38 P
HAes, AR, FHE, phic-sds,
JA B S, i
Syringe, Restorative And Impression
Material - Syringe, Restorative And
22 Impression Material 1 ANiEH 138 7
TS, EEMETEAL RTS8, BE
AR}
Needle, Hypodermic, Single Lumen -
Needle, Hypodermic, Single Lumen R
B A, R, R, 6| KIBOT | ARKEE
Jis
Tubes, Gastrointestinal (And Accessories)

24 - Quick-Clear Wand 2 K183577 & [ il i 7
HmE s CRIBCA:) -y i i
Gastrointestinal Tubes With  Enteral
Specific Connectors - Medline Quick
Switch Valve With ENFit Connector;

- N(?n-SteriI_e Medline Quick Switch Valve ) K191759 %ﬁ%ﬂ%ﬁﬁ. =
With ENFit Connector [F) 2K TR
WwREELNERE-HEFREON
Medline i =38 IR-717 & 724 D HE G
Medline /i =38 [

Mask, Surgical - Earloop Face Mask o

26 T 2 K972883 & [R]filiE

97 Syringe, Piston - Disposable Syringe ) KOB1275 HFEER; &
VRS &, I FE-— IR A% [ K T

Syringe, Piston - Vesco Medical NRFit
Tip Syringes o

%1 estm, i oevesco MRS | KI70218 | EFIRIER
e
Needle, Aspiration And Injection,

29 Disposable - Blunt Fill Needle 1 ANiEH & [ il 3 P
Bf, ShONERES A, — A -l
Cannula, Injection - Plastic Cannula _

O | e, ameeE : et ARG

:

1. R¥E FDA HIE KME, B
mARTERESD, HEZEIER T, 12
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A F MG R A e RS T AR, 2 KRBTSRI AE AR K R R USRS i 510 (KD
G T RN R R IR ) 1) 345 P B RROA A SR RT3 B T A R RS S A TR KB i

2. 5 1-22 T Z FDA NALRNEITAE A& AL == i, Hde, 56 1-18 Tif 510 (KO
FE VR R RN EE ST BRI 55 23-30 T 2 FDA A B RGN IE T 1E -4 a3 v 8l & 5 K s 2k
FEII7E o

4. MDSAP AiE

= PR

— MR F ST 28 CiF%L) [Disposable Sterile Syringe with Needle

—RMEAE I TCHEES 8¢ CRA4H) /Disposable Sterile Syringe without Needle

— R MEAE %4t /Disposable Intravenous Needle

— YR FH R % 25 5 2 /Disposable Insulin Syringe

— X8 B HUBER % £ /Disposable Huber Needle

— YA F &k R 1L %1 /Disposable Blood Collection Sets

— VR A P R % 2 B 28 %1k Insulin Pen Needles for Single Use

— YA 8 9% 5 2% /Enteral Feeding & Irrigation Syringe

@m\lO)U'I-bOOI\JH‘-TdP

— UCPEASE FH R IR 42 F13 5 #5/NRFit Syringes

[EY
o

— PR R e 1 3 BOVE B 2% &% B #FHigh-Pressure Angiographic Syringe

(Z) RATANEER MY PSS ST HEABASINE, REHIN
AEFER A RARERPAE T BN, A2 E kel

PR AT NFRAE 0 B N =7 3808 i 5. CE AUFUET5. MDSAP AIEIE
. FDA BT K47 N FDAS10 (K) MR i 51 4 A s . AT A
BB m v HEARFR MRS, BEAR GhrkfEsll (—) HAH,
RAT NEH B 7= S BRI . BREE . 25 45 B SR X T 3% e N KA IS,
ANAELER B B M 3 7T 36 BN LA A 11 7D DR o AR A BT AR I MBI AT A AR 2R T
T NEAT VTR DL A FF IR B A4S 3, RAT N 32 214 65 sk i 3
RNLRRIAL T, NA7 744 5 M3 117 35 AR L) Ak 471 P IR <

AR T8 117 117 3 M B B R) VLT T 3 M B B R L YA T R B R A%
ARG H B ERE B, AT N B A 2 mIERR 5 I A R 2 24T B
RUEHINEE T 1 4 S B)™ HEVE IS R IS, R A =2 et 6
[

28 LR, ARFTARIMEITAA, RAT NESE 15 3 S 5 I T i
NBUHIINIE, 5 31 A AR AE BRI AN AR DG SRl b T A I DL BRI, A2 22

BEEEH.

= AARBEERTENL TR HIEIRE, RERNT REMBEE
BRI NI B R EPAT AR, RERFEIRE LK H O EF MM X KHE
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KM TR

(—) ST BB M ER

R A T AN BT L P 4 B 7 A7l AR S B A B 28 428 A 7 A e
WTREEE, BT S i 1 2 A Ve Bl 5 B M (S AT, PR 46 B 2 3 17
RIS R R 0 T 7 SR A7 . R0 LA e S5 o P S 4 TS )
REHEAT T 0

1. E T ahE sl g ER

PR P 6 T 38 901 1 ) B A R F

B FEEEREM HRMRE

L2 T A ol SRR
Wi A R AT 5 T 24 2
W SERE, A TTEMIER .
Bt Ao B R 0
R RS P RAE IR, DL A
B 8 AT B T
Bt bg SR SR,
TERAOFRIL (04 . K%, (AL FILh TR
e, i UL R
() T R 2 e e 0 2
TG W
(=) MBS, S, 5T R,
B A AR 2%
(=) BRI R B, B iR
T B R AL, BB L U T,
il IR S e 1 P e T
«@ﬁ%gﬁgﬁigﬂ PR AR IR 2425 Ao 424 T ol A
S B B 5 0, (LM AT 4 L 0
TAF 2 6, BB ORISR, JTiE .
U= 4 ST RTINS B, R
RTIESR, 35T S Wi,
R R FERESE P, 24 R E %
RN IR FEEBPRHS B (L
P FRRERE . RIS R Uk, R
72430 TR R
BEAE B (B) PR LA,
S R IIER . PO AR
MR B ORI 5 A P o
R R EER A, TSR BIEA

=1 P
REENE .

By T o b ™ B A
INED
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EHEE FEEREM HHRARE

BT Al R R N T R
USRS OB INTE . AR AR BT
e
SR B (B PR KT,
96 L T S B SR o ST R 2 L T A
By SRR B BT R I R ST KRR AR 4
EEANELEN
HAT T LR R S AT, R
JE T B R L B D A B T SR
SRR Bk TS BoE, AEPEHES . AR
Q6 ). BRI ARR HhE . BEFR T A
2.
AT Ak 2 H A 5 TP A E
(RIS B 77, BESIAR A e R RSB . 2
L5 4 I TR % 1 SR O S R IR ST %, TR
AR
8% TEME NS4 58 NS e I A 100 ) 4
CES7 52— AR R | P BT B0 — R, 267 fh ek s Lk T
By ¢ BE ST AR — bR IR A, AR RS, F
FHEE ST S80I —HR 5 3= b Al PR 7 .

LA AR = 2RERT A A B I Al B =
BAFT & BT ae s s U e B R AT AL
BREHE AL, REZSE ™ R is#. Smh
FHH R R T A E A A A
By a3 Il ot B B R ) T S LAE B B
RYis
= A WS TEE ROL S 1l
VARt WAF S SR B A AT A IR K .
HBE B A 06 10 S MV B 10 SR N 2 R AT R T 2
BT S s ARG 2 4 THRIN, AT 54,
Al AN FKEEST s Bk 7 A 960 10 R 85 10 3¢ B 247K
ANRAT o D HAM R T S S Al i S 4 450
KA
BTk BT aRMEE . A AL
BRyT Al = B 56 (1 B 1R B SR 27 4 B
Ry i BB, | ARGIER SO, BT IR A IICSRBIE . A

(B s s B e
BIED

p TR =R ARt Ak 95 LU B = 2R BRI T
SRS A E A, BN 2 L LR
] o
(BT 2 —ARIR AR | SB/NZk bR T AR - 4 Al A P s
G RURR L BT 4 BME — A AT A OCE EEL

AZIEMY R S, AR A IR TR N SR e XU B = SRR B A O B kR
IT e M — BN SERE f R, AT AANE T3 it S S ulsi il
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2. EEH N EZCMMX 5T 5 vl 18 3 BE i M E Z R

i) HF X FEEREN R E
VAREIDNR <RI BE R Ry 5 oA 2 e SR i e T
SEPATIRA Al Zath. T8, B
B S B F %\ﬁﬁﬁmﬁgﬁﬂiﬁﬁgﬁﬁﬂﬁ
i 5 T R o WWRMNARFHEW . & TR R,
1SO13485: 2016 R TN AR A 2"l R AFIC KN
BRI 22 2> SRy s ) T R S ) R T 28 Ik P 75 i
W, Bz oE H RE R RIE . (HAN RN T
S BT AR P4
2240 P I 1R N g e R AR R &
1B, DASEIRESB0E 7K -F Bl e itk . 2k
WRHRER T SR paE il | R SRR 7 28 WO s 2 97 25 B E — B iR
2 &) Medical Device (UDD) o XFF AT NZRAAT 111 SR8,
Regulation H 2021 45 H 26 HiEid&EH . xFT Ha A 11b
HAEM, H 2023 45 H 26 Higi@&H. Xt
T 1 28880, H 2025 4E5 H 26 Hii&H .
F T AMBHE A N BCH T 4 RF B E K A A
e | HVEEIT AR BRCE 77 N LA GE S B AR
%i?ﬁﬁi U R BT A R LA PR s
KL IEFG . PR BT T BRI 2k
(g s
BRRF AL E A1, VR FNEL SR B AT R BRI T 48 0
WA BT 2 E—AR IR (UDD , AR
e 7 LR DR T AR b R4S B R SE FDA
. s s GUDID (Global Unique Device Identification
3 £ mwﬁﬁ?ﬂi% Database) . FDA % UDI S247 40 B BT
o Bk, Horb 1 KRy Ak (B Convenience
Identification System . . .
Kits 1 Repackaged Single-Use Devices) T
2016 79 H 24 HjitiAT, | KERST &bk T- 2018
9 H 24 HAT. P o7 asbich AT
2022 £ 9 H 24 HilE1T UDI BUK.
y M T A
PITESREIEE | sk bk T LR
Reporting for i B ) o LA B R AN RSO (BB T
FPEEIESE) AT .
Manufactures
AR 77 i (AR ORI SR, e
W55 R LA S IB W 2R . A
@Tf%ﬁfﬂé/ﬁ?%ﬂ 2002 %‘Bﬁ*’l\ﬂ’%*lﬂﬁﬁt%‘, ?[:E'F:TIEI L)iﬁ#ﬁﬂilﬂ%
4 [ The Medical Devices | F=ic KBS [A]L SR AR} E S AR 5610 5%,
Regulations 2002 | ey g 51 UMD BB B . AU ST I
W R o R T B RE AT DG ) 21k
JEA R AR AL 5
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(2) RTPMEEWNE RN EER

R A i AR IR IR [ P9 A0 B2 7 AT b SRV IREAT RO A R I e AR i AR A
Dz, FRE . WL SRE ., S E AN F R RS ST o R B, At
RITE F 38 [ 5% Bl 1t DX B A i b 22 e S ) =5 00 T 0 1 Db A TV Y Bl 4 5% JF
H 3t 2 1) B B =D LR AU AR L ) B8 5V RT 5 AT S 7 i 22 e E AT
ARAER LTS o J14h, 1l [ 5o X 48 ZOR BT il AR A2 e
A F RS o B PR A AR, AT SR 7 i 22 e VE AT PR A A S e

(Z) RAT AL T @ mE i

IRGEA PR TP B AT N R BA DT NEAT VTR AT NIRPEII R R E
B IF AR PR IMBEIIZ A, AT N2 R A I SR R I 2R T
CPRiR AT iB S PRI P ), ORE ™ b 1 22 e VEATE 2k, BARTE DL T -

1. fEFEMEENIATS, JFAIADRE. SNEAERISNERE) 5, RAT AR Ak
AT 7R BRI R 3 E X SRR L L BENCRAE AT IS, SEILEAD R N S
mE# 2. AT, RAT AR AL SOy AR, AT HIL R
Misdn s FEMAMS . TETZSH BENG. R R TIds, Sl
PR TTEH]; 3. AERARFRAEIATT, KAT AR ARt S A UDI (i RsE D
BT, SEOEEAREH TR 4. EKEIRN, RAIT AN KEHM, K
WEERS . EO (A kD) Kflts . Kiifit's. FETZSH. #IFERER
BEATIES, SEPUKWH T RALIEY; 5. AP SIROAT, XA Rk, fits . i
WHIES « A= HL R IEE BTt 6. WM&, KITAELT
e MERRIAHE G, X A TR S R AT AT RO E, SeBLAE A AT 1l
.

ZR ERTIR, AT, BAT N T A RN T aetla s Ak, 4%
HEAH DI R B A 28 ) SR ST 1 BT e o B 7 BERE 7 B AT DRI e B A
B, XFERras R R HE . I mONE L BT A AE L R RS AR AR
AT, RN LSRR SR A OSBRSS TR

DY) JAT NBRIET™ s 22 4 A 2504 S PR 32 1) BE R L AT A6 2k
MR A P AT PRI AT AR R AR A B NBEAT B VTR BAT NS00 N %
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it ] FEE SO IR AR AR IR AR 2, D ORBEE P ot 22 A VR AN B, AT N %I
ISO 9001:2015 (GB/T 19001-2016) Jifi & & Fifk & . 1S013485:2016 (YY/T
0287-2017) =77 4R B4k & . 93/42/EEC FRILAREE T #8tidE 4. 55 F QSR820.
(Begr @tz i g BANYE) (2014 4F55 64 ). 1SO 11135-2014 Ry (R{E™
i K E—I R Chi—3 1 0. BT 3R B R R . AR R ] K
BORHNE (TGA ¥ 97 H it CZEI7 280k V280 2002) =K (=97 gkl (SOR
98/282) SEVEMIMA REEILEN F F KR T EIN R R E IR R KIT NHLGEH K
JREE AR RIATT A TIEMI T

S -$: 4
B NE
A * & t T 4 AR 7 S
3 ey A A A% 7= # UAS -
2k & 2R & 2R 2R 3 E 3

FESCBR AT IERE A, DL IARE A0 1) 4 ] 5 L B RE X B R RE e S, Hl
WARE BRI T L8 W A%, A BB AR R St o A AT A 5 Jo e B 1 2 Rt
WA SR ROE AT RIS, KA AR SRR B — R A wh e SL AR —
B (BT eSO, A s - i SR DAIE I AT & o AR &R AT IS
RIVEALEE SR . AEAHE: 77 i OREE U . ARiC AR, 7 b (1 R
i B WAF A B SUE AR, AT ARTE, 5 R SR A SR S
P, SO E S B A i A

B WARE B I AL S R A 7 2 78 T R v 71t 42 RS B 1) 2 SAUAT I 1 RO I ) 2
P RRHALK . £ EIRERARINIES T, AT NI Tk, 4. HEES
AT SRS, R T AL R R

gR ERIR, ARPTRIMEIMINON, RAT NEESL 177 b (R Al IR 5 DA K O fee
i A MEAAT R I A P B, iR A I BESRAT AT 2 A& B B DU TR
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AN XA AR < 8 K

= ARBEBEFHRRBFEARER. REAERETES, REFER
7= i i B R RS % P B AR R R AR A A BRI B T

FRAE A B A IR IR KAT N R AR 5T NEAT IV R AT AR (#581)v
AEFREAC D (HRURAL BT 3R ) LA S ) il 7 ot 8 BRI B ) A O 87 Bk B Sk
% E FDA AN R AE I EE  Chttps://www.accessdata.fda.gov/scripts/cdrh/cfdocs/
cfMAUDE/search.CFM) HIASREIR, JFEAP/RIMEIMZE, wEHA, KIT
NP7 EANAFAE 1 4] FDA FISEETT @l RSl , AN i &2 1] JL S 300
BT T, AAFAE R i J5 R BT S S T, AN R 7 it i 1)
L5 2 P B A I R AR oy s LI I . BAR U T

2019 4£ 8 H 19 H, RYNEIT A McKesson 4772 —37 5 ZFHE 5 S (EVE 5
= MR R R R B B . AR A, AT ARSI A RFE
PP . MARGHEEIREEHE | (AJBEERIT8MA REMHRER), KT AR
[FIHE O B AT T HEA, AN PR RO S AR R R AR . 227 A
AR AT & T IOL A, FDA WA AZF A NEST S A RFLE, KRR
17 ML 55 77 A EE R AR R

BEAh, RAT NS TR LS % . — MRS A« & R BT TR0 ) i 22
A ERF, EAREE A A R FH A HLSR S EOR M O Ol A

X EIREE, BAT N ORI e B2 IR i, AR EANR Thn 55 53 T8
YIAT AR BRAE IS, R DRSS AL A it B

I, 50 [ B BRAE B, RAT NEESL 1 O PEIE RN AT i A1 [ 4%
AR R ERE 7 CESIEEAD) CREOLHrRE ) G b4 Bl TRl A g )
G b A BT SERAR T ) S5 S F A DR 2 BT 85080 i 52 A I B 1) R R D 755 4 [
SR IV RN BERE N e HHAb T8 A5 AT BCR H A 4 it o

B AN RFAE, RAT NS T (A RFAAEERER) M CEE TR
sk SRR ), BRI RELFRE R . . A& . PP
Az, FFFENEE T (SRS A A R ER) (ST S R F(FE
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JELEIRER) (BT a5 =) (Byr as i v i ity ) 55 S DAARAEE
il BE A RRAT

Zi BRIk, ARPTRIMEIMINN, KAT N SIS R AR RIS RAG DL 5 A
PR, (EARSREAE A RRA RGO B e & =7 i, RAT ABANFAE D
7 it R ) L 2 7 B A B R AR A Sy B U I E

Mg, #7EPEELDYEHEIEANIMTIEEIITHIT ITRE. LHEELMIS
HIEBHHRE. RAEEG; F2, #AAREBRELSRNBEREN, REXNE
T AN FIF

R A AR By A I MR TSN AT N &R B 17 55 NadbAT 115 ik LA R R AT N B4 1 AR
MG AT S NI U 2 TR AR T AR MR ITAZ A, A AN, SN M T
SERAT N R H A a]db ATt PR A 2

(—) BRI EEPIIHITIRE LENE R

H 20171 H 1 HEAR (bRl () HEH, RIFALEZIEN
TN EEER ] 3 Ik A, HARTE DLW T :

1. 2020 4 3 A 12 HUZH BB

2020 £ 3 H 12 H, L4 &M 25 I E & B R IC SR & 70 B X R IT 1)
—RMEAE R D v as = it AT B A, B T4 B S XA R

I F T AR RS BRAE R AT —HE RO A BT, E RS
Byr EEAAT S ITEEE R .

2. 2020 4E 3 A 25 ARG EREB R

2020 4F- 3 H 25 H, VL7548 £ b 24 b o B 8 B R 5 AR 8 00 S o SR IR T —
A FH S F H BAEE A AR B S S i AT B A 2, R IR AN R IT A (E
T WA S AR s TR RIG SR AN 24 2 UV E L, Jf 22
SRR BT 7 AT IRIIRE o RN AW BT 7 5 SO kAT 1L IR AR
iR EH R LR A R EEE.

3. 2020 4E 8 A 19 HMFHETEWR
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2 | RAESY FDA 2018.8.30 AR BRIT AR FREE
3 | RYhEYT | TULVSULD | 2018.12.7 | 1SO 13485/CE WNIEH MU | 4 2ok
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7| Ry | iUV 20001128 | MDSAP NERMGE | Ara R
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AR F N B 7 @l P B IME) (E X i 2 i B B R 228 7 5
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FERTIR DI B, A B A ZORAAT N T A7) RN BT B RAH AT 5 30
BEAT PRIPTEE L, RN BT AT & I T IR IR O, FARYE AN It B B RORE
Bk RIE BV A A 2 i E S RS AR, LRk S 7
MNEEMITNES, REGHK.

T I B R TR T 3 B R O RS IR R, AR AT
NEFAE T A AR S WA Y G EE A E . AN, FDA XFRAT AFE T
N R T AT P OB R A T R T R BRI (NAD fI45 B TERE L.
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i EPrIE, ARPURMIMIN, #SEAR (RhrikfEl ) HAH, Kk
T NI A A AFAE R EIRAT N, MR B 45 RA S RAT Nk 5577 4
HRAFIR M o

i, HFEBWFERE FDA B H R HA R ALEARE, REHISKE FDA
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(—) RH FDA 37 ¥ Kl A ALHI AR

HRAE A AR MR RAT NAR R BT T 5T AT I U5k 5CH FDA (&
Ao EMNTErE) AR IpATZE, SKE FDA JFRIE BN 1E
EHPIM: (D BIE; (2) ARKEHE.

TR FDA AR AR RIS R B2 7 ae il 2E ™ e J T il St %
Wik A R A R P dh A S T IR A RFHR A, SE[E FDA NI
SOAZA T R ITAT R

RiEEE FDA (FiERFKEHMNIER) (Guide to Inspections of Quality
Systems), [ FDA B F#EAT I I 2 2B LU AN J7 1. R
el derhgEdl SEFT R i A R A P R AR ], B R R (D
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