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CiE FDA &%, & 7rih el K CE NIES FDA P24 4. AF B
JEF EN 1SO 13485: 2016 Jii &= & A4k 22 AIF »

HRRALLLR, AR —HEETEM &S TRMEER TSR 47 55
&, MR TFEEHIR. L. 8852, WA B ERE A2
SRENREREAR. 2 ZFEOERE, A7 HEEEREN 3L M0, H
B L BRI, RO EEM. B, 3. mse. ARMSEE MIX . R4 96
AR RIS A FI R T, 3G s e, 2018 SEAFIER
[ A M A AL T 3 A AR 44 28—

() BLEREMEKFE
1. BOEAR

NEIR AT R F AL, 2 20 ZEMPIRBAMELERIRR, A7 EE
TFEER RO TR AR EE SRS, ARRETIZFERSH X
W, FFEEEAT L EHOR S A dh it R, AW T s PEREAN AL 2R . ]
RO BORJE T E R BIH AN 5 BERS A8 2 7] £ RO EORTE IR -

B | B e , BR
i | Rt R S B BRI i

KH 6mm A1 8mm 42 R ST, SRERE &5 I
EVE, JFRENS SANEINGE SR ULHED; @ S B A R A R H
1 PVC JE# R}, %32t 0~50°C iR IR 5, HEF IR

HEW _ A HE
R . IR FEREAE R 0~-250 Hg (Okpa~33.3 kpa) Ada )k, .
. RETEEEAR mmHg (Okpa: pa) 3 ik U 4 Ik .

TELL 200mL/min fEEEZESE TAE 24 /N S IR B ZE AN KT
10%, A3 FAS AR, 32k B L VG b i LA B g
E, E AT TR

KRR PVC TEAERDRL, S BITE: kI B SCH
. AR A ZEFEHITE 50um LA, B{R7E 150kPa HI/KE T (AT
PR | MCHRERS 100KPaORLAGE USRI B O 1N R
A |y | WAL BUKGE BRI RN, (RERUKE R, |
éi %A 0.5um Bl EBORIAIER 2k T 90% , FIRH7E 7 kPa g | BF%

HIETF, B ARR AT 0.1300m?, B B0
S, B RLE TR R M, AREAST % S PR
HbE

A A BRI R A4 HIREEDy 2-3ppm fRY LA UA,
WK | IEXR AR SRR P BEHEAT B o TSI RIS | B
WEOR | R, U AT A I G R AP K SR, BAER | K
2 2tk
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S RSP R 0% T REAL BT T e L T kAL

iﬁiz 7N 0.22um MFHZKESE IR, A0 H ikl & H .
- SR A S BETE, R L AN S P R A 75 e R .
R PR S SRR, RV e B A TAT LRI
B S B P R A e A
e H & TR N 10-25p m E@%i@ﬂgiﬂzﬂéﬁ, %ﬁ‘@.ﬁ
. A FEIRN R B ML, KRR TR S 5K EA .
- B[R AR, A e s TR IR, fEHK 8.33L/min .
N 5/ SL/min ) TAERE T, A5 rTik 8.5mg/L (ATkAESR
BN Tmg/L) , fREE TIRTT IR E A 2 Ak
B R R TR LK N AL, Eﬁ%iﬁé#%*ﬁﬁ%ﬂ R E
B PERSERS b, SCBUBLRIG 2 /L, S S I A R RO .
B ApE JUSEREFE DA R AR e s AE 48 X R, B0 S i) .
X HE B AT HI7E 0.05mm LA, 88% LA L R~ Fa e MEfgik ] CPK
=1.67, @ TATIARAEZR ) CPK=1.33,
p— SR FH 4 WA e S AL, 7RSI AR A A AR S i 3k
gy | TR (RE 0.05mm ORLEWSL: VEARLRIIBT RS SIENE |
;ﬂ}z Bmik 200mm/s, FEAREIAFE] 0.1%~0.15%; Ak i filigs .
T F, FERAT BASEESHIZE 0.00mm; fRIE7 S SEREBE, B
T IR )R ST R 22 T ik E) 0.05mm LA
— Gyt 85K 503 B e (V8 75 RS R, 2,58 N SE R
- B, /N TARGEREI Bs Ao FREEE AR B SR, A]
g {RUEIE 30psi, 165 Attt FEE, 2t m AT EOR R I8 6psi, | HE
=T [ 158 AilhFE . RAE FERHAMIGHAR, BRI T | iR
) TS ﬁ* A iGN 4, HAF=2R i 2,250 BN &
P L 3,000 E//Ni
ZHAR KRR PVC £ HEKT, X @k BE ST L S E40 % PVC AR
ARG RE | HEATERRIPEIUCHED , S48 RO RE B2 LG T s v 42 v
SEF | 50%LA E, TE 75rmin MRS T, SERNRS A ZEHITE .
HAA | 20um DAY, APk RERE 04a % CPK 35K T 1.33; il ek .
T2H | RIS, 7EARIE R R 2 RST AT, sl
VN CRRT S GLTEAE FMZ A, M R ENE A ALt
e A 6 2 S AR PR RS P 22 4 o
HUAS LG5 UG AL B 30 1R 5 A6 VR 500 AN 7 i I SR T 7
WEMMA T H ISR, T8 AN TL 66%, A RIEmE
3k | 99.56%; JF &8 B R R AL S IR IR T (4 B S A6 ARG 1 .
AP | Ak, (B IIR S SIS RIAR] T 99.99%; BT SAIR AL TR HE .
R | ik, FEVLHIBUKEA 2-3ppm KR4 IK (0-500mL) & &
H RN, SEEL T MoK, SRR N &M H L. H
AT A=, TR, BT .
EAEE | SR FH R B R AR AR 7 S A AT RN, ek B
JRER | HaKE | 2um, GR&R fH¥/NT 20%, 4> GR&R {H/MF 10%, fRiF | HE
WA | WESH | =R pfeE s RABGRSPSECORE L 2um, B3 | K
T T | A B R A PRI R4S IR AR R CPK 2HE, TR AT
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ARy yAN ~,
iﬁg; BT SR LRI R (R e s oK | T
o | AT (A TR B Y

v | P O OImImIn G BT B PRI, T

| BRI RIS MR, WO DR |
| 303Pa, W S B EMR R | L
| SRITFRE 0.01Pa FRAIIEA 25538, A9 SCHT KON

TR B i, H N A IS 2R 30%.

) B O BRI T B B0, ISR i N i R AW T+ 2%
AR, FHEH T 2/ M7 dhs 2RO BORBUE B, AFAEBARE
NG BB .

2. BERSEH

HRALLLR, AR — BB TR &S TR SEEST S ER . A 55
B, RETEEIINIR. £ BESRR, WA A RER S A2
SEEM R REA R . A7) RIFLE T HARGH, AR HE ARG, £
FEEREA E FEEER, BEA BT REBR AN, ARHA 26 LA, Hrh
KEILR] 8 IT, SERAVHIAL LR 16 11, AMBHER] 2 Tl AR VEARE AL Z
—, Z5EFATARE CO M N YIAN T8 5 0005 A0 B R S MIE PR 1 #
(YY0267-2008) ) (ML ¥BE Bt B AH I 97 1L 4 14 25e B 1 4k 0108 30 1M it
(YY0267-2016) ) HIHIE, 2 F)HEFAE 2B R SRR IR fE P HEAT 3
RN Z —.

I~ 2008 4 12 H BUHUAS Br iiRHESOR T . T I BT 7 E
BG5S Rk G MUK (TSR AMVIEF)  JFRPEE I moEr i
AR BHEEH . H 2008 F LUK, 2 7] FEEEFRPPE Z B SR AL BT 7T 5
Oy B MET R E S R BoR Al WA QU BUR T R/ ailk . I “FR
% A A 2 TR o 3w I 32 2877 b LA e B A AR A3 A L . — IR
PEAE FH S bk 2 ) « — ORPEAE ) — R SR U8 B P o W s A 75 Tl iy 7

xR AT R B A A ORI 8, B R T %O B N B R

3-1-3-7




P, ORE T AR TAFRERE MRS e . B OBOR N RAGEEA TG LT -

FF

=

2

52

EhEE
AVERFR

Bz

FERFRRER FELR

o
o
&

5N
EMBA, &
2 TREI
R
Jif

EHFEK A
23

FEBRTT 2 AT L 30 S AR, KIIEU)T i
AR IR AR BT AR . 2 5] 7 W 5TE 5
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A, 2 AN TELA, o 20 TR RS —5¢
JRN s R 58 J 2 ] A% O BOR T dl AR S MIE A I
AR NE Bk o s, D ml ok 7 A IR
N MERTHETTTN, IR FF 7 Tk ERE
T ML BCE TR G AN rh O K- B T 9T Rl
A7 T H (R AR o JEARAE T BRI 7 ae AT Lk
Bl 2K AT AR AL RAR R R =&
B LA BT s AT b Bl 2K e EBE AR
HMEABEEARHEL AR R A 2R 0

AR,
gk THE
Jifi

2005 % 2016 7 5 AR R ARIUVE S4B,
2016 7 5 H 24 RAT NRIS LB, g AR,
AHEEWRELR, Z50R 5ERA FZ O AR
7 AR A MG IR LB R — R 2 i ik 2 i 8 s 2 RFak
Z5Z 0 RH, B — KRR BE RS
BB E B ARIMABENT S R IUE A
DEHP 3% 98551 58 S £ I 4 R I V035 A A B A R 0
H. — MM B R B S .

R

ARET
Bk A2
i

H AW &
R

2007 FFERST A TR R MEEE, TEIRHE L
JE R 2 IR SR, Hrd: KELHR] 7 0T, 65T
FER S TR AT it — M — A A ™
i O B R R LR RO s & ke 7 2
TSE RGBSR, = i RS R AT e AR,
PR T RIFMEAME % LS5 2 D & I
H, A5 REUKHL & . il R ks
BRI A& . BUR PVC ] B A= 1 TR R
R SEIH .

gk

RN
Lot

BORWEK
il RS

10 By as AT L BOR B A 225, 2018 4E 6 H A
AR 2Ry T, 2 SRR B R SN IE A L
B 7 it R AR 30 5 Pk 2 R 45 7 o P R
SIPREIAR, I B B BRI, M E N
B AEVIRPRIACK B 7 3 TR T A SR
HH R R 1 Y 771 LA S oA 4 2 e KT W Bk B ) AR A1k
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H . e B B TR 45

() FEZENMMSHREIER

1.

FEEEHRE

WEMA, ArEEW SRR K, ZEW SRS T

B FIG
KK FE AR 2020 4£ 1-6 A 2019 4 BF 2018 fEBF 2017 4EE
19 PR AMIE A I % 9,156.47 18,225.72 14,544.91 12,753.59
(4 —IRAER A 293.50 671.18 564.98 531.70
ik 2 ) 2% ' ' ' '
— R — 1k
: . . 49.7 2,883. 776. 213.
g}% Eia N 849.79 883.97 2,776.71 3,213.18
Loy 4 5 MLy B 4,131.55 6,855.21 4,622.42 4,992.11
M IR 3,860.74 - - _
HAh 1184.73 2,611.43 2,517.95 2,288.20
W&t 19,476.78 31,247.50 25,026.96 23,778.77
2. FEWMSEE
(1) BHEF=AHRREELNE
BT T8
RH 2020 4E 2019 4g 2018 4E 2017 4¢
6 H30H 12H31H 12H31H 12H31H
wre it 602,416,713.45 | 485,603,040.03 338,849,943.35  301,288,901.96
Uik Na 244,172,092.09 | 181,606,327.62  85,057,063.09 92,073,943.64
ik & 358,244,621.36 | 303,096,712.41| 253,792,880.26|  209,214,958.32
JE| NE RS
%EF#A RS 358,244,621.36 | 303,996,712.41 253,792,880.26  209,214,958.32
NN
(2) EHAEREZELE
WH 2020 4 1-6 A 2019 £ERF 2018 & pF 2017 & FF
RPN 199,889,399.08| 316,300,725.90| 258,211,220.26| 240,013,234.24
EAV R 64,167,339.15| 74,222,332.20 48,076,601.90| 65,879,915.88
IMERSE 64,048,032.48| 73,149,602.28 52,065,560.69| 72,017,027.74
EAIN 54,247,908.95| 63,203,832.15 44,577,921.94| 62,004,349.82
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TiH 2020 #£ 1-6 A 2019 #EpE 2018 4EpBE 2017 4EPE
| REN 5] B
E}Eflf‘ﬂﬁx 54,247,908.95| 63,203,832.15|  44,577,921.94| 62,004,349.82
pR P Sl
IR RS T AR
a5 HE T REA 53,141,138.69| 56,419,971.20 39,472,173.30| 50,211,741.02
7% 2R B A
(3) EHIEMERTELWE
BfL: T
Ui H 2020 4 1-6 H 2019 FE£fF 2018 FE & 2017 £ F
BB PR A L4
j; Efﬁfb’m LR 59,351,293.82| 65,460,991.32| 59,796,066.79| 66,504,016.10
ViR RE-I1
BT K
%;fﬁfbﬁﬁﬁm e -79,617,213.66| -57,616,051.12| -42,111,202.89| -36,036,117.11
Vi RE-I1
VR e 4
i ;‘fﬁfjw LA 76,581,972.68| 27,644,627.93| -564,718.28| -23,604,168.75
Vi RE Il
T4 2 IR 4 SNy
ij?& e iri 57.432,913.75| 35.816,183.13| 18,489,868.05| 5,793,342.03
=}
(4) L EHREHAR
BfL: T
HE 2020 4 1-6 A 2019 4EpF 2018 4EJF 2017 4B
e BT - Ab B iR A -8,597.18 -521.67 19,073.59 444.514.38
TEN G2 BUR A (5 AL 25 2 )]
K, FEIRE K G — btk g e e = 5 FIBUN 908,531.44 | 8,131,500.00 | 5,842,802.45 | 9,901,254.88
N BABRAM
TS Lot N [ L Y2 o B WA, -1 3 WA
] Tf%in%m%ﬁ$M¥A EE I IERESIE ] ] ] 708.713.24
SROEENEE
B[R] ] 1E 5 22080 b 45 AH 5% B RUE I ARE MY
%hh, FHERE G AT SR
ﬁAAﬁﬁ%a‘/:* (\ﬁﬁq+ SN N
)‘E’Eiﬁf”f ”ﬁf”ﬁ” be %%“,@’ ! 521 .455.07 661,848.73 5.211.22 ;
A, PARABER SRy r=. T4
SRR, S MER TG AT SR A
HoAth (TR % 78 B A5 A5 2 A 28
E AT AR IR N WK IR . A A P2
%@UTWE” PRI & B - 214,345.94 119,081.08 | 3,561,000.00
A& e [m]
B 138 25 T2 MG HARENV AN H -119,306.67 | -1,072,729.92 -43,241.21 -47,159.96
FIT 455 522 M 3 -195,312.40 | -1,150,582.13 -837,178.49 | -1,268,287.26
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Ui H 2020 4 1-6 H 2019 £ 2018 £ 2017 £ F
&t 1,106,770.26 | 6,783,860.95 | 5,105,748.64 | 11,792,608.80
3. FEUEEF
2 Jih 2020 4E 1-6 A 2019 4ERE/ 2018 fEEs/ 2017 4ERE/
R /202046 H30H | 2019412 H31H | 2018412 H 31 H | 2017412 A 31 H
mahtbE (F5) 1.24 1.15 1.54 1.20
HaEE (F5) 1.05 0.87 1.16 0.89
YRR A s R INF
wERGE (e 37.08 31.54 23.27 27.36
(%)
BrETR (538 (%) 40.53 37.40 25.10 30.56
N R QY VEEED) 9.94 11.16 13.31 15.16
TR QRIFE) 4.42 4.64 5.51 5.04
B EAY T
BEATIRAER AL 7.617.87 9,258.46 6,774.24 8,405.08
CHit)
P BB () 58.18 48.31 57.42 115.27
I o) B 2R T
) HE Jf!f AR 5,424.79 6,320.38 4,457.79 6,200.43
FlE CHI)
HBRAES W A H
J& T BEA 5] AR R 5,314.11 5,641.99 3,947.22 5,021.17
NENGAPI)
E R FN B MU
4.68 5.08 3.48 3.81
tEefl (%)
& E s E R B
- 1.34 1.48 1.42 1.58
EmE o)
BRI AR R Gl 1.30 0.81 0.44 0.14
l /\—_‘ }-L/\ N IS
EE?E R AR 8.10 6.88 6.04 4.98
Wi we e ol

T BRI S RFR T IE T
B Ee A= sl 3 7 s f fi

- EBHER= (RBITT-AED i 5
B TR = G LR A B
~ ISR R e =N C CEER RSO FCR B+ AR RSO R AD 12D
V ARLE R AR =ENL RARAE B R AR
v BT I AR = B T N 55 9 R AR S T IR+ JE T B 7 S + K A

o OB~ W DN B
J P

P P A

7. FE RBEAEH= BT B RO AR A 55 2% RO RLR S
8. WERBN A BNV 1 EEB=1T 5 B I P N
9. BHfaEEA LG E=

2 HS

=
=
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10, BRFIL IR = & SIS U5 st R A 2 80
11 HJE TR R BRE B 15 B = VA & 1 B2 ] B 2R Bt AR e A A 4
12, 2020 £F 1-6 H (1 RIS R R % 5 RAE B o e =R CUAMep AL Ak 2R

(H) EEXNKR
1. BUORRATL M & R
(1) By DAETVBERR K

) BB S5 O IR B0 s A BB B Y v 7 RE A S R T T A A B
K B EEE, Kk, 2RSS R RS BT PAAT LA A R EERE DA K

USRI 22 5F A B R A AR A, ol 3 H B2 7 RAEAT R R BCR R A
BRARNEE, Sy AT LR, By PAAT WAL, et
ox )M 55 R G AN R o 1223 7] ARSRASBESR IR 0 B0 435 ft 2 368 AR SAT ML
SRINAAL, 2 F] I35 A RT e 2 52 B U M o

(2) By 80 BRI RAT N LS B FE R

2019 4F 7 H 31 H 55 B p A8 JT R AT B S B2 F FEA BSCE 7 SR IE N ),
Forb B« 8B RE T RIWIE . M TIRKHERR. RIS . Ik
PRAE P A 2 KA i s (B R AR, 1SRRI, ST
PURBR & T et BARFR I, BURR RS BRI 7, JFUIRfI &0y 2019
FENPERB . A ERIRR AR FE FhR AL A S BN A A R0

A 2020 £ 6 H 30 H, CIFEFERIANE . i, SCAB SR Bl 2=t
DX AL R T AR R T (0 R il Fil B AT N B2 dh e Hory, BUhZe X 8
SBY7 db o R AMIG IR L, FHOR T AR R T8 L7 o — VR — A 3
B A, RAT NRLERT 283t XA AR SMIE IR ML, B AR AERH R AT KA
A — VR A — R aQIR S, IR 2 I 23t i 7 BRI R A

bt R RIWECHRZ D HE T, 5 RAT N R DO A S MR L . — Ik
VA P — A SR S 557 il ST SR 5 2 ) 77 i A IO S Jti s DX R s K
R 52 B BORHIFEA o A5 23 B R BELE 2 X rh bR s b b A i K 1 F, KT
REXT 2 7] A USC N AR 38 o A1 52 o
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(3) “PH B HEAT R KO RS

2018 4F 3 H 20 H, HEZFKTiTZ%% 6 S AR OCTFIE MR LAZ R
JRARRF SR A L EEBE S A O B A, B B SR A2 SRR A ST
SEAT i S FFEAM 23 AR, BB HEAT i s FOREM NS “ PSR o
2020 £ 6 H 30 H, &ECH#ET 25 M. . BIRXH G “WEH7 B
o MHSEFRPAT R, ¥ RORAT A= S X IBACA BeTE s . 228 . wa i Sl v
9T . SR SEREI X, RAT A R EER AR E A B A A, [l
RS2 P S

DL 7] 55— R S AR S MG A ML 151, 2018 4 28 2020 4F E P4, “ P Sl ”
HIX (BRI ZRIE . WA LLE) Sk PSR HXEIN . B,
BRI BRI, CHEEH MDA M2 B N BRI R g 2
J& BT S BRI AR R LR

a,

TRk
N
3

s
=
=y

=
5{}[]121 °

W

Wi T

4 BN | mA | BA | S | PO HERE | SRR
Wa# | mEA | BRI
P HIS

2020 £ 1-6 A 463.07 309.42 153.65 | 33.18% 21.31 132.34 28.58%
2019 1,181.46 762.18 419.28 | 35.49% 57.76 361.52 30.60%
2018 957.07 594.83 362.24 | 37.85% 88.59 273.65 28.59%

TP

2020 4F 1-6 H 8,439.79 6,188.66 2,251.13 | 26.67%
2019 17,044.26 12,099.17 4.945.09 | 29.01%
2018 13,587.84 9,958.05 3,629.79 | 26.71%

1

1) 2018-2019 4=, PRAMIEIA MRS 7 i 75 P S 1] s DX RN = oy S ) 3 X A ie N 32
PREFRFEEIE K, FEA DR N0 ZE 1) A S s e NG

2) 2018-2020 £ ¥4, RN “WEH]” £ LR B O rHAT, KAT AN InK
HE R 55 2% 4 7~ 88.59 it 57.76 JiyuHl 21.31 Jit, {HAAHE RS RS
257 X KN AELE TR IR N O R . 2018-2020 4 E AR RR LA B4 AR
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RIS, “PIER] T MW IX EEHTH SRR S AR C PSR X B AR
HA—H

ARSRAK “ PIERT]” £ BT SR OV B AR HEAT, AT AIBAIR
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