G NEEIES AL R E g I
H R TR R I IR &

BLAELSTE [2023) £ 11 5

;."f’ F .,_n’f i :;: _}r ,
.

2023 F 6 A - *i‘lf

A3

S







W B A LRSI A F
s Az, |BASR

Wﬁ,

i B R LSRRG R A

= AR % g%@f

AR

mannhs G
%E,k=ﬁ4¢

Wi 2N L T N

\S{‘ A
Ts vy BT s
/'?\ SN, ; /?\ ¢ i
' %‘p i § F
aid
R4 : | 100 > R 4 -

Motk Ab 5T KM X I EEFFHE AT & X K

bk AT = KA TR KR EH 1 5k A 8 B3 B A 62







Hx

s THHBEIL . . 0 e o oo s e n nr o e 0 8088 8 5 8 8 § 65 6 bk bam A RER RS 1
0 DG IETIRRE . . . ..eonvmmmnonstomonnd 66 8454 65 0 85 8§55 0 5 5 8 520 SOTRREHERERHS 3
2.1 MEREER Bl MBmMBITEEIE o cov i85 ommmumsmmsnssms 3
L T AU P 3
2.3 BRI AREEEBERREME ... 4
I = B 5
RIS G 1 A 5

R = 8 o IR 8
IEFETE/MBETERIEMMEMER ... 9

3. 3 LA LR o e 9

8. B, D EEIAIIRIR «vvvv v vrnvnnnnsnssonsdn bs miam eSS 11

| 8, d AR IETRARET . ......cnmomon 5 45 55 58 ¥ H T 5 4 50 8 4 3 3§ BAGIFEHRES LR 13
Ay BRERIFTME ..ot 15
| T T o T — 15
- A 15
N P 16
A TERIERL . o e 16
4.5 HEVS TGS ST . o e 16
4.6 RV B “=RIN” SESEEml .o 17

5. TEFPPREREMIPITERGRE ... 18
5.1 (At = XAESKER X THET e ANERER AP ZEm
BIEH AR ERAME) (FHFF[2021]275) ... 18
I R 20
6. 1 HE AT R A . 20

6. 2 KRR UE . . 20

6. 3 A AT R o 20

B R . . ..o rrins s a0 B0 bR RS KRS ERES 21

T D cccsssvsranesorssotianss b mes oo oeBoEs e s E 188 22




R 1 99

T2 BEARIBIEIR R« . . . ocovussnnppomanmsmmemesss 5595453543 50800054 22
P T By v 5 v 505 56 05 o ST % 5 ¥ 8 0 B 58 A Bl 6 E BB 29
Tl Bl . o ossson v mpmmmms A S Y S BEE RS EA 22
8, MMM A VERI R EARERERE .. ..o 23
e T 7~ 23

8. L L 7K et e 23

I T - A 23

8. L. 3 M B e 23

8. 2 BRI . ..o e 24
8. 2. 1 /KR MM Al PR ERIEFMRERH . ... .. 24

8. 2. 2 S EM A R R ERIEMREEH . ..., 24

8.2. 3 M I A R P R EREMRESRS ... 24

O, B G e 25
R 0 25
9. 2 VG IS T 25
0. 2. 1 A s R 25

0. 2. 2 AR R e 27

9.2.3 BEISIIZESL . ... . ssiisinis s § 55 AR SRR SRR RIS 29

10 FIRETIRET . covsnissnsssimmmusman s EE S SN s 455 8anbiasauanas 30
10, | BRI E TR R AT IR IR wvsmmmnssnsnsssuxsnssnssssasnsns 30
10. 2 FAEEE R B LA RIMEIEITRE. P HBR ... 30
11 B B T T . e 31
12, B B I 33
12. 1 KRS e EHE RS B 33
12,2 BER s R B 33
18, B BN . s A R EE I AEE PSR 34
I I N 34
TR O -5 <P 34



T - A 34

18 L BB e ucorrnrnnnnnennssnsmmemmmmnshsddesss 34

13 LA BB .. oo vvvvivrivensnssnssss s abpmsmmusmamasess L6y 34
| 18 2Rl ascssnsssvnereouass anusuassnsias e ) oo nmmnaERERA Y #8684 34
14, B0 SRS RN BRTREBEE o 35
15, Bt s B B I I et 38
S = < PP 39
B 2 R A o 40
B 3 BRI R ARG EE 44
TN 507 L = = 1 P 46
R v p et =1 PP 66
B 6 HEGVFATIE . ..ot 7T
e 1 T P 77
g e o ] = P 78




1. TRHE B

e B AERAR (LUFRER “HERFEL” ) BT 2004 49 A
TH, MFItETEZREFTFRXAKEE 1 Fh. MRS EEAENA
FEER L IR AR RE IR, 147 M A B L AR GIFUAN 1 SZyd s ¥ S 77
FE P T 2R B B 55 A 7 AN S VA SR R TR AE 7 o SR T SR I R R
P PR EERE TR ER 80 &, MLk R B ETHE A AE 400 &/, IKF 480 &/
CF. 1) R AR A PR R OR PR REN 80 IR/ AR, ASIRYT ERHTIY 1 A4
FUEF L (FE 1 KIETIETIAETLR. 1 FWERISRE) , AL E
BT 70 400 JTE . R 5T A B0 A P 2R 8T P BE AR 500 T3, HETSE
Brr=BE A= 80 J33T, BikY B I = RES K EGE = 480 J7 SCVEST FHA GEmHI
AT HTF 2021 4 8 H AL R I MEHREHA R A ARG T R R
Al ANEEEFAAF R R ” Rk R, 2021 €9 A 17 B4ER
T#H = XAESHE R ZME T L E.

| THT 20214 9 ALY, 202256 A PR BINZuE EhTE
A RLIE O R AR IF IE BT, BAEMRE) Sk BWR it #UER 75%0L E, A
T @I E R IR ORI T 1 2

RAE (ERISDTE R R EEEED) (E5F 2017 4 10 A 1 HIET) 682
F4 K (REDEZ THESERPRWEARTER mimE) EEHRE (A%
[20181 % 9 %) BEMRER (LT RAT<@ R I H i TH BRI UE 1T 0i%> 1)
~EY (HEFMFE [2017] 4 5) SE0MFMER, @AM IEERSFE
BIRAFNZFE, ERREFFRMEIRAF T 2023 F 6 AXMBEES. &
‘|7J<\ MRS L [ PR ST AR IR AN & FE 3 R IG B R I AT R LT T Il B A,
FEUEE T AR R B R 2023 4 6 A 7 H-6 A 8 HXMERAFL S Bk,
MEFSSEZ R AT T M, BRI, ZIE AR TEMSSREIETIER, 58

‘Eﬁidﬁtﬁﬁiﬂﬂi?ﬁi%#%io RAEILI7 M INEE R, G| 1 A3 B 3R TIHEE ORI 58 i

1




ECS=



2. T AR g

0.1 MASRVEMR. VAL, A EFRL YO S

(1) (he NRILMEREEFE) (201444 A 24 HIBIT. 20151 A 1
H 2 S D

(2) (R ARIEFIEAKZEY (2016 4 7 BT

(3) (R ANRILFMERSFEPRE) (2018 4 10 A 26 HET)

(4) (e NRILFEKSRERZEY (2017 £ 6 A 27 HIZIE. 2018 £ 1 A
1 st

(5) (e A RILFE GRS RPEE) (201941 8 11 HD

(6) (HiE N RILAEEE RS A RED (2020 £ 4 A 29 HEIE,
2020 £ 9 A 1 HEE#EAT)

(1) (R ARICHEFRSEEMATONE) (2016 45 7 A ETFRD

(8) (EWTEFBEMAFEHEEO) (EFELHE 82T, 2017103 1 H
A7)

(9) (dbmiKisgpria&E) (2018 43 H 30 H)

(100 {dbmmRRisgpiia&e) (2018 3 A 30 H)

LD (bR TR A R ME) (R ARBUF S5 181 5)

(12)  (EREIE SR THEAPRERMNE) (BRLHE 135

(13)  (ERI E R THERPBUCETIMNEY  (EFRHERE2017)4 5

| (14) (RTFHEERBAE EFRERT A % TR RSP EIEEN JERE
EE) Y EWAER GARIPEER (2017) 1235 %)

2.2 SR FTE

(1) CGERIE R TSR RPN ARTER ITREmIE) (ESHER A%
[2018]38 9 5)

(2) (HEGHRA BT RIE AR @)  (HI819-2017)

| (3) (LT ENRERRI E R TR R IR B SR OF
FM2015]113 5

(4) OKisFsraHidriE) (DB11/307-2013)




(5) (REIEEMGEHEEPRE) (DB11/501-2017)
(6) (Tokdek) M EREEHRARAEY  (GB12348-2008)

2.3 B B S ik #F AR
(1) I FEPER A EREE A A45E (ETRER. NEREHAESE
[ 3207 H IS IR %) 2021 E 8 A

() IERHHERXAESHER HHFF2021127 5 GETRET. MEEES
FIAE =R A3 I B P AR R A ED) 20214 9 A 17 H



T H 3R
3.1 Hb PR B NPT AT B
W H M F IR E = Xk e 15, AR yIbEs 40. 351041° , K&
116. 796963° o M AALE M EOH R R R A R AT, MMy EE LRI M2
Al PN BB 2R A AR AR, A6 sk 25k AEs) AR~ 7. i
FEATE L -1, ) XOPiiE W& 3-2; WH EA R R EE 3-3; Wil S
= E LA 3-4.

ERO MU

shii A ; & N
CEES
=a Qs
MEF Nl
i =k )
; 4 B RBE ' :
O 2 1€ Q ==t
REE
nenan a 2
F RRE = Em
Em =
MR
B
.$ -
a1 f&
: rd E3
$ 2 00 ; :
Qzam
KARUER _ r 11
Oawa o - R m
O zamies
ERITEXFE
= B FR e HEALEA ¥
- ERBUZE L =
(& T
! EX
—-— - =
. X Far =
b 55| &
=E OO Q @ a )
A &)
= S
A hErEY =
I
. _— sy

& 3-1 TiEHhE AL E A



i

X A

3-2



A

i B AR B

-3

& 3

Hx)i\

=
=
=

7
s 5

© [FEk
A 1R
®

!

me.

A

B 3-4 MR




3.2 791 R 2
U LA B RRTESTA A RTH , MREE 4800 7T, Hebdf
{232 40 oG, EHEFR 1940 X,

i H B ® A S RENERE

o>

FVP BT ALRL,

RSN EA

R

bR B L

ik

Hib
il

T REA A2 101,
102 %, —BRAr= 405
GRAUHRIAN 2847 m*, A
A ) ZE ST AR 1940 m'.
AR R TR A —
54 I 791 B 4 1) o7 B AT 2
i, ok 2 2 AR ) (A
T 101) FfEkil & 4 (0]
(A7 102) , 101 ZE (8]
W1 2R A 2k, 102
ZEalHTHE 1 SRV EL A
FE2k . AR 2R )4 GMP
PR W,

i TIRA A 101,
102 €, —BA~L L
AT 2847 W7, AT
At A= (] @ HIH A 1940 7,
ARy R TREMNGEE—
J2 5T B 4R () A A7 X
i, BNk 3 4R ) (A
T 101D FUGRER G & 2 n]
(fF 102) , 101 2 [a) %
B 1Ak BRI A2 LR, 102
YRR RS 1 SRR AR AR
i 2k . 7R ] 4% GMP)
R vt

A

BB

KEEA R 13 UV R
b 7 A Ah 2 2% A PR
Wt 2 B iE R L
B, LA e iR
125 9 035 1 e OB ) 25
11 & 12000m3/h KHL,
SCAEE 1 SIETERE
B A 1 & 3500m/h
AL

IR 1 £ UV C5E
{1 A B 5 AR R
R 2 P B 1L
B, Horp AR )
12 59 20 35T 1 R W o 2
fil 1 4 12000m%h ML,
SIS WE 1 A E TR
i3 B A 1 4 3500m*/h
AL -

AL

PRI LT
i

AR R dl K] g
e bk, A iETH KG—
FHEA AL AL 2, 22107
AT TR HE N 5 2 12
7,01 IR

AP R OK S Al K A% e A
M. EIEGAKG—
HEA LT TALEE, 280l
I D N 2 2 B AR
7 A

A

R 7 T

i

B AT R B i
PR i, e & o
i, REBGEREER. W
L RHLBCE A A
R A I

T e A 2R R G R i
H R ik 4%, AR
i E, REGER AR . b
AL ANLEEE . K

R

K2




[ 44 J )

B L

A i s M e T B L)
AR Rk
1428 e B A T Il i
fa G AT AT RN AR
L ORI S S UG s A

ool
o

\‘ ,‘
S

A i R TR T
B O R | SO | A IR
[0 405 FHAD T TR
i 6 PR D22 B L AT AH R Ay
T A A i YD A8 A

A

K

MK .

B K .

A

HEZK
Hih TR

AP K L HEER KRN A TR
KRN XA S
TIALEE, AbTE S I K@
ok T B P HE N % BTk
PR AR E

K AR A RN A v
75K R HEA T IX AR SR
THALER, A PR () K GE
i 7 R Y HEN & = BT
AR Ak

AL

s

P ] e [ R 5

5 )5

Ak

g . il

AT H A& =R R R
e, M7 R
GEAT 1l %

%

AT H & RR T R
W%, S o s i
HEAT 7% -

AN

3.3 AP L2 T2 K RS R
3.3.1 A L2k
FEBEMT 5 52 101 Ml 102 %=, HMGETRETASL 1 %
(7T 102 BEERMIA A2 1)) o BYEFFI- 4R 1 % (R0 T 101 k4 e 2w o JF
P JEA BT R AN AR 4 ] e K
P LEFERGTINMERZ . SR TR, 2

Sk

i( [+]
A= BT R R
¥ | BEEPE | s RE Lo A
| PR e | e | VTR gy
ey
| iRt | SRVET R e 2 SRR
i AR A e 2 il 7 A = £ — P, 2 ke
- 400 73 i/ )
UoLn gmerimsy | S0 JiAE |1 ks R
5327 Rk 480 Jifit/E
|1 S R R
80 FI%/ME (i it 400 73 /4 Uﬁﬁiiﬁﬁﬁ%%%i;
D |1 FEHHIE [BOKPeE S00 S| RIMRAE | s s [ 0
" } 5 Ji SE/4E CGRIA
B 75 =) e ) 5
AT )




Wi BRI P T2 R

CL) FEbAAH: R BC L r RN S A AT TR G 8, VKA &
. it
FEF= A IR IR .

(2) EeililhA: A4l PLGA. TARATRA . W&, I B /KSR Gril
JEay kb SRR T ENT . RN B RO 3N LR IR
HERMES NTEMBAR. & FEABIHEE AT, EHdETERL
i) D P R AL

A2 £ A S L 2. 1K g

P 7.8kg. —E(HGE 3.48Kg
algK SL

FENFE 024 Kg

HEN 0345k " At k- —| -
EHA ISL L R
_______ v 3 . Od6kg ____ |
e e | EEAdEe BlmlrE |- > e |
o i A S et 2
----------------- " e B |
E%M*mm Ak 600l LR peeen g T TR
RZIHM 16Ke BN B 0783k 122ke
QP T i s e e

mEREi- | | EEEE e

l W g R0

........ , e - 2.672kg
7K 601 6kg___1$_7{<_~__§ «---| fEKEE- --{ ke
! H
Y : i
FTe i Tl &K
HEeRS : '}E?Eiifﬁ.‘}%‘i;’v‘t*
i o Eam WA |

v

PN HHE P~

B ER T A I MR SR RV T AT = T2 A

I S R P s DA B PR R TR AR I 85 T S A 3 2 7 AR

10



(1) JRAHFRIARAL: A ORI v S KIS o F o BT I T4 A R
AREC I AR T INNTEYE IR FH U e MR B 24 ) 5

(2) JEPERRGN: AT uE AR P o ol B A P RS, DA B RIS P K
T A ER, 8T k.

(3) VERSMIYE: 0 FSEK B S RO AT S P . et R P A
UK

(4) JEd: AT RUE B % T HERE

(5) K. I Bkl 5o K asdE AT KR .

(6) JTH: (ST BGHATAE DN, ik B 2= A AN B 72 o

(7) fuE: YR TEM &R = T e, b fE e A R et gl

AEFE L2 FTE GMP ZEH], 4% GMP BRBEAT. R4 AT
FRIABE TSV BB 75%RG, Bk, W& RIS R o A R
A LS CL BRI K

JRAE

.

B

ke
L &
e ol 5
| R HlEske
____________ C . l
| BEANRIE. | ' ANET
______________ v S
| TEtEE o (Tee | e ARG |
______________ - e S

| BT leoooe - | TEER |

Y S P S T 2 TR B MR R R TRV R R R A P T 2 A
3.3.2 JE A ARSI




Bt e Sl PYRTT
BOEhERMARR | RAER | g | MmEe | HEE L o
5 il

- AEE
| i ERATSEITEIN 225 ke/a JEkL 5 27.5
2 i )frafz Tpl’f(}ig; 280 kg/a R 39 319
3 S]] 860 kg/a et 0 860
4 | BZIBEE (PVAY | 280 | ke/a iVt 45 325
5 AU g 283 ke/a filek 100 383
6 RIS 450 Jifla LB R 90 540
7 JI5 450 Jiftla AR 90 540
8 i 450 Jift/a (ER IR 90 540
9

VR
I H i 951 kg/a ek 140 1091
) S ALEE-80 15.7 kg/a Gt 3.8 19.5
3 fi( L”Séﬂi fm 94 kg/a Gl 2.5 96.5
4 | R B | 6 | ke mhﬁ;g f 21z | 12
5 3 i} 510 | Jift/a (ORI 102 612

=. ik
| =S 6 L ks 6 12
) 40% 2. % 1.5 L HF ks 1.5 3
3 = 4 E T I 4 8
4 UK 2.1 6 L RN 0 6 12
5 = Wi 0.6 L T 0.6 12
6 T 0.5 L HIT ks 0.5 1
7 95%Z.f% 6 L RN 6 12
8 JorK 2. 6 i FI Ik 6 12
9 L 0.5 L H Tt 0.5 1
10 JooK HR A 6 L HIT ik 6 12
1 S EE 5 L IRRE 5 10
12 =M 6 L FHF s 6 12
12 HIEENE AR 20 L ks 20 40




14 I ERRL] 20 Is HIF Wik 20 40
5 — & EL 15 L HF ik 15 30
16 1F B 30 L FIF ik 30 60
17 | NON-TH SRR 40 I T Fiks 40 80
18 L 200 L it 200 400
19 I 16 L ¥ s 16 52
20 Wit B 1.5 L T ke 1.5 3
21 AL 6 kg HIF ik 6 12
P, At
l 75%iPT kG 3 t/a J lx&&%m 1 4
g
2 S 0.8 t/a Gl 0.4 i
3 FrEfmR 2.43 ta | BEOKEEBRA | 12 3.64
T
4 30%id AL A 250 L/a -n;{( 5 Ofml /{:E) 250 500
5 | SRR K 250 L/a -ﬁjﬁséﬁlﬂ;;%) 250 500
: N,N-— Eﬁfé FH ik " ” fic 1) ;Hi #H % i 50
i e
TR 25 1 S0 S7N
’ HHIOXY 101 kel |y aogmy | 0] 20
5L A B AR 7
8 A/B ZEEP 30 La | i (soomwiy | 2° gl
K Yt S LR 7 |
| wmmwmreaa | > | Y| soomupny | 2| ®
" %ﬁ.hé&é%ﬁﬁﬁ#u : Lid f’f‘_fﬁﬁ‘?iij'fiéi (5L/ : i
AT #5 4 fii>

3.4 IR SR -1

AT H SR i, K AR AT K TH HEK R R TAE
TETGKFVAEF R A AEF K RERAKRAE RS /K — AN XA FEih fikt 4,
| AREE () R ARGE R T B R HEN B S AR K A .




El 7k 284

2.84
/ 25.56

T o  FEA A T
25.56 |
4.33
433 e mmak
1.7
A7 3 pewsiHRsHIK /
/1.53
L LI PP —— ool .
4_—2__.[ oo FE A 42 >
/0.70
22 A TR K 632 >
1.96
9.8
o SR J/ 754 >
0.008 RS 0.0026
& L0017
2 »
s OO bk D17 o - f s 0.0183
7 AKITE 8
5 % e _
‘0.222 ha# l:ZﬁHfﬁﬁ{ 0.223 (EHEZEA 0.001) >
0.038 3 A &
5.5 kD.Oﬁb Iv‘ﬁﬁé]:?.lﬁﬂiﬁﬂ .299 (mﬂi&)\o.oow):
G 3.3
s mH !'/. o >
o
36 bt i 2% M VR it >
W o E oM
L0004 00004
M.Em HINC B AC AR 7 [0.008 | vy g v 0,0044
94, 513
55.055 . e 55.055 : Py
1149.568
MHE ME =
HigEg K

ACEERE (m¥/d)



P ORI Bl

4.1 JEK
TG0 H S R v A, AR PR IR K S WS KA TR K RN X AL FE IR T
FH, AbER S R KGE T O S HEN S i AR K b
# 41 TEFGKRERBERBRER
kA S Bensr i b i HE 1
(m’/d)
— AR
B oET IR A K
A HER P[] 18.0 o4k i A B
-
| L AR
A TZPK 76.513 R A K
e R K i R LR L
Hekh Kk 55. 055 ]
W TR T AR K
Mgt — 149. 568 oAk Fe b AbFE
.

2 JBS

ARTH | T 5 5 A B AR G B DIOERoR B T 2L P 8 SR e i, AL

AR AR RMEAHUR S, SiGtEn e tb 5 H8 . R SHEBU 6
R 4-2,
#4422 R FREERER
AT ERESRE = gy T - A REESL | FKERE
TR R (m)
i EHREaRE. 2 o i i
UG RS ., 1 P e i 25
EHERE. 6
) TEES . L. FRE. 1 Tif M e R o 25
s




4.3 M i

AIFH A O R T PSSR RHLA . LAl A RN, R
G, AER S %, PRSI T R, R . SRR
B B3 SR T R R S
4.4 [ R
RS H [ A48 A 2 B SRR o o R 2 B S W ) M, et
B U TR B B (IW02) ; — SR BE IV PITRMEIE, N, N
VRBE . UK B (HWOB) ; B/ AL B B SR ME B . Mk Sk BHE. WAV
MR A U LS R R R IR A A RIS, Gl e
I 1L W L A PR (R A B ST 7 9 I
F 4-4 B ED P E AL BB RE

s R ZFR E=g (t/a) AbEE At B 7 5 #IE
1 R 226.8 Jent A ERE R AR A )
FE 24 0.0413 bt G B LB AR A DR B AT B 93 A 2 ]
it At e i)/ 3
e, R
VR 1 o 2 AE 5 S PR MR PR AR IR VAR ] | A e W ARE A
WA R
, Al it
—HE AR, N
BB, N, N-—H 5.964 i 4 4T R UL A ] S A
Ve Ab 5t S BRA A R B A AT IR A2 7]
W R
;?)?._-If-l— "J\;\ lrlff;‘r\ i«}t 5.345 {1 A B T L At ] St N
A PEIS Bl iE AR iy SZR VS % N g R /A
iRng 240.1503 ==

4.5 5 FRTEAL & LRI
TE K BEAHE R T AR T g R D A 1 B BRI D
(DB11/1195-2015) FRHATWE, 5 DbRURBIEN, N4, WRENL
TR, S 1R W e AE TR 6 S B 1R A I A7 g G2 il bk 14 ) (GB18597-2023)
FHRE SR,



#£ 45 FRiRM

PR BRI A (o b

16 B2 & ) A7 6]

4.6 IORBLIE 1 B A = [FlIN 98 S L
AT E AL H Y 4800 /70, MORBLBEHUN 10 )70, 2905 TR B

0.83%, M{RALH FEM TR, FRARBHILILE 4-6.
#4-6  TH LA REHFRE

i H Wi 44 R WrEE (o) it (CFIE)
J& S A B i TR R 40 40
St —_— — 40

17






