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—MRIEOL T, AZENAEE N B AL, HARZE SORAE 2~8 CUKAR ¥4

WONBAEE AL, LWAERMFE B MRS HRE SIS, BT 2~8CuKF A

5.3.3 ELAEREE

DA AT R s 2 BC 7 R ) B . 2021 4F 1 H, ERZGRAA (258075 BURL B 24 ) 5 hn ik
HIEBORER) , h 25l Bk Q2 FE BRI, Wi 55 T2 e, FUEMNREE . M Ir B Rh 258y
WURLRCE BB A B TR ), IR 25 BTy BORLE & 3 R A KK, P2 e =& g,
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DB XX/T XXXX—XXXX

BN, IRt LSS o 253000 1 Jm 1 22 30K, (2R FR IR, R4 BB AR,
HISIEH . MEENEZMANGEE (B0, PIRSE) , B RESNCE R, W E A TS
TRRUFR O OREERE O, WAlR R EE, B R A EIKA A .

5.3.4 REME

1) FPiEEsR
BT S R MR & R A e : 2R R 4 8% SRR e 7 vk B, e, S8k
8T AT B, BISNEE . WFEIANZR, BRAERES, — BRI 100 B 51 s 25408 .
TEE T EIMNGE SO (A W8 AR, AR, BHHRE . BRAaM
SEAL, IR B (B R, —RAAEEEE RN 3 5. BIERINLHER. Tk, JOREI4
ritte BUEFIN R, BEYHEANF, FE. Ve, K. TN TAsEE—H—Ek, & 1E
SEESR, JRE N TR A X5 G
2) AR
HSMVEIR : B A EACIRAS, REM GBI, B, eFERE, GRS, e, FEE
B, RMLTEAE, TR, BRI SIH (RIE “RBr” WS « HEEE, NOAEE
BAARRL OIMAAZRE. ZRREFTINE BRSNS
FEOF 4 B B 70 AR A AN 4 B, 4 24 bR E B AT AT I o V35 8 IR ARG 4 BEFE 1. 12-1. 20,
HoAth g 7 AR B G 1. 30~ 1. 45,
JUIN AR 25 2085 (R RIUE 77, S PR 25 A G 5
ANEEpimse: BAGRE 5 g, MI#AUK 200 mL, P, E 3min FEWEE, AMEEEESREM
(AN, BURCATERCBRD o INZGM 4tk FIRTE 7R, SERIAZ AT A, 56 80E 5 5 i
NZKY e IMNZ5H Ja AN P B AN o
RN HELEAMERREIE, NAFAGHE. MoREEAKT 500 g (nL) #, bR
UV R R ERI TR, bR DR RTE RS ELIH TR, BENFER 1LHE.

Bk, FRIKR, &Ik AR (BEE)

=
-_‘—1,'.
S
b

FHEE HABRBEFE FHEE HABRBREE

AV TFHRAR| TS THRFR | TV TRTR | T THRFR
20 g (mb) %20 g (L) AT
¥ #1993% W 1990% #1985%

Ry FHETFE | R THRTE | RV THETE | RV THFR
20 g (mL) %50 g (m.)
¥ #1195% #1195% #1790%

AV THRTR | AV THRFR | AV ThRTR | L) THRFR
50 g (mL) “ALE500 g (nL)
¥ #4997% ¥ 195% ¥ 1993%

R BRE RGN R
TUAEVBR -
a)  AEAMIERE .
HEE: 1 g AT 10004, 4 1ol AR 100 4.
BHHABER S & 1 g 1ol AL 100 4.
11



DB XX/T XXXX—XXXX

KGHAE: & 1 g8 1 L AMFRH.

b)  EYMIERHIE -

HEE: 1 g AT 10000 4, A 1ol A# 500 4.

FRENTERL R & 1 g 80 1 ol ASEE 100 4.

Kpaaw: & 1 gl 1ol AERL.

KGR & 1 g A 100 4, & 1mL AT 10 4,

o) EEBL. PSRRI 1B

M B 1 g AT 100 000 4, 4 1 mL AN 1000 4.

BHEMBEREE: 51 g AN 500 4, A 1mL ANEEE 100 4.

KA. & 1 gl 1ol AERL.

Kipwt: & 1 g AN 100 4, & 1ml AL 10 4

d)  TIVHLR CEIERIYD KEWRIEZ Mk (EE. TR s, BN B0 ARG 2

H17. A 10 g 5E 10 mL A5G VDT .

e) B, KWiF. UAEKIL.

TENE: T ETHEET, @SN ETRZIE B EERS NS E, LR (HPLC)
WERE, AEAWBT, STz & & s lr i e s .

EPESEA: T EEEE Y, B =z — KU BRI R EE L (TLO BHT S
A, TGRS A 2GR R FE T 2 S SR A AR

3) H LT R ) A

a) fEfb

SR 3T BIEAT Sy, IKEA R BEIZRKI, BHARK: Fr ek R AR St

fl R INE: o TEAGHE DT I LA ER S, R a. MRS, IIAKIZER; b EE
K AEFART [B], HyE R, R R

b) K&, KA. ARREARR A

GIBT I T RE K i A7, B 1678 5T A DA L THD 42 ) < o I 244 B ST 40 2 60 28 i T AR 4l
WhnkHE ERE Sy, IABKE SR SRS, TIE R LA B E R IAKERIEE; Pk
EAVER SR B, WARVF e SR S U B e RS 25 AR A W B O A AR AR B A
SET R ABESA I T EE RSN E SR, iR TR,

6 ZEM

6.1 ARKR

SRAEETTIRR BN ZAE, A5 wIEARE, EARZERE PR E, EPHERIRENTE ST,
DIEME, —BAZHIAARRN. HE, BAOBANRHET G, TR BN AE RN

HALSE: AT E AR KR BIKE B A EROL, M ERMAET, SUkl~2H#ES
MBEHTHE, BREDER, BDE, sSEFRE10 gRUKMRE T

Eok CARGEED - IRAETTE IR D B TR K RAERAEE IR, AT A G
KR EEEMN ARG, WNETT T R, BlAmZE; sCARER10 gBUK e s 7 BIaT; 2w DL
TR R S

PRI MR8 5 e MBS, NS IRE T, Al B AR 25, e
RS TR, MRE IR E R, BANDEITEIREIRM, ZEPmhE.

AU AU EERIONTRRE . BEFE. — AP . XPESFIRTTJEAEIREI T 2% .

12
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6.2 FEZEIM

— TS, BHESEREREIENIES T, Ao, A2 M. RAERMEN T E%40, Hi
TEHRARERK, Iz “BA=45%F", (WKL) Bh2in hKE. B, DE. LF. %51
BRZIEN T RRCEY), A28 B2t A 24, B R e, RS KESEER.,
FACLE 20 7 FH 24 sk N1 DL TR )«

6.2.1 {Fefifia)fmst

UIRE B SRR A SRR, P 2R T R ekt IR RS A ER R 2. W 2l Bk
82 38E G A P S B B 254 o

6.2.2 EEMRMAEEZ

B R FCARAS 2 AR 00 “ARE “MIR T 5 RN, B AR AN RN, B RGEAE “+ U ”
“HILER” BRI

6.2.3 EERREZEZ

RESUmIE ) LE KRR E . AR, S EE R T 2N REE S 2, 0 N UEIREE T 24 . YR
B MEAREM G =F, KT RN AER . R (R ARSI E 25 00) A R EIREE = I RUE N
FIW R R AEIRAE 2 1 3 ZE MR

6.2.4 ERAYEMLE

ERR R 2, B th ZLE R e AURIE E R RN, B 25 T A BR K

G PR S SEEGRF R BT 1 5 3527 VIR L=, BRINSE T R BA P BOB e Rk &
N R SRR MRS AT RERAA T B L BRI RS RES S ECOAEA RN, AbJ7
I R A

13



DB XX/T XXXX—XXXX

Mt & A
GRsEM
R A

Al SCERBES

LI IREREFEE T TEENE AR S, I3RS T R ESE T B 5 SE L.

REEREHR (NEEEI7) L8 T 2R WAECTARKNE TS, WS, MBaE, JHER
T HIEPE TR R RIS SRR RIRRS . IR ML RAE (R 2 AEE) hL T IxET;
HMEE R F AT TR . RAEZRVFRAE CEFEASED) hid# T e sg . 788, B
BERITHRRMNES]. MREX TGN T2, £ GEaHES) &, 2N E IR,
WEEE T POEE . AMEE . HEEE. FRE, AHAR S, SIERRATEEAE . WIS
KBRSy (HMRHESR) 128, IR AN T, RSN RE T S4H . J0E .. K4H.
KOE AE . AESURE . FIBES . B IZRHE I B 25, IR EANEFE R A A AR
IR ARSCCE: KB, MR, BRE RS, ]\ AIKE, SRS R U DR T B
IR, HESARE . WARBWESR RINEIRIKHE (GRREE) 287 &8 EREEZHET .
KRB TR IMECFICE, M2, B (NE) &fh5irdy, ALes iy gy~ 2ukBIgERsk. 510
R, RIERMREE (REHEREER) (FRERFR) h2LMAET, Hf (REHEREEZR)
TIEE T ZIK60RE - IHRER RITEIRKEFSHET, QLT 2KE, (KEFEXR) TR “FH
T3, BRNCHE TIKEHE BT ERE. HRER. SiEIRAEERAGS T ENEEE. AR,
HRIAL T WEETT . RREMEIGITIR, G ERAEZR, EEIES, EmiEEERIIRE, A9
MEAE . FEARER S FMERIR S “ SR AARR S 7, (B2 ERR) ik 15 Kils
PRSI 7 AT R A A ORI 58, M AE B 07 B A R C R EHHIERG, SRR ICH, 28R T7, Ei
RS, THARER . GRS NERNANPEL, £ (RRAEIMRERS) o, SR ER P RS
BHIaE, BERPICEIISMEI R Z NBHIE. Ak, fEETHTT I b, A2 5 RS, b5 IR
I AMTY I, AR FR IR T A B AW 2, W et 8 I iR MR . doil PRIR%E
fARBE—BRETEIT AR, FH (BHRE) (MEEHTR) —ALE, WEE T KRR,
HARER IR REERS THHE. BT, £ GRWRZY) (CREEEZR) Hia RN HE 0
JIRIRICE, WS RAET. REBER. &K EEIRGKE 7 m RN 8 7T E AN A, ki Jf
SR B AU, B RE . R EFRIRE AR, FEA . R A=A B, EEG
JebHs URFCRABHEAR, FHAsREH; £ “ =[HE " AL, 456 a3, EERERE, filfE
TER R N BERJCRTTIREE — [TUREA % BRI R F T, HILFERF OOV 2 H A2, AT
.

gi Epnk, DIRERWIHIE T, iR A —, AR EIHHIRASE . dEcE . JAUE . HEE
FNCE . EEE . mBEE . EAEE . RERES, DOVRIRA RN, —2F. AE. THE,
PIDCE R ZG i AR, )\ B E. BIE. t2E. W REE R R H6~8RGAM, £
WG RITHE I, 2 LR 200R A 2

EPARCE TEILTR . Life. Wi 2 0, SRR, TRIRE TR E PR E T 0 AREE,
HoR Ry R e P R B 7 R AL AR R . TRIRE TR RN T AN R AN AR, £ 2P
BUITBDGE . KIE BATIERE . Rl S Ok, B 5T VT X AR 2] 12 A,
TR T RIRFE RS 2 BERAREE . ImART RO E IR IRE 7R

BT EN, fLAks, sFIRaH, PR R S AH 7 MRt s, JEFEIBR T IR IRE 5
kR, HG AL
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(1) FRRIARR, TR, (2 Tkate, Bl

(3) B EA, REMHE: (4 ZhFEE, Fhm2.

(5) AMEHE, BMHE: (6 AR, STAEIE:

() HHESW, IWEHZ: (8) BEisHl)r, LIER:

(9) JRREAN, TR (10) BFUEE, HIEER.

A2 BT AR REERMTTES

AR BN FRIL BAAANREHAN . BRI AN BAT RN E B 2R A, —
FBCH VAN BEAN B B B AN B R 2507, (HSERR BIXRIGY A B 5% Rl 2R S Z A, 55
HURJE, &N Tk, WAME R

LoAMRE: DU e 2 WUE T N7 U NI, DI h s RN B THRRAE s i
RS G B REREL ATINEEG. BIREE M ESURE SRR IR, B RS 0
ARE, THWEES. NS, 4%, BAORREIIERAE. R, LIRESE,

2. FRIME: JE VAU Z NREATT o LT S AT TR0, IR kT M5 M
AR AT &, IR R, S5 A LE &Mz, IEEIFER: BAMES
e, AR SOMBTE . 3 1%

FRIL 2 HAR T, AR BCAANTZS, IBCTe . AS AL, 3530, FTEEE . IS4
AR, FTECHRAT. ZOAEAE; A IEREHIR, TS

3. MERAS: WA R E HEM WS 2Ly, RENZ . Aaakes. BEE, HAREYS. 1t
WH. RE& 24, NEEE, BRAREFEMEE 7. Z11%5%, HEGumbE. A 24 T
S B R EFIEAEER G, AL, mE. ETRE: ORAREREAREL LS, H
HEFEA . BT A IR BT EE BRI E RIE —BTRL G EAT . MRS T iZRe,
EigdE; WIAARE WIEAACH IO A RN, HIZ5maptss. iy, SREE, fMid T

o

BEAh, ANEFIERS, —BME. BEOTEERE, ZHILAA R M, ma ., EPE, kK EFRE
JEE A JIHRL 1 MK o

EEE R, WA, HISME, Sa M E g, KRN, IR EREEE, TN
PR A= DLV B LR 2 o

4. JEBHZE: LIRS R B BH AN o AN R E . TS R HS, BEANORH.
PRBH S R fER. T2, 2. WSS, Z5HEANSAMFER; FHARFERASEETS . A
AL, HAAR . AR, EERR. AR, S, WRE T EE. AR, IRARARE A RS B EEIE
il

Il R EARYE FEREIL 2y, an WIERR VS &, v EROR . 28 B B D RE iR &, W VR .
BIBH ERRRSE; PMEAA, SRR, FEHEL . MK 75 BEER. iRF A%, TTH
R NSl JESE: B WIR. AAILE, aTHdS ., XARER, 5. *MNHZMEZ 5,
SRk, W R K S

5. LT RIMAANEIEH N\ +4a K N7 HZ5%E: (SEZER) ML RS E .
A FEXBRASZ AL, R ARIR FAEIGIT R 57« RS RAEE 5 HISER 55 BHBHXURN 3% FH fa R
AR BRI FHAE KL, =A%

A3 BT HE R REMTT Y

LEAZE: DORBSNUNE, IR EmEEAN . B, K55, R s ks 7%S;
B AR R R« AR KR HRASE; AR LSS AR T I o 3, S, 5
M BORIE. PEFE.
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DB XX/T XXXX—XXXX

TERN 2257 IR B K24, AR BN MO, IR S RC B0 o RS R 3 P R 24
%

0. B WKHEIEFISRERIOAR R, T4 RMAT 025 3 B0 25 . R UEmezs. Hork, AT L
KOMTHIL A, SIS WSS, ORI L e B
MERIZ = FoR AU, T, IR B

325 B 115 7 26 7 et 3 A L S DR TR . R I, iR, W RS,
PR, 076, ROMMESS: RIS, S, maRAsEs. mTFamnmlNmE%R,
FEM T MM RIS, B IEARAT 025, DA AR R DI

3R A IEHIE K, R, AR . AR A, Joh, SRR
BRI LG HAGIRIGE R BT, A AR SR, . R
Feok EIRERIEEOE . B, L BS. WRRKAA . LY. s,

KM R, SO BRI E 2, BT RN B, WALy R e
B, DL LR AR . B0 M SR

LRI SRR . SRR . FIKIENE . ALKIR . R R TR, (LI . s
WK 25 B A R PR O TE R T AR, P B . B REAN. %%, HRAmETER.
2R TR, B ERTT. BAR. R MR, GO, B

PRI, PTRBIIE B I, B AN MR, R 2R 2E T,
Hrp b I

5K UL Wi RN, SR IIRO SRR S | WAVLIRES | N2 B AL T
25, Jorb, BLSOBRTI TR T SR, ShEss, WK e ek . @R, Rk, T,
P, MABCRTTINE 3. 4650, ATE. NIUEES, (WP T (AR, 1. %5
T,

6. IR LA LREE . (RSB IITIA. K7 26 IE R RS . W R SR 1 8 /7
i, R LA, SRR 2 B A B AT S R B R R 2, SR
I R TD SO RV R, RN R, e AR AR R (LR R P A
EREE. ETE. AFG, IR R, RTE . WG, B, SERTES . R

P
&,

TOHEIE: RIS, ST B R RAR RSO, DURATR NIRRT, ATy
o RAGA B

ARITHZ JRETH R, S TSR E, MR RIS R FRSGER . &L,
i MO AT BRI 9 A AT IR, AR, SR . BRECEE: & AR, ARy & imkT5
2y, wrrBEk =A%, GAEE. M. DA0A AMERE, AmE s, SEARE AL IE,
NZE AR,

el
&

N
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