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AT B E H A BRI K« 0 GRIKAZ S5 Gz il SEms o T PP A 1

AR, #N HE AT
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RAER PRI AR LN, Bl A (R | R (SRR KARRHE O
IIREHL TR, 525 GMP Hul R L ISR R 2R R CREl IR AiRA
Do BRIk, HILLRAEF=I &2
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JEZ52E T PDE AR i, FF DAl 245 BEAL N B XU o

(2) FFILLL: 5 GLP-1 sl 2 Ik, QMR 72 mg AR~ i3k 4k, e
3 70 /& HBEL &AM b, BEAT 5 28 50 ¥ 24 20 27 A0 LA F XU 1A o
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4 (ilid QSAR B Ames IR58IE I B /R A MBI EURANE) 15 F1F, J5 IS HE T R
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o VUEM ] R A BINBEZ AR A (00, 1,5, 15,30 7080 B Hr, B
L VARSI 2R, R 58 4 R AR T 2R
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o T 75 VA B SR

GIMTIIE L PRSI T H AR R B BR E L T vE R B @ M R BR AT AT BHARE,
WAE OB WIEEL R RN, R EORME . BUCRA AN YR

- WP IEAL: E e 2 K2 PDE B TSI B AR B BRE (Wpg/100 em?EK
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— R a)MBREBRE > 1.0 pg/mL (SR « IR I L0 E 1 R O
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HIPETFREHE 84T AR BORE K E . b) S5k B R EEAE 0.1 — 1.0 pg/mL 2 [A]: 75k
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5.3.4 HBRNASHENTLZS5WIE

YT RIS v B P PR B SR T, 6T 5 1k R AL TR R T R e
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o WU AL (HPLC-UV/DAD) w] il T PDE {8 %5 ik B At 72 b ()
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o LRAFIE: X B AR 4 (¥ 22 A PEAFAEAR AT AN g R 3, U7 9t B ) Bk B L 40 23
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o JLARE N A VR R B BRI, T R A T A SR
5.4.4 EHERBPHA

o —ERGMb. FET HIH AR R, BERS ORI 3 5 A LR VA R 1
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o SCRFETEASE : Ay B IE (L2 W AL T T, AR RWD A B E
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[1] {T/ZIDAIR 011-2024. A fAbriE 2505 H VPSR EE EVPAN 775D WL E 24 i B S
PR T T2
[2] FDA {fTkAE R : BT 8 3R B-AW B 251 B 1EA2 X597 CGMP HEZE) (US Food and
Drug Administration, FDA) Guidance for Industry. Non-Penicillin Beta-Lactam Drugs: A CGMP
Framework for Preventing 72 Cross-Contamination [EB/OL]. (2013-04-17)[2024-12-05])
[3] FDA 18R 5%  (AELHEAIIETEYIE)  (Cleaning Validation for Non-Dedicated
Equipment, 2024 4F)
[4] WL AN 25 2 o PRV AR g, 26 1 &, 28 3 &, | 3 E#%& (EU
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