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TRAMME, BERVRAFRELICIYZESATNS.

=HEHAE EXNNFERIEZHFTYEL. SR
252X1 Cd, Pb, As, Hg RlGEIZHFETAIENEEIN, URITERAAVL
SEEMEELED, LI HERTHEEROHTLVEL

_ | ERGRISHET DARMNE TRCORS
77A2A Co, V. NI R TIEA B ELLD

Tl, Au, Pd, Ir, Os, RARIZHFEAET HAIREMHAVEL, ERIMIZHMEN
Rh, Ru, Se, Ag, Pt =35 &ICOAFFEABELGED

LbE g E M HVEL, PDEAYS500ug/dayl £, #&0

Li, Sb, Ba, Mo, Cu,

9523 Sh. Cr BT Mz ELINGON, 5 H, IRARIT
’ (XEEEALELZED

Al B, Ca, Fe, K HARSAMEREICEHEZEREEL, FIEIELV=

Z D1t P T HOPDEEZERELLEMNSI=TTET, thOHAFSA
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Table A2.1 STEAFMYDPDEBEVDRATYIT2MENEES

L PDEgug/day) SR PDE(ug/day)
e qup.Ie.1] BEHA  BAA e qupIb ] BE5A % Al

7521 As 15 15 249 = 100 1066 10 114

Cd 5 5-8 2 6-0 2-3-4 RU? 100 10606 10 114

Hg 30 46 3 46 142 T 880 880 869

Pb 5 5-8 5 5.8 556 7523 Ba 1400 1366 700 4366 300 346
75 22A Co 50 5 50 329 Cr 11000 1100 329

Ni 200 666 20 66 5 6-0 Cu 3000 4366 300 136 3043

v o 100426 1042 142 Li 550 786 250 396 25
75 22B Ag 150 176 10 35 7 69 Mo 3000 186 1500 486 10 -6

Au 100 436 100 436 143 Sb 1200 90 606 20 22

I 100 1066 10 144 Sn 6000 6466 600 646 60-64

Os? 100 2666 10 1+4  NilEHSRINSYISR2ANTEE

Pd 100 10 148 Seld VS R2AMB IS R2BATEE]

Pt 1000 10 14 MolZ TS R2AMNB IS5 AINFEE)

Se 150 176 8085 130 146

' X OPDEfEIL, AR TIE T 2H7 I DT (ug/day), 1050/ NSWPDEM L, 1TH7E L, U1V VEISHL
D7, 1080 KE7Z2PDEEIZ 14T H 1300512 Hed 7,

2 )7 PDEMEA R BT AT F070 T — 2N N0, /350 AOPDEEIZ SV TR ELT-.
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(RTYT2bXEDEH]

The application of this guideline to existing marketed drug products
will be addressed by regional regulatory processes.

BAFOHREF AT ARSI DBERAICDONTIE, FBDIREHIZHES.

(RTYTAXEDEE]

Application of Q3D to existing products is not expected prior to 36
months after publication of the guideline by ICH.

BEEADQIDDEAIL, ICHIZEYHEBZAARSAODHEITHE, 365 AETIX
HAIF SN0,
(AAREERIZDOVWTIIHBATODE)

%¥31[@ ICHEIEHRES



N

T 5

It

RIEFHENCDERRQ: B

==

(RTYTAXEDEH]

Parenteral drug products with maximum daily volumes up to 2 liters may use the
maximum daily volume to calculate permissible concentrations from PDEs. For
products whose daily volumes, as specified by labeling and/or established by
clinical practice, may exceed 2 liters (e.g., saline, dextrose, total parenteral
nutrition, solutions for irrigation), a 2 liter volume may be used to calculate
permissible concentrations from PDEs.
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