)

gl

N FIE LUPDEEMGIE.

Lil,

hk

[REE~NDEE

=R mBEREARRE SRS
VIR IBEELRFEEL
Q3D IWGEMZR /NIl BB
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ICH Q3D training module 4
harmonisation for better health La rge VOlume Pa renterals

Ea1—)L4

TEHRFITERT ASL

EEFIE:
EILECT7—23 0%, THEFHYDERR S EEICETEEEZDEHFEZST .,
LI T—o300d, LBGPEREDRIEH AR TGEEFRTED TIELL,

B AREUER MR &AM ER S

FEFIA
RAZARIE, EESN-ModuleZ ZE(ERL TLERT A, ERRICTEBE N -1KTLEEBETD

BT, ER, EBFNHYFET . EEL-ABRTIEGENZEITTEREZSLY
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ICH Q3D training module 4
harmonisation for better health Large Volume Parenterals

BRI E A

RKILET—LavIdEFEEICKYREINTEY., ICHOEFIENEIZRDONZLL, 2
BEERHFEDLETHERA. ER . tMDEFADEAAH ., FIE. IBIE. FIERXITE R T D&
NTED, ANEZHE. BEXIIFRTH5E. FRILEL T3V DEBENITHONI=CE
XITEBELERICEDISIEZAEITRT . BT 5. LLLIEHER T 570D S BT ERFE
ERFELRFNIELESEN, EXEDFE. BEXIETFERMNICHIZKYRKZESN =, XIXICHD
BIBOLEIZTONI=EWSEHIRIEE T TSI,

AXEFITHROFEFHIRESH ., — VDO REEZFEDLEL, MA7E5HI5FEHICHRIIEXED
ZBIX.AXEDFERAICE > TEAETHIER. BELLETOMDEFIHLTEDHZED
AW

ESHCEYBBINENBICE, LBLEHAEBALLL., LihioT, SRS HI
RETOXEDHE. TOEFEOREEN LEROFTLMET HE,
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Large Volume Parenterals
* HARS A2 DEREA
c EFFIDREZEZ2 LETHRR!
*
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Q3D training module 4
’C! gr!n:!: ion for better health

Large Volume Parenterals

Q3D: KRBE=I5FIDIR

RA—HESEREMN2 LETOESFHFIZDOLTIE, FDHEX
—HERSBREZRHAVT. FE—BIRE= (PDE) o iF B iE
x%ﬁl_.lb—c:bé:(:\ _EOD:]:X’%'_-E&L—C %E_Riifﬁliﬁnn[
THEAHMMLEZEZZAEFDOWTIT(EEBIEK, TRO¥ERK
EEFRIREEEZADRK. kGREGE), PDEENGEFRIE
EZEHITHRI22LOBEZEALTHKLY, (=FXFH4)

4) Holliday MA, Segar WE. The maintenance need for water in parenteral fluid therapy.
Pediatrics 1957;19:823-32.



’ Q3D training module 4

Large Volume Parenterals
F‘f?ﬁ,&

° 19574 HollidayéSegarlE AREBEDFHMGET—HHERVLEE=ES
BETDHHEEFIREL-., (Holliday, Segar [1957], & X k1)
BEOAKREICEDOLV-HOY—EH
- {AE 0~10kg :100mL/kg/day
- {AE 10~20kg :50mL/kg/day
- {AE >20kg :20mL/kg/day

o COREIFB|ADEEBELALEINTISD,
o NHolliday-Segar® K [&5H7%EH. EBRDNWEEEZTE T 510
DIZHEMEHETH D, | (Meyers, [2009], & Hk2)

1. Holliday MA, Segar WE.The maintenance need for water in parenteral fluid

therapy.Pediatrics 1957;19:823-32.
2. Meyers, RS.Pediatric Fluid and Electrolyte Therapy, Journal of Pediatric Pharmacology

Therapeutics 2009;14:204-11



’.%ICH Q3D training module 4
harmenisation for better health Large Volume Parenterals,
olllday-Segard)/=E7 2L

o Efy:1H0)—HEITAHIEIZHAEL MLARKET
Hbd. hO)—HEZS(XRELAERZRIH S,

3000 -
o {KE50 kgD EE(L. 1HIZ#2000 mMLOD &Kk E

295, 2500 -

° QSD-—G‘is x?égi?xlé'é;h'é__r-‘*bllﬂio)%éiigq-ﬁu 2000 _ . 2100
PR EZTRET DI-ODEERTFLL 1700
_CZ L%EQEE L,T:o 1500
o Q3DIZHIFTHFFE—HIREEEE (PDE) XARE
50 kglZ&EDL\TLVS 1000 -

o (KE%EET 5L, Holliday-Segar® /ES S LT 500 -
(X, AENSOkgUL EDBFIZ2ZLU LD REZR
535 BEMOZREFRBENTEHEICED, 0

2300

1500 -

FZal—/day

100

0 10 20 30 40 50 60
AE




’.CICH Q3D training module 4

rsation for better health Large Volume Parenterals
B11:10%T o BEE5H]. KEFRFBT (USP)
=R

. 1-L ARYIBIEEZJL(PVC) &/\v 5 AY TSNS
- A2l —HHBA=Z(F2 LIZETE
. %ﬁm%u [XUSP;EETR/KZERHLS

° ')Z?T'IZZJ‘/I* -7 7A—F

MENF7ITO—FERANWTEHETHIRITEAA

o HEDEREHRS DRAET. BENLGTERMEYIIHEESNGELI o1,

o BILEEEFYRITEAAVIDEDIFELT, KRRPGTHIREFIZ/ Sy FDKER
FEBLI-(VTRXL 2ARVIDTRZEZSOHER),

EHYHBEOHER. R0 AaMNIBEEARICHhzY . BIERERERIOD TR
HODEENLENENEIBASIT=,

1LANXEORE TEMOERICHS. BEOFHR., FERVBRREKRICIVARIELZS, )



ICH Q3D training module 4
harmanisation for better health La rge VOIUme Pa renterals

B11:10% T FoHEE5HEl. KEZEBA (USP)

20xx001 <0.50 <0.10 <0.25 <0.10
20xx002 <0.50 <0.10 <0.25 <0.10
20xx003 <0.50 <0.10 <0.25 <0.10
g | cdw | fow | o
—B&EE? <1.0 <0.20 <0.50 <0.20
PDE 15 pg/day 2 ug/day 3 ug/day 5 ug/day
EIEEE 4.5 pg/day 0.6 pg/day 0.9 pg/day 1.5 pg/day
20xx001 <0.20 <0.40 <2.0 <10.0 <2.0 <1.0 <10.0 <2.0 <3.0 <10.0
20xx002 <0.20 <0.40 <2.0 <10.0 <2.0 <1.0 <10.0 <2.0 <3.0 <10.0
20xx003 <0.20 <0.40 <2.0 <10.0 <2.0 <1.0 <10.0 <2.0 <3.0 <10.0
IR A=) P N N N N N TN N AT
<0.40 <0.80 <4.0 <20.0 <4.0 <2.0 <20.0 <2.0 <6.0 <20.0
PDE 5 pg/day 10 20 250 90 700 1500 300 600 1100
Hg/day Hg/day Hg/day Hg/day Hg/day Hg/day Hg/day Hg/day Hg/day
EEEME 15 3ug/day 6 ug/day 75 27 210 450 90 180 330
Hg/day Hg/day Hg/day Hg/day Hg/day Hg/day Hg/day Hg/day

2L x BIEfE)

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance © ICH 2015 9



o ICH Q3D training module 4
harmeonisation for better health Large V0|ume Parenterals

Bl1:10%T o HEE5Hl, KEZERF (USP)

o $Em
- BEOBENTRAMYPOAEEILIITATHEERFERET
HoT=,

- ESRFRDEERAFEERBERGETHS,

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance © ICH 2015 10



’ |CH Q3D training module 4

atter he Large Volume Parenterals

Bl2-0.45%315 1t+l~')r7A,I§Tﬁu USP

o B SIEER
1-L7ARJIEIEE =)L (PVC) &/\wF AY TS h 5
FRE:—HHRAZEIE2 LIZEE
HENDREIZIXUSPO TS RKEALS

o YRGTFHRARAAVR-F7I7O—F—BRES7T0—F
- ESTHAKZFFMELI-FBR. BRI ANESBEMTRAMYIEAS. Cd. HQR U Pb
DHTEHDT=,
XHERIZ, N T—rESN=REREZZANT. 3D L—FDIEF IO LR D
As, Cd, HgR U'PbD 2 T#E R (EHE) RSN TLS
(http://eusalt.com/salt-quality)
HHDHEEFHETAMILETHASED D, EEHIIAKXRDITRA ML,

ZEYVFBROER. BRERERVDOAEISEAT AR MAIIENIENEE
BEh TS,
EHEI(WF) DRBEE=2VUJ DR ARICEAT OTRFMPIIENIE
MRS TS,

' BAXEORE TEMOHERIHES BEOFH. FERVEKRERICLUARITELS. |



harmanisation for better health La r e VO I ume Pa re nte ra l S

$512:0.45%15 1|:d-|~'Jr7A,3E§TﬁIJ USP
| AsmE | cCdBE |  Hg.BE |  Po.BE |

’. ICH Q3D training module 4

NaClH Dz KE* 0.024 uglg 0.011 pg/g 0.00062 pg/g 0.0808 ug/g
FESTAK <0.50 pg/L <0.10 pg/L <0.25 pg/L <0.10 pg/L
HE LH=-YOTHYE <0.5108 <0.1495 <0.25279 <0.464
A &tug/day ($8£2 L/dayl&D <1.0216 pg <0.299 g <0.50558 ug <0.928 ug
<)

PDE 15 pg/day 2 ug/day 3 ug/day 5 pg/day
EIEEME 4.5 pg/day 0.6 pg/day 0.9 pg/day 1.5 pg/day

* NaCIO#ET —2IF. X THESN-EDRKEZRL TS (ZEXHESR)

YN
v nff -
e FTRTDBEMTETIMYDEIZ. EXETFYMOEEREIYVEL

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance © ICH 2015
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Q3D training module 4
’C!Eﬂ!n:!: ion for better health

Large Volume Parenterals
> & Xk

* European Committee for the Study of Salt, ECSS/CN 287-
1982, Statistical Study of Inter-Laboratory Analysis of Sodium
Chloride (As, Cd, Hg, Pb)

- As : EuSalt/AS 011-2005
Hg : EuSalt/AS 012-2005
Pb : EuSalt/AS 013-2005
Cd : EuSalt/AS 014-2005
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ICH Q3D training module 4
harmonisation for better health Large VOlume Parenterals
T a—IL7

PDEELEEREELORDRE

ERFHE:
BT T—23200%, TTHETFYDERRE SEEICET SEEDZHFFST
BTt T—23200%, BRPOERDLGIGH A I X PG ETRTED TG,

HREUEZE MR FIRMER=E

FEFIA
RAZARIE, EESN-ModuleZ ZE(ERL TLERT A, ERRICTEBE N -1KTLEEBETD
HHT, ER. EBFENHYFT . EELIZRABTIHGNIEIZTEELLSW
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ICH Q3D training module 4
harmonisation for better health Large Volume Parenterals

BRI E A

RKITLET—avIdEFEEICKYREINTEY., ICHOEFIENEIZRDONZILL, 2
BERAHFEOLETHERA.EE  MOEFADHEAIAH ., FIE. BIE. BIERRIIEHRTHE
NTED, ANEZHE. BEXIIFRTIHE. RILEL T30 DEBENITHONI=CE
XITEBENERICEDSIEZAEITRT . BT 5. LLLIEHER T 570D S BT ERFE
ERFELRFNIELESED, EXEDFE. BEXITFERMNICHIZKYRKZESN =, XIXICHD
BIBOLEIZITONI=EWSEHIRIEE T TS,

AXEFITHROFEFHIRESH ., — VDO REEZFEDHLEL, MA7E5HI5FEHICHRIIEXED
EZBIEX.AXEDHERAICE > TEAETHIER. BELLETTOMDEFIHLTEDHZED
AW

FE=FICKYBBSNERARICE, ERUEFRIZEALEN, LA > T, EEEAE=ZEI(C
RETOXNEDIGEE . TOEFREDREENERDIFAIZIGET HL,



’. ICH Q3D training module 4

harmenisation for better health . La rge Volume Parenterals

— &R Bl (1)

c F¥E—HIEZE (PDE) X, BEDRB(CHLTREMEICE
HKBEEEZTRT

e Q3DM7IEIZ(, PDEZREREEICHRE T 510 DA T
AVMNRSN TS,

e PDEMGEHEIN-EEIX. TRAFAYOFAEDCEEHE
T A= YURITEAAVMDERICAWAZENTE
B

e PDEMEHIN-EEILX. TREAFMYOEEDOBEYEE
R T=OICTRAWNSZENTES,

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance © ICH 2015 16



Large Volume Parenterals
— &R Al (2)

 FHESN-FHFBREICKY., RFAIDTRAMMH X EPDE
EHAGVWIENRIETELADTHNIE. BFEEEIN DA
72avn36WVThLRBIRTHENTES,

s FRREIIUTOHZBSICANSIENTES,
o FEDEAEXFFAEZPDELLERT H-HODIRITER

AEDY—ILELT,

o LMEEICELTHGRA LERT ORI,
o MAEZBBNDRGFERIC, BEEICEATHEMETI =0,

harmonisation for better health

’. ICH ‘ Q3D training module 4

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance © ICH 2015 17



Large Volume Parenterals
— &R A (3)

e AT EHEATARICERTAREEAR
o HFIDERL RS
- [RERUHMNH
o BasltfE % (CCS)
o Wi M- HE
- CCSX (IR EXF -BFENRR PO TEAR =T ELLZ LGS
BiEnBEE(E. ATV EICINGEESHELY,
- CCSX IR EHBMNEAR DD TEAMY=EIZEET HIGEIL. FHM
BIRUVRZEIZBITAHBTEEZEHR T HRIIC. CNODEANBENSD
HE— HIEREZPDEEMNSIEZERLTRELEELLY,

. ICH ‘ Q3D training module 4
harmenisation for better health

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance © ICH 2015 18



’. ICH ‘ Q3D training module 4

Large Volume Parenterals

harmonisation for better health

1

* Q3D f{+fx4 Hl:FEABEFRH
o EHHE
o IRAF

* LTOHIE. Q3DD7IHIZEEFH D RAIZERIAT S EX B
e B

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance © ICH 2015 19



’. ICH ‘ Q3D training module 4

Large Volume Parenterals

‘Q3D {1534 4
& A & iz 2 Al

s HHlDZKXK—BIEME:25¢

* OFEFDIBALAS  [RETERR., RINFISTELER
o HMULFGIZOVTIERDAZADRZES R

o [RE:PdBR UNifil ik

o YROTHEAAL:Pb, As. Cd. HQRUVH B I1ERIIZHFC
ICTFEET S

harmonisation for better health

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance © ICH 2015 20
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harmanisation for better health Large VOIUme Parenterals

Q3D fifx4 4i:

i A & 2 & A

SUHEI A

AP0 —BERE. g
S 0.200
B+ )L O0—X (MCC) 1.100
Z.5E 0.450
JBEEHILL T L 0.350
HORRERY 0.265
ATTV)EBERT R 0.035
ErFOXSJOELAFILEZ)LA—X 0.060

(HPMC)

EELF 3> 0.025
Ee 1k £k 0.015
SLH 2.500

ared by the Q3D Implementation Working Group for example only; not an official policy/guidance

©ICH 2015
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Q3D training module 4
’ ICH Ith ‘

Large Volume Parenterals

‘Q3D {1534 4
A 73

harmonisation for better hea

e HANNDEKRX—BHITZREE (10 g) AT, T RTOERE S

[CHBORKEEREEZETET S,
0o CNHLDEEIXQIDNDERA2.2[ZRENTLVS,

* RA22DREL. BT DREDHEZ

DARFHEDOERRX—BEREZFEHIT S,

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance © ICH 2015
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harmonisation for better health

Q3D training module 4
Large Volume Parenterals

AT BERU—BERE

A0 %) #FA.2.2 HBRE (ug/

Pb | As | Cd | Hg Pd V Ni
GES 05 [ 15| 05 3 10 10 20
MCC 05 [ 15| 05 3 10 10 20
ZL9E 05 | 15| 05 3 10 10 20
Y BRNILS ™ LS 05 [15]| 05 3 10 10 20
HARRERY 05 | 15| 05 3 10 10 20
SV ST IN 05 | 15| 05 3 10 10 20
HPMC 05 |15 05 3 10 10 20
TiO,, 05 | 15| 05 3 10 10 20
FE 1L 8% 05 | 15| 05 3 10 10 20
=A— B EHE (ug/day) 1.25 (3.75/1.25 | 7.5 | 25 25 | 50
PDE (ug/day) 5 15| 5 30 | 100 | 100 | 200

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance

©ICH 2015
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harmenisation for better healt Large VOIUme Parenterals

Q3D {I&x4 Hl:
A 7,3 2a
e HIXINDEARA—BHEREEZXHINT,. TIRTOER S (IZE
@ﬁi:&f#ﬂﬂf#fﬁ’én'l'%?'éo

o {(FERADPITIE. RA—BHEREEH2.5 gDEAZDOLTHR
HEhTlNva,

e ®XA.2.1 DPDEZ—HIX5E2.5gTRLT. B2 D
ARIAAYDOERHFEREZEHT 5,

’. ICH ‘ Q3D training module 4

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance © ICH 2015 24
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harmonisation for better health

Q3D training module 4
Large Volume Parenterals

*7vav2a RERUV—BHERE

D A0 %) RAFRi=E (ug/g)
Pb | As | Cd | Hg Pd V Ni
S 2 6 2 12 40 | 40 80
MCC 2 6 2 12 40 40 | 80
FL9E 2 6 2 12 40 40 80
BRIV Ls 2 6 2 12 40 40 80
HARRE R 2 6 2 12 40 40 80
ATT) BRI A 2 6 2 12 40 40 | 80
HPMC 2 6 2 12 40 40 | 80
TiO, 2 6 2 12 40 40 | 80
ES b £k 2 6 2 12 40 40 | 80
B X— HiEINE (ug/day) 5 15| 5 30 | 100 | 100 | 200
PDE (ug/day) 5 15| 5 30 | 100 | 100 | 200

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance

©ICH 2015
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ICH ‘ Q3D training module 4

harmonisation for better health

Q3D

Large Volume Parenterals

{TEx4 P :

A7<3>2b

FOHMBIHIE HIF
I 5

FRlREORAL:

o N5 XHA

o FMAREERZZEE. &
DIRE(E

o EEMNLDIEER

REAIE., BRSSP ORTRAMAOFAREICET S

I DEBRATPOHFRREZIRE

EEWNEHT L—F DT DR HY)

o HEFEICLDT —EINILIFH

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance © ICH 2015 26



® |CH Q3D training module 4
’ harmornisation for better health jLarge V(ﬂum Parent %S
A 73020 friga Bl
= 1
P40 % ) =E (ug/g)

Pb As Cd Hg Pd | V Ni
[ 2 <LoQ | 0.5 |<LoQ| <LoQ | 20 |<LoQ 50
MCC 0.1 0.1 | 0.1 0.1 * |<LoQ| <LoQ
FLAE 0.1 0.1 | 0.1 0.1 * 1<LoQ| <LoQ
YRRV ™) L 1 1 1 1 * 10 5
HJORRERY 0.1 0.1 | 0.1 0.1 * |<LoQ| <LoQ
ATTIOET
)L 0.5 0.5 0.5 0.5 * |<LoQ| 0.5
HPMC 0.1 0.1 | 0.1 0.1 * |<LoQ| <LoQ
TiO, 20 1 1 1 x 1 <LoQ
ES b &k 10 10 10 10 * | 2000 50

1. CORDT—EBIE, EDASARICEEHDEBARBEETHD,
YRGTEAAVEDFER . PAEBEMN TR TEN o2 EELGE D ST,

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance

©ICH 2015
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harmonisation for better healih é

Q3D training module 4

arge Volume Parent

~v3>22b
Efgﬂﬂiw%

als

T534

Al{E

3l

\:L.\
Pb Vv Ni

=AE—H

EH=(g)
DA (MDD | Cc2 |MDI*C3| C |MDI*C| C |MDI*C| C | MDI*C |C2|MDI*C| C |MDI*C| C | MDI*C
B 0.2 0.0 0 0.5 0.1 |0.0 0 0.0 0 20| 4 0 0 50 10
MCC 1.1 01 0112 [ 01| 012 (01| 011 (01| 011 | O 0 0 0 |0.0 0
25 0.45 0.1 | 0.045 | 0.1 | 0.045 |0.1] 0.045 [0.1| 0.045 | O 0 0 0 0.0 0
YomhIVS 9 L 0.35 10| 035 | 1.0 | 035 [1.0] 0.35 |1.0] 035 | O 0 10 3.5 |50 1.75
HARKRERY 0.265 0.1 | 0.027 | 0.1 | 0.027 |0.1| 0.027 |0.1] 0.027 | O 0 0 0 0.0 0
ATTIVIEERRT R
1 0.035 0.5 0.018 | 05 | 0.018 |0.5| 0.018 [0.5| 0.018 | O 0 0 0 0.5 0.018
HPMC 0.06 0.1 | 0.006 | 0.1 | 0.006 |0.1] 0.006 [0.1| 0.006 | O 0 0 0 0.0 0
BEF2> 0.025 20 0.5 1.0 | 0.025 |1.0| 0.025 |1.0| 0.025 | O 0 1 | 0.025 |0.0 0
B 8 0.015 10 | 0.15 | 10 0.15 (10| 0.15 10| 0.15 | O 0 2000 30 |50]| 0.75
e REE 1.21 0.83 0.73 0.73 4 33.53 12.52
(ng/day)
PDE (ng/day) 5 15 5 30 100 100 200
1 #ﬁﬁtﬁﬁﬁmﬁﬂyﬁmm)%gfiﬁo
2. FTEIMOEE(C)ZE1gH-YDUgTETR,
3. BRI LDTEAFYDIERSE (MDI*C)ZugTER,
4. HAPOTEAMYOLRERZEE. BRI INODTEZATYDEREDEFTTHS,

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance

©ICH 2015
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harmonisation for better health

Q3D training module 4

Large Volume Parenterals

BRSO BERRE

A% BEMRE* (uglg)
Pb As Cd Hg Pd V Ni
[R5 <LloQ| 5 | <LoQ| <LoQ | 500 |<LOQ| 750
MCC 0.5 5 1 5 * | <LoQ | <LoQ
FLHE 0.5 5 1 5 * | <LoQ | <LoQ
NIV L 5 5 5 35 * 70 80
HJORKRERY 0.5 5 1 5 * | <LoQ | <LoQ
ATTFIVVERITAI DL | 5 10 5 125 * | <LoQ 100
HPMC 2.5 5 1 5 * | <LoQ | <LoQ
TiO, 50 40 10 35 * 20 <LoQ
EE b &% 50 100 50 200 * | 5000 1200
— H#EH&E (ug/day) 50 | 15.0 | 4.8 29.9 | 100 | 100 199.5
PDE (ug/day) 5 15 5 30 100 | 100 200

**

RAHFBRRER. PAREICE OV THHEENRERT S, tHDREZIRELT

HELY,

YROTRAAVEDFER . PAXBEMNTEAMADTEN2F=Cehb, EELE

75\’31-:0

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance

©ICH 2015
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’. ICH Q3D training module 4

harmenisation for better health . La rge Volume Parenterals

Q3D {t&x4 451
A 7323
e AT 33Tt BREHDOTEFMYOHEEEELER
w43,
o BA—BR5BIZES]

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance © ICH 2015 30



’. ICH Q3D training module 4

harmanisation for better health La rge VO I ume Pa re nte ra I S

7323 BE

—HiERwR=(Q) | Pb | As | Cd | Hg | Pd | V | Ni

FEI| 2.5 2 6 2 | 12 | 40 | 40 | 80

mA— BiER= (ug/day) 5 15 | 5 | 30 | 100 | 100 | 200

PDE (ug/day) 5 15 | 5 | 30 | 100|100 | 200

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance © ICH 2015 31
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’C! gr!n:[ ion for better health

Large Volume Parenterals

AT DR

o FERDBIIE. YRGTEAAVNMIBITAHEA T3> DOEH

THD,

* AT av D& ETICALKIE, REEEDRMELT

FRAWLSENTES,
- EEFEZEADFIREAHLTEICONT:

0 ATLAV2bDERLD, WHIDDTRFMYID:
B HERABHCENTES,

E RILENIRIC



’. ICH Q3D training module 4

harmenisation for better health ‘ Large Volume Parenterals
EFF DB - XS &

e HMANDZRK—HERE: 1549
o IEHDH Y N1BEDRE., SEEBEORNAE CEFAKES
)
0o B DEA—BHEIZDVWTIERDRASARES A
o JFZE:PtfiisH
o YROTEAAVE:Pb, As. VREUCoNBEMICEHAIDI(ZTF
#95
o #n (Pb) [XREFFID LRDORFYERHND
o ER(AS) [THSRPDOAfMYERHLND

0o VRAOTERAVKRT, CARUHIFXEF| R IZFET HAEEHEM
EULEFIBTLT=,

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance © ICH 2015 33



. ICH Q3D training module 4
harmanisation for better health Large VOIUme Parenterals

ESFIDB - F 5 A& H

HFIL 75

D% —HENE. g
JRE 0.01
Y=L 0.18
1)V ILR—K80 0.01
REEF ) L 0.1
I8/—)L 0.2

E 54 A K 1

SLH 1.50

Bk L [E 8% th OPbDEEMEA B TH S,
BT D AT ERBHSZTHY . AsDBEREATTHS.

VS

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance © ICH 2015



harmenisation forbererneattn | Large Volume Parenterals
ESRRE: NS AP DAs DG

e MANASRAPDERINEATSFHRZRKRE:1 g
o AsIZxf9 HiEFHIDEEPDE: 15 pg/day
e RERUVBMEMNLDHFE—HIREE 15 -1 =14 pg/day

’. ICH ‘ Q3D training module 4

CNIXEICERBATHCEZHRELTRIHITH S
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)’ ICH

harmonisation for better health

Q3D training module 4
Large Volume Parenterals

TS RABRFIOB:F T a1
=ERUV—BERE

AR BRAHREE (uglg)

Pb | As | Cd Hg Pt Vv Co
S 05 |15/ 02| 03| 10 | 10| 05
Y=kl 05 (15| 02| 03| 10 | 10| 05
RV ILA—K80 05 |15/ 02 ] 03| 10 | 1.0 | 05
REET R L 05 |15/ 02| 03| 10 | 10| 05
I48/—)L 05 |15/ 02| 03| 1.0 | 10| 05
sE 5t A K 05 |15/ 02| 03| 1.0 | 1.0 | 0.5
B AX— BHIENE (ug) 08 (23|03 | 05| 15 |15 | 0.8

PDE (pg/day) 5 |141| 2 3 10 | 10 | 5

1.

HE—HREEL, BRERERDODEAZERRT D,
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)’ ICH

harmonisation for better health

Q3D training module 4
Large Volume Parenterals

TS RARRIOH AT 3 2a
=ERV—BENE

RS RRFBEE (uglg)

Pb | As | Cd Hg Pt Vv Co
S 33 193|131 20| 6.7 | 6.7 | 3.3
Y=kl 33 193| 13| 20| 6.7 | 6.7 | 3.3
RV ILA—ER80 33 (93|13 | 20| 6.7 | 6.7 | 3.3
REEFR)) L 331931320 | 6.7 | 6.7 | 3.3
IT48/—)L 33 (93|13 | 20| 6.7 | 6.7 | 3.3
¥ 5% F K 33 (93|13 | 20| 6.7 | 6.7 | 3.3
& AX—BERE (ug) 50 |14 | 2.0 | 3.0 | 10.0 | 10.0 | 5.0

PDE (ug/day) 5 |141| 2 3 10 | 10 | 5

1.FE—HRBREL. BREERDLDEADZTERT S,

Prepared by the Q3D Implementation Working Group for example on

ly; not an official policy/guidance
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)’ ICH

harmonisation for better health

ESTRZEFRIOB AT a2 2b

Q3D training module 4

Large Volume Parenterals

FRIRE

B|RLRL i=EEAE (ug/g)
Pb As Cd Hg Pt V Co
& 2 <LOQ [<LOQ |<LOQ| <LOQ | 1 1 0.5
Nk —)L <LOQ |<LOQ |<LOQ| <LOQ | * [<LOQ| <LOQ
AR JLR—K80 | <LOQ [<Lo0 |<Lo0| <LoQ | * [<LoQ| <LOO
REETR) D L 2 1 0.2 | <LOQ | * | 0.1 0.1
I4/—)L <LOQ |<LOQ|<LOQ| <LOQ | * [<LOQ| <LOQ
X 5t K 0.003 | 0.001 |<LOQ| <LOQ | * |<LOQ| 0.001

YROTRAAVEDRFER . PUHIBEMNTRAS WY TENof=Cehb, EELE

75\'31-:0

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance
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ICH

harmonisation for better health

Q3D training module 4

Large Volume Parenterals

ESTRBEERIOB AT a2b

pid: M

RENCODRES

Pt \"/ Co
& R R 7 mpI' | ¢c2 |mMDI*C}( ¢ |mMDIFC| C | MDI’C | C | MDI*C [ C |MDI*C| C |MDI*C| C |MDI*C
ES 0.01 0 0 0 0 0 0 0 0 1| 0.01 1 | 0.01] 0.5 ]0.005
£V 0.18 0 0 0 0 0 0 0 0 0 0 0 0 0 0
RV JILR—80 0.01 0 0 0 0 0 0 0 0 0 0 0 0 0 0
od:ou L NN 0.10 2 0.2 1 0.1 (02| 0.02 0 0 0 0 0.1 | 00101/ 001
T2/—)L 0.20 0 0 0 0 0 0 0 0 0 0 0 0 0 0
5T K 1.00 |0.003 : 0.001| 0.001 | O 0 0 0 0 0 0 0 1 1
Ha{EHE* (ug/day) 1.50 0.20 0.10 0.02 0.00 0.01 0.02 1.02
PDE (ug/day) 5 143 2 3 10 10 5
1. BRSO ORKX—BERE (MDI) %9 THRK.
2. THRAMYMDOREC)ZE #%3;7‘—&) )Ug TR Ko
3. BRI LDILRAHMYDERE (MDI*C)Zug TERIR, _
4. HEHPOITRAMAYOEBRIEREL, %ﬁkﬁkﬁ:\b\bg)x%;r YO ERMEDEETTHS,
5. EXRIZDOVTIX. RENSDEANEERL-FAHEDOPDEEZAS,




harmonisation for better health

)' ICH

Q3D training module 4
Large Volume Parenterals

ESTRZEFRIOB AT a2 2b

MY 5oRE

A7 A% BENRE (ug/g)™**
Pb As Cd Hg Pt \Y% Co
JRZE 0.01 |<LOQ [<LOQ| <LOQ | 5 5 5
Ik 0.01 | <LOQ |[<LOQ| <LOQ | * |<LOQ |<LOQ
RV ILR—E80 0.01 | <LOQ |<LOQ| <LOQ | * |<LOQ |<LOQ
REET R L 10 5 1 <LOQ | * 1 1
IR/—)L 0.01 | <LOQ |[<LOQ| <LOQ | * |<LOQ |<LOQ
JEST K 0.03 0.01 |<LOQ| <LOQ | * |<LOQ | 0.01
mAX—HERE (ug) 1.03 0.51 | 0.1 0 0.05 | 0.15 | 0.16
PDE (ug/day) 5 14 2 3 10 10 5

“*BEESDEXHFERER. PAREICESVDWTHRFEENRET S, thDORE

ZRELTHELY,

* YRITRAAVIDFER . PUHIBEMNTREABPTE G022, EEL

7’;75\’31-:0
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harmonisation for better health

Q3D training module 4

Large Volume Parenterals

T RABRFIOB :FT 323

==

KEFAEE (ug/g)

X
—HiER=(Q) | Pb | As | Cd | Hg | Pt | V | Co

B 1.5 3.33| 9.3 |1.33| 2.0 |6.67|6.67 | 3.33
mA— BiERN= (ug) 5 | 14 | 2 3 |]10] 10| 5
PDE (pg/day) 5 |14 | 2 | 3 |10 | 10| 5




’. ICH ‘ Q3D training module 4

Large Volume Parenterals

IR A Fll D51

e RAIDEARX—HENME:0.1733 ¢

c AFEFD AT 1IERDRE., 3D FmA CEHAKZE
20)
o BHEEADEA—BEIZTDVWTIERDRASARESHE

e JROTEARAVE

o Co.VRUCUlE, BHREERDLEATHAREMENH D,
o REDERTPIZERAT %,

harmonisation for better health
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’. ICH Q3D training module 4

harmanisation for better health La rge VO I ume Pa re nte ra l S

IR A Fll D51

HFIL 75

B S

—tf
~ *
Pd ™5 2
J/§\ %

0.0003

RV IR —K

0.1100

BIiEFRIVL

0.0030

7 51K

0.0600

Al

0.1733
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’. ICH Q3D training module 4

harmeonisation for better health Large V0|ume Parenterals

BRIERRDOTRFHY ORI
3 HiRH

s RBBBERRMODORRXFANEAE
o Co0:0.5 ug
o V:0.25 ug
o Cu:1 ug
o &k ENRDPDE
- Co=3-05=25
- V=1-025=0.75
- Cu=30-1=29

CNIXEICERBATHCEZHMELTRIHITH S,
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o ICH Q3D training module 4
Large Volume Parenterals

AFIDOH : AT a1

harmonisation for better health

=ERUV—BERE

RS RRNIFBEE (uglg)

Pd | Co | V | Cu

JR 0.10 | 0.25 |0.075| 2.9

RV ILR—k 0.10 | 0.25 |0.075| 2.9
gk L 0.10 | 0.25 |0.075| 2.0

sE 51 A K 0.10 | 0.25 |0.075| 2.9

EAX— BHiERE (ug) 0.02 | 0.04 | 0.01| 0.5
PDE (ug/day)’ 1 | 25 |0.75| 29

1.HFE—HRBREL. EREERDLDREADEERT S,

Prepared by the Q3D Implementation Working Group for example only; not an official policy/guidance
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)’ ICH

harmonisation for better health

Q3D training module 4
Large Volume Parenterals

RAFIDH : AT 3> 2a

=ERUV—BERE

RS RRFBEE (uglg)

Pd | Co | V Cu
S 5.8 (14.42|4.32| 167.3
RV ILR—k 5.8 |14.42|4.32| 167.3
=8 |y pl YL NN 5.8 |14.42|4.32| 167.3
SE 5 B K 5.8 |14.42|4.32| 167.3

& A—BERE (ug) 1 2.5 | 0.75 29
PDE (ug/day)’ 1 2.5 | 0.75 29

1. B2 HREREL. BRERERDOLDEASZTERTS
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harmonisation for better health

Q3D training module 4
Large Volume Parenterals

AFIOH : AT 3>22b

FRIRE

0 d%) B EEAIE (pglg)
Pd Co Y; Cu
EES 0.10 |[<LOQ| 1.0 1.0
RV IR —f <LOQ | 0.10 |<LOQ| <LOQ
N | a I FN <LOQ |<LOQ |<LOQ| <LOQ
SESTAK <LOQ | 0.001 | 0.001| 0.001
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harmonisation for better health e VOIUme Parenterals

0% A4 7J'7°~“/E|>2b
T AlRE h\b@ﬂi

). ICH Q3D training module 4

\'} Cu
RS E*(_ME'DI;*%HS‘E cz | mprc® | ¢ |mMDPC | Cc | MDIC c MDI*C
[RZE 0.0003 0 0 0 0 1 0.0003 1 0.0003
RYVILAR—k 0.11 0.1 0.011 0.1 | o0.011 0 0 0 0
/LTI L 0.003 0 0 0 0 0 0 0 0
FESRK 0.06 0.001| 6E-05 | 0.001 | 6E-05 | 0.001 [ 6E-05 | 0.001 | 6E-05
“IERE (ug/day)* 0.1733 0.01 0.01 0.00 0.00
PDE (ug/day)° 1 2.5 0.75 29 1 2.5 0.75 29

By DA — HIEHE (MDI) Zg TR,
TLRAMYDRE(C) %1 %7‘—")0)41 TRRo

BRI DS D TR HFHYDIERE (MDI*C) Zug TR T,
AP DOFTRA AP DOEEREL, $ﬁﬁ%ﬁ£ﬁ7b\b®m$7r MYDIEREDSETTHS,
EXxEICDULVTIE ~§%§ MoDBASEEE L% OPDEZH NS,

l

SRR O N =



harmonisation for better health

)’ ICH

Q3D training module 4
Large Volume Parenterals

AFIOH : AT 3>22b

MY 15oRE

R 5 BIEREE (uglg)

Pd Co vV Cu

JR 0 0 10 10

RV ILR—k 1.0 1.0 0 0

Igie k) L 0 0 0 0
E 51 A K 0.01 0.01 | 0.01 | 0.01
EAX—BERE (ug) 0.11 0.11 | 0.004 | 0.004

PDE (ug/day)’ 1 2.5 | 0.75 29

1. EFRICDOVTIX,. BB DEARZEREL-AHERDPDEXRALS,
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harmonisation for better health

Q3D training module 4

Large Volume Parenterals

RAFIOH : AT 33

==

RABRE (ug/g)

—HB#ER=(g) | Pd Co V Cu
LU 0.1733 5.8 (14.42| 4.32 | 167.3
PDE (pg/day) 1 2.5 | 0.75 29
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