4B13NC

2024% 2 B%E] (& 140 A EEmRYEES
87449
B A EIRRTE > mg 10mg
SNEARY : 34F ESRETES | 21900AMX01013000 | 21900AMX01014000
BRFERAMA 2007114 2007411H
B EIRH SEfEhn - 7 wm:—'ri‘r R BBl
= ' ] e
BaxEs F U I VIGEIGEE
) = NPI
BFUSsmEedm' NP
o = Ome'NPI
BFUS DErsr10m NP,
Cetirizine Hydrochloride Tablets 5mg « 10mg “NPI”
2. 22 (ROBECRFESLENTE) %’T)‘gﬁ'@
2.1 RROBEAXIZERT YV VFEEK (LAEFI DV,
EROFY YV EED) 108 UBREOBEED 5 2 wEL RACE TV YRR LTIE10mg = 1H
B [\, MERNIROKRET %,
Q2BEEOERERE (VL7 FoV T2 )T TV R B, Fiw. EBRICKVEEEET S0, k52131
10mL/minki) o»sEE [7.1. 9.2.1, 16.6.1 [E*JZglmg&Téo
HH] N
BE. TR EISEREONRICIZEF ) VU ERES L
3. 4ERL - MR TlES5mg# 1 H2[E, BERECHERICEO®RSEST 5.
3.1 4Rt 7. FERUBRCEET 32
B4 ’C?’“’J‘/ﬁ%ﬁ%mg Jﬁ‘J‘/‘/erﬁ%fﬁﬁlOmg 7.1 BRERERE T, NFBEEREOERNSED SN,
M EEA AT 270, ZLTF=2 7T T YA
Fams | (BF) €7y ERE | (BR) ©F )V Gk mﬁ%’?@%ﬁiﬁD%;@%Z;J;m(;é;gj[2_2\
(18E4) 5.0mg — %O?mg 0.2.1. 9.2.2. 16.6.1 2]
ANFINaT, & A ERt LT — N T e e . -
s |2 BIEF Y2 A7 T U ET IR L, EES PNBE ORI HIES 5% - RO
. Er oy 7ovitilo—X, SEKY,. 7 L7 F=>Z7 Y75 A (ml/min)
OAu—A, ¥v70aI—)L6000 =80 50~79 30~49 10~29
3] ) PR Fo—— 10mg# 10mg# Smg# Smg%
> gﬁjwfgw‘nﬁ@ﬁﬁsm 7 U EREE I 0m PPFE | 18lE | 161m | 161 (= 11e]
s e e BREMEE AT 5\ RBETIE. BEEORY )T T
etk HEDT 1« LAd—F 1 o 75 YAEMHEERZEZEELTC, FEHICHEZFET L &,
7.2 BEOFHERERE T, AR (FlDEEHRO
ES EE) PoREGEMKBI AN EEBEIIRET S &,
[9.3. 16.6.2 ]
| = Q O 73 @iETIa, ERR (Fl2135mg) » 555 MBT 5
hCEBEICRET L, (9.8, 16.6.3 BHE]
R = = 8. EEREAEE
p (EELLE)
B . .
e o.lmm Lo 8.1 RREMT 2 EHBHOT, ARRGFOBEIIIED
= : : +HEET S L,
a2 — R NPI 102 NPI 103
s 8.2 MENED 6N VHEI IS, WK EBIIC b DR
LEWEDICERT A &,

4. FNEEXIFFHR
(BEA)
O ZuLvF—H4E%
O EME. BF - KIEXR. FE. HEZSFEE
ULV
O 7ZLivF—H4E%
O EME. HEKRE (BE - HEXR. HEZS5HEE) ICH#
S5Z5%

6. FiERUHZ
{10mgéteE)
R AR FY YU EBES LCIE10mgZE1H]
|, EFNISREO®RST 5,
nB. Fi. ERICKVBEEERT 22,
H20mg& 9 5%,

REREEIR]

(ZLILF—HEER)
8.3 FHIMDEFITKRE T HHEIR. WHEFHEEAT, £
DEHID» OHRG 2B L. FREHETRITRITSZ
ENET LW

9. BEDHREZEIIEBICHTIEE

9.1 SIHIE - BIEEEDH D EE

9.1.1 ThHAZEDEREMRENFINSDEHEEDH S ES
BRERETL2BEINDSDH S, [11.1.2 BE]

9.2 BikEEEEEE

9.2.1 EEDBEEEEESRE (JL7FZVIVUFPSVRA
10mL/minZkiis)
BELZWI L, mVWIMHFBEDNRRT 22BN H
%o [2.2. 7.1, 16.6.1 H&]



9.2.2 hEEXFBEEDEKERERE (JL7FZUTV
752 Z210mL/minkl E60mL/minkLTF)
EWIFREPERT 2B NP H 5, (7.1, 16.6.1

2]
9.3 HikeEREEE
EWIIHFREDNRRT 2B TN H 5. (7.2, 1662 5
]
9.5 11w
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9.7.1 2L 7R o/ NEIC LTidt 7Y ¥ U IERRE R

SAvay TEEET LI L,

9.7.2 (EHAMKER. #HiER, LRI ARMmOL IR 2t
S EUBEREBIIERL T,

9.8 EEE
HEICHES L, BEFRON-HAIZEE IIARSEES
B CHEYRNBRITY L, BHEESMETRLTWVWS S
EMZL BLIMFEENFERT 2BZNIH 5. [7.3,
16.6.3 28]

10. 18E{EH
10.2 HAEFR HAICERIDIL)

HH 2% BEARREIR - BB SR W - fElERT
TET4VY | TAT 14 OENEREIC|FEFIZHES T
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BOBIIARESN TS| U T T VANL6%
BT 5,
JrFEL KA OBEEOEMINFELICED
(40%) KUY N+ EILO|RE OB HE A TH
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FRAR R | PR R R IC B A 5 2 5 | PRI /R
7ILa—) AEEED D 5o MRS N 5 HE
HEDDH 5,
LI hA=Z FlAOMPEEN ER L KFEHS »TIE
HEEKFY | EIL Y A = NERREKA| 20,
MOBWERANHR L ED
HEDDH 5,
11. 8IER

WROBWERDRH 6bNBZENDHHD T, BELZTHIT
W, BEASROSNEEICIIREERIET 572 @
WMEZ{TH T &,
11.1 EXGEIEA
1111 Yavd, PFI745FY— (WTNLEEERH)
vav ., TFHFI74 5% — (FREREE, mEET.
HKE, BE%) PHo5ONBTEND S,
11.1.2 =8 (BEERH)
[9.1.1 ZR]
11.1.3 FFEEEE. &8 (LI NHHEERH)
AST. ALT. y-GTP. LDH. Al-P®_FF%0 fFHése
e (MHNER | 25 BEE. BACRE. F2. BX
=), HEIPDHSDONZZ ENDH B,
11.1.4 [VIVRIRESS (BEERER)
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12. [RARRERERICNIF T 3E
T UL VEARGZIHT 5720, 7 LVILE Y ERNKE
MEZEET 3~5HETL VAFDREEZHIET A &N

13. BE1RS
13.1 fEER

SEEL. B, HESOL S, HER ER, &K, REA
BHEDONDEZEDRDH %,

13.2 g

KAIOFRE RN LBEBEAIZ 2 < FARIEBERN CHRES

*L&l/)o

14. BRLDIEE

14.1 EEIZHEFOER
PTPERDEFIIPTPY — b2 SBOHE L CIRAT % &
H¥EFTH L, PTPY— FOEAICK D, BLHALR
DEEREEAFA L, BRI 2R U RIS
DEELGHEEZMHET LI ENH 5,



16. EYEHE

16.1 MOGEE

16.1.1 EYFHIEIE R
(BF VU I VIGEEERESmg [NPI])
7V Y VIERIEHSmg [NPI] &YV F v 7§E5%,
TJUAF=N—FICLKDEFNTNIE (LFVU I IE
Rt L L Tomg) BEMABFICHREREREO®RS L
TSR REARBEZEE L. 55 NI EYHEER
A —% (AUC. Cmax) 12\ T0%EFEXEEIC
TRETHEENT 21T - 72458, log (0.80) ~log (1.25)
OHEFENTH D . MAIOENZNESEISHERS N2,

HEINT A —% SEINT A4
AUCo-24 Cmax | Tmax T
(ng - hr/mL) | (ng/mL)| (hr) (hr)
Y7 Y UIEREE 1152.45 167.06 1.25 6.38
#E5mg [NPIJ +321.41 +47.11 | £0.41 | £0.94
O 1140.52 172.84 1.18 6.89
INTIIFES | 130380 | +56.34 | £0.57 | +0.80
(FE - EHERZE, n=20)
(ng/mL)
%50
& (PA5fE+ IR, n=20)
fi 200 i —e— £ ) U R ESESmE NP
& O VLT IS
y 150
‘{% 100
T
g 50
=

15 20 25(hr)

B

(EF VU I VIEEEIESE10mg [NPI])

tF ) Y UERIESE1Omg [NPI] &YV v 7810
B, ZUOAF—N—EICEDZFNZNIE (EF) Y
VIEEEE & LT 10mg) BEMASFICH R RERRD
BES L cmiERRE(LRBEEZHEL. Bon/-5EY
Bje/S5 A —% (AUC. Cmax) DWW TI0%EHEX
RIVEIC THEEHEIT 21T - 72652, log (0.80) ~log
(1.25) QEHWNTH D . W OEYZHESM 2T

wEhizb,

HEINT XA =4 SEINT A=

AUCo-24 Cmax | Tmax T2

(ng - hr/mL) | (ng/mL)| (hr) (hr)

tF) Y UIEREE 2665.40 365.86 1.18 6.82
#£10mg [NPIJ +740.22 |£104.73| £0.37 | £0.83
IO 2523.93 366.99 1.13 6.96
PV 7810 | Y700 |£106.38) £0.36 | £0.93

(P E - EERZE. n=20)

(ng/mL)
500
(P91l + R, n=20)

N
S
=1

—e— £ ) U] Omg NP
--o-- YLy S50

W BEHE

w
S
=3

IS
S

S

ek k=3 AN

o

15 20 25(hr)

W B
MEEREENICAUC, CmaxZFEn/8T X =413, #
BE OBIR, AR OFIEE - BEFEORESMFIC
Ko TELLHREENH 2,

16.6 FENERZEITHESE

16.6.1 BEEEESEE
BRERERE (VLT FZ VI IUT TR T~
60mL/min) 12t FY P U IEREE 1 Omg % Bi[E4% 4%
B L-EE, BEEEEEICHANMGTEEIZFRL.
MyEFEEERLBHOERE PO 5N /z? (FEA
TFT—%),

BEEREEEEICB 2T U UVERIEOENEE/ ST X —5

Z ]l; ; ;i; Tmax Cmax T AUC
(mL/min) (hr) (ng/mL) (hr) (mg - hr/L)
>90 0.9+£0.2 | 313+£45 | 74+£3.0 | 2.7+0.4
31~60 1.1+£0.2 | 356+64 |19.2+£3.3| 69+1.8
7~30 2.2+1.1 |357+£172]20.9+4.4| 10.7£2.4

(PA9ME B #ERZE, n=5)
/o, MEREREE (n=5) It F VY VERE
10mg % &N FA3R MR AR O S L HE, MmiEH
REHRFEAIZFII93RMETERPRD 5/
HEAT—%), [2.2, 7.1, 9.2.1, 9.2.2 ]
16.6.2 FHEEEEEZRE TORFAEIE
JRFEEETEFEEREICEF Y D VIEREE]Omg %
HEEORS LzBe, FEEERERAY ICHA @
HRREHEAFEAOLER. Cmaxd EH. AUCOHHE
RWEO SN (HNEAT—%). (7.2, 9.3 2]
AR ERF ICB T 51T ) UV IERIEOENBRE VT X —5

BE5&8 Tmax | Cmax Tz AUC
(BB, 6% | (o) | (ng/mL) | (hr) | (mg- hr/L)
10mg
(FFREBEIE# AX AL |1.0£0.5/384+103| 7.4+t1.6 | 3.3+0.9
n=14)
10mg
(EFMEET R [1.020.4/498+118(13.8+1.8| 6.4+1.6
BEAERE. n=6)
(EE = EERE)

16.6.3 ShE
BERE (FE EHE7TTR. JLT7F=vIUT TV
Z 1 FH953mL/min) 12T Y UIEREIE 1 Omga B
EREORE L5 E. A (Fil @ FHE53%. 7L 7
F=r 27T IR EH87mL/min) IZHA. 10T
L EEI OER & Cmaxd EREAED 511,
INSDOEYEREISS A — 5 DEIZ, BHEDET
KEBrbnEEZONTY (NEAT—%). [7.3.

9.8 Z#]

EREICB AT D VIEBREORYERENT X — 5
B5&8 Tmax | Cmax T2 AUC
(g, B3 | (o) | (ng/mL) | (hr) | (mg- hr/L)

10mg
(A n=14) 1.0£0.5/384+103| 74x1.6 | 3.3%£0.9
10mg
(B#E. n=16) 0.9+0.3| 460£59 |11.8+54| 5.6=*1.8
(9 fE £ 1R Z)

18. ENEIE

18.1 {ERKR
L 27 I VHIRBRIGERNICEST A2 EIC&D, b
A% I VOERZEEET %%,

19. BFRSICRET BIEBLFHAR
—REBIR L F ) D U IERRIE
(Cetirizine Hydrochloride)
{b242 : 2-(2-{4-[(RS)-(4-Chlorophenyl) (phenyl)
methyl]piperazin-1-yljethoxy)acetic acid
dihydrochloride

=2y 5 Fav
(\N/\/O\/COZH

) \)
)

572 1 CaiH2sCINLO3 - 2HC

SFE 1 461.81

R ABEOEREOHERTH S, KITHED THEITLT
<, I —) (99.5) IZiEIFIZ< W, 0.1mol/L
EBERICET %, KER (1-10) 3tk
IRE 7,

- 2HCl

T OB SRR



22. g%
(BFY I VIEHIESHERSmg [NPI))
1008 [10% (PTP) x10]
(BEF U I VIEMIETE10mg [NPI])
100%¢ [10$E% (PTP) x10]
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1) BAEBTEMKSH - EMZNESFEICET 288
(HNEHH
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