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B 1/24 & (1RHEF YY) & BLICHRED IC X 285 LEMO RN G- 217, BREX 5 2
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N

5. ERPRRLIE
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(2)BG PREE TR K ER
MR L
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MR L
(4)HREERYERER
1) BEREEEAER
MR L
2) REMRER
MR L
(5)EBFH - RREAIGER
MR L
(6):&EAfE
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AR L
2) FRBEME LTRBFEONERIGREL-HE - RBROBE
AR L




V. 1B+ AHEE

(7)Z Dfh
X a R UERBE KT O KGRI I 1T 2 — IR EGPRARER T W 7 & 8 B O3 AESR & AT B B Tt
2 R B AE OMEE % DL ISR,
ENFEIAERR (F—ToSRILERER)
OEFEa Y bO—LERE
FEFA RRFBUFANC L D HATIER O R DR OSEATIRIRO b 2 BE D, A% v a N i Kfinm i 5
IR DA b r— VERRITIRORD LB ThoTz,

EHEO Y hO—)LERE

FRrARN B¢ 5 KBTS
B 5 BAART DI IF TR BRI BERLR BRI/ EF RS
FTA T G 1 4K (%) FA T G 1 4K (%)
F A A B A ] 10/12 83.3 1/2 —
F A A FREUFHID D O 2 4 47/58 81.0 13/17 76.5
&t 57/70 81.4 14/19 73.7

ERE (%) == b r— VER IR 5 1% < 100

QEFERERER
% a N UK G- BRAGHT M O 548 TP OIS [7a L) 3T TR | Th - 7o ik
DRt R BT 2 EIEIE, ROEDEELY ThoTe,

EREEWREER
FRIRA G- BT #RS
LI UEE B ER SGEIE BE=S
RSk (%) NP eIk~ (%)
e 5B AERIT 31/70 <34/75> 44.3 <45.3> 10/19 <14/23> 52.6 <60.9>
BG4 T 61/68 <57/65> 89.7 <87.7> 15/19 <17/20> 78.9 <85.0>

R (%) = (FRIMEN 720 + TRE) oflEk) FEETSRM1% < 100
< > kR G RER A S O T A

QEEEHEMZEE (LAF 21— F—X) BEROERFERERER
F% v a NUEBEAKTIMO L AF 2 — R —XFiEOEFMREN 7 L) Xid RE] Tho=M-Ho
S SR D BRI, IROED LBV ThoT-,

LAF 21— F—XAIEOEFEERER

FrIRPI 5 W

BRI YR Bt SR B
BEA R S (%) B G K (%)
L A ¥ 20— F— R 69/383 18.0 21/105 20.0
L AF 2— F— Xtk 288/382 75.4 73/105 69.5

UEE (%) = (FMER (7oL + TRE) o) GHExZ44X 100
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1. ZEZMICEEH S LEMRITLEME

T R ATIY, T E RREEKRI, 7 =5 = = B

EE : gL 6B 0%k

2. EEEMA

(WIEREML - 1ERF

FREL, BRFOETHRLESRT L L,

ENERERBRIC g A EAA FEREZN L TERENZ S TbOLEZ N5,
(2)E &R T 1T B HBRAAE

famiEA

SRIEAIC DWW TRV E R 2 XK & U CTRET L72, ~ 7 A® Hot plate i, Tail pressure %, HEEg

FA VU THERYT v o Tail flick i (Wb O E) 20 TH

FELTZAER, A o FUHERRIT

BV B R &V EDso T 3~6 {5, /I T 3~5 fFs R E 278 L7z 9,

EDso (95%134EH[RR) mg/kg

PBRE iy FEEyET—— FrE—"—
Hot plate £ <A 3.2 (0.9-5.3) 15.6 (8.6-21.9)
Tail pressure % ~ A 3.5 (2.7-4.5) 8.9 (4.8-12.7)
Bl 7 A U 7 | < TR 2.3 (1.6-4.0) 7.0 (4.6-15.6)
Tail flick ¥4 7k 3.8 (1.8-5.5) 21.6 (19.2-24.2)

()R FEIRER - Friukfd

LR L
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1. IAREDHRS

()BELEMN R mMGERE

AR L

(QERRABR THRAB SN -IHIRE
1) REHEEFIRAR S

HAR NS AT BE THNZ A % 3 a R B ESK 2me & 2085 kNS L2t &4 a RO KD
JNEXRT T RUDEMENRE R T A —H B IRDOFITRT, A% a RATKHTDEFFTENLT 4 2D Cnax

&U\ AUCO'last ODIIZiéjTE@J:I: (i%ﬂ%ﬂ 1%5'%{%'(‘&) D f: 6)0

REBRAR SO XA RORV/ LA F LI PO DOEYERE/NS A —4

= = Cmax AUCO*Ghr AUCO-inf ti2

G ks (ng/mL) (ng * hr/mL) (ng * hr/mL) (hr)
L 185 37.11 54.38 3.26
Axv= by +4.11 +10.65 +95.19 +0.774

2mg 7 1.69 8.928 33.02 12.1
INAF YRR +0.528 +9.772 +18.47 +5.81
a) J/VAxT a RdD AUCeint. tue D 4
(AEE : LC/MS/MS)  (mean+SD)

) AFOAGBRIEIL, Rt RN G 3UTFRR R TG TH 5,

EYFR R F I ER

Fda PSR T2 LAFT7 7 A ME (EhEhA T = RURRIE L LT2.5mg) &, 7
1A —/N—{RIZ KD AR B ME 20 B HREIZUER TG L TP REEREZNE L, 61
T EE M ENRE N T A — 4 (AUC, Cmax) (22T 90%[F X MIEIZ THEGHIENT 21T - 7/ R, log (0.80)
~log (1.25) DOHFPHANTH Y . WA OEYFHIFFIEHERE S iz D,

HESER TIREFOMmMBEHRAFL 0 FUREHR

(ng/mL)
30 —— FFIOFVEFRIE—=4£] n=20
—6— FFT7ARE n=20
25
m (mean=*SD)
b=
th
j—
¥
D%
:\
k
4
=
=
0 ’ T T T T J *
0 2 4 6 9 12 24
B R (hr)
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X R CORYBE/NS A -4

AUCO-24hr Cmax Tmaxa) tie
n (ng * hr/mL) (ng/mL) (hr) (hr)
X T FUERR T =3k 4 + 0.17 4
2.5mg 20 60.7+12.2 19.6£4.05 (0.08~0.50) 4.12+0.578
F%T 7 A ME R R 0.25 R
2.5mg 20 59.3*£11.9 19.7x£7.11 (0.17~0.75) 4.06%0.507
(mean=*SD)

a) HPRAE O/ IME~ e K AH)

MAEFEREN NS AUC, Cmax FD/3T A — 213, PURE OBIR, RO TRIEEL - Refil % ORI L -
TRRDATRENED 5 5,

AUCo-24nr : 2 5-4% 24 B[ £ T O MAE L — BT TR, Cmax : fem MR,

Tmax : i MAE PSRRI, tue + FORFH O I 00

) AFNOAGEEROMH®EIZ, 1 B 7.5~250mg & FseifRN TR TR5Th 5,

(3)Hh&HEE
BRI L

4)EBE - ftAXOEE
NI.7.Q)BtREE L ZTDEH] &2
ENICBIT 4% v a RUERAIOBERRBRIZBWT, RAY 2> —1 (100~200mg/H, &EOEE) 4
Xy RUERRE (24~48mg/H . Rt T 5) % 4 BREIGEHA L72JER (1 61)) OEFEIRERNCEB T 54 %
va R omsEFRRE T, HIE L2 SEFOFED 357 THo7- 9,

<HEAT—%2>
U7 7By (600mg/H) OROKEGFITAF v a R UEREZ HEFIRNES (0.1mgks) L7EZHAET
AUC 2 1/2.2 12, HEREO#ESG (16mg) L7=HAETAUC A UT1IZED LIz OWMENRH D 9,

<BEZ NBEAT—F2 EOKS5) >

1) ARV 2> —/L [400mg/H (2 HH DA 600mg/H) )] OFOEGHICA T a REREE (10mg) ZH
FEREAHREGE LIS E, %23 RO Crnax 2 172 1%, AUC 78 3.61 {5 LR L2 OHERH D 9,

2) U R EJL (600mg/H) OREOFEGHFICA T a RUHEE (10mg) ZHEROEE LGS, £33
IR D Crmax 2 1.74 fi5, AUC 78 2.95 {5 L5 L7z & OBENH 5 10,

3) 77U An~A T (1,000mg/ A : AR HE) OROBERICAF T o FoBEREE (10mg) % HERE
A5G L7a, BEERE (19~25 %) OAF 2 KD Cmax 28 1.45 1%, AUC 28 2.02 5 E5H- L., £7=2.,
EEERE (T0~T77 %) DOAFL 3 RO Crmax 2 1.68 {2, AUC 23 2.31 {5 EH- LIz & &N H 5 10,

) AFIOAZBHER CHEIL, 1 B 7.5~250mg Z Fc stk XidEik i T 5 CTh 5,

2. EMRERI/INT A—4
(1 ER#T A%
MR L
(2)TRUR IR FE TE 3
HEER L
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QRPHRREEH
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AR L

B MEHE
FMER e L

(6)F DAt
FMER e L

3. BHEE (REalL—3ay) @i
()87 3
AR L
(2085 A —4 EHER
AR L

4. % W
KPR L

5 9

(1) % — B A P E i
MMEEe L

(2)M & —Fa AR EA P @@ 4
MM EE e L

QB)ET~DBITH
<HSEAT—% #EOHs5) >
RIS T EUIBRRIC A 2 = FURRREZIRM LB, MR O A o a FUREZIELZL Z
A, WEOMICIEOHBEZRD, mAEFREICKT 2 AP REDOIZFRIET 3.2 Th o7z 12,
T, AFX VA RUERIELE T VT R 7 2 v ORFIEELE 6 FlICROES LI &, BEELA~OBITH
RO BN, ZD L EOEY 0.25~12 BBICHIT 4% > o R R O/ R B o ¥ R
3.4 TH-oT= 13,

@A) ER~DBITHE
BRI L

(5)Z DDA~ DFEITHE
BMEEe L

(6)MMREAEESE
RO AHiEiEE AW THIE L= A4 F 23 KU 20~100ng/mL @ in vitro TO b ATEE AfEA R (pHT.4.
37C) 1345.0~458% CHY, EL L TT LTIV EfEGTH 19,
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6. ft

()R BHEBLL R X BHR R
<HEAT—E>1
PREFEAL <l
R © O- A FIMESONIC KV A FENLT + 20 NJRAFIALRISIZE Y v A Fa Ro~REFs

N5,

QQRHICEST HE%K (CYPE) OHFE. FE5X
FF¥a RofREHZoNT, CYP #BLARE MU U RFFERI 7 v Y — 22 HOTHE LIS, /v A %y
a R ~ORFHHTIL CYP3A4 (12X %D N-ii A FIALBORA . A F T E/T 4+ o ~DOREHHZIL CYP2D6 12 X 5
O-Wi A FIALIENENENEIZEE LTz, A% v a R EREHREE L N-JLA F AL TH - 7=
(in vitro) 19,

BEEENRDERRVZDEE
MR L

GRBMOEEDEERVFEML., FHELE
<HNEAT—2RUEYMT—%2 (Tv k) >0
Fx¥ v a R LV in vitro TOIEERRNMEEM E L TEXFTEALT 5 L I NVAFUENAT VNG S
NTWDHN, BEALRZIREE L L7238 & i S rh A o BN 2 it L2 RRBR ofE R & . T v Mot
va RUROEG5% ORI ORMNEE- S RELZRE Lo RA DI, Ay a RroEdEad vt
A4 MERHBEBULAEM TH LA A X a RAZL 2 b o TR REMmIIES L TnWRne B oh b,

7.8 Gt
HEitt BR AL R UNHERR

<HEAT—4 #EOKS5) >
TEEERR A 9 BllcAF > o R UMEERIE 0.28mg/kg 2N #H L7- & &, 5% 24 Rl & CoRPIZE 58D
5.5612.5% CEHMEEIEHERE) BDARE(HAE LT, £/, 23E55% 04 F 2 Rrofsik s LTt
Niz, F7=, BRHPIIZ/ vAFva Rt a0 7 4 fasii b et S iz 17,
RN A F T a R 16mg AR A& G Lic b &, & 5% 48 I £ TORPIZHEK G- ED 8.912.6% 1 HEl
SN, RESDWNIFEERTH 72, £, /A F v a RUOBIERAKRE LT 22.1+9.0%70, AXT /L7
F ATRFREAE SN T 10.7E5.5% M RIS Sz, 728, REMMEK O (JasikzEte) 13H%
5- 48 5[4 £ TORFUCE G- ED T2E19% 03P S 4172 19,

8. FIVAR—A—IZEHT B1EHR
MER R L

9. BNZICLABRESE
MU ERE L
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0B ENEREETHESE

(BHEEEEERE
<HEAT—% EOKE) >
EREREEARE 1241 (/LT F =227 U T 7 A : 60mL/min AKiii) 124 F a3 R R AEE 20mg %
ZEIERFHEIRR O G L7z & & AUC W ONE Cmax (T TN ZAUERER A OF) 1.6 (5L DN 1.4 (5 Th o7z, Bk
B B O SEFR VR F VA RN FE A~ CHEIME A & L 72 19,

(QFFHREIEZT R E
<HBEAT—% EOKkE) >
IS RERE B 12 Bl A v a R U BEREIEIREE 20mg Z ZEf@RF AR e 5 L7z & £, AUC I ONZ Cmax
LBV ENERR R DK 2 £i5 K O 1.5 fiF & A EICE < (AR HEE B 2 H998 S W D23 7 H 417z 19,

QB)=tnE
<HNBEAT—% OS5 >
WEEEEn T (65~T9 %) | MEFIIERME (21~455%) & 14 FlIA ¥ 2 R EBERKEE 20mg % Z2jE 1
HERE NG Lz L &, EPEBIcE L Cidmind & IEmind & OFICETR® it oz 20,

11204
LR L
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TTVINT g, RUBT V%N REIOBIEIEHZBB ST N | TV I VT o, XU F ISV
BB, Eo, BEIEEAE 2T Z &N | SBIIAFNOERT S u RO
b5, BT A=A RNTHD,
CYP3A4 FAEVEM % H 3 5 Al AFNOM P HREN EH- U, BIWEFA2% | CYP3A4 %13 2 A O A H

ARVafy—in, A4 +TFatry—

by ZavaFy =i U e,

75 ) 2Aua~wA
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ATV, HEICERS T L,

HFENd,

CYP3A4 #HEA/EH 29 5 Al
V77, IR EY L,
Tr= AV

[16.7.4 ]
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HH R FLHUNE
JE[E D SPC 4. Clinical particulars

4.1 Therapeutic indications

For the treatment of moderate to severe pain in patients with cancer and
post-operative pain.

For the treatment of severe pain requiring the use of a strong opioid.
4.2 Posology and method of administration
Posology

The dose should be adjusted according to the severity of pain, the total
condition of the patient and previous or concurrent medication. The patient's
previous history of analgesic requirements should be taken into account when
determining the dose.

Generally, the lowest effective dose for analgesia should be selected. A gradual
increase in dose may be required if analgesia is inadequate or if pain severity

increases.

Prior to starting treatment with opioids, a discussion should be held with
patients to put in place a strategy for ending treatment with oxycodone in
order to minimise the risk of addiction and drug withdrawal syndrome (see
section 4.4).

Adults over 18 years
The following starting doses are recommended.

i.v. (Bolus): Dilute to 1 mg/ml in 0.9% saline, 5% dextrose or water for
injections. Administer a bolus dose of 1 to 10 mg slowly over 1-2 minutes.

Doses should not be administered more frequently than every 4 hours.

i.v. (Infusion): Dilute to 1 mg/ml in 0.9% saline, 5% dextrose or water for
injections. A starting dose of 2 mg/hour is recommended.

i.v. (PCA): Dilute to 1 mg/ml in 0.9% saline, 5% dextrose or water for
injections. Bolus doses of 0.03 mg/kg should be administered with a minimum
lock-out time of 5 minutes.

s.c. (Bolus): Use as 10 mg/ml concentration. A starting dose of 5 mg is
recommended, repeated at 4-hourly intervals as required.

s.c. (Infusion): Dilute to 1 mg/ml in 0.9% saline, 5% dextrose or water for

injections. A starting dose of 7.5 mg/day is recommended in opioid naive




patients, titrating gradually according to symptom control. Cancer patients
transferring from oral oxycodone may require higher doses (see below).

Conversion from morphine

Patients switching from parenteral morphine to parenteral oxycodone therapy
should do so on the basis of a one to one dose ratio. It must be emphasised that
this is a guide to the dose of OxyNorm injection required. Inter-patient
variability requires that each patient is carefully titrated to the appropriate
dose.

Transferring patients between oral and parenteral oxycodone

The dose should be based on the following ratio: 2 mg of oral oxycodone is
equivalent to 1 mg of parenteral oxycodone. It must be emphasised that this is
a guide to the dose required. Inter-patient variability requires that each
patient is carefully titrated to the appropriate dose.

FElderly patients

Elderly patients should be treated with caution. The lowest dose should be
administered with careful titration to pain control.

Paediatric population

There are no data on the use of OxyNorm injection in patients under 18 years
of age.

Patients with renal and hepatic impairment

The dose initiation should follow a conservative approach in these patients.
The recommended adult starting dose should be reduced by 50% (for example
a total daily dose of 10 mg orally in opioid naive patients), and each patient
should be titrated to adequate pain control according to their clinical situation.

Use in non-malignant pain

Opioids are not first-line therapy for chronic non-malignant pain, nor are they
recommended as the only treatment. Types of chronic pain which have been
shown to be alleviated by strong opioids include chronic osteoarthritic pain
and intervertebral disc disease.

Method of administration
Subcutaneous injection or infusion.
Intravenous injection or infusion.
Treatment goals and discontinuation

Before initiating treatment with OxyNorm injection, a treatment strategy
including treatment duration and treatment goals, and a plan for end of the
treatment, should be agreed together with the patient, in accordance with pain
management guidelines. During treatment, there should be frequent contact
between the physician and the patient to evaluate the need for continued
treatment, consider discontinuation and to adjust dosages if needed. When a
patient no longer requires therapy with oxycodone, it may be advisable to
taper the dose gradually to prevent symptoms of withdrawal. In absence of
adequate pain control, the possibility of hyperalgesia, tolerance and
progression of underlying disease should be considered (see section 4.4).
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Duration of treatment

Oxycodone should not be used for longer than necessary.
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4.6 Fertility, pregnancy and lactation
Pregnancy

There are limited data from the use of oxycodone in pregnant women. Regular
use in pregnancy may cause drug dependence in the foetus, leading to
withdrawal symptoms in the neonate. If opioid use is required for a prolonged
period in pregnant women, advise the patient of the risk of neonatal opioid
withdrawal syndrome and ensure that appropriate treatment will be
available.

Administration during labour may depress respiration in the neonate and an
antidote for the child should be readily available.

Breastfeeding

Administration to nursing women is not recommended as oxycodone may be
secreted in breast milk and may cause respiratory depression in the infant.
Fertility

No human data on the effect of oxycodone on fertility are available. In rats
there was no effect on mating or fertility with oxycodone treatment (see
section 5.3).
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1 BEZLELHAROKER  #RRRURERERERXRR
Bl | BRTF StBAIE PRIEHIR
S Woes [St] oA | k| &t e BA AN 6 M 24 B¢ 48 e
74T —/VERER 200mg PER A0 R OOV | 00 PE I oD TR | 16 (2 VB BE D 7 | e P OO iR
(=T n7r—=<] 1Va | @ | EHNHOL pH 4.65 4.65 4.65 4.66
FAFE (%) 100.0 98.9 98.5 98.3
K2 H A EHKR 10mg PR (0 R OO YR | 00 PE I D TR | 1 (2 VB IR 0D V7 | 6 PR OO iR
[7 27 T AHHK] 1% | O | ®BNHOL pH 4.20 4.18 4.25 4.20
BArE (%) 100.0 100.0 100.1 100.0
vt — VA 2mg PR (0 YRR OO VR | 00 PE I oD TR | 6 (2 VB IR D V7 | e PR OO iR
[m—H1] 1% | O | ZENEOL pH 4.83 4.79 4.85 4.80
BEE (%) 100.0 99.7 99.4 98.8
B §E 50mg PR H A OFLEIE | B O FLETK | B OO FLEIE | A O I\
[RHF 3K ] 1% | O | BNHEOL pH 5.13 5.14 5.16 5.14
BfrE (%) 100.0 99.6 99.0 98.5
7 & Y A EER 1000mg X 7 JERIN £ 78 B DR | IIEC0. VB B oD TR | M (5 VB B DR | 46 78 B DR
[F %] 145 | O | ENHEOk pH 5.22 5.22 5.22 5.21
o % (0
. BfrE (%) 100.0 100.1 99.4 99.5
% | 7H T v AP EHE (50mg/ml) LERN £ 78 B DR | IIECA. VB B oD TR | M (5 VB B DR | (6 78 B DR
% [7 7 A1 —] 1% | @ |E=Wice pH 4.75 4.75 4.76 4.80
e A= (%) 100.0 99.9 99.9 99.9
g%: L X —A 5mg PR (0 B OO VR | 00 VB B DR | 1 (20 VBB D 7 | (0 P B OO iR
ﬁg (R A A A K] 1% | O | =Nkck pH 4.01 4.01 4.04 4.06
H RER (%) 100.0 99.9 99.4 98.7
B2 | ~mAY R—AdEbmg [9b 3] PEIR I £ 78 B D IR | IR CA B ] D TR | R 5 Y B oD iR | I 6 B DR
ji.‘f [H =2 HRK] 1% | O | ®ENHEOk pH 4.00 4.01 4.01 4.05
AFEE (%) 100.0 100.3 99.7 98.9
J X2 UFBTE Bmg PEIR 68 78 B DR | IR CA VB ] D TR | 5 Y DR | I 6 8 B DR
(M By ] i " W pH 5.47 5.40 5.20 5.01
VE | O =B o T 1000 99.5 99.8 100.7
ForaE (%) 83.6 83.2 83.4 84.2
A AR 0.5mg PR (0 B OO R | 00 VB B DR | 1 (20 VBB D 7 | (0 P B OO iR
(A5 R ] 1% | O | ENHEOk pH 4.93 4.93 4.93 4.93
BfrE (%) 100.0 100.2 100.0 100.0
7 A /8% 20mg JERIN 0678 B DR | IIECA. VB B oD TR | M (5 VB B DR | A6 78 B DR
(%7 4] 1% | O | ®ENHECk pH 4.76 4.87 4.87 4.87
AFEE (%) 100.0 99.8 99.7 99.6
rRo~LI Ui PR (0 B OO R | 00 VB B DR | 1 (20 VBB D 7 | (0 P B OO iR
[=—¥1] 1% | O | ®ENHEOk pH 4.92 4.94 4.92 4.96
BAFEE (%) 100.0 99.8 99.8 99.8

BAER (%) : AF¥ v a R ORAHY

a: AT

(BASEIE) OERICKT DR
FoRERE (%) AFva RUOBEGEZOEREDN 90.0% KD b DIZ OV TRRE
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VVE 7 N UERER 100mg [E2IN I £, Y B 0D YA | 0 0 YR ) D YA | 1 €0 Y ] D R | B £ YB T D WK
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M| X H Ay NEHIK 200mg PR (0 YRR OO YR | £ PE I oD TR | 1 (2 VB IR D V7 | 6 P OO iR
|k B A ] 1% | @ | EWNHEOL pH 5.73 5.73 5.70 5.68
BirE (%) 100.0 100.2 100.2 100.2
AT F—/ViEH 20 PER €0 PR B OO VR | S 65 T B OO R |1 A TB B OO R | I TR B DR
[TANTERH] 1Ve | @ | EAEOE pH 9.01 9.00 8.99 8.91
BEE (%) 100.0 98.9 97.0 95.9
&7 a o EEM 30mg PER €0 PR B DR | S 65 T B OO VR |1 A TE B OO R | TR B DR
[ 3, T3] 1Va | @ | EAEOE pH 9.69 9.65 9.64 9.62
BArE (%) 100.0 98.8 97.0 94.2
7Y T U HERE 10mg PER £ 78 B DR | IIECA. VB B oD TR | M (5 VB B DR | A6 78 B DR
[7 27 T AHHK] . - w pH 4.60 4.56 4.52 4.53
LE | O | =At BEE (%) 100.0 99.6 100.2 101.0
ForgE (%) 80.2 79.9 80.4 81.0
FH RNu o YESE 1.65mg JERIN €0 PR O R | B 5 B O VK | 4 B O K | B B B O WK
[T AR Dy 3] 1% | O | #WHEok pH 6.47 6.47 6.42 6.43
iR (%) 100.0 100.1 100.1 100.3
U5 u 7k 4amg (0.4%) [ER7N €0 PR ] OO R | S5 T O K | B 4 B O K | B T B O WK
BoESE sy 1% | O | ZENEOL pH 7.09 7.06 7.02 6.98
iR (%) 100.0 100.1 100.4 100.8
KEMEZ L F= 50mg [ER7N £ 75 I DR | M€ VB I 0D TR | €5 VB H DR |46 78 B DR
BoESE sy 1% | @ | ZENEOL pH 6.59 6.60 6.55 6.52
BArE (%) 100.0 100.2 100.0 100.0
T KU F Y i Img [ER7N 04675 I DR | M€ VB I 0D TR | €5 VB IH DR |46 78 BH DR
(55— = 3t] 1% | @ | ENHOL pH 5.23 5.20 5.18 5.17
BArE (%) 100.0 100.4 100.2 100.2
AAI U Img [T (0 B OO R | 00 VBB DR | 1 (20 VBB D 7 | (0 P B OO iR
(55— = 3t] 1% | O | ®=NHOL pH 4.71 4.72 4.72 4.71
BArE (%) 100.0 100.0 100.1 100.2




XI. fii &
A4 fie | BRI StBAIE PRI
¥ Woes [StA] FoA R | k| &fF e BRAAE 6 HEH 24 48 )
VL e A Ra— LR 125mg PR £ 75 I DR | MG VB I 0D IR | €5 VB BH DR |46 78 B DR
{E [7749—] 1Ve | @ | EAEOE pH 7.29 7.25 7.10 6.99
D BfrE (%) 100.0 100.0 99.8 99.4
%E P RAXF R THEH 100pg [T (0 B OO R | 00 VB B DR | 1 (20 VBB D 7 | (0 P B OO iR
}i [V VT g R T7—=] 1% | O | =2NE0k pH 4.34 4.35 4.35 4.37
i BfrE (%) 100.0 100.1 100.2 100.1
L:ﬁ V= 3— N FEEA 10mg [T (0 B OO R | 00 VBB DR | 1 (20 VBB D 7 | e P B DR
f';j [77A4%—] 1Va | ® | EAHEE pH 6.07 6.08 6.10 6.10
BfrE (%) 100.0 100.0 100.0 100.3
BIEE (%) : Axva Frolltmsg GlER) oF®EicT 5 hE
KoargE (%) ¥ a FORAGEZEOEED 90.0% KM D b OIZ DV C i
a: N4 T
*3 EBEZILEHAROKBER  KBHEES (1)
A4 Bl | RAF B PRIEHI
¥ Woes [StA] BlAE| HiE| &t e BRAAE 6 HREH 24 48 )
~ VA R [T T VE B OV | $E TR O WK | 9% (78 B O YR | 35 (7B B Ok
(2 TA T 7—~] EHNHOL pH 4.76 4.98 4.81 4.37
v | ® AT (%) 100.0 97.4 93.8 87.6
[V T VE B O | $E I O WK | 9 (78 B O YR | 35 (VB B Ok
e pH 4.78 4.79 4.88 4.83
AFEE (%) 100.0 99.6 97.3 94.3
EX AT UM PEIR AR DI [FETR BB DR AR (B B O IR IR BB D IR
[55—=3t] 1Va | @ | |BNECE pH 4.51 4.51 451 4.50
BAFE (%) 100.0 99.7 99.8 99.9
AT Iy - = AF VIERH JERN FEAVE ] DR | A O K | S A B O |58 B H 0k
[ HAAEZE] 1Va | @ | |BNECE pH 4.99 5.18 4.98 4.62
BIEE (%) 100.0 98.2 94.3 88.1
TIHV v 7GR LERIN MR AT O | B O [HER BB Ok | R BB DR
[FE] " . L pH 5.04 5.04 5.03 5.02
LI @ | SN e o T 1000 99.3 100.0 100.3
ForgE (%) 30.4 30.2 30.4 30.5
72/ 7V — Mg PEIR 68 78 B D IR | IR CA VB ] D TR | 5 VB DR | I B T8 B DR
[REHIETH;] 148 | @ | ENHOL pH 6.60 6.58 6.51 6.51
BAFEE (%) 100.0 97.0 98.3 99.1
& | =AFA/INFL Sk LERIN FEAVE ] DR | S A O | 31 A B Ok |38 A DR
# | RIFRER TG 14 | @ e pH 5.15 5.17 5.16 5.16
/th AFEE (%) 100.0 99.7 100.0 99.1
3| TARA S NF2 SiifiE LERIN VB DR | A O | 35 A B O |38 A DR
i | [REEE TR 14 | @ S pH 5.33 5.34 5.34 5.34
BAFE (%) 100.0 99.9 100.3 99.2
E AV A= i [E2IN AT OWR | 5 AT O R | 55 AT O IR | 35 AT DR
[RFRIET ] 1% | © FHE pH 5.59 5.56 5.59 5.60
BIEE (%) 100.0 99.7 99.0 99.1
FAL v 2 iR LERIN T TR DR | PV ] O IR SR A Ok |38 AT DR
[RFIET ] 1% | © FHE pH 5.37 5.34 5.39 5.38
BIEE (%) 100.0 99.9 99.7 99.5
E—T XY A -1 B LERIN £ 75 I 0D IR | I € VB I D Y1 | 8 €5 P B D | 40 £ 78 BH oD IR
[ U477 —~] 1% | © | #EWHCk pH 4.97 4.97 4.94 4.96
BIEE (%) 100.0 99.9 99.1 98.6
VT XY A -2 B LERIN £ 75 I 0D IR | I € VB D Y1 | 8 €5 P B DK | 4 £ 7 BH D IR
[ U477 —~] 1% | © | #EWHCk pH 5.08 5.06 5.04 5.05
BIEE (%) 100.0 100.3 99.8 97.3
E—T XY A -3 B LERIN £ 75 I 0D IR | € VB D Y1 | 8 €5 P BH D | 40 £ 7 BH oD IR
[ U477 —~] 1% | © | #EWHCk pH 5.16 5.14 5.11 5.13
iR (%) 100.0 97.7 97.3 96.8
v —7 U — Rk JERIN 04675 I DR | M€ VE I 0D TR | €5 VB H DR |46 78 B DR
[REHSE T ] 148 | © e pH 6.70 6.64 6.70 6.70
iR (%) 100.0 99.8 99.8 100.1




XI. fi &
A4 Bl | RTF StBAIE PRI
¥ Wres [(Sth4] Bl R | k| &M e BRAAE 6 HEH 24 48 )
IZNHY v s 1 EhEKR (903mL £¥) [ER7N BT OWR |85 I O | B8 GBI O [ BB O
[(FE] 1% | @ Y pH 5.04 5.05 5.03 5.01
BfrE (%) 100.0 99.4 99.1 98.9
INHY w7 2 B5HE (1003mL 4¥) LERN VB TR | S I ] DR | 35 (4 78 O |35 (78 I DR
[FE] 148 | @ Y, pH 5.27 5.27 5.24 5.22
BfrE (%) 100.0 98.0 99.7 99.4
INHY v 7 3 BEIE (1103mL 45) LERN VB TR | SB35 (A 78 DR |35 (78 B DR
[FVE] 14 | © ' pH 5.45 5.44 5.40 5.37
BfrE (%) 100.0 99.8 99.9 99.9
A > b TV R A 20% PEIR H D FLIBIR | A O FLETK | 3 60 IR | B A0 FLIBTT
[RFMIET ] 148 | @ | EWHOL pH 7.10 6.98 6.97 6.92
BAFEE (%) 100.0 103.9 103.2 102.4
VYIANNEY Y1 LERN £ 78 B DR | IIECA. VB B D TR | M (5 VB B DR | (6 78 B DR
[FVE] 148 | @ | ENHOL pH 6.06 6.06 6.04 6.06
£ RER (%) 100.0 100.0 100.0 99.8
@ rF oI 10% PEIR I 0, Y B 0D YA | 0 0 YR ) D YA | 1 €0 Y ] D R | B £ Y T D UK
g (55— =4k] 1% | O | EXNHOL pH 6.79 6.77 6.72 6.70
3 EAEE (%) 100.0 100.2 100.0 100.2
| AR MY A T TEAYI0mL (=78 PEIR I 0, Y B 0D Y | 0 0 YR ) D A | 0 0 Y ] D R | B £ Y8 T D WK
[=7m] 1Va | @ | |BNECE pH 5.53 5.55 5.54 5.56
AFEE (%) 100.0 99.8 99.7 100.1
AA 0 T% (250mL 4%) LERIN I £, Y8 B 0D YA | 0 0 YR ) D YA | 1 €0 Y ] D R | B £ Y T D WK
[REHHET 5] 148 | @ | EAHOL pH 8.12 8.09 8.20 8.21
BAER (%) 100.0 100.2 99.8 100.1
VA Y R 4mg/5mL JERN I 0, Y B 0D YA | 0 0 YR ) D YA | 0 0 Y ] D R | B £ Y B D WK
[V VT g X T7—~] 1Va | @ | |BHNECE pH 5.91 5.90 5.91 5.90
BAER (%) 100.0 100.0 100.0 100.1
A H Y w7 RF ik LERIN £ 75 I 0D IR | € VB I D Y1 | €5 P B DK | 40 £ 7 BH oD IR
[(FLE] 148 | @ | EAHOL pH 4.44 4.45 4.45 4.44
BIEE (%) 100.0 99.9 99.5 99.5
NAHY VRSB LERIN £ 75 I 0D IR | I € VB I D Y1 | 8 €5 P B D | 40 £ 78 BH oD IR
[FAE] 14% | @ | EANHOL pH 3.98 3.98 3.99 3.96
BIEE (%) 100.0 99.9 99.9 99.6
BIEHE (%) : A¥xva Froliltmg BiAR) oFRICeT 5 g
FRER (%) : X a RUOBEAEROEREN 90.0% KD b DIV TR
a: AT )
4 BETILEHAROKER  KBHERER (2)
A4 Bl | R1F | - BRI PRTT IR
o | ek (k4] |EaR| FE | S| T BR 4G 6 K¢ 24 Rf#] | 48 IRffH] 7 H 14 H 30 H
KIGHER 5% e PR BRI iR | M £ B oD R R T B D TR Eo Y B D iR [ £ R B D R MR 2 B B o TR R BB B D TR
[RGB HRSE T ] 1#£ | © Ok pH 4.81 4.83 4.80 4.79 4.79 4.77 4.72
S BAEE (%)|  100.0 100.4 99.7 99.8 100.2 99.9 99.5
I N e i - PRI BRI iR | M A B oD R | B B D TR Eo Y B D iR [ £ TR B D R MR B B oD W R BB D TR
E [REHSE T ] 1K | ® ;{t pH 4.69 4.73 4.73 4.74 4.72 4.73 4.77
3% | 100mL BfE®E (%)|  100.0 99.9 100.2 100.0 100.4 100.5 100.1
i | KA = PR A ) O i | TR 0D 37 | Y ) D | 6 T ) D | R A T ) D 1 2 Y] O | R £ TR Dk
[REHSE T ] 1#£ | © ;{t pH 5.82 5.84 5.87 5.91 5.91 5.90 5.99
500mL g (%) 100.0 101.9 102.4 102.2 102.4 102.3 102.2

BAFE (%) - Axa FroidaEE (Biek) O&F&ICxd 5 R




XI. fii &
5 BRAZTILHAROKER : MEMIEKEREER - REEMICHIT IEXRR
AL Bl | BRTF SUBRIE PRI
ol Woes [St] oA | k| &t e BR#AEE 6 M 24 I 48 P[]
% b ~LF i 25mg PR €0 PR ] OO | B €5 T O K | B 4 B O K | B A VB B O WK
| LR =] R pH 5.50 5.51 5.45 4.29
% ENROL BirE (%) 100.0 100.4 101.1 110.8
1% e | o Forgi (%) 84.1 84.4 85.0 93.2
i o [E27S A B 0D YK | €6 TR B 0D IR | S VB B D VR | e TR DR
é Sk pH 5.55 5.54 5.51 5.48
I iR (%) 100.0 99.8 100.4 100.2
i T (%)) 83.9 83.7 84.2 84.1
s W a~ A v miiEER 0.5g [N A B 0D YK | £ TR B 0D IR | S VB B D VK | e TR DR
| [HEEpaRidsk] i | ® | EAHOL pH 3.69 3.69 3.71 3.75
% BAFE (%) 100.0 100.0 100.0 100.0
iz | v U CEER 1g PR A VB ] O W | A VB OV [T GBI O WL | I BB B O iR
)| [HEErFRUER] R | @ | #ENHECE pH 4.91 5.04 5.20 5.48
Z,: R (%) | 100.0 100.0 100.0 99.8
| APV AL TV 0.5 PR R VB O VR | IR VB O IR | s B O iR | R B D iR
F N PNEERE T > 1Ve | @ | EANHOE pH 7.77 7.78 7.73 7.66
“” BIEE (%) 100.0 99.7 99.6 99.0
BIEHE (%) : Axva Frolilbmg BiAR) oFRICeT 5
FRERE (%) : AFva RUOBEGEZOEEDN 90.0% KD b DT OV CREHE
a: /{7 )
6 BEEELHABROER  AEZEIBENELGVEESR - KE
A4 BlA | BRTE SUERTE FRAT A
o s [Sit4] BoA R | k| &M it B AR 6 M) 24 ] 48 FHEfH]
wE KGR (100mL) LERIN HECATE I O IR | IV ] O IR | M Ok | I A DR
g | [RERRIETIE] 1A | @ |=HHCE pH 5.09 5.09 5.13 5.13
SHE 2 2 -
s BIEE (%) 100.0 99.3 99.9 99.9
FNRA U 2mg PER A V] O R | B ] OV | 4 T O | BB O WK
[ —dFnry—=<] 1% | @ |=Wick pH 4.33 4.34 4.34 4.34
BirE (%) 100.0 99.9 99.9 100.2
F_A 7 20mg [E27S A V] O R | B4 T OV | 4 T O | BB O WK
(=T n7yr—<] 1% | @ |=HNHOE pH 4.22 4.23 4.23 4.21
i3 BAEE (%) 100.0 100.0 100.2 100.1
|20 b ) IERBEEAIK 50mg [8— =4 [E27S A0 VB I OO VAR | 00 PE I OD IR | 8 €2 Y8 BE D7 | e P B OO ik
(=T nryr—<] 1% | @ |=HNHOE pH 4.18 4.17 4.22 4.20
BfrE (%) 100.0 100.1 100.0 100.1
7z H VSR 0.25mg [H— =3k PR S VR O R | A T O | A T O | BB O
(=T nryr—<] 1% | @ |=HNHOE pH 4.83 4.84 4.87 4.85
BArE (%) 100.0 100.1 100.0 100.3

BHER (%) : X% a RUORAE

?\'

(BAAIE) D& BTk % HR
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