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[N Fravy SEFE . RET AT 7 —< S (IBRESEN TERSH) BN%RBEE
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N) AREEO M2 EETIUTEELESE 14 556 2 HA S KBS EH) oOnThicbiis Lz
WEDOFEREET-,

D%, LLTORBAETZ{T- T,

HKGRAEHA B HR5E4 IHHR7E4
20064 8 A 17 H | /XF v a v o EFHE 300mg NFva S ESHEK

s a s o ERE 600mg

2008410 A 14 H | 7V v H~A 2 EFHKR 300mg [ % A I—] | 73 v a v U EHHK 300mg
7 AV SR 600mg [ 2 A S — ) | /)2 3 U PESR 600mg

20144 8 H 25 H., THHF BN OBES | BAK ] OBEEIIRE MBSz,

2022 4£ 6 H 1 H, RAT AT 7 —< &5 A E LR TR RS RIS IR T &GRS &K S
. TOBIIIRFGEA DR EZTZ A I — B INIGHIETE LT,
2022 4F 6 A 17 BIZERMUNE 4, B E TSRS NIRGE & Bilds LT,

2023 F 1 H 10 H, 17V v <A v U EFK 300mg INIG) | X7V v <A VBB ATV
SR 300mg INIG) Ji2, [7 U v H~A v ERTK 600mg INIG) ) X7 Vo H~v A0 g
T 2T LTESHE 600mg INIG) JICHIRFGEAEFHOKRZEG L, 202346 H 16 H LY Ise L7,

2. HEOARENFYE
(DARFNZ 7V o F~A ) VBT AT VAR ET DY a~xA o o REUEWERKITH S,
(2) ERZEWEHE LT, vavy, 771 7F% > —, BEMERBREDMFEE LS EHER KGR
FREEME R R S R RIE (Toxic Epidermal Necrolysis : TEN) . 7 JEREEIRAEGERE (Stevens-Johnson
FEWERE) . PRI PRI MEIRIEAE . RIMIMER G 28 | A BOERE G RE . I EMENG 2 . PIE JE R
O Ik L BRI . BERERIERSE /s . ITRRRERE S BE, MR EESHRE STV D
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I. &WICEYTSER

1. B5EA
(1) M4
7V <A R AT VESHE 300mg TNIG)
7V <A R AT VESHE 600mg TNIG)
(2) *4
Clindamycin Phosphate Injection
(3) BAMOHEE
—fRA LD

2. —i4
(1) M4 (WMAE)
gV~ A ) T XTI (JAN)
(2) #4 (@aE)
Clindamycin Phosphate (JAN)
(3) RTL (stem)
Streptomyces J&DFEAT HHIAEME © -mycin

3. BEAXITTERX
(= S

4. HFRRUDFE
43+ C1sH34CIN20sPS
451 E : 504.96

5. {tFA (MK XEEXE
Methyl 7-chloro-6,7,8-trideoxy-6- [ (254R) -1-methyl-4-propylpyrrolidine-2-
carboxamido] -1-thio-L-threo- o -D-galacto-octopyranoside 2-dihydrogen phosphate (IUPAC)
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#-5 : CLDM
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(3) WiEtE
MG R R L
(4) AR (SRR, K. BER
MUERR L
(5) BIEEMHMEN
MUERR L
(6) REREY
AR L
(7) TOMDOERRIEE
Bk [l 20 +115~+130° (BiAMICHE L=t 0 0.25g, /K. 25mL, 100mm)
pH : A f 0.10g Z/K 10mL (Z¥EH L2 D pH 1% 3.56~4.5 TH D,

2. HHRAOEMEHTIH T EREN
LR L

3. AT OREREERE,. EEE
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TROMIIL A7 b VI E
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1. #Ifg

(1) FRORH
IRPET S A

(2) RHDONER UtER

SR 300mg [NIG) SR 600mg [NIG)
(RGN 48~ B A B B D TE SR
pH 6.0~17.0
RIBELL 2.7~38.3 (EHRHEWRIZH I 5 H)

(3) BAHa—F
L
(4) HFIOWHE

(Mv. 6. WAIOF/HEM FITBIT 2 LZEN] DHESM)

(5) Tttt
ERE
2. RADOHER
(1) ABES GEERS) OEERUHRNA
A4, IV HEwA ) R ATV VAIVZ A= GV ING = S %
A5 300mg [NIG HHHR 600mg [NIG |
1770 2mL) H# . 177V (4mL) H :
BRESy |[7V vF~A ) R AT IV R VR ATV
300mg (JJ1fh) 600mg (/1)
o 1770 (2mL) H# . 177V (4mL) H :
NPT A —)L (18.9mg) . pH A [ NPT v a—)L (37.8mg) . pH Al

(2) EREZEORE
MR L

(3) &g
MR L

3. BNERROHEBRRUVEE
FPAROSA

4. Hif

AR DI MIL, 7V Z~A 3 (CisHssCIN20sS : 424.98) & L CoHRELZERE (M) TR,

AH| 1g 1L 10mg () 2&5A4T 5,

5. BAT 3TN H5KHN
KB L




6. HEOBERHTICHITEIREKRY

(1) EHtRArar

Ov Vv~ VR ATIOVIESRE 300mg [NIG)  EHIRFRER 25°C [k ophe : &e
BAT T AT T I]

AERIE A by bR PRA7HAR]
<HiHE > B 4G IRE 9% A 18 » H 25 » A
. . - TWWR2 WA A 1A 1A
<~ YR VR DR > TWWRS3
s TWWR1
TR IR . .
" TWWR2 ke — — WA
1 > ik
s TWWR1
<g‘7@f§t 3t> TWWR2 2.980.01%2 | 2.97£0.01%2 | 2.99£0.00%2 | 2.98+0.01%*2
: : TWWR3
H TWWR1 . . . .
<6 0{7 0> TWWR2 6.50+0.02%2 | 6.52+0.03%2 | 6.51+0.03%2 | 6.50+0.02%2
) ) 7TWWR3
RIRME R TWWRI1
<BA LMD BN DR TWWR2 A A By A
PR &R 72 > TWWR3
A g SRR TWWR1
G - =) TWWR2 ik — — ke
<BEORBEBDIRU > TWWR3
s (%) *1 TWWR1 B *g B *g
C90~110% > TWWR2 100.3+1.6 98.1+1.3 96.4+1.8 95.0+1.8
7TWWR3
X1 BRRICHTHIEEE (%) X2 : EHMEIEEFEE (SD.) — : K£FEhE

Or Vv E<wAT ) VR AT IVIERE 600mg [NIG] 1E, 7 U X ~A 2o U VBT 2T VISR
300mg INIG| L% LWHREREROVORAITH Y | ZEMEMREGER OREF. AN ZIT5890
LR o T,

(2) JeZeEtalbn
O7 Vo H<v A BT AT IOVIERR 300mg INIG) Bt [REOEFRE : BEHEHT 7 A7

V]
BRI H o TR
-
< Ktk > v M AT 60 5 Lx-hr
PEIR n=3 At S i T o
N . 4HE ~ E O)\ ﬁf‘ \)‘LQE O)\
< BT i > 629301 7B DI EPSBE DO
pH n=3
<B.0~7.0> 629301 6.60 6.60
BIEE (%) n=3 629301 100 100.5

7. RRERUVBRBEORES
JRFEIZER L CiE, AF 300~600mg (J1ffi) 729 100~250mL ® HJF 5% 7 R UK. H
SRR ET 2 BB ORISR L, 30 25~1 BT T 595,
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(IXI. 2. ZOMOBEEEE] OESMR)

i) i

BARANA

10.
(1

B4 AK
) FEARELER - . NMELRKRLEERE - ARICET SR

Y L7
(2) A%
(DUIETAL D) VBBT R TI)LiESHE 300mg TNIG)
2mL X 10 7 > 7 v
(Do EIA4L0) VBT RAT)LiES%K 600mg TNIG))
AmLX10 7> 7 v
(3) PHEBE
Y LR
(4) BHROME
TN AT TR

1.

ARG S h 5 BME

B R L

12,

Z Dt

Wi BAZ x4 5 W A& R 2
(D) EIA4L0) VBET X T ILiE5#% 300mg TNIG))

RER G
TV E=A ) Ui AT VERKR300mg [NIG AR A
B | Lot. 940321 10000
A | AEAER (KEERE 1000mL)
Lot. 0A88 oAl 18
Wi | K—/ il « v % — ELD-SF-T60(0.2 1 m) Lot.100730 s (DR o # 0 B BRI
v b OB TR o
Z0F | #R. 500LxENIKELL | ) G ¥4/ 5y
TE | F4mL/45
) EwA ) UEET AT LERK300mg [NIG) 1
B a2 AFAHIR(1000mI)C AL A L., RN— ViR 7 4 L !
H—mEEHEL, T LA e — @D =FiEe s b OER
| RBHITROFMECREVRIL, 2V F~ A v ) U | " =#me
TE | =27 v oaRERE L, [‘_ i A — (0.2 m)
OGS > 7935 OEHERE : 0, 60, 120, 1804y . : T
@ =5 1E B OFREL - 10, 70, 130, 1904y
@7 4 LK —i@iE% S OEE : 20, 80, 140, 2004 (= @7 45 —ilBaEN 5 ORR
TR | ks~ 5T 40— 0
FRERAE H
jfjﬂi‘ . WS 77 0 B O R = b b ORI T 4 7L & DRI
FERE (43) 0 60 120 180 10 70 130 190 20 80 140 200
& 8(%) 105.5~ 107.9 107.8~(107.8~]107.8~(107.8~(107.7~(108.0~|107.9~]107.8~(107.9~[107.9~
n=2 107.9 107.9 108.0 108.2 108.1 108.3 108.2 108.3 108.2 108.1 108.3




(D) oFIA420) VBBT X T)ViESTE 600mg TNIG])

RER 1A
oy IV A ) VR AT MRS 600mg [NIG
guzg | Lot- 970881
AEAEROEA AT 1000mL) Lot. 0A8S
Wil | R— e~ 4 L% — ELD-SF-T60(0.2 1 m) Lot.080901
Ty b OB bR o (DR S b O EERR
ZMF | IR, 500Lx=ENHELE T | o #9dal/%
TR | K4mL/sy
7Y v a2 VT AT LIEER600mg NIG) 1 4
B A BRI AR (1000mL)IZE A L. R— VIR 7 4 L
H—mEEEL, WL I _
Z ol °_ N . E —— =07 iE A & R
WEHE FRO PRI L, 7 ) v F~ A v v T
TAFAOERENE LT, | =i
Fik OER N > 705 O EEEELE - 0. 60, 120, 1804 H" B ¥ — (0 2pm
@=J5fE e b OFREL - 10, 70, 130, 1904
— @74/1/5‘—2@13:%1ﬁ75‘%@%ﬂy : 20, 80, 140. 20047 = @ 4 N —iRiBE D s OER
ER | ks ue~ 7T 7 41— 0
Tfﬂ‘% . WS o 2 70 D E R = R B DR T 4 LB i A ORI
i (49 0 60 120 180 10 70 130 190 20 80 140 200
EE(%) 104.2~1104.2~]104.1~ 104.3~(104.3~1104.2~|103.8~ 104.3~ 103.7~
n=2 104.3 104.4 104.2 104.0 104.4 104.4 104.4 104.1 104.4 104.4 104.2 103.9




V. ARICEYSEE

1. BREXIEHER

3.

GEGEE)
DYIEIADVICBEDOT FORER. LUOYRER. MARE. RTFX LT FavhRRE.
NYTAATRAR. FLRTSR. v1a75X7R

(B RS IE )

BmfE, WHEE - MREEZS. RHks. SHEREX L. Mk, BEFRBFEORRER, FEX, BI&
e, BERADEE S, Hik

. WRERIIHRICEHET HER

5.REERITHRICEET HFEE

(WREE - WREEZ:. MMkk. AMREXL%. PEL. BISER

54 HAEMEKEEENOF5E) Y22 L, PlEEEGOBLEMEZ AR L7z LT, AFORE

DY) LW EN DL ARG T D 2 L
(RIREE)

5.2 AR OBHIZ L VBBEMERIBRBH D OND ZENH LT, WOGEIIIAFZ &G LinwT

EREE LV, [8.2, 11.1.2 &[]
- BRI 72 FRYLIE
s MR T A ERAN D B DA

(fiF)

5.1 [EFRAUZZI & 70 2 BYLREX R O IZ B 2 HAGFHE (PR 28 42 2 H 9 H ., [EERAIZERB &

72 % REYLTE R R BRI =) IS LV RE S BRI (AMR) K77 v a7 7~
(2016-2020) (2D E ., FUREMEOBEIEM A OHEELZ AR & L7 THUAD I A 1 O F5]
EH R VDL T A R R YYER L W ER 292 6 A 1 HIcAR STz, 72, A
12 A 5 BIC THMAEMIGEEME HO T3 X8 My IRk s, AROTHRIBRICBET M
BERBIMENTZZ L R EOREUETICE S 2 BT BE PRI - AT R 3L e SRR
BB ENT, INDE%T, WMiTs &Ik &, FiEmEOMIEFHAN2END X5
EME 5720, [hRESUIZ RIS S LoEE) & LTRIE LT,

RERURAE

(1) RZERUVREO#ES

(REFIRACES)

WH. KA, 7V F~Av 2 LT 1 H 600~1,200mg (Fffi) % 2~4 [BIZ55 1 Tl
HET %,

WE. MBI, 7V v F A8 LT 1 H 15~25mg (Fifl) /kg % 3~4 [B)|Z55 ) C A s
T %,

¥, HHAME ST EERGYEICIERIZIS T, A TIZ 1 H 2,400mg (i) F THEL, 2~4
BT TR G35,

Fz, WRTIE 1 B 40mg (Jifli)) /kg £ THEEL, 3~4 BIIHT TRET 5,

SRR EEICEE L CiE, AHI 300~600mg (Jiffi) &7- v 100~250mL O HJ& 5%~ R o FEEHIK.
HRAB IR AT T X 7 IRAIE ORI L. 80 49~1 FE#N T T3 %,
(AR

WE. RAIZIE, 7V v F~A4v 2 LT 1 H600~1,200mg (Fffi) % 2~4 [EIZ5 T THAWN
WSR2, ¥, SERICE 0 EEHEET 5,




(2) AERVARDHERE - 175
A EE R L

4. AERUVAERICEEYT 5FE
BRE STV

5. ERERALHE

(1) BRT—21\vr—o
MR L

(2) EREREEHER
RMEE R L

(3) AERGERRZAR
MR L

(4) BEERISLER

1) AMEREESER
MR L

2) REMHER
RMEE R L

(5) B& - WEANRR
MR L

(6) ARMER

1) ERARERE (—REARERE. HECARERE. CARBLREAR). REFETERT 44X
—AE. HERFTRBRARONE
RMEE R L

2) RBEHLLTERFPEOHEXEEEL-RE - RROME
Y LW

(7) £t
A Lg

10



VI. EMEBICEYTSEE

1. REPHICEAESSLEMX T aMEF
UryawA v RiuEmE

EE  BED D DB ORIEE - ZIRFIL, RFOBRMNLELZSZRT D &,

2. ¥BE#EHR
(1) AL - ERBF

FE DV AR Y — 2 508 Subunit IZ/EH L, R_R7F FEEBEERSEZ L LEAESKREZHREST S 9,

(2) RMERMIT SRR

1821 7 Vv A~ A ) VERT AT IOVIZERNTIASEEN. 7V v A~ & LTHE %

R,

18.2.2 7 RUEKERE., Vo VERERE (BEREZR).

Wi 9% BRI 5 D 45T

P27 T DGPEERE . <77 b

Ay ARG RXTPARVT hay ARE, NI TaA T AREOHRKEEK N~ A 277 A<)E

Zxt LItEER 2783 99 (in vitro ).,

TV RE=A T, 7T LR BER

PEEII L TR TR EZ R L, IREREISH L TH

9@\#-777% LD BT, BRDEED~ A 27T X<k L TIE 1.56~12.5 1 g/mL THEEHA DR

HHNTZ, °

Q7 Ve Z~Ar (CLDM), VravA iy (LCM) OEMEERICH T SHE AT b T A

IV B A LT, 7T LGTEE . HEKPEREI S L TEN I BEETE A R L, IR EKE

HIRWFLE RO b T,

* 1. FHERKICH9 5 MIC

(HAL  pg/mL)

I GBSl

AR CLDM | LCM
Staphylococcus aureus FDA 209P 0.025 0.39
Sta. epidermidis ATCC 12228 0.39 0.39
Streptococcus pyogenes S-23 0.05 0.20
Str. faecalis 12.5 0.39
Str. pneumoniae 0.05 0.39
Diplococcus pneumoniae 0.022 —
Haemophilus influenzae 3.13 12.5
FEscherichia coli NTHJ >100 >100
Klebsiella pneumoniae 25 50
Peptococcus variabilis 0.39 0.78
Pep. asaccharolyticus 0.19 0.19
Bacteroides farosus 0.20 0.56

CLDM: 7V v &~AT v, LCM: Vra~vw A

OHRIR ST BERRIZ RT3 D IS oA

XL T

BEIR I BfERE & L C Mycoplasma 8 ¥k35 L OV Streptococcus pneumoniae 17 k& AW, 7 U o X~ A

v (CLDM) KOV v a~vA iy (LCM) ORI AG Z ik L7/ 5. Mycoplasma

WXL

TIiX.CLDM i 1.56~12.5 u g/mL THEEH %7~ L7, ¥ 7=, Strpneumoniae \Zxf L Ci%, CLDM

X 0.012~0.19 x g/mL, LCM i 0.09~0.78 1 g/mL TH|

0.045, 0.19u g/mL TH-o7-,

11

CHRWHIEERZ TR L, 420 —7 %



# 2. Mycoplasma 8 ¥k DBz 454

MIC (u g/mL)

CLDM

=0.045
0.09
0.19
0.39
0.78
1.56
3.13
6.25
12.5
25
50
100
=100

1 (12.5)
4 (50.0)
2 (25.0)
1 (12.5)

BT EE, £72 () NIEZ%ZERT,

# 3. Strptococcus pneumoniae 17 ¥k D &Sz 4340

MIC (u g/mL)

CLDM

LCM

=0.006
0.012
0.024
0.045
0.09
0.19
0.39
0.78
1.56
3.13
6.25
12.5
>12.5

1 ( 5.9)
2 (11.8)
7 (41.2)
6 (35.3) 3
1 (5.9 6

7

1

B IR %

Rycoplesma 93
60 —
— CLDM

40

20 7

¥ i 2 T T T 1] 1 I I I

3.13 12.5 50 >100
1.58 6.26 15 100
MIC {ug/nl)

X 1. BER BRI T2 7 U o H~A

(3) EARBGM - RS
B R L

£ () RE%zERT,

Str. preumcniae 17#
60

— CLDM
— LCM
40 7

20 7

i i [] T 3 T ] L] T 1 []

0.008  ©.012 0.045
0,008 G024 Q.08
MIC (uz/al)

0.19
0.38

0.78 3.13
1.56

T (CLDM)B L WVY v a<wA v (LCM) D s

12



VI

1.

EVBEICEYSEE

meREDOHR
(1) AERLAEVWGOLPRE

MR L
(2) BERERTHERESL-ODRE
16.1.1 BEEHE
(REHIRNZS)

A 4Bz Vo A~ A ) VEEE AT L 600mg & 1 HRER 1 CRMEHIRN R 5 L7254,
MyEFD T VA 2 PRI R TERZIC 105 ug/mL OV — 7278 L, M5 55 E
HI3HK 30 /3 ThH o 72 10,
(FAERRS)

RN 6 Bl 7 U v~ A ) g X5 L 300mg XIE 600mg & HAIF NG LI HE .
Mo r ) v Z<A V  REFAECHA L TOFR LS 1 Rf#%Ice—2 2R LEhEh
3.11 u g/mL, 4.82u g/mL Toh o7, M IEEFEIIEL 300mg $5-T 2.70 ¢fi], 600mg #%5-C
3.54 I Tdh - 72 10,
16.1.2 £YF R F1EHER
(DUIEIALD) VBBT R T)LiESE 600mg TNIG)

[7% 3 it D B S Ui A D 7R R EE IR LI R E RO BRI >\ T (Fn 55 42 5 A 30 H
KR 718 B)

) B ) R AT VIERE 600mg INIG) &% T3 S S 600mg %, 7 1 A4
—NR—JEICk D EREFNAmL [7 ) v E~A ) B AT 0L LT 600mg (Ff) ] EEEERR A
BRI BIFHANES L CliER 7 Vo A~ VU REZNE L, SO ERYERE T A —
% (AUC, Cmax) 2OV THGHENT 21T o 7o R, mAlO LY F RS R S v 12,

Br

=]
o

:fﬂyfvﬁmmymlz?m
TESHE 600me [NIG
® . 55w SHEFRE600mg

T+ FERERE. n=14

Ini# P iRE [ g g (F7if) /mL]

0 1 2 3 4 5 6 7 8 2
5 % OFEE (hr)

13



HKYIRE T A =4

Bh5& AUCo-24 Cmax Tmax Tie
[mg UMt ]| Lpng (Jifi) » he/mL]| [xg (i) /mL] (hr) (hr)

VARV e (v
U v lgkT AT VIE 600 32.4+5.4 5.9+0.9 1.0+0.5 | 4.2+3.4
44 600mg NIG

253 S TSR
600mg

600 31.9*t4.6 5.6+0.9 0.9+0.4 | 42*25

CP¥) HEHERE, n=14)
MIE RN NS AUC, Cmax 5 00/37 A — &3 #ERE OFRIR (R OLRHEH + B 55 0 7R
R K> TERRDAREMEND D,

(8) shEE
YR L
(4) BS - ftAROEE
(v, 7. #EEH] OESMH)

2. EMEERBNT A —4
(1) BITAZE
ZUERR L
(2) WRALEETEH
MG R R L
(3) HEEETEH
MUERR L
(4) VY7353 vR
U ERR L
(5) HHBE
AR L
(6) £t
MUERR L

3. 8%H (REaL—>av) #H
(1) A&

B R L

(2) INSA—SEHER
B R L

4. R
MR L

5. &%

(1) M%-RHiBAFTEE
B L

(2) MK-HEmEPIEEN
(VI 6. (5) LEHi) DB

14



(3) Eit~DBiTit
WER. WERR. M. MUK, DERAk. RBRRSIE, T EREEL, Ft RS SEmWBAT 2R T 1919,
(TVIl. 6. (6) &HMw DHESH)

(4) HE~ADOBITHE
MU ER L

(5) ZofioBm~DBITHE

< HBZE >20)

1) FEtOTRER
SD R T v M7 VoA~ ) VR ATV (20mglkg) ZHHANTES L, 0.25 K, 0.5
i), 1 BPf. 2 FFffds KO 3 RFM R ICIER REIAR L V£ L7z, F72. SRIMBREHITH, B, 5
JEOREREZ R L, BEEEZRE L,
R EREO 1~5FF D 0.1M U U ERIEFEE B EE K (pH7.0) 22 ARE A XL, #loHE
WX 0B BEERELE LT, 72 MRS~ iR, 00 B K 0 572 2 alet & L7,

2) EEE
MRER & LT Staphylococcus aureus FDA 209P % T2 ~_X— 3 —F ¢ 2 7 B2 L0 3R 2
E LT,

3) R
IV HEwA ) BT ATV (20mglkg) X, T v MO GHZESCONT SRR A0 L
MAEF X ORIV TIEE 5-1% 0.25 FEH, Bl X OWFIRIC BV Cix 0.5 Rpf I i@ EE I LT,
fiti, ARl L OO W T ORIz B W T H MR E XU SWESRD i,

Ty MIBITFDEZ Y v EvAT ) UERT AT L DOFRRN R

s FAERNIEE (1 g/mLor g)

0.25M ] 0.5 R 1REH 2 fH 3MFfH
1 4% 1.68+0.04 1.36*0.05 1.10+0.11 1.00£0.08 0.46+0.03
il 5.27+0.20 4.83+0.22 3.85+0.19 3.46+0.34 1.59+0.08
S Nk 2.47+0.29 6.34+0.45 4.23+0.33 2.09+0.29 1.28+0.11
JHfik 6.43+0.40 7.13+0.22 4.28+0.63 2.49+0.20 0.91+0.03

(6) MMBEHAE
DR L

6. R

(1) KREBLLRUCRBERE
IV HE A ) VR AT T ERN THEHDICIKR SRS, 7)o E~A v bind, BT
IV AT TR ENN-TATFAZ YV A e T )T A ANNKRFY RO
2 SOPLEIENED & H REED 2 £ L 5 9 149,

(2) RMICBEAET 5B % (CYPH) OHFiE. HEF
CNEE R L

(3) PEEEMNROEERUVZTOEE
MR L

(4) REVOFEEOFTERVFESEL. FHELE
MU ERR L

15



10.

1.

. Bt

(RESRARE)
WP S B 3 1l 600mg (M) A A E L2 6 B £ CORTHEMRIT 9.3% ThH -
7= 13)O

(BHARKRE)
fatHER A 4 B2 600mg (J1fh) A5 L7-FFo 6 R £ TR PRI 9.2% Td - 72 19,

b5 U RK—5 BT B
DR L

. BREICLSBER

RUERR L

BREDERZHTHE8EF
MAER e L

Z 0t
MU ER e L

16



VI. £t (EAELOZXESF) CEYHEE

1. EERREZTOERE
BE STV

2. ERHABLTDER

2.BE (ROBEIZIFBELLZIN &)
21 BAIDOFR TV v a~A R PAEWE IR URBUE OO & 5 B
22 ) A~ v roERERoRE [10.1 &)

3. MEXEIHRICEET SFTELTOER
(ITV. 2. EEXIIRICBEET HEE] 2RI D52 L,)

4. AiERUHREBICHAET 5EELZDER
BIE STV

5. ERGEFNIE L ENER

BEELEAXNIE
(R ILE)

8.1 AFRIDBEHIZ T - Tk, MHEEOFRBELZP <o, JRANE U TS LR L, IRIE DI
B RNROMBOEEIZE EDDH L,

8.2 AFIOEHIZ LY, FIUCHE, M. HMmERIEZ . R - MRE 2 0 5 TWE MRA FRER & T
HEER KGR T, NHREMEIC LV BIERE DR Z 2D BIEERIB AN D bbb Z L0 d
Do FIERE BTG 2 Ik L2 AUXEME R, IRE R IUESICHRY | R s kO E
FCTHETRARRERDZ DD D,

L7eRo T, &GRFICH L, BHEPIEG% 2~3 B E TR, SRR THIH bbbl
BElZiE, EBICEMCBm TSI 0EETS 2, [6.2, 9.1.1, 9.8.2, 11.1.2 /]

83 AL Dvav s, TFH7 47X —OREEFMEICTHMTE D HENRVOT, RORE%
EHZk, [11.1.1 2]

8.3.1 FHENCMHHEEICOWTHORMRZ2EIT) Z &, 2B, PIAEMESEICL 27 VAKX —FiTsd
BT D &,

8.3.2 HHITHEL UL, T va v 7T H2RBNED ENDHEFEZ L T 2

8.3.3 KHBAN LR EGK THET, BELLHOREBIMRI-E, +o2BlEE1TO
HRRMEZITEERBET L L,

8.4 JLMLERIA . EEFRIERAE, M/ VR AFRRERIEZ . BB BRI R b d T &
W HDT, MEREFOBEY+754T75 2 &, [11.1.7, 11.2 ]

8.5 ITHEREE ., HENH LOND Z ENH DD T, EHMICHFSEMREZ1T ) 72 EBIZR &2 +/0I2q7T
92 &, [11.1.8 ]

8.6 At EE, BUN O k&, 7 v 7F=>0 bR, BHRIMIE, ZR., EARISGLDND Z LR
HDHDOT, EMRICEREMRAELZIT ) R EBIE L7475 2 &, [11.1.9, 11.2 /]
(RERIRARE)

8.7 LMEILZRKTHBENNHLOT, BEHEITITORWI &, [11.1.6 Z#]

&
Tk, BRI, &

17



6. HEDEREAIIBEICHTIIRE
(1) AHHE - BIEESEOHLBE

9.1 AHHE - IEESDHLEE

911 EBEE. KBREFEORMEEOHSHE

BRI REOEERKIBRND LbNoBENRH 5, (8.2, 11.1.2 BH]
912 7 rE—H@KEORE
HAEOHIRRT LA =GR H bbb BENNH 5,

9.1.3 EEHBNEDEE
AENIFH~OEREERIC X 0 IHEZ#H T 50T, JERPET 282003 H 5,

(2

) BHREEESE

9.2 BREEERE
PR IAF O T PRMRE RS TIIAR WA, IR ER T2 B8 Eh i H 5.

(3

) FrirElE®BE

9.3 FFReESTEE
FRVFHEE D720 MHICEBMNERE T 5B8ZNNH 5,

(4

(5

) HFEREEE TS E
BE STV
) bEbm

9.5 TR
Tl TR L TN ATREMED & % ePEIC T G- L2V 2 E R E Ly,

(6

) R3LWE

9.6 1ZELIF
BEEOFRMELEORAREOF LB E L., B oM It amird22 &, v MRERLF
~BATT D,

(7

) INRZF

9.7 MNR%E

MRZE)

9.7.1 FEIRARBRIZIENE L CTuiauy,

(BHAEKER. FiER)

9.7.2 FRIMLBE L THGAITITEERICEGTHZ L, AAEICBWT, XU UAT LV a— LOFIRNK
& E (99~234mg/kg) (X0, FEIER (HXEMEN, 7 R—v A E85) MEHAKE
VIR LIZEOMEND D, AFNITMAIE L TR UAT NV a—LEEH/ L TN5D,

18




(8) EinE

9.8 BiNE
9.8.1 —fIXICABERENMET L TWD,
9.8.2 (AIEMERIBREDEE LR KIBENL bbNAIBEFNRH S, (8.2, 11.1.2 BH]

7. HE%EHR

(1) tREREZDER

10.1 BFAEE (BFALLGZWNT &)
FEHN E BRAEAR - 58 71 By - febRiR1-
Ty AR~ FH L THARBNODENH & D|HiE D VAR > —2 50S Subunit
(=) 2 5% nNpnEEZ LD, ~OBFIERARA]L 0 Ee,
[2.2 ]

(2) HRAFE L ZDEK

10.2 HiAEE (BFRISEET S )

A4 55 EEAER - FFE Tk &R - fabRIA 7
ARAH 5 st A AR E R 3 TR S 4L 2 o AFN TR B ER 2 A+ 5,

AFHY A =T L
YR T

. Bl¥ERA

11.El4EH

WOBWERNH b Z ENHDHDT, BEEHITITV., BFNEREO LN HAICIT&RE % |
157 SR E AT Y 2 b,

(1) EXGEHER & OHER

1.1 EXLEMER
111 avy BERR), 7F245F0— GEAH)

WEOR RSEE, e, M TRE, SRS EDTF 74 9% —%E5 2 eRNHHDT, BEE+5
ATV, BEDRRD DN GA TR G A2 TR L, MEOHER, RIROMFEE, Kl O MRS D
WY 7 E AT Z &, [8.3 ]
11.1.2 BEEXKBREOOELXFHSERLEREL BT RH)

M9, BEE O RN D & ONHEITITE HIZRS2HIE L, iR, Nra~A v oRnis%
OWE R EEITH Z &, [6.2, 8.2, 9.1.1, 9.8.2 ]
11.1.3 hEMRFIEFERMRE (Toxic Epidermal Necrolysis : TEN) (HEEEARE]) . RS R5IEAREE &
B% (Stevens-Johnson fEf&E) (HEAH), R[UERARMERPHERALE (B RU) ., BIBTIERRE %
(BEERH)
11.1.4 EFIEBBUEERTE (SFER9)

PIBER & LCRZ, BED A LI, BICIFHERERE, U o HilER, Amskgn, a2z,
FAY BRIV &4 O BREO BERBBIERRH b D Z LN LD T, BIEE+40T
W, ZOX I BRIERR S SN EICIE, &S EAFIEL, BWORMELITO 2L, EFIEED
F&95 . AN, e ESOIERN RS D WVITEBELTH I ENHHDOTHEETDH I & 2D,

19




11.1.5 MEMEM% (AR, PIEEEHE HERH)
FEEN, WMk, PR A MR X RIS AFEREREE S A 1L 5 MU MEN K. PIESEMERER & bbb d
ZERHDHOT, BEETHATO, BENRBOONLGEASIITES 2RI L, BIREERLE S
K OBEEZ DY LB Z1TH 2 &,
11.1.6 iMBIE (BEERH)
SHRFFEIC LV MEER Db EOWMENRH D, [8.7 BH]
11.1.7 AMEREAD GHEAY), EBERBRE (BEAU) . m/pREL (0.01%)
(8.4 &H]
11.1.8 FFtRERREE (A1), |E (BHEAH)
AST, ALT. AI'P %0 EH 200 IFRERS . SERH LD Z LR 5, [8.5 ]
11.1.9 SHEFEE (HEAH)
[8.6 ]

(2) Z0inEI{ER

10.

1.

11.2 FOHOEIER

0.1~ 5% A 2 0.1%A5 2 RN
THAb2R T, L - MR B, MW TR
0 E B, £ O ALBE, TEIE
1K ¥ IR ERYE 2 F i ERIEA BRI ER
¥ ik BUN @ |5 s LT F=r o RR, EHEM
JE. 2R, EAR
R Hig, HFEW
P A ARUE % I HRE
BESHAL  |ARNEEGC K 298 m - A RPN 5 L D ke v
IR%s. FRAWNE 512 X %8
E - MG
Z DA, FEUS BHIEDIETY . BN, BR. (R, /KR ER, £%
2k PEBA 2%

a : FEBUHERE 136 R A 2 e,
b: [8.4 =]
c: [8.6 ]

. BRRERRICKIZTRE

BEEIN TR

BERS
RE I TV

HALOZXE

148RALDOEE

141 EFEEROIE

(FARNES)

14.1.1 R EHFL2WIGAICOBMER/INRBIZIT Y 2 & [A—3 0 ~O KEEH I Th N2 &, RIS
A REI, B, IR, SR, DNRIITEET L2 &,

14.1.2 WREATHNL ZET 5 2 &

20




14.1.3 JEHEHEZRIA L & & B2 272 0 MO 2 A7 S IRE H IS 2 k& | M 2K 2
THEHTDZ L,

12. TOHDEE

(1) BEFERAICEDSCIESR
BE STV

(2) JFERERHERICE D 1HH
BEIN TN

21



X. JERREREARICEAY H2HE

1. FEEHER
(1) ENDFEIBHER
(TVI. HZNSEEIZBET 2B OEBM)
(2) REeHFEESR
MR L
(3) ZOfDIEERFER
BRI L

2. BMHER
(1) HEEESSEHAR
MR L
(2) REBESHEHAR
MU ERR L
(3) B=ENER
M ERR L
(4) BARMERER
MR L
(5) 4&RERESHERAR
MU ERR L
(6) BFFIEHERE
MUERR L
(7) TOMOBHHEM
<HARRPEEMERER (TE) >Y
F O TESERRIMENE &7 9 (18 3 J0) OISR ImL[ 7 U v~ A v U VBT A7 )L L LT 150mg
(Jiffi) /mL/site] & HREIFHENESG L7z, 7eds. BIEME LT 6% LU 0.76%HFlE 4 . fatExf
W& L CAERAE /K% 1mLisite AN G LT,
Be b5t 2 8 X OVT BICTESTEAL OGRS 2 T it O WHRMRE A YE IS » THEEO X WIRA MR
A AT &R, FRERE S MEHE RIS > TRERIZHIE LT,
[ IR A A B ]
D RFTER A R B2,
R D FRAL 35 J OB GBI I B R B 22 FR EE Ot IBE, DT e fER RS b b,
CHEEO M, NI, T a RN, BEOHIENRD NS,
CIREEOFEM, HIMEE, FHRAEENE, ERSRED LD,
DB A AN EO D,
[EL ek et o e RS
I :EHO2B%, 7TAZOWTROMEICENTHABAREAKIZ LT DO RATEERRFESES L
IEFWVHD ET 5,
O:EHO2 B, 7T HEOWTHORERICBW TS 0.75%NEER It L2 0 & M EE 2 85\ 23,
W ORE R EFRATE KT L O RFTEEEN RN D LT 5,
I : EHO 2 B, 7 FEOWTIORRICBWO TS 6%FEREIZ I LZ O RFTEEMERTINRS,
TV DFERD 0.75%HERIZ L L £ D RFTEFEMEAFE S L I3 b D L35,
IV:ENO 2 A%, 7T AZEOWTROFFICE W T 6%EFRRICH LZ O RFTEEENFESE S LS IX
NEDET D,

o

N R

22



[ 2B A ]
55 A PN 4% 5 IRp D ELAR P 5 P

PRI A A =27 CEYfE)

i 2 % 7 % HE
A BRAIE K 0.0 0.0
0.75%[Ef% 2.0 1.7
6%EfE 3.0 3.3
7)o HA SRR 1.3 3.0 il
R A 1.1 3.0 il

23




X, BEMERICEYTSRE

1. RS
TV AL U AT )L
mo 5K 300mg [NIG pE P S
IV =AY VBT ATV | ) BE-EMEOLNFEICIVERTLZ L
4R 600mg TNIG )
Aoy | 7V EA~vA ) VBB ATV L
2. AMHE
24

3. A¥RETOFFE
SIRRTT

4. RO EDEER
BREINTWRN

5. BERITEM
BERMEELTA RN A
<FTvolLsy  H
Z OO BE T EM - &

6. RA—m% - EA%hE
[F—psy « #4732 S HEFHK 300mg, %7 > S K 600mg

7. EREEEAE
R

8. WERFTRABEABRVEARES. EMELNTHEEAL. REMKBREAR

(D) EIA4L0) VBET X TILiE5#% 300mg TNIG))

KR B S L R i 7eBa 4k
R Wis s, BLEAR 727K R R BRI ) B 7o BR A
FHH FHH #HH
H 72 o 1995 4 1996 1996
s F oy S K 20700AMZ00813000 F *
BH 4 12 22 H 7H5H 7H5H
Rogs | N F v EHK 2006 4 2006 4F 2006 4
21800AMX10790000
2% | 300mg 8 H17 H 12 4 8H 12 4 8H
W55 | 7V v B~ A v 2008 2008 2008
T F 22000AMX02347000 * $
ZEH | 300mg [ 4 A = —| 10 H 14 A 12419 A 12419 A
VARV S RV 51/ 2022 4 2022 4
TR n N
300mg [NIG 6 H 17 H 6 H 17 H
VDIV e (VI
K754 T “| 20234 2023 4 2023 4
= 27 VVES K 300mg 30500AMX00010000
A 'NIG) 1H 10 H 6716 H 6716 H
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(D)o FTA4L0) VBT XT)LiE5#% 600mg INIG))

Ul 6 7R IRMEENGH | ARIERAAA
o Wis s, RS AR 58 7K R SR R UE L A 52 BA i
FHH FHH FHH
AR 58 o 1995 1996 1996
e RFvay S TR * 20700AMZ00813000 F F
BH i 12 H 22 A 7TH5H 7TH5H
Rogs | N F v EHK 2006 4 2006 4F 2006 4
21800AMX10791000
ZH | 600mg 8 H17 H 12 4 8H 12 4 8H
Wredh | 7V v F~A v U EFR 2008 4 2008 4F 2008 4E
22000AMX02348000
258 | 600mg [# 1 3 —] 10 H 14 A 12 H 19 A 12 H 19 A
VARV S (R 51/ 2022 4 2022 4
TR n N
600mg NIG| 6 H17H 6 H17H
TV Ew A R
K754 T *| 2023 42 2023 4E 2023
T 27 )VIESE 600mg 30500AMX00011000
B 1H 10 H 6716 H 6716 H
[NIG
9. FEXIIHREM. RAERVARLEHEEMNEFNOEABRUZTOAR

BEA A 201448 H 25 A

ShHE

I AIENROMEOBN @« S5 AL OBRR, FAR

10. BFEEHR. ISR LARFABRUVZTORE
FRREAMAS S (BUESE ) © 2004 49 H 30 H
g (A) ARFHO L2 A ETIUXIEEIEE 14 &5 2 H& S GKRRIESGEHR) onTFiich
A LR
1. BEEHM
AL L7220
12. BERMFIRICEET 516K
AFNE, FEIBICET A HIRIZED HIL TR,
13. &£#Ea—F
B SR AEYE | R ER S 2 — R . Lt N ERLE
52 HOT (9# 5
Bt INEEHE G 2 — R YJ =—F) (O &5 VAT LHa—F
AN i )|
VAT AT VIESR|  6112401A1186 6112401A1186 110648003 621064804
300mg INIG]
AN i )|
VBT AT VISR 6112401A2204 6112401A2204 110654103 621065404
600mg INIG]

14. REHRTLOIE
ARENTZ RN D% FEEIRMITEEY Lgw,
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1. ELESHETORFTRE

AT 2EEUIR, HEMOCHBIZUTO LB THY | SETORBIRDL L 138D,

BRE X TSN R

HVENR OV &

(OB s oA )

IV H A NEEOT RUKER, Lot
EREGJE. Ml BREE A7IX%V7%3/ﬁXE\
RNr7TuATRE, TVRTIRB, ~A a7 TR

~J&

G PEIE)

Wi sE . WEEH - MEERE . RPkS, SMERE K.
iz, ABVERFREIRAL O " UIEG, hER, Bl

Pede, SEHERNOOBRSR, K

R FR IR N 5

WE., RAIZE, 7V X~ LT1HB00
~1,200mg (Jiffi) % 2~4EZ53 T T AT
2
@ﬁ\¢ﬁﬁd\ﬁUyﬁv4VV&Lflﬁw~
25mg (Jiff) /kg# 3~4lENZ /3 CHRMERHET D,
7B, HERTE O EERYYE 2 iﬁ% W T T,
BN CIX1H2,400mg (Vi) F THE&E L, 2~4[A
TTEET A,

F7=. /NETIHX1H40mg (Jiff) /kgE THEE L,
3~AEZ 3T TR 5,
FUREEICEE LTk, AKI300~600mg (111f) &
7210 100~250mL® HJ&5% 7 K o ERK, B &
ABRRIEIR LT X FE LA S5 O MR VMR L.
05~ 1B T T+ 5,

(FH AN TES)

WE., RAICE, 7V F~A 2 LT1H600

T35, 2B, FERICE D EEEET 5,

~1,200mg (Siff)) Z2~4[E55 T TR TES

<Daily Med (USA). 2024 £ 3 JJ >

E 4 K[

s Pharmacia & Upjohn Company LLC

e CLEOCIN PHOSPHATE- clindamycin phosphate injection, solution
FIE - Btk 300 mg/2mL, 600mg/4mL, 900mg/6mL

INDICATIONS AND USAGE

CLEOCIN PHOSPHATE products are indicated in the treatment of serious infections caused by
susceptible anaerobic bacteria.

CLEOCIN PHOSPHATE products are also indicated in the treatment of serious infections due to
susceptible strains of streptococci, pneumococci, and staphylococci. Its use should be reserved for
penicillin-allergic patients or other patients for whom, in the judgment of the physician, a
penicillin is inappropriate. Because of the risk of antibiotic-associated pseudomembranous colitis,
as described in the BOXED WARNING, before selecting clindamycin the physician should
consider the nature of the infection and the suitability of less toxic alternatives (e.g.,
erythromycin).

Bacteriologic studies should be performed to determine the causative organisms and their
susceptibility to clindamycin.

Indicated surgical procedures should be performed in conjunction with antibiotic therapy.
CLEOCIN PHOSPHATE is indicated in the treatment of serious infections caused by susceptible
strains of the designated organisms in the conditions listed below:

Lower respiratory tract infections including pneumonia, empyema, and lung abscess caused by
anaerobes, Streptococcus pneumoniae, other streptococci (except E. faecalis), and Staphylococcus
aureus.

Skin and skin structure infections caused by Streptococcus pyogenes, Staphylococcus aureus, and
anaerobes.

Gynecological infections including endometritis, nongonococcal tubo-ovarian abscess, pelvic
cellulitis, and postsurgical vaginal cuff infection caused by susceptible anaerobes.
Intra-abdominal infections including peritonitis and intra-abdominal abscess caused by
susceptible anaerobic organisms.
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Septicemia caused by Staphylococcus aureus, streptococci (except Enterococcus faecalis), and
susceptible anaerobes.

Bone and joint infections including acute hematogenous osteomyelitis caused by Staphylococcus
aureus and as adjunctive therapy in the surgical treatment of chronic bone and joint infections
due to susceptible organisms.

To reduce the development of drug-resistant bacteria and maintain the effectiveness of CLEOCIN
PHOSPHATE and other antibacterial drugs, CLEOCIN PHOSPHATE should be used only to
treat or prevent infections that are proven or strongly suspected to be caused by susceptible
bacteria. When culture and susceptibility information are available, they should be considered in
selecting or modifying antibacterial therapy. In the absence of such data, local epidemiology and
susceptibility patterns may contribute to the empiric selection of therapy.

DOSAGE AND ADMINISTRATION

If diarrhea occurs during therapy, this antibiotic should be discontinued.
Clindamycin phosphate IM administration should be used undiluted.
Clindamycin phosphate IV administration should be diluted.

Adults

Parenteral (IM or IV Administration)

Serious infections due to aerobic gram-positive cocci and the more susceptible anaerobes (NOT
generally including Bacteroides fragilis, Peptococcus species and Clostridium species other than
Clostridium perfringens):

600-1200 mg/day in 2, 3 or 4 equal doses.

More severe infections, particularly those due to proven or suspected Bacteroides fragilis,
Peptococcus species, or Clostridium species other than Clostridium perfringens:

1200—-2700 mg/day in 2, 3 or 4 equal doses.

For more serious infections, these doses may have to be increased. In life-threatening situations
due to either aerobes or anaerobes these doses may be increased. Doses of as much as 4800 mg
daily have been given intravenously to adults (see DILUTION FOR IV USE AND IV INFUSION
RATES section below).

Single intramuscular injections of greater than 600 mg are not recommended.

Alternatively, drug may be administered in the form of a single rapid infusion of the first dose
followed by continuous IV infusion as follows:

Table 2: Serum Clindamycin Levels Maintained, Rapid Infusion Rate and Maintenance Infusion

To maintain serum clindamycin levels R:i?)t:i infusion rate Maintenance infusion rate
e 1o
5 megimL. for 30 min 1.00 mg/min
6 megimL. for 50 min 1.25 mg/min

Pediatric Patients 1 month of age to 16 years

Parenteral (IM or IV) Administration

20 to 40 mg/kg/day in 3 or 4 equal doses. The higher doses would be used for more severe
infections. Clindamycin should be dosed based on total body weight regardless of obesity. As an
alternative to dosing on a body weight basis, pediatric patients may be dosed on the basis of
square meters body surface: 350 mg/m2/day for serious infections and 450 mg/m2/day for more
severe infections.

Parenteral therapy may be changed to oral CLEOCIN PEDIATRIC® Flavored Granules
(clindamycin palmitate hydrochloride) or CLEOCIN HCI® Capsules (clindamycin hydrochloride)
when the condition warrants and at the discretion of the physician.

In cases of B-hemolytic streptococcal infections, treatment should be continued for at least 10
days.

Pediatric Patients less than 1 month

The recommended dosage is 15 to 20 mg/kg/day in 3 to 4 equal doses. See Table 3 regarding the
dosing regimen for pediatric patients with post-menstrual age (PMA) less than or equal to 32
weeks, or greater than 32 weeks to less than or equal to 40 weeks.
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Table 3: Dosing Regimens for Pediatric Patients with PMA less than or equal to 32 weeks, or
greater than 32 weeks to less than or equal to 40 weeks
PMA (weeks) Dose (mg/kg) | Dosing Interval (hours)
Less than or equal to 32 5 8
Greater than or equal to 32 to 7 3
less than or equal to 40

PMA: Post-Menstrual age

Dilution for IV use and IV Infusion Rates

The concentration of clindamycin in diluent for infusion should not exceed 18 mg per mlL.
Infusion rates should not exceed 30 mg per minute. The usual infusion dilutions and rates are as
follows:

Dose Diluent Time
300 mg 50 mL 10 min
600 mg 50 mL 20 min
900 mg 50-100 mL 30 min
1200 mg 100 mL 40 min

Administration of more than 1200 mg in a single 1-hour infusion is not recommended.

Parenteral drug products should be inspected visually for particulate matter and discoloration
prior to administration, whenever solution and container permit.

Dilution and Compatibility

Physical and biological compatibility studies monitored for 24 hours at room temperature have
demonstrated no inactivation or incompatibility with the use of CLEOCIN PHOSPHATE Sterile
Solution (clindamycin phosphate) in IV solutions containing sodium chloride, glucose, calcium or
potassium, and solutions containing vitamin B complex in concentrations usually used clinically.
No incompatibility has been demonstrated with the antibiotics cephalothin, kanamycin,
gentamicin, penicillin or carbenicillin.

The following drugs are physically incompatible with clindamycin phosphate: ampicillin sodium,
phenytoin sodium, barbiturates, aminophylline, calcium gluconate, and magnesium sulfate.

The compatibility and duration of stability of drug admixtures will vary depending on
concentration and other conditions.

Physico-Chemical Stability of Diluted Solutions of CLEOCIN PHOSPHATE

Room Temperature

6, 9 and 12 mg/mL (equivalent to clindamycin base) in dextrose injection 5%, sodium chloride
injection 0.9%, or Lactated Ringers Injection in glass bottles, demonstrated physical and chemical
stability for at least 16 days at 25°C.

Refrigeration

6, 9 and 12 mg/mL (equivalent to clindamycin base) in dextrose injection 5%, sodium chloride
injection 0.9%, or Lactated Ringers Injection in glass bottles, demonstrated physical and chemical
stability for at least 32 days at 4°C.

IMPORTANT: This chemical stability information in no way indicates that it would be acceptable
practice to use this product well after the preparation time. Good professional practice suggests
that compounded admixtures should be administered as soon after preparation as is feasible.
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Drug Name Category
F—ANTZ VT D4E clindamycin A
(2021 4% 4 A #R)

BE O
F—A NZ U7 D545 (An Australian categorization of risk of drug use in pregnancy)
Category A :
Drugs which have been taken by a large number of pregnant women and women of
childbearing age without any proven increase in the frequency of malformations or other

direct or indirect harmful effects on the fetus having been observed.

30



XI. {F&E

1. BR#F - REXIRICERL THREKHRZT S ICH->TOEEHER
(1) #»#

Y LR
(2) HE - BAMRUREREF 1 —JHEBMEHER

Y LR

2. TOMOBEERH 22

AEOERICEAT 3R

Vo AAIZ AL BLE LT D BRICIE, SRAIORMSCEZER L, HIld 52 &,

AT, RA O EMICET AERTH Y, hF LA LT LB - Z24aivt
WZOWT OFEMITFER L TRV, £/, BE LB oMb 2R L EMHIZ O W TR L T

(1) pH Z#EAER

- e Hk | e 0.1mol/LL HCI (A) mL ik 4 24,
AV b & B e Z
- pH | pH | 1mol.NaOH (B) m1] PH | %k | iR
IV EeA Y (A) 10mL 1.76 | 472 | 7L
f o 27 LV IEHIR 300mg |6.0~7.0| 6.48
300mg/NIG | (i) (B) 10mL 12.25 | 5.77 | 72 L
VAV e R I (A) 10mL 5.54 1.06 | 2L
fp— 2 VISR 600mg (6.0~7.0| 6.60
600mgNIG | (7 fith) (B) 10mL 833 | 1.73 | 7Z&L
< TV EwA Y UEET AT VSRR 300mg NIG) >
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14
0.1mol/L HC1 0.1mol/L, NaOH—
1.76 6.48 12.25
< TV EvA Y UEET AT VSR 600mg NIG) >
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14
0.1mol/1J 0.1mol/L
HCl— —NaOH
5.54 6.60 8.33

(2) FAZAHER
ORI F 15

[. AAl2mL 1 % % A FER i S L,
AH AmL 1 & & SIS L7,
Bl 3655 & A BRI 100mL IZELA L2 IRIRICAR] 4mL 1 F 2 A Lz,
Ficl A& 3554 % A= B R 500mL (CEL A L 72 TRIRICARA] 4mL 1 2Bl A L7z,
KAl 4mL 1 8 & Bl & AN EER A LT,

= =ZEF
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(RAESAE - =18, 1000Lx =ENEELET)

3K fid il & 1% D IRFE
2h e A .
. o EAAE _ﬁ‘it"' IE £
4 B 5405 AR | PBEE ) mams | 3 S | 24 1R
) %
. N _ A8 (2, 75 (5, 75 B (5, 75 B 92, 75 B
~ IEESN -+ o [ N
?;ng?{%“ A7 soomL]| 1 oH 6.74 6.71 6.73 6.71
B AT (%) 100 98.9 97.0 98.2
B NABY T 1 s1481 HE-£0 7 B ¢4 ViR B ¢4 R B (0 V5
¥ [ 1 ) — it i A 700mL| I pH 4.48 4.49 4.47 4.46
# ™ AT (%) 100 100.6 100.4 99.7
I SE | mewmy) | meEy | mEED | RG]
(5 1t ) — i A 700mL | 1I pH 4.45 4.44 4.45 4.44
- FEA7 R (%) 100 99.9 100.1 100.3
FoA L 1 Bl 1000 A AT OB WOEHE | HOER
(7 /W0t BRE - v 4 II pH 5.66 5.65 5.65 5.66

N L -

3] m 17 (%) 100 99.9 99.7 99.2
7= | R AL 2B 1000 AN ) HOEH TR HOEH | BOEH
| TN B e mp, | I pH 5.43 5.43 5.42 5.41
B3] A7 (%) 100 99.4 99.0 99.2
7 | B—7 U — Nk A8 (2, 75 (5, 75 B (5, 75 B 92, 75 B
| [T pE-ERYE - 4| 500mL| 1T pH 6.72 6.72 6.70 6.70
7 3] FEAER(%) 100 100.0 100.0 100.3
B | ZAh Yy 71 Bk AN A7 OB WOEHE | HOER
B[ Wb EBAE - © 4| 903mL| 1T pH 5.13 5.11 5.11 5.10
A 3] A7 (%) 100 100.4 99.7 100.2

TNHY v 7 25k AN HOEH AT HOEH | BOEN

(73 /- Wi - BARE - E X 131%3 1 oH 5.34 5.32 5.31 5.30

S A7 (%) 100 99.8 100.0 99.7

A AT Y AHE A I AHE A I AHE A I
FEFEIRE [~ A 5 | I e £ B A 410, 7 400, 7 400, 7
A B Aot 500mL | I pH 6.56 6.53 6.51 6.55
i o FEAER(%) 100 99.5 98.9 98.2
W0 e A8 A2, 7 92, 75 B 92, 75 B 92, 75 B
R /[%}ZTWT?’FWQ 500mL | I pH 5.76 5.77 5.77 5.75
m T A7 (%) 100 100.4 98.9 99.5
%l - 4] 4HE £ V5 ] 4 (4, 7 B MR | AR
CSLEE Y w4 L] 500mL | I pH 6.60 6.59 6.61 6.56
= Bl (%) 100 98.7 99.0 98.2
R 48 mEapy | Eewy | EEEY | BaEY
fi#t [ii%%k] 500mL | I pH 6.75 6.77 6.78 6.75
Zal A7 (%) 100 99.3 97.9 98.0
A8 (2, 75 (2, Y5 B (2, 75 B 92, 75 B
I pH 6.64 6.63 6.65 6.65
ﬁjgj{fgg;g] 1A BArE%) | 100 100.6 100.2 100.1
v s1481 SRR/ 95 — — —
pH 6.61 — — —
AN (2, 75 (2, Y5 B (2, 75 B 92, 75 B
W] RS L B e M ST TR I pH 6.59 6.59 6.59 6.56
L |100mg %A 3 —] 1A A7 (%) 100 100.7 101.2 100.5
# | [RS8 U HERE] v AN SRER — — —
pH 6.58 — — —
A8 (2, 75 (2, Y5 B (2, 75 B 92, 75 B

. » I pH 7.84 7.84 7.84 7.85

T _pH

Z[;f o ;:%2/53(‘;?% 1A R | 100 99.7 100.1 100.1

v s1481 SRR 5 — — —
pH 7.88 — — —
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3 Bl B &% O IR
%h WFE4 ~ & -,
. A AR IE L
2 [pk 405 AR | PR | wam | sesm | emsm | 24w
$H eSS
AHE 44 VEH A0 44 VEH AHE 44 VEH A0t 44 VEH
Jht 3 FPE20mg 5% s1481 (0 YER A (0 YER A (0 B BH A0, P A
Al ooes K 1A | II pH 6.67 6.67 6.68 6.66
s A2 (%) 100 100.3 99.6 101.5
. . AN 145 7 140 7 B 140 7 B 4 (5, 7 B
| NS e
" 7[; t/1 fz S ﬁomg 1A | I pH 6.67 6.67 6.67 6.66
h A2 (%) 100 99.8 100.5 100.8
S8 1 (0, T A 1 (0, 5 A 1 (0, T A 410 B T
i ~L VB ESIK10mg 1A v pH 6.64 6.63 6.63 6.66
I =Y DAE . e FA7 (%) 100 99.7 101.1 100.2
" il 8 M) — — —
. . 10E ¢4 T 10E ¢4, 5 ) 10E ¢4, 5 ) 40 £ P
F =0t g T 10meg S8 £4, 75 ] £4, 75 ] £4, 75 ] [
a4 a0 A V| _pH 6.45 6.45 6.46 6.46
(= H LB AR FEAT (%) 100 99.7 101.3 100.3
R il sl =] — — —
1ff.
e S L0 SMB | EEEP | RERATH - -
~VH T U EFE10mg
EIA [DE) P ] 1A | II
;ﬁ pH 6.55 6.55 - -
;’E wg | memn | mepy | wepe] | s
%’E‘ Ta AL T 4 o 20ng
= [(FATBAXSALTAZ 7| 1V | I pH 6.66 6.66 6.69 6.67
. F 7 2]
2 PEArER(%) 100 99.6 100.1 99.4
S8 1 (0, 5 A 1 £, T A 1 (0, T A 410 JE T
. o v pH 6.60 6.60 6.60 6.62
v Y ILIR Y -
| ;; Z:iimf i 1A Py 2R (%) 100 100.5 99.6 100.7
) v AN 78 — — —
B pH 6.59 — — —
= A 1 (0, 5 A 1 £, T A 1 (0, T A 410 JE T
A |7 a sy ot Y% pH 6.61 6.60 6.60 6.61
¥ |\ ESkdmg T# 4 93— 1A A2 (%) 100 100.7 101.8 101.3
7= NS =5y v A8 M) — - -
pH 6.60 — — —
AHE 47 VEH AHE 44 VEH A0 44 VEH A0t 44 VEH
Y LT AL Omg 8l (0 YER A (0 YER A (0 YER A A0, P A
e A 0TS 3 R 1A | Il | pH 6.64 6.63 6.64 6.64
A2 (%) 100 98.4 99.0 98.3
M JHE£4 VB JHE£4 V5 H JHE£4 V5 H 4HE £ VEH
1H X Ry u7F 3 FiElomg (7 A8 I (0, 75 I (0, 75 I (0, 75 (0 75
1t ) EREA by aTS 3 K] 1A | II pH 6.66 6.65 6.66 6.66
m L b 17 (%) 100 98.8 99.3 97.8
B, s S8 1 (0, 5 A 1 £, T A 1 (0, 5 A 410 JE T
A B —VEFHE2
i 77[7i :Efj{f] Ome 1A | m oH 6.63 6.63 6.63 6.63
3 A7 (%) 100 100.1 101.8 101.0
o _ AN ) 145 7 B 145 7 B 145 7 B 4 (5 7 B
77 EFVUER r
/J [77;;;@y%iﬁ?20mg 71 1A | m oH 6.62 6.62 6.62 6.62
A2 (%) 100 101.1 99.4 101.6
" F 7 Y L FI300mg v 4N 140, 7 A 140, B 140, 7 B 410 JE T
/1/ (b FrarF sy an~sig @t | m pH 6.79 6.78 6.78 6.76
- T AT )F U T L] VAR A7 (%) 100 99.8 99.6 101.4
R a—5 7 EE H100mg 1V AN 1 (0, 5 A 1 £, T A 1 (0, 5 A 410 JE T
I [ FeanrFyransig| B | I pH 6.71 6.70 6.72 6.71
TZFF RY 7 A] VAR A2 (%) 100 100.3 100.7 100.0
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3 Aicl Bt & 1% D REE]
%h BR7E4 e | B =
5 kA4 5] REEE )| G | WBEE | wams | osmm | emsm | 2amm
5 %
o o 4 WATETEN] | YATEE | AT AEY | R aEn
H XA EER
2| [V BT TR U eERRE | 1V | 1T pH 6.04 6.05 6.04 6.03
VYAV T 4 KBe ¢ Buait &I .
# P17 %(%) 100 102.5 101.7 101.3
| TV AV IV I s RIS | B EEN | WEAEN | BB
%2 R~ H v - Bifgdighkfl| 1A | I pH 6.64 6.64 6.63 6.64
ot W& Al A 2:(%) 100 99.7 101.6 102.2
;ﬁxj ARL=v Uik S8l RS ETEN] | R ETEE] | R AE] | YR aEn
I (i~ H Y - fifgdsnKFn| 1A | T pH 6.64 6.64 6.64 6.63
Wk &) P17 3(%) 100 99.0 100.0 100.6
;;g; g | memy | memw | meEy | e
e WA ) T 7= —FF
o | E20mL [ U FL ) Foe 70| 1A | I pH 6.63 6.63 6.63 6.64
‘)%‘ Ve VAT A EAFH]
X BAr2:(%) 100 98.2 98.5 100.5
R s 6 7 6 7 6 (0 7 B
Eil I pH 6.66 6.66 6.65 7.67
P FEH AT 7 4 —Y 1100 ])1\7‘65 A 2:(%) 100 98.5 100.1 98.6
E| [T_FHY— b A EE] .y S8 ¥ — — —
:Z: v pH 6.57 — — —
5-FUE250 1470 s 6 T A 6 T A 16 T A 10 7 B
e (T dmyS ] 1A | 1T pH 8.06 8.02 8.03 8.06
% A 2:(%) 100 100.7 100.4 101.4
b _ o ) AT AT AT Filg R
e 7[ ; ;j;_%ﬂoomg 1A | I pH 8.59 8.58 8.58 8.61
P17 3(%) 100 99.0 100.0 101.3
ARG g ) WA | AR | MRl | MR
(E7+_FYF Vs | 1V | IO pH 6.58 6.56 6.55 6.51
AV F o WE/FN BAr2(%) 100 — — 99.1
S T I s PSR TER | PR AT | MR | R TR
(277 S Yo ) A 1V || pH 6.58 6.57 6.58 6.58
P17 3(%) 100 — — 99.7
v B AL ) WA | AR | MRl | MR
il [wT A H S F Y L] IV || pH 6.57 | 6.49 6.47 _ 6.38
o P17 5(%) EY—s Rk, BERT
% v 7 A% — A NagplE fl1gl 7 S8 PSR TER | PRI | MR | R TR
o N [E7A4Y—=AF FU Y| 1V | I pH 6.55 6.43 6.42 6.33
ié 2] A 2:(%) BEr— s BRIk, BERTT
b trvn=v 7 iERHlg S48l AT | AR | AR |
[E74_FY>F b Uva-| 1V | IO pH 6.56 6.55 6.54 6.50
AT B LF R Y L] P17 3(%) 100 — — 98.9
77V o Nalkiitfilgl # A s PSRRI | PR AT | MR AT | R TR
ERS 1V | II pH 6.55 6.55 6.56 6.54
(k77 VT R A A 2:(%) 100 — — 95.9
BT Y U NafE R 1T /%) sl 06 T 06 T 16 T 10 7 B
(BT g R oA IV || pH 6.65 6.64 6.63 6.45
P17 3(%) 100 97.8 94.1 89.7
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3 [ Bt & 1% D REE]
%h BR7E4 T -
5 kA4 5] REEE | G | PBEE | wams | osmm | emsm | 2amm
G| %
D ) T g AN IR | OB | I | Mo
[(TuEXt oI hY 5 A] 1V || pH 6.64 6.56 6.49 6.38
P17 3(%) 100 99.6 101.9 101.8
Mo o) N g AN ) A EN 140 7 B 140 7 B 4 (5, 7 B
(B g kY A IV | m | pH 6.65 6.66 6.63 6.47
P17 5(%) 100 94.7 93.4 87.2
I YA Y R S AN O EgaaRio| EgaaRo| g aaR |
A100mg (% 1 3 —) 1V | II pH 6.12 6.12 6.13 6.12
NA AN 1 A 2:(%) 100 98.8 100.3 98.5
- A B AR A I EER0.5g T 2 A AN AE 140 7 B MAEN | EAEY
A |9 1V | II pH 7.38 7.37 7.36 7.32
A [ A a3 AkFn] P17 3(%) 100 98.7 99.9 98.1
B | 2 1t sS4 710 5g 4N 140, 5 A BRI BRI 4 £ 7 A
8| [ A 1<k AR v pE 7.36 7.36 7.36 7.33
| A 2:(%) 100 98.7 99.0 98.2
aF v —SEER1.5g AN 1 £, T A 6 T 16 T 4 £ 7
[7rEvYrFrYoa x| 1V | 1T pH 7.72 7.72 7.71 7.65
WAV E N WR/NN P17 3(%) 100 94.5 93.7 90.6
7 Y7 H¥Y U NaFhti g ) IR | R EEBE | MIEEEBE | RS AER
(53] W ol m pH 6.65 6.66 6.67 6.67
1 N 1
7&;;; IT7x YT RIVA BIFR%) | 100 99.5 99.7 100.0
74 oHIE Mg AN IR | MO | I aEE | RSO EN
(7 U7XV FRUDAl 1V | IO pH 6.66 6.67 6.67 6.67
KF ] A 2:(%) 100 100.4 101.4 100.8
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