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I. BiEICEY 5EE

1. AROBRE
BKENE, 72V H~A TV VB AT NV ERBNR G ET DY avl VU RUEWERATH 5,

(R Fravy SESKR 1L, RET AT 7 —~<v RSt (BRSNS RS BB EEN,
ELTCRZ AR L, BE&AORBRGIEZRE, KEMRBRE LI L, 1995 4F 12 A 22 AIZA&R
ZHUF, 1996 /£ 7 H 5 HICHRGEZBAMA L7z, (&I 698 = (WBFn 5545 H 30 H) ([TEDS K
FHEE)
2004 49 A 30 B, Filifs R FUREKETM) AAagSn, 7oy SERE) 13, JidE
AN) TKGEFHO—H 2L E I IUTIEFIESR 14 &5 2 HA S KGREGREH) OWThIZHi%s LR
W DFERERT,

Z D%k, UTOBRFEALEE LT o7,

HKERAEH B Hr7e4 IH 54

20064 8 A 17 H | /3 v v U EHKE 300mg NFras S SR
NF 3y ERR 600mg

200810 H 14 H | 7 UV v 2~ A T ISR 300mg [ % A 23— | /X a3 PERHIK 300mg
7V A EFHE 600mg [ 2 A4 23— | /XT3 v YRR 600mg

2014 -8 H 25 H., AT EL OB FAK ] OBBESIIFE M BINE T,

202246 H 1 A, RAT AT 7 —<XE&0 5 B E Tl R TS B I 58 AR K S
. FTOBICHREA DR T E X A 23—/ B INIGHIZAERE Lz,
2022 4 6 H 17 BIZHMINE Xiv, BETIRRSHENITFE 2 BItE LT,

202341 H 10 H, 7V v Z~A 25K 300mg INIG)] (X[ 7V v F~AT ) VR AT )L
EHK 300mg 'NIG) 112, 7 ) v ~A v ERIKR 600mg INIG)) X127 V) o F~<A ) g
T 2T VIR 600mg [NIG) JIZHRFEAZEFEOARAZRIG L, 202346 H 16 H LV Ik5E L7T-,

2. SFOAERFEMREE
(AT, 7V oA ) UBRT AT VRIS ET D v a~wA v RUVEMERAITH 5,
(2) ERRREMWERME LT, Yav s, 7T 74 7% — BEEREGREOMEZMH S HELR KGR,
R R AR E (Toxic Epidermal Necrolysis : TEN) | Fz i kEIRIRIERE (Stevens-Johnson
FEMERE) | BRI MRS S MEREE . I DME B 2% . FAIM M BUEE B rE . B MEA 2 . PIE JEMRE,
Ok PLIM BRI | EERRIERAE, /s IFeERES: . BE, RMEEEENSRE I TV D,
(T, 8. (1) HEKRAREWEM & HIHIEIR] DTS

3. HROHFIFMF
Briz7a L



4. BEFSERAICEALTEMTREHH

W AERE B3 2 @,

R kT | T A b B
RMP flis

EMD U 22 B MEmEBE LT |

(R ST B b

Sl A <51 o i

PRI L o B AT .

5. RRFHRURE - EALOFRER

(1) EBEH
M L

(2) & - EALOHREIR
EAERRAN

6. RMP D=
%Y LR




I. &WIZEYSEE

1. R4
(1) ¥4
IV EA ) B AT AESHE 300mg TNIG)
IV E A U AT VESHE 600mg TNIG)
(2) #4%
Clindamycin Phosphate Injection
(3) AMDHEE
—fA L

2. —fg&
(1) 4 (dAiK)
sV Ew A VT AT L (JAN)
(2) #8 (®A&K)
Clindamycin Phosphate (JAN)
(3) RTL (stem)
Streptomyces J& DHELET 2 H1AEWE : -mycin

3. @BEXRITRER
fesAE s

HO 0OH
H
OH
H 3
“CHs
H O
“POsHz

4. HFRRUSFE
F3 : C1sHs4CIN20sPS
4y 1 504.96

5. {t¥A (MfE) XEEXE
Methyl 7-chloro-6,7,8-trideoxy-6- [ (2S5,4R) -1-methyl-4-propylpyrrolidine-2-
carboxamido] -1-thio-L-threo- o -D-galacto-octopyranoside 2-dihydrogen phosphate (IUPAC)

6. BRA4A. fl4. BS.
%+ : CLDM

5&5



. HEESI<EI SEE

1. MELEMNEE
(1) 40 - R
HE~E A ADREREOMm KL TH 5,
(2) Bfgtt
KIZEEFRT <, AZ )= IRRETITS <, =& 2 —)b (95) IZIZE A LT,
(3) BBt
MR L
(4) @R (SR, K. BER
BCNEE R L
(5) ERIGEMMTEY
U EE R L
(6) HEFEHY
PR L
(7) TDMDELREE
FEHSE [l 3 +115~+130° (BiAMIc#E L=t 0 0.25g, /K. 25mL, 100mm)
pH : &8 0.10g 27K 10mL IZIE) L72iK D pH 1% 3.5~4.5 TH B,

2. HYRSOEBEHTISHIT SRR
AR L

3. BV OREERRE. EEE
(1) HesBatBRik
TROMIIUL A~ b JVE
NR—Z MEIZLVERBRAITO, KDALY MV ERBOBIRANLT NAT7 ) o F~A v
VAT AT OAFHESL D AR MV AT D & & W DAY MVIEE— RO & 2 AIZERED
FREEDWIN 278 5,
(2) E&iE
Wik o~ 77 4—
AR - SN EE G
Bah . U BZKFEAN Y A K VBE TR b=k UIWRR



V. RANEYTSI1EE

1. Flig
(1) FEORH
IKPEVE S A
(2) BHONMEBRUHER
. IV BEwA ) VR ATV gV EvA ) VR ATV
e HHHK 300mg TNIG HEHHK 600mg [NIG
- PEIR HE 0~ R R O TESTIR
pH 6.0~7.0
=B 2.7~3.3 (EFAMERICKT 2 )

(3) BAlIa—F
M L

(4) HA DY

(TIV. 6. BHIOHFEEIETFICRIT D LEM] DOESMR)
(5) Dt

EREH
2. HF O

(1) ARG (EHERS) OFERVFMA

TV B ) VR AT )L
EHH% 300mg [NIG)

YR VR AT L
HEHHR 600mg TNIG

W 7e4

1770 (2mL) ¥ :

300mg (71fih)

By (7)o A~ ) VR AT )L

1770 (4mL)
VADINZ e QN ING = &y
600mg (/J4fh)

o 1770 2mlL) F
dN

RV NTIa—) (18.9mg). pH

177w (4ml) F :

FEF (R T L a—)0 (37.8mg) . pH A

(2) BEHSORE
DR L
(3) #E
s gk L

3. RIBRADHERRUVEE
%Y LR

4. AHif

AFNIDOIMEIL. 7V v Z~A 3 (CisHssCIN20sS : 424.98) & L CoHRLZERE (Jiffi) TR,

AAl 1g 13 10mg (Ofl)) Z&HT 5,

5. BAT BTN 55 KM
A L




6. HEORERHTICHETIREHRY
(1) RHIRABR
OOV H~Af ) VR AT VIERTE 300mg INIG)  EHGRGFRER 25°C [KEEEpRE : B6
BRI AT 7]

ABRTH H by R rAr A
<> v B I 9 % A 18 % A 25 % A
PE TWWER2 o o e e
<o~ SR AT DR > TWWR3
RERAB: TWWRI \ \
N TWWR2 A — _ Ay
AAD, V) TWWRS3
= TWWR1
<g‘7@5t§> TWWR2 2.98+0.01%2 | 2.97+0.01%2 | 2.99+0.00%2 | 2.98+0.01%2
’ ' TWWR3
pH 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
RIRVERY) TWWR1
<HOLNITEOHLNDRE | TWWR2 A 1A SEkE A
ML) 2 R T > TWWR3
T R TWWR1
(FHEE - EEE) TWWR2 E — — A
<EORBEZBDRN> TWWR3
am (%) * TWWR1 . } y .
90~110% > TWWR2 100.3+1.6%2 | 98.1+1.3%2 | 96.4+1.8%2 | 95.0+1.8%2
TWWR3
1 BREICHTIERR (%) X2 PHECEERFE (S.D) — : KFEE

Ou Vo H<w AL VBT AT VSR 600mg (NIG) 1%, 7V v Z~A 2 VBT AT LITESHK
300mg [NIG| &M% LWHERERWOREITHY . e EGRBR O F . AN ZZ X580
HAILIE Mo T,

(2) e
OOV E~vA ) U AT IVERE 300mg INIG) B [ apeE - MEFHT T A7

V]
BRIE B o g B
]j“
<Hk > v MES B LA 60 /7 Lix-hr
MR n=3 e . . .
: L JHE (2 VB B D A, Y5 B 0D ¢
< W D> 629301 A O BV DR
pH n=3
P 629301 6.60 6.60
A% (%) n=3 629301 100 100.5

7. RBERUBREDORES
SR EREICEE LTI, AAI 300~600mg (i) 7= Y 100~250mL D B 5 5% 7 R U TSR, H
JRAEBERIR T T X BRRIAIE ORISR L, 30 9~1 BT TiE9 5,



. F EDESELE EEPREL)
(IXM. 2. FoOfoREEE] OESMR)

. B

A LR

10.
(1

B a¥
) FRASDELGER - AE. NENBREERR - ARICHYT IHER

BARUAN

(2) a%

(D) oF2A40") VBT R TIVESE 300mg TNIG))
2mLX10 7 > v

(DGUIEIAL D) VBT X TILiEET 600mg TNIG))
4mLX10 7 7V

(3) PREE
YL

(4) BHROME
TUT AT T A

1.

AR SN S EME

REERR L

12.

ZDfts

MR # BT %k 2 WA kR 2
(D) o824 0") VBT R TIVESE 300mg TNIG))

R
s YL E~vA ) UEET AT LENE300me [NIG) R AT
B | Lot. 940321 10000
R | AR AER (REARTE 1000mL)
Lot. 0A88 Al LE
Wil | A—/ it « v % — ELD-SF-T60 (0.2 m) Tt DA 7 3 b O IR
> K| Lot.100730 (I TR 1) . )
G | 20, 500LxE P EELY F ) Wk Mal /5y
JiiE | K94mL/5y
7Y a3 T AT VESE300mg [NIG) 1
B AR AEFAIR (1000mL) (ZECA L2tk A— ViR > |
AV B —FYFE L, W F L, Tk @=FEESLORR
| RBHE TR OFNEICIEVRIL, 7Y v H~v A g = ik
TE | 25 v oaRENELE, [',_ M 1 — (0 2 m)
Diifiife N > 7035 OEEEEREL : 0, 60, 120, 1804y . B T
@ = iEFe D OEEL : 10, 70, 130, 190%>
@7 L X —i@ilfH D O : 20, 80, 140, 200%) (= @7 445 — @il ORR
ER | ks a~ K757 41— 0
RS
O iy 7 bR = RN B ORI 7B — BB DRI
e (49) 0 60 120 180 10 70 130 190 20 80 140 200
aE (%) 105.5~ 107.9 107.8~1107.8~(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) oETA4L0) VBT A T)Vix5t#% 600mg TNIGI)
IR 7 1k

St IV Ew A ) U AT AEFHE600mg TNIG
" Lot. 970881 N

AR (KREAARE 1000mL)  Lot. 0A8S
iR | RN—/V#@iE 7 4 % — ELD-SF-T60 (0.2 um)
£ | Lot.080901 Ik T3 4t)
5 | =i, 500LxENHEGELE T
W | F4mL/4y
IV EwA ) VT AT LERK600mg [NIG) 1 4
B A AEERER (1000mL) (ZELA Lo, R— ViR~ ¢
NH—FEREEL, WF L,
AREHI FRROFINEICHENRIIL, 7V v E~A ) VR
T AT NOEREEZRE LT,
Sy | OS> 775 OEHRIR : 0, 60, 120, 18047
@=JFiEen b OBE : 10, 70, 130, 1904y

= (DS 2 & 3 & O E R

d i #04ml /4y

L = @=HER b DER

=hitkE

]‘7 BiE A2 — (0 2um

1

g S =~
— @7/(}1/& @]@Tﬁﬁ5%@*ﬁﬁy . 20\ 80\ 140\ 200)7 [E:: :5' {EI? JJP?Fﬂﬂﬁﬁlﬁﬂﬂﬂ
R |k~ 757 41— 0

I WS o 7 10 O SR = AR D D D 4 B & DRI

R (43) 0 60 120 180 10 70 130 190 20 80 140 200

a8 (%) [104.2~]104.2~|104.1~ 104.3~(104.3~ | 104.2~|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. PEEXIEZR
GEGERE)
DIV IERAVVICREDT FORER. LUYHRER. MXHRE. RT R LT FayvhRRE.
NOTRATRAE. TLRTIRB. 13753 X7RE
GEREE)
BRmfE, WAEE - MREEZ:. Wbkde. SHKEX %, ik, BETRBFEO_KESR, FE#., Bl
e, BERODEES, HEik

2. DERXEIHRIEHETHIE

5.REX IZRICEET 5T
(IEEE - MREES . Wbkd. [UREX L. hE k. BIRER)
51 [HUAEWIEEMENOFLIE ) 922 L, PRGSO XLEMEZ Il L7z LT Ao G
DY) LB SN HGEICHEEGTDH I &,
(RhRESLIE)
5.2 RAIOBE I XV AFEMERBRENRS LoD Z ENRH D20, ROGEITIIAFZESL Lz
ENREFE LV, [8.2, 11.1.2 /]
- PR YR E
- IR E AR & D56

(fi#3)

5.1 EFEAICEI & 70 5 EYER R OFRILIZ B3 2 EAGHE CEpk 28 422 A 9 H., EFEAITER L
72 5 R YSE AT R BRI S ) IS X 0 R E SN EAIME (AMR) xR 7 7 v a7 T
(2016-2020) 1ZHS &, FUsAME OB IEMS HOHEEEZ B E Lz THiMAESRE T H o F5]
TR I EA A R AR YLERR L W R 29 6 A 1 BHicAR S, £, ST
12 A 5 BT HUMAEDSEE EFEHO TS X ) dBAK S, NEORERIGFIZET2H
KUBIMENT-Z &6, EH EOEEWETICET 2 A G 3 - A TG A R 1 322 26 RGR
EBRAPEHENT-, 2NO6EZF, MFEXICESx, FiREYEROBIEFERN 2SN X5
BT 570, BRI R BE T 2 EodE) & L THRE L,

3. AERUAE
(1) RERUVAEDMENR

(REFIRPEST)

WH, AR, 72V v F~A 2 LT 1 H 600~1,200mg (J1ffi) % 2~4 [BIZ53 1) CAaiER
ET 5,

WE . DRI, 7V o F~v A LT 1 H 15~25mg (Fiffi) /kg % 3~4 [B)|Z55 ) C A ERE
T 5,

¥, HEEME ST HEIERYYE IIERIZIE U T A TIE 1 B 2,400mg (J)ffi) £ THE&EL, 2~4
23T TR 535,

F7o, AETIEZ L H 40mg (i) /kg ETHEL, 3~4 [ENZ/3T TR T 5,

SRR EHEICEE L Tid, A% 300~600mg (/i) &H7-v 100~250mL O H )5 5%~ N 07 BEEH
A RABAEIR LT X/ BRAIEORIRI AR L, 30 ~1 KT TR 5T 5,
(HAEPRES)

WH. A, 72V v F~A &L T1H 600~1,200mg (JIffi) % 2~4 [BIZ53 1 THHIAN
WS 5, 728, JERICE 0 EEET 5,



(2) RERUABOREEM - Bl
AR L

4. AERUVHAZRICEET 5EE
BRE I LTV

5. ERERALEE

(1) BRT—8/8y r—2
DR L
(2) BREERR
DR L
(3) ARRGRRRBR
DR L
(4) BAEMEE
1) AERIERR
DR L
2) REMHR
AP L
(5) B% - MEANRR
DR L

(6) ampfERm
1) ERARERE (—REMRERE. FEEARERE. EARKLKRRE). BERERT -4

—AHE. HERTRERZRONE

AR L
2) RREHE LTREFEONER GRIELHE - RROBE

L

(7) it
M L

10



VI. EHEBICEYTSEE

1. EEZFNICEEHSILEYRIILEME
Vya~A RS
HE  BEEOH HLEMONEE - IREIX, BFTOBETIRLESRT L L,

2. IR
(1) YERERLL - 1R
HE O U ARV — 4 50S Subunit (Z/EF L, ~<7'F FEBEEREKGE LI LEAGKRELET S 9,
(2) EpEEMITLHBRBE
1821 7 V> H~A Y VR AT VITAERN TR S 7 Vv~ 8 LTHIRE N %
Y9,
18.2.2 7 FUEKEE., LoV ERER (BEKEZBR<) . MREKEZEOLFRMES T AGPEEKE, <7k
Iy HRE, XS MAMLT havhRE, N7 TaA T RARFEOHRIKMEELN~A 27T X<
Wk LHEER 273 9 98 (in vitro ),

AN e & 4 F NN T

SRVPLE 3R bz, BEESY

oz, 9

O7VvH~Avr (CLDM), VravA vy (LCM) OEMREEKICHT HHE AT N T A
IV =AU, 7T AR, SRR ISR L CTER T PUETEEZ R L, IR EREE 2R LT
HERWPLE 103788 b7,

B, BT R U AL R R L, SRR LT b
Bt~ A a7 F X< 2% LCiL 1.56~12.5 1 g/mL CTHEIEHA R

7% 1. FEEERICXT 95 MIC (HfL  pg/mL)
I 6l
PIBBITR 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 o X=A3 v, LCM: Vra<w A

ORI BERR TR 2 IS 04T
BEER Y BERR & L C Mycoplasma 8 ¥k¥ X OY Streptococcus pneumoniae 17 k% v, 7 ) v <~ A
v (CLDM) kO ravA iy (LCM) ORI 2 ik U7 f55. Mycoplasma (2%t L
TIiZ,.CLDM (% 1.56~12.5 1 g/mL THE{EM &7~ L7z, £7-. Strpneumoniae \Zxf L Ci%, CLDM
1% 0.012~0.19 1 g/mL, LCM (% 0.09~0.78 u g/mL THI|TFRWHIHEEHEZRL, 42D —7 1%
0.045. 0.19 1 g/mL T - 7=,

11



# 2. Mycoplasma 8 ¥ DJFE%

PEo3 AT

MIC (ug/mL)

CLDM

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

BTtz £72 (

) NiT% %74,

# 3. Strptococcus pneumoniae 17 £k DJEZVE3 AR

MIC (ug/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)
1 (5.9

3 (17.6)
6 (35.3)
7 (41.2)
1 (5.9

B3k Zz, £z (

) RIE%E R,

%
Bycoplesma 3§ Str. predamcniae 173
60 — 60
— CLDM — CLDM
— LCM

40 7 40
20 20 7

1 T 3 T T T ] T T T T i ] T T 1 [} ] ] T T ]

¢.19 078 313 12.5 50 >100 0.003 0.2 005 018 0.7 313

0.3 1.68 6.2 5 160 0,006 G4 Q09 038 1.58
MIC {ug/nl) MIC {ug/al)

X 1. ERIRABERICKT A 27 Y v A~ A2 (CLDM) BXO) va~vwa1 v (LCM) DRSS AR

(3) RSB - R
M TR L

12



VI. EHEBRICEYSEE

1. mMPREOHTRE

(1) BAERLADGOLFARE
MR L

(2) BEKRSEBRTHESA-IHRE
16.1.1 BEREKE
(RBRMIRNES)
TR A 4B Vo H~ A 2 ) R AT 1 600mg & 1 RE 2 1 CRMERIRN R 5 L7254,
MiGF D7 Vo~ A 2 PRSI TEAAIC 105w g/mL O — 7 f2 7R U, HLiE o i e
WK 30 5y TH o7 10,
(FAERRS)
AN 6 Bllcr Vo H~ A T 251 300mg X 600mg % Hi[Af NS LIz4 .
MFEFOI Vo F~ A VBRETABECHEFIL TR b E 1% E—2 2R LERTh
3.11pu g/mL, 4.82u g/mL Th o7, MiFHEE L 300mg 5T 2.70 K¢fH, 600mg #% 5T
3.54 Bl Tdh -7z 1),
16.1.2 £EPFHRFIEHR
DV ETALI0) VBT X TILix5H#% 600mg TNIG])
22 355 it 00 L3 ST A D ARGR IR EEIZBE LIRA T R E G RO BREIZ oW (1BF 55 42 5 A 30 H
WHEE 718 5)

Y B A ) R AT LERE 600mg TNIG] & 453 S 600mg . 7 7 A4
— RNyl FRFENAML [Z7 ) v~ A ) VB 2T L L LT 600mg () ] f@EERA
BB HEEIFFNNES L CiiEF 27 V) o~ VU REEZRE L, SOy ERE T A —
% (AUC, Cmax) ([ZOWTHERHIENT 21T > 725, Ml o AEW R RS SR Sz 12,

Br

=]
=]

:fﬂyfvﬁﬁmymlz%m
TESHE 600me [NIG
® . 55w SHEFRE600mg

i+ PEEEE, n=14

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

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

13



KRBT A —F

B5 & AUCo-24 Cmax Tmax T
[mg (Jif) ]| [ng (Jiff) « he/mL]| [ng (Jiffi) /mL] (hr) (hr)

AVIE e Vg
VU AT VE 600 32.4+5.4 5.9+0.9 1.0£0.5| 4.2+t34
Hi 600mg [NIG

X5y S R
600mg

600 31.9*£4.6 5.6+0.9 0.9+0.4 | 42*25

) HHEHERZE, n=14)
MIF RN NS AUC, Cmax 500/37 A — & (3, #BRFE OIR AR OERHEEL -+ B 55 O R
R & - TR D TN D 5,

(3) FhEig
FMER L
(4) BE - ftAEOEE
(IVIl. 7. FHEAEH] OEZH)

2. RIEERN/ S X —5
(1) M
DR L
(2) BAEEEH
R L
(3) HEEEEH
DRI L
(4) JUP5YR
DR L
(5) HHEM
R L
(6) Z0ft
DRI L

3. B%[A (REaL—Lay) @&iF
(1) BinAE
MR L
(2) IRSA—ZEHER
MR L

4. IR
AR L

5. 9%

(1) m-REMEEE
KRR L

(2) M#-BEmEPIEEY
(VI 6. (5) ikt DHBH)

14



(3) Eit~nBiTiE
WEHR. MERR, Al MK, PR, ERRRIR, T EREEL, T ESEmOBATE R 5 1919,
(Tvir. 6. (6) #=FhIwl DHEZH)
(4) HEER~DBITHE
Y ERR L
(5) ZoaniEHM~DBITHE
<;,§%>19)
1) #BFOERE
SD ZHEMET v Mcr U v E~ A ) Uik 271 (20melkg) ZHAMNESR L, 0.25 B, 0.5
i), 1 Bef). 2 WefElde L O° 3 WFRI AR ICIE R REIIR & £/l L7z, 72, SRIMBRE BTN, B, &K
JE O Z R L, MEREZHE L,
FARRICE R D 1~5 (A D 0.1M U U EREREE A EEK (pH7.0) 22X KT A XL, &5
WL 07 EiEZBRLE Uiz, 72, MRS~ Utk w00 B & 0 572 g 25k & Lz,
2) EEE
MER & LT Staphylococcus aureus FDA 209P % N7z ~_X—/3—F ¢ 2 73R L0 5 R 2 1
E LT,
3) MR
gV HEwAT ) BT ATV (20mg/kg) 1. T v MR GZ BRI A0 L.
MR L OWHZ W Tl 5% 0.25 e, Blidids L OWFIIC I8 ) Tik 0.5 BEIC i@ B IS L T,
Jifi. Bl X OB RO WP oSS B0 T b M XV &V MENR D b,

Ty MIBIFHZ Y oA, ) VR AT L ORI E

pap FARNIEE (ug/mLor g)
0.25MH# ] 0.5 fH 1F[H 21 ] 3MFfH
14 1.68+0.04 1.36+0.05 1.10+0.11 1.00%+0.08 0.46+0.03
fiti 5.27+0.20 4.83+0.22 3.85+0.19 3.46+0.34 1.59+0.08
5 gk 2.47+0.29 6.34+0.45 4.23+0.33 2.09+0.29 1.28+0.11
Jhig 6.43+0.40 7.13+0.22 4.28+0.63 2.49+0.20 0.91+0.03

(6) MEBEKAE
DR L

6. ftH

(1) REBBELR U HERE
IV Ew A ) BT AT VT ERNTESCICIAK GRS, 7V v E~vAf v rbind, B
TV A I TRPFENNTATFAT VoA, e 7 ) B ANNKRF Y RO
2 SOPLEIETED & HIGHED 2 £ L 5 9 20,

(2) RKMICEHET 5B F (CYPH) OHNFE. BFE5EE

DR L

(3) DEEEHROERRUEZOHA
gk L

(4) REMOFEORRRUEELL, FELE
DR L

15



10.

1.

. Pkt

(RERIRKES)

IR AR RAT 3 BIIC 600mg (IMl) 7 s ERTE L7 6 IERT & TSR HRIERIT 9.3% Th -
7= 13,

(BHARKRS)

TR 4 112 600mg (JIMI) ZAHTE L7=MedD 6 R E CoR PRI RIT 9.2% Th - 7= 9,

S U RR—42 —ICET S5
MR L

. BRNEICEDREE

DR L

WEOHREHT 2B
DR L

T Dt
EE RS L

16



W ZeH4 ERLOEESE) (BT 5EE

—
]

ERARTEZTDER
RE I TN

W

®

EENRLETNEH

2EE (ROBHIZEBELLGLI L)

21 BAIORRG T v a~A R PUEWE IR LIBBUE DR D & 5 B
22 Ty Ru~vA o ERGHTORE [10.1 ]

HRER EHHRICRET HER L T DEB
(Tv. 2. %hie

I RICBEE T 2 FE) 22T H 2 L,)
AERUVHAEICEET IR L TOERB

PRE I LTV

EELEAXRMIEEZTDER

SEELEXRNIE

(rEEHwEE)

8.1 AANDEFAIZHT-»> Tik, MHEEOREEZE 20, FAIE U CTRZMEEHER L., BROIRHE
M ER R NBOWIOFEIZE DL L,

8.2 AANDEGIZE Y . FAUTHEE, M. HIMEREEZ . R - Mi{E 20 5 BUE TRl 2 Ak &9
HEBERRGR T, NWHREMRAIC LV AIEEEO K 2 D BIEMERIBRRH bbb D Z L b

%o FIERIE OG22 P IE L VB E ., (RE A IAESICMR Y | Frimilina b OEes 8
FTETRARLRDZLBD D,

L7z o T, ®EBEICH L, HEPUIHKG% 2~3 BB £ TR, HEZ PR S bbb
LA, EBIZEMCBMT L >EETHZ &, [5.2, 9.1.1, 9.8.2, 11.1.2 &M

83 AFNC LAY avl, TT74T7F v —DREZHERIZTMTEDHENRNOT, ROBEL
LBz L, [11.1.1 B8]

8.3.1 HENCH S I OWTHoRMZE21TY 2 &, k. HUEWESIZ L AT LA —EIILT
BT HZ L,

8.3.2 MAEICE LT, 4T va v /BT IHIRENED ENLHEHE L TEHELZ &,
8.3.3 WM LG TH E T, BELLHOREIZRE, +oeBlSR42iTo 2 &, Frlo, &
SEMBEZITEERBET L L,

8.4 LM ERA . MERERIERAE, /B, fFEREREEZ. . B IMERED . FERIERED N H bbb Z &
N HOT, MEMREEZOBIEZ 012175 2 &, [11.1.7, 11.2 ]

8.5 THErEfEZE, EENDHLLNDHZ ENHDHDOT, EHIBNIITFERERAEZIT O 7p P2 51T
5z &, [11.1.8 ]
8.6 MR pEE

BUN O LR, 7 V7 F=r0 LA, ERIMIE, 2R, EARPOLDONL Z LN
b2DT, EHMICEHIERAZAT O 2 CBEE ToIATY 2L, [11.1.9, 11.2 B3]
(RERIRAIZ S )

8.7 IMEILZRTEBENNDH D DT, [EFFEII TRV &, [11.1.6 BH]

17




6. BRENEREARTIBAEICHT IER
(1) AHHE - BEEFOHLIEE

9.1 AHHE - EIEESEDHLHESE
911 EBEE. KBEXAFORFEDHLBE
BIEYERIGRSEORERKIBENH bbhoBZnnd 5, [8.2, 11.1.2 ]
91.2 7 FE—MHKEDOEE
HREDHIRFR T VL X —KIER H bbb BENNH 5,
9.1.3 EEHENEDEE
ARANEFH ~OEHEAERI L0 WHEE BT 20T, BRI T 2B8ThRH 5,

(2

) BHRERESRE

9.2 BtREEEBRE
BRI IAF O PR ES TIX WD, RN IER T2 B ZN0 H 5,

(3

) FFReRESE

9.3 FFREREEESE
AR PR D 728D HRAEBIIDIER T 280N H D,

(4

(5

) EREREERT HE
RIE STV
) HEiw

9.5 1Ei%
TS S 3SR L T D ATREPED & 2 VEITIT R G- L7 Z E R E LUy,

(6

) RELE

9.6 Z3LIF
BEEOBERMER ORAREOFERMEEZE L, RAOME TP IEE2mEtT 252 &, & MERLF
~BATT 5,

(7

) INRF

9.7 MNR%E

(IMNR%E)

9.7.1 BIRABRITIM L TR,

(BHEKER, HER)

9.7.2 FHIXLE LT HLAICITEEICRE T2 2 &, SMEICBWT, RUPAT L a—LOFRIRNK
G (99~234mg/kg) ([ZX VD, FEIER (HAIMER, 7 R—T A RESE) NMEHAERE
WIZHI L EOMER DD, ABFNIHEMAIE LT U7 ha—vaEEF L TW5,

18



(8) BinE

9.8 BihE

9.8.2 BRI SE

9.8.1 —fRICAFERENME T LTV 3,
DEERKIGRIG SbNEBETNNH D, [8.2, 11.1.2 BE]

7. HE%HR

(1) AR EENEH

101 BFRERE (BFALGWL L)

FHL

ERAREIR - HIE T 1A

HEFF - SRR

Ty Ru~vAf T
(=) 21 5)

[2.2 ]

DFA L THOARFDOI RN H S
ngnwe&Ezbhb,

ME DY R Y — 2 508 Subunit
~OBFPERAA] L D &,

(2) tRZEE L ENEH

10.2 BFREE (BtRICEEI S L)
Sk BRPREIR - HFE 1A BEFr - faBRIA T
AR 75t 2 4 FBARAE R 2SR S D, AFA TR EH 2 A9 %,
AFHA =17 L
YIRT T
. E¥EA
1.84E M

WORWERMN S bond Z EMdb DD T, BEELZHDITITV. BENRED NG5S
1357 CHIREEITY Z &,

(1) EXGEIER L OHER

1.1 EXLZEIER

DIEYIRILEEZTTH Z &, [6.2,

(BRI

AN

111 3wy BEEARH), FHrI453FP— BHEERH)
PPRREE, SEWAL, WAL, RSROT ST 4 TR — RS S LR EOT, e T
SITATN, R LRI 52 1L U, MEOMER . (RROMFEE, K58 OMelrss
DL REZ1TH Z &, [8.3 ZH]

1.1.2 REEXBEXEONELZES ERLTRER GHE )
8. BEEIO THINH &b HAIITE LICHEEZ I L, Wik, Nra~vAf o roRnkbs

8.2. 9.1.1. 9.8.2 &M]

11.1.3 hEMREIEFEMME (Toxic Epidermal Necrolysis : TEN) (GEEEARH), REBIEIEELER
Bt (Stevens-Johnson fEfZ#) (FHEAH), SYHARMRSHBELE (B ~), MRS %

11.1.4 ERIEBMAEEREE (2 RP)

FIHPER & UCTRZ ., BENL LI, BITIFHEERE
B Y ONERINBUE A F O BRMEOEEZ2EHEUERRH oD Z BB DD T, BlEE+51T1T
IO L RIERDB D o HEIIE, EEPIEL, MURLEEZITI &, HEPIEEZD
BB, FEN, FPEREREESZOIERPERD D2 WVILBEL T2 2 ER"H IO THEET D Z & 20,

FLOU UNHIER, B BRI, AFRRERIEZ
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11.1.5 MEMEM% FEAY) . PIE fE&E (HERP)
FEEN, ORI, DR R EE, MR X RERE . AFERERIE S A0 S BB MR, PIEJEMERED & &b d
ZERHDHOT, BEE STV, BENBOONSAICITEG 2RI L, BIBRERLE S
Hl OB H L DY) 7R EZITH Z L
11.1.6 DMEIL (BEE )
BHAHEICLVMEERD bR ORERH D, [8.7 BH]
11.1.7 RmBKFEAD FEAR), \BERBRE (FEA) ., m/ARED (0.01%)
(8.4 ZHE]
11.1.8 FAREREE (HE ), |E (WERH)
AST. ALT. Al'P %D EHZ 145 TS, MERH b 2 End 5, [8.6 ZH]
11.1.9 SHTEE FHEAH)
(8.6 &[]

(2) EDtDEIER

10.

1.

11.2 FOHDOEIEA

0.1~5%A @ 0.1%Ajf HE A
Hib#s T, Bl - EE BACAIR, N8R TR
W FBUIE B, £ O ALBE, VPIE B & 1 9%
1 v LFRRERIN S A MRS ERIER D
R i BUN o |5 JLTF =D bR, BHEM
JiE, IR, AR
PR Hg, HFEN
A UE AN H Y RE
TEFTERAL  |FRP N 50 X D IE T - R N B 5T X e M
AR7e. WP G2 & %18
B - HER R
ZOf |k BEEOIZTY , 5E 9., IRk, IKIEMERE 2, 2%
s IR PR BRI

a : FEEUHEEE 13 0E A R A & & T,
b: [8.4 ]
c: [8.6 ]

. BRRERRICRIEFIEE

BEINTHZRWN

BERE
BE STV

HREDEE

14EREDIE

141 RHIR/EFOIE

(FAEREE)

14.1.1 LD EB R VA OHRMER/IRIZIT O 2 & R—EA~DOKEFEFHI TRV &, R
R AAREIR, BraER, LR, SR, /NRICEEET S 2

14.1.2 PREATEML 2 8ET D 2 &,

N~ ol

o

20




14.1.3 {EFEHZRIA LT & & BoR 2 720 MO 2 A7 ST E HICE 2 ik & | MM 2L 2
THEHT D Z &,

12. ZOHDIE

(1) BRERERICED 1EHR
BE STV

(2) JEERERABRICE D < 1HH
FBE S VTR0

21



X. JEERERSARRICBEY HIHE

1. XERB
(1) EHRERBR
(VI SOSEEIC BT 596 H | OEBH)
(2) REMRERR
LT L
(3) ZOHOFERBR
ML PRL L

2. SHHEER
(1) BEREEHEHER
AR L
(2) REFEEGSHEHR
Y ERR L
(3) BEEUHER
B R R L
(4) RARMEHER
AR L
(5) &EHRESHHR
Y ERR L
(6) RFrFIEERER
RMER R L
(7) Tt BHEMN
KRB EMERR (VY x) >9
H e S FRMETE 7 528 (18 3 P8) OWEBICHIA ImL[ 7 ) o X~ A > ) Vg A7 /1L LT 150mg
(i) /mL/site] ZHEIFHENERE Lz, i, BEMRE LT 6%k LT 0.76%ME 4, FaExt
BE L CAFLRE /K% 1mL/site RN G LT,
Be 544 2 88 X OVT BICIESEAL ORI EME 2 TR0 IR JLHE I ZHE > TR BEO AR
A a7 ZRDT- %, AR S M E SR » TRERIITHNE LTz,
LA R A A B E
0 : RFEAN AR b,
DR OFIMIS KO GEBAL R R EE R R E O M iEE, O REIRARBD 5D,
PSR FM, HIBE, DT HEEMSE, BEOEIENRD D,
DEREOTIM, M, FHe N, BIRAED bR,
DAL BN RD LD,
R e s 2 e e R v
I : 3RO 2 %, THEOWTROREICE O THAFAEKICH LEDBFTEEENFRS%S L
IEFFWHD LT 5,
O:EHO 2 B, 7T HEOWTROREICB N TS 0.75%HERIZ L L2 O R EME 355 A3,
W OFER DA R KIZH L ORI EENEN LD T 5,
I : EHo 2 B, 7T BEOWTROREICE TS 6%EHHAIC L LE DS EMENGI, W
T DFERD 0.75%HERIZ L L Z D JpTfEEMENFE%E S L <ITmnb D &35,
IV:EHO 2 A, 7T BZEOWTHOERICE VT 6%EHLICH LZ O RFTFREES RS S LT
N E D ET D,

A~ W N~
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(B
13 A PN ¢ - g 0D ELARR P 5

WIRMRE R 27 (CFHfE)

3 2 0% 7% I
AR K 0.0 0.0
0.75%HERE 2.0 1.7
6%HEE 3.0 3.3
VDIV A (Ve (1 1.3 3.0 I
FEVERLA 1.1 3.0 il
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EEMERICEY SRE

1. REX5

TV EwAA ) BT ATV
SR 300mg [NIG)
gV A=A U AT )L
EHHK 600mg [NIG

Al

ﬂji£l:7[?< 0 )
) HE-EMEOLLEIZLVEMNTLZ &

By | 7V v~ ) VT AT )L

L

2. B3R
2 4

3. AERETOFE
SIRRAT

4. BHEWLEDEER
BE ATV

5. BERITEM
BEMEERLTA R AH
<TFvoLYy : fF
OO BF TR -

6. F—H% - A%

—RAy ATV SRR 300mg. # T Vv S SR 600mg

7. ERELEEAR
R

8. HWERFTAREAARVKEES. XMELNMBFEAD. RFETHBEAR
(D) oBRAI0") VBT AT IVES K 300mg TNIG))

= Aty PS _t.? ; 5 5t &
. . TS AR 7T KRR - SHE ] FE I A 72 BH A
HFHH HFHH HFHH
i 78 1995 4 1996 4£ 1996 4F
SN a s SRR 20700AMZ00813000
B iR 12 H 22 A 7H5H 7TH5H
R7e4 N as U 2006 4F 2006 4F 2006 4F
21800AMX10790000
B 300mg 8H17H 12 4 8 H 12 4 8 H
BRoes | 7V v~ A 2 oSk 2008 2008 2008
- i 22000AMX02347000 F EE
I 300mg %A 3 —] 10 H 14 H 12 H 19 A 12H19H
., 7Y o EwA v SRR 2022 4 2022 4
T N i
300mg INIG] 6 H17H 6 H17H
VRINZ A B
oned . i 2023 4 2023 4 2023 4
U U 2T VIR 30500AMX00010000
IR 1H10H 6 716 H 6 716 H
300mg INIG]
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(D)o 8R4 0") VBRI R TIVESKE 600mg TNIG])

Ui IR T KGR ) AT LY G AR 5E B IR
E@ ,B&JFE'L;ZI %Lﬁﬁju% 7%5.}8\%5% ;ﬁéﬁﬁ EW%Z EJ;(JLAE’F &]
HFHH HFHH HFHH
i 78 1995 4 1996 4£ 1996 4F
SN a s SRR 20700AMZ00813000
B iR 12 H 22 A 7H5H 7TH5H
R5E4 PN as UERR 2006 4F 2006 4F 2006 4F
21800AMX10791000
B 600mg 8H17H 12 4 8 H 12 4 8 H
BRoes | 7V v~ A 2 oK 2008 2008 2008
- i 22000AMX02348000 F EE
I 600mg %A 3 —] 10 H 14 H 12 H 19 A 12H19H
., 7Y o EwA v SRR 2022 4 2022 4
T N i
600mg NIG| 6 H17H 6 H17H
VRINZ & %
Mot . i 2023 4 2023 4 2023 4
U g 2T VIR 30500AMX00011000
IR 1H10H 6 716 H 6 716 H
600mg NIG]

9. MEXIIHREM, RAERVAEEEENENDERABRUVETOAR
BIMEHH 201448 H 25 H

ShHE

IR AIEMOHEOBEMN « S35 L OBRI AR

10. BEEHER. FMERRLAREABRUZTOARARE
FRREAMmAL S (PUEBEFREM) © 2004 429 H 30 H
s (HA) KRFHO A2 LB IUREREIES 14 &8 2 HA 5 KRIEGEH) onTiich
AZ LR
11. BEETR
M L
12. BFEARMFIRICBE 3 518
AFNZ, BRI T 2HIRIZED 50TV 70,
13. £fEa—F
JEAE G AR BN L YE| ERER S o — R L7 NERAE
72 HOT (9 #7 H
o IWHESERa— R | (Y] =2—F) OHD) &5\ s apga—
U e e
U T AT VVESRE | 6112401A1194 6112401A1194 110648004 621064804
300mg INIG]
I e e
U U 2T VISR | 6112401A2204 6112401A2204 110654104 621065404
600mg NIG]

14. REHFLEDEE

AFNT, BRI L ORFEEILITEE L,
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1. FESNETORTERR

AHICB T DRREXITNR, HELCHEIUTOLEY THY | HETORGIRDL L IFTER D,
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~ &

Qi JE )
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fifide, MBPEMER SRR AR O TRIEYE, REK, Bl

PEdR . SRE L ORER, BHR

CRLTi B RPN T 5+

WE, AR, 7Y X~ A8 LTLHGB00
~1,200mg (Sifl) Z2~4[EZ 55 THEFET
2

W, MR, 7V v Fw AL LTLHLS~
25mg (J1l) /kg% 3~4R|Z/3 T CTHRMEEHET 5,
7p B, HEAME UL EERYYE (TR IS U T,
N TIE1H2,400mg (i) &£ THIE L., 2~4[]
W23 CEET 5,

F7-. NETIH1H40mg (Jifff) /kgE THEL.
3~4[F 3 TEET 5,
RIEFEICER LT, A#I300~600mg (/1) &
721 100~250mL® A 5% 7 B o HEESHER. A&
APREER UL T X IR BAIS ORI IR L,
305y ~ 18N T TG 5,

(AN TS

HWE., A, 7V F~ A& LTIHGB00

T 5, B, BRI K EERRET S,

~1,200mg (Jiff)) Z2~4[FNI53 T THE AN TES

<Daily Med (USA). 2024 1F 3 A5 >

EH 4 KE

Eaa Pharmacia & Upjohn Company LLC

e 4 CLEOCIN PHOSPHATE- clindamycin phosphate injection, solution
FITE - kS 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 Ri?)gfi infusion rate Maintenance infusion rate
e 1o
5 mogimL for 36 min 1.00 mg/min
6 mogimL for 30 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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2. BB AEBAKRXIRER
HiRICET SBMER (F—RX 35U T7HH)
KRBT M EOTEEOHDOFHE A—A NF U T EITRR D,
( IVIl. 6. FrEDOH A AT LEEIIETLHER] OBESH)

Drug Name Category
A=A RNZ VT O5¥E clindamycin A
(2021 4 4 H#gR)

2 OIS
F—A FZ U7 D454 (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.
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1. #F - REZRICER LU TEREHEFZTS5I12H-> TOSEREER
(1) ¥E

%Y LR
(2) B - BAMRUVEERSESF 11— J@EAEHER

YLD

2. EDDREEH 22

FEDOERICEHT HEE

Vo AFZ AL BLS LTI DBRICIE, SRAIOIRMSCEL MR L, Hlrd 52 &,

AL, AF OB AL EEICET 2 HERTH Y . mF LA UM LIZBoF I - 22480
WZOWTORMMIEER L Ty, £72. BLE LB oW LR 2Z EMEIC DWW CTiEieT LTz

(1) pH Z#hEtER

- e Bk | 3tep | 0.1mol/L HCI (A) mL ik 24,
Ve R 3 A =
pH | PH | 1mol/. NaOH (B) m1] PH | % | Frf
sV Ev vy (A) 10mL 1.76 | 4.72 | 7L
U U ERT AT VIR 300mg 16.0~7.0| 6.48
300mg NIG (J71i) (B) 10mL 12.25 | 5.77 | 2L
VAINZ s (A) 10mL 554 | 1.06 | 2L
U UEET AT VK 600mg |6.0~7.0{ 6.60
600mg NIG (JAh) (B) 10mL 833 | 1.73 | 2L
<O VoA ) BT AT IOVIERTE 300mg INIG) >
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14
—0.1mol/L HCl 0.1mol/L. NaOH—|
1.76 6.48 12.25
<OV UEvAT ) VR AT VSR 600mg NIG) >
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14
0.1mol/Li 0.1mol/L
HCl—| —NaOH
5.54 6.60 8.33

(2) EAEZERR
ORER 7k
[. A&# 2mL 1% 2 SRRl S L7,
AH 4mL 1 8 & S HER IS LTz,
B & 5K 2 AL B R 100mL (CALS L2 RIS AH] 4mL 1 E 2Bl G LT,
BB 3640 2 A BRI IR 500mL (ZHLE L 7RIS AAK] 4mL 1 & B4 LT,
AH 4mL 1 8 2 RS FANCERER S LT,

= 2EF
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(BRFES1 « 1R, 1000Lx NEELLET)

B'd B Bic & 14 O B[]
2 WR5E4 o | B
4 Bk 445 REad ) o | PUBHE | e | s GUE | 24
i %
e B o . S8 I €6 7 €6 7 B M | WaE
?;ng?%@ Y172 soomL| 1 _pH 6.74 6.71 6.73 6.71
" AT (%) 100 98.9 97.0 98.2
B B 1 S48l 405 T B 405 7 B MEAEY | RaE
¥ (i ) — it i 700mL| T | pH 4.48 4.49 4.47 4.46
il P17 2(%) 100 100.6 100.4 99.7
AT 2 AN ) I €6 7 €6 7 MEE | WaE
[Eh o U —igiE A sy | 00mL| I pH 4.45 4.44 4.45 4.44
A7 (%) 100 99.9 100.1 100.3
F A 1B ERR 1000 S8l Eyehic ] T V] o VE ] B4 V]
(7 /M- ¥ - BffE - v X L | I pH 5.66 5.65 5.65 5.66
2] m P17 2(%) 100 99.9 99.7 99.2
7= | AL 25 IR 1000 S o Y ] o V] o Y o Y ]
| [T -0 EBRE - v X mr | 0 pH 5.43 5.43 5.42 5.41
B [2V] P17 2(%) 100 99.4 99.0 99.2
7 |E—7 U — Rk S8 I €6 7 €6 7 B MEE | WaE
RN [T BE - EBMRE - © 4| 500mL | O pH 6.72 6.72 6.70 6.70
J 2] AT (%) 100 100.0 100.0 100.3
B | 7Y w7 15wk S48l HOEN qaaR | WHEEN | HEEN
8L (7R Wb B - £ 4| 903mL| T pH 5.13 5.11 5.11 5.10
2] P17 2(%) 100 100.4 99.7 100.2
TNHY v 7 25K 1003 S ke T HEOEN | RAEY
(7 /W b EME - ©4 or | I pH 5.34 5.32 5.31 5.30
3] A7 (%) 100 99.8 100.0 99.7
TR (A T | AN A7 V5 B A7,V B MEAEY | RaE
A Aot 500mL| T | pH 6.56 6.53 6.51 6.55
i P12 (%) 100 99.5 98.9 98.2
W’ . A S e V5 (0 V5 eV I 21 < ]
R E;{E;f&}‘g’ﬁm”ﬁ 500mL | I pH 5.76 5.77 5.77 5.75
ml P17 (%) 100 100.4 98.9 99.5
bl STy AN ) I €6 7 €6 7 MEE | WaE
CSLER Y+ 4 L] 500mL| I | pH 6.60 6.59 6.61 6.56
AT (%) 100 98.7 99.0 98.2
" KB S48l 405 T B 405 7 B MEAEY | RaE
i [&% K] 500mL | 1 pH 6.75 6.77 6.78 6.75
il A7 %(%) 100 99.3 97.9 98.0
S8 I €6 7 €6 7 MEE | WaE
I pH 6.64 6.63 6.65 6.65
ﬁ{\j:filgg;,f] 1A FRAFH (%) 100 100.6 100.2 100.1
S ) SRR — — —
A
pH 6.61 — — —
AN ) I €6 7 €6 7 MEE | WaE
GO I AN ¢ $ i G R I pH 6.59 6.59 6.59 6.56
> |100mg %1 =2—) 1A A7 (%) 100 100.7 101.2 100.5
# | [RS8 U HERREE] v S SRR — — —
pH 6.58 — — —
S e V5 (0 V5 eV I 21 < ]
, . I pH 7.84 7.84 7.84 7.85
Z[;T 7 ! i :%?jin%ng% 1A REE | 100 99.7 100.1 100.1
- ) SRR — — —
A
pH 7.88 — — —
- REM
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3 Bl Bl A 14 DR
zh R7E4 & .
g A E ARBRTE .,
4 [picsr 445 GR || PHEE | wame | 3mm GHEI | 24 mER
bE| S
S a3 $E20mg (73 AN (0 V5 IR (4 75 0 (4 75 (0 75
A [7ae K 1A | I ‘ pE 6.67 6.67 6.68 6.66
7 A7 %(%) 100 100.3 99.6 101.5
_ . 4]]1} “r:l 4{95 “;:- 4{95 “;:- \":'
# |52 w2 2iE20me AN 48 £ 5 1 440, T 440, T I £ 7 B
(Tt K 1A | II pH 6.67 6.67 6.67 6.66
FATER(%) 100 99.8 100.5 100.8
‘ s1481 e 15 e 75 e 75 B SR
i ~JLY l:°‘/“7£§¢‘ifﬁ10mg 1A \Y% pH 6.64 6.63 6.63 6.66
= [=H Pkt ] A7 (%) 100 99.7 101.1 100.2
i il i) H ) — — —
) 10 £ S A £ VS 2, V55 Iz
T l=H 0 v o R I 10mg IV 48 £ 5 1 440 T 440, T I £ 7 B
A 149 A v pH 6.45 6.45 6.46 6.46
e e FA7 (%) 100 99.7 101.3 100.3
[=h Vvt T v o
1.
o AN ) AV FEER AT — —
o [T o "
i [UEY ZE—/]
4 pH 6.55 6.55 — —
1 . .
- S I €2,V ] 405 (0 75 I 405 (0 75 I £ 7 B
53 TuRAL T 4 S H20pg
= (TATaezxzZoLr7 L7y 1V | 1D pH 6.66 6.66 6.69 6.67
57 2]
i i
s FATHR(%) 100 99.6 100.1 99.4
s1481 e 15 0 75 0 75 e 75
. N \Y% pH 6.60 6.60 6.60 6.62
_ | E YV {E4dmg s
A N 1A AT H (%) 100 100.5 99.6 100.7
4 v AN =R — — —
o pH 6.59 — — —
=1 ‘ S8 (0 V5 IR (4 75 R (0 75 7 (0 75
i 7 = ﬁmﬂey‘/ﬁ%@;ﬂﬁ% \Y pH 6.61 6.60 6.60 6.61
3 &%ﬁwmg %A 3—] 1A BT (%) 100 100.7 101.8 101.3
A= SS Y314 v s H ) — — —
pH 6.60 — — —
. _ R . 4]E N 4]& N 4]& N N
7Y T U ERKR10mg ) 4HE ¢4, 755 I 4HE ¢4, V5 I 4HE ¢4, V5 I (0 8
Y e e 1A | II pH 6.64 6.63 6.64 6.64
[ngk)( /A=A ]\] s
A7 %(%) 100 98.4 99.0 98.3
N o N _ 4]]1} ‘\r:: 4{95 “;:- 4{95 “;:- \":'
H X R a75 3 FiElomg [ S8 48 £ 5 1 440 T 440, T I £ 7 B
4 N [HEA by n TS S K] 1A | II pH 6.66 6.65 6.66 6.66
5 FATER(%) 100 98.8 99.3 97.8
B .. . A £ V5 AL £ VE 4E 471 3
B2y — PEAHE20mg S8l e | EEBH | EEEs | EaEy
H 1A | II pH 6.63 6.63 6.63 6.63
| [TrEFTV] S
3 P17 2(%) 100 100.1 101.8 101.0
. AR A V% AHEA Y AHEA Y N
5T F U 20mg [ AN 4 (0 TE ] 440 B 440 B (0 Y B
N [T e F ] 1A | II pH 6.62 6.62 6.62 6.62
A7 %(%) 100 101.1 99.4 101.6
= ¥ Y S H300mg 1V IV 48 £ 5 1 405 (0 75 405 (0 75 £ 7 B
S = f‘u a)F S any g \iﬁ'ﬁ{t I pH 6.79 6.78 6.78 6.76
- TZFNF Y L] VRAFIR A7 (%) 100 99.8 99.6 101.4
y V)b a—57 iﬁdﬁﬁ 100mg 1V a8l e 1 0 75 0 75 e 75
1 [tfu aNFY o any g ﬁ?hl I pH 6.71 6.70 6.72 6.71
TATNF Y L] VRARIK A72(%) 100 100.3 100.7 100.0
—  REE
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P A Bl A 1% DR
2 R7E4 e | B e -
4 (Rl 4455 RUE | o | PBHE | e | s GHEI | 24 mER
HH %
‘; R s RATCTERR | AT | B GER | UGB
S
| LV BT T I UEAACIERE| 1V I pH 6.04 6.05 6.04 6.03
V| VAT 4 KBe  Buafid A5l .
# A7 (%) 100 102.5 101.7 101.3
| TV A IV I = IS | A EET] | B AR | B AR
%é [(Halg~ > H > - BT S /KFn| 1A I pH 6.64 6.64 6.63 6.64
o | OB A A FRAFHE (%) 100 99.7 101.6 102.2
;i A RL=v 7 s RS COVERA | RIS TEIT | AT | IRV
| (R~ H > - FRERIEEAKFn| 1A | IT pH 6.64 6.64 6.64 6.63
WyE A A7 (%) 100 99.0 100.0 100.6
gg ng | memy | mepy | meay | e
e WA ) 77— —
A #20mL [ZUFALUFL - U 1A | IO pH 6.63 6.63 6.63 6.64
% Vv VAT A UEAEHI]
| 12 (%) 100 98.2 98.5 100.5
R =) 40 {4 75 IR 4% (4 75 PR 4% (4 75 PR A0 {0
Bl W i pH 6.66 6.66 6.65 7.67
M| ER A~ 74— 1100 D5 A2 (%) 100 98.5 100.1 98.6
| [H_FH— b A LEREE] o 4148 =k} — — —
ZEZ v pH 6.57 — — —
4 VBB 10 £ VB B 10 £ VB B 1HE £ VB H
5FULE250 1 S8l OB | EEED | EAaED | EAEN
Jil [FAFuS ] 1A I pH 8.06 8.02 8.03 8.06
5 A7 (%) 100 100.7 100.4 101.4
Ja| o S48 A {4, P (0 75 (0 75 A £ Y25
3% 7[ ; ;Z%j ll:§£400mg 1A |m [ pH 8.59 8.58 8.58 8.61
A7 (%) 100 99.0 100.0 101.3
AN UEEA g s PR TR | PRI | e B | R AR
(7 +~<FYrFrUoa-| 1V | IT pH 6.58 6.56 6.55 6.51
AV E S WE/FN 172 (%) 100 — — 99.1
RSN H181 WO | B | ORI | AR
JZ[Z;;( ;j‘fﬁuﬁfﬁjgﬁ 2] 1V | I pH 6.58 6.57 6.58 6.58
A7 (%) 100 — — 99.7
BT AR g S8 PR COTER | PRI | MR AE | MR AR
| (2o 25T nF R Y ] 1V | I ‘ pE 6.57 1 6.49 | 6.47 _ 6.38
K A7 (%) WEY—7 B LY BERT
" 7 A %Y —ANatiE gl 7 S48 A | AR | AR | AR
N (BT AE Y= F R Y 1V | T pH 6.55 6.43 6.42 6.33
g’; 2] FEAF (%) giE e — 7 RHIC XD WER A
# o=y 7 ¥ERHLg s WER BN | BBl | MO EEN | v
[(E74_F7YvFrVoa-| 1V | 1T pH 6.56 6.55 6.54 6.50
2V E N DR/ NN A7 (%) 100 — — 98.9
77U U Nakif fH1gl # A = A | AR | AR | MR
39— 1V | II pH 6.55 6.55 6.56 6.54
[E77Y U F b D A] 172 (%) 100 — — 95.9
BT U o NalE# i1 7 <) A8l e 15 0 75 0 75 e 7P
(B g R A 1V | I pH 6.65 6.64 6.63 6.45
A7 (%) 100 97.8 94.1 89.7
—  RERE
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b3 Bl Bl A 7% D R
% R7E4 = | A -
5 sy 45 BERE) g | PERRE e | s | emml | 24w
Hi %
e LG SMBL | BOREIEI | MOt | BOREIEY | ke
[(TtstTd b & A IV || pH 6.64 6.56 6.49 6.38
A7 2(%) 100 99.6 101.9 101.8
N R Y AL S8 48 £ 5 1 A6 A6 I £ 7 B
(BT o) G R oA IV || pH 6.65 6.66 6.63 6.47
A7 (%) 100 94.7 93.4 87.2
2V A 7Y R ST S T V] oV oV T ]
A100mg %1 2—) 1V | II pH 6.12 6.12 6.13 6.12
[ /%427 HaEetE] P17 2(%) 100 98.8 100.3 98.5
b A BRI EEA0.5g I # A AN (0 V5 B 6 MAEY | MR AEY
|2 1V | II pH 7.38 7.37 7.36 7.32
P [A o~ AKFn) A7 (%) 100 98.7 99.9 98.1
T | A o S A 705 AN AT A EN 4% (4 75 PR 4% (0 Y5 P
| [k 2ok R IV || pH 7.36 7.36 7.36 7.33
| AT (%) 100 98.7 99.0 98.2
v —SEEM1.5g S8 8 ] 8 ] 8 Y] I £2 Y]
[(F7revlorrbryoa-2x| 1V | 10 pH 7.72 7.72 7.71 7.65
NG BT NY DA A7 2(%) 100 94.5 93.7 90.6
v 7 FU 7%V U Nadhiifllg AN ) PR TR | MR | OB | RO
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