% 20264 2 AtRET (45200
2023412 5T (1R

Bk SR IRAT
BREIE - 24

Joav4 o o RinEYERE
L5 ZE PR S it 1)
BAERA 7V 874 U CBIXTIVESK

BAREEFER M EES
876112
300mg 600mg
AERES |30500AMX00010 |30500AMX00011
BR5ERAA | 19964E7H 19964E7H

gYLEATA Y BT AT IViES%E300mg [NIG)
HGYLETA4I) BT AT IViEE%600mg [NIG]

Clindamycin Phosphate Injection

) - EMSEOWTTEICL WV ERTA L

2. B2 (KOEFICEEELEVWI E)
21 RHORESIZY) v a~< A ¥ v RPUEWE 5 Lo

BRI D & 5 B
22 Tyzau~A v rEEGToOESE (101 2]
3. fERk - MR
3.1 #rk

VAT Asdr V4 VAT A= 4

W5e s ) VEET ATV ) VERT ATV
A:4HE300mg [NIG) :5H600mg [NIG)
17 7V (2mL) - 177V (4mL) H :
BRS04 ) R s vE<A T ) Uk
IAF) 300mg (JIfff) IAF)V 600mg (JIff)
17> 70V (2mL) 17> 7))V (4mL)  :
ahn# NIV TNV a— VI XN IV T ) a— )b

(189mg) . pHFHEiH (37.8mg) . pHAMEIHI

3.2 RE DMK

VAT A iV VAN e 4

WR5e %4 Y UBRT ATV ) VI ATV
A:4H300mg [NIG 15H600mg [NIG
oy - PEIR A ~ PR TE I O PRSI
pH 6.0~70
FE 27~33 CEFAIEHICHT 5 1)
4. HRENIIFNE
(EICEE)

JIDETAIVICBREOT NIBRERE. Lo YEERE. R
B. X7 XML T baAvHRB. NVTAATRAE. TLERT
SB. Y1377 XYE

GERSE)
BnAE. FEEE - MEEE. RMER. AMREIZR. WX, B4R
BREDZRBE, hEX. BIRER. AEAAOBER, AR

5. RHEEXIIZHRICEIET TR

(SR - MRERZK. MMk, SMREXR. FEE. BRER)

51 [HiAEWEEIEFMOFI& |V 22 L | JUHELR G OL%
ZEE I L7 BT AR OG- HNEY) &I S N B A 12T
’9‘—% Z k.o

(zhREFEIE)

5.2 RAOHGIZ L W BE KRG 20D 5o s 2 LD b1z,
KOBEVIAFZEG LI L% E Lyv, [82, 1112 2
ey
« WA 72 UL AE
- MR D B B sty

6. BiERUHAE
(B ERRIRA S
L. A, 7)) ¥ <42 LTIHB00~1,200mg (7
i) % 2~4[RNZ5 ) C AMEET 5,
HEL NRIZIE, 2 v ¥ <42 E L TIH15~25mg (1)
/kg% 3~ARNZ 5T CEEHETE T 50
B WEERVE T ESE EAYE IIZER IS T, ATIZIH
2400mg (FIfifi) F THIE L. 2~401C5 ) TR EG§ %,
F72. NETIZIH40mg (OIfl) /kgF CTHiHE L. 3~4mI24551)
53 %,
FUBEE 2K L TId. ARHI300~600mg (Jifli) & 72 1 100~
250mL® HE5% 7 K kb, HRA A L7 3 /%
BRSO TR L, 3070~ LRI 2T TR EG-$ %0

(BARES)
JHEL RAIZIE, 7)) v~ A v LTIH600~1,200mg ()
fif) % 2~AEN 50 TRHIANER 5.
B ERICE D BEHET %0

8. EEREXWIE

5 FBERE)

8.1 RHNOMHINZH 2o Tl MHEHOFIRELE /2o, FAlE
L Cl&se M2 MR L. IR DGR LB A i/ NRO MR o3 512
LEwbHZ E,

8.2 AHIOFxG 2L b, FICHEE, M. HImEkBESL . RhE - M
TR % ) BUE TR 2 BIEIR & § 2 EER KRB R T, WlERE
2 &0 BRSSO & & B IBHETERG 95h3d H b s Z L 05dh
Bo FBIEBRE SIS Z Ik L2 T AUXEMRE IR, &AM
SR . AFICERE L OEEE TR THREARLE R I LD
ZQ)O
L7235 T HGEEIH L, 5 h UEHET-%2~30 M £ Tl
JESE . MR THRIA D S bN a2k, EHICEMICEET 5
EIEETHZE, [52, 911, 982, 1112 ZMH]

83 AHNZ LB avy, 7H74 9%y —OREZMEEIZTFHT
ELHED RO T, ROFEEE L L, [1111 2]

8.3.1 FENCIEERES IOV T HoaMZET) 2L, B, Hik
WHEFIZL D7 LV F RIS S 2 L,

832 HHICELTIE, LT vavy rE T aalEorns
HEfEz L TBL Ik,

8.3.3 LGN HHGHTH T T, BEXLHOIREIME,
+§&ﬁ%%ﬁ5:to%K\&%%%E%uﬁﬁﬁ<ﬁ$¢é

8.4 JLIMER A, MERERIERGE . UG A, IFEREREE S . 1 IMER,
AL WRIERBA D S S A T E D LD T, MR ESE DL
14T 2k (1117, 11.2 2]

8.5 JFHkpeREE, WA HHDNDL I EDHHDT, EHIITFEE
REMAE 21T 2 EBIZ % T4129T) 2 & [1118 ]

8.6 AlMEE, BUNO L&, 7L 7F =0 L5, SFMIE.
TR, BEARD S S5 bND T EDHHDT, I B
AT R EBIEE A 4247 T &, [1119. 112 2]

(RERRRRERS)

87 LEILERTBZINNDHLDT, AHEETIITHLRV &,
[11.16 =]

9. HENEFEZHIHBEICHT IE

9.1 AHE - BEEZEDH 5 BE

911 =HEBEE, KBREOHREEDOH 38E
B RGRSEOEELRRBEERPSLDNLEBZENDEDH 5,
[82. 1112 1]

912 7 hE—HFEEDEE
FEIEDORIFEL 7 LIV F = E2d 5 b b BENNDH b,

91.3 EEHEHENES
RENIAG~OEFVE & 0 D% 306§ 2 0T, SEIRDELS
LBENDD 5,

9.2 BiEeEERE
EHREE K O EHEIARIE TIE 2 WA, WHRERSEE S 2 B
ENDD 5,

9.3 FrikgefE=aE
JHAHER O 720, RS ERT 2 B0 H 5,

9.5 itiF
TR AR L T A AT D & B I 335 L v L e
F L,

9.6 ®ILiB
B EOFLEE R O REOG ML EE L. BILOMKE LIE
Pk E T2 8, v NREELRARITY 5,
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9.7 N2

Gy

9.7.1 FERHERIIFEE L TV ey,

(BEEERER. FER)

9.7.2 JFICHUELTLILAIIIEEICHG T2 L, HEIZBW
T RY DTN I—=VOFERNKERS (99~234mg/kg) 12
0. PEER (BREWP, 7Y F— YA, ) MR 1A
REBICEH L EOBMEDEDH B KANITMF & LTIV
TNIA=VeE&hLTn5b,

9.8 EEE

9.8.1 —fRICAFIFEEIMR T L T2,

982 MM KIGREDEELKIGRLED HLNEBENDTDH 5,
[82. 1112 =HH]

10. #HE1EH
10.1 BFRAZE (HFALAEWI &)
A BEPAE AR - S B - fahRi T

z)z2uxA{f v
(my z2my 4
[22 K]

DR L CdARH DR R
BhHobhzweEz
b5,

ME DY KV — 24508
Subunit~ OB A A
F &0 B

10.2 FRZFE BHFRICEETS L)

AL B RAEIR - ST By - falREF
AN AT AR 7t 7 ' D 0% 94 B S A | AR 43k A A S W
AFHFRX =T L %o THY bo

VR T

11. BMER
ROBWEHDH b D I ENHDHDT, BEE 51TV,
WA S NGA IS A Ik 5 % L) R LE F 1T
to

11.1 EXEEEA

111 2avy BEAW), 7F714 7% — BEAH)
WP, S B EAL, METE. RS0 T7 74 9% —%
P ZEWHLDOT, BlET 5T, BEPRO N4
WG 2 ik Ly MEOHER:, KoM TSR, SEOMRE
OB MEEITH Z o [83 &)

11.1.2 BEMAXBREOMELFES>EELKBL GHELAH)
JE. BRI TR D S bNHEIIZE S ICES Z kL.
W NravwA T roOROFGSOBEY LW EZITH 2 &,
(52, 82. 911, 982 £[]

11.1.3 hEMRKIBIEBMABIE (Toxic Epidermal Necrolysis :
TEN) CEEARH). KEMEIREES (Stevens-JohnsoniEfE
) CHEAH). aMARMRSHIRARE CEERH) . FBHE
BER CEEAH)

11.1.4 EFXMEBBEEEE (HEERH)

WWEEIR E LCoE. BEBD A SN, TICHFHERERE S, 1) >3
R, FmERBGN, IFERERIE S . BAD) OOoSERIHEISE & 0E ) B
PO EE 2 BEFEIRD D S bbb I LW dbHDT, BEE T4
TV, SO XD BRERDYD SbNEmEICE, &S5 2hIEL, &
YIRWER 175 2 &0 #5HIER L 5. BB ITFREEESD
SERDTMRD 2 VILBELT A EDHLOTEET LI LY,

11.1.5 BEMMX HEARH) . PIEERE (HEAH)

FEE BEER. WPOLOREE, MO XARELE . IRk S S A 1k )
M %5, PIESEMEREDN D HbNDL Z ENH LD T, BlEEE 471
T, BEFRO SNGE IS 2 ik L, BB RV E
YHEIOPEG OB R E 24T T &,

11.1.6 OfFIE (HFEEAH)

EEAETICL D OMEILEDR DS bR OWENDH B, [87 &
18]

11.1.7 SAMEREA CHEEARH) . MEFERERAE (BHEEAHD) . M/MR
A (0.01%)

[84 BMR]

11.1.8 FF%EERES CHEARH) . |E (HEERH)

AST. ALT. AP D A Z4E) FFHRERE S, EEH 5 bl
LT ENH D, [85 BR]
11.1.9 SMEEBE BEAN)

[86 K]
11.2 T OMOEIER
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ESS

-
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0.1~5% At 0.1%if) A

bR T B - R | ARORNIE. B R

BB 5. I R, 7IE

I TTERER I & B I BRI A A ER

A

B fike) BUN® L5 JLVT7FZrok
AL BRIME. Z
R\ EHIR

HE R Hig, o3

T ZEAE N % VIR R

0.1~5% K"
WA TS & B 7%
s - WA

0.1%i>) A
HFIRN 512 & A I
T LIRSS, HIAA
5\ & B3 -
RS

fEge. NAIEIERE
%, BHVEEI %

TEGTHRAL

Z Db R HROIFTY ., 5
B UG, fREU
a: SEBUSEE R BGERE & &,

b: [84 %]

c: [86 ]

14. BRAEDZEE

141 RFFRSEHFOEE

(FFARNES)

14.1.1 R [RRWIGEIZDARLERNRIZATH 2
ANORAFEEFIIATD RN b RS AERER
WL R AARICIEERET S L,

14.1.2 MEGEITEML 288175 Z Lo

1413 JEHEZMALZE & BUREZHRA 720 ME O MG % 472
BERELIZEHZRE, MEZEZTEFNTLZ Lo

16. EYENE
16.1 MAEE
16.1.1 HEES

(HERIRNES)

TR ANABIC 7 ) ¥ <4 2 v ) YERT A 7 )V600mg % L[ 2>
VU C R IR NS G L e, iR o2 ) v <A Y ViR
B TERIC105 0 g/mLO Y — 7 %75 Ly 0 P B 2208
W30 TH - 729,

(HARIRS)

fEHER NGB ) v ¥ < A4 VBRI AT )L300mg X i
600mg % HFFFANI G L2a. MiEhor ) v 7~ A v vig
FEEHBEICIA L CuFh b HGIMBZICE -2 EE2 R LZ 0
ZN311ug/mL. 4.82ug/mLTd o720 LI i e 2 i 1%
300mg#%5- T2 708, 600mgt%5- T354H I Td - 729,
16.1.2 £YFEIFEFEMHEER

(UL ETLY L BT X5 IViEEHE600mg [NIG])

7)Y EFTA T ) YT AT VIER600mg [NIG] & 45
USIESH600mgE . 7 O AL —N—iEIZ X ) FhEndmL [7
oy AT ) YEEIATFIVE LT600mg (FI1f) ] R A
BT R A TS LTI 2 ) vy~ A Y iR R
EL. BoN-BYEEE/$F A —% (AUC. Cmax) IZOWTH
SHIMT 247 o 7285 By TR O AW RS EATERE S 72D,

8 -

Lo [A— AL
v B, FL

wr 0 YHYA YY) VBRI ATV
15 600mg [NIG |
® . 453 U SERHT600mg

g + BRAERAE, n=14

ML e [ g i) /mL]
S

1
o TS
0 1 2 3 4 5 6 7 8 24
$5 5 OREM (hr)
Y BHE N T X — %
54 | AUCox Cmax Tmax T2
[mg (hil)] | (ug (08) - ho/ml] | Lwg (WA) /mL]|  (hr) (hr)
TV VIRA ) VR
L i gy | 600 | 32454 | 59209 | 10205 | 42234
572 Y SIS 600 | 319%46 | 56+09 |09+04|42+25
600mg

(P = R 7%, n=14)
I P I NI AUC, CmaxZm/85 X2 — 1%, R o
i\@ﬁ®%ﬂ@ﬁ-%%%®$%%#K;of%&5ﬂ%ﬁﬁ
Z)O
16.3 2%
W, WEE, M. MK, IR, CEETARREL, hECREE. $Lit
HEEANE VBT RO 12,
16.4 X35
7)) AT ) YERT AT OVIGTAARN THESR DK S
N, 294y rhb, BIZZ) <AL 3 CRE
SN, NTAFIN ) FRAT 2 ET) 5LV ANERF
T RO20DPEEE D & HHEW B E L LD 13,
16.5 HEiftt

(RER RIS
Il g 5 LU 3BI12600mg - (Ufili) & s L 72 RE O 6IER] %

TORPPRIEERIZ.3%TH - 720,



(BARERS)
TERE ANAE12600mg (JIfii) % #5iE L 72 FE 061 F T o R ik
ME139.2% T dh - 727,

18. EERhEIF

18.1 1EA#F
HE O AR — 2508 SubunitlZEH L. X7 F Rl G
IR LEAAR T HET 519,

18.2 MEER

1821 7V ¥ <A v ) YIBIT AT IVIZAMRN THIK G fF S I,
gAY E LTHIR I ZR/T9,

18.22 7 FUEREIE. L v akilE (BEkm 2 k<), MiREkmss:
DWENMET T L EERE ., X7 ha vy A AE, RTNAMLT b
Iy HRE, N7 T UL TRAEFOHKEE L~ A 3T T A<

WA LETHER 27897 19 1D (in vitro ) o

19. BRI ICRET 3 IEB{LERIFR
— R ERR D ) AT ) VI ATV
(Clindamycin Phosphate)

i% 5 : CLDM

{b%4 © Methyl 7-chloro-6,78-trideoxy-6- [(2S 4R ) -1-methyl-4-
propylpyrrolidine-2-carboxamido] -1-thio-L-tAreo - a -D-
galacto -octopyranoside 2-dihydrogen phosphate

45130 - CisHCIN20sPS

& 0 504.96

R B ~EE RGO BEOR R TH L. KIZHETRT
(v AT 7 = VIZRRBEIFIZCL, =7 /=) (95) 12
FEAEET R,

bt
HSC\/\

-
22. A

(TULETLL L BT X5 IViEEH%300mg [NIG])
2mLx107 ¥ 7V

(DU ETLL L BT X5 IViEEHE600mg [NIG])
4mL x107 >~ 7
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2) EAG @Y EEBEHEANISY =2 7V SEAIEE A
iE M 1
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