20234E11 HEET (1RO

B & ERRE

BREIE - 24

ACE AR
BARERR T RES
876112

D) ‘/:‘174 RPN E A

HAERH 70253142200 VBRI AT IVIEFE
iy 305

IUVIRAD VY JEET AT Vx5t 300mg NP
GUIIIALI VI IVEET AT )biistk 600mg NP

Clindamycin Phosphate Injection

300mg 600mg
AES | 22100AMX00079 22700AMX00080
¥ FE-EASOUSEICIOEMTS L B 5t B 18 19944E7 H 199447 H
(zhEEE)

T D BEAE

[EDH % B

223 (ROBHEICIBELEWVWI L)
2.1 KRHIORS IV XA > RGUEYEITH Ui

22 TYAOXRAT > E#EGHROEE [10.1 2]

3. #AR% - MR

3.1 #HRL

W 7% % | & % Bk » Fayipatl

DU EZA TN CmL)H |17 > 7)) (2mL) H
22U | HAIKEH N2II7Ia—I)v
TATIE| VT4 18.9mg
$300mg| BT AT ) 7 T KFI 2mg
NP 300mg (J7fif) | KEEfLF R U D4 SR
IR A 17N UmL) W |17 27V (4mL)
U 2| HARERA RPN T7IVaA—)
IATIE|ZUEIAT Y 37.8mg
F#600mg | VT ATIV 7 T WK 4mg
NP 600mg (Jfi) | ZKEefbF b U D4 s
3.2 RA DMK

R E % pH BB PER
g EIA

A

IATIVIE

$E300mg 5
NPJ %13 gg;gﬁ
sz weq| 0T e Bk | S0
DA

I AT IViE

F#600mg

NP

4. FhEE - ®HE

GEEE)

JULETA I IO T R IBREE. L YEHEE.
REE., XXM T MAYAHREB. N7FO/4F X
B. 7URTFZB. ¥ 127 7X<YE

(GEISEE)

BymfE. FHER - MREER. WHkK. SMREIZL. WL, 8
MHFRIRRE D RESE, dEX. 8L HEAIO
BEER, FAX

5. 2Rk - SIRICEEET 2EE
(HER-MERER 2. RMER. SMTIEXR. PEX. BISERX)

51 HiMAEMIEEELHOFSE) " 23R U, FEEE
G OB 2 L7z LT, AR O8G- 505 &S

LHBITRETBH L,

52 AFIDOEHIZ X D BIRERBRIS SHOND T END B
72D ROGEITEIEFNZ G LW EINEE LW, [8.2,
11.1.2 Z4]

« IR R

I ER R EHERN D 255

6. A% - AE

(RmEsRmES)

EHRRAICIE, 70 > <A 2> & LT 1 H 600~ 1,200mg
() 7% 2~ 4 [NV TREET %,
BWE/NBITIE. 7D A2 ELT 1 H 15~ 25mg (57
i)/ kg % 3 ~ 4 [V CRHET 5.

2B, BEEME SO EERIYE ITIPER I C T RATIX
1 H 2,400mg (J1f) ETHEL .2 ~ 4 BT THREGT 5,
7z, MNETIE L H 40mg (Uifli) / kg ETHRERL, 3~14
ECH T THRET 5,

MEEHEICHER L T, A 300 ~ 600mg (J11fi) &7=0
100 ~ 250mL D HJE 5% 7 RO BSEFHKR, HEAM AR
XIE7 2/ B BH S OMRICTER L. 30 o~ 1 RN IT T
#59%,

(FHARES)

WHEERANCE. 7 <A > ELT1 H 600 ~ 1,200mg
() % 2~ 4 EIZ T THIRANERT 5,

2B, ERICE D EEEWNT 5.

8. EELREXRIIER
FREFRLE)
8.1 AFNOMMIZH=> Tl MEEDORBE 2 <720,
JRAIE U TIRREZ M2 MR L. R OB % LT 7/ NR D
MM OEEITEED D I &,
8.2 AFIDIEGITL D, KIITHE, K. BMmEkESL, K
T - MM 2 S JOE T2 FAEIR &3 B EE /R KRIBR T,
ARSI EIT & U AIEBESE DGR % A D AR KIB RN B
5bNbZENDD, FBEREBICESZHRIELRTIUE
BREERE, BREAMESICHO., BloEmnE L OEEE8
ATCIETFEARARERDEZEND S,
LMo T, HGEFITHL, BEThUIHRE5% 2~ 3
METICER. BEEZ TR S SbNZ8HEICE. B
WWEMICEBAT2EO2EET D&, (5.2, 9.1.1. 98.2,
11.1.2 ZHg]

83 AKlickBavy, 7T 74 T7F 2 —DREEMHEIC
FHITE L HENZNDOT, ROEEZESZE, [11.1.1
il

8.3.1 T FREZIZ DWW TR RMZEITY 2 &, 2B,
PUAEMESZICEI DT VIVF—RRIINTHRT D &,

8.3.2 HEITHL TId. BT a v 7 HITHT 2HENED
ENBDYFELTHL I &,



8.3.3 K GBS G THET, BEZLHOIRREIZLE
28, toRBgEfrS 2k, B, RERBERIIER
H<BRITHZ L,

8.4 BRI/, MEFERIERIE, M/NIRD. GFEEERIEZ. H
MmERPK D, FERIERIE DD 5Hhisd ZENH 5D T, Ik
MELZOBRZH0IiT> 2 &, [11.1.7. 11.2 ]

8.5 IFHEfEREE, BIHND HDOLND I ENHZHDT, T
IS RERM B 2T O R EBIREZ TIiT> 2 &, [11.1.85
iy

8.6 AMHEE BUNDO LA . 7L 7F =0 LRH EHRMIE.
SR, EARDSSDONDTENHDHDOT, EHIFICE R
REMREZITO R EBREHSITITS> 2 &, [11.19. 112
iy
(RERRRARS)

8.7 IMEILZRTBENNDH HDT, AEHEIIITDORNT
&, [11.1.6 ]

9. BHENERE2FI2EEICHT IR

9.1 AHHE - BIEEZEDH 2 8E

9.1.1 BEFHEE, KBREORTEDH 5EEH
BIEERBRZFEORERERRBRND SHOND2BTNNH
%, [8.2. 11.1.2 ZHd]

912 7 FE—MHFEOEE
FIEORKHR Y LIV F—KIENH 5N BENND 5.

91.3 EEHENEDESE
AENTFH N DELEFIC L O WG ZIHT 50T, ERN
BT H2BETNND D,

9.2 BHEEEERE
BRI AF O PR TIE A2 WY, SR DVE £
THBZENDDH D,

9.3 FFgEEE R
RV e D729,

9.5 T3
IEGSUTIEIR L TW B ATREME D & B e EIcidik 5 Lisn Z
EMEFE LW,

9.6 %=3L1%
R EOARIEROBAREOARMEZEZE L. FALOM
FIP ik ERET A&, B MR ABITT S,

9.7 NR%E
(IR

9.7.1 FERAABRITENM L TW7RW,
(BEHEERKER. FER)

972 BT ELETHHEGICIIHEEICEREG TS &, 4 E
WZBNWT, RODIIVTZIVA—ILOHIRN K EHRG (99 ~
234mg/kg) 1IZK D, PHEIER (HAEER, 7> F—2 A,

HEFFHNIER T 2 BTN D D,

L) MEHEREIRICHB L2 EOWMENH 5, KH)

WBRMAE L TR DNV a—)VEgB/ L TW5,

9.8 EEE

9.8.1 —fi%IZ A= FRHA
9.8.2 BIEMKBAEDEERKBRND SO bBENHN

EVAN i N O QA

H5, [8.2. 11.1.2 ZH]

10. HHE{ER

101 FAEE BFALAWVWI &)

AN

BRI AR - FE 1 5 T

W - fapRE T

TYZOXA1 >
(TV2AOT %)
[2.2 2]

BERL THERFD
BEND S b
WEEzZ256515,

MEDOU R — A
50S Subunit ™~ #i
FENAF X D&
W,

10.2 FREE BRAICEETR L)

A5 B AEIR - FEE R | T - a1
RAETERTRRA] | A5 RE (R OV AR | A3 e 9 A
AFHYARZTL | TN D, EMz6E7 %,

PAN/A ANV

11. BMER
ROBWERMND 5bid ZEMHDHDT, BREZ+HITAT
W, BENED SN EICIEREERIET 5 S @)
WiEZFTD T &,

11.1 EXEEER

111 2ayy BEERH)., 7F714 7% — BEHERH)
WEO RS, Bk, mERE,. SHEE07Y 70 7F
—BMED ENHDDT, BRETHITTL., BENR
O HNIEEIERG 2 RIEL, EOHE. AROMT
EH, [EOMREOEYNEZTY 2 &, [8.3 B3]

11.1.2 BEMXBREOMEL FH>EELKE X FERY)
f8¥. BRI O FRND SbNHESICIIES KRS 2 HIE
L. i, N> a<A 22 OROFE%E O UE 21T
52 &, [5.2. 82, 9.1.1. 9.8.2&M]

11.1.3 FEMRRIEFLFMEIE (Toxic Epidermal Necrolysis :
TEN) (HEEAB). KEEIRIERSE (Stevens-Johnson
FEMREE) (GEEAD) . 2MEARMRSHREE GEAH).
KBRS R GEEAT)

11.1.4 FZHMBBIEERSE FHEAY)

WEIR & U THS, BENASN, EICHFHREREE, U
SONHEIEE, AmERIEI, GrEgERIE L. HAD) O ONERHHB
A PED BRI OEEBEERN D 5OND ENDH D
DT, BET2ITTV, ZOXDIIERND 5 b=
BT, HE5EPIEL, BYRLBEETS &, BEHPIkL
BOHRZ, T, R EEOEIRDN R D 2 WITELE
T2 ENHLOTHEETZILE?,

11.1.5 BEMMHR GEEARH). PIE EREE (GEERH)
FEEL, wRuk, PEWREREE, KO X AREE. IFMEIkIE S %A
PS5 B MEM% . PIE SEBEREN S 5D 2 ENH DD T,
Bz, BRENRD s NZEE I3RS EF Ik
U BB ERIVE > HIORGEOBY I LEEZFTS T &,

11.1.6 DMF1E GHERER)
BHEREFEICIZOMEIEND SN EDRENDH 5.
[8.7 &)

11.1.7 SRIMERE S BEERE]) . |MERERE (BEE R .
/s 4 (0.01%)

(8.4 ZHA]

11.1.8 FAEEEREE GHEAT) . &E GAEARD)
AST. ALT. AI-PZ 0D EF %S FFBGERE, HHEND S
b ZEMNH5, [8.55H]

11.1.9 2MEBEREE (FHEARH)
(8.6 1]

11.2 ZOOEIER

0.1~5%A0" | 0.1% A" B R
HIbE TR, L | BRI | E AR
AR I
HABOE T, TOFE | R RE
ik IFEeEkIE % | BBk,
WEr R ek D
Bl © BUNO LH [ 7L 7F=>d b
HERME, 2
R, EHAR
R HIG, HFEWN
I RS A E WIPSE/S NV NE
TSR | AN ST RN % 51T &
K DK - il B I PEER RS
e AN 5T X
DIENE - R
Z D1t Tk BRI DIE TSR, NI
D, FEE B | ERER. ZFME
. BRI | BEIER

a: FEBBEIIME N RAERE 2 & 0.

b: [8.4 4]
c: [8.6 ZH]




14 BRLOZEE

141 EHIRSHOZEE
(FFARKRS)

1411 PO 2ERVWEFICOABERNNRITO 2 & [
—E AN D RIEEN I T DN & FRIEEARER,
FEW, AR SR NEICBEET S 2 L.

14.1.2 #EEFTHRAL 208 2 2 &

1413 [EHSIZ2RA L2 & &, WO ZRF A2 D MK O iR
EHELGEITEBICHERE M EEATHENT 5 I &,

16. EMEhRE

16.1 MeEE

16.1.1 EMF I FEIEM R
gAY VBT AT IVIESHE 300mg (NP &
5T STEFE 300mg NN 2mL [Z V) 2 F<A >
> &L T300mg (Fifili)] 2. 7 OAF—/N—iEIZ LD fiE
FERR A I AR I B B A N G- U T IiE R 2 bR
HEZRE LTz, £ 5 N728MENEE/NT A —4 (AUC, . g
Cmax) DXEHEDZED 95% FFAK ML £ 20% OHIPHIZ H
0. WEIO YRS R I N Y,

HEENEE /NS A — 4
HEINTA—4
AUC- 100 Cmax

Tmax ty
[ e g (i) | [ e g (F3ill) 12
hr/mL] /mL] () | Cho)

B INTA—4

VAN e %
U T 25 )LiF | 19.57+£2.15| 4.09£0.37
$H300mg NP
T ST 1.25+ | 241+

+ +
300mg 19.34+£2.60| 3.99+0.45 0.26 058

(Mean *+ S.D., n=14)

1.36%= | 2.20%
0.23 0.32

[ug(F1i) /mL]

50
i —— )AL BT RTIVESR300mg INPJ
:ﬁj 40 —ae- F 52U SESR300Mg
4 Mean+S.D., n =14
J 30
-
4
<
4 20
>
Z
]
= 10
00 ‘
0 2 4 6 8 10
iS5 (hr)

MiGH 7 ) <A1 2 D REHER

ME RN ONT AUC, Cmax HFD/N T A—F 13, HHRED
AR RO PRI - WS OB IC K - TRz S 7]
REMED D 5.

18. ZERhEEIE

18.1 fER#RF
HIE DU R — A 50S Subunit IZIEA L. RTF R @
HROGEMHIELEAGREZRET S ",

19. HRR AT 2EILEHAHE
—fH U IRA Y VBT AT
(Clindamycin Phosphate)
& 45 : CLDM

{b?#44 : Methyl 7-chloro-6,7,8-trideoxy-6-[(2S,4R) -1-
methyl-4-propylpyrrolidine-2-carboxamido] - 1-thio-
L-threo- & -D-galacto-octopyranoside 2- dihydrogen
phosphate

73 F3 1 CgHy CIN,O4PS

78 1 504.96

HE I

e}
SPO;H,

R - AR~ EAGORBEEOBERTH S,
KRR T K AY ) —IWIZRREITic< <.,
4 /=) (95 IZiFEAERETRN,

22. a3
(Y E<A4 ) VBT 25 )VixE % 300mg [NPI)
2mL X 108 [7 > 7))
(FYLETL49 ) BT X5 IVixsE 600mg [NP)
4mL X 108 [7 > 7))

23. Bk

1) JEAE 55 ()45 dt B Ja) s B I e R« P2k W S e L
AOFFIE (120201195)

2) BAS Y - EEAIEREREBHIRIGY =2 7)) AT
BB EMERE (1L20200433)

3) FRNERL : E R SRR B

4) HPER.RE (532 TH)IV:2002 % 7 A 5 HE&ZR.
HEE BRI SER) (1L20230903)

24, XBFEKRERVEVEDESE
—T7 okt EEMERE
T 566-8510 ABF T HLELHTHT 3 % 26 =
TEL 0120-226-898
FAX 050-3535-8939

26. WERTEESF
26.1 BLERRFET

N\ NIPR0

—J70#%A =
AIRFHERENTEEHEI3E 265

H-1



