XOKEN 1 2023 15E]T (55200R) OAZEE RN EES
WED 1 20226F6 HHE] 876112
fr A =ERFRE
B 26 (P Y FIWRONECRROEABERAICERT Z5TR300mg R 600mg
%)Ci) _ x| A RES | 30500AMX00010000 | 30500AMX00011000
MBI - W HER N S ELTE 202365 2023568
(/IE—IE%%UJ@E%[C&’Jfﬁﬁﬁ@élt) E& ﬁ Eﬁ yjﬁ\ 1996&7% 1996&7%
“ 2 B8 58 J 2014488 2014488
BAE

7

UYav4 YR EMERA

ro JUIIIAI YD VBT AT )bizsw300meIN | G)
2 JUYIGIA DIV BT AT )Vizstn600meIN | G

Clindamycin Phosphate Injection

50
IR A ) BT AT )V ESHR

[ZR(ROEBEICIEFERBSLEVTE)]
ARNOMHNEY > AV A ¥ Y RIEMEICK UBSED
BERDHDEE

(¥R - K]

JUVIRADI VU VB
TIZ7)LiE5HR300mg
[N 1G]

IJUIIRAI VU VEE
TRTILESKR600mg
NI GJ

18 (2mL) 5o

18 (4mL) oo

BRI

TJUVIRAI VI VE
TZ5)L-+-300mg (2fh)

dJUIIIAI Y U
T2 )b---600mg (F2ih)

IR

N2 D7 L=

NV TV FILI=Ib

pHEFENA]

s ®

Re~REeEREOIR

pH

6.0~7.0

BB EL

2.7~3.3(HR4ERIBRICNT BL)

[ZhEE - ZHR]

<EbEE>

IUVIIAVVICREDT ROKER. LY TRER. M
REE. RPMNZANVTINIVvARE. NIF704 7B,
TURTSB. XA IS AYE

<SEE >

BUMAE, OHE - MRBAK, Bk,
IFIRESRED RER, PEXR.

w

BEERK, MR, 184
EIETEAN

RERIDER

777777777777777777777777777777777777777777777

(FHEE - MRICEHET BERALDER)

UHER - HRERSK.

kK. RERESTK, PERK. BIRERX

ZRU. NEERSORBEZHI U LT, KEIDOK

% |
N@ﬁ%[@to@&Iﬁﬁi%%ﬁEﬁ%@?ﬂin;

METEHESNBIBEICIRET DT L,

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,

(A% - AE]

[FUEREIRAYESY]

BE. BAICE 7Y vI< A2 ELTIH600~1,200mg
() & 2~4BCH T TruERsEd o

BE. NEICE. 2UYIYAY > ELTIE15~25mg(F
) /kgZ3~4@ICHT CTHuEEsT T Do

BB, EEUNISEERPEICIEERICIGE T, MATIE
H2,400mg (Hffl) FTEE L. 2~40CHIFTRET B,
Flz. NETIF1840mg (Offh) /kgETBE L. 3~4@(CH
[TTERE5T %,
FUERSEICB L TIE. AAFI300~600mg (F3ff) 57=") 100~
250mLDBB5% 7 RUMETsH. HEEEBERY(EF =
JBERIZEOBRISBR L. 300~ 1BRNTTIRET 3,

(PP
BB, BAICE ZUYIYAY 2 ELTIE600~1,200mg
(1) & 2~4@ 5T THARES T .

B, ERICKYEEERT 3.

(% - BEICEEY 2ERLEDIFE)
KEIDFERICHz> TlE. MEEDRIREZR 2.
Al UCRRZMZER L. BROBEE L ERER/\BRDH
BOERS(ICEEDHD &,

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,

(62 EDFE]

1LESRS (ROBEICFESICKRSTBH L)

(1) BEENUREERE. KBXEOBEEDHHEZE [RE
MREREZEOEERABEXNGOONDHEETNDL'HD] (8B
BIREAER] DIE()SH)

(2 FFEEDSH2EE BTHEOD. HERLHBNIERT
BBTNNHB]

(3 BREEDH2EE (B EAROTIPHRE CERLNY,
HEEHBNMERT 2B ZTNHB 3]

@) 7 hE—MEREORE [EEDFEY UVILF—RITH &
S5HN2BZNNH D]

(5) EBREFEIAEDEZE [FAIEHNDOBEZERICK Y INiEZ
WHTBDT, FERPRILT 2HZTNNEH 3]

2. BEEREFNER

MR S A MAZFERE T DEEEBRKRBRT. W
HERBEICK VBEREREDE A Z H D BIRERBERN S S
nNadcENH 3,
HEBRBESICRSZDRIE URITNESHELA. KEam
Ef%@ux%E%%%&@%%%%@ﬁ%&*ﬂt@é
ZENRHD B,
UIeh' > TEBI DR S ZEE T DBSICE. RDEIEN D
BTH D,
1) ROBEICIEFRELIEVT ENEFE LW,
OEYIFRGE
OMtCBENRMEAERN G2 HE
2) BEREICH L. BEDYIFE5%2~3BEE CICER.
BER TR SONIEBREICIE. BEICEMICOBAT
DELEOFETDHE,
iz, ERDEERESICIEER. NS VDR
ORSEOBEYFLEZITD T Eo
(2) BBIRNIR S Z1T D188 1F. L - AEICUIeh > THIR L.
300~ 1BSEMN T CRERFET 2 &, BH. 2REFEF
DBV & IMBELEZRTBZNHG 2]
BABNCKDYavI, PFI4 5+ —DOREEERREICT
HTEDHEDTBVDT. ROEBZED &,

1) BHICEERFICOVWTTORBEEZETDII & BP.
MEYPBEICKD T UIF—FBIENTHERT D&,
DEEICEULTIE. ATV 3 vIHFCHITHIH2NEDE

N2#ERZELTHL T &,

) REBIEN ORERTERET. BEEZTHDIRECR
B, TORBERZITOIE, B, RSEBERIFTR
FRLEEIT D&

<E@EICDDL>



3. {HE{EMA
(1) AR (HRLBVC L)

RS RERAER - BESA | #F - BERET

TURORA Y | HALTHABIOMR @ED U R Y — L4
> HHBSHNBRNEZEZ [50S Subunit D
(TUZO¥V 5N, GiljkawN=TENII=IAN
V&)
2 HAEEE (HRICIET 5T )

RS RERIER - BESA | #F - BRET

FAEMERRSHER | ARSI ER AER S N | AR SRR AREHA
AFTART |2 RZBYI %,
D LYK
4
YRI Sy
IR{EYIERIE
KA

F

4. BIYER
AE| S EARERESEORERRIREENHEC B2 AE %
EiEL LR,
(1) EXIZEIER (SEEAER)

)Vvavd. PFrI745FY— VavIrEREITIEN
Hd, Fle. PR, 2581, MEFE. EMZEE
D7 F T4 SFY—BEHSTENHDDT. BERE+TD
TV BEHIROOSNBESICFRSERIEL, INE
@%ﬁ%\t%iﬁﬁﬁ’ﬁ%ﬁ\ SUEDHEFEDBEFINEZ
T2 &,

2 AEEMXBRSOMEZHSEEREKEBRN BEREMELE
REDMBEHESEERBRKREBRNHSHON2D T EHH
%, B, OO ML HODONIEBEICIFESBICRS
ZRIEL. k. NV OYA Y OROKBSEDE R
NBZITS &, ([BEREERNER]DENSR)

3) thES 4R AZIRIERLARAE (Toxic Epidermal Necrolysis :
TEN). RZFEFSIRERJE(REE (Stevens-JohnsonfElREE) .
SMENRMEREEEEE, RREEER DHURTE
SERUERAE. FUEFSIRERIEIREY. SN RZ REE.
FIRMEEAN B SDOND T ENHDDT. HRE+H
([Z1TL). EENROSNIEBEICFREZRIEL. @)
BRNBEZITD &,

4) EZRIMEBSAELEIREE? HERE ULTES, RBHH
SN, BICAF#EERE. U/ EfERR. BmBkiEm. 7
EBEkiEs, BR Y /RERSE 4 S EREDEEDRR
BIERN D S5OND T ENHDDT. EERETDITITL.
CDRSFERD B SODNIEBSICF. ®wEZEPIEL.
BURMLBZEITD T &, BEPIERDRE. FE. A
BEBEEZEDIERNBRG 2 WVIEBIE(LT BT ENBDD
TERI D&,

5) FAEEMERMN . PIEMEIREE FEL. XK. [FIREZE. M0
XIRERE., FBIKESEE 4O HEMMA. PIBEREN
HOEDONBDTENBDDT, BRETDICITL. BEN
RBHONBEICIFRSEPIEL. BIBRERILEVE
DERSEDBEFNBEITD &

6) iMELE RRGESE(CK D DMELED DS ONIEEDRE
nHd, ([EBRLGERNES]DEQSR)

7) RIMERGAEA . SEFERIERAE. MAVREAS SRIIBREA. &
BREE. MMGHAN B SHON2Z T ENHDDT. M
BRBEZDERETHICTL. BENROSNIEIESIC
(FHR5ZPIET 2B EBIGNBZTD &

8) FFtEREfSE. B|E AST(GOT). ALT(GPT). Al-PE®D
EREHSHFEERS. ®ENHSHNDTENHDD
T. BIRZETHICTL. EBORDONICHESICIFRS
ZPIET B EBIBNBZTD T &

) SMBRE 2UBAENGSHNDIENGHDHDT.
BRETOICTV. BENROOSNBEICFREED
IES 2R EBBNBZITD T &

(2) ZDtDEIER

B OE A~ B
JB{EEs TR, BD - B, BRAR. B X
BEYEE) | F9B. TOFE. MM PR
M2 WFERERIEZS. BIMEKES . FEREEA
B BUNO LR, JUFPFZ VDO LR, BRI,
ZR. EBR
R HE. HFEW
BRMERY |ORRK. HhYITE
EETERAL | BRI S K DR - TS - 1RAE - MERES.
BRI ST & B IR EESRA
ZFDh B, EEODIETY. . BB, Bk &
Ko NOKBMERER. SFEMBEEIR

E1) CORIIFIERD B S ONIEBEICIERSZDRIET S

Cé&s

E2) MRBBZEDHRZTDICITOIT S,

E3) THINICBHEERBEZET OB EHRETDICITOT &,

F4) BEHDROOSNIESICE. B5EDIET DR EEY)

BNBZTD T &,

5. SEmE~NDERS

—RICEEHS CTIIEBRBENMETULTVDDT, EEICKRS

RS at

6. 1%, ElR. EARENDRS

(1) 38 1B FTIR U C VLD T REMH D H DR AICEIRS U
BOWTENEFLL, [HIRPDERSICEIT 2L
L TWLRLY]

(2) 1EELIR : WALPOBAIFRE UIEVW T ENEE LWL
POEBIRETIESICIFRAERTIER L, (B
NFFLPAEITT D]

1. INREADIRS

() EHERKER. FERICHT D2LEMEEHETILTLRBRLD
T, BICHNBELETIESICIFERICBSTD &,

2 EBERER. MERICERITDESICETDERTDD
Eo ABICBVT, RUVILTILI—ILOEIRKNASH
5(99~234mg/kg) ICL Y. DHER (A TR, 7
R—I R, E#E) MEEERERICERE UL EDRSH
@éﬁxﬂ@%M%tbt&vaij—w%%Ebt
N3,

8. BRLOIF=

AENEAE - AEICULIEN > T, siEEIRNIE S S HAN

BE5DHERATDE. ARIDFERICELTE. ITFOR

[TFET D&,

(1) BBIRAIR 505 © RFESTFTDRVC &, ([EBBEDRN
EBIDIEQESR)

(2) BFANIR 585 -

1) BN S E P BB RVESICDHAHER/IRICITD
Z & B—BRNDREFFIFITDENT &, FHFITEH
EHER. FER. AR SR NRICFEETD &

2) FHREITERAIZRE T D T &

I EFEERA U EE, BBZEFRA W MRDWERZEH
rEEEEESICEHZRE, BUEEI TEFID &,

B 7Y FIhY b PULIVAY MEBRELY /—)LiEs%
TERLTHS, PIAUEBVRBWTG, 7Y ILEBEEDN —
JDRFABICHTS T Eo




(BEMEBE]
1. YRS
JUYTTA YU VBT AT )LER600mgIN | Gl &2

#EEZ, JOXF—N—ECkDENZTN4mLIZU VS

AU VBIRTILE LT600mg (Hil) 1 EEERAEF
[CHEBBEOHENKRS LU TIERI Y VIV A Y VEER
FEU. BNy ENRE/VS X —5 (AUC. Cmax) [CDWNT
Bt A T o TR, mRIOEYZNESUHI RSN,

7r 01 JUVIRAY YU VBT ZT)LEFTHK600meN | G)
o AR DAL 600mg ()]
T +RERE. n=14

MEERE (ug (Ff) /mL]

RS5O (hr)
L) S X — 5 (P +BERFE. n=14)

K58 AUCo-24 Cmax |Tmax| T1/2

(mg (Af)] | [ug COf) - hr/mL]| [pg (2 /mL]| (hr) | (hr)
VOVEEEOVD) 10 a2
VEBEIZTIUAFS | 600 32.4t5.4 5.9+£0.9 “;O 5 _':3 4
#600mg[N 1 G) I B
AR 5 0.9 |42
soomg(hf)] | 000 | 31:9E46 | 5609 10,405

METRELOCAUC, CmaxZED/S5 X —9(F, HWERED
EIR, FROIFNOY - BESORBRENICL > TREZT
BEMED B B
2 HEEE (BE)9
JUVIIA YV VBIATIL(20mg/kg) &, 5w T
AP SHEP D CERABCHH L, MEESLOMICHL
TI3385%0.25050, BRED KOFEICHLTIH0.565m(C
EEEEIOELR.
. BFES KOBROLSNORGICH L THMBmRE &
DB LMENERHD STz,

E$F3:5E
1. {ERRE

IUVIRAY VU VBIZATIVIE. EERNTIKDBEN
JUIIRAVVEUTERTY %. A8, EDABE
WAEEET 2 EICLKUINMBEERERT .

2. EIEA
TJUVIRAIVFE, T LBERE. BEREREICH L TEN
femEEEER L. RS U THRODFAEINRD S
Nico BERDBEDON A IS ARICHULTIF1.56~12.5ug/
mMLTIMEERH R SN,

(BRI T BIB(LFHAR]
—MRZ I VIRA IV VBT TV
(Clindamycin Phosphate)
= . CLDM
%% Methyl 7-chloro-6,7,8-trideoxy-6- [ (25,4R) -1-
methyl-4-propylpyrrolidine-2-carboxamido] - 1-
thio-L-threo-a-D-galacto-octopyranoside 2-
dihydrogen phosphate
FI : C18H34CIN208PS
SFE 1 504.96
% R BEE~MEHEDRSEMEOHKRTH D, KITETPT
<O XY/ =)LIEPPBIFICKL, Y /—)b(95)IC
FEAEBITRL,

CHs
H Cl
HaC N7 “
\/|><:l\ H N /
H\\T( A CHs
0 Ho

OH
H

OH H
H S

“CHs
H O

“POgHz2

(BB EDiER] Y
REHBRIGROME
RERIFHER (25C. 2F 10 F) DRER. JUVIRAIY
UYBIZTIESRK300mgIN | GIRUIUYITA VY
UVBT AT )LEgTR600me N | GlId@ESEDMHEE
BLTCEBRETH S I EDTERINT,

&= & ]
QU VIIAI VU VBT AT ILEFRI00mEIN | G
[1&2mLd300mg (Fo1i) ]
1088
@0 VIVAV VU VBT AT )VEER600mgIN | G
[1E4mLE600mg (F11f) ]
108
[EE i)

U%E%@%@%E%&@%E%ﬁ:ﬁﬁi%%ﬁE@%@%
SlE

) EEFBE  EEEERERRINIGY Z 17 )b EEIMEHUE
SRR

3 HELIEE T HHANER (EY2NEE EER)

4) HETIRE THBHHRER CEYEIRE )

5 BET KR THHHNER CGERhEIRHR )

6) HE LI SE THBEHRANER (ZEMR)

x [SZEREERSE - HmIBHROEVEHh ]
FEVEIICSEEHDIE - HNERIE FRICTERTEW,
HEIHRASH BBHUR—NEyI—
T930-8583 ZELLmifiihim1 T Ho6E21
TEL (0120) 517-215
FAX (076) 442-8948

L
HAZERIERIASH
RIRARRESIEEIN T E1E1S
FF5TT

*‘ﬁEIIZIm@*i

Nichiko 2 LT ME1T He&E 21

BEMRFETT

¢ BE IS8T imunxa

Nichiko 2 LT &1 T BB & 2]

A-02



