202251 1A%ET (52 0hR)
AAREZEEEGNEES . 876152

E #2549 v 4 E 2 — 7 # — A
HBARRBRERENSD | FEEESEE20 1 SITEMNL TERK

FrSHAH Y L RAEDE
BAERAE I/ Y49) VIERIER

/Y491 UIERIESR 50mg[HET |

/Y49 VEREH TR 100mg([BET)

Minocycline Hydrochloride

% % BEB0mg : 7 A4 a—T 4 T EE
“ | # 7€ 100mg : 5 7 ELFK|

8B A o B H B S| AGEEREL (EE - EMEOLTEICIVENTLZ L)

YA ) CHRIEA LT OREA

b3 B - . g = #E 50mg : 1 HEH 50mg (i)
71 7 100mg : 1 4 7/ H 100mg  (Ji1ifh)
_ i@ P o X YA ) R

¥4, : Minocycline Hydrochloride

KWAFEHAHR 2017 1A 31H

MERFTERRBERABD | g
R e SEAMFEHEH : 20174 6 A 16 A
FEEROE-REERBE | oo n 20174 61161
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1%, WA SCEICRLE SN e AT T D SRR R E RN E R G AN H D,

EREEL ClE, MBI IO TREBEDFE 0 IR e S 22 OB NG RSB e a2 LTI
WAEMTEL THL L TETWND, ZOBRICKHEREREZMEREINCAFTHZOOFERY A ML LT
A B a—T 4 — LFEE LT,

WEFI634-1Z H ARPE AR 2 (BAF, BRI EMT) FiE2/ BN MEELA 24 a—7
+—21 (LT, IFERST) OAEF I NCIFREHEAERE R E Lz, 0%, EEESEE T
CNZBE T ERMEHR=— XDOEE %I T, P10 A IZ BRIEEMFEINEERITBNT
IFREH R DO UET M T AT,

FIZI0F2 % L, EIMIFHROAID FTH 2 IR, 0T Th 5 ERBIGOEAAN, W
Lo THE - ERREIIRESEBM LD L 22T T, FR0FIH I BN ERERFREERICE
W CIFREHEE2008 3 K E S i,

IFRLH ERH2008 T, TFAMRER O & U TRItT 5 506, PDFEOEMIT —4% & LT
etk 228 (eIF) BNFRAIE 7eo72, ZOEEREICHDOE T, HRALEIZBWT [4hHE - iR 0B
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BN U2 Oe- TRt SN D Z L L 7r oz,

AT De- TRIE, () EIES RSB ASEAED R — 2L — (https//www.pmda.go.jp/) 75
—FELTAFAREE 2> T D, AARJFEEIEARIS TIE, e IFZ iy 5 EIRM G RIEALR —
—UNARY A N THDH T EICERE LT, MR & o Te- IFDOE 2 fatd o fiik 2 5%
B LT, filx OIFDNIRMISCEA M T DB AEHRE L CHEUNER - etT 52 & & L,
2008 L W AFARIDA » FZ B a—7 4 — LMREtS & Bl Lo R T L CE o R A Hakm L,
FAFEIZE - TH, ER - FEHMEIZE>TYH, IRORVWERFE T L2 2B, £22TH
i, TFRLEEFH O —HET 2T WIFRLEEH2013E L TART HENE o7,

. [F&IE
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DPERZEN 72 S, BT RENBEDRRE LK LD G EICIFIFNSEET S5,
IFOFABIZHT=>T
[MFEHEEE2013) I2BWTIE, PDFY 7 A M K D E A TORMEZ AL LTS, [H#RE
FIRT 23K, EFEELSHIR L CRET2 Z EARAITH 5,
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LTRERE SN TN D,
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I. BEICETHRE

1.

R DER
AFNE, /A7) ARREEARS ET T NI A 7 ) URHUEME TH D,

GRS /A 27 V> h 7' 100 T<a) i1, <A RS SR ERS & LT
FEEE L, HBEORBRTIEERE, REMRER, EW PSR BEe £ L, 1988 43
A 15 BITAGRZ RS, 198847 A 15 HICHRFE# B LTz, (GERSH 698 5 (WFn 55 4 5 A
30 A) ICESEZIEGEHGE)

YEEES /A 7 ) 88 50 T~ i, ~ /LBl nNSaRES A & U TR 24
L, MMM OBBRTIEARRE, ZEMRER, AW PRSI ERA M L, 198947 H 14 A
RAEEAE, 1990 47 A 13 BICHGE&BItA Lz, (GEREY 698 5 (BEF1 5545 A 30 H)

(ZFED X AGRHIEE)

HIETHERESHT, EERI A2 ) U0 ~L ) 2 19904E 7 H 13 H, THEFEI /A
7071000~/ 1152004 4512 A 1 H X0 ARGE L7,

e 7Y% A7) 850 =2 113199143 H 8 H, M /%A 27 U 7 &/ 100
(<=2 13199147 H 1 BAHC TERERE : V7 v F TR, JEYYE : OO0 IR OZNHE -
hENEIME 7z,

BRI (BRI OfER, TEREI /A 27 U U8EB01~/v =) 11X 1999 4 3 A 23 HIZ,
RS /YA 7 ) 70 1000~/ 113 2008 4= 3 A 21 BICHFIESR 14 545 2 A&
CERRRHESFH) WTRICHEEY L2V & OFFHIRE R4 57, £7-, 200449 H 30 H,
FEMAS S CREERHn) NakSh, R /A2 U U8 500~ a ) RONERR /Y1
7V TR 1000< v 11E, ARFEO A2 LTI IUIEFESF 14 5:5 2 1A 5 0K
RIEEFER) OWTIICTHEZY L722V & OFFHIRE R 257,

2009 -6 A 1 HiZ, v/ afilkAatty, A2 AELY 7 —~RSthIcE T Lz,
2012 - 6 H 1 HIZ, HELY 7y —~#AStt & B IE THRASHOEOHIE, Ao fER
FELEGRMN A E T 7 7 —~ RSt 6 B & TS~k ik < 7=,

201744 H 3 BIZ, f&EiRTE e B E THRASH b AE LY 7 — v REE i~k < 7z,

ERREHBIIE DT, T ORGEA LR 2T o7,

HEEH B Bk 74 IRAR5E4
201246 5 1 H WS /A4 27V U BEB0lAET Wl /A7 VU BEBOI <1
g /Y%A 27V 7'/ 100HEL) W /Y%A 27V k71000~ 1ra)
VA7) RS 50mg! H & T WEES /A4 7V U 8EB0HET

20174£1H 31 H

VA7) EREE S 'L 100mgl HIE T[RRI /YA 2 U7 &L 100l HIEET




2. HA0BREREN - HAIFHFFE

(1) AFNE, /YA 27U ARBRIE AN ET DT 947 ) REVEMBETH S,

(2) BRZRWEH BWEEARH) LT, vavy, 7740 7%>—, WA HIRIE
(SLE) tRIEMROHEE, FEEivEZREIIRE, BMENSZRNER, B OREMEFE, F
kR R EE Ll AR JE  (Toxic Epidermal Necrolysis : TEN) , F7 J& kb & IR JiE {5 #f
(Stevens - Johnson JEMERE) , ZICALEE, FIMVER G, IEAMEMBUEEGERE, MK
W, EERNTHRERE, SRS, MEEE K, FERREE, MEEMEMK, PIE fEfE
BE, BER, M, ERPEESFORMMARES, HilMGR, BERERERIE#E ST
W5,



I. &#ICEEY5EE
1. IR5T4
(1) f4
A7) R EE 50mgl HIE T
YA ) R 7 2L 100mgl HIE T
(2) ¥4
Minocycline Hydrochloride
(3) AHDHERE
—fxA LV
2. —i4
(1) 14 (SR
A7) R (JAN)
(2) ¥4 (WaiE)
Minocycline Hydrochloride (JAN)
(3) RTL
T8I A7 Y REUEWE : -cycline
3. BEKXNIT TR

HCI

4. FFRRVSFE
772 0 CosHerN3O5 - HCI
5y : 493.94
5. L4 (i)
(4S4a85aR,12a.5)-4,7-Bis(dimethylamino)-3,10,12,12a-tetrahydroxy-1,11-dioxo-
1,4,4a,5,5a,6,11,12a-octahydrotetracene-2-carboxamide monohydrochloride (IUPAC)
6. BR4, A4, KBS BEES
LIEAS Y S A I
W5 : MINO
7. CAS 2i#&E=
13614-98-7



M. B¥E7ICET HIRE
1. PE{EMEE
(1) 58 - R
HEOREMEOM R TH D, (EEERTHRITE, )
(2) BfEt
NN- DV ATFIVHENLLT I RIZETRT L, AX ) —UIROREITOT <, KT I
<, =& )= (95) 2Tz vy,
(3) WiEE
MR L
(4) R (FER) , BR BER
NER R L
(5) BRIREMERTER
NER R L
(6) HEFRE
MR L
(7) ZOMDELERMEME
pH : 3.5~4.5 (AKH1.0g%7K100mLIZIED L72iK)
2. AVRSOBEFETICETHREN.
MR L
3. BT ORERRARE
(1) =AML EE R E S
AREMOMEFR « AKX ) —NWRIRIZOE, WILART MLV ERIEL, RO AT RV ERGLO
ZART MV A 7 Y UEBIEREERL D AR NV RIS 5 L&, WE D AN
7 MVIZFRI—RED & Z AIZRBEOIEE O %78 5,
(2) FRAMRIL AT R VRIEE
AL U O AEEAREIC K 0 ERBREITV, RO AR MVERLOSBANLY MV ER
YA 7V CESEARES DAY MVERERT D L&, WMEDART MWRE—EEDO L =
A AR D FRE DRI 238D 5,
(3) EKI&
AL D KESRI T D EVER)S (2) 22T 5,
4. BPEIDEER
Wik~ 797 4—
AR © SO EE ST
BEE . 2 VBT =0 L—KIEIK, NN- P AFVFRLVLT IR, =2F Lo o7
S UVUEERE T OKFE TS RV LRI, T RTITTFAT R AE Rad Y R
WRIRIR



V. ®H(ICE83 5IEE
1. Hik

(1) FIRORH, SMERUHER

74 A7 Y s Somg RpeTy | 77 Y LT 100me
HIET,)
a3 Xy o7 RIBE
i W~ EO T 4 L ha—T ¢ v T RF 4 YA
g W 7 LF|
HIE Q @ (D61H|HI9C)
EA(mm) 6.2
2 X(mm) 3.4 (2 B5hFENL)
'H & (mg) 100
Aka— R Atk Q 1L k- Q 61H
W=k mt - D 61L wit - Q 61H
(2) H¥DHME

( NIV, 4. IO TR 2L EN OHEM)

(3) #|Aa—F

(v, 1. (D) APEOKH], SMELRUWER ) DEBH)
(4) pH, ZEELE, HE HLE, REOSRUREL pH BF

BRI L
2. HHIDOMRK
(1) BES EHEES) OEE
- WA R L
:j—E N > YE leta B [
[irgnea J WA 7 ) o FEESE 50mgl HEE T 100mg I EE T
PN 188 YA 7 U Rt 17 YA 0 R
i 50mg (JIff) 100mg (/i)
HoKFnd, hoEnayTUoT Yy, 7| huEnayT oy, ki —
QAN AB—AFT R TLA BERa | R, AVAB—AHNLTTA Z)LDT
Frruvitin—X, KE#REL | b T7TBARK: BT, BbFH 2,
VNILY)| Fafxsrneiltirn—x, ZLvr, | 855, vV /UET R U A
ATFT VU~ TR UL, ~7ad
—/L 6000, E&{bF% ., (. =_F1l
g, T Froosoy
(2) &Y
(TIvV. 2. (1) A5y GEMERSY) OFE ] OIEERR)
(3) Z0ith
PAL 2D

3. BEH, HFDSHEICHT HFE

BARPANA




4. HHODBEEHTITH T RESR"
(1) MEARRUVERHRFHER
A& AERLEL A FL 72 IERER (40°C, 75%RH, 6 » H) DR, I 94 7V st
50mg | H [E T 1318 % O Hifim TR\ T 3EMELETH D Z EAHER Sh -,
B EIEERLE, & 2 REIRAFARBROFER, X /1 7 U U HERE D 7 /L 100mg ! H & T 1%
WE OTGEE FIZBWT 3FEMZETH D Z L DR Iz,

O WA 7Y UHEEESE 50mg HIET.)  I#RBR (40°C - T5%RH)  [HA&@3EFE (PTP

) ]
HEEH = PRATIIR
< Hikg > T Br A 1%A 3% H 6 % H
T2 8JL.22
< ~HFEHEO T 4 L ha—TF 1| 8JL23 W W WH W
v TEE> 8JL24
R 8JL.22
(BSOS, RIMEILA R FL, 8JL23 e e Diay Bl
HWErsu~ o7 4—) 8JL.24
~ 8J1.22 6.3~7.1 6.2~6.4 6.3~6.7 6.1~6.3
<71k2]30/(§¥> 8JL.23 4.8~8.4 6.1~6.6 6.6~6.8 6.1~6.5
0 8JL.24 6.1~6.7 6.3~6.5 6.4~7.5 6.2~6.5
VEIME (%) 8J1.22 91.5~94.9 87.7~104.0 96.4~108.2 94.5~104.9
- 30“4;\ 850/‘11 s 8JL.23 94.1~96.9 88.4~ 93.8 99.3~101.8 93.7~102.7
71 0 8JL.24 90.6~97.4 88.8~ 91.7 85.3~ 98.6 98.4~104.9
S8 (HiE %) ¥ 8J1.22 96.19~102.09 | 95.58~ 99.21 | 95.14~96.32 96.87~97.83
90 o~12’o 0% > 8J1.23 | 100.63~102.36 | 95.71~100.63 | 96.49~98.26 | 95.43~96.50
: e 8JL.24 08.38~ 99.54 | 95.74~101.96 | 96.96~99.39 | 96.20~96.68
¥ FRE O ST AEAEER (%)
O/ %A 7 ) I 720 100mg M HIET) RWHIfRAFER (25C - 60%RH)  [Af4al
HERe (PTP cl2E) |
HIEEH =RV LRAT R
<> FHh BHAGR 12 » H 24 » H 36 » H
o H206
b ANy ANy SRE N SRE N
<HBERBHOWH TLAR> | T2 e e L L
- H206 76~91 75~90
BHME (%)
H424 — — 76~90 76~92
AN o/ |
<3043, T0%LLE> HTO7 84~96 77~100
o H206 97.6 97.0 99.3 99.6
P =N 0, Y
ii éf {E’o g’/) S H424 99.3 98.1 100.5 100.4
: o HTO7 99.7 97.3 99.3 99.0

X ForE Ol THTEAER (%)




(2) RAZOREMEHR

SREREART : 2017/6/16~2017/10/27

O WA 2V UERSE 50mgl HET)  #EA%E 40C L, KmA]
HERTE H o b PRI
<> HE BH AR 2 1 1%H 2 5 H 3% A
PRI n=10 HO~TEHAD | B~ A0 | HEa~RF a0
<HEA~IEHEAD T VA | JG1T01 |7 4V bha—TF |7 4 ) ha—TF |7 4 )b ha—T | HFHENho7- | FHENo7-
a—7 4 VT BE> S T EE £ T BE £ T BE
PUECRUER <(§.<1;L>C> =3 | jG1701 i e e i e
WHIE (%)  n=6 5
2304y, SE%LLE> JG1701 | 104.6~109.0 | 106.1~108.6 | 100.1~107.7 | 82.0~111.0 104.4~107.7
&R (1, %) *2 n=3
<90.0~110.0%> JG1701 | 107.4~108.3 | 109.5~109.9 | 109.5~109.6 | 108.7~109.2 | 108.1~109.0
(B5&1H)
B (N) n=10 JG1701 53~63 47~61 48~58 53~64 49~56

1 JEEWE RRT0.83 : 2.0% LA T %2 : o (Jiflh) 12+ 2&868% (%)

3 11/12 SEAN A DT, HIKITHES,

O /WA 7 ) UHEREESE 50mgl HIE T Ma%E 25°C - 75%RH LY, Bk
HERIE A = vk PRI
< Hikg > T BHAAIE 2 i 1%A 2 5 H 3»H
MRk n=10 O~ A0 | FEA~REAO | A~ EAO
<HEHO~EHOO T 4 NVA | JGIT01 | 74 v ba—F |7 g bha—F |7 4o v ha—F | FHERHo7 | FHnno-
a—7 4 T EE> 4V TEE © T EE °$VTEE
FURRER HPLO 2=3 | ja1701 e e e i o
¥1>
B (%) n=6
<304y, 85%LLE> JG1701 | 104.6~109.0 | 102.8~107.9 | 104.1~107.7 | 103.6~107.3 | 105.1~106.6
&R (i, %) *2 n=3
<90.0~110.0% > JG1701 | 107.4~108.3 | 107.2~109.3 | 108.5~109.5 | 108.4~109.1 | 107.3~107.9
(B51H)
FE (N) n=10 JG1701 53~63 30~35 28~33 28~37 25~32

1 : JEEME RRTO0.83 : 2.0%LL T X2 : ForE () 14 2E8HE (%)

O YA 7V HEREESE 50mgl H =T
—L &7y THED]

ot =R, Bt (D65 R (R 1600Lx) , + v

f#EE (N) n=10

RBEH EIoaN A
<> K BHAGIE 30 J3 Lx-hr 60 J Lx-hr 120 5 Lx-hr
‘I‘i"lj( n=10 < T s e
< B0 7 (v | Jarror |HETHAAT v HEEAADT ¢ n HOARADT R Een
AT A TEE> 5 ; ' '
PR HPLO) 05 | 1701 i 2 i 2 i 2 i 2
X1>
VEITE (%) n=6 - - -
<304y, 85%LL 1> JG1701 104.6~109.0 73.5~109.3 75.3~109.3 83.2~108.2
Z% OOff, %) 2 =3
<90.0~110.0% > JG1701 107.4~108.3 108.4~109.4 107.9~108.7 106.0~108.2
=
(BH5H) JG1701 53~63 44~52 43~56 44~51

1 EBWE RRT0.83 : 2.0%LA T %2 : ForfE () IS4 28H6FK (%)
¥4 1 1012 BEEA DT, BRITES,

AT Bk

3 1 412 BEBASEE DT, HIKZ L,




SREREART : 2017/6/16~2017/10/27

O VA7) AR 7'V 100mgl HIE T Madt 40°C Y, K[UERH]
ERIE A =R FRAF IR
< Hikg > T BH AR 2 i 1%A 25 H 3#»H
e n=10 IO OEEREND) OEEREND) RIBOD RIEOD
< iR e H | ADOGOL ﬁﬁ;ﬁ\jig&%ﬂ ﬁ;ﬁ;ﬁ\jitzﬁﬂ ﬁ;ﬁ;ﬁ\jitzﬁﬂ ﬁﬁéiﬁzﬁﬂ ﬁﬁ;;’@ﬁﬂ
INEWY) : EAEOHE> = = = @%. g%.

) HABOMAE | HAROHKE | HAROHE | HWRBLoTlz | HERB o7
mHME (%) n=6 N N N N oy
<3045, TO%LLE> ADO0601 | 77.3~93.2 80.4~91.6 81.5~89.5 77.3~86.7 | 68.7~94.7%2

&R (i, %) ¥ n=3
<90.0~110.0% > ADO0601 | 106.0~106.4 | 108.7~109.2 | 103.5~108.2 | 107.8~108.7 | 107.4~108.4

K1 ForiE (Off) 28T 2E3HF (%)

%2 11/12 SEEA D=0, HIITES,

ORI YA 7 ) GRS 720 100mgl HIEET.)  MEmdE 25°C - 75%RH [, B
RERE R 7k TRAFHIR
<Hik> He LS 2 18 1% A 25 A 3nHA
PEE n=10 R CAzEN R EoAEN R EoNEN D R EoNEN
<YL T | ADOGOL EE?JZ?’ZJ%IJ EA Z:Z/.L%U B Z:Z/.L%U EE?JZ?’ZJ%IJ EA Z:Z/.L%U
INE - B DR > NEY - NEY - Pﬂg% : Wﬁ:% : Pﬂg% :
) WABOME | HAROHME | FRBhok | FwRbh ok | HFHRBD o172
wHE (%) n=6
2304, 0% 1> ADO0601 | 77.3~93.2 81.5~91.6 80.2~87.7 84.1~89.8 82.4~93.6
G (Iffi, %) 1 n=3
~90.0~110.0% > ADO0601 | 106.0~106.4 | 107.8~109.0 | 106.3~108.4 | 107.6~108.5 | 108.3~108.8

X FoRE OUft) (T EAER (%)

O A7) R 7 2L 100mg ! H [T
—L%E7 v TEI]

=i, Bt (D65 el (K 1600Lx) , *v

ARERTHH =R Fang Y B
<G> T Br A 30 5 Lx-hr 60 5 Lx-hr 120 5 Lx-hr
PEE =10 YA D YA D RO RIBED
. N T ILA LA ILH ILH
< UBEOEH T | ADOGOL ﬁ%;;i /' Al ﬁ%;;i /' Al HE;ZJZ:Z/. il WZF’. il
I - PR ORR S =W = =Yy NEY)
HAGDOER EHBOHMER HAGOHE HEBOEAR
EHME (%) n=6
<3074y, T0%LI > ADO0601 77.3~93.2 82.3~87.5 75.1~91.9 78.3~90.7
a8 (O, %) ¥ n=3
<90.0~110.0%> ADO0601 106.0~106.4 108.3~108.7 108.0~108.7 107.7~107.9

X% forkk i) (KT HER%E (%)




5. MEERUBREOREN
ML
6. hFEDEEELL MEBILENEIL)
ML
7. BHitE
(1) BHBE
O WA 7V UM SE 50mgl HIE T )

S YA 7 UHEREESE 50mgl HIE T 1%, HASKREFEHE, EDONTZI )Y A7)

UHERBRBE DR HHIR IS L TWA Z E RSN TV D
EBRIIZ K 900mL Z VY, /S RAEIC XY, 50rpm TRERZTIT I, )

VA HRS
ForE HHLE R RS
50mg (/1) 30 4y 85%LA E

OI A7) R 72V 100mg HE T
YA R 720 100mgl HIE T 1%, HASERGAMESRE LB E 3 HiC
WX YA 7 ) AR T e VOEHBIRICES LTV D 2 ERERIN TN D
GRERIIZ/K 900mL & VY, /S RWEIZ LY, 50rpm TRERZIT S, )

VA HRS
ForE HHLE R RS
100mg (71t 30 4y 70%LA E

TE D B



(2) BHHER>
< YA 7 U HEREREEE 50mgl HIE T >
BIREILL DY FIRIEEMEBR T A RT 4 (CERR94E12 A 22 H  [EIESEE 487 BRIR)

AR
EiE AR EHRERE SRk
[Al#REL M OGBRIE : 50rpm (pH1.2, pH4.0, pH6.8, 7/kK)

CE]

- pH1.2 (50rpm) T, FEHERIFIOSEIIEHZDY 60% K O 85% 1L D 2 KT\ T, Afh
O SRV R AT R D PR T 3R £ 15% DFEFHIZ 8 > 72,

- pH4.0 (50rpm) TIE, Adh & EHERFIOFIE T VIR OZ1E 10 7N TH Y, TR
FIOFIEHFEDS 60% K Y 85% U1 0D 2 REAUTISUNT, AR O F-HIPE HH 3R JAZAERLK 0D - )
R+ 15%DHFFHICH - T,

- pH6.8 (50rpm) TiE, FRUERIAID LA HFD 60% K O 85%fTIE D 2 iR\ T, A
D151 RN TAE HE R O SRR HH 3R = 15% O#PHIC 8 - T2,

/K (50rpm) TiE, HEAERIFIO ISR 60% M ) 85%THT D 2 BEALIZIBWT, AFhDI
A3 SR AR HE R D SR 3R = 15% D HEFHIZ B> > 72,

LIk, AKEnoOvs HZEh 2 e RA & bl L72RER, 2 ToMBRICBW T MERERL DAY
FHIRIEIEEBR T A N7 A ) OHEIRMEIES LTz,

(P H HhAR)
LI (%) pH1. 2 (50rpm) B 06) pH4. 0 (50rpm)
100 1 100 1
80 80 -
60 - 60
40 | 40 |
—— 3 /Y45 Y UIEEESE e[ AE T 2 | —.— 3 /A5 SB[ BET
20 1 —o— BB (G2, 50mg) —o— 1B (G2, 50me)
00 . . . 0 . . |
0 10 20 30 0 10 20 30
R (59) B5FE (59)
B (%) pH6. 8 (50rpm) A (%) 7k (50rpm)
100 100 -
80 4 80 -
60 - 60
40 - —— /YA ) ERIESNe B ET 40 1
20 | . L 5 20 | ——3 /YA Y ViERIERgAET)
O REAR (SR, Sone) —o— iRENA (SH, S0ng)
00 : : : 0 : : :
0 10 20 30 0 10 20 30
B (59) BRI (59)

(n=6)
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<2 WAV R 720 100mg HIE T >
BRI DLW FIFEMERER T A R T A VHO—FSOEIZ O\ T Ok 18 4F 11 H 24 H
AR 1124004 )

RS
EiE ARG EHRERE SRk
[Al#REL N OGRBRIE : 50rpm (pH1.2, pH4.0, pH6.8, /K)

CHIE]

- pH1.2 (50rpm) T, EEAERIRIL OUASLIT & 612 15 23 LIS Y 85% UL B L7-,

- pH4.0 (50rpm) T, FEUERLFID AR 40% K O 85% 1T D 2 Byl T, A
DGR R TR E R O SRR R = 15% DFFHIZ B o T,

- pH6.8 (50rpm) T, FEAERLAIDSEEITAHERDY 60% K O 85% (1L D 2 I RUZHUNT, Afh
DRI R TR E R O SRR R = 15% D& IZ b o T,

/K (50rpm) TiE, HEAERIFIOFIGEHERA 40% M Y 85%FTIT D 2 FEAIZIBW T, AFLDW
I R IATE AR D SR HH R £ 15% D#IFHIZ 8 o 72,

VLE, SOy 28 2 FRERA] &l L7ZRER, 2 TORMBRIZEW T MRREERLOAEY)
FRIRIFEHFRER T A T A ) OHEREIES LT,

(Fa HA Bl
BHE (%) pH1. 2 (50rpm) AHE (%) pH4. 0 (50rpm)
100 | 100 -
80 1 80 | — 0
60 - 60 -
40 1 40 1
20 —— S /A5 1) LSS T L 100me T BET) 20 | —e— S/ YA VEHIEN T )10 [HET)
=0 {ZHERIE| (5 TH)LF], 100mg) o d =0 {ZAEHIE| (5 THILF|, 100mg)
0 T T T T T T
g’ 5 10 15 0 15 30 45
B (9) R (9)
AR (%) pH6. 8 (50r pm) HE (%) 7K (50rpm)
100 | 100
80 - 80 |
60 - 60 -
40 40
—— /YA UIEEEN TE)L100mgTBHET ) — /A ) VIEEIEH THIL100mgTHET)
201 —o— WA (HTILA, 100mg) 20 7 —o—BHBH (H T LA, 100mg)
00 ‘ ‘ w 0d ‘ ‘ ‘ ;
0 10 20 30 0 15 30 45 60
B (9) BERE (59)
(n=6)
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8. EYEMHEERE
AANOIfE, FREEREIC X 0B & LT Micrococcus Iuteus ATCC 9341 % FCTHIE
ERAR
9. HWEIDDFE S OHERHERE
<2 /YA 7 ) HEREESE 50mgl HIE T >
RO AT I E v
AR ZWRED A B ) — VBRI R T21%, AT 5, AHRICOE, ST EEREEIC
K VRILARY SAVRIEZET D & X, K 221~225nm, 261~265nm K& N 354~358nm |Z
WY DK A 773,
<2 YA ) R 7'V 100mg ! HIE T >
(1) BEARIG
KD AHZ ) — VERIRIZHEERERGIR 2 I 2 AR, RIZAET 5,
(2) FRIMBILA T S VRIE
FALA V) U LEEANEIC K DAEL, KRR OERES /YA 7 U DAY ML igd %
& &, [F—HED & ZAIZRBRDEE DI 278D 5,
(3) k7 v~ 777 4—
AREHAIRD X /A 7 U OB — 7 RFR IR ERR O£ & —BT 5,
10. HAPOFEMESDOEEE
<2 YA ) HEREESE 50mgl HIE T >
ks o~ 777 14—
R - SN R
BEMH : 22 VBT =0 LKA, NN- VAFNVEVLT IR, =F Lo o7
S UVUERE T OKFE ST NV AR, TR TFATE=T A Redy R
WRIRIR
<2 WAV SRR 720 100mg HIEE T >
P f AR
R . Micrococcus luteus ATCC 9341
11. Hff
%A 27U (CesHaiN3O7 : 457.48) & LTCOELXEE (Jif) Tr7,
12. BAT HTREIED & 5 5
L ER e L
13. EBRMNDELESR - N HHELGRRCET H1HR
L
14. ZDih
7L

12



V. jakICE¥ 5EER

1. PREXITFNE

<#@EEEE>
YAV AEMEDO T RO KRE R, LV EREE, IREREE, WBEREE, WA, RIEHE,
KIGE, FRRE, Y haxrd—g, 7LV 7vTE, noTunsid—g TuTrvuAE,
EAHAXT « 'NA=—, TaobT TR, WiEW, fiE A r—, VryTF 7R (F
VU FT - UYHLY) , 7F7IVTR, MkvAaFIFx~ (x4 aFFA~ + =a—F
=)

<SEISHE >
RACME ERGE, RIEVERERGE, U N - U VR Eik, BMIREOE, SME - BUE R
FINAIE D RSy, LR, Bz, WAEH - MrREAR, Rtk (RPERRZGT) , SR
B, Mgk, FilEES, 1SMERERERINZS O Y, BERRK, B ERER, RiNIRE (BUMEE,
MBMERE) , KGR BARSK (RISEALZ) , FRER, WEEGYE, e, MRS, RYWEnE, e
K, MEVERESR, FENEYL, JRIER, RiE, SNEZ, HEHK, RlEEs, (LIRS,
deJEA AR, B REPESE, RRERLE, BAZ, RIH, OOMNHIE, AU LR

<%heg - RICEEET SFERALDFTE>

(1) BRIC—IEBEOEREARER, BFOER - =T AVERRA2EZ R TZ 0D 5,
72, BWER (T ) THREFEESRO LN TNDHOT, e X IIERL T D
AIREME D & D lIm NZITIRE EOFISMENERMEE EE 5 & S5 A I DA
H4nz k.,

(2) /N (FRCEEHTERINC & 5 8 A D/NE) i LTcas, A D&M - =) 2
IWVEERASR, £z, —BHEOFREARER T ERHHDT, tMOIEHIHMEH
TRV, BHHOLAICOREREBET 5 L,

(3) WHEH - MzgrZE, vkt (RPkEIPARZETe) |, SERE R, YRR, PHZK,

BIEER~DERICHI=>TIL, [HiEWEEEFEROF &) 2 288 L,
BB G- OB AW L2 BT, AFIoE G238 &l S A GEICEGT 5
N

2. AERUVHAE
W NIYERGEZ S A 7 ) & LT, 100~200mg (Jiff) &L, DA% 12 BRI
EHDHNF 24T IZ /YA 7 ) e LT 100meg (M) #RRpn&54 5,
72k, BEOM, (KE, ER2 SIS U GEERET 5,

<R - AEICEEY SERLDIE>
(1) ARNOHERICH Tz > T, TWHEEOFBEZL <T-0, JFHIE U TR fER L,
FIR DOIBIR_ EV B i/ NBOBIB OB EIZ L YD L,
(2) RIEOFIER OHERINHN 1L, FHRTHD R PA 7 U I AZOWCRERRE B
% — (CDC) 73, 60 HMOHEEGZHLEL T,

13



3. ERERRE#E
(1) BRT—2 17—
BRI L
(2) BRERMR
BRI L
(3) ERFREEIEHER
BRI L
(4) FRMHER
BRI L
(5) REEMIBIER
1) EEALATHRHERGHER
BRI L
2) LR
BRI L
3) REMHR
BRI L
4) BE - REAIHER
BRI L
(6) ARIER
1) EABHERE - BEMARERE BHRE - MERGREBREER (MREZERKER)
BRI L
2) RBEHL LTREFTEOARXITIEE L -HBOME
Y L7

14



VI. EHFEEICEEY HER

1. EBZPHICEEH S LEYMRITILEYME
T NI A 7V RIUAEWE

2. FEE#KR

(1) {EFLRL - fEFRMF
PLE AT MVEMOT ST A 7V v LRIERIC T T LGE - 2, Vo yTFT, 773
TR EEFHATHY, FIENIRI YA 7V ERRRICT TV A 2 U 72 EICH_T 1~
4 {55, 7 NI A 7 U UIEO T RUEKE, L VEKE, KGR O 9 b TR EZ 7R~
TREB W, ERETIE, MEOZ 37 GRGROME T aminoacyl tRNA 7% mRNA - U 7R
V= DEEMEREETDOEYNT D, BO U AR Y — L4 80S ITITMEAET, HIED U AR Y — L4
708 [ZRFERMIIER T 5,

(2) EWNZEEMTHEBREIR
RMER R L

(3) AT - Frfism
RMER R L

15



VI. EWEhREICRET 3IRE
1. MAREDHETR - A
(1) ARESGmMPRE
MER e L
(2) & MmAiREEERE
(TVIL 1. (3) BEPRAABA CRERS S 7z iR | OTESR)
(3) BRERHBR TR SN -MARE"
< /YA ) HEREESE 50mgl HIE T >
W RSB 2 B (B 55 425 A 30 B 3385 718 %)

A 7 ) MR SE 50mgl A E T LAEWERIAIZ, U a 24— "B ENER 2 §E

(X% A2 ) R L LT 100mg (Jfff) ) #ERERA S IS A BRI 0 45 L C i
RECHERELZRIE L, SO pie T 2 —% (AUC, Cmax) (IO CHEFHRNT 24T
STFER, WA FHFEIED R S T,

R ST A — 4 ]

HE/NT A—H BEINTG A—H
AUCt Cmax Tmax tie
(zg*hr/mL) (ug/mL) (hr) (hr)
YA R
Wb 50mg! HIE T ) 18.011+2.893 1.368+0.295 2.4+1.8 13.95+5.91
FEAERLF
. +3. . +0. Re==1 .34+3.

(GE#, 50me) 18.123+£3.318 1.417+0.358 2.8+1.0 11.84+3.24

(2 $g#%5-, Mean+S.D..n=12)

(pg/mL)

2.0

ﬁlﬁ' —%—-:/#4ﬁUVMMm&meU&LJ
i - ? FEHERLA (BEAl. 50mg)
A 2 4iFrb.. Mean£SD.., n=12
1.04
ft
(£
i
% 0.5

01

L / T
12 4 & 8 11 24 36(hr)
f& 5 % O W

MHEF PN N AUC, Cmax FD/XT A—HF, HERFE OEIR, RO - i
SEDOFRPEMN L o THRRDATREMEDR $ 5.

16




<2 VA7) U 7 2L 100mg HET | >
AR IR R B 2 R (REFn 55 4F 5 J1 30 0 FEER 718 7)

YA T R T e L 100mg ! H R L S AEERIFI A, 7 u A — =Bk ENE
n1Aa7en (704270 AR S LC 100mg (Jff) ) HERBEEA B ISk R BRI 1%
5 U Tl R LRREZRE L, 5073 mEhRE 7 2 —4% (AUC, Cmax)iZ 2V VT
FHEAT AT - 12465, WA AR RS R S T,

YRR ST A — 4 ]

HIT/NT A—H BEIRT A —H
AUCt Cmax Tmax tue
(ug*hr/mL) (ug/mL) (hr) (hr)
LAY R
#7411 100mg! BIET 19.993+3.550 1.403+0.276 2.4+1.0 12.07+3.07
TR
(471 %], 100mg) 21.524+3.855 1.533+0.161 2.3£1.1 12.57+4.38

(1 B 7' $eE., MeantS.D., n=12)

(pg/mL)
2.0
i + %42 VRS A T2 100ng THEET]

5 prERLA] (H 72 F, 100mg)

- 1 7 7 nfeh, Mean£S.D., n=12

0 O T T T T T f T
12 424 8 8 U 24 36 (hr)
15 % O W R

M3E RN ONE AUC, Cmax S500/37 A—H (3, #EREOBR, (REOBIRERL - R
DR L > TR 2D RN D B,

(4) i
MY ER e L

(5) BE - StAXOEE
( IVIl. 7. ¥HEAEH] OHEESH)

(6) BEH (REaL—>ay) @FICk YHRAL-EMERSEEESHER
MR L

17



2. EYERERII/SA—S
(1) BHhAE
M ER R L
(2) BUURETER
MERR L
(3) "M AFTRLFEUT«
MMERR L
(4) HREEEH
M ER R L
(5) VI73532R
MERR L
(6) #HER
MERR L
(7) MBELFESE
M ER R L
3. R
MERR L
4. B
(1) Mi&-RxEEPS:EEE
MMERR L
(2) mik-REREREEFTEB %
(TVI. 10. fFm, PElw, fRAWE~OELOHESH)
(3) Eit~DFBiTH
(TVIL. 10. #Fte, pEST, HRFIE~OFRL ] DOHSH)
(4) HEHE~DBITH
MMERR L
(5) ZOthDBEE~DBITE
MERR L
5. K&
(1) KEMEIRUHHRR
MERR L
(2) REICEEE5T 5K (CYP450 %) D5 FiE
M ER R L
(3) EEESROBEREERUTOEE

MER e L

(4) REMOFEOEERULE
MER e L

(5) FHERHDOEERI/ISA—4
M ER R L

18



6. it

(1) BEtERAI R USRS
MR L

(2) Hitta=
MERR L

(3) HEithi=RE
MMERR L

7. FSIURR—E—ICEET B1ER
MR L

8. BMEFICKAKRERE
MERR L

19



VI. R4 (FRLDOFES) (BT 5IEB
1. BENBRLETDER
AT & 2P

2. ERARLTOER (RAESEED)

2 ROBERERELENIE) ]
T IV A7) REANI K Lis#UE OB ERE O & 5 B

3. MEERIIHRICEHET SERLDIE L EDER
( TV, IBFRICBET 2HE ] OHBM)

4. AZERUVARICEEYT HERLDIE L EOHEH
( TV, IBFRICBT 2HE ] OHBM)

5. RERERBRLETDER

[EERES (ROBEICTEERECHRETSHL) ]

(1) IHEEOHLEH [BEAPNER HobNLBENRH D, |

(2) BEEOHLES [BWEAPBR HoDNLIBENRH D, |

(3) MEWEEEDOHLEE [REBGEEZ TRt H D, ]

(4) BOERORRREBEE NI O REORE, EFREBOENEE [BF7 I K KZAEIR
NHHLONDLZENHDLDOTHEE AT 2 &, ]

(5) miline ( mlinE ~O&G ] OHEEM)

6. EELEFHIR EZNEHRVLNESE

HEWVREDRHODOND ZENHLHDT, AHFEGHOEFIIIEHEDEEFEIREZHF5#
BORERUVBAM TOERFICRESELVNL S ITEETDH I L,

7. HEER

(1) GtRES LT DER
M RLEEE R L

(2) BHREE L TDER

BERER (BHRISERT A L)

HAI BRAEIR - HRE L Yy - felRiA

TN T I, 2 TR | RKENOWIDME T L, ZhER23855 | AK & AT =l o &8 A 4 23 HEb

b, TUVIZUA T\ EINDEBFLRH D, ENTHIRIEDOX L — 2L T, K

B T ERA TR D AR [ B 2 2~ 4lEFE] & 3| Al ORI & FRE T 5,

AHZ L,

P i Al M7 e b v G2 M| AR X D IBNHIE ORI A, Bx I
IONVT 7 VAT E083HD, KERCEZRE L, HrdtmAlofEH 2 5@
WAL THI1ED, BB TN F L F

L— MEAL, mE7 e b e im
PRI A EEZLNTWD,
Z VIR =)V PR3 R IMEE | AR FERA AR5 2 & 0N (IR TH D08, AVE=VIRFER
[ »H 5, A O MBERE TERN A>T T %A
IV UK A7) ANz L - THY
END EVIHENRDH D,
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i

SNDHZ LD D,

FAIA S FEAEIR - HEE L FEFY- - falRIk -
A K FLFH—k AN XY — NOERNHER| AFNTMEEA EBAE LA AR ML

FH— b AR EREREL, A Kb
LY — FOERZERIE5 2 LR E
Y (T

"7 4~—F KU1
IN

JERBBUE 2 TR T B
é(}
ELATHOE, RHOCHERET D 2
&

P& O RS M % v D % | & DFFIC
K0, AFNT KD IEHRBHEUE 23 78 S 41
LI ENEZLND,

= S

Kﬁﬁyﬁ%yy®¢%%%ﬁ
L, PEIERDREHT D Z L0 H
éo

R IL Y T > v o FEAER
WCHEETHI L,

AANZ X 2N OB D=0, BN
MEEIC L 22T v OREDRIEMEL
N, VIR UOmHEBEN RS
EEZLND,

HK AR LT Rl
i
& L BEEA)

R - IR LT LB AHE D Rh R
DOIFEFIA K O IE Mg H 1fn. D 3
HRNERTHLBENRH D,

AHENZ X D IENME DA D=8, HiAk-
YRR VR AR O RGBATIEER I X 5
WINAIRI Sh b EEZ BRD,

SR ZRS BEX I
ABLE| LT A R
X I A
VF ) — Ry F
VR AT L
T hLFF—1F
rNF AL

HENELARHODOND Z L
BB,

AHNROZ 0 b DOFEANTE N ENIAEN
FEERERZSTZ LN D,

8.

Bl{EA

(1) BElfFAOBE

AR At AR A S D IR I SE BB RE DS AR & 72 D

(2) EXITEEREHAERR BHEEAHA)
1) avd, FrF243F%—:vavl, 7F74 9% —%EZT2E03H5HDT, 8l
Lh o247V, AR, OWNEERE, WS, e, (FE, BN, T, SHRL, R

4)

PRI, MR (BHIAIE, WREAAIESE) |

ZPIEL, EYIRAEZITY Z &,
2) £5HABHIRE (SLE) FREEIRDIEE : S VERIBEMIRE (SLE) AREROHENH 50

NHZEMBDHDOT, ZDOXIRIERND B OIT=HEIC

17952 ¢&,

A 2 i L CUNR U,

B ESEO B NRD SN AIITR S

I G 2R L, WU AE E

3) WEMS Rk, BHENSRME L - AHrEZRBIRE, BHENZRLER?H O
PIWDZLNHDHDOT, BEZH7ITATY, BE, BRI, KERD, BIER, M,
NMRBZBE, L OO RE RO NI A3 2Pk L, BEYZRLEZITS Z &,
FriZ 6 % HELEEH LT 5 R GAI CREEIMEZ IR 2 < s ST b,

BOREMNRT L - RIUREGHIT, SURGURREIEL 0% B CREMAT RN H bbb Z &

NHDHDT, EMIHINTHEZIT O 72 CBIERZ 51207V, BENRD b -5a81c1iz s
kL, #URAUEEITY L,
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=i

=3
VL

&

5) hEMEREIFIEEARAE (Toxic Epidermal Necrolysis: TEN) , RIEXLIEARAE(&EE (Stevens—

7)

9)

10)

11)

12)

13)

Johnson SEMREY) , S, RIBIERBEH : PEMEREICAALE, R REIRIRIE R,
ZICHLEE, FIBMERERNH DD T ENHDHDT, BELE DTV, FBEN, FIHE,
Z IR, IR, ANREORENRRD LRSS 2R L, @Y uEs1T
52 &,

RENEBBEEEREE - VIER & L TRE, BEWMALI, S50 o/ HilllE, Fi#he
EESEOMMEE, HIMmEREM, EeEkiEg, 2R L oERIMBIE A0 O BRMEOEE R
WHEIERD S DD ZENHDHDT, BEL DTV, ZOL I RIERNH B b
BaalL, g5k L, MERMEEZITO 2, 2B, B bR T A LR 6 (HHV -
6) HEDOUANADEEMALEES ZENE L, FHPIEB LIS, HEN, FEEREESED
TR D DB LT 5 2 LN DLOTHEETDH 2 &,
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<FDA (USA) , 20224 12 AR >

EH 4 KIEH

e Aphena Pharma Solutions - Tennessee, LL.C

ionzd MINOCIN- minocycline hydrochloride capsule, coated pellets
K - Bk | 50mg, 75 mg, 100 mg

INDICATIONS AND USAGE

MINOCIN® Pellet-Filled Capsules are indicated in the treatment of the following infections due to
susceptible strains of the designated microorganisms:Rocky Mountain spotted fever, typhus fever and
the typhus group, Q fever, rickettsialpox and tick fevers caused by rickettsiae.Respiratory tract
infections caused by Mycoplasma pneumoniae.Lymphogranuloma venereum caused by Chlamydia
trachomatis.Psittacosis (Ornithosis) due to Chlamydophila psittaci.Trachoma caused by Chlamydia
trachomatis, although the infectious agent is not always eliminated, as judged by
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immunofluorescence.Inclusion conjunctivitis caused by Chlamydia trachomatis.Nongonococcal
urethritis, endocervical, or rectal infections in adults caused by Ureaplasma urealyticum or Chlamydia
trachomatis.Relapsing fever due to Borrelia recurrentis.Chancroid caused by Haemophilus ducreyi.
Plague due to Yersinia pestis.Tularemia due to Francisella tularensis.Cholera caused by Vibrio
cholerae.Campylobacter fetus infections caused by Campylobacter fetus.Brucellosis due to Brucella
species (in conjunction with streptomycin).Bartonellosis due to Bartonella bacilliformis.Granuloma
inguinale caused by Klebsiella granulomatis.Minocycline is indicated for the treatment of infections
caused by the following gram-negative microorganisms when bacteriologic testing indicates appropriate
susceptibility to the drug:Escherichia coli.Enterobacter aerogenes.Shigella species.Acinetobacter
species.Respiratory tract infections caused by Haemophilus influenzae.Respiratory tract and urinary
tract infections caused by Klebsiella species.

MINOCIN® Pellet-Filled Capsules are indicated for the treatment of infections caused by the following
gram-positive microorganisms when bacteriologic testing indicates appropriate susceptibility to the
drug:Upper respiratory tract infections caused by Streptococcus pneumoniae.Skin and skin structure
infections caused by Staphylococcus aureus. (Note: Minocycline is not the drug of choice in the treatment
of any type of staphylococcal infection.)When penicillin is contraindicated, minocycline is an alternative
drug in the treatment of the following infections:Uncomplicated urethritis in men due to Neisseria
gonorrhoeae and for the treatment of other gonococcal infections.Infections in women caused by
Neisseria gonorrhoeae.Syphilis caused by Treponema pallidum subspecies pallidum.Yaws caused by
Treponema pallidum subspecies pertenue.Listeriosis due to Listeria monocytogenes.Anthrax due to
Bacillus anthracis.Vincent's infection caused by Fusobacterium fusiforme.Actinomycosis caused by
Actinomyces israelii.Infections caused by Clostridium species.In acute intestinal amebiasis, minocycline
may be a useful adjunct to amebicides.In severe acne, minocycline may be useful adjunctive therapy.
Oral minocycline is indicated in the treatment of asymptomatic carriers of Neisseria meningitidis to
eliminate meningococci from the nasopharynx. In order to preserve the usefulness of minocycline in the
treatment of asymptomatic meningococcal carriers, diagnostic laboratory procedures, including
serotyping and susceptibility testing, should be performed to establish the carrier state and the correct
treatment. It is recommended that the prophylactic use of minocycline be reserved for situations in
which the risk of meningococcal meningitis is high.

Oral minocycline is not indicated for the treatment of meningococcal infection.

Although no controlled clinical efficacy studies have been conducted, limited clinical data show that oral
minocycline hydrochloride has been used successfully in the treatment of infections caused by
Mycobacterium marinum.

DOSAGE AND ADMINISTRATION

Ingestion of adequate amounts of fluids along with capsule and tablet forms of drugs in the
tetracycline-class is recommended to reduce the risk of esophageal irritation and ulceration. The
pellet-filled capsules should be swallowed whole.

For Pediatric Patients Above 8 Years Of Age

Usual pediatric dose: 4 mg/kg initially followed by 2 mg/kg every 12 hours, not to exceed the usual
adult dose.

Adults

The usual dosage of MINOCIN® Pellet-Filled Capsules is 200 mg initially followed by 100 mg every
12 hours. Alternatively, if more frequent doses are preferred, two or four 50 mg pellet-filled capsules
may be given initially followed by one 50 mg capsule 4 times daily.

Uncomplicated gonococcal infections other than urethritis and anorectal infections in men: 200 mg
initially, followed by 100 mg every 12 hours for a minimum of 4 days, with post-therapy cultures
within 2 to 3 days.

In the treatment of uncomplicated gonococcal urethritis in men, 100 mg every 12 hours for 5 days is
recommended.

For the treatment of syphilis, the usual dosage of minocycline hydrochloride should be administered
over a period of 10 to 15 days. Close follow-up, including laboratory tests, is recommended.

In the treatment of meningococcal carrier state, the recommended dosage is 100 mg every 12 hours for
5 days.

Mycobacterium marinum infections: Although optimal doses have not been established, 100 mg every
12 hours for 6 to 8 weeks have been used successfully in a limited number of cases.

Uncomplicated urethral, endocervical, or rectal infection in adults caused by Chlamydia
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trachomatis or Ureaplasma urealyticum: 100 mg orally, every 12 hours for at least 7 days.

Ingestion of adequate amounts of fluids along with capsule and tablet forms of drugs in the
tetracycline-class is recommended to reduce the risk of esophageal irritation and ulceration.

The pharmacokinetics of minocycline in patients with renal impairment (CLCR <80 mL/min) have not
been fully characterized. Current data are insufficient to determine if a dosage adjustment is
warranted. The total daily dosage should not exceed 200 mg in 24 hours. However, due to the anti-
anabolic effect of tetracyclines, BUN and creatinine should be monitored.

4 KIE]

=t Physicians Total Care, Inc.

W4 SOLODYN- minocycline hydrochloride tablet, film coated, extended release
#IE - Bk | 45 mg, 55 mg, 65mg, 80mg , 90 mg, 105mg, 115 mg , 135 mg

INDICATIONS AND USAGE
SOLODYN is indicated to treat only inflammatory lesions of non-nodular moderate to severe acne
vulgaris in patients 12 years of age and older.

DOSAGE AND ADMINISTRATION
The recommended dosage of SOLODYN is approximately 1 mg/kg once daily for 12 weeks. Higher
doses have not shown to be of additional benefit in the treatment of inflammatory lesions of acne, and

may be associated with more acute vestibular side effects.

2. BB T HERRKRIIRIRR
PEIRICEE T SiBIMER (A—X FS VT HE
AFRZFT D LOEFEOHEDOFLR L A—R M7 V) T E TR D,
( VI 6. FEOEREZATLEHICHTIER] OEEMR)

Drug Name Category
A=A T VT DN minocycline D
(2021 4 4 A#ZR)

2% YEOME
I —A K7 U7 D4¥E (An Australian categorization of risk of drug use in pregnancy)
Category D :
Drugs which have caused, are suspected to have caused or may be expected to cause, an
increased incidence of human fetal malformations or irreversible damage. These drugs
may also have adverse pharmacological effects. Accompanying texts should be consulted
for further details.
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<90.0~110.0% > JG1701 | 104.8~105.4 | 106.9~107.7 | 106.3~106.8 | 105.0~106.3 | 105.5~106.1

(ZE1H) B
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<H#E> e BH AR 2 1 154 2 5 H 3»H
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