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Methylene Blue Injection 10mg/mL "Astar"

FEIF S 55 000013 5%
PREZEEEME AR
hrZA<H# 2022-11-10

AR
11 BRESE=E
BEA(ML)E : Methylene BIU€.....evccoeceeeceeeeeeecee. 10mg
1.2 B
Glycerin ~ Hydrochloric Acid - Water for Injection -
1.3 HE
EHE -
14 BRI
REBER  RERIOMLEGHKIBRI -
B4 AT R MAE(Methemoglobinemia) «
RZRFHE
31 HZHEE

3.2

33

FCESER -
RA—REERBATEE-28% - TEISATIEE0.1-0.22H1 5% BT H IS

BTBIBSHE - MRATFERBEVNREERMSENER @ mMAER

(methemoglobin)RENABESRIER EREH#HE  TEZEEATEENE(1-285%/
PFEEE - MEI0.1-0 22 A AR/ ATIEE) - ABE—MABBIX - AEBBEIEH
MEARBHEREBRTER/AT - REATFHERRERL  127BBLEE &
ARESSLENBA TS ELEE MARMIE - ARERE (aniline) N _ IR
(dapsone)FiSIRERVEA MATRMIER  RARBHERBERIER/AT(ZESNE
B/ EREIE) -

BRISEHERGEMUIEBELBERNINERNE -

HAEAEH

TREERBR - AT HS0EH - BES0ZR/Z2HG% WEEEARKE - 1Y
BRFHEERE  HRISERAREREA - MERUBEEMNEE TS EM E - R
EZ M (subcutaneous) 3k IS # BBl (intrathecal) T 51 5 R 48 % -
FEMARHEIZR/EA0.9%)ELWBRESHER TS  AARLYECEEZEE
methylthioninium chloride KRR E -

NRGERERE
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331 EEA

A BHELE -
332 EBEMEAZRHEA

Methylthioninium chloride B2 Bt AR PEREEBMERREA - BRE
A WEEIRNEREEARZ - M Bmethylthioninium chloride =B H & g HE
&t - TREREBRME(<1Z=AT) -

333 MFmEEREEA

BRI RERF IR 2 HEAEREER -
334 RHREBA

BE3EANER - RENSVF  HENRAARE -
SEAARIEANERNHER | @BMER0.3-0.585/ATHEE - ¥
Bl0.03-0.0528H T 5R/ AT IEE - FIIHNISERBIBSHE - MRETE
REEVNBRERDHRNER  NBEMMARBENABEZSRERES
BHHE - TERETEENS(0.3 -0.5285% /2T ERE E,77800.03 -0.05%
FEFR/ATEREBNSELECZ64/)\R) - AE—HRAERBRIX -

4 #&
1. B¥%FMeEAEs(intrathecal injection) » B R @RIBR -
2. fmBTEsyBl bk b
3. WIEM RS RATT R AER o (thiazine dyes)i@#k -
4. &% NADPH:R R &% -
5. BHR-6-HMmBE B EGPDRA  BHEEAM R oK -
6. ERBmMmIlR Bt btk hsE -

5 ¥EREEFRE
5.1 %#EB/2EFAR

AL ARBRERGEEENIFHMUL  RBELAHABRELCSHERE S
BMHbKER RUWECBERAREIESKRE  BREAXNZEE > TS
WD - ERAMBEY B kg A G EREAIIL THEZLTEL
RELR -

4 Mmethylthioninium chlorideit # =T f& & /w & % B & K- (Heinz body)3t
BAELMTL  FHNER  BAATHEEARBORE  LIREIRBMER
BRBBARI/DF -

A& &Rk =gk = ¥ (dapsone) i 5l ARty B ot B s IR B 0 B AR =B
Z X5 R AR W a8z (hydroxylamine) # it b & o S48 =Bk = XA 3 A
AR K s > RWARRBERFRBIEL/AF -

HRBLZRRELR  BEIRMEEIRERBIL - PRRBEAALT Bk
g > # Fmethylthioninium chloridefs i B A é X o f it o ftofo g
RIERTHRAR  RBREA L83 (cooxinetry) ER w S i - BBNHARG
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5.3

5.5

FEMEREZ B _RBERBRAG R o K nE Mk > RAFRLRY
BIS(Bispectral Index;AFsgn&¥k3: #)e)-Fik -
BERALERATARERCTRECC)F 2B » BABLRFSERELBLY
FRERB($AFREEA/RRKM) - #Hnethylthioninium chloridesg#
BEBRRARA » TH B A s e & Kb5E R 86k 2 5 (cytochrome b5 reductase
deficiency) -~ # HH-6-245 8 + S 86 S 5 K dr F 5
(sulfhaemoglobinemia) » W& &4k A 1Rk

nethylthioninium chloride iR Nk F A S Z R L0A > THEI B EX
BRAez ok R EER > BB S A0iREN b K 2tk dp 4 B (SSRIs) ~ i F v ik
B Lok £ ik I A (SNRIS) ~ BBk FALEGIp S B (MAOIS) ¥ R ZHFA - 7% AS 6
FAmethylthioninium chloride ®@# AN hF kA 42 R BRERARATH A0
FEREER 0 F R ek FE %548 ME K &S Anethyl thioninium

chloride -

VMM S

Methylthioninium chloride# M £ REFRBF TENUNLE - XL HE®
SEWEA - FRATEFLOALTRVE - KA SARSRALLLER
TABRFE&AEA  BBRKAR -

Ewr ¥R

FRLRFRIER/EFO. I HAMERZAOANEIN BHLHOETE
R {gmethylthioninium chloridesy A -

HAREBEEFR

6.1

6.2

6.3

nE

(X BRER)

B A& 4 2 45 Mnethylthioninium chloridedyid¥% #if - By iksai 7,
methylthioninium chloride & £ M ($410. SERATZLSHFTH) - HA
BABARBRI R KL - RAEARHRNERHOWAT » R4 EEA
Methylthioninium chloride > #ldw# 4 TR G B b ir K i -

R 3L

(R R R)

B #7495 R # #methylthioninium chloride®R F# N AT T » b &
P ERmIEH -

RAER BT 40 LR - REH 5 P8 o 4 AMethylthioninium
chloride Proveblue/4 4 &5 1L -HIL6XK -

FARSEA KR EM

(R
I KM%EX > nethylthioninium chloridef BEAMM FAZEH S X ER
BEaAEiam -
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6.4 AR

HRERANKAERFRBIBAHRLE > REAEFER > BATHAAMN
8 TG B oo &x Fo AR AR o b ENADPH- R M o b K B R BE R A8 - bR EH B
# #] ¥ ¢9methyl thioninium chloride 3] A2 8 % b ér ¥ f 3 -

6.8 Hibxk

b KA A

A0 %,/ E A (5%) ¥ # i E %k #HFenethylthioniniun chloride® & fo ik 4%
B A ANER T TN 0 B AR BB T R 08 % b SRR B
1t -

XA

BATHRXEARARE -

BATHEIRRETERAERAREE > O4BAETERGZ aFFERZH
Methylthioninium chloride & & AN R E L F K MBERYEHEA > LI REHR
fo % ¥ AR Y #IA& (SSRIs) ~ bupropion ~ buspirone ~ clomipramine ~

mirtazapine #» venlafaxine ¢

A aE KRR R Ak R A MEM nethylthioninium chloride @ BT
ERAREHE  BEARARBOUIFHMMEURERMB TRV EBAGKHYVE - BIMVRE
fa-~ > methylthioninium chloride & CYP450 1A2 - 2B6 - 2C94v2C19%4 35 2cdp i #] - sk
RERNERE RV AR RS0 0 R4 RFonethylthioninium chloride 6 A & R4
REEFLHBOLR  THEEH AR RYHLLERT -

R/ ARRA
8.1 EBAFRIMEA/ARRE
(€34 °% A )]

REBROTRRA RS - BORABMA 5 - Bex - M - A8 - TWRA -
FREME S CHBR - KB - B b K il $ TR o BIKEN
methylthioninium chloride # & &3l et e Rfv SERE > FEAXTHRTE
BBRALLT BRER-

REANLFEFAGZRALEAREL ok KEBRE -

TRIAEBREKSRYE  FARBA S LEFRFIEO-1TR DHRRREF
THRMeFaEEFENRL) - BNSRAFEFLOARREARATRE T

BE) -

24 BEHH AREME

fo R A0 R AR W br K st MK ]
Bl R

R o Mo Ik BRI
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8.2

8.3

Wb 5 LR
B

48 A Sk 7% FEE >~ Fm o AR W
#%
kiEg

BREE ¥ | K

S i 7R SR
NE:EUE 3

0. 55 % o B
& R

R~ B LR R H 9% [ 4
$R &R
3

W B i 5 7 | B Bk MR RERE (B &%
&)

ERRET aEsm ERRE(Be) &7
BB

Bkt R A S AEBe(Ege)

2 S 5 R 0 R AR R B 7%
A aBIR R

THERE oo 4x F 4B

1 RERGLRGIERBIER IS KB RE -

SERmA
PRAUOERRBBRA(RTEBkosz B8N 0e) Az Ea2-4
ng/Kg¥ Ttk #hemolysis B & 5 3k -

B IR 35 48 K

BWH&RW-
L e

BRREME RRRE
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10

RABELTH  BRECMARRBEXNES - £HHMEERIHKBRR,

B BREEIRARBREMBRURARRE AR TBRASKLHER -
w¥
(R R)
Y L3808 FF 7]
£ R M o4 K o o E M R HFIRESM & A & ¢9Methylthioninium chloride (37&#%/2
)31 8B foBet - B - B~ o8R-8 - AFTLEF BH -@FKA B
HERE - RRREBIESE MR- B -RERY A EMAL - 50k i
BB K oE(RETDARCERAR(TREFEREE)  SLRE—RAETERE2-
12/]NB5 P9 T LA 4% A7
BB b K o E 6 fE AR
Methylthioninium chloride®#) R # E T ¥R $ R AR F L REIR » THRRAF AR
TRAN > ERGEH Koz - BB BH - BohEalRamilt - CEARSE
i EABEHNHRFQ0-30EHL/DF)EREEXLBRBAII LGB LIRAGBM
hirkhf > SHEAROHR L REXLTER RN QK -
KERA
R AR A20%E %/ F thmethylthioninium chloridett B3] BBz F oy - 228824
%8 20% %2 thmethylthioninium chloridetf st - 28 RS A A HBHBAE
A » methylthioninium chloride R A X ¥ —REBA X - BIEFHAMERA  ER BN b
FHRE  EAFERHLTIHMAE -

IR
10.1  fERE

E AR HMIAREEY) - ST - ATCEEVO3AB17
FENEEREATR - EIERERE - methylthioninium chloride Tl 2 FH {4 MA REE 5 M
AIRWRE - '

102 EEEIBF/MH
Methylthioninium chloride E£1iERELABIRE - REIFRIRF M (FEZ LB IENE)

B -
Methylthioninium chloride B2 MERBIEEYE - 5| ETRBLLALRREER
EETERGIERA) -

103 EAREIZEMER

ERRESHAEN—BREEHESHARABEIBESURE - REEHABRK

MEBRCNRET  BRILEAREHHFNIRRE  SFDEBEUEN - 458

M/ ENEEERREIEN - MhMRRAEAEELMEM - DRPE

FRIBALRIRERI S S0 -

ERS M U ME R/ BN ER AR ITERRESH &methylthioninium chloride?
BREY - BE/)EMEEANRRD - BIRET2ER/ AT - KRESETIHREM -
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st/ BB RENAZEE R methylthioninium chloride B&EM: - gt/
BRI AR REFENEEY - I KB AR ZERmethylthioninium chloride
RBUEERE -
TIESMRINEREE - methylthioninium chloride B EAERBFREE S - &
REHT SR -
Methylthioninium chloride &%l N E AR FEENEMBBBNER - LURIDEIARRE
EENARSRAMELSRER - ABMNRFHMEETR - methylthioninium
chlorideEAXIGIAIER - HRRREREASY - AENMEET -
methylthioninium chlorideZ#NE R XK -

11 EYEHERNY

RERF IS RIMethylthioninium chloride &R A BRI - A KROREFREK - AZH
HE & & Llleucomethylthioninium chloridefI = B RR P HELE - Methylthioninium
chloridefSF IS AR R MBENREXRAR18.5/\F -

12 BERSRRER

ERBEA CEMELRMHM RN —IERME - BEHOKERRSREE - methylthioninium
chlorideRE BRARERIA ARG E MATRMAE - XMPtBRMNERES - EZL2EN
BEEE6Z64/5 -

13 GEREE
131 8%

10EF(mL)Vial - 100ZLT&EH -
132 W

BARRIERS -
133 REE4G

RAITFR25° CTRRNA R - RTFREERRERER15°C~30°C -

BUER

RERERHBRAT MR EMERTFO6 7 357
i)

ZERERNHBRAT MR EMBEANRFO6 7 358
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