&) VIATRIS

2023412 H T (H5100)

5 PR RREA A
URH A ABBRIEEHR

BE O EIRMRE
HRHAE - 34

s | RA SISO 5% VTRS )
) R4 ARSI 1 %/ VTRS.
U K74 SRS EHE 2%  VTRS

LIDOCAINE Hydrochloride Injection

) EE-EMEEORTZIL T2

BABEERIEES
871214
05% 1% [ 2%
ABES | 22700AMX00257 | 22700AMX00258 | 22700AMX00259
Bk 55 B 1 200547 13 200347 ]

2. B2 (ROBEICIEHSLEWNI L)

(RhEEHEE)

2.1 REOEG T 7 3 FEUSPETRRESE 0 LB #EOE O BEEE O
»bEE

(RS RREE)
2.2 Rz 2 v 7 KEOEH BEOMEKR TR S
LW 5]

2.3 (SRR T DRI SIED B B EHE [UIRIEREE IR
ERITIEDVDH D]
2.4 WUED B3 [BUETEDRER R E L5 BEND D 5]

3. #Emk - MR
3.1 #Rk
Wik 4, ) sz A VRS | ) bzz A VIEEREES | ) F ZJ A SRR
20.5% [VTRS) 1% [VTRS] i22% [VTRS]
ks 5mL ‘ 10mL 5mL ‘ 10mL 5mL ‘ 10mL
H R4 VR A R
17> 7 ) 25mg ‘ 50mg 50mg ‘ 100mg ‘ 100mg ‘ 200mg
& o SERRALH]. pHAHA) pH i
3.2 WHIOMAR
Wi 4 D) H] A VIRFRIEEST | ) |7J A VIREERIES | ) H] A YRR RS
0.5% [VTRS] 1% [VTRS] 2% [VTRS]
LERIN AL TE I O
pH 5.0~7.0
BB 1 (CEFLEIRS 03 5 1)

4. ZHEERITFNE
() Kh A > 1ERET5#%0.5% [VTRS])

RS RRER. (EREY. REREE. LTS (T 2 ERIRAIX IR
(U KD A EBEESEE1% - 2% [VTRS])

RS RREE. (DEREE. RERE. REMKE

6. BERUVHAE
HEEL. A LT P A VMRS LT, 1R200mg (0.5%K
40mL. 1%i#20mL. 2%#10mL) % &R AR L § 5, 72720,
fElm, R EOL, MR, AEIR. REIC XD EEHET %,
B GRS EIC L2 HEIIREOLB) THD, () WIEE
e LTOMETH %,

- )R H A AGEREEE | ) B A S HRRRERIE | ) B A > SRR
P 5$i0.5% [VTRS) | #H1% [VTRS) | 4Hiti2% [VTRSJ
" 25~150mg 100~200mg 200mg
AR B
PR (5~30mL) (10~20mL) (10mL)
TR 25~ 100mg . -
(AR AR L 1T ] (5~20mL)
- 15~200mg 30~200mg 40~200mg
L
e (3~40mL) (3~20mL) (2~10mL)
{RIE R 15~50mg 30~100mg 60~120mg
(4R B E 17 ) (3~10mL) (3~10mL) (3~6mL)
s R 25mgE T 50mg% T B
(19 i 4 2 S O (5mL % T) (5mL % T)

R i VR A VIREEE | ) M A CIEERENE: | ) B A CYERREE
T SH10.5% [VTRS] | 4H1% [VTRS] 2% [VTRS]
N, 10~200mg 20~200mg 40~200mg
2L
PR (2~40mL) (2~20mL) (2~10mL)
. A A R 7 X | R A SR A E 723
JRAE - - -
KTHE BT BT
HFRPA ISR 200mg T - -
[E i) (40mL % T)
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8.2.4 FIFLHERAMT A He G L 7o SEEE SIS 1T X 2 P A3 58
BIb2ehHb0T, INLOHEHEZHHT LB E L) ES
L ZEZIS U CBIMES T4 2 LT L, B mis R,
EEIREAARR 2 BE ., B, FREREE T AT 5 BE TR
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BEREDITIZ L D IREH X 2 BT LT b, [8.2.420]

10. #HEEA

AANE E& U IFREFERCYPIA2R UCYPSA4THE# S 5.
10.2 HfRERE (HRICERET 32 L)

AN WaskAEIk - 5B ik e - Al T

7 7 A MHAEENRA] BRI E 2S8R S 5 | (ERA BT 5 2 L 2

TIF T BEWHHHOT, LEM| 5D,
RESFICL 2 E=Y ) VT
[ R R

1. BMER
WORWERDSH S5 biH 2 DB LD T, BlEx T iTv. By
WRRD LN A3 G 2 Ik 2 % E#Y R LEEITH 2 &,
1.1 EXLEIER
(hEEEE)
1.1 avy GEERH)
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TEETEE R HHH B VLRI L > THES2ZIT5 &, FISHERW
B PO, AEEEE, BRI, WY LREEC IR
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EA) Y AMSE, SAZAE VR (K= 74 v IR) SR E
EREEEHAND S DNDL 2 Ehd b, Kl ZHGh, B
S NS DFEIRZ O A, BEHIESehIEL, ¥ b
Ly MUY AOEE, SHEH, MRS X 5 \EA. BRIEET
M OIEIESE, BEIZRMEEITH Lo T2, AEIBARLLHET
LI EWHLDT, REOHFEFZHSLZ &,
1.2 ZOOEIER
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B HUE HIREEO R MAER, (RIES
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OIERIT, FANTHHAFRER K OVLIILEROERE LThH b D,
[8.8.2, 11.1.2&M]
13.1 fEIR
13.1.1 FIRHREROAER

PER & LCAR, B, 90, DRFOAERE, T L0,
S5O, . HE, HEEE, BSEsH 5 bd, fEK
AT 2 LB, EFEEDH Sbh, IS OERIHR
EEERINAE, SR AMEIE L2 BENDDH L, LV EELY
EIIERELER T 2 bH b,
13.1.2 DIEROIER

MEMTF . IR, OAGE R DR, M EE R o6
il O EPEBIR M ON O SR B AR 0 LS A ISR, TEBR R, O I
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13.2 &

IR R ATE I THIUL, ¥ 7 8L BB ER MR LY
V= VIREK] (FFRry =L F Y A A5 5,

14. BAEDEE

141 EXFRAREFOZTE

14.1.1 RAEOFEZRZ, R ZF Ly #Bozn, BEELKBREZ L%
WwZ k&,

14.2 EXBEHDOEE

14.2.1 7 7V #H, EHICHH L, FRikdEET L2 L,

14.2.2 AR EE 2 BT HENH 50T R GEHRE (1=2—
L. ) ICHMS WV AT LV, b, SEiaLE
R L7239 a, RETIORMET 2 2 L,

15. ZOMDEE

15.1 ERER{ERICE D 5%k

15.1.1 RN 7 1) VIEOBE S LSt AMEIEAE. TRIRE,
EEESDSMERZFRT LB END D b

15.1.2 REBIFRIZHA S 22 TR s, FHENZ BV CTHT iR AR H] & B E)
W CERICTEBISE) IS SN2 B CIRERR 2 BB L2 L 0
WELDH 5,

16. ZMBIRE

16.1 MR

TERERLALZ2%) W A4 2 i20mL (V) R A 3 & L T400mg) %
M HIET7 KLY & (1:200,0000 L CREENRS- Lz &, 7
F LY 2 BN I PR I, BB 5B L I e FE O B T
IERER M OAELEREASTD SNY JHEAT—%),

ARE AR ANZ2% ) B4 A 2 20mL & WA S L7z & & o IS o e
(n=5)

PR Cnax Tmax AUCo-4n
e (ug/mL) (min) (u g+ min/mL)
7 FL ) YIER
+ + 074+
i, BRI 3.7%0.5 123 274=19
7RV > IR , ‘
+ + .
. AR 2.40+0.60 116 23521
7 FLFY ViR, ) ) -
BRI 2.1=0.4 25+4 221 %71
7 FLFY ViR,
+0).19 9+ o+
IR 1L 0.95+0.12 102+84 102+43
T = Fk
16.3 M0

) R A A 220 g/mLOMEEREREEFIIN65% T, a1 — BEHEEE LTV
TIVERET o M M PIEEIEN0.8TH L Z LS, MERA~ND
DAL VEEZ SN D IEIRICY) Nh A iR 2 w5y G L e &
Jifats R AL T P R E & BRI TR i e 0 1130.5~0.7C, ek % Eld 52,
16.4 X3
VR A A iE. F L L THE TN-i T 7 )V ffmonoethyl glycinexylidide
(MEGX) 12HB &N/, glycinexylidide (GX). 2,6-xylidinelZ 3 & 4.
#970%A%4-hydroxy-2, 6-xylidine & L TIRAZHEM & L 59,
16.5 HEittt
R A VR 250mg™) & R NSRS Lk & 4R E T
R A R R 3 P SR 083 8% RZEALIRIIIR G :RD2.8% TH - 727 (4}
EATF—%),

16.6 HENEHREZHT 28E

16.6.1 E&EHE
B2 B A 3R S0me % BRI 5- 1212 O f AR 0812 14055 %
R L. #iliiE O8I AN TR L7220 (WHEAT— %),

16.6.2 LA LBE. BT2BERVITHERTESE
OAREREROVBERNEERE Y Fh 4 2 ERBRESOmg % BRI 555 o)
S, R A B R LB < IFRRBEIR T B T3 I
LY WHEAT—%),

VL) AHI o F R R &1 10200mg  (0.5%1240mL. 1% 20mL. 2%i10mL) Td %,

[E2) ) R AV RERIEIESE0.5% [VTRS) O%hak - S MERILREL, (5 REE, 2
ERREE, BTN 3510 2 BRIRIN K ISURRRE, 1) B A & YERRYEESF1019% - 2% [VTRS)
DRRE - RN FAITEBS R, (ZE AR, B, AR CH %o
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—fgB9Fr ) K4 > (Lidocaine)

1244+ 2-Diethylamino-/V- (2, 6-dimethylphenyl) acetamide

4513 1 CluH2N20

e 234.34

PEIR © B~ G oS U REOB R TH 5,
A= NVNFTy 7= (95) IHBHTHETFR T <. BEfE (100) i
IFNVI—=FIVIZETRT L RITITEAEBET RV,
AR T %o

AL
CHs H
WN/\ CHs
o k
CHs CHs
Rl 66~69C
22. A

(U KH 1 EEIET5%0.5% [VTRS])
5mLx107 ¥ 7 (75 AF v 7 458%)
10mL X107 > 7NV (F5AF v 7 7558%)

(U KB A AEEIEE5%1% [VTRS])
S5mLx107 ¥ 7 (77 AF v 7 #58%)
10mL X107 ¥ 7N (75 AF v 7 %4%%)

(U Kh A iEEIET5%2% [VTRS))
5mLx107 ¥ 7 (75 AF v 7 458%)
10mL X107 > 7N (75 AF v 7 358)
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