2020 4 7 HGT (B8 11 7R

H AR AE RS b 0 B3
871224

EIILA A 2— T F— A
H AR A S O 1 F it 2268 2018 (2019 4FFEHThR) (2 HERL L CTIERY

A7 3tz

BARERA FHRAAFHALZDOLIEILEY
LS3o)JEHA200mg
RELAXIN Injection 200mg

#l iz

TESA (HRFTRAR)

®OA o HO#H X 4

IR R —EMEOLGTEIZLVEMNT L2 &

134 T HRAFY A =7 LG {eKkFnly (B & L0)

b5 ¥ = = 200mg 2 A
- i 4, s AxY A b= LRI (] AN)
> £4 : Suxamethonium Chloride Hydrate (J AN)

HOEARGEAGEAEA B 1200843 H 13 H (EAEHIZ L D)

ok IR o KRR AE A H

Ol K I - | SREEVEINGERE A A 12008 -6 H 20 H

B 7¢ BH 4 £ H H
W72 Bl s 2 H B 1195943 H 18 H

o R ( @ A

BLEIRIETT « A ARBEERR U AL

[ R0 AR 4 E o g

O

v & b

BB < T EHRE ¥ —
TEL 0120-409341
ZATIRERT 0 9:00~17:30 (- B - #LHZBR<)
BRI R — A=
https://www. kyorin—pharm. co. jp/prodinfo/

AT FIX2020 4 7 HKGETOWRM CEORHIZIES = Ek LT,
BATOERIT, MATBOEN B3 EFESHR O ORI MIEFRMR B N— U THER L T E S0,



https://www.kyorin-pharm.co.jp/prodinfo/

EI A v H Ea—T 3 — LMD F51 & OME — BAIRGEHAE —
(2020 4 4 H e&5T)

1. BERA V¥ Ea—T7+— MMERORE

R ES L DO IEARR RERIEHR E LT, BRAERLBASCE CUT, IRmMI3E) 2"H 5, &
PRELS TR - AR O BERAE S A% H SR DB 7 R i 00 T A A% o 415 T 2 B
BAT SCEIC R S VB A AT T 5 HICEEM ARG ML ERG 60 5V . IO EIEEHRHE
HHE (LLF. MR) S~OFROBIGERSCELREICEVEREMEL TETND, ZOBKITHLER
HMEMENAFTL2ODOHEAY A M LTERELA vV FEa—T+—5 (LT, T F &)
D3R LT,

19884FZ B AYRBE A2 (LUF. RS AirsE 2 /hEB RN 1 F OALEM T, 1 Fiidisk,
I FRORESHAZRE L. £ O%1998FIT AT 3 /NEH R, 20084, 20134F (T H i ez 3K
HMEZEESN T FRlifllEHOSGT 217> TE 1,

I FRof 2 6H2008L K, [ FIZPDFEDOE T —# & LTRMIET 2 2 ERNFANE o7z, 2
iz . B SCEOFEERYGT R o o TG B ICYGET ORI T — X 28 L7z [ F 2300 SRt
SNDHZ & &pole, BFRD I Fid, EIELERESREHNE (LT, PMDA) OERMHERK
i fE MR D~2— (https://www. pmda. go. jp/PmdaSearch/iyakuSearch/) (2 TAMEN TV 5
HYREETIE, 20094 & W BTESGML O 1 F OERE BT 2/ E LT [ ¥ va—7 +— Lkt
&) AREL, Hx D1 FARMICEZMTEST DM EFEAERE L TEUNESE - BRETLTW 5D,

2019 FE DT CERHBEHEHOE FICA D, [1 FildiZiiE 2018 NAF S, A% TEHRFAER
i OIRFETFHIEHEENC BT 2 A KT A ) IRl 25RO £ OEHM A RE L,

2. TF&i

I Fid NAMSCEFOEREZMTE L. ERT - EAIEEOEFRIEEE T L > THEERBICLER,
FEIRGLOMWEFHO O OEHR, MITRF OO OFR, A O D OFEHR, EIES 0w A O
T2 OIEH, EENRBE T T OO O RENEN SR @ OERSMHEL LT,
HPHE N G s 2 3R U SEAIRN A 0 7 6012 Y %I 3 i O BLE IR T8 SUT IR T2 #5554 3BT AERR
N OMRME A KA L CTO D FINE R LB b D,




[ FICRE#T 2 H ARSI B RS RE Lz T FRediE s ML L. — B Fish 2 Bk & AGR O HipH
WOIFRBTEHM SN D, 2L, MEAEOWEEICHED L b OKRUFIE B b 25T - I - 124t
TANIHEHFI FOLHFEL (T RLR0, S5 e, BEEEENORIShZZT FiX, R
FH O - HIr - BREN T2 & &b, BERMTEELTDHHD LWV IBIAROZ & ZhiR
LTW5,

I FORMIEBEFT—F AL U, WEAETORAITVLA TR,

3. IFDOFAICH=>T

BFEAD T Fid, PMDADERMEIRLERRREOX— B ESEIPABRE SN TV D,
FURASET TR A o H Ea—T 3 —DMERDOFEIE ) (/> T I F 2fEpk - 213225, I F
DIF S EIE 2 ERHRBICARRE L TO AR T F BRI L& IC oD TR iR
DMRE~DA o ZE2—IZXVFIHFA ORNEERESE, | FORAMEZESD L LERH D,
F7o, FRFSGT SN EoFEEFICHAT 2 FHICEHL TL. [ FARETIND £ TOMIE, RFE
NIRRT DYGTNEEZ P O LI CEFE, H 5 VIIHFEO ERGERRIY) — e A% L 03
FIFSE A DT 2 & &b, 1 FOERCHZ - T, BHORMIEEL PMD A DRI EFR
A RRBON— Y THRT D HLEND 5,

7k, MIEHASCT RO O SN DR S TWD TV 5. ERRERE < TX 1. 2EE&E} |
(XTI, 5] ICBET2HEBSIAREZT COARWERBEENRLZENH Y, ZOBY IS
THBETRETH D,

4. FIRICELTOHEER

[ FZAEEFCBONTRNT ZENTERWERMEREE L HEA L TWEEEZn, [FiR
BRIEOE 232 T, YK E IR O REIRTE SUTRGEI D 5 B ESER - 12095 BEERGE E
SR DT DFHTER T D & OALE-SITTE0Y, Foll + FRBUT T O LR AR IS0 P R 3 5 o
WRTEE RIS ENC AT o 04 R o4 v, W a—F - 37 - 7777 1 2EOHIR E —ERE=
55500, BROBERBINEEI T A K7 A 2 Cld, RARGRIESATAN O LI T 2 (H it
IZONWT, BN ERUEFEE D ORI U TTI ZEIFELXZ 2N E SN TEBY, MR
NDAUHE2—RE LD R EICED FIAFALN I FONFERESELRELOTH
52 L EZEH L TRPRTIUZR 220, REAEN LB/ LN FROB AR A MR L, TOK
Birkz k=, ERBEGICRIT 2 EMEH 2R T2 2 S 3EAMOAZFZ THY . T FE2EHLTH
WEBETIMED D HDIZL TV E 20,




H X

- (QVEIFAL D ZZTEME oo 5
J /2Nl s B = I = R 1 8 Al b OBLA I ML) 5
1. BHTE DI oo 1 O TRHIME oo 5
2. BUE ORI 1 10, 25« AL e, 5
3. B ORAIFAIREE 1 DIEEN LRSS - a3 ABIN R R
4. WEMEAICE L AT &R 1 25 BLEITRET BIE R oo 5
5. AGBEM KOV - i EORIBREH .....1 DV ELEE e 5
(DGR e 1 (G S 72 ST 5
(2 « A EORIFRFEE oo, 1 (D FSEEDIAET oo 5
6. RMP OBEE oo 1 11. BRI SN DB i 5
. R BT BT E oo 9 12, F DM e 5
TR 2 VARRICBIT DTE oo 6
(D) TZ e 2 1o 2R S T oo 6
(2T e 2 2. R R R T BT AT e 6
(BRI I e 2 3. HHER OB e, 6
e IR e 2 (D) FIERL OB DR oo 6
(DFNZ ETZTE) e 2 QAER CHEOR ERAE « BRI ... 6
(DTEL (BIBTE) e, 2 4. FAEEROHEICEETAER (e 6
(8) AT (SEEIM) e 2 5 o BRI oo 6
3. HEERSUITRMER e, 2 (DBEIRT — 2 78 7= oo 6
4. TR O T B e 2 (Q)EERFEFHERER oo, 6
5. AbLEFA (EATE) UTAE o, 2 () BRI FRBR oo 6
6. [BEHA. B4, BT, GEBES e 2 (DFREEATERER oo 6
B 2N 1 (B « JRHERIERBR oo 7
M. ARRINCBT B o 3 ORI oo 7
1. WAL E cooeeeeeeeeeeee, 3 OV DM e 7
ﬁggﬁﬁ%ﬁﬁﬁﬁﬁﬁﬁﬁﬁﬁﬁﬁﬁﬁﬁ VI FEAFFUCBIT DIE oo 8
(BT <o 3 1. HEZMICEED DAY UL DEE.. 8
(W sy o AL BERE A o, 3 2 BEIRAEF oo 8
(BB FEMARBIE TE I o 3 VEFFAL « VR oo 8
(B)ITBCIAEL e, 3 (2)Fh 2 AT 2D 5BR AR o 8
(DZ DD TRV oo, 3 VEFFEBLRER « FEGEIFRT oo 8
2. ARG OFRFERME TR DLEN .3 o o
B e T e 3 VI BRI BT ATHE o 9
. 1. MLFTEREEDHERS oo, 9
IV. BIFNZEIT DB oo 4 (B3 LA et e 9
1 B e 4 ()G R B CHERE S T= I PR . 9
(DAITEDIER oo, 4 (B)TFTTEII <. 9
QBN DAL OPEIR o, 4 WDEF - DO e 9
()R T R e 4 O FEWSEEERRET ST A o 9
(DB DI .o 4 DI TTIE e 9
(B)Z DL e 4 (2T IR EE TEZ v 9
2 0 BLEN DAL oo 4 (BT PETETI e, 9
(DA RS OEPERL ) O 8 CYRINAL.......4 (D)7 U T T2 2 oo 9
(2B EEDTEFE o, 4 (B) AT A ettt 9
()RR e 4 (B)Z DL e 9
3. WA OB BB oo 4 3. RHEMGRE 2 b—3 2 DT e 9
A T et 4 DI ITIE e 9
5. BAT DAMREMED & 2 KD ..o 4 (/3T A —ZIEEIEER oo 9
6. BANDOEFESLETICBITALEN . 4 A WU e 10
7. TARNER OVRRE DLTENE e 5 D e A et 10

(DA OB oo 5 (O it MR P e 10



(2) it — MR BIFTEIEME ..o 10

BV FLIF A DIEFTIE e, 10
(D BEHE A~ DIEFTIE oo 10
(5)F DM DFHFEA~DEATYE oo 10
(B) MR FIAE B TR e 10
B . A e 10
(DAL B ORI oo 10
OB G- T 2E(CY PE) D5y 1-H,
FEELTR e 10
@ FELEE DR OHE L NEDOEIA ... 11
(DIH OIEVEDO A MK OEMEL, AR
..................................................................... 11
T HEH e 11
8. "IV AR—=Z—IZHTHER o 11
9. BHTEICEDBRER (e, 11
10. FEDOHREB T AEE e, 11
11, Z DM e, 11
VI Z&tEER EoEES)ICET 2EE ... 12
1. BERNEE ZOFR e, 12
2. BENEEZOIME oo, 12
3. EEXIIZEICREE T A 1ERE & EDPH .12
4. MELEOCHEICEET 2FE EZOHB .12
5. HEEREARMEZEZOHM e 12
6. BEDERE2AT HBEICHETHEE....13
(DABHE « BRSO H DB . 13
() B AP EB A e 13
(BT BERE S B e 13
(D ATERE A T D oo 13
(B EFHT <o 13
(BT LI e 13
TV ZINREE oo 13
(B T et 14
T FHBAEF oo, 14
(DPFAEEEE ZOFH e 14
QPFHEE & ZDOFH e 14
8 e BB oo 15
(DEKRZEWER & FTIRER oo 15
(2)Z DD EIVEH .o 15
9. MRS BRI IETRE o 15
10, IBEBEG oo, 15
11, W EDTEE e, 16
12, Z DD TET oo, 16
(DEERMEAIZE S <HEHR e, 16
Q) FERERRBRIZ S < IEH o, 16
IX. FEER R T 2T et 17
1. ERFHZRBR oo 17
(1) FEADERFHZRBR oo 17
(2) 22 A MEEPHERBR oo 17
(3)Z DML FRFEFABR ..o, 17
2. FRMERREBR o 17
(DB G TEMERRBR e 17
QA GTEMERRBR oo 18
(B IEABTEMEZRBR oo 18

(DD AUJEPEZRBR oo, 18

B)AEFTEIEATEVETRBR oo, 18
(8) TR BRIBR e, 18
(D) Z DIMDEFZETENE oo, 18
X, BEAOFEIZETAER s 19
1o B R AT e 19
2 I e 19
3. AEERBE T OHFE oo, 19
4. BB FE T R e 19
5. BBBTNT B oo, 19
6. [A—FA « TRIE e, 19
7. EERBEAEEA B e 19
8. BUENGEAGREH H R OVKRE S, AL
UEILEAE B, BRGEBAIAEA H oo 20
9. ZRENIFZhEIEM, AR OHEATIBM
EDEAHEOZDHR i, 20
10. AR, FRMERRAELEH B R OZE
DI P et n 20
11, FFFRA M e 20
12, FESRHARIHIBRIZBE T D8 e, 20
13, BFE T R 20
14, BRBRASAT EOTER e, 20
X T o TR et ee e eaes 21
1o B SCHR et 21
2. FOMDEZEITER oo 21
XI.BEZE e 23
1. FEZRAMNETORITERI oo 23
2. WIMZEBT DR IR E R e 24
XTI D e eeeesee et eeene s e eeeaes 26
1. A IREEEICE U CHRR I 21T 5 12
BT TDBEREE oo 26
L e 26
(2) AL « RWRME K O E B 5T = — 7 D il
et 26
2. FOMDBEHEZEE oo, 26



o

=h
=]

2L (ERNZAEHB IR W TER T 5,)




I. BB 5 HA

I. iZICBi9 HIEH

1. HARORE

1942 FFIZ 7 T — L DBSRRBERH IR 0 TREH ST B | FishaR Al 2 28 R I C R D b DI e o7, LAl
7 T — VI EREBNEL , FRAEVS, ALKV ERHD, £, BEAL LIZLIEALRD Z L
k07 S—VERBERERZRTEYME LT, 7®FLal o OFEZIEEYM TH DAY A =7 2K
T H3 B S4v, 1951 AFE0 BERIRICHEH S b 7o,

LI xR 200mg IXVEHHAA XY 2 F=7 AEAHTH D,

2008 4% 6 A P3R5 B PR s B 1 xR s b - MUERIZ DWW (ERk 16426 A 2 AfF 3EAF 0602009
B WCESE, FELE TLFF2 0 200mg) 2°D (VI v EH 200mg) (CZ5H L7,

2. HmoamFrHE
(DAANL, AHROKBUM x| BRI 2 R S5 2 L1010 bR iER 2 %517 5,
(TVL 2. () PEFREBAL - (EFIRERF ) OIBIR)

2)YAR7 Z Y ATHA~ERRERIZE D,
(TVL. 2. (3) YEA R BLHERT - FRGEHERT ) DIEZS)

3. RaDORFIFHHENE
P TINEAS BRI R T 0 | U USRI (BRI 1< CRIRER L CTHMT 5,
(MV. 1. @) BAIDSME R OHEAR) DB R)

4. EEFAICEL TEAMI NSHEH

ML

5. RBEFHERURE - FHRLOHIBREIE

(1) AR
L

Q) 5@ - FRLEOFIREE
LN

6. RMPOHE

ML



0. ZFHNCB HIHHA

0. Z2FIZB89 HIEH

(1) ¥4

L' Z % vER 200mg

(2) %%

RELAXIN Injection 200mg

Q) BMHDHERE
tiAEE  (muscle Relaxant agent) H RELAXINE&E L7-,

2. —fiB4&
(1) ¥4 (a4 ik)

AFH A b= A AT (] AN)
(2) ¥4 (andaik)

Suxamethonium Chloride Hydrate (J AN)

(3) T Ls (stem)
Wk 7 =0 MEEY © —ium

3. BEAXIEREX

13 CHyCLN,0, + 2H,0
S8 397,34

5. {LFH (@RER) XITHXE

2, 2" -Succinyldioxybis(¥, N, N —trimethylethylaminium) dichloride dihydrate

6. \ERA. B4, BBS.

s . S.C.C.

CEES

onji



0. A2l ic B4 %A

M. xS B3 518 H

1. YELEFHMEE

(1) 5487 - 4K
AT ABEORKEEOHRETH D,

(2) BfEM
AREIK, A X 7 — )V XAFEEE (100) IR T 09 <, =& 7 — /L (95 IZIRITFIC < < BHKEER ISR D TIRITIC
<L, PFRLm—TUZUF E A EBET 0,

Q) kit
WAL D B SUEHILEE 1A 80%RH T B,

A Rhm (DfEm), R, BRES
FhA : 159~164°C (GREzE)

(5) BRIE B AR Bt TE 3L
MEE R L

(6) P ERIREL
MEE R L

(N Z DD E 1 RENE
pH : ZK¥&HE (1—100) @ pH 1% 4. 0~5.0 Th 5,

2. AT DEREHTICE T HREN

DEIZE T B RE MR
MBI 1T 2 & EMERRBR (120°C, 90 73, 2 [H) ZAT-o 7ok, SMBL. pH, TLC R OVERD ZNZ N ORER
BT, WIS EITRD bR Te (KRBT

2) MEZEILRBRIZ L D EHERIGERY
AFxY A =g LK FIII KRBT, 2 BB ER L, 7 =T/ a) v on
FA RERT, 2010z Y U RO N BRIZSRT 5,

3. AWM OMHERHARE. EE:

1) R ER A
HASR O A %4 2 k= DEHLHATI OHEBRRIT L 5.
2) e

HAAERFH DOAXY A =0 LEAAKFIH O EREIEIZ X 5,



V. AN 5HA

V. &Y SHIEHE

1. HiR
(1) &z D X Al
AFNTIEGH (AR, SRS Tb o,
(2) AN DN ER R UK
fR5E4 LI %3 A 200mg
I MEfa 5 28N T L
NEY H A DS fb M Dy AR 38R
R 2% (IRATVEARIE 10mL (ZVEAR)

T INHSIRR DB BT Z AT T

@ #Ra—F
EERRAN

(4) RE DYt

pH : 4.0~5.0 (SAHAMERL 10mL |23 AE)

BB (R AR5 b)
(5) D

D 1.2~1.7 (USFHAMRIR 10mL IZPAfR)

TESAI O T ORFER R R OFTE - 72 L

it )

2. HHFIOHEMK

(D BEMRS GEERS) DEER TR

R 72 4 LT %2 A 200mg
By A A 7d) |BE AU A k=7 AfEWkiod 200mg (BiAk¥ & LC)
Q) EfREZEDERE
MUER R L
Q) &=
MUER R L

3. RTBREDHERRUVEE

iR (L7 7 ed) - AR AEBRERE 10l

4. A

L

5. BAY DAIEEMED HHRMY

DR L

6. HEDEEEZFHTICEITAIEEH
6 4ERH O IR THMBLL OV RO ZLITRD IR h o 72,




V. AN 5HA

7. RAEERVAREOREMN
(D) ;FHI DR %
FRRAES 2,
Q) BaEOREH
LI %M 200mg & ARG K AEFRREIR N O 5% 7 R UK 10nl CHiE L kT, s=SiE, (EiEAE (37°C)
D ZRAET, BRI EHRG LERERIILLTom) Tho 7z,
Db EERGEMHIL 5% 7 FUBHK TR L, WMREFTICREFE LI DO Th o7z (10 HRZE /L),

DB ORLLT WG OITIERM (37°C) IR FE L AH AR N ORBAKTHEBELZboTH -7 (3 M
FTIEENZRL),

3 ERITB W THE & OBHAKIL 5 H & L%

WOTEETH-T-,
(TVIL 11 W EoEE] OESMR)

8. fthfl& DEEE XL (MEILFHEL)

1) ARG OWIRITTBIET, WEICHML, 7 =nE/ a2k Tal) b, ZONRITVH )M
TIRESNEERND 2 Fal) vz 2757 —FI2 ko THERLHICR T 5,
DR RN EZ— L F MY LA FARX A= F N AR EO L E X — VTR L > TEILT D,
(TVIL 11. # A EoovEE ) oESMH)
9. BAHM
B LR
10. B3 - 8%
(MEAEISRELGRS - A%, NENFHERS - BEICET 1R
MM EE R L
(2)a%

10 /3o 7V (B 10mL, 10 7 > 7 VIRAT]

MVJ % M 200mg) EFIFSNIZREOT—7 (12— b5 MX2 ¥— ) BHFEICRBS TN,
(IX. 4. B0 B EOER) OHEZM)

Q) PREE
L

L) BRHBDOME
NA T BT A
e T
TN Wl T T A

1. Bt S > EMEE

L7

12. Z0fts

AR



V. BRI 5 A
V. aRICEY SIEH

1. BEEX(THR

4. HEEXIEFNR
ORErFr D B thAR
OKREREER - BN RER - REIEROHhE
O ARRH-E 1T 2 BEEREADROHME
ORE #RRZ 2 22 M bk

2. MEXTHRICEES DI

BRE SN TWHRN

3. RZRUVHAE

(N AZERUVAE DR

6. RERUVAZ
HWERNITIHEEZ WD,
<FEEHIIR G E>
AR L, Ax Y2 b =0 DEARFIHONAY & LT, 118 10~60mg & FARNIERT 2,
ZOMRETHMESS bRV E X, HESSOND E THEHMET D,
<HFfmmimAE>
R R 2RO DAL, 0. 1~0. 2% L 725 X 5 ITAEBRHEIR T 5%~ K UEFHRICIE L, FHEEA
T 5, BHE 2.5mg/ < HBVDOES THEAT D,
Fo. HREKOVNRITH T 2H 516 LT, BIRNER OGS Ing/kg &, FIRNIER AR ARG 61T
2~3mg/kg & HANERT D,

) RERUVAEDRTEERE - 1R
R L

4. RERUVRAEICEET EE

BRESINTWARWN

5. ERPRRUR

oy

MEERRT—2 /v r—2

g4 L7220

(2) B PREE R EA R
Rk L

Q) AERIGERRAER
MR L

(4) 1REL A ER
BB L

k=0



V. JBEICET 5 EHE

(5) B#E - FREERIGER
CRE iR B 331 2 BB IE O BR O itk ]
28 BIOBFIZHE, FEF T3 EIOA XY A =7 ALK FIE I L 2 EBEEEZITV, —HOEE
WCHRLND T LRSS EAME L, Lot RO MR EIEZ OMOSIEOM R E iz v,

(6) ;A BRI 3
BERSAR

(1) £ Dt
LR L



VI HELHEEZ B9 5 EH

VI. E3EE(ICEHI HIEH

1. EEZHICEEHSLEVRIILEYE

AT 23V RICEW, YR Z U URIEEW, 2 ) UREEW, AV Y X AER

2. ZEIB{ER

(1) fERERGL - 1B
FERIRL « FHE D REAR
TERIRRE « 2394 b= DL TIIE, SO X | BOBEHE R 2 ER S5 2 LICL 0 il
SRR RET 5 Y, Fo, BERERAIC, —BEORRELHbDT,

(2) & RAT 1T D BRI
1) SEBYRRE 230 > THEE S AU 8T, FRRIRD D T e F v ) OB A RE L, ZoT EFa ) L
ERARIEEC OB B A AL = U RARTERL & R/E 34, B Z OTRBY A (5 2 THOIEE L 2 S5,

DAEHMZIX. TETF ALY iFa ) 2R T T =B L o THEONZ 2 Y v & BRI 0 fiR S UE R NI IE
WREIDAL, IR ORI UG TE BRI 5 Y79,

) AXY A b= AEACHAKFIIY R TV DL HIITvFAa ) OMRHEAEA~DOREA AN
WZBHET 2 &3  | SR AICE < BB R R 2 IE K92 2 &2 & o Tl R E 2 W L |
iR rER 2 845 99,

1) Z O REHEIEBL A BRIZ R T, IO T L FA 3 Y L OREHAETE FT 515N % & b b L, ZORkizY
TEHD AT RS R b D & 2% 79,

BT A F=T N ERERIT, ZAFY A b =0 ZHALMIKFIIC & 2 ot se BLRTC — @ o 5 BUE & & b9

3)~6)
o

(3) Ve FSEEREFR - FrisheE
YIRS TV ATHAERIRRIEEL | 10~30mg FHTE LB A OFRRILER | 2 LNICH S bil, 2 47 LRIC
Bk L7 K5 BICIEAT S 7,



VIL S Eh R B 5 IH H

VI. EYENREI_RE 3 518 H

1. MAREDHER

(BB LAMGMpPIRE
DRI L

Q) ERRABR CHESIA-OPEE
MEOR - fEER R, JIT - BHSEES OBEE N I VAR, BIESE, BESMNRHBE ICA XY 2 b= A bk
i 100mg ZEEIRNEE S Linh o7 v=ralvruad4 Ry 7= 1E /) a ) VORERZ )L
JEE % % T bioassay #E CHIE L7Z2NRELL T Th - 7=,
F, ZOHEEHATL EBEFEOMBRRETY 7 =ral) a4 KR 18.9ug/mL LA, 7
VEE) Y 185 pg/mL T EEZ BN Y,

Q) &
DRI L

) BRE - ftAROFE
DRI L

2. EYRERP/INATA—2
(1) & A%
B L L

(2) W IR BE 5E 38
R L

Q) HREEEH
MR L

Do)V T7I3VR
MR L

6) B
DR L

(6) £ D fth
R L7

3. BEHIGREaL—2 3 V)@
(D 75E
BB L

) INZ A =2 EHER
MR L



VIL S Eh R B 5 IH H

4. RN

DALFFRASEYF 4
WL LR L

2) IRIRERGL, TRIR R
b N CTORYER e L
(%]
M-y rv=nalrrsadf Ref XITEELZE &, 5 DBIZMEENDS 80% 03 HK LT-2,
L. 4%1% 7 BRI b A s iR Ic R AF L2 Y,

3) BIFER
L L

5. 2%

(1) % — A BE P9 @@ 1
HiEeE e L

(2) %k — R BERAPT @B 1
b hCOBK LR L
[5%]
WA R e — T 5 AW R 5 R C IR ISR B (RFIHE & A KRR B A2 7210,

Q) EA~DFITH
MU BRI L

@) FER~DFITHE
MU BRI L

B) ZDDIEB~DEITHE
MU ER e L

(6) MBEBHEESE
t N TOREERR L
(%]
ARV 7 v=a) vy T REBE L ERTE, 5% 5 R T, MIEEE L OfAY
T 23 L AFE R D TS RETE P 0D 84% & Tl L7z 9,

6. H

(1) REEEPL R U BRI
b MCORREERR L
(%]
AFY A b=y MK TIIEa ) v AT T —RBIZ XV Ik ER, Y= 3 vk
YD, EBICY TV =AE ) al) idal vl ang BIISREN %KD (in vitro) 'V,
RFHTERLNTH D (1 R) 7,

QORFIESTIER(CYPEIDHFE. FE5E
PR L

10



VIL S Eh R B 5 IH H

QVEEEHROEERVZDEIE
BiER R L

@) KEYDELEDHERVEELE., FELE
BiER R L

7. HE
1) HE st BB B Ut R 85
SRy BEY®

2) Pt

M - TEER R, T - BHRESE OREN VIR, BIAVEL, TBRSVEHRE I A XU X h =T AR IK
4 100mg ZERIRNZER G- L, ROV 7 v=ralrvraif Redrv=re/alrrsaif R
HE LT,

BESHETICH I v=radrruaT A R 4.5mg, BV =E /a7 aF 4 R 23. Omg HEiH
SENAELHRD 39.4%ICHE LY, 605 TTIEF 7y =ralrraJA K8 3ng, V7 =/LF/
aYrraTA K4l bmg BRFPICHEES L, B#5EO 1% Tho7 ¥,

8. I URR—4—IET H1FEHK
B L

0. BHEICLBREE

REEE e L

10. BRENDERERILEE
R L

11. Z0ith

LR

11



VIl et (R EoEES) ([CBd 2HA

I. &4 (FEALOIES) ICET HIER

[

ERNBTEFDER

l]u|;§¥

1.
1. 2K§|H L BFRFIEIZDONT:
1

AT XFIOFERICH o T, BT HRARBRFEXIIAITRFZERT 5, FRARKE, FRIELEZECSTE
AEBIZZVDT, ATHFROHEECRELEZEMICE >TOAERT S &

o [11.1.3, 11.1.5 H&]
L1L2AFNC L > TR ZFRIELEE, SFARIBD TROMNEDO T, AIROHZRLGONK 51T, FH1lC

REZDMDER - REBEZT2ICITI &, [11.1.3, 11.1.5 5]
(it ]

L1 1RO L2 (TVIL8. (1) ERZREWEM & MIMIER ] DIESMR)

2. ERABLTDER

2. B3 (ROBHRICIFFRELAENI L)

2.1 RFND RS TxE UIsBOE OBEERE D & 5 B3

2.2 2VEMI O FERE OB, A% O SR FEIE LIRS ME

D, MEEEZEZTREAND S, ]

[figsn]

BRI AR E - B AERSERFEORAREELSEZ 2R RS LZ 2R RRAESY ICB W TR S
ToAER, I ET TRAZEER) OEICFEEHR LW e TEEOERVE, IREMEPIRIEIME. DU OBEAIE D &
LHBE ] ~OFERIL, BAOTE (AP A b= L) ZBWT R anTnbZens, TEA
B b [HE) OEA~BITLCRET 2 2 AU TH 2 LS (TEEOBME, Rt
WZDWTIHE, BPEIRRICIRE) | JBAT A EIE - AVEHA R EIE L xR R @M (BfocFTA TR AHT)
WICHSEYET L, (20194E7H17TH)

S DOURATSCEIZ 36T 2 BRI

VUSRI D & 2 [ [ H 4 Y 7 L O#AERIC

X 1.2. ZOMOBEIHE) OWBROZ &,

4. RERUVRAEICEHAEY 5FIELEDER

BRE I LTV

5. EELGEARMIE EZTDER
8. BELEAWIE

AHN D53 FERESUT PRI BEDMER N B B D WIIRSZIED W OS5 ITIE, IEAR R OVEAREIZ
ERIZEET 2 F CEREZITOLEN D D,

: 31
El
5

12



VIL.

et (M EOEES) (ICE4 5HA

6. HENEREHI SBEICHTIIE

(D EHHE - BIEEZFDHLEE

IHENERETHEITIEBICEHITHEE

9.1 GBHE - BEEZOHLEF

L1 EEDOMEDOHLBE (RUHEOEEOMEDHIEEERC)

B LR e AR VW LT SN A A ERE, HELRVWZ L, MhA Y U ADBIERICLY ., MElE%E
EZTBENLH 5,

9. 1.2 REMHRMEMEDH I EE (RMPROLEERRENMEDHLBEERL)

B Lo AV LT SN A A ERE, HE LN L, MhA V) U A0BMIMERICLY ., MElE%
EZTBENLLD S,

0.1.3 X2 YRBEDHEIROHIEEHIVERAESTF I YR EREINECEDHDIES

TR BT 2SRV LT SN AR ERE, BE LRI L, P h ) v A0BEIMERICEY ., Mgl
RITBENLED D,

9. 1.4 BHEDEE

ARANIZIRNIETCEER 23 5 5,

9. 1.5 ERABHHMER TREICTF 74 SFV—RENELCLES
[11. 1.1 R]

(e ]
9.1.5 : (IVIL. 8. (1) EARZREIVER & FIHIER ] OEZH)
(2) BHaelzERE

9.2 1 REBEDHDEHE
IR LR R /RN LI SN A HAERE, B LRV &, Mhh ) 7 AOBIERICE Y, %
BZTBZEABS D,

(3) FFHgREfEE RS
BRE SN TWHRN

B KETEREEHR T 5F
BRE SN TWHRN

(5) 3385

9.5 iR
PRI SUTAEAR LT 2 FIREME D & 2 2RI IR, 1B LOF RS ERIEE LE 5 &l SN 25810 DB
G5z L,

(6) =247

1B EOARYER O RILREOARIEEZBE L, RILOMKGUIT 2R 5 2 &,

(MNRZE

9.7/hR
BEMEEAE, I4 78 B miE L UOERSGZRENER RIR. REARSE) 2603, [11.1.2, 11.1.6
Z ]

(i ]
(T 8. (1) FEARZ2EIEM & AIER ] DHZM)

13



VIL.

et (M EOEES) (ICE4 5HA

(8) mtnE

9.8 EHinE

LTWDZENRE,

HEABRKOEAREICEZ L, BEFEORBEBELLNS, HEICKRET L2 L, —KiC, AHEEEMET

7. HHEER

=
1RGN

(1) 6+ EFNDER
BREZ LTV

QHRAEFELENER

10.2 HtAERE (BHRICSEET S &)

VAN bRk
AFNTAXL
T =I ¥y NEEk

A4 HRAJEAR - BT 1A B - SRk
VR Z ) ZGRDECHE R AHN & DN & 0 BHEERAHENRE | A 244 b =0 LHALK T o i
vakiv HEITRBEANRH D, AV U LNEIMER I T =2 =17 2

YIEAFR EEZ BTV D,

oV AT T —VHEEM
&9 5 IEA
TR ) = LA
FFATF T B
SIURAT 7 I RE

AFNOVEF A 50 L, B IR
(FrGeERpIR fcE) 229 2 &8
»5,

a Y AT 5 —FIT kDA D4E
NHEHEEINDI EEZONTND,

I 3 1 A5 ot A 751

ARAN O E A 2 R L, B
HERR (FEpt PP fs) 2 24
TEND D,

AHN DA E A e LT T
WEREINT 2R D, T i,
AR 2 15 2 1T R EDOARFI A ME &
720 IO MR T PINZ O
MEOR 2 3B 3D vh LILZR W,

FATNT

AFN O AR A 238509 % D T,

DERINC &0 AHI O i it A F 25 H 5 &

) Y A /4 =

AV TLT BERT 2581013, AR EWET D |5,
&,
TraF= AFNIOEAN IR UTBIET 2 2 & [T P nF=idal) v x5 5 —Pig
N"Hd, MWERETDLIEZEZOLNTND,
VA= FEOMBN TR MER T I

FAAEIRT D WREMEDS B D0

7702y FRBERA

IS OFAERZBE LI AARFIR
BRIZZZRMN PR IR Z 4 2 &
BH%,

WA & B IR E 2 A L Tk
v, PERICE D ZOERAPHERT 2,

Uy aw AR

AFN O iR R 2SR 5,

U a2 RPUEANT ARtk
TERZE S AFIOERREMS D
LEZBNR TN,

AV T EERE KT

AFN O AR 238589 D 2 &A%
BH5,

AV )T AT EF A2 Y UERE
~DOFEBERREFF>TNDHEEZHNT
W5,

14




VIL.

et (M EOEES) (ICE4 5HA

BlEA

1. Bl/EF
WORHWERNS bbb d Z ENHDDOT, BIEE 01TV, BEPRBOONTGE TR 2T IET57%
EEYI R IE AT D 2k

(D EXLGEIER L HER

11.1 EXGEER

M1123vy, 777453F— (OWTFRHHEERY)
vavy, TFHF7 4 7% — (KEWNELSA, EET, 88k, 28RS 2_R2T208305,
[9.1.5 Z/]

11.1. 2 BESEVE (HERH])
IR OB « REEAR - MFAE), 28 WE B ME, iEoRREl (F7 7 —8), @Bk,
V=T A AORERE - B R, BT, TV =T A @BA Y ULAME, IA TR (K—F
UAUAR) Rl &fE) BEREBEESENENICHLDONDIZ ERH D, -, 2O OEROEIC L
0| BRBUTERIE DN S bbb Z e b D, AFNEFEHAF, BEEEEUIHE S 26 OERERBO A1,
EBHIZFIEL, v br by M) U AOEE, £FGHE, MEEE TOWRBR, BEEE T O & IEEEY)
RAEEATH T &,

M3 REXESR, BEMETFR FREFRFE) (OT UL HERE)
[1.1.1, 1.1.2 ]

11140z (BEERE)

11.1. 5 FEORAING] (5 ARH)
AENC L o THARHiMiELEL > &3 2K, A<MERMEINEZ 50V E 52t 2 2 L IXRETH
D FIMERAZ L2 ER LT X5 EITEOMMEN S ONRNI ER3H D, MERE IR Z - 72551213,
BRI DVENZ AR L B R BT B0, —HH kL, ANTIMRIZ X - TRBIICERSE 2 ik L7
WEERTH D, 20~40mg OARFIF G2 L > TRAET HMERE LT, BFBSLZE 2~5 THIET S,
[1.1.1, 1.1.2 BMH]

11.1. 6 #&RERLARE (AT

RIRO ERAROEBICBN T, @7 ) U AME, AR VIR, MEREIEEOEN R R, A
AR DA IR B Ul L, B RT Y 2 L,

[fran]
1. 1.1 (VI 6. (D) APHE - BEEBS O & 5838 ) OHESR)
11 1.3 OV 1.5 : (TVIL 1. BENEEZOBA | OESMH)

(2) zDtDEIER
11.2 ZO DB ER
SR
TELR 2 AR, AR, AEERR, fERE T
12 T #% i P
& W5
Z Dt IRNE LS. 7 LA —JER

R

FRRIRERRICRE T HE

=R

S

BRE SN TWHRN

BERE

RESIHTWARN

15



VIL.

et (M EOEES) (ICE4 5HA

1. BRLDIE

14 BRLOIEE

141 EZRIREBFOEE
SN — VIR RIER L IRE T D LA AL SZOT, RUERNFEEZEH LW &,

14.2 BRI EHOEE
HANTERICH - > Tid, Mk - R E~DRBERT 5720, FROMICERTLIZ L,
CREITEMLE T B XY ICEET S 2 L,
S LTERT 2 AR, B E A2, BIZIEEARHEICEN TR EITIRETH LN, #HALA
WIZEMEFE LW,
CTEREEEAIA LT & WRAERATZD . MIKOWTEE AT GE1E, BEHICeaikE, WM&z TR
THZE,

[ ]
14.1: (TIV. 8. i & DELAZAL (ML FERIZEAL) | OTESH)

12. ZOMOEE

(D ERRRERAIZE D < 1F#H
RE ST

(2) FEFGPREABR (CE D < 1H#R
BREZ TV

16



IX. JEERARABRIZEE 5 HA
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1. ZFEIBHER
(1) EhFEEHER
(IVI. 3BT HIHE | OEBMR)
(2) R EEBAER
1) iR ERR ITRIZFTHE
I AFH A =0 NEWKF) % 0. T~1. 3mg 5 L, M & M IZ 5 2 D328 % st L7723, il
ZAIZRD S h o712 19,
Dﬁ@ﬁﬁ%tﬁ?éﬁm
TN AFY A F =T LAWK AR LT & 2 A EFASEARR I LT A R o E 2R L
m@ ITHRSAER 2. BIICITmEER 2R Lz W,
D EEBHBICRIFT
AXLbe FOREHEXEZHATE LzE ZAH ATV A b= ALK FIY Ing/kg FER 5 Tl A,
IRIE ., FRp RS BT D bR o 72 19,
HIL - BRRICRIFTEE
A XA A b= A KT & B S (2~8mg/kg ZTAFESEINRICEBEAN) Lz 2 A, L
%&mfuw@%ﬁz&w# TrEeFal o EFilEE%, HEAFY A =2 A B 52D EHRIR. ET
EIZIRNT, DEMBIEOZELD B bz 9,
S)MERICRIFTHE
TLHUREE LT DRI AT Y A b= MK AT L, RS IR ARSI LIS 2 A, 0.3~
0. 5mg/kg TRERIXZERIE L Lz, ZOBRMEIFREIC EF L, Z OREND L ORIk =%, ARE O HEHE A
HEbIL, WNTIEDOA AR TRICL D MEILICE 72, ZOMREIRIaT I, oY U ORTLEIC
IoFELILESNE,
6)EENEIZ®T SR
FAZAFY A = DEAIKFI A 1~100 n g/kg FHELTZ & 2 A, HEOBME & HIZHHE, IR LB
DOFIER RIRNEOHINZ LT 719,
(3) Z Db D F=EER
MU ER e L
2. 5H4HER
(1) BEx5EHHAER
F H[E G ER 1920
& W B LD;, (mg/kg)
v e 0.43
RE N 1.25
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B LR
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VIL 2. 2R NR & FOBAOED [ZHHE] 2oV T

KEA S

ANECTINE Succinylcholine is contraindicated in persons with personal or familial history
(Succinylcholine of malignant hyperthermia, skeletal muscle myopathies, and known
Chloride Injection, hypersensitivity to the drug. It is also contraindicated in patients after the
USP) acute phase of injury following major burns, multiple trauma, extensive
denervation of skeletal muscle, or upper motor neuron injury, because
succinylcholine administered to such individuals may result in severe
hyperkalemia which may result in cardiac arrest (see WARNINGS). The risk of
hyperkalemia in these patients increases over time and usually peaks at 7 to
10 days after the injury. The risk is dependent on the extent and location of
the injury. The precise time of onset and the duration of the risk period are

not known

WARNINGS

Hyperkalemia

(SEE BOX WARNING.) Succinylcholine should be administered with GREAT CAUTION
to patients suffering from electrolyte abnormalities and those who may have
massive digitalis toxicity, because in these circumstances succinylcholine may
induce serious cardiac arrhythmias or cardiac arrest due to hyperkalemia

GREAT CAUTION should be observed if succinylcholine is administered to patients
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during the acute phase of injury following major burns, multiple trauma,
extensive denervation of skeletal muscle, or upper motor neuron injury (see
CONTRAINDICATIONS). The risk of hyperkalemia in these patients increases over
time and usually peaks at 7 to 10 days after the injury. The risk is dependent
on the extent and location of the injury. The precise time of onset and the
duration of the risk period are undetermined. Patients with chronic abdominal
infection, subarachnoid hemorrhage, or conditions causing degeneration of
central and peripheral nervous systems should receive succinylcholine with

GREAT CAUTION because of the potential for developing severe hyperkalemia.

#[E o> SPC

(2018 4F 7 A kET)
(2020 =5 A 3 AWFM)

Anectine 50mg/ml
Injection
Suxamethonium Chloride
Injection BP 100mg in
2ml

Contraindication 75 LA Rk

An acute transient rise in serum potassium often occurs following the
administration of Anectine in normal individuals; the magnitude of this rise
is of the order of 0.5 mmol/litre. In certain pathological states or conditions
this increase in serum potassium following Anectine administration may be
excessive and cause serious cardiac arrhythmias and cardiac arrest.

For this reason the use of Anectine is contraindicated in:

+ patients recovering from major trauma or severe burns; the period of greatest
risk of hyperkalaemia is from about 5 to 70 days after the injury and may be
further prolonged if there is delayed healing due to persistent infection.

+ patients with neurological deficits involving acute major muscle wasting
(upper and/or lower motor neurone lesions);

the potential for potassium release occurs within the first 6 months after the
acute onset of the neurological deficit and correlates with the degree and
extent of muscle paralysis. Patients who have been immobilised for prolonged
periods of time may be at similar risk

+ patients with pre—existing hyperkalaemia. In the absence of hyperkalaemia
and neuropathy, renal failure is not a contra—indication to the administration
of a normal single dose of Anectine Injection, but multiple or large doses may

cause clinically significant rises in serum potassium and should not be used.

(201748 A 1 HkZED)
(2020 4£ 5 7 3 HIFR)
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XI. s&EH

1. EGHNETOHRTIKR

AN BT 2 2REX TR, HERVCHEITZUTO LB TH D, HETORRBRIL L TR0 D, ENORKGE
BOFMH AR ZHHS D2 &,

4. ZhEEXITH R
O IR 0D 173 St %
REBEPFRENE B BLA ORIER - MEGERE o 7 e
OREMARERNZ I8 1T 5 BERRIE OB O ik
OGN 32 Wi
6. FEKROHE
WERNI TFEAEE V5,
< [H BB 515>
FRRARRE L. A% A b =0 LK Ot & LT, 118 10~60mg % FRIRNIER 2,
ZORAETHMENE LNV E T, HENIEONLE THEEET D,
< Fpfot R s >
P B2 RO DA 1T, 0. 1~0.2% & 70 5 X O ISR XIL 5% 7 R U BEFRICEN L, BT
%, W 2.5mg/ 7 < HWVOM I THEAT D,
Fio, LSRR OVNRICRT 28516 LT, #IRNER O5E Ing/kg %, FRIRNTEH 23R alRE e 6 1% 2
~3mg/kg & AHANTER T %,

AFNOUEHN TOEZBIRBIZLUL T O LBV TH D (20204E5 H 3 HIFM)

ESE EES|
SfE4 Aspen Pharma Trading Limited
M5e44 Anectine 50mg/ml Injection

hAE X3 %h 3 | Used in anaesthesia as a muscle relaxant to facilitate endotracheal intubation,
mechanical ventilation and a wide range of surgical and obstetric procedures.
It is also used to reduce the intensity of muscular contractions associated with

pharmacologically or electrically—induced convulsions

FHEK ONHE: | Usually by bolus intravenous injection.

Adults: The dose is dependent on body weight, the degree of muscular relaxation required,

the route of administration, and the response of individual patients

To achieve endotracheal intubation Anectine is usually administered intravenously in a
dose of 1 mg/kg. This dose will usually produce muscular relaxation in about 30 to 60
seconds and has a duration of action of about 2 to 6 minutes. Larger doses will produce
more prolonged muscular relaxation, but doubling the dose does not necessarily double
the duration of relaxation. Supplementary doses of Anectine of 50% to 100% of the initial
dose administered at 5 to 10 minute intervals will maintain muscle relaxation during short

surgical procedures performed under general anaesthesia

For prolonged surgical procedures Anectine may be given by intravenous infusion as a 0. 1%
to 0.2% solution, diluted in 5% glucose solution or sterile isotonic saline solution,
at a rate of 2.5 to 4 mg per minute. The infusion rate should be adjusted according to

the response of individual patients.

The total dose of Anectine given by repeated intravenous injection or continuous infusion
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should not exceed 500 mg per hour.

Children: Infants and young children are more resistant to Anectine compared with adults.
The recommended intravenous dose of Anectine for neonates and infants is 2 mg/kg. A dose
of 1 mg/kg in older children is recommended.

When Anectine is given as intravenous infusion in children, the dosage is as for adults
with a proportionately lower initial infusion rate based on body weight.

Anectine may be given intramuscularly to infants at doses up to 4 to bmg/kg and in older
children up to 4 mg/kg. These doses produce muscular relaxation within about 3 minutes.
A total dose of 150 mg should not be exceeded.

Use in the elderly: Dosage requirements of Anectine in the elderly are comparable to those
for younger adults.

The elderly may be more susceptible to cardiac arrhythmias, especially if digitalis—like
drugs are also being taken. (See section 4.4).

Use in renal Impairment: A normal single dose of suxamethonium injection may be
administered to patients with renal insufficiency in the absence of hyperkalaemia.
Multiples or larger doses may cause clinically significant rises in serum potassium and
should not be used (see section 4.3 and 4.4).

Use in hepatic impairment: Termination of the action of suxamethonium is dependent on
plasma cholinesterase, which is synthesised in the liver. Although plasma cholinesterase
levels often fall in patients with liver disease, with the exception of severe hepatic
failure, levels are seldom low enough to significantly prolong suxamethonium—induced
apnoea (see section 4.4).

Use In patients with reduced plasma cholinesterase.: Patients with reduced plasma
cholinesterase activity may experience prolonged and intensified neuromuscular blockade
following administration of suxamethonium. In these patients it may be advisable to
administer reduced doses of suxamethonium injection (see section 4.3, 4.4 and 4.5).
Monitoring advice. Monitoring of neuromuscular function is recommended during infusion
of suxamethonium injection or if suxamethonium injection is to be administered in
relatively large cumulative doses over a relatively short period of time in order to
individualise dosage requirements (see section 4.4).

Instructions to open the ampoule: See section 6.6 Special precautions for disposal and

other handling for further information.

(2017 4£8 A 1 HekzED)

FEAE D, LYSTHENON (A Z U 7= 4 7 4t) . CURACIT (7 4> F > R=F A a2 L K7 7/L<ft) . ANECTINE
CK[E- Sandoz Inc.) %, A &L ABURDRWNEENIRGE L TV 5,

2. BIMEIT DERRIEIFR

DRIFHICEY SiBsMER (F—X L3 UTHE)
AR 2REDOE REAT 2 EF T DR s | KO THRIE ) OEOFLEIIUTO L LY THY |
F—=A T VT RETRRD,

9. b 44w

TR SUTIENR L TV B ATREMED & B & MEICiE. 1R EOF ISR fERMEE B3 LB S B 5EI2 DR
BhHETBHZ L,
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XIO. 2288

H FEA ¥
— =1 /\"E .
A=ART VT O Suxamethonium Chloride
An Australian categorisation A (2019 12 H)
Hydrate
of risk of drug use in pregnhancy

(2020 4= 5 H 3 HIEA)
B O
F—A T U T DO4FE : An Australian categorisation of risk of drug use in pregnancy
A:Drugs which have been taken by only a limited number of pregnant women and women of childbearing
age, without an increase in the frequency of malformation or other direct or indirect harmful
effects on the human fetus having been observed.

Studies in animals have not shown evidence of an increased occurrence of fetal damage.

2)INRZFIZERT HEEE
RIBZB T DA LEOTHIILULTOLBY THY, EEO SPC &I1THRARD,

9.7 /N4
EMREVE, I 478w U E&R OERSREIER (RIR, REIRSE) e b7, [11.1.2,11.1.6

Z ]
Fa[E D SPC Caution should be exercised when using suxamethonium in children, since
(201748 A 1 H) paediatric patients are more likely to have an undiagnosed myopathy or an
Anectine 50mg/ml unknown predisposition to malignant hyperthermia and rhabdomyolysis, which
Injection places them at increased risk of serious adverse events following

Suxamethonium Chloride |suxamethonium (see section 4.3 and section 4.8).

Injection BP 100mg in 2ml | In patients with severe sepsis, the potential for hyperkalaemia seems to be
related to the severity and duration of infection.

It is inadvisable to administer Anectine to patients with advanced myasthenia
gravis. Although these patients are resistant to suxamethonium they develop
a state of Phase 11 block which can result in delayed recovery. Patients with
myasthenic Eaton—Lambert syndrome are more sensitive than normal to Anectine,
necessitating dosage reduction.

In healthy adults, Anectine occasionally causes a mild transient slowing of
the heart rate on initial administration. Bradycardias are more commonly
observed in children and on repeated administration of suxamethonium in both
children and adults. Pre—treatment with intravenous atropine or
glycopyrrolate significantly reduces the incidence and severity of
suxamethonium-related bradycardia.

In the absence of pre—existing or evoked hyperkalaemia, ventricular
arrhythmias are rarely seen following suxamethonium administration. Patients
taking digitalis—1like drugs are however more susceptible to such arrhythmias.
The action of suxamethonium on the heart may cause changes in cardiac rhythm

including cardiac arrest.

(2020 4£ 5 A 3 HHFS)
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