RET—H—F EIMSD A v
Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.0 2025/04/14 2449596-00026 #EERLA: 2018/02/13

1. LZRRUSHIER

EERmDETR . Benzylpenicillin / Streptomycin Sulphate / Procaine
Hydrochloride / Piroxicam Liquid Formulation

HieEosH AT, EMAUVERES

HBEEOEHA : MSD

eSS : 1-13-12, Kudan-kita, Chiyoda—ku, Tokyo, Japan
BiEES : 03-6272-1099

BFA—IT LA : EHSDATASTEWARD@msd. com

REREBEES © +1-908-423-6000

HERFAER UER_EOFIR

i Po . BE#A

£/ _EDOFIR DOIERRE

2. ERAEFEORN

L&D GHS £48

BRIt 2EELEEE B : X#n28
FlEE

N I, 28 XA 14 DR
RS B AR DR
HEEN DR 1A

REFMRBSRSE EEE< © RH2 (#ER, DiE)

=)

RERMESZSE (REE< © B9 1 (BR, RE)

=)

REENEREE (REEXC © B9 2(0HLEE)
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RET—2V—F

€I MSD [ .

Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.0 2025/04/14 2449596-00026 FEERA: 2018/02/13
=)
KERBEEEN 88 (2 X1
™)
KERBEEEN RE (12 X1
™)
GHS SRILEHR
BREXITL URIL % %'
EEMGEEE yen i
fEREEHIER H317T PLIILX—MRERIGER T H TN,
H320 BR3RIS .,
H334 AT B LT LILE—. FA (B) BXILIFRELEER
TR,
H360D AR ~ADEEZEDHZ N,
H371 figzs (#HEER, D) DEEOEZEHh.
H372 REAICHT=5. RIIREREICLSER (BlE, HNE)
NIEE,
H373 REAICH -5 . RIFREIXLCTEIZK VIES CHLEE) O
BEEODSZEN,
HA10 REAMA RIS EZ & > THKEEYIZIER TR ULFE,
FEEE

ek

P201 ERRTICERIREREAZEZAFT H &,

P202 & THOEREZIEFZHAERITHETMYHFROLENI &,
P260 S R FWRE|RALGZWNI &,

P264 ERIFLVRITIEIEZ K <ES 2 &,

P270 COB G H#ERT A EEIC, RBENITEMERF LTINS
&O

P272 B EINT-EEKRITEESHLHILG N &,

P2T3 IREBEADBREZE(TH &,

P280 {REEF LR RFENR MRERE. REmEEHT S &,
P284 R AR+ I5E. FRRAREEEXZFERT S L.

ERBE:

P302 + P32 RIEIZfIELTI-BE : ZENDKTHES Z &,

P304 + P340 IRA L1155 : ZEXOHBLGFICHE L. kL
PINEBTRRSEDZ &,
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Re27—8o—t EIMSD /A

Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid
Formulation

hR&S WETB: BIBES: BIEIRETH: 2024/09/28
12.0 2025/04/14 2449596-00026 #EYERH: 2018/02/13

P305 + P351 + P338ERICA-T-1B& : KTHOBIEZR %
52 ¢, RZAVA I PLUREFRLTWLWTERIZHNE 315
BlEINT L, TNRIKFERITH &

P308 + P311 [E< BRIXIIK BEDBELH HI15E | EEAIZER
5 &,

P333 + P13 KEFRIEXITIFE LA (B) NEL-15E  EFD
PR /FUTERZTREE,

P337 + PI3ERDFIHA L HE : BEIDZR/ FHTEZ(T
é:to

P342 + P311 FEIR(ZR8 3 BIERMNE =156  EMMIZERT S
to

P362 + P364 5L SNn-KEEXWRE., BERIT HEEIZIX%KE
#9452,

P391 SR ZEEIRT S 2 &,

RE:
P405 WEfE L CTRE T H Z &

BRE:
P501 RBY., B ERPBIN-NEBERICEET S &,

EMS AL
BEYPORDEIEORED X, KEBEIZE>TEREEELIEXRMTHS : 3 %
GHS HEEI=FY LMD EREEY
MRTL,

3. MR U EHR

E=2YE - EEYMDOXA . BEY

0%

=2 CAS B = EE= (% w/w BN TREE
B

Benzylpenicillin 61-33-6 >=10-<20

Streptomycin 3810-74-0 >=10-<20

Procaine 51-05-8 >=1-<10

Piroxicam 36322-90-4 >=1-<3

4. HRHBE
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RET—H—F EIMSD A v
Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.0 2025/04/14 2449596-00026 #EERLA: 2018/02/13
— BT K/NA4 X D BHOBEE0. Ko TCNENEEERELICEEDESER %
215,
ERNESICIBE. THEERBNHIIEEE. EFDIETE
2115,
®kALFBE D RUVVAATRESES. IR EROBIABET S,

BEOG L TV LMESIZIR. ATMERERED,
MEIR AR AT A CIXBRRAZITI
EENEZZ(T5,

BEIZHE LGS O EfML-BE. ELICEEEGEITALZSEDKTHEHLRT,

BELEKRELUHZER <,
EENEZZ(T5,
BEADHIZKRERES,

#HEBFERIT DREICTELITES.

BBICA--1BA& DO EMLES. BELIZZENKTHLECES 15 HREEER
LR,
BEIZTERBECIE. a8 FLYXERYSNT,
EENEZZ(T5,

RAAATZGE D RARALEGE. BEICHAELN,
ERLEZRZITS,
KTAZLLCTT <,

BENAGWNMES, OroiRICEMBLEZIRN &,
SMERERUVEREEROR @ BEOCEZX. BFEOWELMMOFRES HIZEKE. S

L EELGHIRER EXR, RISTBHETSEIRS) £BLSELHWEREND
YES,
FULLX—HEERGERECTEZN,
AR
BATHETLILF—, HA () BRIEFREEEES
BEN.
FRRE~NDEZEDE TN,
BEROEZEDEEN,
R#IH=5. REREFCEIZKHERZDEE,
BRBEET SEDRE D HaMAEEFBLDREITERZIL, HESATLSR

EREZEAIH L. BEORRUEAHSESE. HESD
BEUGEANRERZSROCE (HE8ZSR)
EEAICH T HHEAGIREIR | XFRESIUMEREZERTSH &,

5. KKFDIHE

U 75 5H A H . JKIESE
it 7 )L a—)LiasE KF
ZBibikz:k (C02)
3 2R H A E
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RET—H—F EIMSD A v
Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.0 2025/04/14 2449596-00026 #EERLA: 2018/02/13
> TIXAE S EULNEMH D EmRAEL,
BEDRKRESMHT D RBEERMANORBRBIREICEERZTEENH S,
BEMRGRIEY D IREFRBRIEY
ZEREREY (NOX)
RERIEY
1) > DL
TERIEY
BAEOHENSGE D BBORREBDEBIZE CCTEYSEAFEZRAWS,
KEAFHDOBREZ AT S-HIZKEZEFZET S,
ZETHNIEEKREBEI VT FEMKEEMNSEET,
Kigim SRR S#5I &,
HNEITOBEDRE DRI, BRAMERREERT S,
REEXFERT S,

6. RHFFOIEE

AMEICHT HEEEE. RE @ REEZERT D,
BERXRUVRAREE ZEGRYFZLDT 4R (HBE 1 238) . BAARE
Bn#REERICEN RE8Z23R) .

REBICHT 5 EEEIE D RE~NOHREEEITHIE,
REEHEALTHDL, 3O ENFLDD,
LEREICEERNDEHRC EHLRADEEIA ALY TLE
I2&3),
FBERINEEKEREL. LT 5,
REMNELCEIRTEGVGE(X. A BBREKISERT 5.

HLRAORPHEDAERY @ FEEGRIMTRINSE S,

2 ZEICCENTIBE. MRREECEFOEYLH LADFE
ZELT, GABRBWESITTHI &, BRRICERLEE
MERVITTRVEFEIENTEHIHESICIE, BEURLEY
BZENRERAITRET 5.

RHYME B ERIFITRET S5 &,

AERZEHRE. BETHRICEK, EMABERREIVEDR
B> TUET S L, TORBEIZERSN=HEIZDL
THLRETHD. EQRANERAEIN SN EHERET HRLEN
H%

ASDSDIER BHLVILITENT, MABBRAKRELVED
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RET—2V—F

€3 MSD /) e

Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE ®ETA:
12.0 2025/04/14

BEES: AIEIHKETA: 2024/09/28
2449596-00026 #EYERH: 2018/02/13

ERFDEEDY .

1. BHRVWERUVRELOIE

ik
AT B 3R
BFrHR, RS

ZEREIEER

e ok ] 3
BIAERER

EMELEYE

L EBHLERVREREDEDLFENRESE,
THREBEMNTELWNEEIE. BAEEKREEEZFERALTCE
LY,

RIEOKRRIZHTITA LY,

SRMEKERALLGWNI &

BRARAFEIZLN,

REDIEfLZE TS,

BEWRIEIEEE L<CHES T L,
BISBRERAEOHRICE DS, EEHORBESLUREHD
EITREICHVERYIES Z &

BHREFRHALTHECIE,
FTTITRIEHAHETWLDA, BLUmRE., 7LIL¥— EBHEF
IXBHRMETFRIFEEBICHNY ©OFULVAX, FFIRSIFEYE
HIERAEMEDFERICOVWTERMICEZEZZ(T50ELAHY
x99,

COHEREFERTHEEIC, RBEXITEEEZLLZWN &
RNUOCEEYEHLEL. RENOBREZR/NMRICT 5K 5F
B9 %,

[ 3 &=
BEOERAPICIEEYE~DIEXL EORREELH I EEIL.
EEBROELICTA TSIV VI VRATLELUREY ¥
D—%FZEBELTLESLY,
FRATIEIRBERVBREEZILT D,
FBERINFERKREIERSMOHSIGNI L,
FERINF-KRRIEBERT SENEET S &

T7o) T4 DMBHGEARL—3vIZlE, Too=Fa
vho—)L, BULGEARESRE. BULKRLES L VE
EBREFIE. EXFLEER. EXERLEERATNOERDOL
Ea—%8T0ELNHYET,

BYESRILDDWVEBRRBIZANTE
L TRET S &,
BEL-oMNYFAH B,
ZEDREICK-TRET S,
ROBLFEHEE V- L LITRE LA
EER AL F
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Re27—8o—t EIMSD /A

Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation

REE METH: BERE: BIEIKETA: 2024/09/28

12.0 2025/04/14 2449596-00026 #EERLA: 2018/02/13
TELBHFAEMH D BEIHOWHME: MR,

8. F<BMIEEVREIEE

ERRBICHE T IRAHNRBRE/FHFRRE

5%} CAS &= BiE (REN | EHEE/RERE | HA
&) BB | HREE
Benzylpenicillin 61-33-6 TWA 600 pg/m3 (OEB RER
2)

F#RE$R: RSEN, DSEN

HEEYHIR | 100 pg/100 cm2 RER

Streptomycin 3810-74-0 TWA OEB 2 (>= 100 < | &R
1,000 pg/m3)

F#lFE#R: DSEN

Procaine 51-05-8 TWA 60 pg/m3 (OEB 3) | RER
HEERY IR | 600 ug/100 cm’ RER
Piroxicam 36322-90-4 TWA 100 pg/m3 (OEB RER
2)
Bl Pk D AP REZEETAICEEGI OO =T VIEERB LU
WEBMEFERALET (B, BELNELZWNI A v EER
1) o

B, KEXEBFIVRRZEZRET DO, £2T00=7 )Y
TEBLRBHREICEIYRES A, GIPBZIZRHVEESH

DLELHYET,
ERETOARL—2 3 v THNIEEN B ZHEE L
A,
REgH
IR F{RER D EYLBFHSEEAFIEATELUIMES., £-REL EEFE
THRAA FSA4 UV 0HEBENDIELENTEN-BEX, IF
MREREEFFRALEL £S5,
JA4NB—BA4T D WRIFREA T
FOREER
e D HERAEFS
IRDREER YA RU—IIL R EREREE LLFTI—YILEFRT S,

FEREL LIIEZERICROSVVRE, S X+, T70Y
W ENRET ZIHEIE, BULAI—JILEERT 5,

MLA, SR, £ELLEI7OYVILIZENEESLEND
AR HBIEAIE. T —XP—IL KL LLIZFDIEFELD
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RET—ZV—k €3 MSD /) e

Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.0 2025/04/14 2449596-00026 #EERLA: 2018/02/13

INITz—RBEOTOTHavEBRALEL &S,
RERUEADRER D AZ7A—LEHLKIEERERAI—-—FEFEBRLFL LS,

9. MEMETLENEE

MK e DORIR

& D T—4a%L
2 L TF—=aiL
RLhoLEVE)IE L T—A%GL
b e R A B L T—A%L

BRXINBRRVBEEERE @ T—24L0
AIRE (BfR. SE) .
AIAE GRAK) L T—REL

BRETRARVERELRR AIHARR
BEHGEDLR /AR ER @ T—527%L

fig

BREGBHEDOTR/AIRTR © T—87%4L

fig
EIP3- L T—aRL
nEERE D T—8%L
pH D T—8%L
ARREEE D TEEL
BRARKEE D TEEL
FEE

EhRERE (BpAATER) D TEEL
BRE

KB L TEIL

N0 %/ —IL/KDERE 0 EEH
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Re27—8o—t EIMSD /A

Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.0 2025/04/14 2449596-00026 MEERLE: 2018/02/13
(log f)
ERE L F—anL
FZERUV/XIIHEAZE
tE F—a7%L
EE . T—Aa7%L
B HRZRE D TFT—A%L
IBRSE DOBEMAEL
R 43 DO ARBRIFEE EEYME E L TIXDEINEGL,
NF=E . T—A%EL
FFEE
PFHAX D OEERY
10. REHRUVRGHE
RIGH D RIGHEREE LTIEREINLL,
LR E S D EEORETIERE,
fEREE R ATHESE D RBULBRIERIERR TS ENH D,
BTAHRNEEN DORRAL,
EfRfEIRYE D BRMEFH
EREEL S RERY D BREELSEERYITIA SN T,
1. EEHEHR
AHEEDOH I RERBOEHR @ BA
RIS
i)
IRIZCA-8B4
Folid-3d
FIFRTTREIERRICE DR Y DETELL,
WM.
2nElT @&0) D BMEMHTEE > 2,000 mg/kg
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RET—H—F EIMSD A v
Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
&S HETH: BERE: miERET B 2024/09/28
12.0 2025/04/14 2449596-00026 #IE{ER R 2018/02/13
HiE HEIZ KB
B4
Benzylpenicillin:
AMsEE #&o) : LD50 (5 v k): 8,000 mg/kg
LD50 (=™ R): > 5,000 mg/ke
SMEN (Z0MhDFE) : LD50 (%2 R): 3,500 mg/ke

REZR: BN

LD50 (= ™ R): 329 mg/ke
BREZK: FIRN

Streptomycin:

SMsE @) : D50 (/NLs R A —): 400 mg/kg
LD50 (T k): 430 mg/kg
LD50 (¥ R): 25, 000 mg/kg

AMENE (ZOthoEE) : LD50 (v R): 85 — 111 mg/ke
RE R #RM

LD50 (% 9 R): 575 - 610 mg/kg
BREZ: BN

LD50 (% 9 R): 500 - 600 mg/kg
BER® KT

TDLo (X): 220 - 440 mg/kg
BB F5RN
fEAK: (K I[E

LDLo (#JL): 110 mg/kg
B 51208 5RARMA

TDLo (HrJL): 30 - 70 mg/kg
BEZ’ KT
FEAR: ORI

Procaine:
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RET—H—F EIMSD A v
Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
&S RETH: BEEE BIEIZRETH: 2024/09/28
12.0 2025/04/14 2449596-00026 #IE{ER R 2018/02/13
AMsEE @ &n) : LD50 (5 v b): 200 mg/kg
LD50 (% 9 R): 350 mg/ke
2HEEE (ZOMhDRR) © LD50 (T v F): 43 mg/kg
BERK: F20RN
LD50 (= ™ R): 33 mg/ke
BE R 520RN
LD50 (X): 33 mg/kg
BE R F20RN
Piroxicam:
AttEN (B0) © D50 (5 k): 216 mg/ke
LD50 (%): 108 mg/kg
LD50 (/N X2 —): 170 mg/kg
LD50 (EJLE Y F): 388 mg/kg
LD50 (4JL): 1,000 mg/ke
24z BER) : LD50 (T F):> 5,000 mg/ke
ERERN. fliEt

FAARELAERICEDCRYDETELL,
RIcxd 5 ERGRGEE R

AR R

B&:

Streptomycin:
| B . BREORIH

Procaine:
||.‘f¢=ut% D EEDORERE
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RET—H—F EIMSD A v
Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
&S ;ETH: BEEE BiEIZETA: 2024/09/28
12.0 2025/04/14 2449596-00026 PE{ERA: 2018/02/13
FEOR 25 BE1E T R B B4R
B2 s AR
FUILX—HEEERGERITEEN,
0% 2% REAE 1
WATBETLUILTE—, FA () BRIIFERREEFRZ TSN,
B
Benzylpenicillin:
B ) D BFRY) U/ NEREEREERER (LLNA)
REODIRE CORBE
i D WYHR
R D OBVEREEME
B ) D REIUTAE—L 3 VR
REODIRE 34
& . EILEYE
#HR D B
e D T eamELLELONET—2IZE DL
#HR DO BRUOVREMEYE
& . EFTORERIZEDL

Streptomycin:

HEg4 AT B FREEE/NYFTA R HRIPT)
BREDIRE DB R
i D ek
R OBULREEYME
Procaine:
BEDIRE . 354
R D ORBEM
e . EFTORERIZEDL
BT AMEIBON=-T—2IZEDL
4EHRRE R R
FIFAARE R ERICE DK R Y NETELLY,
D%

Benzylpenicillin:
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Re27—8o—t EIMSD /A

Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.0 2025/04/14 2449596-00026 #EERLA: 2018/02/13

HIEMEERRNE - 7EA A ¢ BEAAEEERREAZTERE L THETSHLIETER
vk LY,
Streptomycin:
invitro TOEEEME D ORERAA T 2ERKEER
R NEARE
in vivo TOEEEMN D RERAA T REBREER
fAaE: ARD 1) 2/ Bk
R 2
Procaine:
in vitro TOEEE%E D HERAA T MEYERWSEIREALT EHER (AMES)
R 1 0AE
Piroxicam:
in vivo TOEGHEMNE D HERA A T IR A RS ER
B ek
T ARD!) 2/ Bk
fER: 2
=R A
FIFRARTRERIERRICE DR Y DETEAHL,
B4
Streptomycin:
2 A
B E R - |
NOAEL : bmg/kg AE
#HwR Do e
HERAE-TERAD L D AHLOEEMALTHE. EOAMYEL L THESIAGL
4LhEst
BEANDEZEDE TN,
4
Benzylpenicillin:
| R Y2 L REBRA4 T &R
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RET—2V—F

Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE ®ETA:
12.0 2025/04/14

BERE:
2449596-00026

Streptomycin:
HIRICX 9 H5E

SEEE-TERAAD K

B vHX
R ZREICEEEL,

HEBRY A T &TED
B ovhk
BR: RRERICEEEL,

HERR A T A£TES
B oux
R ZHERICEEREL,

HEgA 4 7 &E
B vHX
HE BREORB~DFEILLL,

HEgA A4 T &E
B oy b
R BREORB~DODFEILLL,

HERZ A T B
B oux
R BEOERB~DEETLL,

HER2 A4 T ERERD

Bovbk

BB BN

4 5E 1 LOAEL: 40 mg/kg AE
fEK: BHEOETREREANDEE

HERA A T HE

B YwOR

B 5% IR

F =1 LOAEL: 250 mg/kg AE
fEIK: BR RIMEEEEE, BE - lR RS,

HERA A T HRE

& oUx

BEREK 0

FA & NOAEL: 10 mg/kg AE
R EFEETEL,

BRE~NDEZEDE TN,
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RET—H—F EIMSD A v
Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
&S ;ETH: BEEE BiEIZETA: 2024/09/28
12.0 2025/04/14 2449596-00026 MEVERH: 2018/02/13
|
Procaine:
EBEEE-TERAD K D BRADEZEODE TN,
Piroxicam:
BROFEE~DEE D REBRAA T RE
B oy bk
5 #0
FE A= LOAEL: 10 mg/kg (A&
R IE-RRSME., | EFEEELGL,. . BRERRER
HERAA T HB
B oy b
REZK 0
Fk 4= LOAEL: 30 mg/kg 1AE
SEIR: BRIRFETS,
R IE-RRESME., | EFEEELGL,. . BRERER
wE: SR n-84AEH
HERA AT HB
B oy
REZK 0O
FxHE M LOAEL: 0.4 - 4mg/kg (AE
R BROXE~DEE,
HERA AT HB
B oux
BREZK £#0O
Fx =04 NOAEL: 10 mg/kg 1AE
R - BRIRSMHIEEL,
HiEHEE-T7EAA D F D BRADEEZEOETNDEL,

FERMERSNE (EEER)
fidgs (fER D) OEFOEEN.

D%

Procaine:

Er gz DOMRR, DE
THEIAAD D BBOEE,
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Re27—8o—t EIMSD /A

Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.0 2025/04/14 2449596-00026 #EERLA: 2018/02/13

FERNESRENE (REFICR)

RH#lIcH=5. XIIREREBIZKDiES (B WE) OESE,
RHIZH=5, XIIREFCZEIZLViES CHEE) OEEODHEFh.
B4

Streptomycin:

EREES . B RNE

FTEAAD b D REICHIZE. RIIREIEBIZLIERDES,
Piroxicam:

|EWM% DHeE

FTEAAD b D REICHIZE. RITREIELBIZLIERDES,
RERSEH

D%

Streptomycin:

i AN

NOAEL : 100 mg/kg

BEE®K KT

g 25 A : 72 Days

& D BELEEERIEIHRESIAGL T
i - e

LOAEL : 200 mg/kg

BREZ® - |

A% 55 e ] 90 Days

Er g zs . HNE

2 NN

LOAEL . 44 mg/kg

BREZ® S

A% 55 o ] : 14 Days

Er gz . HNE

2 NN

LOAEL : 50 - 100 mg/kg

BREE®K © B

AR 55 R ] . 20 Days

EZEr gz . NE, BE

FELk D EENKER
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RET—H—F EIMSD A v
Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
&S ;ETH: BEEE BiIEISRETA: 2024/09/28
12.0 2025/04/14 2449596-00026 #IE{ER R 2018/02/13
i |
NOAEL . 50 mg/kg
LOAEL © 100 mg/kg
BEZH®K © PR
A% 55 B ] : 5 Days
ERIE RS C g B
|$E DTy bk
NOAEL : 5 mg/ke
B 5 R C#0
A% 55 ] 2 &
e D BEELEEEREESRESNGE,N -
|$E DL
LOAEL . 25 mg/kg
BEZH®K . KT
A% 55 B R 66 Days
ERIEES L Mk, B, B
fiE4K © Al
RAAEEN
FIFRARTRERERRICE DR Y DETELHL,
AEITHT 5 REBEEHER
B4
Benzylpenicillin:
A K UMK, BE [EXEE, REXRD
Streptomycin:
®A D EpiERR RE
SEIK: BEHE
EWERS i
SEIK: BEHE
R & i DOER: RIERS
Procaine:
A D g PiRmiRR
fEAK: ffREEL, SHFELY, EE, FIREH#, X2, HEEX,
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RET—H—F EIMSD A v
Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.0 2025/04/14 2449596-00026 FEERA: 2018/02/13
EAR
®&: BIRICEELATEEE,
BEERFRICE <
EZWEzs: D g
fEIR: HiRAE, HFL, £ FIRRH%E %P, #ABIEX
EAR
®Z&: BIRICEELATHEE,
BERRARICE DL
Piroxicam:
RAHAANTEEE D ZRlERS CEIEE
SEIR: @, Fi, SBm BB, HFLW, BIRY, KERS,
BE, WOREH ERE

12. REZERER

=324

5%

Benzylpenicillin:

aEN : LG50 (Oncorhynchus mykiss (=< X)): > 100 mg/|

MREREERE: 96 hrs
Hi%: OECD SHERA A K54 > 203

SOVIEDOKEESHSY © EC50 (Daphnia magha (A3 <>3)): 3.6 mg/l
IZxtd 5&MH RREERERE: 48 hrs
7% OECD HERAHA K54 > 202

B KEEWIZHT HEM © EC50 (Raphidocelis subcapitata CGR/KMEREE) ): > 100
mg/ |
BREREFME: 72 hrs
#i%: OECD BRER T4 K54 > 201

BARESEERE Raphidocel is subcapitata (#sKit#k
) ):50 mg/|

RREERERE: 72 hrs

7% OECD HE&E A A K54 > 201

EC50 (255%): 0. 74 mg/|
MRERMER: 72 hrs
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Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.0 2025/04/14 2449596-00026 #EERLA: 2018/02/13

75i%: OECD EHERAA FS4 > 201

RABZELRE (B%):.0.14 mg/|
MEEERER: 72 hrs
7% OECD HERA A K54 > 201

IN-2704—(CK&EREEE 1
% B8 (2% )
MEMIIKT HEMH : EC50: > 500 mg/|
BRERFM: 3 h
SRER A A T MEIRINE]
7#i%: OECD FHERH A K541 > 209

RAEZERE: b mg/l

MREREFR: 3 h

HER A A T IRIRHNH]

7% OECD RERAHA K54 > 209

Streptomycin:

SOVAKEOKEESHEY © EC50 (Daphnia magna (A4 32> 3)): 487 mg/|
IZxtd 5&FMH RREERERT: 48 h
A% OECD RERAHA K54 > 202

B KEEMIIT HEM © ECS0 (Microcystis aeruginosa (774 2)):0.007 mg/|
MEERRER: 72 h
A& 1S0 (EFZ4E{erEtE) 8692

EC50 (Selenastrum capricornutum (%)) 0. 133 mg/|
IERERFME: 72 h
75i%: OECD SHERAA K54 > 201

M-2754— (kEBEREE : 100
% EH (R )
SOVIEQKEEREHEY - RARXBEEZERE Daphnia magna (A 2> 0)): 32 mg/|
[Zxtd &M% (IEHSH) RREERERT: 21 d
7% OECD HEE A A FS4 > 211

M-2 74 48— (KEBEESE 100
" RH (B )

Procaine:

BESHET7EAAV L
IhkaBEasEr 28 (& D EMEEEHRTELRN
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R&ET—3Y—F EIMSD A
Benzylpenicillin / Streptomycin Sulphate /

Procaine Hydrochloride / Piroxicam Liquid

Formulation

&= ETA: BEES BiI[EIERET B : 2024/09/28

12.0 2025/04/14 2449596-00026 MEERE: 2018/02/13

%)

Piroxicam:

%)
“KEIETE;E%'I‘E RH# (18

BRESHT7EXAVH
KERGEHEN 25 (&
%)

KERGEHENE RH (18
%)

REE - K
0%

Benzylpenicillin:
o

Streptomycin:

(log f)

Procaine:

(log &)
TP OB
F—RHEHL
IV UB~OEEH
%Y
hoEECE
. 5L

n-A49 4% /) —)L/ KHERIZRE

n-#A%2 %/ —IL/KDEREY

SHEEEIHRTERL

BB IHRTERL

2]

It

HEe

FIHBRTEGL

R ZofEk,

EnfR: 70.10 %

RREEAFRE: 28 d

A% 0ECD TR+ 4 K54 > 301B

log Pow: -3.2

log Pow: 2. 14
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Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.0 2025/04/14 2449596-00026 #EERLA: 2018/02/13

13. EELDOEE

BEEAE
ERRBEZEY D A EBEOREIZHENLDT D,
BEEMETKABH L TG SEL,
BREBRRVOBE D EORBE. VYA VIFERFEEDEHIZ, BRIZR(IT1=

REEMUERXEICRTT 5.
FICHREANRMES, RERGRELTRET S,

14, WELDOIERE

ERRER T
e _E &2 (UNRTDG)
E:EZE S (UN number) : UN 3082
[EE&i%E 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(Benzylpenicillin, Streptomycin sulphate)
=& 4> %8 (Class) © 9
BB/ ZE4R (Packing group) o111
Z X)L (Labels) 9
REEEMH -

finZ2 i (IATA-DGR)
UN/ID &S (UN/ID number) : UN 3082

EE#i%4 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)
(Benzylpenicillin, Streptomycin sulphate)
EE 748 (Class) 9
B 2% (Packing group) o 11
Z X)L (Labels) . Miscellaneous
watEr (B8 (Pack- : 964
ing instruction (cargo air-
craft))
WHaEr (REW) (Pack- @ 964
ing instruction (passenger
aircraft))
RIEAEH D BH
78 L #i3% (IMDG—-Code)
E:EZE S (UN number) : UN 3082
[EE#i% % (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (Benzylpenicillin, Streptomycin sulphate)
E&E4 48 (Class) : 9
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RET—H—F EIMSD A v
Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
&S WETAH: BEERS AIEZRETH: 2024/09/28
12.0 2025/04/14 2449596-00026 #[E{ERRB: 2018/02/13
B2 % 4R (Packing group) o111
Z AL (Labels) 9
EmS 23— F (EmS Code) : F-A SF

BIEEEME % - kxS 0 BB

(Marine pollutant)

MARPOL 73/78 Mi{/@E I U IBC O — FICK B IEoTBEAME SN LB EME (XY - EZL)
HIESIN-IREOR RIS,

E R
EnHEDEEF L. HE 15 238 T 5,
B DRERE

CCICREEIN TV IMES L. FBROBMETDRHT, KRET -2 — FORTRHE S
NBEESICRBENI-MBEOREDHCEDNTVET, EEFEE. ZEFE. v sr—oY%
A4 XEMBAOMBDORAUDEEICLY, EEEINDAREELAHY FT,

RERGIREERHES DM

15. ERZES

BEER

HRBAE

fEfRY. EERBRYICEZS LB,

35

HELCFME. BERCEVE. BAFMEEMECEZE LG,
FEREEER

BEENRILShIFED

[

BEDHAIZRITHIREREY

[

RIS L ast ARME

[

ERRHEOBO o=t FYE (BIFLEHE)
[

ZRRMEOBO oW -EFME (FREHILENE)
JEERY
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RET—H—F EIMSD A v

Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.0 2025/04/14 2449596-00026 #EERLA: 2018/02/13

ARFEEANTRERRYVEVEEY

e

ARFERTIRERRVEVEEY

e

REEEELCEYE (FEBRES/ERAIE 594 £ 2)
JEER Y

BARENE (FBRE/MERAE ST ED2)
JEERY

RELCEMEEETFHRA

JEELY

Sah S FRARRAI

JEELY

L7 LIPS TFIHRE

JEELY

ARBEHIPESFRRA

El4]

FEBREMEZETS - ARE— (EEWY
JEELY

=R URIMEREEE

JEELY

LY EHHBRERREE

JEELY

BEHRARRZE

JEELY

REEFEGRE

JEELY

iR 2%

ERAE 2, I EXBRYERIKRE 1 AEEYE
ek

FEATHRAISE 194 KERMERIRE 11 ZTOMDOEEY
BEERERVEBELHKEOHLICEYT 5%

(5 FEAHEE D AERAYEICERELEL
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RET—H—F EIMSD A v
Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.0 2025/04/14 2449596-00026 PE{ERA: 2018/02/13
1B F 8 D BEEEME
FREE B U MR R IEnE
FEMBHERE (@ - @A)
e Y
BEMRERBMHERE (& - @ASKA)
e Y
BREDOLER VERICEAT 5%
EXREY
COEBORAIZDONTEEA IRY M) —~DEEEIHFR -
AICS N
DSL L ORE
IECSC N
16. ZOHho1EHHR
5| Ak D BB T—4. EME DS KDL F—4 . O0ECD eChem
R—2IILE L UVERMEEMER http://echa. europa. eu/Di&
RIER

LEIN—D 3 UM EBSNHBRAXE T 2 KR TRIART SN TNET,

Bito+r—<v k . #/B/H
ZTDHDEEDEX

ALIC - A—R FSUTDIELFERA AU MY NIT - TS OIVEREEHES; ASTM - K
EMHHBRGES, b - (KE; OR - BH M, TRFRME. £ESENHLSESNLHME: DIN -
FAYRRHARELE, DSL - ERYMEYR b (AF4%): Ex - FED XORGERIFT EER
bNDHRE: Elx - FED XWORIEZRIFT EZEZONDERFEE, InS - BRKOR 722
—JL; ENCS - (LT EDEEFLFEME R b ErCx - FED XWDRIEERIZFTEEZ ONDRK
f&E ERG - BRSO FEIE; GHS - HRFAMI AT L GLP - HEREkHESE. [ARC - EFF
NATZEE. [ATA - EEMZEERS, IBC - BRIEFEROESBEEEXZD-HOMMOIEE
BRUEREICET 5 ERRAI 1050 - 50%fEEFRE [CA0 - EFRRMMZERE: 1ECSC - hEIR
FlLEMELR: MG - ERELEKRMAE, IN0 - ERESEHE, ISH - SBRE/EE
(BF): IS0 - EFfZRELEHE. KECl - REBIFLFEYMERE: LC0 - 50%HILRE LDS0 -
50%EStE (FHESLE) . MARPOL - M &k B BRDMILD=HDERRER: n.o.s. - I
MBNATEIN TS L DZERS: Neh - FUREI NOAEC - |MEZTMHLZERE NOWEL -
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Re27—8o—t EIMSD /A

Benzylpenicillin / Streptomycin Sulphate /
Procaine Hydrochloride / Piroxicam Liquid

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.0 2025/04/14 2449596-00026 #EERLA: 2018/02/13

BESMHZELAL, NOER - BEAEUHEZEARTEIS N - A £ a2XRA NTP - RKEER
REMETOT I L NZloC - —a—o—5 > MMEEHMEEIR, 0ECD - #FFIH HEAFME, OPPTS
- LEHMEREN - AFEWHLLE; PBT - #ORMENE - £RERENE - HEEWEHE) © PICCS - 7
1 VEVEEMEA AR )= (OSARR - (EEH) HEEMHIEE REACH - LEYEDF
. ETMfi. R WH I UEEHE (REACH) [ZB¥ H#RAI (EC) No 1907/2006: SADT - B ChnZE5 A2
mE; SDS - RE&T—4L— bk TECI - 2 A IZEEFEDILEMED A VRV M1 TCSI - &iEfE
FMEA R M) —; TDG - fEIRYEE, TSCA - HEMERASE CKE); UN - E&: UNRTDG
- BRESERYEEES. WPB - FEEICHISRRVIERICESERNE. WIS - EXSEKRE
EUEVERRXT L

ZORET—HI—F LT TSDS) &ULVS) TR T DFER LT TREHRL L0V S) (X, AEHE
BEFSICHENT, BHOZEOME. FHR. RUESDLETERTHLLHHLEZLDTT,
AERIE. ERORELGEREKEL., FH. LB, RE. X, RERVURHICETIHI IR E
LTOAMERINTEY.,. WHELIRIEXEKEREELTLOTEDLY FEA. KIERIL.
SDS DEEZEICRINTUVAHEIN-HAICEITZ2EL0OTHY .. YRAUEAMORG EHAE
HET, RFTOERFTHERAEINSEBE., AXFICERALZVEY ., BRICIE4E S A0 AREE
AHYFET, FEFOFEFRAEFRMICEVTIE, AERRVHRBIEZERT 5551, FHES
MORBRHEFZIEFTI2AMUBOENLIMEZSOHT, FRAERUNDERT 25 ETOHENIKR
2B TR BOEmFL. FH. VB, RTREICOWNT, HERBELET,

JP /7 JA
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