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Meropenem @& g powder for solution for injection/infusion
o. o8N Meropenem & g powder for solution for injection/infusion

0. AuANUANLY

e JULUY JHursgsmanide Fuviefindessou dmiuin

o  duusznay UsENausmesI81 meropenem trihydrate 38 anhydrous meropenem
?ﬁam&aﬁu meropenem & ¢ Wa¥ sodium carborate Tu @ 10

o MUuLUTTY  UsTlumvurusgendaUiAnnide

b€ a7 - szyBann dwussnoufididnuarauussiundnfuduengaeiinds
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Nam‘sm‘i’.}‘xﬁLﬁ'i’wﬁﬂmmmﬂu"lﬂmu finished product specification wag drug substance
specification ig98snindussvatuiisatu Faldvanadeudodineuanenssuniseinis
LATE1 NTENTUANSIIUAY TendaifuillEsB o nluatuiiinug wislvainiunsgiu
wndreiuladfunids auusenimnsensisasisuae Ses STYRIIIET WA babe asiudl
o SUIAN N.A. bdoe (@IUsEMALLIITAVIPUNEIIUT elo NUATHUS oEblb) uarUsemAnsznsaa
AN575RIAY 1389 3EYF5181 (UL o) WA b&blo asTudl m NINgIAN N.A. bbbl @aUsEnAlY
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HaN1595293AseiRan MTUlUR I finished product specification wag drug substance
specification FalaaamzileusadinauAuenITINITEMNIUALET NSENTIAETTIEY

a.@ Finished product specification : USPae

1) Test Items Specification
® | Identification Meet the requirement
o | Assay ®o0.0 - @wo.0% of the labaled amount of
meropenem
on Uniformity of dosage units Meet the requirement
- %M - C'(
(@D T L UTESIUNTIUNNS 35 1) e AIIUNTS
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©

? Test Items Specification
@ | Content of Sodium o - @bo% of the labeled amount of sodium
& | Organic Impuirities
Meropenem impurity | Not more than o.%
(Specified, unidentified impurities)
Meropenem impurity |l Not more than o.5%
(Specified, unidentified impurities)
o | Bacterial Endotoxins Not more than o.ele& USF Endotoxin Unit/mg
of meropenem
e | Constituted Solution Meet the requirement
@ | Loss on Drying &.0 - a.0%
« | Particulate Matter in Injections Meet the requirement for small-volume
injections
@o |pH e — @.en
@ | Sterility Meet the requirement

oo Drug substance specification: USPae

4o Test Items Specification
® Identification Meet the requirement
b | Assay «@&.0 - ®@0e.0 % of meropenem, calculated on
the anhydrous basis
m | Specific rotation (at o) between -ee° and -be°
« pH &0 - D.0
& Water ®6.@ - on.c%
! Residue on ignition Not more than o.@%
o Heavy metals Not more than o.coa%
& Limit of acetone Not more than o.0&%
« Chromatographic purity
At retention times of about o.&& | Not more than o.e%
At retention times of about e.e Not more than o.m%
Any other impurity Not more than o.@%
Sum of all such other impurities Not more than o.a%
@o | Sterility Meet the requirement
@@ | Bacterial Endotoxins Meet the requirement
(ﬁﬁla)...................%).’.‘ﬂ.........................‘LJTSﬁ'Tuﬂiillﬂ’l‘i @T0)...r G ............................ NIUNNS
(WBANeT VIYTINn) (W iBTUn TDINAINg)
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- * 248 Uniformity of dosage units I¥wuuianatsuanisisasidoanani1snsaaiasisy
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product specification ua¥ drug substance specification W1mSau7e
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@ a a

.o WuWagindnnieluuszna (Made in Thailand : MiT)

L |
o

nadiunagiindnnieluvsema Biuuvdwmideusesdud Made in Thailand vesan
gramnIsuwiUsEelng (61d)

<o nsflfdudeiauaiiugusznauns SMEs Thuuudnunludunsiboudusznouiamiarunn
NANLarYuIngas (SMEs) (¢1%)
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Levofloxacin

Levofloxacin

Levofloxacin

Levofloxacin

Levofloxacin

Levofloxacin

Moxifloxacin hydrochloride
Moxifloxacin hydrochloride
Norfloxacin

Norfloxacin

Norfloxacin

Ofloxacin

Ofloxacin

Prulifloxacin

Sitafloxacin

12.7 n§uen Carbapenems
Biapenem

Doripenem

Ertapenem sodium
Imipenem + Cilastatin sodium
Imipenem + Cilastatin sodium
Meropenem

Meropenem

12.8 ng§a#" Antituberculous drugs

Clofazimine

Ethambutol hydrochloride
Ethambutol hydrochloride
Isoniazid

Kanamycin

Pyrazinamide

Rifampicin

Rifampicin

Rifapentine

Streptomycin sulfate

12.9 ngue Other antibacterials

Chloramphenicol sodium succinate

Clindamycin hydrochloride

wEmg 1 =

3 = nunmeefldlinnfulpnuasdun

FUnLuBIRzANUS

sterile sol 500 mg/100 ml
sterile sol 750 mg/150 ml
tab 100 mg
tab 250 mg
tab 500 mg
tab 750 mg
sterile sol 400 mg/250 ml
tab 400 mg
tab 100 mg
tab 200 mg
tab 400 mg
tab 100 mg
tab 200 mg
tab 100 mg

tab 50 mg

sterile pwdr 300 mg

sterile pwdr 500 mg

sterile pwdr 1,000 mg

sterile pwdr 250 mg + 250 mg
sterile pwdr 500 mg + 500 mg
sterile pwdr 500 mg

sterile pwdr 1,000 mg

cap 50 mg

tab 400 mg

tab 500 mg

tab 100 mg
sterile pwdr 1 g
tab 500 mg
cap 300 mg
cap 450 mg
tab 150 mg

sterile pwdr 1 g

sterile pwdr 1 g

cap 150 mg
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1 luea
1 lauea
1 Wm
13lm
1 3lm
18l

1 lues

1 luea
1 lhuea
1 lauea
1luea
1 laues
1 luea

1 lauea

1 uAlga
1dlm
1ulm
1l
110
1lm
1 umlga
1 umlya
1dlm

1 luea

1 laues

1 umLlga
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288.90
417.30
11.34
18.00
18.00
36.00
642.00
65.52
0.60
1.01
1.21
1.00
1.40
25.68

93.41

674.10
1,009.99
935.18
141.35
282.69
198.33
235.40

25.01
1.80
2.61
0.20

22.00

3.08
4.24
39.00
20.00

35.00
2.50
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81 Meropenem 1 g powder for solution for injection/infusion

GPUW | # | TPUD FSN
944239 1 568363 | MONEM (lulauay) (meropenem 1 g) powder for solution for injection/infusion,

1 vial

2 568385 | PENEM M.H. (193 uous.1o%. Lt:JHLL?\IﬂLaﬂ%d) (meropenem 1 3) powder for solution
for injection/infusion, 1 vial

3 568407 | ENEM (uoa.U.10a. uauuagsma"i‘) (meropenem 1 g) powder for solution for
injection/infusion, 1 vial

q 568424 | ROMENEM (wea..10@. uauuaisnes) (meropenem 1 g) pov.der for solution for
injection/infusion, 1 vial

5 568448 | MAPENEM (au1utnd%) (meropenem 1 g) powder for solution for
injection/infusion, 1 vial

6 568469 | PERPENEM (193 UDUA.LDY. LLuELLWﬂL%aéa) (meropenem 1 g) powder for solution
for injection/infusion, 1 vial

7 568482 | NEMMED (iiadim) (meropenem 1 g) powder for solution for injection/infusion,
1 vial

8 568509 | MERO (SWISS PARENTERALS, INDIA) (meropenem 1 g) powder for solution for
injection/infusion, 1 vial

9 568521 | ZAXTER (ALKEM LABORATORIES, INDIA) (meropenem 1 g) nowder for solution for
injection/infusion, 1 vial

10 568545 | ACCUREM (ACCURE LABS, INDIA) (meropenem 1 g) powder for solution for
injection/infusion, 1 vial

11 | 568566 | MEROPENEM SANDOZ (SANDOZ, INDIA) (meropenem 1 g) powder for solution for
injection/infusion, 1 vial

12 568584 | MERONEM (ASTRAZENECA, U.K.) (meropenem 1 g) powder for solution for
injection/infusion, 1 vial

13 | 568606 | MERONEM (SUMITOMO PHARMACEUTICALS, JAPAN) (mercoenem 1 g) powder for
solution for injection/infusion, 1 vial

14 568623 | MERONEM (SUMITOMO DAINIPPON PHARMA, JAPAN) (meropenem 1 ¢) powder
for solution for injection/infusion, 1 vial

15 568647 | BESTINEM (RANBAXY LABORATORIES, INDIA) (meropenem 1 g) powder for
solution for injection/infusion, 1 vial

16 768024 | MERONEM (A.C.S. DOBFAR, ITALY) (meropenem 1 g) powder for solution for
injection/infusion, 1 vial

ir 787157 | MEROPENEM (lulauay) (meropenem 1 g) powder for solution for
injection/infusion, 1 vial

18 870551 | MAXICIN (183.uoum.1d. lLMHLMﬂL‘\]B%Q) (meropenem 1 g) powder for solution for

injection/infusion, 1 vial
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19 944256 | MEROGRAM 1000 (AURONEXT PHARMA, INDIA) (meropenem 1 g) powder for

solution for injection/infusion, 1 vial

20 994411 | MEROGRIX (SANOFI, BANGLADESH) (meropenem 1 g) powder for solution for

injection/infusion, 1 vial

21 1014164 | MEROPENEM ALVOGEN (ACS DOBFAR, ITALY) (meropenem 1 g) powder for

solution for injection/infusion, 1 vial

22 | 1020602 | MEROPENEM (84AMsindwnssu) (meropenem 1 g) powder for solution for

injection/infusion, 1 vial

23 1024259 | BDMERO 1000 (BDR PHARMACEUTICALS INTERNATIONAL, INDIA) (meropenem 1 g)

powder for solution for injection/infusion, 1 vial

24 | 1043409 | BESTINEM (SUN PHARMACEUTICAL INDUSTRIES, INDIA) (meropenem 1 g) powder

for solution for injection/infusion, 1 vial

25 | 1223260 | MEROAC 1 G (ACS DOBFAR, ITALY) (meropenem 1 g) powder for solution for

injection/infusion, 1 vial

a3y &1 Meropenem 1 g powder for solution for injection/infusion
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