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Meropenem 1 g powder for solution for injection/infusion
1. Foun Meropenem 1 g powder for solution for injection/infusion

2. auautanly

21 sduuv \Hussesmrinde fvoviefvdeseu dmiude
22 dnsznou Usenausesiien meropenem trihydrate w58 anhydrous meropenem
%aam&aﬁ‘u meropenem 1 ¢ LAz sodium carbonate Tu 1 179
23 ATUEUTY ursglumruEussIRaUT D
24 @ann - szyToen ehuﬂsxna'uéha1ﬁ1ﬁ’zyuaxﬂfnuuia"iumém%uﬁuuamLamﬁwém TLETR

neidowifuenltognesfamuuuusiasiug
- UUANTUEVTIRENRETiBRBesry e T aTemanisidiulsEneunarawIan Y
wswetenauindefuiuenyiinay
25 9nguesy pgvesfidweudesdenylfldlidesnin 12 Wieu dunniudsuay

3. ananUAamaila
sl enundusiniu

wamimdﬁtﬁﬂxﬁqmmwL‘T‘Ju‘lﬂmu finished product specification way drug substance specification #i
Sredsninduifuatiuiontu ddaavsdoudedineunnynsinTTemMITLarEY NTENTINETITUAY Kl
e fuiildsdeina duatiufiiieuiislminiwinsgunduidulai funis mudseniansensig
MosmEn 138 syt we 2561 astud 6 Swiiau wa. 2561 (@aUssmialusiiisangunwiui 12
nuAWuE 2562) UarUsEMIANTENSNEETMAY (389 sUiTien (@TUT 2) w2562 astudi 3 AsngiaL W,
2562 (aeUszmiAlusAeamguniuil 26 nangey 2562)

nsdllidrdamundvainiu
Namwi’JileJLﬂ‘iwﬁﬁ]mn’m’lﬁﬁluwmu finished product specification gy drug substance specification
FeldannzileuradinnuanenITuNsMITLAYET NSENTHATTTNEY

3.1 Finished product specification : USP39

4o Test ltems Specification

1 | Identification Meet the requirement

2 | Assay 90.0 - 120.0% of the labeled amount of meropenem
3 | Uniformity of dosage units* Meet the requirement

4 | Content of Sodium 80 - 120% of the tabeled amount of sodium

5 | Oreanic Impurities

Meropenem impurity | Not more than 0.8%
(Specified, unidentified impurities)

Meropenem impurity |l Not more than 0.6%

(Specified, unidentified impurities)
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1] Test Items Specification

6 | Bacterial Endotoxins Not mere than 0.125 USP Endotoxin Unit/mg of
meropenem

7 | Constituted Solution Meet the requirement

8 | Loss on Drying 9.0-12.0%

9 | Particutate Matter in Injections Meet the reguirement for small-volume injections

10 | pH 73-83

11 | Sterility Meet the requirement

3.2 Drug substance specification: USP39

#o Test Items Specification
1 | Identification Meet the requirement
2 | Assay 98.0 - 101.0 % of meropenem, calculated on
the anhydrous basis
3 | Specific rotation (at 20°) between -17° and -21°
4 7 pH1in 100) 40-6.0
5 1 Water 11.4-13.4%
6 | Residue on ignition Not more than 0.1%
7 | Heavy metals Not more than C.001%
8 | Limit of acetone Not more than 0.05%
9 | Chromatographic purity
At retention times of abgut 0.45 Not more than 0.3%
At retention times of about 1.9 Not more than 0.3%
Any other impurity Not more than 0.1%
Sum of all such other impurities Not more than 0.3%
10 | Sterility Meet the reguirement
11 | Bacterial Endotoxins Meet the requirement
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5. wannUNIIAIUIENBULNLNDY
= i v = v a N ) w o
Tunissangousnsbudaauessinnlaeinzsuuunulafovdnuaedminfid musdsl

K] ¥ 3
(1) e Vidudsiaus (Price) AMMUAUTWUNLYNNUSERE 20
(2) WagF¥gdesnsdaadunTomivayu Awuadviinuiiudesss 20
¥ v
(3) wnsgruvsdue Amuaminimniuiegas 60

Tasfmeslnimdniuauaiinduiosar 100 Teasdensall

Aauumdn umiinAzuuy
1. mitdutewaus (Price) 20
2. Waaiigiasnsduadavdeatiuayu 20
2.1 nsfifiusemadiueyBulanssuaudsznimaian o Uit 20
- Usingedesnuuseanadinaulssinadnan & Fuienso 20
- liunngaefemaudsemadidnudssnaaign o fufissen 0
2.2 nsifhifivsznimbusdyfuinnssuaudssnediga a Juiansan 20
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3. 1ANTFIUTDIRUA 60
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1) GREEN BCOK 5
- yiegluneTendnfusiviannwwasinin (GREEN BOOK) atuil 1 - gty 5
- giilinglunedendniusisnnniwuasgudn (GREEN BOOK) atiufl 1 - Jagliu 0
2) WenTIVIATIENY 10
- dwasyielieaneien 3 Lot imewesUfuRnng ISO/EC 17025 Aluilddudnlne 10
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3.3 MIANWIUTEAMSNINLALANUAWNIVRILINTEWL UL Extended infusion 15

- Insdnwn AU RRNRILIN TSN TS UL B e R o sy uaN AL LTS 15
Ul 1509 Usrdviamuarayue i e nsaiie wUy Extended infusion

- ImsAnRASUNSARLWIL IS ENTNINISKWREMU L @D D Sy AuANNALLWE 7.5
ulU 1309 UsEAnEnw U3arnawiavennsiivenwuy Extended infusion
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o a = ar aal Y Y . .
GPU fifasandenlilunidadasifedfustnansadidnanseiind (e-bidding)

81 Meropenem 1 ¢ powder for solution for injection/infusion

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

vial

2 568385 | PENEM M.H. (183 486 10, LL&JuﬁuwﬂLﬁ]aéd) (meropenem 1 g) powder for sclution
for injection/infusion, 1 vial

3 568407 | ENEM (waa.i.10a. LLﬁUU’EJLiG]E]%i) (meropenem 1 ¢) powder for solution for
injection/infusion, 1 vial

4 568424 | ROMENEM (42a.9.108. wauuaismed) (meropenem 1 g) powder for sclution for
injection/infusion, 1 vial

5 568048 | MAPENEM (ae1uundt) (meropenem 1 g) powder for solution for
injection/infusion, 1 vial

6 568469 | PERPENEM (1Bu.uaus L. LLMHLLWFI&QEJ‘%Q) (meropenem 1 g) powder for solution
for injection/infusion, 1 vial

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

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

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

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

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

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

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

17 787157 | MEROPENEM (lulauay) (meropenem 1 g) powder for solution for
injection/infusion, 1 vial

18 870551 | MAXICIN (183 kaudi5%. LLu‘téLL‘NﬂLila?d) (meropenem 1 g) powder for solution for

injection/infusion, 1 vial




-

GPUdT | # | TPUID FSN
8944239 19 944256 | MEROGRAM 1000 (AURONEXT PHARMA, INDIA) (meropenem 1 g) powder for
Ch) solution for injection/infusion, 1 vial
20 994411 | MEROGRIX (SANOFI, BANGLADESH) (meropenem 1 ¢) 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 viat
22 | 1020602 | MEROPENEM (84Ansindenssu) (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 ¢} 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
asu 81 Meropenem 1 ¢ powder for solution for injection/infusion

@onfasanlumsdade 1 GPU Ae 944239

ondennUniveyaseniieuarvizemnsgulne (Thai Medicines Terminology - TMT) atuineuwsanan
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Amaoxicillin trihydrate +
potassium clavutanate
Amexicillin trihydrate +
potassium clavulanate
Amoxicillin trihydrate +
potassium clavulanate
Amoxicillin trinydrate +
potassium ciavulanate
Amoxicillin trinygrate +
potassium clavulanate
Amoxicillin trihydrate +
potassium clavulanate
Amexicillin trihydrate +
potassium clavulanate
Ampicillin + Sulbactam
Ampiciliin + Sulbactam
Ampicillin + Sulbactam
Ampiciliin + Sulbactam
Amexicillin + Sutbactam
Amexicillin + Sulbactam
Amoxicillin + Sulbactam
Amoxicillin + Sulbactam
Amaxicillin + Sulbactam

Amoxicillin + Sulbactam

Piperacillin + tazobactam

Piperacillin + tazobactam

12.2 ngNw" Carbapenems

Biapenem
Doripenem

Ertapenem sodium

Imipenem + Cilastatin sodium

Imipenem + Cilastatin sodium

Meropenem

Mearopenem

E'ﬂ LUUHILRSATTNUSY

dry syr (400 + 57) mg (70 ml}

dry syr (B0C+ 42.9) mg (50 ml)

dry syr (600 + 42.9) mg (70 mi)

dry syr (600+ 42.9) mg (100 ml)

sterile pwdr 500 mg + 100 mg

sterile pwdr 1 g + 200 mg

sterile pwdr 2 g+ 200 mg

sterile pwdr (250 +125) mg
sterile pwdr (500 + 250) mg
sterile pwdr 1 g + 500 mg
sterilepwar2g+1g

tab 250 mg + 250 mg

tatz 500 mg + 500 mg

tak 875 mg + 125 my

dry syr (125+125) mg (60 mi)
dry syr (250+250) mg (60 ml)
sterile pwdr 1 g + 500 mg
sterile pwdr 2 g+ 250 mg

sterile pwdr 4 g+ 500 mg

sterle pwdr 300 mg

steriie pwdr 500 mg

sterile pwar 1.000 mg

sterile pwdr 250 mg + 250 mg
sterite pwdr 500 mg + 500 mg
sterife pwdr 500 mg

slerile pwdr 1,000 mg
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138.170

267.50

291.82

537.99

76.08

78.11

123.05

80.25
80.25
80.25
160.50
18.19
6.56
21.40
68.50
235.00
80.25
95.76

107.00

674.10
1,009.99
935.18
141.35
282.69
198.33

235.40
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