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AANWMIZIANIZYBIET  Meropenem o g injection

o - :
©.U881 Meropenem @ ¢ injection
w.AMuANTANI 1Y
©.0 JULUU Husgsanniedyniwandes dmiviadmasaiiendd

blo d1uUszneu  Usznaumiesien Meropenem Trihydrate 38 Anhydrous Meropenem &4
ﬁ‘;.ll.laﬂ‘u Meropenem & ¢m Wag Sodium carbonate
.o AIYULUTTY Uisaﬂumﬂmvmiaanaﬂﬂiﬂﬂmmja UsiaeiUaanuuLe
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nanuazaanzidousiueiegedniauuuussine uay
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HANITANIITVTLATIY vfﬂ an1wid ulumnu finished product specification Wag drug substance
specification M1§148sa1nLadaisuaduiieariy daldannzifourad i nanuAnEnsINNITEIMTHATE)
NIENTNAGITUGY mummjmﬁs‘uwhmqmmauﬂua‘uummaumwsa’[mummwmsmummmawﬂixmﬂ
HEE mqamﬁﬁmawm LU WA b&oe aeiudl o ﬁmm:u W.A. bdoe (aaﬂivnm’l,uiwn%mumﬂm
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m.@ Finished product specification: Meropenem injection (USP & - NF ne)

UD Test Items Specifications

m.@.@ | |dentification Meets the Requirements

A: Retention time by Liquid chromatography

(Meropenem peak in assay)

B: Ultraviolet spectroscopy (Major peak in assay)

m.elo | Assay «o.o0 - ebo.o % labeled

amount of Meropenem

m.e.en | Content of sodium @o - @wo % labeled amount
of Sodium
m.e.€ | Uniformity of dosage units Meets the Requirements
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U9 Test Items Specifications

m.e.& | Impurities (Organic impurity)

Meropenem open ring*® Not more than o.@ %

Meropenem dimer ° Not more than o.b %

Any individual unspecified impurity Not more than c.eo %

Total unspecified impurities Not more than e.0 %

Total impurities Not more than .o %
m.e.o | Bacterial endotoxins Meets the requirements
m.e.e | Constituted solution Meets the Requirements
m.e.c | Loss on drying .0 — e@b.0 %

m.e.ee | Particulate matter

- TUIMN > @0 KM Not more than o,000
- YUIN > b& KUm /container
Not more than boo /container
m.e.e0 | pH olen — @.en
m.e.e6 | Sterility test Meets the Requirements

oo Drug substance specification: Meropenem ( USP & — NF o )

4o Test Items Specifications

mb.e@ | Identification Meets the Requirements

A: infrared spectroscopy

B: Ultraviolet spectroscopy (Major peak in assay)

mlolo | Assay &z.0 - @o®.0 % on the

anhydrous basis

mlo.m | Residue of ignition Not more than oc.e%
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99 Test Items Specifications
amo.@ | Organic impurities
Meropenem open ring Not more than o.m%
Meropenem dimer ° Not more than o.:n%
Any individual unspecified impurity Not more than o.o0&%
Total impurities (excluding Meropenem open Not more than o.n%
ring and Meropenem dimer)
mlo.@ | Acetone Not more than o.o0&%
mlo.o | Bacterial endotoxins Meet the requirements
mlo.e | Specific rotation @’ to - be” measured at bo®
(sample solution & mg/mL in
water)
mo.c | pH @0 - D.o
mlo. | Sterility tests Meet in requirements
amb.e@o | Water determination ©6.6% - en.c%

NUBLNG fren a: (€R,&S)-¢l(eS oR)-a-Carboxy-b-hydroxypropyl-am-{[(mS-&S)-¢-{dimethylcarbamoyl)

6. nafiiganzeundansiiu (waive) msnsandeudeneisienmsla Widuuanuenasdngudanaildsueul®

pyrrolidine-m-yl]thio}d—methyl-d,c&:—dihydro-mH-pyrrole-b~carboxylic acid.)
b: (€R,&S,0S)-mn{l(me,&S)-a-{(8S,aR)-o-[(0S,mR)-&-Carboxy-a-{[(mé,&S)-&-
(dimethylcarbamoypyrrolidin-a-ylJthio}-s-methyl-o,m-dihydro- aH-pyrrol-lo-yl]-m

1
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(Pharmaceutical Inspection Co-operation Scheme) Taewuie9u PIC/S participating authorities
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&lo FUUNDNAITTUTBINIATFIUNITNANY aramdninaEiLazisnisialunisndnendisagy
(Finished Product Specification) sesijnannansuaiendniagy
& @147 drug monograph YeaWARwsiE1d 593U (Finished Product) uag saendAty (Active
Pharmaceutical Ingredient)
@ L@ﬂﬁqiﬂmﬂWW‘UENH']ﬁLﬂUE]'ﬁ']ﬂ’I
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& lo HAMINTIVVATIZRRUNININGAUMEIETATY (Certificate of analysis of Active Pharmaceutical
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Ingredient) ldlunsnaneuidaiiusethwiwesdndneuaindningiv
&.on 1ONA1IN3 anMd ngrubuduaI NS sTRInsTuNINEnvesingAuvessiendint (Active
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¢.« n3difuenngu biological products fiviu vaccine, blood products ABINLENATTIUTBITUNS
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<o @nuaniledosuseninsgrun1sufUReiundninud 750159 A luiesluinng
o
Good Laboratory Practice (GLP) laW1g518m3ine17e4
.U mangIunssuseerNieslunsinwnuePuwuy(Therapeutic  equivalence) i
lenansuanenslifunisussy Ty US.FDA. Orange book %38 European Medicines Agency

(EMA) %38 Thai Orange book (£13)
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oo. n3titluendring
Funuansinduedriagadends Biosimilars) viedumdngiummmisudouiuld
(Comparability exercise: CE) lawze1#ing nguenlusiu (protein therapeutics) %3afitanans
LLﬁﬂﬁﬂﬁlﬁ%’Um‘iUﬁq 1u Purple book US FDA %38 European Medicines Agency (EMA) %30
Thai Orange book (91)
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mwmaaumnﬁaqﬂﬁﬁﬁmwaaamﬁuﬁﬂuﬂma (third party) fl#5un155Us84 ISO/IEC emolod
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@b, ANUNDNATUERINANTITANYIAIINAIAT (Stability data) M ASEAN stability study Guideline

(no+o°C, el&+&% RH) (6d)

olo.e NIANIPINAIANINEN (Long term stability data) 8819UBY o JUASHER
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Long term stability, Accelerated stability uag Ongoing stability
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8 Levofloxacin tab 100 mg 1 ulm 11.34
9 Levofloxacin tab 250 mg 1 m 18.00
10 Levofloxacin tab 500 mg 1 1Wm 18.00
11 Levofloxacin tab 750 mg 1 1Hm 14.98
12 Moxifloxacin hydrochlaride sterile sol 400 mg/250 ml 1 lauen 642.00
13 Moxifloxacin hydrochloride tab 400 mg 1 65.52
14 Norfloxacin tab 100 mg 1dm 0.60
15 Norfloxacin tab 200 mg 1 ulm 1.01
16 Norfloxacin tab 400 mg 118m 1.21
17 Ofloxacin tab 100 mg 1R 1.00
18 Ofloxacin tab 200 mg 1 uim 1.40
19 Prulifloxacin tab 100 mg 1 1Wm 25.68
20 Sitafloxacin tab 50 mg 1 1in 93.41
12.7 NA}E" Carbapenems
1 Biapenem sterile pwdr 300 mg 1 lues 674.10
2 Ertapenem sodium sterile pwdr 1,000 mg 1 luea 935.18
3 Imipenem + Cilastatin sodium sterile pwdr 250 mg + 250 mg 1'luea 141.35
4 Imipenem + Cilastatin sodium sterile pwdr 500 mg + 500 mg 1 luna 282.69
5 Meropenem sterile pwdr 500 mg 1 lauaa 198.33
6 Meropenem sterile pwdr 1,000 mg 1 'lnuas 235.40
7 Doripenem sterile pwdr 500 mg 1 luaa 505.00
12.8 N§xE" Sulphonamides and trimethoprim
Sulfamethoxazole+Trimethoprim
1 capftab 400 mg+80 mg 1 uanlgandn 0.63
(Co-trimoxazole)
Sulfamethoxazole+Trimethoprim
2 cap/tab 800 mg+160 mg 1 uALlgandn 1,00
(Co-trimoxazole)
Sulfamethoxazole+ Trimethoprim
3 syrforal susp (200 mg+40 mg)/5 ml (60 ml) 11990 14.00
(Co-trimoxazole)
Sulfamethoxazole+ Trimethoprim
4 sterile sol (400 mg+80 mg)/5 ml (5 ml) 1 WBHAWA 27.24
(Co-trimoxazole)
129 mimn Antituberculous drugs
1 Clofazimine cap 50 mg 1 wAlga 25.01
2 Ethambutol hydrochloride tab 400 mg 1 1Wm 1.80
3 Ethambutol hydrochleride tab 500 mg 1 e 2.61
4 lsoniazid tab 100 mg 1 ulm 0.20
5  Kanamyein sterile pwdr 1 g 1990 22.00
6 Pyrazinamide tab 500 mg 1 e 1.76
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