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ABSTRACT
Background i The effective drug procurement ensures the availability of medica-

tion in specific quantity compiled with reasonable price and the
acceptable quality. The department of pharmacy, Buriram hospital
therefore developed the specification of Meropenem 1 gm for injec-
tion protocol for product selection and procurement by electronic
auction process.

Objective :  To introduce Meropenem 1 gm injection specification as protocol for
medication procurement in fiscal year 2008 and 2009 and to present
the effect of this procurement on the Meropenem cost.

Study design 1 Retrospective descriptive study

Method ¢ Details of Meropem 1 gm injection specification method from Buriram’s
electronic auction in fiscal years 2008 and 2009 were presented and
compared the total cost of Meropenem purchased in each fiscal yesr.

Results ¢ The buriram hospital's drug specification protocol developed from
the united states pharmacopoeia 27" edition and Ministry of Public
Health’s drug specification guideline. The result revealed that the
products from both original and generics companies meet the accept-
able quality ranges as indicated in the specification protocol. To
ensure the quality of product, generic product was ramdomly sam-
pling for analyze by the Department of Medical Sciences. The ana-
lytical result showed that the samples also meet the quality standard.
Moreover, purchased generic Meropenem could significantly save
2,696,592 bahts and 1,340,325 baths in fiscal year 2008 and 2009
respectively.

Conclusions :  Buriram hospital’'s Meropenem specification protocal is an effective
tool for selection of quality product at the reasonable price. Further-
more, regularly updated specification protocol could motivate the
manufacturers to develop the product not only focusting on the cost,
but also on the quality of product.

Key word ¢ Drug specification protocal, Meropenem, Drug selection
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1. Identification R9730 WA Finished product spectfication (FPS)
2. Ysuewsagndrgy 90-120% labeled amount of Meropenem

3. pH 7.3-8.3 in a solution 1 in 20

4. Sterility test M990 UAY Finished product spectfication (FPS)
5. Bacterial endotoxin not more than 0.125 USP Endotoxin Unit per mg of Meropenem
6. Uniformity of dosage unit #5336 UMY Finished product spectfication (FPS)
7. Particulate matter M990 TUAY Finished product spectfication (FPS)
8. Loss on drying 9-12% of it’s weight

9. Chromatographic purity A533W 4R Finished product spectfication (FPS)
10. Content of Sodium 80-120% labeled amount of sodium
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- Heavy metal :The color in the tube containing the test solution is not darker
than The color in the tube containing the standard solution (0.001%)
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1. memsIaenanunl RTIINY Conforms
(Identification) meropenem
2. thinwdusiawminy 14154 gm -
3, AruuanssIMivinRAY  85.0-115.0% lable claim, wWhwmsge Whwmssw Conforms
(Weight variation) RSD is less than or equal to 6.0%
4. Y3inousendAty Meropenem  90.0-120.0% labeled amount 107.7% whanmsgu 101.0%
5. Chromatographic purity - At relative RTabout 0.45: Whameg WsnRsgu 0.0%
not more than 0.8%
- At relative RTabout1.90 :
not more than 0.6%
6. ALuNIA-aY (pH) 7.3-83 7.7 Hhamsgmu 7.8
(Constitue solution: 1 vial
in 20 ml of water)
7. thwinvneludlasuwis 9.0-12.0% 9.6% Hhamsgu 10.1%
(Loss on drying)
8. Particulate matter > 101lm Taitfiu 6,000 DUNTIA/VIN wWhamsgm Whamsse Conforms
> 25m Lsiifiu 600 BYMA/vIR
9. Constitue of solution dleazaunopmufiudviuaain hamsgm  wmsg Conforms
wonaEaBvLR [Fasazasla
UsAanaympfiueediusem
10. Content of Sodium 81-120% label of meropenem 102.7% Wnanmagu 106%
11. snsidulamandu 31w 0.125 EU/mg of meropenem Whanmsse  1@inssw Conforms
(Bacterial endotoxin)
12. ATUTATNED (Sterility) UsAanidedunad Whunmsg Wnesgnl Conforms

* ot oeniitAT1siguaIn Lot Number 81 CU, Expited Date : 30 JUL 2010
Conforms W58 Complies mnufiv wanisitasizhidulumudarimmm
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