
nrt6'n r6onu1 Meropenem Inulfr4rua'nuily [qy{..tsuorrurl,ul:u
usrurouiiuti Me.openem selection

by The Buriram hospital's drug specification protocol
Onanong Tangadulrat B.Sc. in Pharm .totou$n nuondu?nu, n.u.*

Background

Objective

Study design

Method

Results

Conclusions

Key word

ABSTRACT

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.

To introduce Meropenem 1 gm iniection specification as protocol for
medication procurement in fiscal year 2008 and 2009 and to present

the effect of this procurement on the Meropenem cost.

Retrospective descriptive study

Deiails 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.

The buriram hospital's drug specification protocol developed from
the united states pharmacopoeia 2/ 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 qualiiy 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 vear 2008 and 2009

respectively.

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

but also on the quality of product.

Drug specification protocal, Meropenem, Drug selection
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nlfluii 1 tt nrqoJd-nunrvra ]suouul Meropenem fiq-nvirTns1:uuurll Nuiirld
tou'l Meropenem 1 gm for Injection

.&.'L1n duun?r?[u

1. :! u1]1]

2. d'rlrl]ivno!

3. nluuv1-nla

4. adln

uflurrdor aru drr:fiud rydar:!:rnErn rdo

lu t niu rJ:cnou6'rufi'rur Meropenem 1 gm

urra'lunluusurraurfin rr n il n ldoufrn ufirfl a uriu un,:

rai orl o rr nir-ur o rrln su rr qlun 6ia u

- lun6io\lutta :w doat dru :snou zurnn1']ilrH\luo[u]

Ld?JllVLlrUUmltUUl rflUvt Rm'lU irnrlLL s'luvlJ0a1H L'r?iarau
.i 1)- uuu?Fr!:lq iv1j toult4lo?loyr.run]tfi] d-tuitsno! uulnnlTltu:u

J.
| 0fu1 Lfl?Jyti.r0fl u0v?1.114 n01tJl,?tFrtEu

Erudrtf, lor afiF

1. Identification

z. lil r ru m-r u r dr 6'ry

3. PH

4. Sterility iest

5. Bacterial endotoxin

6. Uniformity of dosage unit

7. Particulate matter

8. Loss on drying

9. Cfuomatographicpurity

10. Conteni of Sodium

En':E$iru9lrlJ Finished product spectfication (FPS)

90-120% labeled amount of Meropenem

7.3-8.3 in a solution 1 in 20

nl'tatilunlrJ Finished product spectfication (FPS)

not more than 0.125 USP Endotoxin Unit per mg of Meropenem

,ll-ra,.ilu'llxr Finished product spectfication (FPS)

rlfl qi.jlun'lxr Finished product spectfication (FPS)

9-"12% of it's weight

mslE'.iruD|lxr Finished product spectfication (FPS)

80-120% labeled amourt of sodium

1. ronar:nrrIfi:iroi.lrurniiurvLf,uuririrsr rdodrvrirulu :surnlru uovdrunu 1de-

clare) uudr: ru6 m

t.t hdr6'rgnr:iiuvrvliuuoi'rilu'r

t.r.r lun:rifr rfluarda frnlul:v rvr n}iu (uxruf,{ vu.2)

t.t.Z hn:rifr ril.Jurrjr rdr rfi onr: utji:Lrr1(uul!n'\r ru. 3)

t.t.g lln:rifr rfl uur r ulr or n rirr:l: v rv Fr (v!r u n-r vr u.'1)

t.z h riruaiiuvrv ri uuar ra. 1 zo{urfrrduo r.r5altioriruun qrunr}l (finished

product specification)

z. lun:rifrarHfrnlu :vrvnlva r12 6 n fioirfiu{u fr oiLt ou:l.ronSrrnrlr.rA n ur arilv #n

-___t;qtnrurilonllnn Lunllil6i0lU']U00ntcyll?d N 
-n llrUNU (CMI') tuy!?rlU']vlLdUOUltJ LUnlrUv.ll1.

uirjr Lrliarn riru rsLrn (arAnfiaufimi\rdo:"rl:or:lr m:3-run-r:rufimut nrlv -nrnru?ii6nrrfr6tr

nil i.r Anu'lljou ls m n {r.r i m vio Certificate of Pharmaceutical products
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:.t 1r-rm:':eirn:rvvinrunrilzufimi'rugizoul:uuru{nfim luuriufiduuflud'rotjru
g.2 llirn:rvr.ifmq6r (Raw material) firflufr'rardr6'rp vYutoulidm{zufi muruov

- - Aqen
llSrrvr9,r r,r N n'l Fl0FrlJvr tu Lun11r'l0rlullutFlu'lnun!rl'lou'l$

3.3 f'rrioi rn:r vri dr 6'ruii fi o u uo n uluhi rn:r vriinr q fu 1fi rrri

- Specific rotation : firir:vv'jru -1f dt -210

- Water , firir:vYiru L1.4% ds 8.4%

- pH 
' 
firir:vv'jru 4.0 fiu 6.0luor:ovoru 1 rio 100

- Limit of acetone : Not more than 0.05%

- 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%)

- Chromatographic purity : Not more than 0.3% of any of two major impuri-

ties is found

: Not more than 0.1% of any of other impurity is found

: Sum of all such other imprties is not more than 0.3%

4. fr':odruur

4.1. {rouo:rnrfroudufr'rotjruulotjlufiou 5 u'rn

4.2 nG'rJunr:1rnl:qsrfrrfr'rodruu'ruou?ifrr6uoirnrvrn:ruIflnulrifiulfililirn:rilnr

5. nrflhvflunrunrilu1fr d$rJolJt 
, , a 1 tv

5.1 olq?rouurfi duuorfroulilrioun'j] t -tJ riuqrniuduuou
)' v ,a t t i, t

5.2 u'unu'tFtXdutJourl0udutlJtlJ:outJ0nl1rlt?E'trntls14ulluvrfiuu01Ju0u[luu1u

{rufimar

s.s lun:ciiifiil?urlunr:rirnr:{ufr'rotjruuriiduuor.irfiodum:':qirn:rvdqrunrvr

uri':u:rrnr:Ewirrariufioiouuofr?orir$r', Trlfio',uqvfiouduurrfrudnmru.irurufrrarirumunr:

dun:rqirn:rvriuovrflufirfinruo!rirltiqirulunr:m:rqirn:rvdnrunrvr tun:rifivrujrurlrirflu

}Jmrl4ruf,nuiluLqy{rv ilil?urrunr:uof,r:?uArdlrjfiqr:rurnrrrfluorlniurfr'unsir':rou{rouo
6t&'?,va'tv,ai^A&

uluLunt$Flotu u0ur.ttNuou'lul4lor'JU'luFloullJ9,rFruolunLunltiluv'tuvlrnnuuvhlvtJFr

s.4 fiurie, fi ouiu ru ailuur rii o urln fiur n ar u r,rio rfi a rfi nr nr: rd or onrvrUI

mrdrrnrrunrti
Ir.u,rulirnRinvrn:r qiurf qiirti

6. ronor:du1
a-g6.r lun:rifluyrsriuuu-ru1:J-rnnil z fl qvfroufi zuNnrtf,nu-t

lJ'l [tfl F]r,J

Long term stability

NlU
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omunn n'raqailtnu 1:.lrrfl rurnR?avunu 43uri r.liir.rti

nr..trtii 3 :raurunr:irn:rvriurd{1fr'rotjruurErnuid'uurflrrlrgdum:rorYun:rivrurnrani

n r : uuvr d nJi uu rfi u! fi'llui t n: r sd (COA) u o uuilivl u'l il r rTrgfi 1 fi fiJ n r: n-n t6 o n

:luururuonr:i tn:rvriernn:uivurnr on{nr:tn{rti

Lfrlurrj:vlrru 2551

^at'tgn1l2 [n't"l vl,l u1nr51U flan1lltA?'lgll* o:{ u?drurarrYry

1. nr:n:?qtonfi'nuri

(Identification)

DE-lEv{U

meroPenem

Conforms

z. rirvfinrqdutiomiru 1.4154 gm

3. nrru umn rirr:Ernrirvfin rqdtt

(Weight variation)

85.0-115.0% lable claim,

RSD is less than or equal to 6.0%

r,rirurn:5ru tf,urn:5ru Conforms

4. tliurrud'rurdrn'q; Meropenem 90.0-120.0% labeled amount nirun:5ru 101.0%

5. Chromatographic PuritY - At relative RTabout 0.45:

not more than 0.8%

- At relative RTabout1.90 :

not more than 0.6olo

nirurnr:5ru tdrurm:gru

6. nrrutflun:n-riru (pH)

(Constitue solution: 1 vial

in 20 rnl of water)

7.7 nirurn:5ru 7.8

z. rirrarinrar tr}J rfr o ou uriu

(Loss on drying)

9.0-12.0% 9.60/o rdrmn:5'tu 70.1%

8. Particulate mafter > lopm Iilrfru 6,000 o\rn'tn/u?n

> 25pmlilrfiu 600 oqnln/Ilo

rf,urn:5ru uiurm:5ru Conforms

9. Constitue of solution rda ovnra ruuar mruii u{r:luanrn

r.ruu'r Nv0'ruvrFr 1fi or:nvortrla

U:r fl qrnounr nfr r ou rfiu6':u nr

rflrurn:5ru uiurnr:gru Conforms

10. Content of Sodium 87-120% label of meropenem 702.770 rfiurn:gru 1,06%

lrirfiu O.fZS EU/mg of meropenem ru-r}l1rl:51u rnlulntq'tu Conforms11.

(Bacterial

12. n'r-r!!11fl arn rilo (Sterility) rJ:rnornrdolfr uvrid rfl-rrrn:5ru rf,rurm:5ru Conforms

* 6':atiruurfiirn:rv${ttrn Lot Number 81 CU. Expired Date : 30 JUL 2010

Conforms u6o Complies vrr tfi u zu Nnrti [nl"] v# tfl ulU mrlf,arirvunr
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