17O T Y

m-sarrnacopoeiaL Newslecrer

nil3ni

UFFAFTNIFUIANS
WF5UIBNNS

gihaussansns

A (= ¥ a
aaznilsnmnauinims

Feza1 dATIRH, ARINTIN LTINS,
LIANWO! 1936U WAL, hunul e

oo o

S9e nszUAS
AAING WHlL N1

5% LAz, N3N AFANS,
sian Unaduen, i davee

18807 NINBY
AMAR 1H9sIe

ANz TAT AT RIAINTAUNNIING 188
Wt 51a130%

AISANYIAT BT NATINGIAETINANNAG
UWHIA  STNAM
A uns 2

AL “AAT AT NHIINGIRENAAE
a3l Aunwaasile

aueusnisladaunoand  ninrgalng
N ORRIAEY

a a o

YUMINT YUEUNAIRIh

q @ R

o

UNYIMAZINGS WEAR

9

11849 °ﬂﬁfﬂmLLa$5’qu WA NININGIAT ASNISWANE

N mjuﬁmﬁﬂ F151871209U5s A Ne WNEIUAZINGL WA

NsNINeIA asnsuwnd Zoalsane1unatnanAusIgs wWwnys 11000
Ins. 0-2951-0503 1ns 15 0-2580-5733

aasiar antn  Uaz 240 um (3 Qi)

Yagilsy e

1. 1w aimeunsuauaninguinvmneiaesUsanalng anznssnn1sinriae
asUszinalnguazAnizounssHNsAAeIiag

2. 1 uwaAnNimilunsUsulgeilassenzessinsssmanazsinsengasUssindlne

3. WeuWIANH3IFe0E1 Ineren mSnnsuwnduazizinisiiieldas

4. Iw anadluniae asanadafinsasgdlduazdinviisiengasssmalne







UITMNENMIUDAY

o Ay o A o a s Y o A < a
155101170 22 AU 1 et ueunaNmINUTAURITY Soenanmendamsat leTaululszmelne
4 o = a | a 19 o 1< a
Tas ngy. AMA _3udna waz an. wdna  unswdyd HumsAnmnanmedadusiouiamwsaii Ty Tau
] v A v
udaznemmsane luuduiied 2551 ualuasaiild 'winedainlsanerviavessgnlszna uag 'y
o [ a o o 1 A 1 o a o
@1061991n I59umanemeludsema 1uIusIN 50 @19819 1agnsnIn euATARUMMSIANTIEH LY
a 7 @ a o o w 5 o o o 1 ' o o o
AT AT IuidelSnadie 1y AN 1 NeUeIAleT AYARNEIY LagMIazawURIRIT T
P & . H A . Iy o aa 2y o A =
wamsanyvziuedialniy  wsadamuen 1dluunany wennaidalinusduniy 15ea mMIfnm
< an = a a /A o
Aumwvoe e lnassuluiesnaalaguie 17 1@ qnigan wazng. 101 5500 MngudImedn as
4 a [3 < a o o 1 o a o
msunndi 2 wwvgylan Idimsanuguamvessudialnaddu Tuau 46 @961 1IATIINTIZHIN
a o o w a o o @ o w AN A o o
Ysuaden "dy Usmams aweda tazany 11 wevesdie 1y TaglHaimiizHiasinagnATgIl
@1NAT18 British Pharmacopoeia 2008 (BP 2008) #an13n3393AT1zHazr unaains o li desdamuluunany
A 9 1< A W o Aa o d 2 a o 99 ~ aa a J o
wagi3ed ameihuses “dnIneen asmsunndnesaes szl 25597 awnyaiFnsuIneisn asmsunng
v v 9 '
I8s5uTRImstadesaiaininem asmsunndifesaoadaudll wa. 2558 iedagiosayaainsluiems
a s 7 YAy Yo v o a 7 S a o Y 7
newn asmaunnd Tagdn1dsuseiainineren asmsunndinosaoa Usz9il 2559 ldun M as1915d
Y
Mosaga weounndlszt 53 newssy lulem #1735 13 15 JveFayiesd laemsiinlseiauay
° Yy a ' 19 YY1 9 A I Ya A 1 ~
panulumsmauddnmsvesii wuweuns lideldns lugzinududsisuauag finsg
AUAINIIE 01 MItammewedlszmslng msia 1swwIgIUeUTou Fanuang laauiumsae
osvauilgiu meldmsautiuauves ninsuaziag waa
° o A Ay vy ~ o A Y v T o o o I ] A A
WSy s ldaamzidon das wndn Budimanguiamae wzda s sl dawinegh
y Yy 1 94 4 ! o A A o . .
TaudaTd udn ulaielu uvesns sadvidiuanyiemsievetlszmalng (Thai Pharmacopoeia) 590
famsmnasgiuer yu'lnslne (Thai Herbal Pharmacopoeia) 1W13ndAaae lannguiammsievetszme lng
o w o a @ Y] 4
ninowaziag waa vemuInsdmd 02 9510503 Naiulunaymsnie wnsoalvaauuuvlesy
v Y 1]
Ty “a%elan http://dmsc2.dmsc.moph.go.th/webroot/drug/PRODUCTS/form/TP_order_form.pdf
4 1]
AMeliaauzussanims 15M5eIVeVoUAURNUNIU (Reviewer) Nlannsan Idmuuzihuay
o uouuzAuntuUNANURBUAERIIHOLNS VoveuRuATounauAwsLnIHaBuANe MY 50

Ce

i v Y
Werumninud 11y yuanTasaaea inwuderanaialszmslanenuzussanimsa desveadont w il

De =S

Rl



15078y

a J Y
HWUEAMRVY Original Article

<< gumwoniiamsaii Ty Taululszmalne
(The Quality of Prednisolone Tablets in Thailand) ..........ccecereiiririiiiiieieeeeee et 1

<3 aa
<< M3AnInaMNUeI e Inassuluiownain
(Quality of CoIChIiCINE TADIELS)......ecue weeeiiitiet ettt ettt ettt ettt b et e et e b e ebe e b e e aee s e beebeebeeneensenseebeeseens 9

unaNNdans Miscellaneous

v a J o a o &
<< WD ATMITUNNINITATA UTZTTL 2559 15



9619181 7 22 aUUT 1 unTAN-wIEn 2550 1
a (% o
HNUBAURUY
Original Article

aamwensiamsailslawlulszmalng
(The Quality of Prednisolone Tablets in Thailand)
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Abstract Prednisolone is a synthetic glucocorticoid drug and prednisolone tablet is in the National List of
Essential Medicines 2014. In the fiscal year 2008, a study on pharmaceutical quality of prednisolone tablets were
conducted. 3 samples out of 48 samples did not comply with pharmacopeial specification. In the fiscal year
2014, pharmaceutical quality of prednisolone tablets was re-evaluated. Bureau of Drug and Narcotic randomly
collected 11 samples from public hospitals, while 38 samples were directly collected from local manufacturers
and 1 sample from an importer by Thai Food and Drug Administration. A total of 50 samples consisted of
2.5-mg and 5-mg tablets from 40 registration numbers. The samples were evaluated according to the United
States Pharmacopeia specification (USP 36) for assay, content uniformity and dissolution. The method was
verified prior to sample testing. The results showed that 48 samples (96.0%) complied with pharmacopeial
specification but 2 samples did not. It can be concluded that most of prednisolone tablets in Thailand have
satisfactory pharmaceutical characteristics.

Key words : prednisolone tablets, quality
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High Performance Liquid Chromatography : Agilent 1100 series (Agilent Technologies, USA); Dissolution
Tester : Vankel Model VK7000 (Vankel, USA); Analytical Balance : Mettler Toledo Model AT261 ilag Mettler
Toledo Model MX5 (Mettler Toledo, Switzerland)
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Butyl Chloride, HPLC grade (ACROS,USA); Tetrahydrofuran, HPLC grade (Carlo Erba, Switzerland); Metha-
nol, HPLC grade (Macron, USA); Chloroform, HPLC grade (Carlo Erba, Switzerland); Glacial Acetic Acid, AR grade
(Carlo Erba, Switzerland)

1INNIZU

Prednisolone reference standard Lot No. N1J277 (USP Reference standard, USA)

Betamethasone working standard Batch No. BB004/0214 (Symbiotica, Malaysia)

Prednisolone working standard Control. No. WSP48-4/55 (DMSc Reference standard, Thailand)
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Fa 15119597 Betamethasone 250 Jaaniu aslu volumetric flask Y11A 500 U0AAAT AZAWAY tetrahy-
drofuran 911U 50 Jaaans L!gﬂﬂgﬂﬂ%?iJMﬂQ{’JEl water-saturated chloroform

MSIASEN 15AZALINATHIY

F1 193A3911 Prednisolone USPRS 8¢19azi8a Uszunar 10 Haansy aely volumetric flask vi1a 100
§03303 a2 0@0 methanol $119% 5.0 TAAAAT MINTUAY 150210 internal standard 1M 20.0 TaaaAs &
Y5u511a514A5UA8 water-saturated chloroform iﬂﬂ‘lfu N304AY syringe filter ¥ia nylon YU1® 0.22 ?m
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chloroform 1 glass beads anties 1hdedie g 30 1 miunsesdie syringe filter ¥UA nylon YUIA 0.22
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Mobile phase butyl chloride : water-saturated butyl chloride : tetrahydrofuran: methanol :
glacial acetic acid (95:95:14:7:6)
Detector UV 254 nm
Column Hypersil® BDS L3 4.6-mmx 25 c¢cm; 5um
Flow rate 1 ml/minute
Injection volume 10w
System suitability - Relative retention time U4 Betamethasone 118 Prednisolone 1321124 0.7
Haz 1.0 guaIay
- Resolution (R) 3¥11979 Betamethasone 1182 Prednisolone lifesnin 3.5
_ %RSD voamsaad 5 asaliifu 2.0%
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100 fiadan3 A2a10810 methanol 18ADBIU Prednisolone azatovua udaimlSinaslinsudion 1nitu
Tla 13azareild v 5.0 Hadans aely volumetric flask VA 100 faaansuazdiulsinesliasudie
1h 1811309890 full flow filter ¥iia PTFE v11a 10 um
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Repeatability %RSD < 2.0%
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(Quality of Colchicine Tablets in Thailand)
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Abstract Forty-six samples of Colchicine Tablets were analysed for content of active ingredients, related

substances and uniformity of content according to the requirements of BP 2008. The study was performed by
Regional Medical Sciences Center 2, Phisanulok. All of the tested samples passed the tests for content of

active ingredients and uniformity of content of BP 2008. Three samples (6.7%) failed to meet the standard
requirement for related substances. The results will be taken into consideration for consumer protection and

quality information to purchase of medicines in the future.

Keywords : Quality of drugs, Colchicine Tablets
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2.7 9

2.1 15ndinay 1IN
2.1.1 Absolute ethanol (AR grade) wﬁmﬁmcﬁmm CARLO ERBA
2.1.2 Chloroform (AR grade) wamﬁ’mvﬁmm LAB-SCAN
2.1.3 Ammonia (AR grade) Waﬁﬁmﬁﬂﬂﬂ J.T. Baker
2.1.4 Acetone (AR grade) wﬁﬂﬁmcﬁmm Merck
2.1.51,2-dichloroethane (AR grade) waﬁﬁmcﬁmm Merck

2.2 n3eaileuazaUnssl
2.2.1 m?'m UV-VISIBLE Spectrophotometer, model UV 2450
2.2.2!,?1?'636]?%1358@ 3 AUHU (Precisa Model 500M-2000C)
2.2.3!,?1?'63610;1061358@ 4 AU (Mettler Toledo AB104-S)
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