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(Finished product specification)

NAME OF PrOGUCT. ..ot
F Y ol 01T T =T ot T PPN
Test Requirement Method
Indentification uXedauazninsngen
PRI R PRTTRNEAVER
“LUUTEAzReR ¢

Assay WA %LA. (MATEIN 1 AWK LOUUUUURRRR
niauudagasluananaiy

Weight per unit udaiilutag uXadniflueniedeed unit

Weight variation LL44 percentage deviation (BP) LL’%’Q%@LL@WﬁWﬁW?WWﬁ?@
178 U449 meet the requirements “uuueaziaen © Gl
(USP) lumngnen

Content uniformity LAY meet the requirements . PRI
(BP or USP)

Dissolution uaY %Q uazaan LORURRRRN

PH (ETUBNENGBE

FEY SOVENE MATAMIHN e e

WNdUOB SOIUON

fnel)

......... etC..oooii,

a7l shelf—life  w¥aw storage condition (NITUANNIMAABLIAIINAIEN)
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AatNLLLAgUN1snAgaL Method Validation

1. Accuracy (Spiked placebo)
11 Wudsaazduaiadesine fil

- Stock standard solution

- Standard preparation

- Spiked placebo sample preparation
sl Standard Liunasfiet/lugag 50-150% 189 Piannuiudelidsniname
(Expected value) a4lu Placebo ﬁmquwhﬁ?zqsluﬁ‘ﬁﬁmmzﬁ (A)

- Standard preparation for the system linearity (slmj"ax‘i 50-150% of Expected value)

1.2 Lang Nﬂﬂqﬁmﬂ@ﬂlﬂugﬂmqi’m

Analysis IEr VLl Quantity added Responses Quantity found % Recovery
No. Placebo (mg) (mg)
1 A
2 A
3 A
4 A
5 A
Average |  .........
RSD % | ...

Acceptance criteria

Mean recovery, Range............ %

2. Linearity (method)
2.1 LapINIINIZUIN mg added Wag mg found

2.2 ANWINLAN correlation coefficient (1) Az ANN1T y= ax+b

3. Precision (Repeatability)
3.1 NN19AINTUFIDENNARA U AINAFAATIZHANUIU 6 T (n=6)
3.2 THud9reasidenreIn1ImnadaL

3.3 LARASHANITIATITTUILIAN91
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Sample Concentration Responses %LA (£ SD)
(per ml) (mean + SD)
1
2
3
4
5
6
Average
+SD
RSD (%)

Acceptance criteria

% RSDnmt. oo

4. Linearity and Range (system)
1.1 meanidemmLiu%’ummimm‘gmﬁum response (calibration curve)
1.2 WAMNANNNT Y = ax+b (a = slope, b = intercept)
1.3 W&PNAN correlation coefficient (r)

14 LL@@QN@ﬂ’]‘iV]@@@HELugﬂW]?’N

No. Concentration Responses_+ SD

1

2
3
4
5

Acceptance criteria
Correlation coefficient (r) nlt. .................
5. Specificity test
Lmm%’@HaiﬁﬁudﬂmﬁmﬁﬁﬁmﬁLmﬁm‘”l,aiwumﬁummm product excipient, #4174a18I50

- s
1198 reagent N4
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1.1 Thai Pharmacopoeia (TP) Volume 1, Part1 Was Part 2
1.2 The United States Pharmacopoeia (USP XXII ag USP 23) LazeifUfuAY
1.3 British Pharmacopoeia (BP 1988 llaz BP1993) LaN 1 UWAZLAN 2 LazeTILAY
1.4 British Pharmacopoeia (Veterinary) @11l W.#.1985 Lazaifudiu Gy

o

1.5 International Pharmacopoeia ANHATIA 3 LazatiuLisiFs

2. fsnenau o
2.1 European Pharmacopoeia
2.2 Japan Pharmacopoeia
2.3 Official methods of analysis of the Association of Official Analytical Chemists (AOAC)
2.4 9M13A19LAZLeNAN9718989ANNTRKNNe Tan

S o = ot @ o o
2.5 q1ransiineaiungilAIzvTaluneaniy

182



wULRFUNTANEHIAMNASRNWLRINARAUTIEN

n. dayanaliuain@nimui (General product information)

1. 38 (Name of ArUG PrOAUCE) ...

a o

AUTHNEUAG (Name of MaNUFACIUET)............oioiiiiiiieececee e

=)

[

2

3 gﬂLLUULL@ZQmﬁ’]?U (Dosage form and fomulation)...............cooooiiiii
4. AR (LAblliNg) ...
5

‘]_I‘a“’a““’gﬁm"ﬁ(Container/closure) LLf%’mﬂmmm ......................................................

2. ANUUALREITNARAL (Specification and test methodology information)

fndanimaaay danvua 2R
(Parameters) (Requirement) (Test method)
1. Appearance visual ; Test method no...
2. Strength %la HPLC ; Test method no...
orUSP23p..cccciinini.
3. Degradation product P % TLC ; Test method no.....
A etC..vviiinn.
A. WHUNISNAFDLBAZANIEANAFAL (Study design/condition)
1. faethafiunmnagey
aju*ﬁmam Tuinan PUAKAR TUATRITUNAR
(Batch Number) (Date of manu) (Batch size) (Type of batch)
L
2 e s
S s

NG ¢ STYTHATRITUNESR (FUNARDY, FUNARBINGR, FUNARAMUNE) (Experimental, pilot

scale, production scale)

2. msﬂgﬁmeﬁ (Container/closure) mmm*ﬁ'ﬁﬁmmmu .......................................................

3. @"mfsumifammﬁq@ﬂﬂqﬁ@@ﬂﬁﬂmmmmumezqdﬂ lunnsmasauusaziievizasaniv
(Number of dosage units selected and whether tests were conducted on individual units or

on composites of INAIVIAUAl UNITS). .. ...
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4. 32UZAL (SAMPING PIAN). .o,
Accelerated test : MONTN. ...
Long-Term test 1 MONTIN. ...

5. nInagdeunerasazateinneuld vise nanaadlald (Reconstituted or opening)

LONG-TeIM St L Y ..t
6. ?zﬂmmﬁ'mmﬂ%ﬁﬂm (Expected duration).........c.oooiiiiii e
Accelerated test : ..... months
Long-Term test :........ months
7. AN19TNNTHL (Storage CoNAItioN). ... ..vi e
Accelerate test :................. Coveeee %RH
Long-Termtest: ................. Coii %RH
9. ﬁ'ﬂgamimmaau (Stability data) @[5]’1‘3"1\‘1‘171' ............... N
a. mMsulanauazagil (Data analysis and conclusion)...............ccooooviiiiiiiiiiiie,
ﬂmmﬂ%ﬁ%mm (Tentative shelf-life)........... A TERTUOTT AR
anen9ld (shelf-life)........... Yo AR
WASTRANFT oo
astedTudifomnng. Tl /25,
(Responsible officer) (Date)

* AINIRALUWINIINIALD EUANNAIENINTeIAFuEn lunnsreluiusesiinisauRN A
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