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1. Finish product specification’” (1 Official lundwdnsu USP 35, BP 2013 dsanienssumsy Whidu

nasgaBilunisiaruansnsianzya )

1. USumaaendnmy

90.0 - 110.0 % L.A.

of Voriconazole

2. ldentification test

' ]
AR MemaniTzyl

4 Finished product specification

3. Dissolution

asarimaufiszyl

W Finished product specification

of mass (weight)

4. Weight variation %30 Uniformity

AR Iefiszyl

% Finished product specification

2. Drug substance specification

(2:(3)

quaianInaia

usp 35

BP.2013

1. Uunmsendingy

97.5 - 102.0% of Voriconazole

(Calculated on the anhydrous and solvent-free

97.5 - 102.0% of Voriconazole

(anhydrous substance)

basis)
2. |dentification ATIIU PIIIEIU
3. Crystallinity ATITU -
4. Appearance of - Clear and colourless
solution
5. Sterility AN -
6. Residue on ignition NMT 0.1% -
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2. Drug substance specification

243) ( @ a)

ananlnwinaiia

USP35

BP 2013

7. Bacterial Endotoxins

NMT 0.2 USP Endotoxin Unit/mg of

Voriconazole

NMT than 0.2 [lU/mg

8. Impurity D

NMT 0.2%

9. impurity E

NMT 0.10%

10. Related substances

- Voriconazole related compound C : NMT 0.2%
- Voriconazole related compound D : NMT 0.1%
- Any unspecified impurity : 0.1%

- Total impurities : 0.5%

- Impurities A,B,C : for each impurity, NMT 0.15%
- Unspecified impurities : for each impurity,
NMT 0.10%

- Sum of impurities A, B, C, D, E and
unspecified impurities : NMT 0.5%

11. Voriconazole related | NMT 0.1% -
compound F

12. Voriconazole related | NMT 0.2% -
compound B

13. Heavy metals NMT 10 ppm NMT 10 ppm

14. Water NMT 0.4% NMT 0.4%

15. Sulfated ash - NMT 0.1%
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1. Finish product specification'” (i Official lundsd1$1 USP 35, BP 2013 Hannienssunss 1l

Lanm‘sa”wﬁo‘lumﬁmﬁwqmé‘nwm:mm:'uaom)

1. dSunaaasndag 90.0 - 110.0% L.A. of Voriconazole

, 3
2. ldentification mnmuma\mszq‘lu Finished product specification
3. Particulate matter mi‘nmumuﬁiquu Finished product specification

-9w1@ > 10 um LA 6,000/container
-au1e > 25 pm laitin 600/container

4. Weight variation n3a Uniformity of mass msmdwumuﬁszq’lu Finished product specification
5. Sterility mswmumuw“s:q'lu Finished product specification
6. Bacterial endotoxins mi’swi'mmuﬁi:qlu Finished product specification
7. Water content m’sﬁ]ﬁ’mmu‘ﬁ'i:qlu Finished product specification
8. pH m’mm”mmuﬁszq‘lu Finished product specification
9. Constituted solution @li’:ﬁ]&i’lum&lﬁizq.lu Finished product specification
2. Drug substance specification @
ammniGmanaiia ‘ usP 35 BP 2013
1 USunudmday 97.5 - 102.0% of Voriconazole 97.5 - 102.0% of Voriconazole
(Calculated on the anhydrous and solvent-free | (anhydrous substance)
basis)
2. Identification AU AU
(m%‘a)..................g.‘f .............................................. UzmuamenIsunig
tj\ wwgiafion feasud) \\
(m%a) ................... - ...................... nIINN (aa%a) ................................................ nITUNIT
(Wwird yas) (WWRINTT mgyawiang)
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2. Drug substance specification “® (da)

AmmniAnmena USP 35 BP 2013
3. Crystallinity ATIWY -
4. Appearance of solution - Clear and colourless
5. Sterility ATIU -
6. Residue on ignition NMT 0.1% -

7. Bacterial Endotoxins

NMT 0.2 USP Endotoxin Unit/mg of

Voriconazole

NMT than 0.2 {U/mg

8. Impurity D

NMT 0.2%

9. Impurity E

NMT 0.10%

10. Related substances

- Voriconazole related compound C : NMT 0.2%
- Voriconazole related compound D : NMT 0.1%
- Any unspecified impurity : 0.1%

- Total impurities : 0.5%

- Impurities A,B,C : for each impurity, NMT 0.15%
- Unspecified impurities : for each impurity,
NMT 0.10%

- Sum of impurities A, B, C, D, E and
unspecified impurities : NMT 0.5%

11. Voriconazole related NMT 0.1% -
compound F

12. Voriconazole related NMT 0.2% -
compound B

13. Heavy metals NMT 10 ppm NMT 10 ppm

14. Water NMT 0.4% NMT 0.4%

15. Sulfated ash - NMT 0.1%
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1 = General requirement TaILNFBATU&AIL Finished product 3UuVY Injections
(Parenteral preparations)
2 = The United states Pharmacopeia 35
3 = British pharmacopoeia 2013
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%o Ceftazidime 1 g for injection
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2. Tu 1 Vial Usznause@aen Ceftazidime pentahydrate FIRNUANLU Ceftazidime 1 g Us: Sodium carbonate
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1. Finish product specificationm‘(z’
AMANTANMIMAKA USP 35 BP 2013
1. STy ® 90.0-105.0% of the L.A.of Ceftazidime on |® 93.0-105.0% of the LA. of Ceftazidime
the dried and sodium carbonate - free dried and carbonate - free substance)
basis ® 8.0-10.0% W/W of anhydrous sodium
©90.0-120.0% of the L.A. of Ceftazidime rarbonate
2. Identification AT AN
3. Bacterial endotoxins NMT 0.1 USP Endotoxin Unit/mg of NMT 0.1 IU/mg of ceftazidime
Ceftazidime
4. Sterility ATAIIHW AT
5. pH 50-75 ' 50-75
6. Loss on drying NMT 13.5% of its weight NMT 13.5% of its weight
7. Uniformity of dosage ATV AT
unit
8. Constitution solution ATIHW ATIVHE
........................... é/ e USTTIUADATNIIUNNS
wwgiaden feasmud) \ -
nITUNNT CRcr) P \l\ ................. nIINNT
(W193dh Yasny) (WNEMINTT MyIwia)

windi1/sne msﬁ;qmﬁsozlzsss




(12)

1. Finish product specification' "' (sia)
AMFNTANIINAKA USP 35 BP 2013
9. Particulate matter ATITHU AU
- W@ > 10 pm laitin
6,000/container
-aw1@ > 25 ym lifiu
600/container
10. Limit of pyridine NMT 0.4% NMT 0.3%
11. Related substances - - Impurity A,B or G : for each impurity
: NMT 0.2%
- Unspecified impurities : for each impurity
: NMT 0.1%
- Total : NMT 1.0%
2. Drug substance specification "*?
AMANIANMIINARA USP 35 BP 2013

1. Sanmaandaty

95.0 - 102.0% of Ceftazidime

(Calculated on the dried basis)

95.0 - 102.0% of Ceftazidime
(Calculated on the dried basis)

2. {dentification ATIHIU ATIWU

3. Crystallinity ATIWU -

4. Sterility ATINIU -

5. pH 3.0 -4.0 3.0-4.0

6. Loss on drying / Water content 13.0% - 15.0% 13.0% - 15.0%

7. Bacterial endotoxins NMT 0.1 USP Endotoxin Unit/mg of NMT than 0.10 1U/mg
Ceftazidime

8. Appearance of solution - ATIVHIH

9. Impurity F - NMT 500 ppm

10. Related substances

By liquid chromatography

- Impurities A,B,G : for each impunty, NMT 0.2%
- Unspecified impurities : for each impurity,
NMT 0.1%

-Total : NMT 1.0%

11. Heavy metals

NMT 20 ppm

HABUNG ni!ﬁfﬁlqa uilu Ceftazidime pentahydrate with sodium carbonate Wsinoeida 5 (pH :5-7.5), 706 (Loss on drying / Water :

NMT 13.5%) lagldanafienzdamunasinuaui@manaiinvassdiiagy oniun1saiiewada Uniformity of dosage unit,

Constitution solution L8z Particulate matter

(W33 1YaI917)

U uA e NITUNIT

nIvuNIe

(@WNEMINT3 mMgyawiail)

uﬁﬂﬁZIﬁumsﬁ}qﬂﬁBoznsss




Gonludu g
1. fi’umn"nwd'ml.anmsms‘leﬁ‘umgnpm'fuml,ﬁum‘h%'umLﬁaa"mmU'luﬂszmsﬂvlm Uad1Ua9 (declare) UREINRS
1.1 lwidgmyiunaioudsum me.2 ne.3 no.4 ududnd)
1.1.1 lwnsdifiduerfinfalutsznelng wanaiis no.2
112 1unszﬁﬁtﬂummnT’nﬁammﬂwsﬁg nuee Ne.3
1.1.3 luns@fduentdransratssing wanofs no.4
12 ludwatunzifonsn no.1 wis 0.1 289 fianana wiunpanBuanatanmIniuuamniwssandaniud
anundunzifowly (finished product specification) nsr‘iﬁagﬁmhanmﬂﬁwuﬂmmﬂmLﬁuLﬁua:@TaaLLuULanms
Auwnnntnennsuawn (8.5) WWSaY finished product specification WAz Drug substance specification
2. LANATILIDINATFIUNTHANLN
2.1 padnenuAalszanalng cswam"aoﬁa‘hmewn'wwﬁfqﬁa%'mmmmpumswﬁmmmwé‘nmm‘ﬁ’a'ﬁ'msﬁﬁlums
HRALNYBINTTNTIEITIAY (GMP Wia GMP/PICs) Tunanaenfiawany
2.2 nsdifiugingromnadszna grdadadinmmioniiisusasmnasyunisniaaunaninu
iﬁmﬁﬁﬁ'l,umswammmaoﬂszmmﬂ”mﬁm %38 Certificate of pharmaceutical products
3. a"mmmwmmanmiqmﬁnwmmaamﬁtauaswm
3.1 HaMsasIRIaTIERg A HHA AT Ui HER (Certification of analysis) 1um§uﬁ‘datﬂmﬁamq
3.2 HANIATIIATIERAININIAGAY (Raw material) yasdandenAlFlumniam ﬂ%mao;gwﬁam UazRIHAR
i’mqﬁuﬁnﬂuémﬁmﬁ‘u LLa:LﬂujuLﬁmﬂ”umé"aaa”mﬁa&a (WRAILDNAITIUIDY)
4. ;jtauaﬁmﬁaadoﬁ"mzmmamaﬁaﬂ 3 winusTAMA Fudusunuusasnoaznioaldasuduaufitmue
1uﬁ'aﬁaqmauu°§ﬁ'ﬁ'1ﬂﬁwﬁu
5. m‘?itauaﬁaaLﬁumﬁﬂ%ﬁ'mﬂupjwﬁw%a;‘{me‘imma (LRRNBNRIIIVTDY)
6. msﬂs:ﬁ'uqmmwmﬁdwau (LFABNFIITNTIVYTENW)
6.1 mq’uaamﬁa’mauﬁao"lxiﬁann’h 12 189 RUINIUEINDL
6.2 mv;mmﬁdwau a:éfmdaéwmewdmlu"s”maawamsemaﬁmsw:ﬁm‘éuﬁdwaumaaﬁwﬁm
6.3 ’lunitﬁﬁﬂuamwmsﬁﬁms@@TmzmmﬁaiwauLﬁiadamm?msw:ﬁqmmw whaNTMIITMRIFeae
@2881981 Iﬂmjmm:@i”aadamLﬁ'u5nmmﬁmwﬁﬂmﬂswmsa'amm"’;Lﬂﬂ:ﬁuanﬂuﬁuﬁ@maum‘l’ﬁ'\iwlun'\smw
Sinmeigann lunsdifwuhen liduldenugmanymsans v5dnasdasihoiuindalmifidranaspudaauld
Tsanenwna laligasnl4dole 9 nolu 30 Futuaniuilesuusinnlsmeiua uszsassudnslisuRinsannms
Lauaﬁmméﬁndwwaq@mmLLa:m‘%aQNﬁmluﬂ%@ia'lﬂ
6.4 ;‘il’mua:m’m%’uLﬂﬁ'wml,fiamlnﬁmmmq viaudlaiamaaugmunauinnua
7. LaNETEUY
7.1 lunsdidunatougnunannnia 2  ssdesfidnmnwinenan1sdnen Long term stability anafiduciaida
Tunzidauenuuges

'
o a

ad - @ . v e 8 o  ad
7.2 luﬂimﬂluﬂzluﬂuﬂ'\uquaﬂﬂjq 24 ﬁ]z@la\'ﬂlﬁ'1Lu"]ﬂ’]wn']UNaﬂ"liﬁﬂﬂ"lﬂ?'\uﬂﬂ(ﬂ?’ﬂaﬂ&l'\@]'\uﬁﬁul,wal@]&llu

nedousNILEa LLa:'L@Ti”umimmﬁmaaLaﬂmsmnpjﬁéwmwaoﬁﬁw

TG R L 1) O OO UTERUADRNTINNT
- (wngiafien faasoud)
- Z
(RIBD) oo NTSNNIT (R9B) oo e NIINNTT
(wesril yasn) WHEMINTS Myawianl)

Hﬁ'\?'lslﬁum‘sﬁ?’qﬂﬁBomsss



A Aﬂ. ke . v ar a ko r i
8. Luadi]’lﬂ!,ﬂuﬂ']'ﬂ@]aﬂﬂ:a'\ﬂﬂaul’ﬁ ADIUUULDARITUINIAINUAIAIVYDILINPRAINTIIRSAY LL&:L%‘EWNﬂ’JUﬁ'ﬁWIﬁ
¥ o e v o o8 ve gl [y o [ R o o
m&ﬂ:a&lm&l’liﬂL'IJ’m‘iJ@]’JEJ’leﬂuluﬂ’n&lL’lm‘lmﬂl"ﬁﬂUﬁiJ’JU Laza ax‘lLLaﬂ\ﬁ’ma:LSUﬂ‘Nﬁaﬂﬂa aﬂﬂUﬂﬂJﬂJal‘maﬂmﬁnﬁﬂUUﬂ

9. fundRIFILEYY Sensitivity disc 183 oxoid l¥fLlsswenNaasaaaydyan (Husasanmssbsamsaivayu)

MaNEING : 81989910 1 = The United states Pharmacopeia 35

2 = British pharmacopoeia 2013

A
[GRE L) TS UszruAENITANT
wugintien feasoud)

N3NNI TG 5 L) R S nNIINANT

wWwiril yasm) (WNEMINTS ngawia)

wih4muniiggaiieozizsse



swanﬁaaqmé’numzmmzuuuﬁ'lmanmimsﬁ'ﬁ%mmﬁmﬁm
(82" B02/ 2558
318n7151 4 Raltegravir 400 mg Tablet

aadsznadninauaysiit 1500 7558

Bewn  Raltegravir 400 mg Tablet

ananLana
1dlueudie S wsusudsemu
2. 1u 1 dla Usznaudanaann Raltegravir 400 mg
3. usnglumauzdasdin
4. annwy - Haen FulsEnaLA @R YUATAINNSI TUKER "J'uﬁvumq WwiinRe ussmunadoudrivm
Wathsdaummunussyrioet
- UNUKIEN aaimfam?awzq’ﬁ‘am futlsznauaaendng AN fuéumq uaziATARG®

' @ o as A o v a
@ (la Official lwunddnsy USP 35, BP 2013 dsnmiznssunsy Idwanmssads

AMINTANMINARA
1umsé’@ﬁ1qm§'nummw1waam)

1. USunosenendnm 90.0 - 110.0 % L.A. of Raltegravir

2. Identification test mS'J’aJN"m@l’mﬁi:qlu Finished product specification

3. Dissolution Gli‘aﬁlmumuﬁiquu Finished product specification

4. Weight variation mwmumuﬁlizq‘lu Finished product specification
Ganlodu

1.ﬁm‘mmwmULanmsms‘lv"(%'uagzywmfuﬂ:Lﬁ sudseies minalulszmelng ussduas (declare) UNEINER
1.1 luddymelunadoudiium (ne.2 no.3 no.4 uaIUANTH)

1.1.1 lunsdiiduenfirndaludsanelng nunads ne.2

112 1un7tﬁ°7'ftﬂumﬁ’u'u’1Lﬁ‘amsuﬁomsq ranede ne.3

1.1.3 lunsdiidueniigrnnealszng wanois nes
1.2 ludmaiunzifonen ne.1 wia 0.1 vessnfiauasan w%’amwa:tﬁ'ﬂﬂ%”’a'u"an'ﬁmuquqmmw'uaa
KRR e uR unzdowly (finished product specification) nstﬁ'?'fagﬁ:w.iwnm.ﬂ?iuuuﬂmuﬁ‘lmLﬁ'uLﬁu
azdpsunuanasmmwinensuautly (2.5) snwiay finished product specification Laz/m3a Drug

substance specification

(wrgiafien

(CRE ) W S nIINMT nITNAT

(w93r# yaTI1Y) (WNEMIWTS Myaniand)

m’hﬁ1/sﬁun1'sv“14qﬂﬁ302/2558



2. 1laNATIVIBINATTIUNIIHAALN
2.1 nsdifienudalwszmalng HrdadaslidunmwdeniFosussanaspunri amnaumaninoet
"‘J%'n'rsﬁ'ﬁ'lun'lwﬁe\mmaansxm’ummsmqm (GMP w328 GMP/PICs) lunaiaenfiiauasng
2.2 nadimmdwanindoneotszna griafssdidnmMwtinemiaResusaanaspumInAaay
vcﬁ'nmmﬂvﬁ%msﬁﬁ‘lumswﬁmmmaoﬂszmag{wﬁm %30 Certificate of pharmaceutical products
3. mﬁ'mua@Taol,ﬂumﬁu%ﬁmﬂu;jwﬁm?ag{mui’mﬁnu (LRAILANETILTDI)
4. ﬁwmewri'lmanmsqmé’nwmmaamﬁ'muaswm
4.1 wamwma?m‘mﬁqmmwNﬁ@\ﬁm‘ﬁmaavgwﬁm (Certification of analysis) 'luzn@uﬁa’atﬂuﬁ‘mzin
42 Namsmsw‘imﬂ:ﬁqmmwfmqﬁu (Raw material) maw‘i’amz&m”mvmﬂumwﬁmm vﬁmaaﬁwﬁmm uaz
siwﬁmi’mqﬁuﬁtﬂuimﬁmﬁ'u LLa:Lﬂuimﬁf.nn"uu'w'faar_mﬁm (LEAILBNENTILTBY)
5. @89
5.1 glauana dasdsdradipiatades 3 Wiyt Fududunuusaimoandoeldasutu
mu‘?fﬁmuﬂluv\"ﬁaqmauu”ﬁﬁ'l'z'lﬂi'wﬁu
6. msﬂszn"uqmmwmﬁd\mau (wIaNRITNITUYTEAY)
6.1 mqwaumﬁdmauﬁaa‘hiiaﬂnh 12 1f8a% RUINIUFINBY
6.2 mv;mmﬁa’auau a:ﬁaoﬁoﬁ’ummwmzl'l.u%'maoNanﬁmm’nﬂﬁ:ﬁmjuﬁa’mawaovjnﬁm
6.3 1umtﬁ17'iminuswmsﬁwmsq’u@Taar.i'mm"?‘fa'wamﬁ'adom’;ﬁmﬂ:ﬁqmmw wULTITNITITH
AUITDT8IVRA29E1I80 mej’m'laa:m”aaa’amLﬁ'uSnmmi'mmﬁ'v\mmwmsdwma’:tﬂs'}:ﬁua:tﬂu
sj%'uﬁmaud’fliihﬂlun’msmn?mﬁ:ﬁqmmw lunitﬁﬁwui'xmhitﬂu'lﬂmuqma”numeam: UI¥NITAas
henjuindalnifdnaspussuanlilsimeuis laglifaslssisla 9 aolu 30 Swivaniudlasuuds
NN lTINGLIA u,a:'uaaoauﬁn%‘la&%’uﬁmsm’nmsmuaﬁmmﬂ”\mdnmaqg{mUuasm?a@am‘luﬂ%’vwiavlﬂ
6.4 Qmm:ﬁaa%’mﬂﬁwwﬁam'lna”ummq wiadafemuienanmaiuisznisla g neudnua
7. lanmsiug
7.1 SUUIUFAINANNIANBIAMUAIAIVBILN (Stability data)
7.1.1 lunsdidunadousnunannniy 2 9 sxdasddiuinndionansinm Long term stability auEin
wudnlunsdouenanuans
7.1.2 Wwnsdidunadousnantannt 2 I sxdasfidnunmwinonansdnmauaavassra i
Wi lunzidouenunuans Lta:'ld"‘i'umsmmu%'mauanmsmﬂéﬁé’lmwaaﬁﬁﬂ
72 nydinlldenduuuy dasfivdngmmainisuaaskamsfinen Bioequivalence TaatnfiauaiSuuifisy
fuduuuy lagifnmsdnwdasiduliarundninsfiuazunil judlunrsdnmdruysvasdineu

2
ATUSNITINITRITURSYT NIENTAI ﬁ’]ﬁ'ﬁmq‘ﬂ( )

WA : 8138990
1 = General requirement YaILNFIRVSUAWIL Finished product gﬂmm Tablets
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies uasqﬁamsﬁnm%ﬁﬂs:ﬁn%m

LLGS%’JHNS‘\‘lRﬂmNaﬂﬁm‘YfUW naINIuQuEl AUNNUATANTIUNMIWITUBZEN ns:m'aommsmqw

UTEFIUATUSATINNNT

............... \‘\ NITUNI

(W1s# 1aT319) (WEINEs mgawiang)

nﬁqﬁzmum-sﬁqqaﬁaomsss



