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Bam Leflunomide 20 mg tablet
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1. \lueiafaufsy (Film coated tablet) #1mSUSUILSENw
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1.5 maenddy 90.0 - 110.0% of the L.A. of Leflunomide

2.Identification : ATITHIU

3.Dissolution Test 1 : ugaymsazarelitkaunin 80%(Q) of the L.A. of
Leflunomide wiaa1 30 wifl

_ %o

_Te.r;_tzﬁz ugasmsazansliteundn 75%(Q) of the L.A. of
Leflunomide Tuiaan 30 Wi

4 Related substances -Leflunomide related compound A : NMT 0.1%
-Leflunomide related compound B : NMT 3.5%
-Leflunomide related compound C : NMT 0.2%
-Individual impurities : NMT 0.2%
-Total impurities : NMT 4.0%

5.Uniformity of dosage units ATITN

(Content uniformity)
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naansianuntunsaiouly {finished product specification) nsrﬁﬁagszijmﬂﬂsuuuﬂm tluRuda
zdpdunuana IR LIMWENEMTYaun L (8.5) awsaal finished product specification Waz/n3s Drug
substance specification
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4. ﬁ*nmmwn'ﬂmanmsqmﬁnummmm'-?imuaﬁm
4.1 mamIanRiaTeiauN KA IITYa AR (Certification of analysis) 'lums;uﬁzmﬁuéﬁatm ‘
'l.umstauw’mmn;j"wﬁmmvﬁamnv\mmmﬂuﬁ'nszmwmmsmqm%’maa
4.2 HANIATINAATIERAUMNIAYAL (Raw material) maaeﬁmﬁm"mﬁ'l’&'lummﬁmm ﬁvwmpinﬁmm
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- o X 2
Leflunomide @334 '

ARANLANWINAUA : e UsSP s T - BP2013
1450 mAnEAY 98.0-102.0% of Leflunomide 98.0-102.0% of Leflunomide
(Calculated on the dried basis) (Calculated on the dried basis)
2.Identification AT A%
3.Melting range 164° to 168° -
4 Loss on drying NMT 0.5% NMT 0.3%
5.Residue on ignition NMT 0.1% -
6.Heavy metals NMT 20 ppm NMT 20 ppm
7.Limit of leflunomide related NMT 0.02% NMT 0.01%
compound A
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T

BP 20131

8.Chromatographic purity

-5-Methylisoxazole-carboxylic acid :
NMT 0.1%

-Leflunomide related compound B :
NMT 0.3%
-N-(2-Trifluoromethylphenyl)-5-
methylisoxazole-4-carboxomide :

NMT 0.1%

By Liquid chromatography
-Impurity B : NMT 0.3%

-Sum of impurities C and E :
NMT 0.1%

-Unspecified impurities : For each
impurity NMT 0.1%

-Sum of impurities other than B :

-2-Cyano-acetic acid-(4'-trifluoromethyl) | NMT 0.2% |
-anilide : NMT 0.1% -Disregard limit : NMT O.LS%
-Leflunomide related compound C :
NMT 0.1%

-Any other individual impurity :

NMT 0.1%

-Total impurities(excluding leflunomide
related compound B and C) :

NMT 0.2%

-Total impurities : NMT 0.4%

9.Sulfated ash - NMT 0.1%
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Zam Risedronate sodium 35 mg tablet
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1. ilusudie infauAsa (Fim-coated tablet) §wTUsUlsznn
2. 1w 1 e Usznaudau@aen Risedronate sodium 35 mg
3. usnaluusvagiiifivaWand w3a blister pack Yasruamudwle
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. o X
Risedronate sodium @3

: amauifnmaiia fo R USP 35
1. YInmasendnty 98.0-102.0% of Risedronate sodium (Calculated on the anhydrous basis) ’
2. Identification AT URILTT Infrared Absorption
3. Water NMT 11.9% - 13.9%
4, Loss on drying 5.5% - 7.5%
5. Heavy metals NMT 20 ppm
6. Related compounds 1. Any individual impurity : NMT 0.10%
2. Risedronate Related compound B : NMT 0.10%
3. Individual impurities : NMT 0.10%
4. Total impurities : NMT 0.50%
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57801150 4 Zoledronic acid 5 mg/100 mL solution for infusion
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#oen  Zoledronic acid 5 mg/100 mL solution for infusion

amdanianaly |
1. umsszasdnannde 1a siewdeulfdmiuneadmasmdoad (Solution for Intravenous infusion)
2. lu1 MIULVINY ilsznaudat Zoledronic acid monohydrate ‘ﬁ'mlgaﬁ'u Zoledronic acid 5 mgT'lumia:mU
Y3195 100 ml
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3. umlumausussisndadnenngelasiin
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4. amnszy - forn dmvsznoudanddguszanaus Tunda uiuey wafikde wazinnadoudisy
1 Hedhitaiauunusnimed
[ A 3 A Ll v o L Qs :
- puMTuzUITEnde adhakasdasszyfasn SudsznaudmmERY AW TUFUD1Y uAz
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am 5a™® i official luunddn 4 1 v i3l
amauiamanena  (la Official lunawsdnsh USP 35, BP 2013 @sameznssunisy Miduenasdredlu

M MANBIzIANIZYaIEN)

1. YSunmasdegy 95.0 - 105.0% L.A. of Zoledronic acid

2. Identification mi’mmumuﬁnq‘lu Finished product specification
3. pH? 6-7

4. Sterility AU

5. Bacterial endotoxins mmﬁ'}umuﬁizq‘lu Finished product specification
6. Particulate matter ATIVHIU

-au@ =10 pm Litiu 6,000/container

-awIa =25 pm Litiu 600/container

7. Appearance of the solution Clear and Colorless
@

8. Related substance Any unspecified degradation product : NMT 0.2%

Total degradation product : NMT 0.4%

9. Volume in container NLT 100 mL
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1. ﬁ'ummwri’umanmsn‘ﬁ‘lﬂ"%'uagtty'm’il’uml.ﬁuuéiﬁ'umﬁaﬁmﬁm’luﬂs:ma‘lﬂu Uasd LA (declane) UWEINAS
1.1 'luﬁ'lﬁ’tyms'ifumtﬁuue’hs”um (8.2 N8.3 N4 UNILANTTH)
1.1.1 luns@nduenfindaludszineng nansds no.2
11.2 1unsrﬁ°?'itﬂumﬁ’1ume“an'ﬁuﬁomsq nanoiie nw.3
1.1.3 lunsdimdusiidhenansdssing wanods ne.4
1.2 lwéwetwnzdouen vt wie 8.1 Tasenfiauaman winamgazdgaiatanmInuguaTINTaIKE AN T
m’mﬁ’i‘ruﬂ:l,ﬁﬂuvl'f (finished product specification) Llﬂ:iﬂﬁﬂnuﬂqmn’]wmmfmqﬁu (Drug substance
specification) nsrﬁﬁa;liﬁzwi'mn'mﬂsfJuLuJaaun"1.'uLﬁutamzﬁmuumanmw?aﬁ'n.mmwri'mmwauﬁ"lm (8.5)
A finished product specification
2. LN TILTNININTFIUNTINAAL
2.1 nsdnegudalwsznalng Kudadaslidnmwieniifesisasmnasumsniamanunaninost
"J‘f'msﬁﬁlummammmaom:mwmmsmqm (GMP %38 GMP/PICs) lunaaaenfitanaiey
2.2 nsdifiingninghondesene grdadasiidmmwiianiafasuseanasiuniniaeana
vsé"nmmﬁﬁmiﬁﬁlumwﬁmmmaaﬂssmmjnﬁm %38 Certificate of pharmaceutical products
3. aﬁLunmwn'wmanm‘sqmﬁ'nwmmaamﬁtauaﬁm
3.1 Hananla TR HNEa v EHAR (Certification of analysis) 'lumiuﬁa’uﬂuﬁ":aahdu
msn.auamua1nc§w§wn?amn%ﬂ1umuﬁuﬁ'nsznsnmmsmqw%’usao
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5. mﬁtaua@Taatﬂumﬁﬁ%ﬁ’mﬂmgwﬁw‘i'a;jl.muii']minu (LEAILBNRTITIUTDN)
6. msﬂs:ﬁ'uqmmwmﬁa’wau (uaaslan&1IN13IUUTENN)
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7. laNENTOUY
7.1 FUWILRNINEMIANBIANAIRIVDIEN (Stability data)
aX a ' [ ' - . A
7.1.1 lunsdlunzifoueraannnid 2 9 sxdasdduningionanisansn Long term stability @ unfu
wRadulunzidousnuugas
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7.1.2 lunsdidunadousnantasnit 2 9 sxdasfidummueonamsdnsananIeaasnauiiy
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1 = General requirement Y8ILNFTATUFIAIL Finished product Juuuuen Injections (Parenteral preparations)
2 = Requirement specification U238N@ULLY
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