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AENYAZIAWIZ YR8 (Drug Specification)
Vildagliptin 50 mg tablet

1. Foen Vildagliptin 50 mg tablet
2. auaudAnly .

2.1. gluuy gudadmiusulsemu

2.2. doutszneu  1u 1 dinUszneussen Vildagliptin 50 mg

2.3. AYUTUTTY ﬂisaﬂum‘uuz%aﬁw Hosfumsiu

2.4. 28781 | NERIe: ﬁw%amié’w FoansToymeen Tundn Tununon LavTinan Laﬂmﬂaumﬁaﬂwﬁﬂmu

| uUssYiou mLaﬂmsmﬂwmﬁﬂunamm i L
, uwapn: ageTiandesszydantsi %aammmqm YUIRATINUSS ’mema La‘uwwam
2.5 m'ﬁnmaammauumm‘lﬂ

2.5.1. ﬂﬂJE‘iN‘UG]‘UEN Tablet mmmmwa/m*sma% Umversat test mmalﬂu

1 Description/Appearance _ Complied to finished product specification

2 Identification ; % |~ complied to all requirement of all specified procedures in the

test on Reference monograph

3 Assayﬁ I~ | compt ed to speof ic test of Flmshed product
‘ BN (Shelf-life COA only) (3.1)

4 Impuntles / Related substances ,;ﬁk‘} Coﬁf\;’dhed with finished product specuﬂcanon or specific test (3.1)
- Organic lmpurltles f{""i ';" e (maﬁmmuwamaumm’mﬂm Reporting threshold)
(ICH Q38 (R2) - Impurities n drug
products) ?
- Inorganic irﬁpurities

(ICH Q3D (R2) - Guideline for

elemental impurities’);’“ FDA
guidance for industry (Auguét 2018),
USP (41,42) <232>,<233>,<2232>,
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BP supplementary chapter IV Q,

EP general text 5.20)

- Nitrosamine_impurities
(ICH M7 (R2), USP<1&69>,
EP general text 2.5.42,

Guidance for industry)

i

5 Microbial limit test

Complied with finished product specification or specific test (3.1)

6 Dissolutipn test

,,CompLied with finished product speciﬁcé‘cion or specific test (3.1)

7 Uniforr’ﬁity of dosage forms

“Complied with finished product specification or specific test (3.1)

@

2.5.2. auandAves Active Pharmaceutical ingredient finnsuansna/n15ns39 Universal test duialuil

1 Description/Appearance

ivCo’mpUed to Active pharmaceutical ingredient specification

&

- Organic |mpur|t|es

(ICH Q3A (R2) -

substances)
- Inorganic impurities
(ICH Q3D (R2) - Guideline for

elemental impurities), FDA

2 Identification complled to atl requlrement of all speciﬁed procedures in the
test on Reference monograph
3 | Assay ~compl|ed to specn“ ic test of Active pharmaceutlcal ingredient
_ _ (Shelf- llfe COA onLy) (3.2)
4 Impurities / Related substances Comphed to Actrve pharmaceutlcal ingredient specification or

Impurmes in drug

guidance for industry (August 2018),

specnﬁc test (3.2)
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USP (41,42) <232>,<233>,<2232>,

BP supplementary chapter IV Q,
EP general text 5.20) k'
- Residual solvents
(ICH Q3C (R8),,UéP42 <467>,
EP general téxt 5.4,
BP appendix VIII L, JP17
supplement? p.2634-40)
- Nitro%amine impurities
(ICH M7 (R2), USP<1469>,
EP general text 2.5.42,

Ghidance for industry)

5 Enantiomeric purity test 58 ? ’, . ;,Compljed”ftb Ac’:tiVe,pharmaceutical ingred ent or specific test

(if test) o : gl (3.2)

3. ﬁmﬂSJ‘UﬂVI‘NWIFIUH

waﬂ'ﬁm'ﬁnLﬂiﬁuwﬂmmmﬁ‘lﬂ,ﬂmu f‘mshed product specn“catlon Woe active pharmaceutl cal ingredient

Specification ‘V\@NENQ’]ﬂLﬂﬁ‘UG\’ﬁUQ‘UUL@EJ’JﬂU ‘IJﬂl@‘\]WW“LUUUWBHW‘UHQ’\Uﬂmuﬂ‘JiMﬂ’ﬁ’e)"!WﬁLLauEﬂ ﬂi““VﬁNﬁ’]ﬁ’ﬁmﬂ‘U

°

‘VlQ‘ULﬂﬂ‘U(ﬂ’]iUVlI‘U@’NB\W]@QL‘U‘LXQ‘UU‘V!L‘VIEJ'ULVI”M?EIW&J‘H’J’IM ; mma“umw’lmmiwm Gl’mﬂ'i ﬂ’lﬂﬂi‘”ﬂi’mﬁﬂﬁﬁmﬁ%

LiEN iuUG}WiWEﬂ W f.2561 EN'J‘U‘VI 6 ﬁu’ﬂﬂll N. ﬂ 2561 (aﬂﬂﬁ”ﬂﬁﬁluiﬁﬁﬂ‘ﬂﬁ]WULUﬂ‘l‘:ﬂ'J‘Ll‘V' 12 ﬂll.ﬂ'\W'Uﬁ 2562) wag Y
#3101 @UUT2) W.A.2562 aﬁ'nm 3 n3ngew 2562 (aqﬂsumm'l,u'swnamuwﬂwnuw 267 f'iﬂ;pm 2562)
3.1 Speaﬁcatlon of finished product V‘ldagllptm tablet (Nonuoﬁ'"csal in USP 41/ BP 2016/ JP 17)

#o " Test items e _»\%§pecifications

1 | Identification " , K2 ’ Complied Wltl% specification

2 | Assay ’ ~ Complied with specification

3 | Uniformity of dosage unit ‘Complied with specification

4 | Dissolution ‘ il | Complied with specification

5 | Impurities Complied with specification
RUBLIR
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LY

- e Uniformity of dosage units Wag Dissolution TWluulenassisazdeananisnsiadnsizd wndle
wiseazBenfidusiarlilulu coa

- nsdifamzfeundnisiu (Waive) msnmaaeuinsginensllituenasvingiudenanilssu
auilFme - i,
- fsunandefvuaiaraiuatam a9 (f nished product specification) ﬁlﬁ%’uauﬁﬁmﬂ
ﬂmuﬂ’i‘éllmiE)TW]’il,LauFJ’]LLa;[,U’JLﬂi’\“WUENNNﬁG]EJ’]?I’]LS%‘SU‘*ING]@Q@Jmii“‘UGﬂ’iﬂﬂuu,awG\‘S’Jﬁ]ﬂSU‘V]ﬂWJ‘U@G]’]MV]Lﬂﬁ‘UW]SU
fmua e Universal tests uaz Specific tests

- mnl¥ in-house specification ‘L‘wﬁmimmmmm%ﬁlﬁﬂﬂmLﬁauﬁiaﬁwﬁmﬁuamsni'ﬁmmimmmazm
3.2 Specification of active pharmaceutical ingredient (API): Vildagliptin
(Non-official in USP 41/ BP 2016/ JP 17)

4o | Test items ' Speciﬁcationsz .
1 | Identification At e Complied with specificétion
2 | Assay =0 f : ; : 3 1 Complied with speciﬁca‘%ion
3 | Impurities ' e tg RS : ~ Complied with specification
4 | Enantiomer P e e AN Complied with speciﬁcatibn
5 | Loss on drying .. Complied with specification
6 | Sulfated ash E R ; v Complied with specification
7 Particlé size ‘ : _Complied with speciﬁcatib‘n
8 | Microbial test L VCompUed with speciﬂca’qi;on
NUENA: ,18) “

o a w}';t Y v 5 . b Q ¢ v X ( o “w ' M vo
- nadiinanedeuidimsiiu (Waive) nisesingauiiasensenislalituienasudngudnanalesu

- winld in-house specification IiRasanmunasiildeavadeudedinnupngnssunsomsuaze

4. nasildlunsiansan L
Laﬂmsﬁ‘l%ﬂumiﬁmi'w9-1mmwaﬂﬁﬁ‘agéwﬁmaﬂmiw%mzwmaLa%{,aﬂmj@f‘méﬁu Feseluil
1) duunenansinduen awlng uay/vsenwsang eI uAATIIMII M SUAZEN
VUBL0): IuﬂimwuisummuswuavmamLaﬂmmam‘uam‘hmawmw'nmﬁi‘usaamnmunmuﬂwﬂssumi
swnsuazfiuansiheniulifeuditomssese Jovnildifiuumi afvgdunuuluruaeildlunsinvintulasinissey

daanusiaunsiten b luenaisinfiuen

ﬂmsﬂi'ﬁumsﬁmumwazLﬁamt,azﬂmé’ﬂwmmaww

. U a__j ) . D Uy />
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2) dwenansydsguamweinduriiuansiennuuuaainven1vusussy (Wneeuasnassen) mudilddungideu

) (J & ] o w =) 2/ v a @ °o &
3)  dnwnmvetunsdouinfuen (Wuu n.e.1 wie 8.1) asuyavi wienseasdsnnminuuziamzrewdusagy
wayeMvuAINASEILYBNISNMSIAT IR (Finished product specification and Analytical Procedures) #ituvzideuls
lngdasnsduiiueiivseniansevsisensisaguiusewse mininsena

NUGLWR): ﬂiﬁﬁags%mwmaLﬂﬁlauuﬂaaufﬂ%%imiwzﬁuaz‘l’faﬁ’mﬁmjmsgm‘[,ﬁaamﬂé’aamuﬁwmmﬁ
Usgmausesmieineagasediinauamenssunsomisiaven TﬁLLu‘uﬁﬁmﬁwauﬁ‘tw;ﬂ%‘suuﬂmswamﬂuwztﬁau
FTULT (WU .8, 9) W30 ﬁﬁLmﬁw*uat,tﬁ‘h}m%‘aul,l,ﬂmswnﬁ%’(umﬁawﬁ%’um (Wuv 8.5) smdeniuse Tasfufiveudle
Wavuuladhifiu 19 ﬁuﬁai’uﬂszmﬂﬂizmmwmﬁlﬁﬂma;ﬁﬂﬁ,ﬁﬁ‘uauﬁlmm?{auLmaaﬂy’uﬁaﬂﬁ%pmsaqﬁﬁmﬂﬁwﬁfnmu
ABZATTUMTOMNSUAZE U W,
a) mLuﬂumﬂmmsmuwqumsum (Uuu ve.2 ma 8.3 9158 Mv.4 %139 8.2 uiusinsel)
4.1. ns@ifemdnlulssmalne (ve.2)

4.2. mnmmmL‘mLwammmwmﬂuﬂssmﬂlwa (m; 3)

4.3, nsdifieniudrannssseme (o) : : ,
N8LAe): ﬂimummlaEJuLLUatiLLf’flsumuaummLavan’mwwam TmmumLmﬂwal,z,ﬁ"l,‘umaﬂul,maqmam's

SLUV]“’L‘UEJUW]‘&UEJ'T (hUU %.8.9) VD) ﬂ’]m”tﬂ’]‘l}aLLﬁl‘ULUﬁUULLﬂﬁQ‘ﬂﬂﬂ’!ﬂH%”L‘U&!u(ﬂ'ﬁUU’lLﬂﬂ’JﬂUNSUaum’WILLa“ﬁﬂ’MW

Y

Na® (LU ©.4) ; i : : x
5) wnsgruvesteivuanuamingfusieidifsy (Active Pharmaceutical Ingredient Specification) hag

wansiuaiedSagy (Finished product specification) e B 4 A j

aummmmm mmummamm (Actlve Pharmaceutlcal lﬂgredlent Spec:|ﬂcat|on) Lazu1nIgIu

v @

ARIZBIIL] mmnaﬁu (Finished product speofcanon) Iﬂﬁiﬁu‘Uﬁ’)'ﬁ’]Eﬂ (Pharmacopoeia) VlI‘UE]’Na\‘iﬂ’ﬁ’JLﬂi’W”MIﬂEJ

3

NW@S%WU@U’NUBHWGQLUU‘L‘U@MJ‘UBWMNWLLﬁ“’&J"lﬁliﬁm‘U@Qﬂ'ﬁ? Lﬂi')“"’lﬂ,um’lﬁEJ"IIGW\’]T]EHWU\? C‘\’]&JU?‘”ﬂ']ﬂﬂiuVli’N

GURNRIYGE LiEN ‘i"‘UWﬁWEJ’] W Fi 2561 aaaum”é ﬁU’J']ﬂN Wﬂ 2561 (a\‘nJivmﬂluswﬂamumwnw 12 ﬂlIﬂ’WWu’S

2562)uagsEyinNen @Tuii2) wa 2562 aviufl 3 nsﬂgmm 2562 (aaﬂsvﬂ'm"luswmmuwﬂmuum 26 NINYIAY 2562)

5.1 mmma%mwwumm‘au 1 9 vasimedday (Active Pharmaceutlca |ng{edlent) uagNAnsioeien

@593V (Finished product).

a

5.2 ﬂsmmmqﬂummﬁmm (Actave Pha(maceuttca \Ingredient) mawamnmmmmmiﬂ (Finished product)

Liusinglusisnen (Non-official pharmacopoela) maaLLamwaﬂmmwmmmmummmiaLﬂs’wmﬂulﬂmmawuwa
Tosaluid )

ﬂiu%ﬂiillﬂ?iﬁ’l‘ﬁumi’]ﬂagLaﬂﬂLLaE@mgﬂngLQ‘W'W% P

f
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521 fifervusuaziinsgiuresieseilusisevessemaniduaundnues The International
Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
A
w30
522 fetmunuaranassIuTEINITIAEYENER (inhouse process) TidanndesfiuiCH Guidelines %38
5.2.3 %’aﬁwumLLavmm’muﬁﬂUmmmﬁLﬁSﬂvﬁﬁﬁmuvaﬂﬂﬁﬁwm fsnenla ssnemils muUsene
NSEVITIASITAIAY 309 YN mmusﬂwumuuﬂ G enerat requirement for dosage form)

wuromgdonanuanunningAudaendAty (Active Pharmaceutlcal'lqgredlent Specification) k¥

a o & o & . . IR ° - Y Y ) ' A o P
nanAuNeEnIIgY (Flmshed Product Specification) DI NMDININFITUAINULAZAUULALINY YALIULANTUNANTIYU

o

‘U’e)ﬂ’Wi‘UﬂLLa"’lIW\iﬁ']u‘Uﬂx‘iﬂ’li'lLﬂ'ﬁ’]"‘ViLQ‘W 00 Q‘U EJ’]ﬁ'IﬂEU ma Naﬁﬂm‘ﬂﬂ’]ﬁ%if\]iﬂ

AW

6) mmmuaaaiusmmmmumiwammmwamﬂmmﬁmﬁ‘lumwamm [Good Manufacturmg Practice (GMP)]
IUWMQQWLﬂEJ’J‘UENﬂU’JGIE]ﬂUGI'JEJ’]mﬂQJ, wazeiiiaue (a‘U‘umz;lﬂ Iﬂemag"l,u‘mna'mwim) Imamaaﬂsynauma
6.1 a°1mwﬂ’ﬁa%’mmmmmumam5mmmw‘a”ﬂLﬂmwf?%‘ﬁ'ﬁlummﬁmi’m Fuiagddey (Active
Pharmaceutical Ingredient) wlﬂsumswimmummmu WHO~GMP MiEJWIEJULVl’]L‘tJuaEJNuaEJ

6.2 mLumudaawﬁaau1m%mm5wammmmaﬂmmmﬁwﬂumwamwamm«nmmmﬁﬂ (Fin shed Product)

ﬁlmumssmmmummmu GMP-PIC/s Mi’e)lMﬂ‘UWl']

a o °

6.2.1 KninIngAudend1fty (Supplier)

q

622 AUUUTTINENouet (Packagmg) mmmwammamasﬂLLaumLmUisamwaua fogiu

7) mLu'muaaai‘uaaawammﬂmm LCertn‘" cate of Anatys:s (CoA“ TngfasUsznausin
7.1 mmmmaaimmwaﬂ'mmﬁzmmqwmmémm Certlﬂcate of Analysis of Actwe Pharmaceu’ucal

Ingredient) ) Ingfpslsenauniy h 1“ ,,. ;&

a @

7.4.1 ?ﬂL‘Ll’]‘ViUGﬁE)ﬁ‘UiENNaﬂﬂi')Lﬂi’]”WMﬂﬂUWJﬂW ‘I']ﬂi}} maamwammmummmﬂm (Suppller)

1

7.122 mLumuaaaﬁmmwamﬂmﬂzmmmmsn ARy maquamwamﬂm«mmmmm (Manufacturer)

'3

7.2 mLm‘wuaaaﬁUiaawama'zmmvwammm mﬁms'«asﬂ (Certlﬂcate of AnaLyS|s of leshed Product) 989

U

2 '3 ° = B

NHAONEAN AN ﬁ’]Li‘\‘Ji‘U (Manufacturer) I‘usum‘swamvsaamamagtav'lmmmm EJ’]E’I’lﬂﬂJiuL@ a’mummwmaaimm

U
5y a o

ﬂ?i')LﬂiW”M’N\ﬂﬂUWAEﬂﬂﬁﬂm

q
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