USEAAININUBULAY
1599 U52n2051A130108A 9181 31U @ S18ATS VOSLSINYIUIaYIULALY

a35UsznansIAnBLannsating (e-bidding)

FINTAVDULN UL AAINUTEAIALUTENIATIANG BLIVAUN 81 TIUIU @ FI18ANT

ad

Y04l5angIUIarTeURAY 1835 UsENIRTIABIEANTetnd (e-bidding) s1A1NaTsvesudalunns

(%

U52n9751A1A5 980 1O Y & omammoo.- U EE1ULE Al uauwuLd adaennduuingau)

HIUTIBAIT A9l

81 Linagliptin & mg film coated tablet 371U eo&,000 LA W38 m,poo NEDY

N899a% mo LA

Eudaiauadesdudaiauslasuanindngiuiliaanuausanazaanioiie

ece.

TuSududoaue TnedswazBunseil
®. Q’ﬁu%@Laua%sﬁaaﬁﬂmamﬁ’ﬁﬁ@ﬂﬂmmLaﬂmiﬂismmwﬂ'@,ﬁﬂmaﬁﬂéﬁmum
. fiudaiuafeuauenamessuudntedniunmasgiedidnmsednd Tuiudl &
’ ﬁqu'mu edba FEUINIAT ox.00 U. BIIA el.00 U. TIA@WNTOTAMTENBNAIITBIEYD
¥ faudSuiseneauisiuiauesian

a < a s

a. {aulaguisageazidsanazaiddlnanenaisuszninsimdiannselind

[
I~ L ¥

avil B8 /oeba aetufl B WoBAIAL W.A. bEbe H1UNITEULTATedd9n1ATE
Fe81E nnsedndlad sus Tud Useniaaud etutauasian Ta 7 LS uled www.kkh.go.th,
www. khonkaen.go.th 38 www.gprocurement.go.th 1ai M11NK89N15NSIUS LS BALR LR
Wenduneasidenqudnvuzians Tusadeuouansedminveuunu drumslnsdwivaneiay

O-EN0O-FF00 AB meldo MILIANTIVANT

Usenid ol Uil b wguAIAN WA, bEow

7

(Ueg3578n0 wemulles)
wiskwndidevgy
%’nmmﬂus‘i']LmﬁaLﬂémwmﬂiawmmaﬂuamm’u

(%

UHURTIYNMIsUINUE IS Tnva iy



TUasIBYARMANBUSIaN T
Linagliptin 5 mg film coated tablet
d1u7u 108,000 iia w3 3,600 nevs ndesas 30 Win

Tssnenunavauunu
1. doen Linagliptin 5 mg film coated tablet
2. AasudAnalY
2.1 gUnuy Wuendiawdouiidy dwmiusuussyny
2.2 dulssnay Tu 1 dinusznaushesen Linagliptin 5 mg
2.3 AMYUBUTIY ussyluunsegiifleuiees vl blister pack Unaiin Yestunrudy

wazussyiaeiasiuas
A 1 QU L L2 a U
2.4 981N - 3Ty, duulssneudmeddguasanause, Susde, Suueeng,
d a = o 1 L. U
Lawnnan uaziaunsiiouiiuelisgndmauuuussysius
[T/ v < = o ] o
- UNURRE BE19UBINBITEYTRUYIntaNIINIAn, dawusenaufien
[ d ) % 4 Vo
dhiguazsTuIAATINLTIYENE Wwelinen Tufuenglitaiay

3. auandAniauvaia

3.1 Finished product specification: Linagliptin film coated tablet

D) Test items Specifications
1. | Identification MTIHIUAN Finished product specification
2. | Yanawiendadyy 95.0 - 105.0 % of L.A. of linagliptin
3. | Dissolution (time 30 min.) NLT 80% (Q) of L.A. of linagliptin
4. | Uniformity of dosage units M39961UAY Finished product specification
5. | Loss on drying NMT 3.5%
6. | Degradation products
-Linagliptin N-Formyl Impurity - NMT 0.8%
(CD10085)
- Any Unspecified Degradation Product | - NMT 0.4%
- Total Degradation Products - NMT 1.0 %
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3.2 Drug substance specification: Linagliptin

h) Test items Specifications
1. | Identification M3 UAIN Finished product specification
2. | Ysuneusendhny 96.0 — 102.0 % of L.A. of linagliptin

(anhydrous substance)

3. | Organic volatile impurities

3-Aminopiperidine < 0.1%
Ethanolamine (2-aminoethanol) < 0.1%

4. | Total impurities < 2.0%

5. | Water content NMT 1.5%

6. | Residual solvents

- Toluene < 890 ppm

- Methylcyclohexane < 1180 ppm
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