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m.@ Finished product specification: Sitagliptin tablets (USPaen — NFenc)

) Test items Specifications
m.e.e | Identification Meet the requirement
m.e.lo | Assay ®&.o - @od.0% of the labeled amount of
Sitagliptin
m.a.en | Uniformity of dosage units Meet the requirement
m.@.c | Disintegration Not more than & minutes

m.e.¢ | Degradation products

- Sitagliptin acid Not more than o.0%
- Fumarate adduct (if present) Not more than o.0%
- Sitagliptin triazecine analog Not more than o.0%
- Sitagliptin styrylacetyl analog Not more than o.le%
- Sitagliptin phenylcrotonyl analog Not more than o.b%
- Any other individual impurity Not more than o.©%
- Total impurities Not more than o.5%
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a.lo Drug substance specification: Sitagliptin Phosphate (USP&m — NFae)

{0 Test items Specifications
m.b.@ | Identification Meet the requirement
m.lb.lo | Assay &z.0 — ®0.0% on the anhydrous and
solvent-free basis
m.lo.en | Impurity
- Organic impurities
® Any individual impurity NMT o.@0%
® Total impurities NMT o.&9%
- Enantiomeric purity NMT o.¢% of the S-enantiomer
m.lo.@ | Water Determination en.en - an.ev%
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Drug substance 11978
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oo, ANUNBNANTUAAINANTTANYIANUALAT (Stability data) A ASEAN stability study Guideline

(no+©°C, sv&+&% RH) (613)

olo.0 NMIANBIANUAIANIHET (Long term stability data) ae1sdos m JuUNIHER
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29 Luseogliflozin tab 2.5 mg 1dn 35.21
30 Luseogliflozin tab 5 mg 1.m 53.97
31 Metformin hydrochloride tab 500 mg 1 ulm 0.40
32 Metformin hydrochloride tab 850 mg 1 uln 0.60
33 Metformin hydrochloride tab 1000 mg 1 Wn 0.80
34 Metformin hydrochloride PR tab 750 mg 1 Wi 6.13
35 Metformin hydrochloride PR tab 1000 mg 1 1m 7.13
36 Mitiglinide tab 10 mg 1 18n 6.34
37 Pioglitazone hydrochloride tab 15 mg 1.1 0.95
38 Pioglitazone hydrochloride tab 30 mg 1l 1.83
39 Pioglitazone hydrochloride tab 45 mg 1A 2.85
40 Repaglinide tab 0.5 mg 1 1ln 7.01
41 Repaglinide tab 1 mg 1 e 7.01
42 Repaglinide tab 2 mg 1 Wn 7.01
43 Saxagliptin tab 5 mg 1 uln 32.50
44 Saxagliptin tab 2.5 mg 1 1l 16.25

sterile sol 2 mg/1.5 ml pre-filled pen
45 Semaglutide 184 5,885.00

(0.256 mg/dose)

: sterile sol 2 mg/1.5 ml pre-filled pen n

46 Semaglutide 1A 5,885.00

(0.5 mg/dose)
47 Semaglutide sterile sol 4 mg/3 ml pre-filled pen (1 mg/dose) 1 A 6,420.00
48 Sitagliptin tab 25 mg 118, 8.17
49 Sitagliptin tab 50 mg 1 Wm 19.68
50 Sitagliptin tab 100 mg 1 Wm 32.68
51 Trelagliptin succinate tab 100 mg 1 WA 214.00
52 Voglibose orodispersible tab 0.2 mg 1 im 3.43
53 Voglibose orodispersible tab 0.3 mg 1 dlm 4.96
54 Vildagliptin tab 50 mg 1 uim 13.00

6.3 n'éuﬂ'i Blood glucose lowering drugs, exclude insulins §RTENHAN

1 Empaglifiozin + Linagliptin tab 10 mg +5 mg 14m 59.71
2 Empaglifiozin + Linagliptin tab 25 mg +5 mg 1WA 77.04
3 Metformin+Alogliptin tab 500 mg+12.5 mg 1R 17.52
4 Metformin+Alogliptin tab 1000 mg+12.5 mg 118 17.92
5 Metformin+Dapagliflozin ER tab 500 mg+5 mg 1WA 26.56
6 Metformin+Dapagliflozin ER tab 500 mg+10 mg 1 uWm 49.03
7 Metformin+Dapaglifiozin ER tab 1000 mg+5 mg 1 1in 29.60
8 Metformin+Dapagliflozin ER tab 1000 mg +10 mg 1 1n 52.07
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