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AANEUDIEN
Linagliptin 5 mg film-coated tablet
(GPU 650812)

Linagliptin 5 mg tablet

Wuedawrdeuial (Film-coated tablet) dwsusulsenu
Tu 1 WinUsznaudesien Linagliptin 5 mg
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Finished product specification

U0 Test items Specifications
1. | Identification MTIVIUA Finished Product Specification
2. | Assay 95.0 - 105.0 % of the labeled amount of Linagliptin
3. | Dissolution Not less than 80.0% of the labeled amount of
Linagliptin is dissolved in 30 minutes
4. | Uniformity of dosage unit MFINIUAN Finished Product Specification
5. | Loss on drying Not more than 3.5%
6. | Degradation products
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- Total degradation products Not more than 1.0%
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AMENYULUDIY
Insulin aspart 100 1U/1 mL solution for injection, 3 mL cartridge
(GPU 660258)

1. ‘7]!%’1 Insulin aspart 100 1U/1 mL solution for injection, 3 mL cartridge
2. AauauUAnIlY
2.1 3Uuuy Wuasazansla Usaande dwsuia

22 dndseneu Tu 1 ml Uszneusesendidny Insulin aspart wfinthedunsedt ndame
N3UIUNNY recombinant DNA Taeiianaidudu 100 1U/ml vunaussy 3
ml siaviaenen (cartridge)
23 nmupussy  ussylumasaedausaainide (cartridee) dmiuldsiusutannidne
(Insulin pen) Idpgnamuzay wazussyinmidostuuas
Uﬂmma’wamm Unnanen (insulin pen) waz Wl (pen needle) S1uruiiemwe il
sulinpen 1. wdewssmunu annsaduldogreataile
2. Musiugn (Plunger) anunsanyuvdesundulddne
3. @wnsouFurIae insulin Idaday 1 unit Taedifauisdunneuoadiu
lefnmumnduauiu
4. gwnsausuanvuag insulin ladiglasnsmyundu
Pen needle  aunsalgsauiu insulin pen epenamungey
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Finished product specification

U0 Test items Specifications

1. | Identification M5I9NIUAN Finished Product Specification

2. | Assay 95.0 - 105.0 % of the labeled amount of Insulin
aspart (570 - 630 nmol/ml)
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U0 Test items Specifications

3. | pH 71.0~78

4. | Impurities/Related substances M5IAHIUAM Finished Product Specification

5. ] Zinc 10 - 40 mcg/100 units of insulin aspart

6. | Bacterial endotoxins Not more than 80 IU/100 units of insulin aspart

7. | Sterility m’mﬁhummﬁizﬁlu Finished product specification
8. | B28 isoAsp insulin aspart Not more than 1.0 %

9. | Particulate matter in injection m'a’«aﬁhumuﬁimﬂu Finished product specification
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7.3. nadinuilymamunimeriinsieasuudain daasousvaninauazamaenfedafuaed
lpsuen
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