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s7an15N 1 Dexamethasone sodium phosphate injection 5 mg/mL, 1 mL
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1.398n  Dexamethasone sodium phosphate injection 5 mg/mL, 1 mL
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21 guuyy Wusnsazaednaanigds la WHF dwibda
22 dmsznay Usenausandann Dexamethasone sodium phosphate figagany Dexamethasone

phosphate 5 mg 1w 1 mL U33195 1 mL / Mausussy
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3. AMANLANINARA

3.1 Finish product specificationm’(z)

quaniAmeinaia usP 41 e BRI
1. PBunuaendan 90.0 - 115.0 of the L.A. of 95.0 - 105.0% of the L.A. of
Dexamethasone phosphate Dexamethasone phosphate
2. Identification A329H ATV U
3. Bacterial endotoxins NMT 31.3 USP Endotoxin U/mg ATITHIU
4. pH 70-85 70-85
5. Particulate matter AN ATIINH

-9 = 10 pm Wi 6,000/container

- U@ > 25 pm Wifin 600/container

6. Sterility ATITHIW ATHIY
7. Volume in container ATIVHU ATIINW
8. Related substances - - impurity A,B,C,D,EF,G : for each

impurity, NMT 0.5%

- Any other secondary peaks
: NMT 0.2%

- Total impurity : NMT 3%
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3.2 Drug substance specification : Dexamethasone sodium phosphatem’w

AmANTANMIINARA USP 41 BP 2016
1. USunudnendary 97.0 - 102.0% of Dexamethasone sodium | 97.0 - 102.0% of Dexamethasone sodium
phosphate (calculated on the water-free phosphate (anhydrous substance)

and alcohol-free basis)

2. Identification AT ATV

3. Specific rotation +74° to +82°(calculated on the water-free +75° fo +83°(anhydrous substance)
and alcohol-free basis)
4. pH 75-105 75-95

5. Limit of phosphate ions / NMT 1.0% NMT 1.0%

Inorganic phosphates

6. Organic impurities - 16(17)a-Homodexamethasone sodium - Impurity A (Dexamethasone) : NMT 0.5%
phosphate : NMT 0.2% - Impurity G : NMT 0.3%
-16(17)a-Homobetamethasone sodium - Impurities B,C,D,E,F : for each impurity,
phosphate : NMT 0.2% NMT 0.2%
- 16(17)a-17 R-Homodexamethasone - Unspecified impurities : for each impurity,
sodium phosphate : NMT 0.2% NMT 0.1%
- 13(17)a-Homodexamethasone sodium - Total impurities : NMT 1.0%

phosphate : NMT 0.2%

- Betamethasone sodium phosphate

s NMT 0.2%

- Dexamethasone ethyl ester : NMT 0.3%
- Dexamethasone : NMT 0.5%

- Fluoroandrostadiene carboxylic acid

- NMT 0.3%

- Dexamethasone sodium phosphate
diester : NMT 0.1%

- Any other individual unspecified impurity

: NMT 0.10%

- Total impurities ; NMT 1.0%
7. Limit of Alcoho! / Ethanol NMT 1.5% NMT 1.5%
8. Water NMT 10.0% NMT 10.0%
9. Apperance of solution - ATIVU
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1.1 luddymsfunadoudiuen (8.2 N8.3 N4 UFIANTHL)
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J18n1sh 2 Glimepiride 4 mg tablet

adsEMAIINIngUA TSR

1.7881  Glimepiride 4 mg tablet

2. ansansianialy

2.1 3uuuy Wugdle FAnsuiudszmu

22 dwdsznay  Usenaudlaaae Glimepiride 4 mg 1u 1 1ila

23 mouzussy  usnluuntagiiifluawand wis blister pack Jaadin Vastunnutu

2.4 287N - s:q%am FUUTENOUA NN YUSTANUUT TUNAR i’uﬁvumq wfinde wasiaanadeon
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3. AMENUEINIINARA

3.1 Finish product specificationm

andulaManaia o
1. USnmaaendag 90.0 - 110.0% of the L.A. of Glimepiride
2. ldentification AU
3. Dissolution time nIdAe MYy Test 1
- dpauaasmanzanelvaendi 80%(Q) of the L.A. of Glimepiride mulw 15 wifi
nITAN W Test 2
- dasuansmyazanglaistoandt 80%(Q) of the L.A. of Glimepiride mulu 45 w1
nIfianzien Test 3
- dasuaasnaazanslaiiteandt 80%(Q) of the L.A. of Glimepiride nnelu 20 whfi
4. Uniformity of dosage units ATIN
(Content unifarmity)
5. Related compounds - Glimepiride related compound B : NMT 2.5%
- Glimepiride related compound C : NMT 0.5%
- Any other individual impurity : NMT 0.5%
- Total impurities excluding glimepiride related compound B : NMT 1.0%
- Total impurities including Glimepiride related compound B : NMT 3.5%
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3.2 Drug substance specification : Glimepiride")

qusaiinmemeatia  uspat
1. Wnmdhmdary 98.0 - 102.0% of Glimepiride (anhydrous basis)
2. ldentification ATITHIU
3. Residue on ignition NMT 0.2%
4. Heavy metals NMT 10 ppm
5. Related substances - Glimepiride related compound A (cis-Isomer) : NMT 0.8%

- Glimepiride sulfonamide (glimepiride related compound B) : NMT 0.4%

- Glimepiride urethane (glimepiride related compound C) : NMT 0.1%

- Glimepiride 3-isomer (glimepiride related compound D : NMT 0.2%

- Any individual unspecified impurity : NMT 0.1%

- Total impurities, excluding glimepiride related compound B : NMT 0.5%
6. Water NMT 0.5%
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2. 1aNATTUTAININTFIRNIHANEN
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378n19N 3 Linagliptin 5 mg tablet
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1. 3080 Linagliptin 5 mg tablet

2. ansauianaly

2.1 3uuuy Wusnde dwiusudsenu

2.2 dudszney  Usznaudls@aen Linagliptin 5 mg lu 1 1ie

2.3 MYULLIN ussq’luuma@ﬁtﬁwmuﬁ #30 blister pack
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3. AnFAIAMIINARA

3.1 Finish product specification'"?

1. USunaudendey mmmumuﬁs:g‘lu Finished product specification
2. ldentification mi’aﬁ)mmﬂ’l&lﬁszq‘lu Finished product specification
3. Dissolution m’mhumuﬁszglu Finished product specification
4. Uniformity of dosage units m’ﬁ)ﬁi’mmu‘?fﬁ:qlu Finished product specification
5. Water content/Loss on drying m’mmumuﬁizqh Finished product specification
6. Impurity / Related substance m’)ﬁ)mum’mﬁiquu Finished product specification
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51801371 4 Metformin HCI 850 mg tablet

aalszmadIninguaszsiih

1.%am  Metformin HCI 850 mg tablet

2. ansasiana

2.1 guuy Wuenifle dwsusudsenu

2.2 saudsznay  deznaudiuaann Metformin HCI 850 mg i 1 1@

23 mauzussy  usraluuwsagiiflonwans wie Blister pack Jasfin

2.4 2810 - s:q%iam AUUSZNALAILIFINYUREAINUTI FUNER 'S'uﬁvumq Wwpfinda wnadou
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3. anaiamunaia
{1)(2)

3.1 Finish product specification

1. WSumaaendnry 95.0 - 105.0% of the L.A. of Metformin HCI | 95.0 - 105.0% of the L.A. of Metformin HCI
2. Identification ATITHU ATIHU
3. Dissolution Test 1: ugasmsazanlaiaunit 70%@Q) | wsasnisazanslaiasndn 70% of the LA of
of the LA. of Metformin HCI Tuian 45 wifi Metformin HCI Tuaan 45 Wit
%30
Test 2 : ugasnisazaelidosnin 75%(Q)
of the L.A. of Metformin HCI Twtaen 30 wfl
%30
Test 3 : usasmisazansladitosnit 70%(Q)
of the L.A. of Metformin HCI Tuiaa 60 wifl
4. Uniformity of dosage units AL ATIEHIU
5. 1-Cyanoguanidine - NMT 0.02%
6. Related compounds - Any impuritiy : NMT 0.1% -
- Total impurities : NMT 0.6%
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.2 Drug substance specification : Metformin HCl ™?

Testitem USP 41 BP 2016
1. YTnmarendagy 98.5% - 101.0% of Metformin HCI 98.5% - 101.0% of Metformin HC
(Calculated on the dried basis) (Calculated on the dried substance)
2. Identification ATV ATIVIU
3. Appearance of solution - Clear and colouriess
4. Loss on drying NMT 0.5% NMT 0.5%
5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 10 ppm NMT 10 ppm

7

. Related compounds

By Liquid chromatography

- Metformin related compound A
: NMT 0.02%

- Any other impurity: NMT 0.1%
- Total impurities : NMT 0.5%

By Liquid chromatography

- Impuritiy F (N-methylmethanamine
(dimethylamine)) : NMT 0.05%

- Impuritiy A (Cyanoguanidine) :
NMT 0.02%

- Unspecified impurities : for each
impurity, NMT 0.05%

- Total : NMT 0.2%

NMT 0.1%

nuwimg 1. nadifiaemaoudnsdy waive) mismaseSimzimamale Tituusanenmmdngrudaninldiuayiasa

8. Sulfated ash -
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