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smsn 1 Glimepiride 4 mg Tablet
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1.B881  Glimepiride 4 mg Tablet
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2.1 3rluuy Wusude dmsusudenu

2.2 dudsznay  Usznauaiualen Glimepiride 4 mg

23 MruzuIny  UIRluurdagliiounasd w3a blister pack Jawiin Yastunadu

2.4 287N - s:q%am dunlsznsumendayuazanuusd Tunia fuéumq Lamﬁ'wﬁw uaz
wanzifoudrivet wezdimafuinmen st stauuuussaniued '

- LWUAIEN arjwaﬁavﬁamq%am #30TaMIMIAN FIUUTNBY UAZTUIAANUUTS

2291 LHUANER i‘u‘a;umqvl'a”'ﬁ’ﬂmu
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3.1 Finish product specification“)

amanAmMamaia USP 35
1. Yanmdndnagy 90.0 - 110.0% of the L.A. of Glimepiride
2. Identification ATIRAU
3. Dissolution time nsdiwneiany Test 1 )

. dasugaanrazaneliiasnd 80%(Q) of the L.A. of Glimepiride malu 15 wfl
nIfIwMeAaa Test 2

- FaauanInsazanelaipandt 80%(Q) of the LA. of Glimepiride neily 45 w1l

nIdnTIzienu Test 3

- dasugasmaazaneluiiasndn 80%(Q) of the LA. of Glimepiride malu 20 whfl

4. Uniformity of dosage units ATIY

{Content uniformity)

5. Related compounds By liquid chromatography

- Glimepiride related compound B : NMT 2.5%
- 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 "
AmdaianImaia USP 35
1. ﬁmmé'amﬁﬁﬂ“’m_, 98.0 - 102.0% of Glimepiride (anhydrous basis)
2. ldentification ATIHIU
3. Related substances - Glimepiride related compound A : NMT 0.8%

- Glimepiride related compound B : NMT 0.4%
- Glimepiride related compound C : NMT 0.1%
- Glimepiride related compound D : NMT 0.2%
- Any unspecified individual impurity : NMT 0.1%
- Total impurities (excluding Glimepiride related compound B) : NMT 0.5%

4. Water NMT 0.5%
5. Residue on ignition NMT 0.2%
6. Heavy metals NMT 0.001%
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8NN 2 Insulin glargine 100 IU/ml, 3ml for Penfill

anlsznEadInIa auaEs1H

1.3amn Insulin glargine 100 1U/ml, 3mi for Penfill

2. amantianaly
2.1 yuuuuy s mannigels Widd dwindn
22 @wdstnay  dsznaudrndasn Insulin glargine 100 1U/ m! 1wd3aunas 3 mi / 1 penfill
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3. amaNlanIvInaha

3.1 Finish product specification""

1. U udendan

95.0 - 105.0 % L.A. of Insulin glargine

. Identification

AT UANszYl Finished product specification

. pH

35-45

1aiifin 0.3%

. Related proteins

a9 N"mmuﬁszlﬂu Finished product specification

2

3

4. Limit of high molecular weight proteins
5

6

. Particulate matter
- U9 > 10 pm WiLAiu 6,000/container
- w9 > 25 pm iy 600/container

a723 thumuﬁi:lql'lu Finished product specification

7. Preservative

a3 MAANTEY U Finished product specification

8. Zinc content

m’aﬁwhumuﬁﬁtq'lu Finished product specification

9. Sterility

HININY

10. Bacterial endotoxins

lsisnnin 80 Endotoxin units/100 insulin glargine units
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NN 3 70% Isophane Insulin Human + 30% Regular Insulin Human 1 v iU/mL

in 3 mL injection for Penfill

mwﬂszmm‘i’awﬁ'ﬂquaﬂ%ﬁﬁ

1. %081 70% Isophane Insulin Human + 30% Regular Insulin Human 100 IU/mL in 3 mL injection fdr Penfill

2. anvasvienaly

:’ ! ° @ o
2.1 gﬂuuu Wusnihuiueznaulsaanndes FMIUae

22 swdsznay 1w 1 mL Usznaudae Insulin human 100 1U #siieasn Isophane Insulin 70 IU (Y0%) uas

Regular Insulin 30 U (30%) TUINUITY 3 mL/Cartridge
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3. AaMANUANIIINARA

3.1 Finish product specification

(W)

anENiANMIInaia

USP 35

1. Yanmaamdny

95.0 - 105.0% labeled amount of Insulin human

N

. Identification test

AT

3. Bacterial endotoxins

NMT 80 USP Endoxin Units per 100 USP Insulin Human
Units

. Sterility test ATITH N
pH 70-78
Zinc content 0.02 - 0.04 mg for each 100 USP Insulin Human Units

Limit of high molecular weight proteins

NMT 3.0%

@ IN|lo|o|

Preservative content

aTIRNMaANIzYlY Finished product specification
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1. o Desmopressin acetate 0.1 mg Tablet

2. amadsniarialy
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3.1 Finish product sgecificationm

AnauiAnnae BP 2013
1. USanousendnegy 90.0 - 110.0% of the L.A. of Desmopressin
2. Identification ATIHU
3. Dissolution azanelaivasnin 75%(Q) of the L.A. of Glimepiride malu 45 unfl
4. Uniformity of content ATIINY
5. Related substances By liquid chromatography
1. The area of any secondary peak : NMT 2.0%
2. Total impurity : NMT 4.0%
6. Water content Gi‘i’nmumuﬁﬁ:qlu Finished product specification

3.2 Drug substance specification“)

AnANLANWIMARA BP 2013

1. ﬂ?mmehméhﬁty 95.0 - 105.0% of the L.A. of the Desmopressin

(anhydrous and acetic acid-free substance)

2. ldentification ATITHIH

3. Specific optical rotation 72°10 -82° (anhydrous and acetic acid- free substance)
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3.2 Drug substance specification” (01'8)

AnANLANIINaia BP 2013
4. Related substances By liquid chromatography
- Unspecified impurities, for each impurity : NMT 0.5%
- Total : NMT 1.5%

5. Acetic acid 3.0% - 8.0%
6. Water NMT 6.0%
7. Bacterial endotoxin Less than 5001U/mg
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s'lzlamﬁﬂﬁqmﬁnumztamumuﬁ'wwnmsmsé’m%anﬁﬁ'mﬁm
1an B10/2559 ,
R 1
37201190 5 Dexamethasone sodium phosphate injection 5 mg/mL, 1 m

aalszmAdIninguaEsih

1. #am Dexamethasone sodium phosphate injection 5 mg/mL, 1 mL

2. amasianaly

21 guuy WuansazaoUnennds la Wild dwmiuie

22 @wdsznay i 1 mL Uszneudlu@ien Dexamethasone sodium phosphate ﬁaugaﬁ’u Dexamethasone

phosphate 5 mg
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3. AUANIGNINAKA

Naﬂ’ﬁmuiﬁmﬁ:ﬁﬂmmwLﬁuvlllm&l‘Finished product specification U8z Drug substance specification 7
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3.1 Finish product specification"®
AuUANIANMINARA USP 35 BP 2013
1. YSwmaaendnagy 90.0 - 115.0 of the L.A. of 95.0 - 105.0% of the L.A. of
Dexamethasone phosphate Dexamethasone phosphate
2. Identification ATITHU ATIVHIU
3. Bacterial endotoxins NMT 31.3 USP Endotoxin U/mg ATIVHIN
4. pH 70-85 70-85
5. Free dexamethasone - NMT 0.5%
3. Particulate matter AT a7
-9 > 10 pm WiLAiu 6,000/container
- 219 > 25 pm lilfiu 600/container
7. Sterility ATIVHU AN
8. Volume in container AU ATIVEY
9. Extractable volume ATIVU a9 U
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3.2 Drug substance specification

(.2

AuANiANIInaia

USP 35

BP 2013

1. WSnmadamdagy

97.0 - 102.0% of Dexamethasone sodium
phosphate (Calculated on the water-free

and alcohol - free basis)

97.0 — 102.0% of Dexamethasone sodium

phosphate (anhydrous substance)

2. Identification

ATITHIY

ATIWIU

3. Specific rotation

+74° to +82°(Calculated on the water-free

+75° to +83°(Anhydrous substance)

and alcohol - free basis)

4. pH 7.5-10.5 756-95

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

Inorganic phosphates

6. Limit of free dexamethasone NMT 1.0% -

7. Chromatographic purity - Any individual impurity : NMT 1.0%

- Total impurities : NMT 2.0%

By liguid chromatography
- Impurity A (Dexamethasone) : NMT 0.5%

- Impurity G : NMT 0.3%

- Impurities B,C,D,E,F : for each impurity,
NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.1%

- Total impurities : NMT 1.0%

NMT 3.0%

NMT 13.0%

NMT 8.0%
NMT 16.0%

8. Alcohol / Ethanol

9. Ethanol and water
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