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3.1 Finish product specificationm

amaiamanaiia USP 35
1. USunmdamédndy 90.0 — 110.0% of the L.A. of Glimepiride
2. Identification AU
3. Dissolution time nItAneiena Test 1

- Fasugasnsazatybitiaundt 80%(Q) of the L.A. of Glimepiride mals 15 whfl

nIdmineieny Test 2

- Fasuansmiazanolaiitaundn 80%(Q) of the L.A. of Glimepiride nulwn 45 wifi
n3dAnTeiena Test 3
- ¢asugaennsazanelisiannd 80%(Q) of the L.A. of Glimepiride malu 20 whfl

4. Uniformity of dosage units AU
(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 o

AnaNTAnInaka USP 35
1. ﬂ?mm@hmmﬂ"mv 98.0 - 102.0% of Glimepiride (anhydrous basis) :
2. Identification ATIIU 5
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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1. 88 Insulin glargine 100 IU/ml, 3ml for Penfill

2. amsaanianaly
2.1 suuuy asaemwUnenndels WiF swinde
22 dmwmsznay  Usznaudiuaaen Insulin glargine 100 IU/ ml 1wU33nas 3 mi/ 1 penfil
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3. amaNLGNINaka

3.1 Finish product specification'”

1. Yanadaendagy

95.0 - 105.0 % L.A. of Insulin glargine

. Identification

A wmusEYlu Finished product specification

. pH

35-45

laiiAin 0.3%

. Related proteins

msaadﬁuﬂmﬁizﬂu Finished product specification

2

3

4. Limit of high molecular weight proteins
5

6

. Particulate matter
- 91@ > 10 pm 'lailiu 6,000/container
-awa > 25 pm LiAu 600/container

a7 N"mmuﬁizylu Finished product specification

7. Preservative

a3 MaANIEYLU Finished product specification

8. Zinc content

asdaruAwfiszylu Finished product specification

9. Sterility

AININH

10. Bacterial endotoxins

aiannnn 80 Endotoxin units/100 insulin glargine units
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ensn 3 70% Isophane Insulin Human + 30% Regular Insulin Human 100 IU/mL
in 3 mL injection for Penfill
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1. %am 70% Isophane Insulin Human + 30% Regular Insulin Human 100 IU/mL in 3 mL injection for Penfill

2. amanyana

:’ A’ o Qs
21 E‘ULLU‘U Lﬂuﬂ'lu%t‘ﬂ']u@l:ﬂBuﬂ?’]ﬂ’«l’lﬂt'ﬁﬂ FRIuae

22 dwdsznay  Iu 1 mL Usznaudas Insulin human 100 1U #9dieasn Isophane Insulin 70 IU (70%) uas

Regular Insulin 30 1U (30%) PUIAUTIY 3 mL/Cartridge
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3. AMWENUANIIINARA

3.1 Finish product specification"”

AnENIANMIINAiA

USP 35

-

SJInmaanndny

95.0 - 105.0% labeled amount of Insulin human

N

. Identification test

AN

w

. Bacterial endotoxins

NMT 80 USP Endoxin Units per 100 USP Insulin Human
Units

4. Sterility test

ATIINU

5. pH

70-78

6. Zinc content

0.02 - 0.04 mg for each 100 USP Insulin Human Units

7. Limit of high molecular weight proteins

NMT 3.0%

8. Preservative content

N33 N"mmuﬁi:q'lu Finished product specification
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318NN 4  Desmopressin acetate 0.1 mg Tablet
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1. o Desmopressin acetate 0.1 mg Tablet

2. amantanaly

2.1 juuy Wuenidla dwsusudsznmu

2.2 dmdsznay  Usznaueiualzn Desmopressin acetate 0.1 mg
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3.1 Finish product specification“’

amsuianvInaka BP 2013
1. Wumdrendagy 90.0 - 110.0% of the L.A. of Desmopressin
2. Identification ATIU
3. Dissolution azawlaitieenda 75%(Q) of the L.A. of Glimepiride neilu 45 ufi
4. Uniformity of content ATINIU
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 m’aﬁ)muﬂ’m‘ﬁ.ﬁzqmu Finished product specification

3.2 Drug substance specification“’

AUANUANIINATA BP 2013

1. YSuudaendndy 95.0 - 105.0% of the L.A. of the Desmopressin

(anhydrous and acetic acid-free substance)

2. Identification ATIWH

3. Specific optical rotation 72°t0 -82° (anhydrous and acetic acid- free substance)
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3.2 Drug substance specification" (Gia)

AmANTANIIMana 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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P
78119 5§ Dexamethasone sodium phosphate injection 5 mg/mL, 1 m‘.

aanlszmadsminguaszsti 1 § ()], 7hn0

1. 8o Dexamethasone sodium phosphate injection 5 mg/mL, 1 mL

2. amaaianaly
21 3duuy Wumsazauunannigs o Widd s minaa
22 smwsznay 1w 1 mL Usznaudodien Dexamethasone sodium phosphate ﬁaugaﬁ'v Dexamethasone
phosphate 5 mg
23 MIUTUTN miqlum'ﬁu:msqmaﬂﬂswemm%amﬁmtﬁa Type | ua:msgn"wﬁﬁaaﬁuuaa“"‘2)
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3. amanianmaRe

NamsmuﬁLﬂs’l:ﬁqmmmﬂuvlﬂmu Finished product specification Waz Drug substance specification 71
fdsnndrisuatiudioniu Soldeansfioudadinauamenisuniamisuazen NITNTWATIIUY nait
WnFrdrsuAldsdedaniluativfdsurimialnini nst‘fﬂmﬁﬂmvﬁLwiLﬂu"lﬂmuﬂs:mﬁns:muammsmzfu
S sTydITen 'lw”’i‘lruﬁ'uvqauﬁﬁwamm:nssumsﬂs:mwﬂmm

3.1 Finish product specification?
ANENIANIINARA USP 35 BP 2013

1. USnmaandng 90.0 - 115.0 of the L.A. of 95.0 - 105.0% of the L.A. of
Dexamethasone phosphate Dexamethasone phosphate

2. ldentification AT AN

3. Bacterial endotoxins NMT 31.3 USP Endotoxin U/mg AIIINU

4. pH 70-85 70-85

5. Free dexamethasone - NMT 0.5%

3. Particulate matter ATIVEHIU ATIVHIU

- 231@ > 10 pm 117 6,000/container

-241@ = 25 pm WiLfiu 600/container

7. Sterility AU a3

8. Volume in container ATIVHIU FHTIVHIW

9. Extractable volume ATIINU AN
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3.2 Drug substance specification "®

AnENIAMIImaRa

USP 35

BP 2013

1. Py

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

AU

AN

3. Specific rotation

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

+75% to +83°(Anhydrous substance)

and alcohol - free basis)

4. pH 75-10.5 75-95

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 liquid 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%
8. Alcohol / Ethanol NMT 8.0% NMT 3.0%
9. Ethanol and water NMT 16.0% NMT 13.0%
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