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18015 4 Omeprazole 40 mg for injection

- Iy
muﬂszmﬁé‘aui’aqum’mmﬁ Z 10, Y

1. 328 Omeprazole 40 mg for injection

2. amagsnianaly
2.1 uu 1Junsen lyophilized §u1awIainaue? Unennidls swiusreiadadimasssidoad
2.2 swilsznay  Usznaualu@len omeprazole %38 omeprazole sodium ﬁ'augaﬁu Omeprazole 40 mg
1 1 vial wiaudwvnazane (solvent)
2.3 MIUUITY UITIUMTULIIEaa Ynaanide Ltazussqﬁm‘ﬁﬁaaﬁmm
2.4 281N - 5zq%am U@ NI YUETAINUTI TUNER {uéuaﬁq kG waziawnadou
diuen Iadnitaiauuuussyioe
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3. AnFNIANIINARA

3.1 Finish product speciﬁcation""‘z’
1. USunmenendngy G!S’Jﬁ]ti’lu@l’mﬁiquu Finished product specification
2. ldentification @S’Jilmumuﬁi:q‘lu Finished product specification
3. pH mw&humuﬁsxﬂu Finished product specification
4. Uniformity of dosage units m’Jﬁ]mum&lﬁizqiu Finished product specification
5. Sterility m’mmum’mﬁsquu Finished product specification
6. Bacterial endotoxins NMT 175 Endotoxin units / 85.2 mg of omeprazole sodium
VR0
NMT 2.1875 Endotoxin units / mg of omeprazole
7. Water m’m&hu@nuﬁlizﬂu Finished product specification
8. Particulate matter ATIWN
- 29 2 10 um 'LifAin 6,000/container
- 9W1@ = 25 pm LiLAin 600/container
9. Related substances - Individual impurity : NMT 0.5%
- Total impurities : NMT 1.0%
10. Constituted solution m’mmumuﬁlixﬂu Finished product specification
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3.2.1 Drug substance specification : Omeprazolem"")

amsnianinata USP 35 BP 2013

1. ﬂfsu’lmﬁamﬁ’ﬁty 98.0 - 102.0% of omeprazole (on dried basis) 99.0 - 101.0% of omeprazole (on the dried basis)

2. Identification AT ATIINY

3. Completeness of solution ATIIHIY -

4. Color of solution Absorbance is not greater than 0.10 -

5. Loss on drying NMT 0.5% NMT 0.2%

6. Residue on ignition NMT 0.1% -

7. Heavy metals NMT 0.002% -

8. Related Substances - Any individual impurity : NMT 0.3% - Impurities F and G : NMT 350 ppm

- Total impurities : NMT 1.0% - Impurities D,E : for each impurity, NMT 0.15%

- Unspecified impurities : NMT 0.10%
- Total impurities : MNMT 0.5%

9. Chloroform and methylene - - Chloroform : NMT 50 ppm

chiloride - Methylene chioride : NMT 100 ppm

10. Sulfated ash - NMT 0.1%

3.2.2 Drug substance specification : Omeprazole sodium'”

ARANIANIINAKA BP 2013
1. ﬂ?mmﬁ'ﬁmé’ﬁty 98.0 - 101.0% of omeprazole sodium (on the anhydrous basis)
2. |dentificaiton AT
3. Optical rotation -0.10° to +0.10°
4. pH 103 - 11.3
5. Related substances - Impurities D,E : for each impurity, NMT 0.15%
- Unspecified impurities : NMT 0.10%
- Total impurities : MNMT 0.5%
6. Heavy metals NMT 20 ppm
7. Water 4.5-10.0%
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1.1 ludaymatunaioudrue me.2 ne.3 ne.4 uduednsdl
1.1.1 unsdifiduenfinfelutsznalng nunods vo2
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3181151 5 Pancreatin 150 mg capsule
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1. B Pancreatin 150 mg capsule

2. auasiana i

2.1 3uuuy Lﬂuml,ﬁmmﬂega muluussqtmihm minimicrospheres &1%3UTULTem %
22 §wudsznoy  Usznaueaudann Microspheres pancreatin 150 mg 1w 1 e

a A1 o &
2.3 MBULUIN msqluumﬂﬂauw YaInuauTu
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3. AMANTANIMARA

3.1 Finish product specification“)

1. USanadaendng m’aamuﬂwﬁuqlu Finished product specification
2. Identification m’mmuﬂ’mﬁsz‘qlu Finished product specification
3. Dissolution mﬁiwi’mm&lﬁ'in_qllu Finished product specification
4. Uniformity of dosage units m’;ini’mﬁl’mﬁiquu Finished product specification
5. Water content Gﬁ’)ﬁ]&hu@l’mﬁszqm Finished product specification
6. Microbiological guality m’sﬁ]ﬁhum’mﬁsquu Finished product specification
3.2 Drug substance specification : Pancreatin""
AMANTANINAKA USP 38

1. USnmarendey T 1 mg:
- Not less than 25 USP units of amylase activity
- Not less than 2.0 USP units of lipase activity

- Not less than 25 USP units of protease activity

4 o
2. Microbial enumeration tests and Tests | #129lainwuiBe Saimonefla species and Escherichia

for specified microorganisms

3. Loss on drying NMT 5.0%
4. Fat
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IW3ay finished product specification waz/»w3a Drug substance specification lasvautlurdewiudszme
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2. LENAIITUIDINIATTIRAIHAAY

2.1 nsdfignudalusznalng Hudadasdianmsiusaunaspumsniamundnineiuasi5msiiaiu
NINAAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taemsineau PIC/S participating authorities
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3. LanmsqmmwmaamﬁLauaﬂm (Funwannana)
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msq'uﬁdotﬂué’aazha

3.2 HaMIATIRAATERININIagAUaIRIENENETY (Certification of analysis of Drug substance) Al
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3.3 lanmInsanangwbuiuanusunuizniniunniavasingauasdiendny (Drug substance)
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3180131 6 Rebamipide 100 mg tablet
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1. §amn Rebamipide 100 mg tablet

2. amaanianaly

2.1 gluuy Wuede dwsusudsenu

2.2 gudsznay  Usznaueie@asn Rebamipide 100 mg 1w 1 1l

23 mruzusny  usnluuradasdin Vaaruanudu

2.4 amn - szq%am FIUUTNALAINE N YUITAITLT TUHAR fuﬁyumq UANE® uaziaunzden
dfumn Madsdanuuuussgrine

- UBMTUUIIEN azhmIauﬁaaszq%amﬁa‘ﬁamamsﬁﬁ AU TN LUAZWIAA VLT
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3. AMANTANMINAKA

3.1 Finish product specificationm

1. Sinuanedan mww’mmuﬁszq’lu Finished product specification
2. Identification mnmumuﬁli:q‘lu Finished product specification
3. Dissolution msnﬂﬂﬂumﬁuﬁizlﬂu Finished product specification
4. Uniformity of dosage units m’amhumuﬁsquu Finished product specification

3.2 Drug substance specification : Rebamipide(z)

amsNIANInalia ' Japanese Pharmacopoeia 16 Edition T

1. ﬂ?mmﬁ'ﬁmﬁﬁﬁry k99.0 - 101.0% of the L.A. of rebamipide (dried basis)
2. ldentification mmmumuﬁlszﬂu Finished product specification
3. Loss on drying NMT 3.0% (1g, 105 °C, 2 hours)
4. Residue on ignition NMT 0.1%
5. Purity

- Chioride NMT 0.028%

- Heavy metals NMT 10 ppm

- Rebamipide m-chloro isomer NMT 2.0%

- Related substances NMT 2.0%
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578n15N 7 Sennosides 7.5 mg tablet
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1.%9n  Sennosides 7.5 mg tablet

2. amanianaly
2.1 31wy Wuede §nsusulszmu
2.2 dutlsznay  Uszneudaudagn Sennosides 7.5 mg ( luguuuy Sennoside B ) 1u 1 1ila
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3.1 Finish product speciﬁcation“’

1. YSaunmenendiagy maamumuﬁs:qlu Finished product specification
2. Identification mdﬁlmumuﬁs:q’lu Finished product specification
3. Disintegration mmmumuﬁsquu Finished product specification
4. Uniformity of dosage units AT
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