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815N 4 Omeprazole 40 mg for injection

muﬂsxn'\ﬁi’f\ani’mquaswjmﬁ

1. faen Omeprazole 40 mg for injection

2. ansaaLiaina ly
2.1 pluwy \unaen lyophilized §anamsaifianrn Unannde dwiussmeiiadadammasaiiaad
22 ;udszney  Usznaudiualsn omeprazole 38 omeprazole sodium ﬁaugaﬁ’u Omeprazole 40 mg
1w 1 vial wiaudavihazans (solvent)
23 MuzusIy UIsTlumruzusTaenda Usemnide LtazmiqﬁwﬂﬂaaﬁAum
2.4 23N - szq%‘am FIUUTzNoUAILNEINYRTA ALY TUNER i'uﬁvumq WG uaziaamaon
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3. AMANTANINAKA

3.1 Finish product specification'"®
1. USundasndngy @sa*«m‘mmuﬁszq‘lu Finished product specification
2. Identification m'samumwﬁi:qlu Finished product specification
3. pH mi'zﬁlmumuﬁsquu Finished product specification
4. Uniformity of dosage units m%]mumuﬁlizq‘lu Finished product specification
5. Sterility maﬁlmumu‘ﬁlsquu Finished product specification '
6. Bacterial endotoxins NMT 175 Endotoxin units / 86.2 mg of omeprazole sodium
W38
NMT 2.1875 Endotoxin units / mg of omeprazole
7. Water mmmumuﬁ‘i:qlu Finished product specification
8. Particulate matter AT
-4u1@ = 10 pm laitAiu 6,000/container
- U@ > 25 pm 'Lsiifiu 600/container
9. Related substances - Individual impurity : NMT 0.5%
- Total impurities : NMT 1.0%
10. Constituted solution m’mmumuﬁi:qh Finished product specification
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(WIBLN3IN §ITTHNIN)
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(3)(4)

3.2.1 Drug substance specification : Omeprazole

1. ﬂ?&nmmmﬁ’lﬁ'ty 98.0 - 102.0% of omeprazole (on dried basis) 99.0 - 101.0% of omeprazole (oﬁ théudr’iedmt;és’i’s) k

2. ldentification a7 Y ATIIU

3. Completeness of solution AT -

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

chloride . - Methylene chloride : NMT 100 ppm

10. Sulfated ash - NMT 0.1%

(4)

3.2.2 Drug substance specification : Omeprazole sodium

1. Snmdaendngy 98.0 - 101.0% of omeprazole sodium (on the anhydrous basis)
2. ldentificaiton ATITU

3. Optical rotation -0.10° to +0.10°

4. pH 10.3-113

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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2. Drug substance specification RasanvinluiinTiRuaiHin drug substance w3oludinmey drug substance U89
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3. Nammnﬁmﬂzﬁqmmwm viulilany Finished product specification Lz Drug substance specification
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1.1 lue‘i’lﬁ'tymﬁ'fuﬂuﬁau@‘i'ﬁum (M9.2 N8.3 N4 USENTOR)
1.1.1 lunsdidduenfindeludsanelng nuneds no2
1.1.2 lunsﬁtﬁl,ﬂumﬁmhw’i‘ammﬂoussq ningds ne.3
1.1.3 luns@idueniidrandnadsanea wanofls no4
12 ludwetunaouen e 1/u.1 vasnfiauemn WiBNTLRB UM ITENMIMILANA AMWLBING A T
aufidunzidon  (finished product  specification) UszTBAINUARMNINVBITARAY (drug  substance
specification) nitﬁﬁaQiz%dﬁonﬁﬂﬂﬁﬂuuﬂmLLﬁ"Lva‘\fuLau HILUVLENETEUNMANENEMTVBUT b (8.5)
N w¥aw finished product specification Waz/%38 Drug substance specification lagvaurdlunauiudsznie
dzmanadidnnsafing wazliiiu 2 § o Fudszmedsznmenadidnnsefing
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2 = General requirement madma‘m’}iummugﬂuuum Injections
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4 = British Pharmacopoeia 2013
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7’1ﬂauSﬂﬂﬁ;mé‘numzmwwuuufhmana'ﬁn'ﬁa‘fﬂ%m'mﬁmﬁm
1A B38 /2561
5180151 5  Pancreatin 150 mg capsule

ANUIENIAFINIA qumwmﬁ

1.%a81  Pancreatin 150 mg capsule

2. amantanaly

2.1 guuy usidauadas muluuIIIUNTYR minimicrospheres FRIUTudTEmn

02 #udszney  Usznaudaneaun Microspheres pancreatin 150 mg s 1 1@ laofiiaulysl Protease,
Amylase W&z Lipase tJusaudsznay

23 Muuzusry  uIrlluiasideatin tasiuaniu

2.4 287N - e Fusnau AR LAZA NS TUNER ’Yuﬁyumq wwfinda uszarnzideon

fnuen Wednetauuuussium

- UM Beland aos:q%am FINLTENAUAILNFIATY AWLTI fuéumq uazapfinGa

3. Qmamﬁlmamﬂﬁﬂ

3.1 Finish product specification“’

1. USanmeendeny (label activity) m’;w&’mmuﬁiz‘qlu Finished product specification

- Protease

- Amylase

- Lipase
2. Identification m'mﬁll‘mmmﬁi:yl% Finished product specification
3. Dissolution @iaﬁ]mumwﬁ"ﬁ:ql% Finished product specification
4. Uniformity of dosage units Gli'aﬁwi’mm’mﬁitqlu Finished product specification
5. Water content mwmumuﬁlizﬂu Finished product specification
8. Microbiological guality mwmumuﬁ‘;zqh Finished product specification
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2. Drug substance specification #a1sananiuiiazwasiia drug substance #w3oluTinTey drug substance 89
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3. w&mim%ﬁmiﬁzﬁ’ﬂmmwm wuwldany Finished product specification &% Drug substance specification
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1. mmmwnmanmsms'lmsuaum@mum,u pudnsueni o minglusmelng uasdun (declare) UAEIHA®
1.1 ’Lumﬂmmwummwmsum (NB.2 118.3 NY.4 LAINANTH)
1.1.1 lunadifiduenfindaludssinalng wunpils no.2
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VW38N finished product specification Waz/%38 Drug substance specification Tagvaurlufauiudsesne
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MINENL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiiaeam PIC/S participating authorities
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3. AMANTANIINAKA
3.1 Finish product specificationm
Test ltem USP 38
1. YSinmdamday 90.0 - 110.0% of the L.A. of Sucralfate
2. Identification A3IAHY
3. Disintegration NMT 15 w1l
4. Uniformity of dosage units ATV
5. Acid-neutralizing capacity Not less than 12 mEq of acid is consumed
3.2 Drug substance specification : Sucralfate”
Test Item USP 38
1. W3nmeandey 30.0% - 38.0% of sucrose octasulfate
2. Identification ATIINN
3. Clarity and color of solution Clear and practically color less
4. Acid-neutralizing capacity Not less than 12 mEq of acid is consumed
5. Chloride NMT 0.50%
6. Arsenic NMT 4 ppm
7. Heavy metals NMT 0.002%
8. Pyridine and 2-methylpyridine NMT 0.05%
9. Sucrose heptasuifate NMT 0.1
10. Aluminum 15.5% - 18.5% of aluminium (calculated on an “as is” basis)
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