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3.1 Finish product specification'”

1. By

379 mu@l’mﬁi:q'lu Finished product specification T

2. Identification

. = . e
773 mumum:qlu Finished product specification

3. Disintegration/Dissolution

a339r MU TzY Y Finished product specification

4. Uniformity of dosage units
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1. USinmdadney

3.2 Drug substance specification : Diosmin®®

90.0 - 102.0% of Diosmin (anhydrous substance)

2. ldentification

AU

3. lodine

4. Related substances

5. Heavy metals
6. Water
7. Sulfated ash

NMT 0.1%

- Impurity B : NMT 4.0%
-'lmpurity C, E : for each impurity, NMT 3.0%

- Impurity F : NMT 2.0%

= Impurity D : NMT 0.6%

- Impurity A : NMT 0.5%

- Unspecified impurities : for each impurity, NMT 0.4%
- Total impurity : NMT 8.5%
NMT 20 ppm
NMT 6.0%

NMT 02% ,
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1. Basn lopromide Sterile Solution 370 mg/mL as lodine Injection, 100 mL

2. anvanLiana
2.1 guupy
2.2 gwdsznay

L o v
Lﬂumsazmﬂﬂﬂﬂmnma FNILaa

- U3tnaueI8631 lopromide 768.86 mg/mL (winiulaladu 370 mg/mL) 133195 100 mL

[
- 8794 suitable buffers uay Edetate Calcium Disodium (1w Stabilizer) Yinaudndesdusudsznayle

- #1941l Antimicrobial agents (ugiudsznay’
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3. AMANIANIINATHA

3.1 Finish product specification'”

Testitem USP 41
1. USanmsaendnegy 94.0 - 105, o% of the L.A. of lopromide
. ldentification AT
. Bacterial endotoxins NMT 1.25 USP EU/mL
. pH 6.5-8.0
. Free iodine AT

NMT 80 mcg of iodide/g of iopromide

2

3

4

5

6. Limit of free iodide
7

8

9

- Limit of free aromatic amine NMT 0.2%

- Limit of N-acetyl compound (lopromide related compound B) NMT 1.5%

- Ordinary impurities NMT 3.0%
10. Sterility AU
11. Particulate matter ATUEU

- W6 > 10 um Wiifn 6,000/container
- W9 2 25 pm liifiu 600/container

12. Isomer distribution

- El-isomer : 8.0% - 12.0%
- E2-isomer : 9.0% - 14.0%
- Z1-isomer : 32.0% - 40.0%
- Z2-isomer : 38.0 - 46.0%

13. Voiume in container

ATV
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3.2 Drug substance specification : lopromide"

Test Item

USP 41

1. YInudaedey

97.0 - 102.5% of the L.A. of lopromide (anhydrous and solvent-free basis)

2. Identification AU

3. Water NMT 1.5%

4. Residue on ignition NMT 0.1%

5. Heavy metals NMT 0.002%

6. Free iodine ATIVIU

7. Limit of free iodide NMT 0.002%

8. Limit of free aromatic amine NMT 0.1%

9. Limit of alcohol NMT 04%

10. Limit of N-acetyl compound NMT 1.5%

(lopromide refated compound B)

11. Ordinary impurities NMT 3.0%

12. Isomer distribution - Et1-and Z1-isomer : 40.0% - 51.0%
L - E2-and Z2-isomer : 49.0% - 60.0%
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18NN 3 Modified fluid gelatin solution for infusion, 500 ml
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1. Hoen Modified fiuid gelatin solution for infusion, 500 mi

2. amangiarialy

2.1 guuwy Wuasasmodnannide SnTLnsaTnaaaLfand

22 dmsznay luansazans 100 mL UsznaudindaL Modified fiuid gelatin 4 9, Sodium chloride 701 mg
U8z Sodium hydroxide 136 mg

2.3 MuUzUIT msg‘lum’nu:msgmﬁmﬂﬂﬂmm%ammﬂ 500 mL /1 MwuguTey
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3. AMANUANIUNATHA

3.1 Finish product specification’”

1. USinadaendeny ATIINIUAINNA3 M Finished Product specification
2. Identification test mmmumummg’m Finished Product specification
3. pH m'J'«JN'lum'lmnmiﬁ'm Finished Product specification
4. Sterility ATIY
5. Particulate matter NI

- IWIA 2 10 pum laivAn 25 auma/mL

- YW > 25 um liiiAn 3 auN1A/mL

6. Bacterial endotoxins mmmum&lm@lij’m Finished Product specification
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7. Volume in container
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8NN 4 Pantoprazole sodium 40 mg sterile powder for injection
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1. Bomn Pantoprazole sodium 40 mg sterile powder for injection

2. amaniarial
2.1 3uluwy Wwwssndnmnds dmsuda
22 wlsznay  Ussnaudapeqen Pantoprazole sodium ‘ﬁlawgaﬂuu Pantoprazole 40 mg
2.3 Moy usmﬁlummwﬁqmaﬂﬂﬂﬂmm"ga Ltazmsagn”meﬁﬂaaﬁmm
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3. AMENUAMIINATA

3.1 Finish product specification'™?

1. USinmdngnegy m’:amumuﬁs:qlu Finished product specification
2. |dentification mnmumuﬁsquu Finished product specification
3. pH mmmumwﬁ'itl‘llu Finished product specification
4. Sterility test AT
5. Bacterial endotoxins m’mhumuﬁi:q‘lu Finished product specification
6. Particulate matter AITHIB

- W19 2 10 pm 1351w 6,000/container
- W9 2 25 pm 1A 600/container

7. Water content mwmum’mﬁitq‘lu Finished product specification
8. Uniformity of dosage units maamumu‘ﬁs:qlu Finished product specification
9. Impurity / Related substances @Sﬁﬁ)muﬂ’mﬁiquu Finished product specification

3.2 Drug substance s ecification®* . Pantoprazole sodium (Pantoprazole sodium sesquihydrate)

L Test item USP 41 BP 2016
1, U‘%mmﬁ'zmﬁm’"zy 98.0 - 102.0% of Pantoprazole sodium 99.0 - 101.0% of Pantoprazole sodium sesquihydrate
(Calculated on the anhydrous basis) (anhydrous substance)
2. Identification ATV . AU
3. Appearance of solution - ATIWU
4. Optical rotation - -0.4° to +0.4°
5. Water 5.0% - 8.0% 59-6.9%
6. Heavy metals NMT 0.002% NMT 20 ppm
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3.2 Drug substance specification : Pantoprazole sodium®™* (Gia)

Test ltem USP 41 s Grg
7. Related compound N3WHIAN test 1 WD test 2 - Impurity A : NMT 0.2%
Test 1 - Sum of impurity D uaz F : NMT 0.2%

- Pantoprazole related compound A : NMT 0.20% | - Impurity B, C, E : for each impurity, NMT 0.1%
- Pantoprazole related compound B : NMT 0.15% | - Unspecified impurities : for each impurity,

- Any other individual impurity : NMT 0.10% | NMT 0.10%

- Total impurities : NMT 0.5% - Total : NMT 0.5%

Test 2 (Recommended when impurities C,D,E
and F are potential related compounds)

- Related compound A : NMT 0.20%

- Related compound B : NMT 0.15%

- Related compound C : NMT 0.10%

- Related compound D and F : NMT 0.20%

- Related compound E : NMT 0.10%

- Any other individual impurity : NMT 0.10%
- Total impurities : NMT 0.5%
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1 = General requirement U8 ILNFTANTUEIWSY Finished product 3ULLY Injections
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4 = British Pharmacopoeia 2016
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i’lﬂn’ﬁﬁ 5 Polygeline 3.5 g/100 ml for infusion, 500 ml
audsemeadminguanysiit &9 &4 2563

1. 5aen Polygeline 3.5 g/100 mi for infusion, 500 ml

2. amwaniianialy

2.1 guuy Wussazazdnennige FmIunsad naeafand

22 dwmdsznay  lussazane 100 mL Usznaueaudaen Polygeline 3.5 g. Sodium chloride 0.85 g,
Potassium chloride 0.038 g, UR Calcium chloride 0.85 g,

2.3 MTULLIR msfg'lum’nu:ms?maﬂﬂﬂﬁmmifammm 500 mL / 1 MwUzUTTY

2.4 a8 UUMTULUTTRUAS UL TS ue adwaﬁaaﬁaaszq%am wIadamenisen
FuUsznoudme@AY wazeuns winsfoudum afnEe INER UaY
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3. AMENUANINNARA

3.1 Finish product specification'”

1. Y3umuen odnTy ATIVIUANINATFI% Finished Product specification
2. ldentification test mw&humwmmym Finished Product specification
3. pH ATITAUMNNNATFIN Finished Product specification
4. Sterility ATIHIB
5. Particulate matter ATIY

- %9 > 10 pm laifin 25 synia/mL
- WA > 25 pum lilfiu 3 aume/mL

6. Bacterial endotoxins mwmumummﬁg'm Finished Product specification

7. Volume in container ATITNIU
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1. %am Sennosides 7.5 mg tablet

2. amantiana
2.1 3ulupy Wuenda dnsusutseniu
22 dmeney  dsznaudaudaen Sennosides 75 mg ( 1uguuuy Sennoside B ) 1 1 iifa
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3. amdulGMIInana

3.1 Finish product s ecification”

1. Uiy 90.0 - 110.0% of the L.A. of Sennosides

2. ldentification ATIINIU
3. Dissolution time useansazanelaiiasnin 75% (Q) of the L.A of Sennosides luiam 120 wnfi
4. Uniformity of dosage units ATIU

3.2 Drug substance specification : Sennosides ‘"

1. Total Sennosides 90.0 - 110.0% of the L.A. of Sennosides

2. Content of sennosides A and B NLT 60% of the L.A. of Sensosides A and B
3. Identification ATIVYU

4. Heavy metals 60 mcg/g

5. pH 63-73

6. Residue on ignition 5.0% - 8.0%

7. Loss on drying NMT 5.0%
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1. 808 Simethicone 80 mg chewable tablet
2. ankaanniarinly
2.1 guluwy Wueida gﬂuumﬁ*m (Chewable tablet) #1%sUsUUTENY
22 sszney  Usznaudhada Simethicone 80 mg lu 1 1fia
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3. amaNtAMIMaTa

3.1 Finish product specification™

1. Uhinmdaedney mvamumuﬁsquu Finished product specification

2. ldentification test els'ﬁ)mumu'?’fs:q'lu Finished product specification

3. Uniformity of dosage unit mwmumuﬁsquu Finished product specification

3.2 Drug substance specification : Simethicone®

1. ﬂ“smmhmﬁm”ty 90.5% - 99.0% of polydimethylsiloxane
U8z 4.0% - 7.0% of silicon dioxide

2. Identification ATIU

3. Heavy metals NMT 5 meglg

4. Loss on drying NMT 18.0%

5. Defoaming activity NMT 15 seconds
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