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1. Foen Cyclophosphamide 500 mg powder for Injection
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¢ (der for Injection

Tu 1 Vial Usznaumesiaen Cyclophosphamide 500 mg
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Namim’ﬁnLﬂﬁ%‘wﬂmmwmﬂﬂmu finished product specification wag drug substance
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3.1 Finished product specification: Cyclophosphamide for injection USP

v . « .
UD Test items Specifications
1 | Identification - Meet the requirement
2 | Assay - 90.0-105.0% of the labeled amount of
anhydrous Cyclophosphamide
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) Test items Specifications
3 | Organic Impurities
- Cyclophosphamide related compound D | - Not more than 0.15%
- Cyclophosphamide related compound C | - Not more than 0.15%
- Cyclophosphamide related compound B | - Not more than 0.15%
- Cyclophosphamide related compound A | - Not more than 0.15%
- Any unspecified impurity - Not more than 0.11%
4 | Uniformity of dosage units* - Meet the requirement
5 | pH - 3.0-9.0
6 | Water - 4.6-7.0%
7 | Bacterial endotoxins - Not more than 0.0625 endotoxin unit/mg of
Cyclophosphamide
8 | Sterility - Meet the requirement
9 | Constituted solution - Meet the requirement
10 | Particulate matter - Size 2 10 lkm not more than 6,000 /container

- Size 2 25 Um not more than 600 /container

3.2 Drug substance specification : Cyclophosphamide USP

4o Test items Specifications
1 | Identification - Meet the requirement
2 | Assay - 97.0-103.0 % of the labeled amount of
Cyclophosphamide (on the anhydruos basis)
3 | Propanolamine - Not more than 0.025%
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90 Test items Specifications
4 | Degradation products
- Cyclophosphamide related compound D | - Not more than 0.06%
- Cyclophosphamide related compound C | - Not more than 0.06%
- Cyclophosphamide related compound B | - Not more than 0.06%
- Cyclophosphamide related compound A | - Not more than 0.06%
- Any unspecified impurity - Not more than 0.06%
5 | Chlorides - Not more than 0.033%
6 | Phosphate - Not more than 0.01%
7 | Bacterial endotoxins - Not more than 0.0625 USP endotoxin unit/mg
of Cyclophosphamide
8 | Sterility - Meet the requirement
9 | pH - 39-71
10 | Water - 57-6.8%
.3 Finished product specification: Cyclophosphamide for injection BP
48 Test items Specifications
1 | ldentification | - Meet the requirement
2 | Assay - 92.5-107.5% of the labeled amount of
anhydrous Cyclophosphamide
3 | Uniformity of dosage units - Meet the requirement
4 | pH - 4.0-6.0
5 | Bacterial endotoxins - Meet the requirement
6 | Sterility - Meet the requirement
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) Test items Specifications
7 | Clarity of solution - Meet the requirement
8 | Particulate matter - Meet the requirement
3.4 Drug substance specification : Cyclophosphamide BP
) Test items Specifications
1 | Identification - Meet the requirement
2 | Assay - 98.0-102.0 % of the labeled amount of
Cyclophosphamide (anhydruos substance)
3 | Appearance of solution - Meet the requirement
4 1 pH - 4.0-6.0
5 | Related substances
Any impurity - Not more than 1.0%
6 | Chlorides - Not more than 330 ppm
7 | Phosphates - Not more than 100 ppm
8 | Water - 6.0-7.0%
9 | pH - 3971
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1. 981 Gemcitabine 1.4 Gm for Injection
2. AausadAnaly

2.1 Uiy HunsendnUsaanide

2.2 dmuseneu  Usznoumiefiel Gemcitabine hydrochloride ‘ﬁ'amgaﬁu Gemcitabine
1.4 Gm '
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3. auauUaniuvaiia
Namsmaﬁmsq3ﬁ@mmWLTJuvLUmu finished product specification Wag drug substance
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3.1 Finished product specification: Gemcitabine for injection USP

48 Test items Specifications
1 | Identification - Meet the requirement
2 | Assay - 95.0-105.0 % of the labeled amount of
gemcitabine
3 | Uniformity of dosage units* - Meet the requirement
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4o Test items Specifications
4 | Particulate matter - Size 2 10 Wm not more than 6,000 /container
- Size 2 25 llm not more than 600 /container
5 | pH _ - 2733
Organic impurities
- Cytosine - Not more than 0.1%
- Gemcitabine alpha-anomer - Not more than 0.1%
- Any individual unspecified impurity - Not more than 0.2%
- Total impurities - Not more than 0.3%
7 | Clarity of solution - Not more than 10 NTU
8 | Bacterial endotoxins - Not more than 0.05 USP Endoctoxin Unit per mg
of gemcitabine
9 | Sterility - Meet the requirement
3.2 Drug substance specification : Gemcitabine Hydrochloride USP
) Test items Specifications
1 | Identification - Meet the requirement
2 | Assay - 97.5-101.5 % of gemcitabine hydrochloride
3 | Residue on ignition - Not more than 0.1%
4 | Organic impurities
- Cytosine - Not more than 0.1%
- Gemcitabine alpha-anomer - Not more than 0.1%
- Any individual unspecified impurity | - Not more than 0.1%
- Total impurities - Not more than 0.2%
5 | Specific rotation - Between +43" and +50° (at 20°)
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St Test items Specifications

6 | pH - 2.0-3.0

7 | Bacterial endotoxins - Not more than 0.05 USP Endotoxin Unit/mg of
gemcitabine

3.3 Finished product specification: Gemcitabine for injection (In house)

) Test items Specifications
1 | Identification - Complied with finished product specification
2 | Assay - 95.0-105.0 % of the labeled amount of gemcitabine
3 | Uniformity of dosage units* - Complied with finished product specification
4 | Particulate matter - Size 210 -}.Lm not more than 6,000 /container
- Size 2 25 Um not more than 600 /container
5 | pH - 2733
6 | Organic impurities - Complied with finished product specification’
7 | Clarity of solution - Complied with finished product specification
8 | Bacterial endotoxins - Not rT;c')-r’e than 0.05 Endotoxin Unit/mg of gemcitabine
9 | Sterility - Complied with finished product specification

3.4 Drug substance specification : Gemcitabine Hydrochloride BP

D) Test items , Specifications
1 | Identification - Meet the requirement
2 | Assay - 98.0-102.0% of gemcitabine hydrochloride
3 | pH - 2.0-3.0
4 | Specific optical rotation - Between +43" and +50°
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U9 Test items Specifications

5 | Related substances
- Impurity A - Not more than 0.15%
(4-aminopyrimidin-2(1H)-one) or (cytosine)
- Impurity C - Not more than 0.2%
(1-(2-deoxy-2,2-difluoro-B-D-erythro- |
pentofuranosyl) pyrimidin-2,4(1H,3H)-dione
(2-deoxy-2',2-diflucrouridine) or (B-uridine)

- Unspecified impurities - Not more than 0.1%
- Total impurities - Not more than 0.4%
6 | Sulfated ash - Maximum 0.1%
7 | Bacterial endotoxins - Less than 0.05 IU/mg of gemcitabine
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’ 7

Parenteral nutrition (Amino acid sottich-£1 ¢emut90n+ Glucose solution) 1,500 ml
Nt
1. §981  Parenteral nutrition (Amino acid solution + Lipid emulsion + Glucose solution) 1,500 ml
2. auantAvaly
2.1 gUuuy Huasazareendaunannidelpemsazaeninozilusaznglaaiiuarsazasla
' Lifiviedwmdessey dmiudtatululefufidadsfuasiidnuasadroun
22 dwlsgnou  Tu 1 g3 Uums 1,500 ml Useneuiy 3 du il
- Amino acid solution 5.5% with electrolytes U3u1ms 600 ml
- Lipid emulsion 10% U311@5 300 ml
- Glucose solution 20% U3u1as 600 ml
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48 Test items Specifications
1 | Identification - Complied with finished product specification
2 | Assay 2.1 Amino acid solution 5.5% with electrolytes
- pH 5.5-6.5
- U318 Sodium ~ 50-56 mEg/L
- UFu1ad Potassium 38-42 mEg/lL
- J3uad Magnesium 10.5-11.6 mEg/L
- Ui Acetate 68-91 mEg/\
- Usun Phosphate 33-37 mEg/\
- Alanine 10.3-125 g/l
- Arginine 57710 g/
- Glycine 51-6.2 g/
- Histidine 24-29 ¢/
- lIsoleucine 3.0-3.6 ¢
- Leucine 36-44 ¢/l
- Lysine HCl 3.6-4.4 ¢/l
- Methionine 2.0-24 g/
- Phenylalanine 2.8-3.4 ¢/l
- Proline 3.4-41 ¢/l
- Serine 2.5-3.0 g/l
- Threonine 2.1-25 ¢/l
- Tryptophan 0.9-1.1 g/
- Tyrosine 0.20-0.24 ¢/L
- Valine 2.9-35 g/l
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U9 Test items Specifications

2 | Assay 2.2 Lipid emulsion 10%
- pH 6.0-8.0
- Lipids 98-114 g/l
- Free fatty acids 0-3 mEg/L

- Essential fatty acids 18.5-21.5%

2.3 Glucose 20% with calcium

- U3uad Dextrose 190-210 ¢/

- pH (5% Glucose solution) 3.5-5.5

- 5-Hydroxymethylfurfural (5-HMF) laiifiu 0.25

- 3w Calcium 9.5-10.5 mEg/l
3 | Particulate matter - Complied with finished product specification
4 | Sterility test - Complied with finished product specification
5 | Bacterial endotoxins - Complied with finished product specification
6 | Volume - Not less than 1,500 ml
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\a wmm%'
Phenytoin Sodium Q@ ) ;a‘ kapged -release capsule

1. Foun Phenytoin Sodium 100 mg prolonged-release capsule

2. qruantiald
2.1 sUuuy Wusualgaviiniuusenu
2.2 dwszneu  u 1 uadgaUsznauiiesien Phenytoin Sodium 100 mg lagns
lJaﬂ"dﬁa*&lﬂﬂugﬂl,wuaaﬂq%élﬁu Sustained-release Capsule
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3. ﬂmamUﬂ‘wNmﬂuﬂﬂJaﬂ Finished product
mamsmmLﬂswvuﬂmmwmulﬂmm finished product specification Feldavzideuse
AUNNUAMENTINNITOIMITHATEN NTENTIEAG1TUEY

b74

) Test items Specifications

1 | ldentification test - Complied with finished product specification

2 | Assay - 95.0-105.0% of the labeled amount of Phenytoin Sodium
3 | Dissolution Test - Not more than 20-40% (Q) in 30 min

- Not more than 40-80% (Q) in 60 min
- Not less than 75% (Q) in 120 min

4 | Uniformity of dosage units | - Complied with finished product specification

5 | Related compounds - Complied with finished product specification
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4.3.

4.4.

4.5.

4.2.2 nsdlgnind1ansnsema guannoeliiona1IiuTeInIgIunITHaRg AN
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operation Scheme) lmaniae91u PIC/S participating authorities aduagany
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naandw Lalansal wieilienans Certificate of pharmaceutical product
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