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ANANYIANIZYDIEN
Sodium chloride 900 mg/100 mL solution for infusion, 1 L bag (GPU 801522)
Tsanenunauneses
#ou1  Sodium chloride 900 mg/100 mL solution for infusion, 1 L bag
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1. glwudumsazansusannide la luid
2. awdsznaulu 1 0N Usznaumeasazas Sodium chloride 0.9% in Water for injection
USums 1000 ml
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Finished product specification (USP 40)

1. Identification AT

2. YSunwusendady 95-105% Labeled amount Sodium chloride

3. pH 45-70

4. Sterility test ATIWU .
5. Bacterial endotoxin not more than 0.5 USP endotoxin unit per ml
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6. Particulate matters ﬂi’mhu

7. Iron Not more than 2 ppm.

8. Heavy metals Not more than 10 ppm, based on the amount of NaCl
9. Volume in Container mmti’m
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AMANYUSIANIZYDIEN
Sodium chloride 900 mg/100 mL solution for infusion, 100 ml bag (GPU 698204)
Tseunauneses
Hou1  Sodium chloride 900 mg/100 mL solution for infusion, 100 ml bag
AuaTRNALY
1. yUsvudumsasanaunannde la luid
2. @uusznaulu 1 ge Usznaumeansazans Sodium chloride 0.9% in Water for injection
U3ums 100 ml
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r ification
1. Identification ATIVNY
2. YSunausinendndgy 95-105% Labeled amount Sodium chloride
3. pH 4.5-7.0
4. Sterility test ATITHY
5. Bacterial endotoxin not more than 0.5 USP endotoxin unit per ml
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6. Particulate matters msaﬂmu

7. Iron Not more than 2 ppm.

8. Heavy metals Not more than 10 ppm, based on the amount of NaCl
9. Volume in Container AT
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ANANYIANIZYDIEN
Lercanidipine HCL 20 mg film-coated tablet (GPU 206069)

Tsangnuauneses
Hown Lercanidipine HCl 20 mg film-coated tablet
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1. Identification ATV

2. Assay 95.0 - 105.0% labeled amount of Lercanidipine HCl
3. Dissolution ATITHY

4. Uniformity of dosage units ATIT

5. Impurities fﬂ'i'.lﬂm"lll
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Sodium chloride 900 mg/100 mL irrigation solution, 1 L bottle (GPU 789504)
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%E)U‘] Sodium chloride 900 mg/100 mL irrigation solution, 1 L bottle
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1. juuuy Whuansasaneusimanida Ta il 1 antimicrobial agents e
2. audsznou lu1l N Usznausmeansazany Sodium chloride 0.9% in Water for injection USu1@s 1000 ml
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1. Identification B]‘E'NN‘WU
2. Usinausnendnsigy 95.0 - 105.0% Labeled amount Sodium chloride
3. Sterility test I

4. Bacterial endotoxin =~ NMT 0.5 USP Endotoxin Unit per mL
4. Volume in Container  #53961U
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AMANYUZIANIZYBEN
Etonogrel 68 mg implant, 1 implant (GPU 680466)
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?'latl’l Etonogrel 68 mg implant
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Oxaliplatin 5 mg/mL concentrate for solution for infusion, 10 mL vial (GPU 207625)

Tsanenunauneses
ﬂam Oxaliplatin 5 mg/mL concentrate for solution for infusion, 10 mL vial
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1. Wuasazasunennds a Liid dwiunenvasniens
2. Ussneumeiaen Oxaliplatin 5 mg/ml in 10 ml
3. ussglumvussdaUsATaie Tiavanum type | Uasiuuas
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Finished product specification

platinum

1. Identification (By HPLC) ATITEY

2. Sterility test ATIY

3. Bacterial endotoxins Tutfiu 1.0 USP EU/mg

4. pH 40-7.0

5. Extractable Volume TR

6. Assay 90%- 110% of the labeled amount
7. Organic Impurities

a) Limit of oxalic acid NMT 0.6%
b) (SP-4-2)-Diaqual(1R,2R)-cyclohexane-1,2-diamine-N,N] NMT 0.65 %

c) Diaguodiamino cyclohexane platinum dimer NMT 0.5 %
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d) Any individual unspecified impurity NMT 0.2 %
e) Total impurities NMT 2.45 %

8.Particulate matter
a) Visible particles Free from visible particles

b) Sub-visible particles

2 10 microns NMT 6000 particles
= 25 microns NMT 600 particles
WuLwie

-*szyhie Dissolution Uay Uniformity of dosage units Iuuuisnansuansseazdeanan1snsavdinsed windle
wdalilulu coa
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ANANBULIANIZYDIEN
Amino acids 46 ¢/1.448 L + Dextrose 103 ¢/1448 L + Lipids 41 ¢/1.448 L
Emulsion for infusion, 1.448 L bag (GPU 677355)
T5aWBIUNAUN95DY

Hoen Amino acids 46 2/1.448 L + Dextrose 103 g/1448 L + Lipids 41 g/1.448 L Emulsion for infusion, 1.448 L bag
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Osmolarity Usvuna 850 kcal
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Finished product specification

1. 20% Lipid emulsion
Description
Identification
pH
Droplet size distribution%, < 5 um
Mean droplet size, um
Identification fatty acids, me/ml:
Glycerol (anhydrous), me/ml

Sodium mmol/L

Phosphorus, mg/l

All-rac-Ql-tocopherol, mg/L

Triglycerides mg/ml

Free fatty acids, mmol/1,000 ml
2. 10% Amino acid solution with eletrolytes

Description

Identification

pH

Sodium, mmol/L

Potassium, mmol/L

Calcium, mmol/L

Magnesium, mmol/L

Phosphorus, mmol/L

Zinc, mmol/L

Assay of amino acids, g/l

White homogeneous specification
ATINNUATY Finished product specification
75-9.0

100

<05

ATIANUA Finished product specification
225-275

<50
421 - 515
160 - 230
190 - 210
<30

Clear, colorless to slightly yellow solution

ATIKUAY Finished product specificatio

54-58

76 - 84

57 -63
48-53
9.5-105
18.4 -20.4
0.072 - 0.088

ATINUATY Finished product specification

Particulate contamination by light blockage principle

Color
Clarity
3. 13% Glucose

Description

Identification

pH

VAR L TE 2T A T
(weUsuias (lnﬁm:‘]ﬁ)

RN 111111 - R )
(wwamnaas Guaatizsan)

MIIWUNN Finished product specification
MIIATUAN Finished product specification

AWMU Finished product specification

Clear, almost colorless solution
ATIUAIY Finished product specification
35-55
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Amino acids 46 g/1.448 L + Dextrose 103 ¢/1448 L + Lipids 41 ¢/1.448 L

Emulsion for infusion, 1.448 L bag (GPU 677355) ver.01.68

Page 2 of 5




Glucose, mg/ml 1235 - 136.5
5-Hydroxymethylfurfural, absorbance, AU A5 Finished product specification
Particulate contamination by light blockage principle

ASIVEIUAY Finished product specification

Color ATIREUAN Finished product specification
Clarity ATIIHIUAY Finished product specification
4, After mixing A3IWUAY Finished product specification
5. Bacterial endotoxin, EU/ml ATIWMIUAY Finished product specification
6. Sterility test A32UAY Finished product specification
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AUANYUIEWIZYDIEN
Lactulose syrup 100 ml (GPU 1282436)
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Hown Lactulose syrup 100 ml
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Finished product specification

1. Identification ATINY
2. Swnushendafity 90.0-110.0% of L.A.of lactulose
3. Uniformity of dosage units ATV
4.  Oraganic impurities m‘ml‘-dl'm
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Desflurane 100 ml/100 ml inhalation vapour liquid 240 ml (GPU 692445) _
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Foen Desflurane 100 ml/100 ml inhalation vapour liquid 240 ml
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L. Wumnsazany vewuadla Lifid Tigenushuiadesiloians (tes Vaporizer
2. Jsgneushedaen Desflurane100 % luwanuss9240 mL
3. ussglumvuzvonegiidenlaaiivuiy, Yostuuas uaglidustonsanuanine Watlastfunssuveveenii i
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1. Identification test ATI
2. Ysnwiienddyy NLT99.7% and NMT 100.0 %
3. Limit of Nonvolatile Residue NMT 0.01% (wt/v)
4. Acidity / Alkalinity NMT 0.1 mL of 0.01 M NaOH or NMT 0.6 mL of 0.01 M HCl is required
for color change
5. Limit of Fluoride NMT 0.001%
6. Limit of Antimony NMT 3He/g
7. Related Compounds
* Isoflurane NMT 0.20%
* Dichlorofluoromethane NMT 0.01%
+ Trichlorotrifluoroethane NMT 0.001%
» Trichloroflucromethane NMT 0.001%
* Acetone NMT 0.005%
» Chloroform NMT 0.002%
« Methylene Chloride NMT 0.001%
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« Sym-Octafluorodiethyl Ether ~ NMT 0.05%
« Unspecified impurities NMT 0.005% each
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* Sum of other impurities NMT 0.01%

« Total Impurities NMT 0.3%
8. Weight of Fill NLT 350 g and NMT 370 ¢
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Epoetin alfa 4000 iu powder and solvent for solution for injection ( GPU 640418 )

1. Faen Epoetin alfa 4000 iu powder and solvent for solution for injection
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3.1 Finished product specification
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48 | Test Items Specifications
1 Appearance Meet the requirement
2 Biological assay
uanssansasedrilaadimis
- Potency in polycythemic mice (in vivo) 80-125%
- Potency in normocythemic mice (in vivo) 80-125%
- Immunoassay (in vitro) 15U ELISA %58 Meet the requirement
EIA (Enzyme linked immunosorbent assay),
RIA (Radioimmunoassay)
3 | pH 6.6-7.4
4 Bacterial endotoxins Less than 20 1U/10,000 IU of
erythropoietin
5 Sterility Meet the requirement
6 Dimer & related substance of higher meolecular mass Not more than 2%
7 Water content Not more than 4% w/w
8 Particulate matter
- Size 2 10 pm NMT 6,000 particles/vial
- Size 2 25 ym NMT 600 particles/vial
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3.2 Drug substance specification

) Test Items Specifications
1 Identification Meet the requirement
3 Biological assay
wansransasanedhilaegnmil
- in polycythemic mice (in vivo) 80-125%
- in normocythemic mice (in vivo) 80-125%
5 Protein content 80-120% of stated concentration
6 Sialic acids Minimum 10 mol of sialic acids/mol of

erythropoietin

7 Bacterial endotoxins Less than 20 1U/100,000 IU of erythropoietin

8 Impurity
- Host cell derived protein Meet the requirement

- Host cell and vector derived DNA Meet the requirement

9 Dimer & related substance of higher molecular | Not more than 2%

mass
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