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.0 MIUATINAB UMD NATHANG (Physicochemical tests)
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{®) Substances/ Identification TLC ®,000 UM
Raw materials/ FT-IR ®,000 UV
Products UV-Vis ®,000 UM
GC ®,000 UM
HPLC ®,000 UM
CE ®,000 UV
Chemical test ®,000 UM
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(&) Substances/ Assay/ Content/ Potency Titration b,000 UM
Raw materials/ UV-Vis m,0co00 UM
Products GC &,000 UM
AA &,000 UV
HPLC &, 000 UM
CE &,000 UM
ICP-MS &,000 UM
(o) Substances/ Chromatographic purity/ TLE m,000 UM
Raw materials/ Related substances/ HPLC o,000 UM
Products Degradation substances/ GC o000 UM
Impurity substances CE o,000 UM
(&) Substances/ Elemental impurities/ ICP-MS 517a¥ &,000 UM
Raw materials/ Heavy metal AA 57082 @,000 UM
Products
(&) Substances/ pH pH meter &oo UM
Raw materials/
Products
(o) Substances/ Loss on drying Hot air oven @,000 UM
Raw materials/ Vacuum oven @,000 UM
Products
(e¥) Substances/ Water Karl Fischer Titration @,&o0 UM
Raw materials/
Products
(<) Substances/ Viscosity Viscometer &oo UM
Raw materials/
Products
() Substances/ Osmolality/ Osmolarity Osmometer &oo UM
Raw materials/
Products
(@0) Substances/ Melting point/ Melting range Melting point apparatus &oo UM
Raw materials
(e@) Substances/ Total ash/ Sulfated ash/ Muffle furnace @,000 UM
Raw materials Residue on ignition/
Loss on ignition
(@) Substances/ Refractive index Refractometer &oo UM
Raw materials
(@m) Substances/ Optical rotation/ Polarimeter @,000 UMW

Raw materials

Specific optical rotation
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(@) Products Particulate matter/ Liquid particle ®,000 UM
Particulate contamination counter
(@) Water Conductivity Conductivity meter &oo UM
(@0) Water Total organic carbon Total organic oo UM
carbon analyser
.o NMSAATIIIVIAADUMIBENIURaTINen (Microbiological tests)
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(@) Substances/ Raw materials/ Products Sterility & 000 UM

(laisu Suitability test)

() Substances/ Raw materials/ Products

Bacterial endotoxins
- Kinetic Turbidimetric

- Kinetic Chromogenic

®0,000 U

®&,000 UM

(en) Substances/ Raw materials/ Products

Microbial assay

0,000 UM

(@) Substances/ Raw materials/ Products

Microbial enumeration tests

- TAMC & TYMC

&,&oco UM

(laisau Suitability test)

(&) Substances/ Raw materials/ Products

Tests for specified microorganisms
- Escherichia coli
- Staphylococcus aureus
- Salmonella spp.
- Pseudomonas aeruginosa
- Candida albicans

- Clostridium spp.

- Bile tolerant Gram negative bacteria

Weogdunidas e,&oo UM

(') Products

Antimicrobial effectiveness testing

&,000 UM
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(@) SDS

b,000 - & 000 U

(o) UV-Vis

®,000 — &,000 U

(en) HPLC

&,000 - ed,000 UV

() CE - SDS

&,000 — od,co00 UIN

(&) CE - IEF

&, 000 - e@d,000 UIN

(2) CE — N-Glycan

&,000 - e&,000 UN
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(@) Method development AIUANAA 0,000 — &00,000 UM
(o) Method verification AINANAS ®0,000 - €oo,000 UM
(en) Method validation AIUANAL ®0,000 — €oo,000 UM
(&) Stability study AIUANSL ®0,000 ~ 00,000 UM
(&) Degradation profile/ ANUANGY ®0,000 ~ ¢oo,000 UM
Impurities profile
(o) Msvadaulszansnin/ AUANAY ®0,000 — 00,000 U
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(V) Environmental monitoring Air sampling 08T @oo UM
Settle plate AL &o UM

(@) nwmaaumsﬂu;ﬂvam%aqﬁuw%‘sﬂuuﬁa Gas sampling AT ado UM
videenmatuswuildlunszuaunissan
() Bu q AUANAL Litiu ¢oo,000 UM
(WATUMUANLENNTAUATAINIDUVDY
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(@0) AMMUTMSIAUS nwIsIuNSIATIZY AUANGY &,000 — Mm00,000 UM
AU (Lisanshaszinaaau)
(0@) AMUSTMTIAIUSnWIRIUNMsUsEiu AIUANGY &,000 - moo,000 UM
ALATNUAYAIUANAMAIN
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