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Atorvastatin calcium hydrate R100421E
ZHERK (0.01 mg/mL) 1
mAU 1 i 7
E QAL o
15— NN % | carr. a0
10—% L F J2
E Atorvastatin calcium hydrate
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mAU :I
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{R100511C
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Column : YMC-Pack Pro C18 RS (5 um, 8 nm)
250 X 4.6 mml.D.
Eluent : A) citric acid buffer®/acetonitrile/THF (40/10/10)
B) acetonitrile/THF (1/1)
7%B (0-40 min), 7-40%B (40-80 min)
%Dissolve 10.5 g citric acid monohydrate in 900 mL water
— adjust pH 5.0 by 28% ammonia — add water to make 1000 mL
Flow rate : 1.3 mL/min
Temperature :40°C
Detection : UV at 254 nm
Injection 120 pL
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YMC-Pack Pro C18 RS , _
mAU 1 1. Atorvastatin calcium hydrate
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5 ‘ 1.3 mL/min
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{ R100422L
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Column : 250 X 4.6 mml.D. (5 um)
Eluent : A) citric acid buffer®/acetontrile/THF (40/10/10)

B) acetonitrile/THF (1/1)

7%B (0-40 min), 7-40%B (40-80 min)

%Dissolve 10.5 g citric acid monohydrate in 900 mL water

— adjust pH 5.0 by 28% ammonia — add water to make 1000 mL
Temperature :40°C
Detection - UV at 254 nm
Injection : 20 pL (1.0 mg/mL)

(BRERFINERERHFZM MERER)

YMC Co., Ltd. http://www.ymc.co.jp
|



YMC| HPLC DATA SHEET

SEPARATION TECHNOLOGY

TRILINZRBF VRV LK)
Atorvastatin calcium hydrate R100422H
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Column : YMC-Pack Pro C18 RS (5 um, 8 nm)
250 X 4.6 mml.D.
Eluent  citric acid buffer®/acetontrile/THF (53/27/20)
%Dissolve 10.5 g citric acid monohydrate in 900 mL water
— adjust pH 4.0 by 28% ammonia — add water to make 1000 mL

Flow rate : 1.2 mL/min
Temperature :40°C

Detection UV at 254 nm

Injection : 10 uL (0.13, 0.4 mg/mL)
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Atorvastatin calcium tablets R100518P
HFI9—1£ (0.04 mg/mL, 0.11 mg/mL, 10 uL inj.)
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Column : YMC-Pack ODS-A (5 um, 20 nm)
250 X 4.6 mmlI.D.
Eluent : citric acid buffer’®/acetonitrile/THF (53/27/20)
%Dissolve 10.5 g citric acid monohydrate in 900 mL water
— adjust pH 4.0 by 28% ammonia — add water to make 1000 mL
Flow rate : 1.3 mL/min
Temperature : 30°C
Detection : UV at 244 nm
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YMC-Pack Pro C18 RS (8 nm) 1. 1,3-Dinitrobenzene (1.S.)
mAU 1 2. Atorvastatin calcium hydrate
1504 N(1) 19769 2
4 N(2) 13240 1.6 mL/min
10053 Rs(1,2)=19.9 21.3 MPa
5o—§
0 _ M
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0 5 ' 10 min
YMC-Pack ODS-A (12 nm)
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200:§ N(1) 20083 5 1.5 mL/min
1504 N(2) 15477 22.2 MPa
4  Rs(1,2)=21.2
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YMC-Pack ODS-A (20 nm)
mAU 1
2503
] 1.3 mL/mi
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% I \
-50-3 R100518G
o 5 1  min
Column : 250 X 4.6 mml.D. (5 um)
Eluent : citric acid buffer’®/acetonitrile/THF (53/27/20)

%Dissolve 10.5 g citric acid monohydrate in 900 mL water

— adjust pH 4.0 by 28% ammonia — add water to make 1000 mL
Temperature : 30°C
Detection : UV at 244 nm
Injection : 10 puL (0.04, 0.11 mg/mL)
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