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A description of the 
identifying 
characteristics of the 
dosage forms, 
including shape, color, 
coating, scoring, and 
imprinting 

Strength  Contents  Description 
5 mg/10 
mg 

rosuvastatin 
5 
mg/ezetimibe 
10 mg 

round pink 
biconvex 
tablets with 
“5” 
embossed 
on one side 

10 
mg/10 
mg 

rosuvastatin 
10 
mg/ezetimibe 
10 mg 

round pink 
biconvex 
tablets with 
“AL” 
embossed 
on one side 

20 
mg/10 
mg 

rosuvastatin 
20 
mg/ezetimibe 
10 mg 

round pink 
biconvex 
tablets with 
“II” 
embossed 
on one side 

40 
mg/10 
mg 

rosuvastatin 
40 
mg/ezetimibe 
10 mg 

round pink 
biconvex 
tablets with 
“77” 
embossed 
on one side 

 

Adequate 

Assess if the tablet is 
scored.  If product 
meets guidelines and 
criteria for a scored 
tablet, state 
“functionally scored” 

N/A Adequate 

For injectable drug 
products for parental 
administration, use 
appropriate labeling 
term (e.g., single-dose, 
multiple-dose, single-
patient-use). Other 
package type terms 
include pharmacy bulk 
package and imaging 
bulk package. 

N/A Adequate 
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1.2.3 Section 11 (DESCRIPTION) 
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If alcohol is present, must 
provide the amount of 
alcohol in terms of percent 
volume of absolute alcohol 

N/A Adequate 

Statement of being sterile (if 
applicable) 

N/A Adequate 

Pharmacological/ 
therapeutic 
class  

Rosuvastatin is a 3-
hydroxy-3-methylglutaryl 
coenzyme A (HMG 
CoA)-reductase inhibitor. 
Ezetimibe is a dietary 
cholesterol absorption 
inhibitor. 

Adequate 

Chemical name, structural 
formula, molecular weight  

 
(3R,4S)-1-(p-
Fluorophenyl)-3-[(3S)-3-
(p-fluorophenyl)-3-
hydroxypropyl]-4-(p-
hydroxyphenyl)-2-
azetidinone, 409.43 
g/mol 
 
[S-[R*,S*-(E)]]-7-[4-(4-
Fluorophenyl)-6-(1-
methylethyl)-2-
[methyl(methylsulfonyl)a
mino]-5-pyrimidinyl]-3,5-
dihydroxy-6-heptenoic 
acid, calcium salt (2:1), 
1001.14 g/mol 
 
 
 

 
Adequate 

If radioactive, statement of 
important nuclear 
characteristics. 

N/A Adequate 

Other important chemical or 
physical properties (such as 
pKa or pH) 

Rosuvastatin calcium is 
a hydrophilic compound 
with a partition coefficient 
(octanol/water) of 0.13 at 
pH of 7.0.  
Ezetimibe is a white, 
crystalline powder, which 
is insoluble in water. 

Adequate 
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Other package terms 
include pharmacy bulk 
package and imaging bulk 
package which require 
“Not for direct infusion” 
statement. 

N/A Adequate 

If alcohol is present, must 
provide the amount of 
alcohol in terms of percent 
volume of absolute 
alcohol 

N/A Adequate 

Bar code 

 

Adequate  

   

Reference ID: 4748671Reference ID: 4768953







Ali
Mohamadi

Digitally signed by Ali Mohamadi
Date: 2/12/2021 09:36:16PM
GUID: 508da6ea0002750ec7c6cb7cfc37f10e

David
Claffey

Digitally signed by David Claffey
Date: 2/16/2021 09:19:23AM
GUID: 508da71e00029e20b201195abff380c2

Reference ID: 4748671Reference ID: 4768953

95 Page(s) have been Withheld in Full as b4 (CCI/TS) immediately following this page





















Fatima
Sequeira

Digitally signed by Fatima Sequeira
Date: 1/27/2021 09:33:31AM
GUID: 53161efe000087d372742221dac90efe

Min
Li

Digitally signed by Min Li
Date: 1/29/2021 07:06:43AM
GUID: 5390b860000014ac1413f0693cdb1440

Reference ID: 4748671Reference ID: 4768953



--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

MUTHUKUMAR RAMASWAMY
02/18/2021 10:29:42 AM

Signature Page 1 of 1

Reference ID: 4748671Reference ID: 4768953

















Muthukumar
Ramaswamy

Digitally signed by Muthukumar Ramaswamy
Date: 4/19/2020 01:15:18PM
GUID: 508da7210002a0c0870017f6c83398f4

Reference ID: 4595146Reference ID: 4768953

107 Page(s) have been Withheld in Full as b4 (CCI/TS) immediately following this page









OPQ-XOPQ-TEM-0001v06     DP-Page 75 Effective Date: February 1, 2019

1.2.2 Section 3 (DOSAGE FORMS AND STRENGTHS)
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For injectable drug products for 
parental administration, use 
appropriate labeling term (e.g., 
single-dose, multiple-dose, 
single-patient-use). Other 
package type terms include 
pharmacy bulk package and 
imaging bulk package.

N/A N/A

1.2.3 Section 11 (DESCRIPTION)
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Statement of being sterile (if 
applicable)

N/A N/A

Pharmacological/
therapeutic
class

Rosuvastatin: HMG-CoA 
reductase inhibitor, 
therapeutic class C10AA07.

Ezetimibe:
Inhibitor of intestinal 
cholesterol and related 
phytosterol absorption, 
therapeutic class C10AX09

Adequate

Rosuvastatin 
Chemical name, structural 
formula, molecular weight 

Bis[(E)-7-[4-(4-fluorophenyl)-
6-isopropyl-2[methyl(methyl 
sulfonyl)amino]pyrimidin-5-yl] 
(3R,5S)-3,5-dihydroxyhept-6-
enoic acid calcium salt

1001.14 g/mol
(C22H27FN3O6S)2Ca

Adequate

If radioactive, statement of 
important nuclear 
characteristics

N/A N/A
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Remove statements that 
may be misleading or 
promotional (e.g., 
“synthesized and developed 
by Drug Company X,”
“structurally unique 
molecular entity” 

There is no misleading 
statement on the labels

Adequate

1.2.4 Section 16 (HOW SUPPLIED/STORAGE AND HANDLING)
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3.0 CARTON AND CONTAINER LABELING

3.1 Container Label 
(Representative examples of a proposed containers)

Reference ID: 4595146Reference ID: 4768953
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For injectable drug 
products for parental 
administration, use 
appropriate package type 
term (e.g., single-dose, 
multiple-dose, single-
patient-use)

N/A N/A

Other package terms 
include pharmacy bulk 
package and imaging bulk 
package which require 
“Not for direct infusion” 
statement.

N/A N/A

Bar code Labels have space for bar code Adequate
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