
Hydroxychloroquine MEDITOP 200 mg film-coated tablets IMPD-013 version: 00 
2.1.P.7 Container Closure System 06. 2021. 
MEDITOP Pharmaceutical Ltd.  1/5 

 

 
 
 
2.1.P.7 Container Closure System 
 
1 Primary Packaging Materials 
 

• 40 ml HDPE container 
• PP cap  
 

1.1 Polyethylene container (HDPE) 
 

1.1.1 Polyethylene container M-445 
(CoA, Analytical Report, Declaration and IR are attached.) 
 
Description: White colour, Polyethylene container 
Type: BS 501-17 
Capacity 40 ml 
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1.1.1.2 Specification 
 

Appearance: White colour, odourless, plastic container 
 
Dimensions: 
- height: 79.0 ± 1.0 mm 
- outside diameter:  35.0 ± 0.5 mm 
- inside diameter 25.5± 0.5 mm 
- neck diameter: 30.4 ± 0.2 mm 
 
Identification (IR):  Identical 
 
Checking of closures: Comply 
 

1.1.1.3 Tests  
 

Appearance 
 
Test: Checked by visual examination  
 
Requirement: White colour, odourless, plastic container 
 
Dimensions 
 
Test: Measured by a suitable calliper. 
 
Dimensions: 
- height: 79.0 ± 1.0 mm 
- outside diameter:  35.0 ± 0.5 mm 
- inside diameter 25.5± 0.5 mm 
- neck diameter: 30.4 ± 0.2 mm 
 
Identification 
 
Method: IR  
Instrument:  BRUKER ALPHA  
 FTIR spectrophotometer system 
Test: Record the infrared spectrum of the sample. 
Requirement: The infrared spectrum of the sample has to comply  
 with that of the reference standard’s. 
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Checking of closures 
 
Test: Pressing the lid to the container and the closure is 
 controlled. 
 
Requirement: Comply 
 

1.2 Polypropylene lid 
 
1.2.1 Polypropylene lid D-161 

(CoA, Analytical Report and Declaration are attached.) 
 
Description: Red colour, plastic Polypropylene lid  
 
Type: Tatren HM 5046 
 

 
1.2.1.1 Specifications 
 

Appearance: Red colour, odourless, plastic lid with induction insert 
 
Dimensions: 
- outside diameter:  35.0 ± 1 mm 
- inside diameter: 29.44 ± 0.5 mm 

 
Checking of closures: Comply 
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1.2.1.2 Tests 

 
Appearance 
 
Test: Checked by visual examination  
 
Requirement: Red colour, odourless, plastic lid with induction insert 
 
Dimensions 
 
Test: Measured by a suitable calliper. 
 
Requirement:  
- outside diameter:  35.0 ± 1 mm 
- inside diameter: 29.44 ± 0.5 mm 
 
Checking of closures 
 
Test: Pressing the lid to the container and the closure is 
 controlled. 
 
Requirement: Comply 
 

1.3 Polyethylene bag for bulk product  
(CoA, Analytical Report, Declaration and IR are attached) 
 

1.3.1 Description 
 
Clear, colourless, low density polyethylene bag. 
 
Type:  
 
Tipolen FC 243-55  
 

1.3.2 Specification 
 

Appearance: The bags should be clean and free of dirt. 
 
Dimension: 60x70 cm 

 
Identification IR: identical 
 
Microbiological purity: NMT 103 TAMC / 25 cm2 
 NMT 102 TYMC / 25 cm2 
 Absence of Escherichia coli / 25 cm2  
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1.3.3 Analytical Procedures 
 
 Appearance 

 
Test: Checked by visual examination  
 
Requirement: The bags should be clean and free of dirt 

 
 Identification 

 
Method: IR  
 
Instrument:  BRUKER alpha FTIR spectrophotometer system 
 
Test:  
 
Diamond cell sample preparation: approximately 1x1 mm pieces are cut from the bag, 
and placed onto one part of the high pressure diamond cell of the ATR unit. The 
infrared spectrum is recorded. 

 
Requirement:  
 
The infrared spectrum of the sample has to comply with that of the reference standards. 

 
 Microbiological purity 

 
Test: 
 
According to Ph. Eur by our contract laboratory.  
 
Requirement: NMT 103 TAMC / 25 cm2 
 NMT 102 TYMC / 25 cm2 
 Absence of  Escherichia coli / 25 cm2 
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