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II C.3.1	SPECIFICATIONS AND ROUTINE TESTS
II C.3.1.1 	Type of material
Container:	Amber glass type III
Screw cap A:	HDPE
Screw threaded ring mounted in the screw cap A: 	LLDPE alternative LDPE
Screw cap B:	HDPE
Screw threaded ring with sealing plate in cap B:	LDPE
II C.3.1.2 	Construction
Containers volumes:
30/50/60/75 ml with neck suited for 34 mm cap A and cap В 
100/125/175/200/300 ml with neck suited for 42 mm cap A and cap В
II C.3.1.3 	Quality specifications (routine tests) and test procedures
The glass containers are controlled by the manufacturer and analysis certificate is received in connection with the delivery
The 34 mm screw cap A and the 42 mm screw cap A are tested in accordance with the below specifications
	Test
	Limit
	Method

	Identification of HDPE
	Positiv
	Melt Index and Density

	Appearance
	No foreign material on the inner surface.
Without damage or deformation which may cause problems with tightness, problems on the filling line, or problems for the consumer regarding unscrewing the cap
	Visual Inspection
Compared to reference screw cap
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The 34 mm screw threaded ring in the 34 mm screw cap A and the 42 mm screw threaded ring in the 42 mm screw cap A
	Test
	Limit
	Method

	Identification of LLDPE alt. LDPE
	Positiv
	Melt Index and Density

	Appearance
	No foreign material on the inner surface. Without damage or deformation which may cause problems with tightness, problems on the filling line, or problems for the consumer regarding unscrewing the cap
	Visual inspection
Compared to reference screw threaded ring


[bookmark: _GoBack]
The 34 mm screw cap В and the 42 mm screw cap В are tested in accordance with the below specifications
	Test
	Limit
	Method

	Identification of HDPE[footnoteRef:1] [1: * Not tested routinely] 

	Positiv
	IR
Compared to IR spectrum from supplier

	Appearance
	No foreign material on the inner surface. Without damage or deformation which may cause problems with tightness, problems on the filling line, or problems for the consumer regarding unscrewing the cap
	Visual inspection
Compared to reference screw cap



The 34 mm screw threaded ring in the 34 mm screw cap В and the 42 mm screw threaded ring in the 42 mm screw cap В
	Test
	Limit
	Method

	Identification of LDPE*
	Positiv
	IR
Compared to IR spectrum from supplier

	Appearance
	No foreign material on the inner surface. Without damage or deformation which may cause problems with tightness, problems on the filling line, or problems for the consumer regarding unscrewing the cap
	Visual inspection Compared to reference screw threaded ring



As the caps are purchased from a reputable manufacturer and are accompanied

NYCOMED
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by a certificate of analysis demonstrating full compliance with the stated requirements, the full range of tests performed by Nycomed Denmark A/S may be reduced.
II C.3.2	SCIENTIFIC DATA
II C.3.2.1	Materials
	Part of packaging
	Material
	Quality Standard

	Glass Container
	Amber type III glass
	Ph.Eur. Glass Containers for Pharmaceutical Use

	Screw cap A 34 and 42 mm and screw cap В 34 and 42 mm
Screw threaded ring in 34 mm screw cap A and
42 mm screw cap A
Screw threaded ring in
34 mm screw cap В and
42 mm screw cap В
	HDPE dyed with white master batch TiO2
LDPE alternative LLDPE dyed with white master batch TiO2
LDPE dyed with white master batch TiO2
	BgVV (previously BGA); Recommendation III „Polyethylene”
and FDA:
CFR 21 §117.1520 „Olefin polymers"



II C.3.2.2	Container
The container is in accordance with Ph.Eur. Glass Containers for Pharmaceutical Use.
II C.3.2.3	Development studies on the packaging material
Tightness of the packaging
Tested according to USP with exception of the opening procedure, the packaging is in compliance with the requirement for tight container.
II C.3.2.4 	Batch analyses
Certificate of analyses for containers and caps to tablet containers shall demonstrate full compliance with the specifications.
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