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Legal Manufacturer: Smiths Medical ASD Inc. 
6000 Nathan Lane North 
Minneapolis, Minnesota 55442 USA 

EU Representative: Smiths Medical Czech Republic a. s. 
Olomoucká 306, 
Hranice 1 - Mesto, 
753 01 Hranice, Czech Republic 

Product Tradename(s): PROFILE SOFT-SEAL CUFF Siliconized ETT, Polar endotracheal 
tubes, SACETT® tracheal tube, Portex Endotracheal Tube 

Conformity Assessment Route: Annex II (excluding Section 4) 
(Sterile and non-sterile applications for patient intubation) 

Notified Body: BSI Healthcare 
Medical Devices Certificate 

Notified Body # 2797 

EC Certificate Number: CE 669121 

Smiths Medical ASD, Inc. hereby declares under its sole responsibility that the product(s) referenced conform 
to the relevant provisions of the European Union Council Directive 93/42/EEC on Medical Devices (the MDD) 
as amended by Directive 2007/47/EC and to the relevant provisions of Article 120 of the Medical Device 
Regulation (EU) 2017/745 (the MDR).  

Reference Appendix 1 for list of affected SKUs. 

Authorized Signatory: 

Signature: Date: 

Name: J. Robin Haden 

Title: Regulatory Manager, Vital Care & Specialty Products 

Location of Signatory: Minneapolis, MN, United States 
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Appendix 1: Product List: 

No. Catalog Number Product Description GMDN Code EU Risk 
Class EU Rule 

1.  100/105/025 Tracheal Tube Ivory Uncuffed Oral/Nasal 2.5MM 46967 IIa 5 

2.  100/105/030 Tracheal Tube Ivory Uncuffed Oral/Nasal 3.0MM 46967 IIa 5 

3.  100/105/035 Tracheal Tube Ivory Uncuffed Oral/Nasal 3.5MM 46967 IIa 5 

4.  100/105/040 Tracheal Tube Ivory Uncuffed Oral/Nasal 4.0MM 46967 IIa 5 

5.  100/105/045 Tracheal Tube Ivory Uncuffed Oral/Nasal 4.5MM 46967 IIa 5 

6.  100/105/050 Tracheal Tube Ivory Uncuffed Oral/Nasal 5.0MM 46967 IIa 5 

7.  100/105/055 Tracheal Tube Ivory Uncuffed Oral/Nasal 5.5MM 46967 IIa 5 

8.  100/105/060 Tracheal Tube Ivory Uncuffed Oral/Nasal 6.0MM 46967 IIa 5 

9.  100/105/065 Tracheal Tube Ivory Uncuffed Oral/Nasal 6.5MM   46967 IIa 5 

10.  100/105/070 Tracheal Tube Ivory Uncuffed Oral/Nasal 7.0MM 46967 IIa 5 

11.  100/105/075 Tracheal Tube Ivory Uncuffed Oral/Nasal 7.5MM  46967 IIa 5 

12.  100/105/080 Tracheal Tube Ivory Uncuffed Oral/Nasal 8.0MM 46967 IIa 5 

13.  100/105/085 Tracheal Tube Ivory Uncuffed Oral/Nasal 8.5MM 46967 IIa 5 

14.  100/105/090 Tracheal Tube Ivory Uncuffed Oral/Nasal 9.0MM 46967 IIa 5 

15.  100/110/050 Reinforced Tracheal Cuffed 5.0mm Single Use 46569 IIa 5 

16.  100/110/055 Reinforced Tracheal Cuffed 5.5mm Single Use 46569 IIa 5 

17.  100/110/060 Reinforced Tracheal Cuffed 6.0mm Single Use 46569 IIa 5 

18.  100/110/065 Reinforced Tracheal Cuffed 6.5mm Single Use 46569 IIa 5 
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No. Catalog Number Product Description GMDN Code EU Risk 
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19.  100/110/070 Reinforced Tracheal Cuffed 7.0mm Single Use  46569 IIa 5 

20.  100/110/075 Reinforced Tracheal Cuffed 7.5mm Single Use  46569 IIa 5 

21.  100/110/080 Reinforced Tracheal Cuffed 8.0mm Single Use  46569 IIa 5 

22.  100/110/085 Reinforced Tracheal Cuffed 8.5mm Single Use 46569 IIa 5 

23.  100/110/090 Reinforced Tracheal Cuffed 9.0mm Single Use  46569 IIa 5 

24.  100/110/095 Reinforced Tracheal Cuffed 9.5mm Single Use 46569 IIa 5 

25.  100/111/020 Tracheal Tube Siliconised Oral/Nasal Uncuffed 2.0mm 46967 IIa 5 

26.  100/111/025 Tracheal Tube Siliconised Oral/Nasal Uncuffed 2.5mm 46967 IIa 5 

27.  100/111/030 Tracheal Tube Siliconised Oral/Nasal Uncuffed 3.0mm  46967 IIa 5 

28.  100/111/035 Tracheal Tube Siliconised Oral/Nasal Uncuffed 3.5mm 46967 IIa 5 

29.  100/111/040 Tracheal Tube Siliconised Oral/Nasal Uncuffed 4.0mm  46967 IIa 5 

30.  100/111/045 Tracheal Tube Siliconised Oral/Nasal Uncuffed 4.5mm  46967 IIa 5 

31.  100/111/050 Tracheal Tube Siliconised Oral/Nasal Uncuffed 5.0mm 46967 IIa 5 

32.  100/111/055 Tracheal Tube Siliconised Oral/Nasal Uncuffed 5.5mm  46967 IIa 5 

33.  100/111/060 Tracheal Tube Siliconised Oral/Nasal Uncuffed 6.0mm  46967 IIa 5 

34.  100/111/065 Tracheal Tube Siliconised Oral/Nasal Uncuffed 6.5mm  46967 IIa 5 

35.  100/111/070 Tracheal Tube Siliconised Oral/Nasal Uncuffed 7.0mm  46967 IIa 5 

36.  100/111/075 Tracheal Tube Siliconised Oral/Nasal Uncuffed 7.5mm  46967 IIa 5 

37.  100/111/080 Tracheal Tube Siliconised Oral/Nasal Uncuffed 8.0mm 46967 IIa 5 

38.  100/111/085 Tracheal Tube Siliconised Oral/Nasal Uncuffed 8.5mm  46967 IIa 5 
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39.  100/111/090 Tracheal Tube Siliconised Oral/Nasal Uncuffed 9.0mm 46967 IIa 5 

40.  100/113/030 Reinforced Tracheal Uncuffed 3.0mm Single Use  46569 IIa 5 

41.  100/113/035 Reinforced Tracheal Uncuffed 3.5mm Single Use  46569 IIa 5 

42.  100/113/040 Reinforced Tracheal Uncuffed 4.0mm Single Use  46569 IIa 5 

43.  100/113/045 Reinforced Tracheal Uncuffed 4.5mm Single Use 46569 IIa 5 

44.  100/113/050 Reinforced Tracheal Uncuffed 5.0mm Single Use 46569 IIa 5 

45.  100/126/025 Tracheal Tube, Siliconized Cut-To-Length,Oral 2.5mm  46967 IIa 5 

46.  100/126/030 Tracheal Tube, Siliconized Cut-To-Length,Oral 3.0mm 46967 IIa 5 

47.  100/126/035 Tracheal Tube,Siliconized Cut-To-Length,Oral 3.5mm  46967 IIa 5 

48.  100/126/040 Tracheal Tube,Siliconized Cut-To-Length,Oral 4.0mm  46967 IIa 5 

49.  100/126/045 Tracheal Tube, Siliconized Cut-To-Length, Oral 4.5mm  46967 IIa 5 

50.  100/126/050 Tracheal Tube, Siliconized Cut-To-Length, Oral 5.0mm  46967 IIa 5 

51.  100/126/055 Tracheal Tube, Siliconized Cut-To-Length, Oral 5.5mm  46967 IIa 5 

52.  100/126/060 Tracheal Tube, Siliconized Cut-To-Length, Oral 6.0mm 46967 IIa 5 

53.  100/127/025 Tracheal Tube, Uncuffed 2.5mm Murphy Eye Oral/Nasal  46967 IIa 5 

54.  100/127/030 Tracheal Tube, Uncuffed 3.0mm Murphy Eye Oral/Nasal  46967 IIa 5 

55.  100/127/035 Tracheal Tube, Uncuffed 3.5mm Murphy Eye Oral/Nasal  46967 IIa 5 

56.  100/127/040 Tracheal Tube, Uncuffed 4.0mm Murphy Eye Oral/Nasal  46967 IIa 5 

57.  100/127/045 Tracheal Tube, Uncuffed 4.5mm Murphy Eye Oral/Nasal  46967 IIa 5 

58.  100/127/050 Tracheal Tube, Uncuffed 5.0mm Murphy Eye Oral/Nasal  46967 IIa 5 
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59.  100/127/055 Tracheal Tube, Uncuffed 5.5mm Murphy Eye Oral/Nasal  46967 IIa 5 

60.  100/127/060 Tracheal Tube, Uncuffed 6.0mm  Murphy Eye Oral/Nasal 46967 IIa 5 

61.  100/127/065 Tracheal Tube, Uncuffed 6.5mm Murphy Eye Oral/Nasal  46967 IIa 5 

62.  100/127/070 Tracheal Tube, Uncuffed 7.0mm Murphy Eye Oral/Nasal  46967 IIa 5 

63.  100/127/075 Tracheal Tube, Uncuffed 7.5mm  Murphy Eye Oral/Nasal  46967 IIa 5 

64.  100/127/080 Tracheal Tube, Uncuffed 8.0mm Murphy Eye Oral/Nasal 46967 IIa 5 

65.  100/127/085 Tracheal Tube, Uncuffed 8.5mm Murphy Eye Oral/Nasal  46967 IIa 5 

66.  100/127/090 Tracheal Tube, Uncuffed 9.0mm Murphy Eye Oral/Nasal  46967 IIa 5 

67.  100/127/095 Tracheal Tube, Uncuffed 9.5mm Murphy Eye Oral/Nasal  46967 IIa 5 

68.  100/127/100 Tracheal Tube, Uncuffed 10.0mm Murphy Eye Oral/Nasal 46967 IIa 5 

69.  100/131/060 Polar Tracheal Tube North Oralprof Cuff Clear M/Eye 6.0mm  46967 IIa 5 

70.  100/131/065 Polar Tracheal Tube North Oralprof Cuff Clear M/Eye 6.5mm  46967 IIa 5 

71.  100/131/070 Polar Tracheal Tube North Oralprof Cuff Clear M/Eye 7.0mm  46967 IIa 5 

72.  100/131/075 Polar Tracheal Tube North Oralprof Cuff Clear M/Eye 7.5mm 46967 IIa 5 

73.  100/131/080 Polar Tracheal Tube North Oralprof Cuff Clear M/Eye 8.0mm   46967 IIa 5 

74.  100/131/085 Polar Tracheal Tube North Oral Prof Cuff Clear M/Eye 8.5mm 46967 IIa 5 

75.  100/131/090 Polar Tracheal Tube North Oral Prof Cuff Clear M/Eye 9.0mm 46967 IIa 5 

76.  100/132/030 Tracheal Tube Polar Clear North Oral Uncuffed 3.0mm 46967 IIa 5 

77.  100/132/035 Tracheal Tube Polar Clear North Oral Uncuffed 3.5mm 46967 IIa 5 

78.  100/132/040 Tracheal Tube Polar Clear North Oral Uncuffed 4.0mm 46967 IIa 5 
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79.  100/132/045 Tracheal Tube Polar Clear North Oral Uncuffed 4.5mm 46967 IIa 5 

80.  100/132/050 Tracheal Tube Polar Clear North Oral Uncuffed 5.0mm 46967 IIa 5 

81.  100/132/055 Tracheal Tube Polar Clear North Oral Uncuffed 5.5mm 46967 IIa 5 

82.  100/132/060 Tracheal Tube Polar Clear North Oral Uncuffed 6.0mm 46967 IIa 5 

83.  100/132/065 Tracheal Tube Polar Clear North Oral Uncuffed 6.5mm 46967 IIa 5 

84.  100/132/070 Tracheal Tube Polar Clear North Oral Uncuffed 7.0mm 46967 IIa 5 

85.  100/133/060 Tracheal Tube Maxillo Facial  N/Nasal Ivory S/Sl Cuff 6.0mm  46967 IIa 5 

86.  100/133/065 Tracheal Tube Maxillo Facial  N/Nasal Ivory S/Sl Cuff 6.5mm  46967 IIa 5 

87.  100/133/070 Tracheal Tube Maxillo Facial  N/Nasal Ivory S/Sl Cuff 7.0mm  46967 IIa 5 

88.  100/133/075 Tracheal Tube Maxillo Facial  N/Nasal Ivory S/Sl Cuff 7.5mm 46967 IIa 5 

89.  100/133/080 Tracheal Tube Maxillo Facial N/Nasal Ivory S/Sl Cuff 8.0mm  46967 IIa 5 

90.  100/134/030 Tracheal Tube Polar Clear South Oral Uncuffed 3.0mm 46967 IIa 5 

91.  100/134/035 Tracheal Tube Polar Clear South Oral Uncuffed 3.5mm  46967 IIa 5 

92.  100/134/040 Tracheal Tube Polar Clear South Oral Uncuffed 4.0mm  46967 IIa 5 

93.  100/134/045 Tracheal Tube Polar Clear South Oral Uncuffed 4.5mm  46967 IIa 5 

94.  100/134/050 Tracheal Tube Polar Clear South Oral Uncuffed 5.0mm  46967 IIa 5 

95.  100/134/055 Tracheal Tube Polar Clear South Oral Uncuffed 5.5mm  46967 IIa 5 

96.  100/134/060 Tracheal Tube Polar Clear South Oral Uncuffed 6.0mm  46967 IIa 5 

97.  100/134/065 Tracheal Tube Polar Clear South Oral Uncuffed 6.5mm 46967 IIa 5 
98.  100/134/070 Tracheal Tube Polar Clear South Oral Uncuffed 7.0mm   46967 IIa 5 
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99.  100/134/075 Tracheal Tube Polar Clear South Oral Uncuffed 7.5mm  46967 IIa 5 

100.  100/136/050 Tracheal Tube Polar Clear Sth Oral Soft Seal Cuff 5.0mm      46967 IIa 5 

101.  100/136/055 Tracheal Tube Polar Clear Sth Oral Soft Seal Cuff 5.5mm      46967 IIa 5 

102.  100/136/060 Tracheal Tube Polar Clear Sth Oral Soft Seal Cuff 6.0mm  46967 IIa 5 

103.  100/136/065 Tracheal Tube Polar Clear Sth Oral Soft Seal Cuff 6.5mm  46967 IIa 5 

104.  100/136/070 Tracheal Tube Polar Clear Sth Oral Soft Seal Cuff 7.0mm      46967 IIa 5 

105.  100/136/075 Tracheal Tube Polar Clear Sth Oral Soft Seal Cuff 7.5mm      46967 IIa 5 

106.  100/136/080 Tracheal Tube Polar Clear Sth Oral Soft Seal Cuff 8.0mm   46967 IIa 5 

107.  100/136/085 Tracheal Tube Polar Clear Sth Oral Soft Seal Cuff 8.5mm      46967 IIa 5 

108.  100/136/090 Tracheal Tube Polar Clear Sth Oral Soft Seal Cuff 9.0mm      46967 IIa 5 

109.  100/141/025 Tracheal Tube M/Eye Uncuffed  Siliconised Oral/Nasal 2.5mm 46967 IIa 5 

110.  100/141/030 Tracheal Tube M/Eye Uncuffed  Siliconised Oral/Nasal 3.0mm 46967 IIa 5 

111.  100/141/035 Tracheal Tube M/Eye Uncuffed  Siliconised Oral/Nasal 3.5mm  46967 IIa 5 

112.  100/141/040 Tracheal Tube M/Eye Uncuffed  Siliconised Oral/Nasal 4.0mm  46967 IIa 5 

113.  100/141/045 Tracheal Tube M/Eye Uncuffed  Siliconised Oral/Nasal 4.5mm  46967 IIa 5 

114.  100/141/050 Tracheal Tube M/Eye Uncuffed  Siliconised Oral/Nasal 5.0mm 46967 IIa 5 

115.  100/141/055 Tracheal Tube M/Eye Uncuffed  Siliconised Oral/Nasal 5.5mm 46967 IIa 5 

116.  100/141/060 Tracheal Tube M/Eye Uncuffed  Siliconised Oral/Nasal 6.0mm 46967 IIa 5 

117.  100/141/065 Tracheal Tube M/Eye Uncuffed  Siliconised Oral/Nasal 6.5mm 46967 IIa 5 

118.  100/141/070 Tracheal Tube M/Eye Uncuffed  Siliconised Oral/Nasal 7.0mm  46967 IIa 5 
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119.  100/141/075 Tracheal Tube M/Eye Uncuffed  Siliconised Oral/Nasal 7.5mm 46967 IIa 5 

120.  100/141/080 Tracheal Tube M/Eye Uncuffed  Siliconised Oral/Nasal 8.0mm  46967 IIa 5 

121.  100/141/085 Tracheal Tube M/Eye Uncuffed  Siliconised Oral/Nasal 8.5mm 46967 IIa 5 

122.  100/141/090 Tracheal Tube M/Eye Uncuffed  Siliconised Oral/Nasal 9.0mm  46967 IIa 5 

123.  100/141/095 Tracheal Tube M/Eye Uncuffed  Siliconised Oral/Nasal 9.5mm  46967 IIa 5 

124.  100/166/050 Tracheal Tube Siliconised    Pvc Soft-Seal Cuff Oral/Nasal5.0mm  46967 IIa 5 

125.  100/166/055 Tracheal Tube Siliconised PVC  Soft-Seal Cuff Oral/Nasal5.5mm 46967 IIa 5 

126.  100/166/060 Tracheal Tube Siliconised PVC Soft-Seal Cuff Oral/Nasal6.0mm  46967 IIa 5 

127.  100/166/065 Tracheal Tube Siliconised PVC   Soft-Seal Cuff Oral/Nasal6.5mm 46967 IIa 5 

128.  100/166/070 Tracheal Tube Siliconised PVC  Soft-Seal Cuff Oral/Nasal7.0mm  46967 IIa 5 

129.  100/166/075 Tracheal Tube Siliconised PVC  Soft-Seal Cuff Oral/Nasal7.5mm 46967 IIa 5 

130.  100/166/080 Tracheal Tube Siliconised PVC  Soft-Seal Cuff Oral/Nasal8.0mm 46967 IIa 5 

131.  100/166/085 Tracheal Tube Siliconised PVC  Soft-Seal Cuff Oral/Nasal8.5mm  46967 IIa 5 

132.  100/166/090 Tracheal Tube Siliconised PVC  Soft-Seal Cuff Oral/Nasal9.0mm 46967 IIa 5 

133.  100/166/095 Tracheal Tube Siliconised PVC Soft-Seal Cuff Oral/Nasal9.5mm  46967 IIa 5 

134.  100/166/100 Tracheal Tube Siliconised PVC Soft-Seal Oral/Nasal 10mm  46967 IIa 5 

135.  100/179/050 Tracheal Tube Ivory Nasal Soft Seal Cuff 5.0mm  46967 IIa 5 

136.  100/179/055 Tracheal Tube Ivory Nasal Soft Seal Cuff 5.5mm 46967 IIa 5 

137.  100/179/060 Tracheal Tube Ivory Nasal Soft Seal Cuff 6.0mm 46967 IIa 5 

138.  100/179/065 Tracheal Tube Ivory Nasal Soft Seal Cuff 6.5mm 46967 IIa 5 
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139.  100/179/070 Tracheal Tube Ivory Nasal Soft Seal Cuff 7.0mm  46967 IIa 5 

140.  100/179/075 Tracheal Tube Ivory Nasal Soft Seal Cuff 7.5mm 46967 IIa 5 

141.  100/179/080 Tracheal Tube Ivory Nasal Soft Seal Cuff 8.0mm  46967 IIa 5 

142.  100/179/085 Tracheal Tube Ivory Nasal Soft Seal Cuff 8.5mm 46967 IIa 5 

143.  100/179/090 Tracheal Tube Ivory Nasal Soft Seal Cuff 9.0mm 46967 IIa 5 

144.  100/189/060 Sacett, Suction Above Cuff Tracheal Tube 6.0 47691 IIa 5 

145.  100/189/065 Sacett, Suction Above Cuff Tracheal Tube 6.5  47691 IIa 5 

146.  100/189/070 Sacett, Suction Above Cuff Tracheal Tube 7.0 47691 IIa 5 

147.  100/189/075 Sacett, Suction Above Cuff Tracheal Tube 7.5 47691 IIa 5 

148.  100/189/080 Sacett, Suction Above Cuff Tracheal Tube 8.0 47691 IIa 5 

149.  100/189/085 Sacett, Suction Above Cuff Tracheal Tube 8.5 47691 IIa 5 

150.  100/189/090 Sacett, Suction Above Cuff Tracheal Tube 9.0 47691 IIa 5 

151.  100/199/050 Tracheal Tube Clear Murphy Eyesoft Seal Cuff 5.0mm 46967 IIa 5 

152.  100/199/055 Tracheal Tube Clear Murphy Eyesoft-Seal Cuff 5.5mm  46967 IIa 5 

153.  100/199/060 Tracheal Tube Clear Murphy Eyesoft-Seal Cuff 6.0mm  46967 IIa 5 

154.  100/199/065 Tracheal Tube Clear Murphy Eyesoft-Seal Cuff 6.5mm 46967 IIa 5 

155.  100/199/070 Tracheal Tube Clear Murphy Eyesoft-Seal Cuff 7.0mm  46967 IIa 5 

156.  100/199/075 Tracheal Tube Clear Murphy Eyesoft-Seal Cuff 7.5mm  46967 IIa 5 

157.  100/199/080 Tracheal Tube Clear Murphy Eyesoft-Seal Cuff 8.0mm  46967 IIa 5 

158.  100/199/085 Tracheal Tube Clear Murphy Eyesoft-Seal Cuff 8.5mm  46967 IIa 5 
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159.  100/199/090 Tracheal Tube Clear Murphy Eyesoft-Seal Cuff 9.0mm 46967 IIa 5 

160.  100/199/095 Tracheal Tube Clear Murphy Eyesoft-Seal Cuff 9.5mm 46967 IIa 5 

161.  100/199/100 Tracheal Tube Clear Murphy Eyesoft Seal Cuf 10.0mm  46967 IIa 5 

162.  H4003PS Neonatal/Paed. Intubation Kit 3.5mm Murphy, Lds 15mm Conn  46967 IIa 5 

163.  H4003S Neonatal/Paed. Intubation Kit 3.5mm Murphy,15mm Conn, Holder 46967 IIa 5 

164.  H4004S Neonatal/Paed. Intubation Kit 4.0mm Murphy,15mm Conn, Holder 46967 IIa 5 

165.  H4005S Neonatal/Paed. Intubation Kit 4.5mm Murphy,15mm Conn, Holder  46967 IIa 5 

166.  H4006S Neonatal/Paed. Intubation Kit 5.0mm Murphy 15mm Conn, Holder 46967 IIa 5 

167.  H4021PS Neonatal/Paed. Endotrach Tube 2.5mm Murphy, Lds 15mm Connector  46967 IIa 5 

168.  H4021S Neonatal/Paed. Endotrach Tube  2.5mm Murphy 15mm Connector 46967 IIa 5 

169.  H4022PS Neonatal/Paed. Endotrach Tube 3.0mm Murphy, Lds 15mm Connector 46967 IIa 5 

170.  H4022S Neonatal/Paed. Endotrach Tube  3.0mm Murphy 15mm Connector  46967 IIa 5 

171.  H4023PS Neonatal/Paed. Endotrach Tube 3.5mm Murphy, Lds 15mm Connector  46967 IIa 5 

172.  H4023S Neonatal/Paed. Endotrach Tube  3.5mm Murphy 15mm Connector 46967 IIa 5 

173.  H4024S Neonatal/Paed. Endotrach Tube 4.0mm Murphy 15mm Connector  46967 IIa 5 

174.  H4025S Neonatal/Paed. Endotrach Tube 4.5mm Murphy 15mm Connector 46967 IIa 5 

175.  H4026S Neonatal/Paed. Endotrach Tube 5.0mm Murphy 15mm Connector  46967 IIa 5 
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Appendix 2: Revision History 

Revision 
Number 

Summary of Changes / Additions Created / Revised by Date 

112 Updated to new revision of template to clarify compliance with relevant transitional 
provisions of EU MDR Article 120.  No changes other than the conformity 
declaration statement. Full rewrite. No redlines. 

J Robin Haden 02-FEB-2024 
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