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Atos Medical AB
Kraftgatan 8
SE-242 35 Horby
Sweden

To whom it concern

FREE SALES CERTIFICATE

It is hereby certified that Atos Medical AB, Kraftgatan 8, SE-242 35 Horby, Sweden, is
the manufacturer of the product/products listed in the attached product list.

The Swedish Medical Products Agency certifies that these devices are not under
restrictions given by the Swedish Medical Product Agency and may be exported
without restrictions. The devices are freely marketed in Sweden.

This certificate is valid until May 26, 2024

On behalf of the Swedish Medical Products Agency

I C

) AP / 1z \\,«/,/ﬁ;ﬁf")..(/ Z
S1n1kka Gustafsson
Senior Administrative Ofﬁcer
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The Provox2 Voice Prosthesis System

| ] C
| Product No | Product Name
| |

7216 Provox2 4,5 mm
7217 Provox2 6 mm
7218 Provox2 8 mm
7219 Provox2 10 mm
7221 Provox2 12.5 mm
7224 Provox2 15 mm

Provox ActiVale System

5 = I 3 <
Product No | Product Name

7150 Provox ActiValve Light 4.5 mm

7151 Provox ActiValve Light 6 mm

7152 Provox ActiValve Light 8 mm

7153 Provox ActiValve Light 10 mm

7154 Provox ActiValve Light 12.5 mm
7160 Provox ActiValve Strong 4.5 mm
7161 Provox ActiValve Strong 6 mm

7162 Provox ActiValve Strong 8 mm

7163 Provox ActiValve Strong 10 mm
7164 Provox ActiValve Strong 12.5 mm
7165 Provox ActiValve XtraStrong 4.5 mm
7166 Provox ActiValve XtraStrong 6 mm
7167 Provox ActiValve XtraStrong 8 mm
7168 Provox ActiValve XtraStrong 10 mm
7169 Provox ActiValve XtraStrong 12.5 mm
7149 Provox ActiValve Lubricant

The Provox NID Voice Prosthesis System
Product Name

7101 Provox NID 17, 6 mm

| Product No

7102 Provox NID 17, 8 mm

7103 Provox NID 17, 10 mm
7104 Provox NID 17, 12 mm
7105 Provox NID 17, 14 mm
7106 Provox NID 17, 18 mm
7111 Provox NID 20, 6 mm

7112 Provox NID 20, 8 mm

7113 Provox NID 20, 10 mm
7114 Provox NID 20, 12 mm
7115 Provox NID 20, 14 mm
7116 Provox NID 20, 18 mm
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Provox Vega System

‘ Product No  |Product Name

7770 Provox Vega XtraSeal 17Fr 4mm
7771 Provox Vega XtraSeal 17Fr 6mm
7772 Provox Vega XtraSeal 17Fr 8mm
7773 Provox Vega XtraSeal 17Fr 10mm
7774 Provox Vega XtraSeal 17Fr 12.5mm
7775 Provox Vega XtraSeal 17Fr 15mm
7776 Provox Vega XtraSeal 20Fr 4mm
7777 Provox Vega XtraSeal 20Fr 6mm
7778 Provox Vega XtraSeal 20Fr 8mm
7779 Provox Vega XtraSeal 20Fr 10mm
7780 Provox Vega XtraSeal 20Fr 12.5mm
7781 Provox Vega XtraSeal 20Fr 15mm
7782 Provox Vega XtraSeal 22.5Fr 4mm
7783 Provox Vega XtraSeal 22.5Fr 6mm
7784 Provox Vega XtraSeal 22.5Fr 8mm
7785 Provox Vega XtraSeal 22.5Fr 10mm
7786 Provox Vega XtraSeal 22.5Fr 12.5mm
7787 Provox Vega XtraSeal 22.5Fr 15mm
8110 Provox Vega 17Fr 4mm

8111 Provox Vega 17Fr 6mm

8112 Provox Vega 17Fr 8mm

8113 Provox Vega 17Fr 10mm

8114 Provox Vega 17Fr 12.5mm

8115 Provox Vega 17Fr 15mm

8120 Provox Vega 20Fr 4mm

8121 Provox Vega 20Fr 6mm

8122 Provox Vega 20Fr 8mm

8123 Provox Vega 20Fr 10mm

8124 Provox Vega 20Fr 12.5mm

8125 Provox Vega 20Fr 15mm

8130 Provox Vega 22.5Fr 4mm

8131 Provox Vega 22.5Fr 6mm

8132 Provox Vega 22.5Fr 8mm

8133 Provox Vega 22.5Fr 10mm

8134 Provox Vega 22.5Fr 12.5mm

8135 Provox Vega 22.5Fr 15mm

8140 Provox Vega Puncture Set 17Fr 8mm
8141 Provox Vega Puncture Set 17Fr 10mm
8142 Provox Vega Puncture Set 17Fr 12.5mm
8143 Provox Vega Puncture Set 17Fr 15mm
8144 Provox Vega Puncture Set 20Fr 8mm
8145 Provox Vega Puncture Set 20Fr 10mm
8146 Provox Vega Puncture Set 20Fr 12.5mm
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8147 Provox Vega Puncture Set 22.5Fr 8mm
8148 Provox Vega Puncture Set 22.5Fr 10mm
8149 Provox Vega Puncture Set 22.5Fr 12.5mm
8140US Provox Vega Puncture Set 17Fr 8mm
8141US Provox Vega Puncture Set 17Fr 10mm
8142US Provox Vega Puncture Set 17Fr 12.5mm
8143US Provox Vega Puncture Set 17Fr 15mm
8144U8S Provox Vega Puncture Set 20Fr 8mm
8145U8 Provox Vega Puncture Set 20Fr 10mm
8146US Provox Vega Puncture Set 20Fr 12.5mm
8147US Provox Vega Puncture Set 22.5Fr 8mm
8148US Provox Vega Puncture Set 22.5Fr 10mm
814908 Provox Vega Puncture Set 22.5Fr 12.5mm
8140-18 Provox Vega Puncture Set 17Fr 8mm
8141-18 Provox Vega Puncture Set 17Fr 10mm
8142-18 Provox Vega Puncture Set 17Fr 12.5mm
8143-18 Provox Vega Puncture Set 17Fr 15mm
8144-18 Provox Vega Puncture Set 20Fr 8mm
8145-18 Provox Vega Puncture Set 20Fr 10mm
8146-18 Provox Vega Puncture Set 20Fr 12.5mm
8147-18 Provox Vega Puncture Set 22.5Fr 8mm
8148-18 Provox Vega Puncture Set 22.5Fr 10mm
8149-18 Provox Vega Puncture Set 22.5Fr 12.5mm
4270 Provox Vega 17Fr 4mm

4271 Provox Vega 17Fr 6mm

4272 Provox Vega 17Fr 8mm

4273 Provox Vega 17Fr 10mm

4274 Provox Vega 17Fr 12.5mm

4275 Provox Vega 17Fr 15mm

4276 Provox Vega 20Fr 4mm

4277 Provox Vega 20Fr 6mm

4278 Provox Vega 20Fr 8mm

4279 Provox Vega 20Fr 10mm

4280 Provox Vega 20Fr 12.5mm

4281 Provox Vega 20Fr 15mm

4282 Provox Vega 22.5Fr 4mm

4283 Provox Vega 22.5Fr 6mm

4284 Provox Vega 22.5Fr 8mm

4285 Provox Vega 22.5Fr 10mm

4286 Provox Vega 22.5Fr 12.5mm

4287 Provox Vega 22.5Fr 15mm

8270 Provox Vega 17Fr 4mm

8271 Provox Vega 17Fr 6mm

8272 Provox Vega 17Fr 8mm

8273 Provox Vega 17Fr 10mm
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8274 Provox Vega 17Fr 12.5mm
8275 Provox Vega 17Fr 15mm
8276 Provox Vega 20Fr 4mm
8277 Provox Vega 20Fr 6mm
8278 Provox Vega 20Fr 8mm
8279 Provox Vega 20Fr 10mm
8280 Provox Vega 20Fr 12.5mm
8281 Provox Vega 20Fr 15mm
8282 Provox Vega 22.5Fr 4mm
8283 Provox Vega 22.5Fr 6mm
8284 Provox Vega 22.5Fr 8mm
8285 Provox Vega 22.5Fr 10mm
8286 Provox Vega 22.5Fr 12.5mm
8287 Provox Vega 22.5Fr 15mm
8270-18 Provox Vega 17Fr 4mm
8271-18 Provox Vega 17Fr 6mm
8272-18 Provox Vega 17Fr 8mm
8273-18 Provox Vega 17Fr 10mm
8274-18 Provox Vega 17Fr 12.5mm
8275-18 Provox Vega 17Fr 15mm
8276-18 Provox Vega 20Fr 4mm
8277-18 Provox Vega 20Fr 6mm
8278-18 Provox Vega 20Fr 8mm
8279-18 Provox Vega 20Fr 10mm
8280-18 Provox Vega 20Fr 12.5mm
8281-18 Provox Vega 20Fr 15mm
8282-18 Provox Vega 22.5Fr 4mm
8283-18 Provox Vega 22.5Fr 6mm
8284-18 Provox Vega 22.5Fr 8mm
8285-18 Provox Vega 22.5Fr 10mm
8286-18 Provox Vega 22.5Fr 12.5mm
8287-18 Provox Vega 22.5Fr 15mm
4288 Provox Vega XtraSeal 17Fr 4mm
4289 Provox Vega XtraSeal 17Fr 6mm
4290 Provox Vega XtraSeal 17Fr 8mm
4291 Provox Vega XtraSeal 17Fr 10mm
4292 Provox Vega XtraSeal 17Fr 12.5mm
4293 Provox Vega XtraSeal 17Fr 15mm
4294 Provox Vega XtraSeal 20Fr 4mm
4295 Provox Vega XtraSeal 20Fr 6mm
4296 Provox Vega XtraSeal 20Fr 8mm
4297 Provox Vega XtraSeal 20Fr 10mm
4298 Provox Vega XtraSeal 20Fr 12.5mm
4299 Provox Vega XtraSeal 20Fr 15mm
4300 Provox Vega XtraSeal 22.5Fr 4mm
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4301 Provox Vega XtraSeal 22.5Fr 6mm
4302 Provox Vega XtraSeal 22.5Fr 8mm
4303 Provox Vega XtraSeal 22.5Fr 10mm
4304 Provox Vega XtraSeal 22.5Fr 12.5mm
4305 Provox Vega XtraSeal 22.5Fr 15mm
8288 Provox Vega XtraSeal 17Fr 4mm
8289 Provox Vega XtraSeal 17Fr 6mm
8290 Provox Vega XtraSeal 17Fr 8mm
8291 Provox Vega XtraSeal 17Fr 10mm
8292 Provox Vega XtraSeal 17Fr 12.5mm
8293 Provox Vega XtraSeal 17Fr 15mm
8294 Provox Vega XtraSeal 20Fr 4mm
8295 Provox Vega XtraSeal 20Fr 6mm
8296 Provox Vega XtraSeal 20Fr 8mm
8297 Provox Vega XtraSeal 20Fr 10mm
8298 Provox Vega XtraSeal 20Fr 12.5mm
8299 Provox Vega XtraSeal 20Fr 15mm
8300 Provox Vega XtraSeal 22.5Fr 4mm
8301 Provox Vega XtraSeal 22.5Fr 6mm
8302 Provox Vega XtraSeal 22.5Fr 8mm
8303 Provox Vega XtraSeal 22.5Fr 10mm
8304 Provox Vega XtraSeal 22.5Fr 12.5mm
8305 Provox Vega XtraSeal 22.5Fr 15mm
8288-18 Provox Vega XtraSeal 17Fr 4mm
8289-18 Provox Vega XtraSeal 17Fr 6mm
8290-18 Provox Vega XtraSeal 17Fr 8mm
8291-18 Provox Vega XtraSeal 17Fr 10mm
8292-18 Provox Vega XtraSeal 17Fr 12.5mm
8293-18 Provox Vega XtraSeal 17Fr 15mm
8294-18 Provox Vega XtraSeal 20Fr 4mm
8295-18 Provox Vega XtraSeal 20Fr 6mm
8296-18 Provox Vega XtraSeal 20Fr 8mm
8297-18 Provox Vega XtraSeal 20Fr 10mm
8298-18 Provox Vega XtraSeal 20Fr 12.5mm
8299-18 Provox Vega XtraSeal 20Fr 15mm
8300-18 Provox Vega XtraSeal 22.5Fr 4mm
8301-18 Provox Vega XtraSeal 22.5Fr 6mm
8302-18 Provox Vega XtraSeal 22.5Fr 8Smm
8303-18 Provox Vega XtraSeal 22.5Fr 10mm
8304-18 Provox Vega XtraSeal 22.5Fr 12.5mm
8305-18 Provox Vega XtraSeal 22.5Fr 15mm
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[
| Product No

| = < A 2
| Product Name

7205 Provox Plug

8119 Provox Vega Plug 17
8129 Provox Vega Plug 20
8139 Provox Vega Plug 22.5
8119-18 Provox Vega Plug 17
8129-18 Provox Vega Plug 20
8139-18 Provox Vega Plug 22.5
7122 Provox Dilator 17

7123 Provox Dilator 20

7215 Provox Guide Wire
7211 Provox Dilator

7211-18 Provox Dilator

7275 Provox XtraFlange 22.5
7276 Provox XtraFlange 20
7277 Provox XtraFlange 17
7275-18 Provox XtraFlange 22.5
7276-18 Provox XtraFlange 20
7277-18 Provox XtraFlange 17

Pducts

Product Name

Provox LaryTube 8/27
7602 Provox LaryTube 8/36
7603 Provox LaryTube 8/55
7605 Provox LaryTube 9/27
7606 Provox LaryTube 9/36
7607 Provox LaryTube 9/55
7609 Provox LaryTube 10/27
7610 Provox LaryTube 10/36
7611 Provox LaryTube 10/55
7613 Provox LaryTube 12/27
7614 Provox LaryTube 12/36
7615 Provox LaryTube 12/55
7624 Provox LaryTube 8/36 with Ring
7625 Provox LaryTube 8/55 with Ring
7626 Provox LaryTube 9/36 with Ring
7627 Provox LaryTube 9/55 with Ring
7628 Provox LaryTube 10/36 with Ring
7629 Provox LaryTube 10/55 with Ring
7630 Provox LaryTube 12/36 with Ring
7631 Provox LaryTube 12/55 with Ring
7637 Provox LaryTube 8/36, Fenestrated
7638 Provox LaryTube 8/55, Fenestrated
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7640 Provox LaryTube 9/36, Fenestrated
7641 Provox LaryTube 9/55, Fenestrated
7643 Provox LaryTube 10/36, Fenestrated
7644 Provox LaryTube 10/55, Fenestrated
7646 Provox LaryTube 12/36, Fenestrated
7647 Provox LaryTube 12/55, Fenestrated
7601FR Provox LaryTube 8/27

7602FR Provox LaryTube 8/36

7603FR Provox LaryTube 8/55

7605FR Provox LaryTube 9/27

7606FR Provox LaryTube 9/36

7607FR Provox LaryTube 9/55

7609FR Provox LaryTube 10/27

7610FR Provox LaryTube 10/36

7611FR Provox LaryTube 10/55

7613FR Provox LaryTube 12/27

7614FR Provox LaryTube 12/36

7615FR Provox LaryTube 12/55

7624FR Provox LaryTube 8/36 with Ring
7625FR Provox LaryTube 8/55 with Ring
7626FR Provox LaryTube 9/36 with Ring
7627FR Provox LaryTube 9/55 with Ring
7628FR Provox LaryTube 10/36 with Ring
7629FR Provox LaryTube 10/55 with Ring
7630FR Provox LaryTube 12/36 with Ring
7631FR Provox LaryTube 12/55 with Ring
7637FR Provox LaryTube 8/36, Fenestrated
7638FR Provox LaryTube 8/55, Fenestrated
7640FR Provox LaryTube 9/36, Fenestrated
7641FR Provox LaryTube 9/55, Fenestrated
7643FR Provox LaryTube 10/36, Fenestrated
7644FR Provox LaryTube 10/55, Fenestrated
7646FR Provox LaryTube 12/36, Fenestrated
7647FR Provox LaryTube 12/55, Fenestrated
7648 Provox LaryTube Sizerkit

7671 Provox LaryButton 12/8

7672 Provox LaryButton 14/8

7673 Provox LaryButton 16/8

7674 Provox LaryButton 18/8

7685 Provox LaryButton 12/18

7686 Provox LaryButton 14/18

7687 Provox LaryButton 16/18

7688 Provox LaryButton 18/18

7690 Provox LaryButton Sizer Kit

7409 Provox Life LaryTube 8/27 Standard
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7410 Provox Life LaryTube 8/36 Standard

7411 Provox Life LaryTube 8/55 Standard

7412 Provox Life LaryTube 9/27 Standard

7413 Provox Life LaryTube 9/36 Standard

7414 Provox Life LaryTube 9/55 Standard

7415 Provox Life LaryTube 10/27 Standard

7416 Provox Life LaryTube 10/36 Standard

7417 Provox Life LaryTube 10/55 Standard

7418 Provox Life LaryTube 12/27 Standard

7419 Provox Life LaryTube 12/36 Standard

7420 Provox Life LaryTube 12/55 Standard

7421 Provox Life LaryTube 8/36 Standard with Ring
7422 Provox Life LaryTube 8/55 Standard with Ring
7423 Provox Life LaryTube 9/36 Standard with Ring
7424 Provox Life LaryTube 9/55 Standard with Ring
7425 Provox Life LaryTube 10/36 Standard with Ring
7426 Provox Life LaryTube 10/55 Standard with Ring
7427 Provox Life LaryTube 12/36 Standard with Ring
7428 Provox Life LaryTube 12/55 Standard with Ring
7429 Provox Life LaryTube 8/36, Fenestrated

7430 Provox Life LaryTube 8/55, Fenestrated

7431 Provox Life LaryTube 9/36, Fenestrated

7432 Provox Life LaryTube 9/55, Fenestrated

7433 Provox Life LaryTube 10/36, Fenestrated

7434 Provox Life LaryTube 10/55, Fenestrated

7435 Provox Life LaryTube 12/36, Fenestrated

7436 Provox Life LaryTube 12/55, Fenestrated

8040 Provox Life LaryButton 12/8

8041 Provox Life LaryButton 12/18

8042 Provox Life LaryButton 14/8

8043 Provox Life LaryButton 14/18

8044 Provox Life LaryButton 16/8

8045 Provox Life LaryButton 16/18

8046 Provox Life LaryButton 18/8

8047 Provox Life LaryButton 18/18

8048 Provox Life LaryTube 8/36 Fenestrated with Ring
8049 Provox Life LaryTube 8/55 Fenestrated with Ring
8050 Provox Life LaryTube 9/36 Fenestrated with Ring
8051 Provox Life LaryTube 9/55 Fenestrated with Ring
8052 Provox Life LaryTube 10/36 Fenestrated with Ring
8053 Provox Life LaryTube 10/55 Fenestrated with Ring
8054 Provox Life LaryTube 12/36 Fenestrated with Ring
8055 Provox Life LaryTube 12/55 Fenestrated with Ring

Postadress/Postal address: P.O. Box 26, SE-751 03 Uppsala, SWEDEN
BesoOksadress/Visiting address: Dag Hammarskjolds vag 42, Uppsala
Telefon/Phone: +46 (0)18 17 46 00 Fax: +46 (0)18 54 85 66

Internet: www.lakemedelsverket.se E-mail: registrator@lakemedelsverket.se

9 (11)



(/\ LAKEMEDELSVERKET

SWEDISH MEDICAL PRODUCTS AGENCY 2021-06-01 Dnr: 5.8.2-2021-045545

The Provox Trach-HME Products

| Product No Product Name

7704 TrachPhone (50 pcs)
7707 TrachPhone (30 pcs)
7705 MEDIFLUX HCH F6

The Freevent DalCare System

| Product No

| Product Name

HME DigiTop O2

7769

The Freevent XtraCare System

' Product No

Freevent O2 Adaptor 10pcs

8007

Freevent O2 Adaptor Mini 10pcs

The FreeVent Accessories

' Product No Product Name

1502

Stoma Oil |

FreeVent Dressings

| i T 1% 1
Croau

8034 Freevent Dressing Softfoam L
8035 Freevent Dressing Softfoam S
8036 Freevent Dressing Softfoam Slim L
8038 Freevent Dressing Coated L

8039 Freevent Dressing Coated M

The Tymp oVen Otologic Ventilation Tubes

FOAUCT

7000 T-Tube 6,0 mm

7001 T-Tube 7,5 mm

7002 T-Tube 12,0 mm

7003 Straight Tube (OD=2,2 mm)
7010 Straight Tube (OD=2,7 mm)
7012 Straight Tube (OD=2,4 mm)
7013 Bevel Bobbin

7014-W Reuter Bobbin white

7016 Collar Button

7017 Tiibingen Type Titanium

7018 Star Tube 1,0 mm

7020 Shepard with tail (fluoroplastic)
7021 Shepard with tail (silicone)
7024 Reuter Bobbin

7029 Armstrong Bevel Grommet (silicone)
7030 Shepard w/o tail (fluoroplastic)
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7031 Donaldson (silicone)
7034 Armstrong Plain End (silicone)
7037 Donaldson (fluoroplastic)
7038 Armstrong Bevel Grommet (fluoroplastic)
7039 Paparella with tab (ID=1,1 mm)
7043 Tiibingen Type Gold ID=1,25 with wire
7044 Tiibingen Type Gold ID=1,25 without wire
7045 Tiibingen Type Gold ID=1,50 with wire
7046 Tiibingen Type Gold ID=1,50 without wire

Procedure pack

| R LA
| Product No

IAD A N A &
 Froauct Name

6130 Provox Life LP Kit 1 - LT 8/36, 8/55
6131 Provox Life LP Kit 2 - LT 9/36, 9/55
6132 Provox Life LP Kit 3 - LT 10/36,10/55
6133 Provox Life LP Kit 4 - LT 12/36,12/55
6134 Provox Life LP Kit 5 - LT 8/36, 8/55
6135 Provox Life LP Kit 6 - LT 9/36, 9/55
6136 Provox Life LP Kit 7 - LT 10/36,10/55
6137 Provox Life LP Kit 8 - LT 12/36,12/55
6138 Provox Life LP Kit 9 - LT 8/36, 8/55
6139 Provox Life LP Kit 10 - LT 9/36, 9/55
6140 Provox Life LP Kit 11- LT 10/36,10/55
6141 Provox Life LP Kit 12 - LT 12/36,12/55
6142 Provox Life LP Kit 13 - LT 9/55
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