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Medical Products

Manufacturer:

Product category:

Classification:

Conformity assessment route:
CE certificate no.:

ISO 13485 certificate no.:
Notified Body:

CE marking:

CE mark was first applied on:

Sterisets Manufacturing S.A.

Zona Industrial n® 1 - Lote 11 a 14 - 4560-164 Guilhufe - Penafiel, Portugal
Tel: +31 412 236 606 Email info@sterisets.com

www.sterisets.com

Sterile examination gloves, sterile absorbent pads, sterile trays and bowls, sterile syringes with water,
sterile syringes with water containing 10% glycerin, sterile surgical drapes, sterile catheterization
accessory sets, sterile washing sets, sterile dressing sets and sterile suture accessory sets.

According to Annex IX of Council Directive 93/42/EEC of 14th June 1993 - Class | sterile
Annex Il

2153004CEO1

2153004

DEKRA Certification B.V.

CEQO344

08-09-2012

We hereby declare that the above mentioned medical devices meet the provisions of the Council Directive 93/42/EEC of 14th June 1993
including all subsequent amendments, of the Portuguese Law by Decreto-Lei n2 145/2009 of 17th June, and of the Dutch MDD2007 Besluit
Medische Hulpmiddelen. This DoC is valid for the products mentioned on the addendum 1 and addendum 2.

Digitally signed by Joana
Joana Pereira

. Date: 2025.04.07
Signature: Pereira 19:33:16 +01'00"
Name: Joana Pereira
Function: Management representative
Place and Date: Penafiel 07-04-2025

PART OF STI GROUP
DoC number: DoC2153004CE0T  Previous edition 09-01-2025 1/15 “

Sterisets Manufacturing S.A.

Zona Industrial 1 - Lote 34 a 35, 4560-164 Guilhufe, Penafiel PORTUGAL

Phone: +31 412 236 606
www.sterisets.com



mailto:info@sterisets.com
http://www.sterisets.com/

risets

Medical Products

To DoC number: DoC2153004CEQ1

The medical devices which fall under the DoC are:

Addendum 1

Product category: Sterile examination gloves, sterile absorbent pads, sterile trays and bowls, sterile syringes with water, sterile syringes
with water containing 10% glycerin, sterile surgical drapes, sterile catheterization accessory sets, sterile washing sets, sterile dressing

sets and sterile suture accessory sets.

REF Designation

2543 Tons-set Agne

2609 Blasen-Spul-set Catia

26M Nirerenschale steriel Cleo

4410 Powder free examination gloves small single
4411 Powder free examination gloves medium single
4412 Powder free examination gloves large single
4414 Powder free examination gloves samall pair
4415 Powder free examination gloves medium pair
4416 Powder free examination gloves large pair
7021 Kidney bowl 10"

8970 Blaascatheterisatieset

8974 Blaascatheterisatieset

8991 Blaascatheterisatieset

37379 Set Mit Schalen

73609 Engels pluksel groot 28 x 5 cm

73610 Engels pluksel klein 15 x 3 cm

73664 V5 Wattenbollenset 5 gram

74294 Intercover 60 x 120 cm

74498 Kaaktray B

74918 Cell drawsheet 33 x 45 cm 2 Igs

75045 Kraamset

75064 Rinsing set

75748 BD plastipak spuit 50 ml

75828 Steriel recipient 1000 ml

75834 Zigzag watten 25 gram

76182 Set de desinfection

97006 Universal pack *S

97018 Split drape set small / Dutch/ french/Deutsch
97019 CVK afdaekningspakke

97100 Universal Pack, extra abs. pad, w/mayo cover *S
262020 Wattenbollenset a 3 gr, V5

301004 Boorhoes met kleefstrip

503041 Suture Set

655220 Cotton Gloves Size 13

655223 Cotton Gloves Size 12

655224 Cotton Gloves Size 14

655312 Glove examination copolymer small single packed sterile
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risets

Medical Products

To DoC number: DoC2153004CEQ1

The medical devices which fall under the DoC are:

Addendum 1

Product category: Sterile examination gloves, sterile absorbent pads, sterile trays and bowls, sterile syringes with water, sterile syringes
with water containing 10% glycerin, sterile surgical drapes, sterile catheterization accessory sets, sterile washing sets, sterile dressing
sets and sterile suture accessory sets.

REF
655314
655316
655322
655324
655326
865162
891028
891677
892308
892445
892490
930543
930604
930611
930628
930659
930673
930727
930772
930796
930956
930970
930987
931014
931038
931045
931069
931083
931151
931267
931298
931342
931366
931373
931380
931397
931410

Designation

Glove examination copolymer medium single packed sterile
Glove examination copolymer large single packed sterile
Glove examination copolymer small per pair in pouch sterile
Glove examination copolymer small per pair in pouch sterile
Glove examination copolymer small per pair in pouch sterile
1 Pinzette

Kateterisationssaet RSD 1

Helkropsafdaekning

Revisionssaet

Qrevat saet

Suturfjerningssaet

5 vatkugler i 60 ml gallipot

Polstervat 6 cm x3 m

Polstervat 10 cm x 3 m

Polstervat 15 cm x 3 m

Elastikbind 6 cm x5 m

Selvhaftende gazebind

Afbadningsseet

Elastikbind

Elastikbind 10 cm x5 m

Bakkesaet

Tynde Skumvaskeklude

Afvaskningssaet

Fadseet

Brandsarsbind

Brandsarsbind

Instrumenter til lange instrumenter

fad 2500ml med skumvaskeklude

Maleband

Cotton tip wooden stick small tip plastic protection 80 mm
Vaskesvamp skum

Cement Pose

Elastik gazebind

Skumvaskeklud

Skalsaet med skumvaskeklude

Hydrofil vat

4 Lapiskopper
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risets

Medical Products

To DoC number: DoC2153004CEQ1

The medical devices which fall under the DoC are:

Addendum 1

Product category: Sterile examination gloves, sterile absorbent pads, sterile trays and bowls, sterile syringes with water, sterile syringes
with water containing 10% glycerin, sterile surgical drapes, sterile catheterization accessory sets, sterile washing sets, sterile dressing

sets and sterile suture accessory sets.

REF Designation
931434 Gallipot med Nonwoven kugler
931618 Silikoneslange 4 x 7 mm, 30 cm, lang. Inkl. Konnektor

1270005 Set de cirurgia menor
10602001 Angio toebehoren set voor Rontgen
10605010 Katetrointipakkaus steriili
10605081 Kateter skillesaet

10605089 Set Sondage

10605097 Blaaskatheterset eenmalig
10605098 Katheter inbreng set
10605101 Katheterisatieset

10605102-0 Set Catheterisatie Combinatie
10605109 Katheterset

10605111 Urine Opvangset

10605114 Urine-Kweekset

10605115 Urinekweekset groot
10605124 Set prelevement urine
10605131 Blaasspoelset

10606035 Afsluitset Dialyse

10606072 Connection set dialysis
10606073 Disconnection set catheter dialysis
10607049 Sluitspeld

10607057 Spoelset

10607080  Vaginaal touche set

10607081 Delivery pack

10608039 Wondhechtingsset

10608043 Fodegang

10608048 Hechting verwijderset
10608073 Suturfjerningsaet med Vannes saks
10608079 Set de piquage Dialyse
10612048  Sterile set ( toilette vaginal)
10612050 Afvaskningssaet

10612063 Desinfection set

10612065 V3 Wattenbollenset 3 gram
10612073 Bakkesaet, RH

10613001 Sterile set

10613007 Nursecoat + towel

10614003 Boohoes met kleefstrip
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risets

Medical Products

To DoC number: DoC2153004CEQ1

The medical devices which fall under the DoC are:

Addendum 1

Product category: Sterile examination gloves, sterile absorbent pads, sterile trays and bowls, sterile syringes with water, sterile syringes
with water containing 10% glycerin, sterile surgical drapes, sterile catheterization accessory sets, sterile washing sets, sterile dressing

sets and sterile suture accessory sets.

REF Designation

10616024 Cottonball set in wral
10617023 Oogspoelkom set

10630001 Bowl set

10630003 Plastikschalen-Set

10630007 Kit gallipot n. 1

10630012 Vandfad med indhold
10630018 Steriel recipient 500 ml
10630019 Set cupules

10630022 Spoelkomset

10630023 Spoelkomset dubbel verpakt
10630029 Specimenpotje 60 ml
10630032 Scewlock pot set

10630035 2 Skale

10630037 Bowl set

10635004 Glazen buis wet gaasstrook 1,25 cm
10699004 DRUOO 306 BP Oogdruppelflacon PP 10 ml
10699018 Lithium instrument batteries
25038775 Catheterset Vocath uro90-s-
10605037 Blaascatheterisatie Set
10605063-0 Blaascatherisatieset
10605065-0 Medisposet Medeco deel A
10605070-0 Blaaskatheterisatieset DEEL A
10605105-0 Katheterisatieset DEEL A
10605806-0 Katheterisatieset DEEL A
106224E Heup donatiekit DEEL A

10902S Resguardo 210 x 80 cm

1101S Drape 38 x 43 cm 2 ply

11015100 Drape 38 x 43 cm 2 ply

1102S Drape 2 ply 40 x 45 cm, 40g/m2 PE/tissue folded
1104S Drape 2 ply 55 x 60 cm 40g/m2tissue folded
1113S Drape PE/Tissue 60 x 90 cm

11155 Drape 2 ply 70 x 90 cm, 40g/m2 PE/tissue folded
1146S Drape 2 ply 50 x 80 cm hole ¢ 6,5 cm

1700S5 Maternity pad NW/Viscose/PE film w. strip 23 x 7,5 cm
1702S5 Maternity pad NW/PULP/NW w. Strip 23 x 9 cm
1704S Maternity pad 10 x 35 cm per 1

1704S5 Maternity pad 10 x 35 cm per 5
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ﬂgsets Addendum 1

Medical Products

To DoC number: DoC2153004CEQ1

The medical devices which fall under the DoC are:

Product category: Sterile examination gloves, sterile absorbent pads, sterile trays and bowls, sterile syringes with water, sterile syringes
with water containing 10% glycerin, sterile surgical drapes, sterile catheterization accessory sets, sterile washing sets, sterile dressing
sets and sterile suture accessory sets.

REF Designation

1706S Maternity pad 10 x 35 cm

170652 Maternity pad 10 x 35 cm with adhesive strip per 2

170655 Maternity pad 10 x 35 cm with adhesive strip per 5

1709S Maternity pad 47 x 15 cm with adhesive strip per 1

2011030-A  Becher-set steril, doppelt verp.

212001S Bowl aluminium 125 ml

212002S Bowl aluminium 125 ml 25 x 95 mm

212002SD Bowl aluminum125 ml 25 x 96 mm

212003S Godet aluminium 500 cc

212004S Bowl aluminium 400 ml 65 x 125 mm

212005S Bowl aluminum 280 ml 60 x 110 mm

212006S Tray aluminium 140 ml 100 x 64 x 35 mm

212008S Bowl aluminium 1400 ml

212009S Tray Aluminium 140 ml 110 X 75 x 32 mm

213002S Tray boat shape PP 192 x 147 x 44 mm white with graduation

213003S Tray catheter PP 220 x 133 x 65 mm 1000 ml with cutout white

213005S Plastbakke 140 x 89 x 43 mm

213005SD Tray PP 140 x 89 x 43 mm transparent

213025S Tray white 308 x 238 x 40 mm

217058S Foldbar Skal, 2500 ml

215002S Gallipot 60 ml round transparent with graduation

21500253 3 stk. Gallipot, 60 ml

21501552 Tongue depressor woden 150 x 14 x 1,6 mm

217011S Bowl PP 250 ml @ 101 mm height 54 mm transp. w. grad

217014S Gallipot PP 120 ml @ 84 mm height 30 mm transp. w. grad

217014SD Gallipot PP 120 ml @ 84 mm height 30 mm transp w. grad DBL

217016S Bowl 2000 ml transparent with graduation 226 x 90 x 150 mm

2170185D Schale rund 250ml (doppelt verpackt)

217020S Bowl 1000 Blue with graduation 158 x 80 x 110 mm

217022S Bowl PP 1000 ml @ 167 mm height 78 mm transp. w. grad

217025S Fad 2500ml

217040S Bowl PP 6000 ml 350 x 110 x 245 mm with graduation blue

218000S Jug PP 1000 ml 160 x 115 x 126 mm transp. w/ handle

219003S Kidney bowl pulp236 x 135 x 50mm 900ml

219003SD  Bassin réniforme

219024S Kidney Bowl 300 ml Transparent With Graduation 8"

219024SD Kidney Bowl 300 ml Transparent With Graduation 8" double pack
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risets

Medical Products

To DoC number: DoC2153004CEQ1

The medical devices which fall under the DoC are:

Addendum 1

Product category: Sterile examination gloves, sterile absorbent pads, sterile trays and bowls, sterile syringes with water, sterile syringes
with water containing 10% glycerin, sterile surgical drapes, sterile catheterization accessory sets, sterile washing sets, sterile dressing
sets and sterile suture accessory sets.

REF

2190258
219026S
219040S
246002S
25038921 Rev 1
3209S

3210S

3213S

32178

32238

3224S

32258

3228S

3229S

3230S

32315

3235S

3236S

3239S
324082
3451SD
3701S
3FCPT120885
3FCPT120920
3FSET130650
3FSET130655
3FSET130730
3FSET130785
3FSET130845
3FSET130850
3FSET130860
3FSET130890
3FSET130900
3FSET130940
3FSET130980
3FSET130985
4061S2
44555

Designation

Kidney bowl PP 800 ml with graduation blue *S

Kidney bowl PP 1000 ml 264x150x56mm transp. w. grad. 800ml
Katheterbak PS 220 x 133 x 65 mm, 1000 ml met uitsparing wit
Basin liners

Katheterset

Drape 2 ply PE 33 gr/m2 NW 30 gr/m2 50 x 60 cm

Drape 2 ply PE 33 gr/m2 NW 30 gr/m2 40x60cm

Afdekdoek 3 lgs 70 x 90 cm steriel S1

Drape 2 ply 90 x 150 cm, 60 g/m2 PE/NW folded

Drape 2 ply 60 x 60 cm, PE/NW folded, with adhesive

Drape 2 ply 75 x 90 cm PE/NW folded with adhesive

Drape 2 ply 75 x 75 cm , 60 g/m2 PE/NW folded, with adhesive
Drape 2 ply 50 x 60 cm , w. Adh. Around fen.g 6,5 cm blue

veld 2 lg 60 x 50 cm met klevend venster 6 x 8 cm

Drape 2 ply 75 x 90 cm 60 g/m2 hole 6 x 8 cm PE/NW folded with adhesive
Gatdoek 75 x 90 cm, tranparant gat @ 10 cm PE gevouwen, zelfklevend
Gatdoek 3 laags 70 x 90 cm ¢ 7 cm zelfkl gev sterile S1

Drape 2 ply 70 x 90 cm, 60 g/m2 hole ¢ 10 cm PE/NW folded, with adhesive
Drape 2 ply 90 x 150 cm , 60g /m2 hole ¢ 10 cm PE/NW, folded
U-drape 2 ply 45 x 75 cm, PE/NW folded, with adhesive

Jaw drape SMS 90 x 160 cm absorbent

Boorhoes met koord

Hechting verwijderset

Tray PP 310 x 240 x 43 mm steriel verpakt

Washand disposable per 10

Washand disposable per 2

Tricot zwachtel 12 cm

Komp P.P. 250CC per stuck

Videocamerahoes

C-Booghoes

Soffban wattenrol 10 cm

Boorhoes met kleefstrip 112 x 177 cm

Wattenstok kleine tip 15 cm

Washand disposable per 6

Wattenstok kleine tip 15 cm

Handdoekje p/s dubbel laminaat

V2 Celstofonderlegger 60 x 90 cm

Dentaswab Pepco, per 5 stuks
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Aﬁ?‘@SEtS Addendum 1

Medical Products

To DoC number: DoC2153004CEO1
The medical devices which fall under the DoC are:
Product category: Sterile examination gloves, sterile absorbent pads, sterile trays and bowls, sterile syringes with water, sterile syringes

with water containing 10% glycerin, sterile surgical drapes, sterile catheterization accessory sets, sterile washing sets, sterile dressing
sets and sterile suture accessory sets.

REF Designation
4PM0001 Untersuchungskiandschuhe Small single
4PM0002 Untersuchungskiandschuhe Medium single
4PM0003 Untersuchungskiandschuhe Large single
4PM3001 Luva S, EE2 - Qualimed
4PM3002 Untersuchungskiandschuhe Medium pair
4PM3003 Luva L, EE2 - Qualimed
51-9001 Splitdoek 75 x 90 cm zelfklevend
51-9050 Boorhoes met ring
51-9130 OK Wikkeljas L 130 cm
54705SD Silicone hose 70 cm
54791SD Silikoneslange 3 x5 mm, 60 cm, lang
54793SD Silikoneslange 6 x 9 mm, 60 cm, lang.
547955D Tube silicone extruded 8 mm ID x 12 mm OD length 50 cm
56140655 Cotton ball 0,6 grnr. 6
561409HS5 Cotton ball 0,9 gr
561409S3 Cotton ball 0,9 gr
56142055 V5 Wattendepperset 2 gram
56143055 Cotton ball 3 gr
563525 Absorbent wound dressing 10 x 20 cm
56352510 Euron pads abs nw 10 x 20 cm - nw
56354S Absorbent wound dressing 12 x 25 cm Gauze Cotton Non woven
56356S Abs.verband 20 x 30 cm ga-co-nw
56380S Absorbent wound dressing 10 x 10 cm
5638053 Absorbent wound dressing 10 x 10 cm 3 pcs
5638056 Absorbent wound dressing 10 x 10 cm 6 pcs
56382S Absorbent wound dressing 10 x 20 cm
56383S Absorbent wound dressing 15 x 20 cm
56386S Absorbent pad 20 x 25 cm *S
56387S Absorbent wound dressing 20 x 30 cm
563885 Absorbent wound dressing 20 x 40 cm
56602512 Cotton tip 15 cm Wooden stick Small tip
56602515 Vatping
56609S3 Wattenstaaf plastiek, small tip 15 x 0.22 cm
5661052 Vatpinde, stort hoved
5662156 Cotton tip wooden stick small tip plastic protection 150 mm
56702S Elastikbind 8 cm x 5 m
56704S Elastikbind 12 cm x5 m
PART OF STI GROUP
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ﬂgsets Addendum 1

Medical Products

To DoC number: DoC2153004CEQ1

The medical devices which fall under the DoC are:

Product category: Sterile examination gloves, sterile absorbent pads, sterile trays and bowls, sterile syringes with water, sterile syringes
with water containing 10% glycerin, sterile surgical drapes, sterile catheterization accessory sets, sterile washing sets, sterile dressing
sets and sterile suture accessory sets.

REF Designation

56706S Crepe bandage 4 m x5 cm

567075 Crepe bandage 4 m x 7 cm

56709S Super elastik crepebind 10cm x 4m

56710S Crepe bandage 4 m x 10 cm

56715S Crepe bandage 4 m x 15 cm

56718S Tube gauze bandage 4m x 8 cm

56719S Tube gauze bandage 4m x 10 cm

56720S Tube gauze bandage 4m x 15 cm

567215 Tube gauze bandage 4m x 12 cm

567325 Elastisk Gazebind 6 cm x 4 m

567355 Elastisk Gazebind 10 cm x 4 m

56762S Klinifix cohesive 4 m

56766S Klinidur Forte 7m x 10 cm P/1

56768S V1 Last windsel 4 m x 4 cm

56815S Orthopaedic padding 2,7 x 15 cm

56910S Cotton roll 2 mtr x 10 cm

56912S Cotonet 15¢cm x 200 cm

56914S Gewatteerde rol 19 x 200 cm

56916S Dental rolls 4 x 1 cm

5691652 Dental rolls 4 x 1 cm

56917S Underpad 60 x 60 cm

5801S Sponge forceps 20 cm

5810852 Nylon membrane Whatman, 25mm, 0.45my

5830S 1 Pincett / Pinga

5875S Desinfectiedepper foam

588052 Afspritningspinde

655217SD Handschoen katoen M

655218SD Handschoen katoen L

655219SD Cotton gloves par XL

660212/52 Kit gallipot n. 2

71010S2 Washing gloves 15 x 22 cm

7150052 Tissue towel reinforced 30,5 x 34 cm

71600510 Towel airlaid 21 x 25 cm 80 gr/m?2

73660-1 V20 Wattenbollenset 0,9 gram

85900S Blanket green/blue 110 x 220 cm

94993S Surgical gown SMS 45 g/m2, non-reinforced extra large length 146 cm sterile

94997S Surgical gown SMS 45 g/m2, poly-reinforced extra large length 146 cm sterile

95001S Surgical gown SMS 45 g/m2, non-reinforced medium length 131 cm sterile
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Jﬂgsets Addendum 1

Medical Products

To DoC number: DoC2153004CEQ1

The medical devices which fall under the DoC are:

Product category: Sterile examination gloves, sterile absorbent pads, sterile trays and bowls, sterile syringes with water, sterile syringes
with water containing 10% glycerin, sterile surgical drapes, sterile catheterization accessory sets, sterile washing sets, sterile dressing
sets and sterile suture accessory sets.

REF Designation
95002S Surgical gown SMS 45 g/m2, non-reinforced large length 142 cm sterile
9500252 Surgical gown SMS 45 g/m2, non-reinforced large length 142 cm, 2 pcs/pack sterile
95003S Surgical gown SMS 45 g/m2, non-reinf, XL, length 152 cm *S
950045 Surgical gown SMS 45 g/m2, non-reinforced extra extra large length 160 cm sterile
95011S Surgical gown SMS 35 g/m2, non-reinforced medium length 131 cm sterile
950125 Surgical gown SMS 35 g/m2, non-reinf, L, length 142 cm *S
95014S Surgical gown SMS 35 g/m2, non-reinforced extra extra large length 160 cm sterile
95022S Surgical gown SMS 35 g/m2, poly-reinforced large length 142 cm sterile
95023S Surgical gown SMS 35 g/m2, poly-reinforced extra large length 152 cm sterile
95024S Surgical gown SMS 35 g/m2, poly-reinforced extra extra large length 160 cm sterile
95032S Surgical gown SMS 45 g/m2, poly-reinforced large length 142 cm sterile
95033S Surgical gown SMS 45 g/m2, poly-reinforced extra large length 152 cm sterile
95034S Surgical gown SMS 45 g/m2, poly-reinforced extra extra large length 160 cm sterile
95042S Surgical gown spunlaced 68 g/m2, non-reinforced large length 142 cm sterile
95043S Surgical gown spunlaced 68 g/m2, non-reinforced extra large length 152 cm sterile
95047S Surgical gown spunlaced 68 g/m2, poly-reinforced large length 142 cm sterile
95048S Surgical gown spunlaced 68 g/m2, poly-reinforced extra large length 152 cm sterile
95049S Surgical gown spunlaced 68 g/m2, poly-reinforced extra extra large length 160 cm sterile
95060S Top draoe 2 ply 150 x 260 cm 60 g/m2 PE/NW
95062S Side drape 100 x 112 cm with adhesive
95065SD Bottom drape 180 x 200 cm
95069S Drape Ophthalmic 150x105cm, with 2 fluid collection pouch
95103S Instrument table cover 150 x 190 cm
95110SD Instrumentenveld 2 laags 200 x 230, 60 g/m2 PE/NW fan gevouwen
95150S Mayo stand cover XL 79 x 145 cm
9520552 Beenhoes 75 x 120 cm, 60 g/m2 PE/NW
95308S Drape 155 x 100 cm, hole 10 x 15 cm spunlaced, with adhesive
95310S Afdekdoek 90 x 90 cm, spunlaced
95442SD Eye drape spunlaced 110 x 155 cm, 68 g/m2, hole 6 x 8 cm, with adhesive
95506S Angio drape 2 ply 230 x 360 cm, 60 g/m2 PE/NW
95510SD Hipdrape 300 x 350 cm, 60 g/m2, incise 200 cm
95533SD Vertical isolation drape 240 x 320 cm incise 24 x 48 cm
95575S Extremity drape 230 x 330 cm, with circular elastic fenestration ¢ 7 cm
955855D Hand drape 150/370 x 310 cm hole @ 3,5 cm
95602SD Elektra steriotatic drape 215 x 240 cm , PE 0,05 mm
95653SD Drape gynaecology 260/304 cm @ 10 x 12 cm with adhesive
95700S U-laken 2 laags 150 x 205 cm, 60g/m2 PE/NW, split 20 x 80 cm
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ﬂgsets Addendum 1

Medical Products

To DoC number: DoC2153004CEQ1

The medical devices which fall under the DoC are:

Product category: Sterile examination gloves, sterile absorbent pads, sterile trays and bowls, sterile syringes with water, sterile syringes
with water containing 10% glycerin, sterile surgical drapes, sterile catheterization accessory sets, sterile washing sets, sterile dressing
sets and sterile suture accessory sets.

REF Designation
95740S Gatdoek 2 laags 230 x 220 cm, 60 g/m2 gat 5 x 6 cm PE/NW gevouwen , zelfklevend
95802S Pediatrische gatdoek 200 x 280 c¢cm, gat ¢ 10 cm zelfklevend
95805SD Drape fenestrated 120 x 150 cm hole 7 x 5 cm w/adhesive
958505 Adhesive strip 9 x 50 cm
95912S Light handle cover universal
95920S Drape camera 13 x 259 cm oerforated tip with box insert
95950S Dome bag 35 x 70 cm
95965S Heupzak 100 cm
95980S Diathermy pouch 33 x 41 cm 2 compartments
95981S Diathermy pouch 33 x 41 cm 1 compartment
95987S Instruments pouch 25 x 48 cm 3 compartments with adhesive
KER70001A Cup 250 ml
KER70046B Cup 120 ml
KER70051A Cup 500 ml
KER70191A Tray for instruments
LM2014548 Hechting verwij
LM2014622 DC Rotterdam Poetsset
RMUPO1DS Minor Utility pack B
RP-604010S Sterile protective cover double sided, green/red, dim. 60 x &4
56808S Orthopedic padding 2,7 m x 7,5 cm
95312S Eye drape 40*40cm,45g¢/m2 blue anti-static SMS nonwoven, ova
2019398 Cover Twin Foil 51x41x10
KER70001B Cup 250 ml
1060510 Set Catheterisatie Combinatie
74621 Spoelkomset dubbel verpakt
10605063 Blaascatherisatieset
10605065 Medisposet Medeco deel A
10605070 Blaaskatheterisatieset DEEL A
10605105 Katheterisatieset DEEL A
10605116 Katheterisatieset DEEL A
10605806 Katheterisatieset DEEL A
214001S Foldbar Skal , 2500 ml
3FSET130970 Bowl PP 120 ml 84 x 30 x 71 mm w. graduation transp. DBL
561409S5 Cotton ball 0,9 gr
950655 Bottom drape 180 x 200 cm
95442S Eye drape spunlaced 110 x 155 cm, 68 g/m2, hole 6 x 8 cm, with adhesive
4380S Sterile protective cover double sided, green/red, dim. 60 x 4
21700653 3 stk. Gallipot, 60 ml
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ﬂgsets Addendum 1

Medical Products

To DoC number: DoC2153004CEQ1

The medical devices which fall under the DoC are:

Product category: Sterile examination gloves, sterile absorbent pads, sterile trays and bowls, sterile syringes with water, sterile syringes
with water containing 10% glycerin, sterile surgical drapes, sterile catheterization accessory sets, sterile washing sets, sterile dressing
sets and sterile suture accessory sets.

REF

95961S
655223S
655220S
6552245
710-5184EU
711-2106EU
711-2104EU
710-5134TEU
710-5126TEU

Designation

Cover Twin Foil 51x41x10

Cotton surgical gloves S per pair green

Cotton surgical gloves M per pair green

Cotton surgical gloves L per pair green

Dome bag PE depth 51 cm round 102 cm

Probe Cover Kit Polyurethane, Gel, Rubberbands

Kit polyureth. probe cover w/ rubberbands & gel 10x122cm
Band bag w/ tape 91x112cm

Cband bag w/tape 76x76cm

711-2105EU  Kit polyureth. probe cover w/ gel & rubberbands 15x122cm
710-1108EU  Camera Drape
710-117EU  Camera drape-white elasticized tip w/box insert 18x244cm
711-2107DEU Kit PE. probe cover w/ double gel & rubberbands 15x244cm
710-1104EU  Camara drape-perforated tip 13x244cm
567755 Bandage elastic 4 cm x 4 m, 160% Elongation *S
5677552 Bandage elastic 4 cm x 4 m, 160% Elongation per 2 *S
710-6161EU  Isolation bag 51 x 51 cm *S
3211S Drape 2 ply PE 33 gr/m2 NW 30 gr/m2 50x70cm *S*
10612029 Afvaskningssaet
10630014 Instrumenter til lange instrumenter
5662055 Cotton tip wooden stick small tip plastic protection 80 mm
10630004  Skalsaet med skumvaskeklude
10630005 Fadsaet
10-5126TEU  Cband bag w/tape 76x76cm
10-5183EU  Dome bag 46 cm
10-1117EU Camera drape-white elasticized tip w/box insert 18x244cm
11-2104EU  Kit polyureth. probe cover w/ rubberbands & gel 10x122cm
11-2105EU  Kit polyureth. probe cover w/ gel & rubberbands 15x122cm
10-1104EU  Camara drape-perforated tip 13x244cm
10-6161EU  Isolation bag 51 x 51 cm *S
10-5184EU  Dome bag PE depth 51 cm round 102 cm
5843S Forceps Pean clamp plastic green 11,6 cm *S
10630010  fad 2500ml med skumvaskeklude
10612024 Afbadningssaet
4382510 Tynde Skumvaskeklude
10-5198EU  Dome bag 43 cm
10-5132TEU  Band bag w/tape 91x 91 cm
11-2106EU Probe Cover Kit Polyurethane, Gel, Rubberbands
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ﬂgsets Addendum 1

Medical Products

To DoC number: DoC2153004CEQ1

The medical devices which fall under the DoC are:

Product category: Sterile examination gloves, sterile absorbent pads, sterile trays and bowls, sterile syringes with water, sterile syringes
with water containing 10% glycerin, sterile surgical drapes, sterile catheterization accessory sets, sterile washing sets, sterile dressing
sets and sterile suture accessory sets.

REF Designation
11-2107EU Kit PE. probe cover w/ double gel & rubberbands 15x244cm
217019S Bowl PP 500 ml @ 125 mm height 66 mm blue w. grad *S
217021S Bowl PP 500 ml @ 125 mm height 66 mm transp. w. grad *S
1054S Drawsheet 80 x 210 cm with 50 threads *S
10-2115EU C-arm drape 267 x 152 cm (45 micron Film) *S
10-5131TEU  Band bag w/tape 91X76cm * S
56701S Elastikbind 6 cm x5 m
10-5128TEU  Band Bag w/tape 30x40
10-5186EU Dome bag 61 cm *S
10-5187EU Dome bag 64 cm *S
2021147 Trouxa Universal Basica
2021149 Trouxa de Laparoscopia Abdomino-perineal
2021150 Trouxa de Cesariana
2021152 Trouxa de RTU
2021153 Set para ORL reforgado
2021154 Trouxa de Craniotomia
2021155 Trouxa de Mao e Pé XL
2021156 Trouxa de Isolamento Vertical
2021157 Trouxa da Anca
95805S Campo cirtrgico com orificio 120 x 150 cm
95101S Campo mesa instrumentos 100 x 150 cm
6553145 Glove examination copolymer medium single packed sterile
56811S Polstervat 10 cm x 3 m
95013S Surgical gown SMS 35 g/m2, non-reinf, XL, length 152 cm *S
56774S Bandage surgifix zero latex 8,8 x 70 cm
213015S Tray PP 580 ml 196 x 133 x 36 mm 1 compartment transp. *S
213035S Tray PP 240 x 280 x 50 mm 1 compartment blue *S
213012S Tray PP for instruments 270 x 135 x 50 mm 1 compartment blue
213021S Tray PP 247 x 138 x 25 mm 1 compartment blue *S
213027S Tray PP 205 x 115 x 30 mm 4 compartments transp. *S
213001S Tray PP 151 x 76 x 18 mm 4 compartments transp. *S
KER70001C ~ Cup 250 ml
5874S Foam (white) stick (green), 15 cm, ultra-sonic sealed
10-1137EU Camera drape w/ concertina fold 15x249cm
14-1683EU Light Handle Cover Single Pack
10-1140EU Camera drape-closed system coupler 18x244cm
10-2106EU OEC® 6600 C-arm drape-mini, 137x160cm
10-2123EU C-arm drape 92x224cm
DoC number: DoC2153004CE0T  Previous edition 09-01-2025 13/15

Sterisets Manufacturing S.A.

Zona Industrial 1 - Lote 34 a 35, 4560-164 Guilhufe, Penafiel PORTUGAL
Phone: +31 412 236 606

www.sterisets.com

PART OF STI GROUP

s Internatienal




Jﬂgsets Addendum 1

Medical Products

To DoC number: DoC2153004CEQ1

The medical devices which fall under the DoC are:

Product category: Sterile examination gloves, sterile absorbent pads, sterile trays and bowls, sterile syringes with water, sterile syringes
with water containing 10% glycerin, sterile surgical drapes, sterile catheterization accessory sets, sterile washing sets, sterile dressing
sets and sterile suture accessory sets.

REF Designation
10-2151EU C-arm kit (10-2125;10-5131 2EA)
10-3165EU Microscope drape-leica 117x305cm
10-6219EU Cover iPad 28x40 cm
14-1640EU Anti-fog scope warmer
14-1663EU Camera handle cover for maquet zoom camera
217006SDMED Gallipot PP 60 ml @ 63 mm height 30 mm transp. w. grad DBL
217010SDMED  Gallipot PP 90 ml @ 84 mm height 24 mm transp. w. grad DBL
21701SDMED  Bowl PP 250 ml @ 101 mm height 54 mm transp. w. grad DBL
217014SDMED  Gallipot PP 120 ml @ 84 mm height 30 mm transp w. grad DBL*S
217016SDMED  Bowl PP 2000 ml @ 225 mm height 90 mm transp. w. grad. DBL
217021SDMED  Bowl PP 500 ml @ 125 mm height 66 mm transp. w. grad DBL
217022SDMED Bowl PP 1000 ml @ 167 mm height 78 mm transp. w. grad DBL
217023SDMED  Gallipot PP 150 ml @ 84 mm height 41 mm trans w. grad DBL
10612078MED Set For Detersion And Whitewash Use Sterile Wipes
217016SMED  Bowl PP 2000 ml @ 225 mm height 90 mm transp. w. grad.
10605068-0  Medisposet Medeco deel A
10605069-0  Bladder catheterisation Set
11-2103EU Kit polyureth. Probe cover w/ rubberbands 15 x 61 cm
10606096 Dialysis connection Set
10606097 Dialysis disconnection Set
6552145 Gloves nitrile M per pair in paper pouch powder free blue
3232S Drape 2 ply PE 33 gr/m2 NW 30 gr/m2 50x70cm @7cm
4371TS Skumvaskeklud
219026SD Kidney bowl PP 1000 ml 264x150x56mm transp. w. grad. 800ml D
10-5134TEU  Band bag w/ tape 91 x 112 cm
10605181 Catheter Set
655215S Gloves nitrile L per pair in paper pouch powder free blue
6552165 Gloves nitrile XL per pair in paper pouch powder free blue
DPT61_11712  ET Set
217006SD Gallipot PP 60 ml @ 63 mm height 30 mm transp. w. grad DBL
217011SD Bowl PP 250 ml @ 101 mm height 54 mm transp. w. grad DBL
217021SD Bowl PP 500 ml @ 125 mm height 66 mm transp. w. grad DBL
217022SD Bowl PP 1000 ml @ 167 mm height 78 mm transp. w. grad DBL
217041S Bowl PP 4000 ml @ 304 mm height 102 mm blue w. grad.
217041SD Bowl PP 4000 ml @ 304 mm height 102 mm blue w. grad DBL
2180625 Jug PP 500 ml 159 x 117 x 67 mm transp.
2180625D Jug PP 500 ml 159 x 117 x 67 mm transp. DBL
218000SD Jug PP 1000 ml 160 x 115 x 126 mm transp. w/ handle DBL
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Medical Products

To DoC number: DoC2153004CEQ1

The medical devices which fall under the DoC are:

Addendum 1

Product category: Sterile examination gloves, sterile absorbent pads, sterile trays and bowls, sterile syringes with water, sterile syringes
with water containing 10% glycerin, sterile surgical drapes, sterile catheterization accessory sets, sterile washing sets, sterile dressing
sets and sterile suture accessory sets.

REF
217043S
217043SD
218063SD
218061SD
710-1111EU
714-1151BEUD
217006S
217018S
217015S
217018SEH
10630017
2024072
95108S
95110S
217015SEH
567055
1220034
1120015

Designation
Bowl PP 6000 ml @ 348 mm height 112 mm transp. w. grad

Bowl PP 6000 ml @ 348 mm height 112 mm transp. w. grad DBL

Quiver 92 x 73 x 204 mm DBL

Container PP 20 ml @ 33 mm height 44 mm white cap DBL
Camera drape blue elasticized tip 18 x 244 cm

Basin liner single blue single folded DBL

Gallipot PP 60 ml @ 63 mm height 30 mm transp. w. grad
Bowl PP 250 ml @ 101 mm height 54 mm blue w. grad
Gallipot PP 120 ml @ 84 mm height 30 mm blue w. grad
Bowl PP 250 ml @ 101 mm height 54 mm blue w. grad
Gallipot med Nonwoven kugler

Hip Set

Cover table PE 150 x 230 cm heavy duty fan folded
Cover table PE 200 x 230 c¢cm fan folded

Gallipot PP 120 ml @ 84 mm height 30 mm blue w. grad
Bandage elastic 8 cm 10 cm

IV Dressing Set

Trays and towels set

Initial date: 08-09-2012

Joana g:egri;xrlg/ signed by Joana
signature: Pereira 155326 10160
Name: Joana Pereira
Function: Management representative
Place and Date: Penafiel 07-04-2025
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