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-

informacje:

Firma 

grup medycznych:

- Is): Matovis, Matopat UNIVERSAL, Matofix COHESIVE 

- - Matodrape INCISE

- - Tupfer

-

Absorba (Kompres pod nos), Absorba (

oczny), Matocomp (Gaza opatrunkowa), Matocomp (Kompresy z gazy), Matocomp 

- Matoset INSTRUMENT

- Nieinwazyjne zestawy zabiegowe (kl. Is) MATOSET (Zestaw zabiegowy, Zestaw: do 

zmiany opatrunku, opatrunkowy)

ul. Mickiewicza 29
40-085 KATOWICE / Poland
NIP: 634-10-14-590

Katowice, 19 lipiec 2023

Opatrunkowych S.A.
; 87-100 
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- Is): Matodress, Matodress 

COMFORT, Matodress COMFORT HP, Matodress PERFECT, Matodress 

STANDARD, Vlieskomfort

-

Medidress PERFECT (Fartuch chirurgiczny), Medidress STANDARD (Fartuch 

uniwersalny)

- ) Matopat W

- ABSORGYN

- Matosoft NATURAL; Matosoft SYNTHETIC

- Cannula FIX

- Plastofix

-

Matodrape, Askina OP-Set, Camera Cover

- Neurocompress

- Matoset 

INSTRUMENT

- IIa): Abdoma, Absorba, 

Matocomp, Matoset, Matovlies, Seton, Tupfer

- IIa): Abdoma, 

Absorba, Matocomp, Matovlies, Seton, Tupfer

- Absorba (Tampon wato-gazowy)

- Zestawy zabiegowe i operacyjne (kl. IIa) Matoset (kod MDN 1204 - zestawy 

- Zestawy zabiegowe i operacyjne  (kl. IIa) Matoset (kod MDN 1202 - zestawy 

- (kl. Is) Matoset INSTRUMENT 

(MDN 1202: Dreny, Pojemnik, Worek na mocz)

- Nieinwazyjne n Matoset INSTRUMENT 
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a 

Parlamentu Europejskiego i Rady (UE) 2017/745 z dnia 5 kwietnia 2017 r. 

Certyfikaty o numerach: TNP/MDD/0230/4722/2018 wydany dnia 23.07.2018; 

TNP/MDD/0230/4722/2018-001 oraz TNP/MDD/0230/4722/2018-002 wydane 

dnia 16.04.2019; TNP/MDD/0230/4722/2018-003 wydany dnia 06.08.2019; 

TNP/MDD/0230/4722/2018-004 oraz TNP/MDDP/0230/4722/2018-005, wydane 

kowana potwierdza 

TNP/MDD/0230/4722/2018-003)

zawartych w  RADY 

017/745 (MDR). 

Z wyrazami szacunku,

Kornel Lukaszczyk
Dyrektor Jednostki Notyfikowanej nr 2274
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APOTEKETS gazekompresser sterile

Tupfery

MEDISORB 

COMFORT PLUS Plastry 

pudrowane

pudrowane

MATOSET INSTRUMENT Kleszczyki do trzymania opatrunku

MATOSET INSTRUMENT Kleszczyki hemostatyczne

Matoset Zestaw do ACL

Askina OP-Set Verbandstoffset Heilbronn

Askina OP-Set Ringbandset

MATODRESS Bluza 

MEDIDRESS PERFECT PLUS Fartuch chirurgiczny
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-

FIXOPOR

MATODRAPE Serweta do angiografii

MATODRAPE Serweta do artroskopii

MATODRAPE Serweta do by-pass

MATODRAPE Serweta do chirurgii plastycznej

MATODRAPE Serweta do laparoskopii ginekologicznej

MATODRAPE Serweta do laparoskopii

MATODRAPE Serweta do laparotomii

MATODRAPE Serweta do operacji bariatrycznych

MATODRAPE Serweta do operacji barku

MATODRAPE Serweta do operacji biodra

MATODRAPE Serweta do operacji brzuszno-kroczowych

MATODRAPE Serweta do operacji kardiochirurgicznych

MATODRAPE Serweta do operacji kardiologicznych

MATODRAPE Serweta do operacji laryngologicznych

MATODRAPE Serweta do operacji neurologicznych

MATODRAPE Serweta do operacji stawu kolanowego

MATODRAPE Serweta do operacji tarczycy

MATODRAPE Serweta do operacji urologicznych

MATODRAPE Serweta do torakochirurgii

MATODRAPE Serweta do wszczepienia zastawki serca

MATODRAPE Serweta turban

MATODRAPE Serweta wertykalna
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Askina zestawy zabiegowe/opercyjne OP-Set Standard Set 1

Askina zestawy zabiegowe/opercyjne OP- -Set

Askina zestawy zabiegowe/opercyjne OP- -Set mit OP-Tape

Askina zestawy zabiegowe/opercyjne OP-Set ASK-Set ohne Stockinette

Askina zestawy zabiegowe/opercyjne  OP-Set Ask-

Askina zestawy zabiegowe/opercyjne OP-Set Derma-Kit

Askina zestawy zabiegowe/opercyjne OP- Ringbandset

Askina zestawy zabiegowe/opercyjne OP - Verbandstoffset Heilbronn

Askina Zestawy operacyjne OP-Set Universal-Schlitztuch-Set 1

Askina Zestawy operacyjne OP-Set Lochtuch-

Askina Zestawy operacyjne OP-Set Lochtuch-

Askina Zestawy operacyjne OP-Set Arthroskopie-Set II

Askina Zestawy operacyjne OP-Set Urologie-Set

Askina Zestawy operacyjne OP-Set Urol. Set 3 BC

Askina Zestawy operacyjne OP-Set Lochtuch-

Askina Zestawy operacyjne OP-Set Lochtuch-Set

MEDIDRAPE Serwety

MEDIDRAPE Zestaw brzuszno-kroczowy

MEDIDRAPE Zestaw do artroskopii

MEDIDRAPE Zestaw do cystoskopii

MEDIDRAPE Zestaw do operacji kardiologiczny

MEDIDRAPE Zestaw operacyjny

- klasa I sterylna

- klasa I sterylna

- klasa I sterylna

-003)

MATODRESS STANDARD PLUS Fartuch chirurgiczny

MATODRESS PERFECT PLUS Fartuch chirurgiczny 

MATODRESS COMFORT PLUS Fartuch chirurgiczny 
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ABSORBA tampony wato-

ABSORBA opatrunek oczny 
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Statement of Notified Body

-

Sp. z o. o., I provide the following information:

conformity assessment according to Regulation 2017/745 (MDR), Annex IX of the 

following groups of medical devices:

- Sterile bandages (class Is): Matovis, Matopat UNIVERSAL, Matofix COHESIVE 

- Sterile surgical film (cl. Is) - Matodrape INCISE

- Sterile invasive dressing materials (cl. Is) - Tupfer

- Non-invasive sterile dressing materials (cl. Is): Absorba (Absorbent Compress), Absorba (Nasal 

Compress), Absorba (High Absorbent Compress), Absorba (Ocular Dressing), Matocomp 

(Dressing Gauze), Matocomp (Gauze Compresses), Matocomp (Gauze Flaps), Matovlies 

(Nonwoven Compresses).

- Disposable sterile invasive instruments (cl. Is) Matoset INSTRUMENT

- Non-invasive surgical kits (cl. Is) MATOSET (Surgical kit, Kit: for disinfecting the surgical field, 

for dialysis, for starting dialysis, for removing sutures, for removing umbilical cord clamps, for 

removing skin staples, for finishing dialysis, for changing dressings, dressing)

- Sterile disposable clothing and linens (class Is): Matodress, Matodress COMFORT, Matodress 

COMFORT HP, Matodress PERFECT, Matodress STANDARD, Vlieskomfort

Polska Sp. z o.o.
ul. Mickiewicza 29
40-085 KATOWICE / Poland
NIP: 634-10-14-590

Katowice, 17 July 2023

Opatrunkowych S.A.
; 87-
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- Surgical gowns and reusable sterile surgical kits (cl. Is): Medidress PERFECT (Surgical Apron), 

Medidress STANDARD (Surgical Apron), Medidrape (Varicose Vein Surgery Kit, ENT Kit, 

Universal Kit).

- Individual sterile dressings (cl. Is) Matopat W

- Sterile gynecological sleepers (cl. Is) ABSORGYN

- Sterile gynecological underpads (cl. Is): Matosoft NATURAL; Matosoft SYNTHETIC

- Sterile dressing plasters (cl. Is) Cannula FIX

- Sterile adhesives (cl. Is) Plastofix

- Sterile (cl. Is) disposable drapes, drapes, covers and accessories: Matodrape, Askina OP-Set, 

Camera Cover.

- Neurosurgical sterile compresses (cl. III) Neurocompress

- Surgically invasive disposable instruments cl. IIa) Matoset INSTRUMENT.

- Surgically invasive sterile dressing materials (cl. IIa): Abdoma, Absorba, Matocomp, Matoset, 

Matovlies, Seton, Tupfer.

- Non-sterile invasive surgical dressing materials (cl. IIa): Abdoma, Absorba, Matocomp, 

Matovlies, Seton, Tupfer.

- Sterile invasive dressing materials (cl. IIa) Absorba (cotton-gauze swab).

- Treatment and surgical kits (cl. IIa) Matoset (MDN code 1204 - treatment and surgical kits 

including wound and skin care products)

- Treatment and surgical kits (cl. IIa) Matoset (MDN code 1202 - treatment and surgical kits 

including dialysis devices)

- Non-invasive disposable instruments (cl. Is) Matoset INSTRUMENT (MDN 1202: Drains, 

Container, Urine bag)

- Non-invasive disposable instruments (cl. Is) Matoset INSTRUMENT (MDN 1208: Forceps, 

Tweezers, Disinfection spatula, Cotton swabs, Umbilical cord clamp); Natalis (Umbilical cord 

clamp).

Notified Body and the Manufacturer was concluded on 

03/07/2023. The contract covers the full cycle of certification according to the 

Regulation of the European Parliament and of the Council (EU) 2017/745 of April 5, 

2017 on medical devices. 
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Certificates numbered TNP/MDD/0230/4722/2018 issued on 23.07.2018; 

TNP/MDD/0230/4722/2018-001 and TNP/MDD/0230/4722/2018-002 issued on 

16.04.2019; TNP/MDD/0230/4722/2018-003 issued on 06.08. 2019; 

TNP/MDD/0230/4722/2018-004 and TNP/MDDP/0230/4722/2018-005 issued by 

Notified Body No. 2274 on 03.03.2020, were not withdrawn and were valid at the 

time of signing the contract with the Notified Body. The certificates expire on 

9.07.2023 .

Based on the above information, the Notified Body confirms that the conditions 

for renewal of the MDD certificate(s) with the above-mentioned numbers (except 

TNP/MDD/0230/4722/2018-003) contained in REGULATION (EU) 2023/607 of 

the European Parliament and of the Council amending  to Regulations (EU) 

2017/745 regarding transition periods. The current certificates will be issued upon 

completion of the procedures involved.

Appendix I lists the products that have not been submitted for conformity 

assessment according  to Regulation 2017/745 (MDR). 

  Appendix II - List of products that have been submitted for conformity assessment   

according to Regulation 2017/745 (MDR) with a new product class.

Best regards,

Kornel Lukaszczyk
Director of Notified Body No. 2274
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Annex I - List of products that have not been submitted for conformity 
assessment according to Regulation 2017/745 (MDR

APOTEKETS sterile gauze compressor

Non-woven sterile tupffers

Non-sterile non-woven fabric tupffers

Non-woven sterile troupffers with x-ray thread

Non-woven non-sterile tupffers with x-ray thread

MATOCOMP non-sterile dressing gauze in rolls

Non-sterile dressing gauze in a roll

Individual dressing, type A sterile

MEDISORB F polyurethane foil dressing, sterile

MEDISORB P polymer dressing, sterile

MEDISORB H hydrocolloid dressing, sterile

MEDISORB A calcium alginate dressing, sterile

MEDISORB G hydrogel dressing, sterile

COMFORT PLUS Hydrocolloid plasters, sterile

COMFORT PLUS Non-sterile hydrocolloid plasters

SURGILEX powdered latex surgical gloves sterile

SURGILEX PLUS powdered latex surgical gloves sterile

MATOSET INSTRUMENT Forceps for holding a dressing

MATOSET INSTRUMENT Hemostatic forceps

Matoset ACL kit

Askina OP-Set Verbandstoffset Heilbronn

Askina OP-Set Ringbandset

MATODRESS STANDARD sterile surgical gown

MATODRESS Sterile surgical pants

MATODRESS Sterile surgical skirt

MATODRESS Sterile surgical blouse

MATODRESS Patient shirt sterile

SURGIMASK Surgical masks type II according to EN 14683 sterile
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MEDIDRESS PERFECT PLUS surgical gown

MEDIDRESS Surgical gown set

MEDIDRESS Surgical Clothing Set

CANNULA PLAST Non-woven dressing for cannula fixation, sterile

CANNULA F Non-woven foil dressing for cannula fixation, sterile.

FIXOPORE F Foil dressing with absorbent pad, sterile

FIXOPORE S Non-woven dressing with absorbent pad, sterile

FIXOPORE S Non-woven ocular dressing with absorbent pad, sterile

MATOPAT STANDARD supporting cotton bandage, sterile

MATOPAT IDEAL elastic bandage sterile

MATOBAN elastic bandage sterile

MATOLAST elastic bandage sterile

MATODRAPE PE/L2 sheath

MATODRAPE Non-woven foiled cover for medical equipment

MATODRAPE Angiography Napkin

MATODRAPE Napkin for arthroscopy

MATODRAPE Napkin for by-pass

MATODRAPE Napkin for plastic surgery

MATODRAPE Napkin for gynecological laparoscopy

MATODRAPE Laparoscopy Napkin

MATODRAPE Laparotomy Napkin

MATODRAPE Napkin for bariatric surgery

MATODRAPE Napkin for shoulder surgery

MATODRAPE Napkin for hip surgery

MATODRAPE Abdominal surgery napkin

MATODRAPE Cardiac surgery napkin

MATODRAPE Cardiac surgery napkin

MATODRAPE ENT Surgery Napkin

MATODRAPE Napkin for neurological surgeries

MATODRAPE Napkin for knee operations

MATODRAPE Napkin for thyroid surgery
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MATODRAPE Napkin for urological surgeries

MATODRAPE Napkin for varicose vein surgery

MATODRAPE Napkin for thoracic surgery

MATODRAPE Serviette for heart valve implantation

MATODRAPE Turban napkin

MATODRAPE Vertebral Serviette

Askina treatment/operative sets OP-Set Standard Set 1

Askina treatment/operative sets OP- -Set

Askina treatment/operative sets OP- -Set mit OP-Tape

Askina treatment/operative sets OP-Set ASK-Set ohne Stockinette

Askina treatment/operative sets OP-Set Ask-

Askina treatment/operative kits OP-Set Derma-Kit

Askina treatment/operative kits OP- Ringbandset

Askina treatment/operative kits OP - Verbandstoffset Heilbronn

Askina Operative sets OP-Set Universal-Schlitztuch-Set 1

Askina Operating Sets OP-Set Lochtuch-

Askina Operating Sets OP-Set Lochtuch-

Askina Operating Sets OP-Set Arthroscopy-Set II

Askina Operating Kits OP-Set Urologie-Set

Askina Operating Sets OP-Set Urol. Set 3 BC

Askina Operating Sets OP-Set Lochtuch-

Askina Operating Sets OP-Set Lochtuch-

MEDIDRAPE Drapes

MEDIDRAPE Abdominal-crotch set

MEDIDRAPE Arthroscopy Kit

MEDIDRAPE Cystoscopy Kit

MEDIDRAPE Hand/foot surgery set

MEDIDRAPE Cardiac surgery set

MEDIDRAPE Surgery Kit

VLIESKOMFORT non-woven sterile coating/coating

VLIESKOMFORT non-woven sheet sterile
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MEDIDRAPE Drapes / Drapes

Treatment systems and kits (covered by certificate TNP/MDD/0230/4722/2018-003)

MATODRESS STANDARD PLUS Surgical gown .

MATODRESS PERFECT PLUS Surgical gown

MATODRESS COMFORT PLUS surgical gown 

MATOSET INSTRUMENT medical scissors - class I sterile

MATOSET INSTRUMENT suture removal scissors - class I sterile

MATOSET INSTRUMENT vice/needle holder - class I sterile
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Appendix II - List of products that have been submitted for conformity assessment 

according to Regulation 2017/745 (MDR) with a new product class.

MATOCOMP non-sterile dressing gauze in a fold (change of product class).

MATOCOMP non-sterile dressing gauze (enveloped) (change of product class).

ABSORBA non-sterile absorbent compresses (product class change)

ABSORBA non-sterile nasal compresses (product class change)

ABSORBA highly absorbent non-sterile compresses (product class change)

ABSORBA wadding-gas tampons non-sterile (product class change)

ABSORBA non-sterile eye dressing (change of product class)

ENT Tupfer L non-sterile (product class change)

Non-woven compresses with "Y" or "O" notch (product class change)

Gauze compresses with blotting paper insert non-sterile (product class change)

  





































































Strona 1 

 

 

 

 

 

Zgodnie z D 93/42/EEC 

 

Jako Jednostka Notyfikowana Unii Europejskiej, DEK
pfm Medical titanium gmbh 

 

 

S dwestpark 42, 90449 N rnberg, Germany 

Certyfikowana lokalizacja: 

S dwestpark 42, 90449 N rnberg, Germany 

 

 

 

 

jest na wynikach raportu z audytu 
recertyfikuj nr 51334-Z3-00, decyzja z dnia 14.02.2018 

 

Cer  

Nr certyfikatu: 51334-16-02. 

[PODPIS] 

Ruth Delberk-Bayer 

Dekra Certification GmbH, Stuttgart, 2018-12-14 

Jednostka notyfikowana: 0124 

Dekra Certification Gmbh*Handwerkstra e 15*D-70565 Stuttgart*www.dekra-certification.de 



Strona 2 

Aneks do certyfikatu 51334-16-02 

Wa 17.12.2018 do 16.12.2023 

Status zmian: 0  Data: 17.12.2018 

 

 

Klasa IIa: 

MD0106/MDS 7006 
 

Tiloop Total Application Set 

Klasa IIb: 

MD 0204/MDS 7006 
 

Siatki przepuklinowe  
Siatki do plastyki dna miednicy  
Siatki do rekonstrukcji klatki piersiowej  
Siatki uroginekologiczne 

 

 

 

 

 

 

 

 

[PODPIS] 

Ruth Delberk-Bayer 

Dekra Certification GmbH Stuttgart, 2018-12-14 

Jednostka Notyfikowana: 0124 

Dekra Certification GmbH*Handwerkstra e 15*D-70565 Stuttgart*www.dekra-certification.de 







Konformitatserklarung
Declaration of conformity 
    ci 

Hersteller / Manufacturer/ : pfm medical titanium gmbh 
Sildwestpark 42, 90449 Nurnberg, Germany 

Wir erklaren in alleiniger Verantwortung, dass 
We declare under our sole responsibility that 

rujemy, 
: 

das Medizinprodukt  
the medical device 

  
 Siatki przepuklinowe  
 

TiMESH 
REF: 6000001, 6000004, 6000016, 6000028, 6000029, 6000030, 6000069, 6000070, 6000071, 6000072, 6000073, 6000074, 
6000075, 6000137, 6000138, 6000139, 6000140, 6000248, 6000311, 6000312, 6000423, 6000424, 6000425, 6000426, 6000427, 
6000470, 6000471, 6000682, 6000683, 6000718, 6000737, 6000738, 6000744, 6000918, 6000948 

 
REF: 6000609, 6000650, 6000651, 6000652, 6000653, 6000654, 6000655, 6000656, 6000657, 6000658, 6000659, 6000660,  
6000674, 6000675, 6000676, 6000677, 6000678, 6000679, 6000680, 6000681, 6000843, 6000844, 6000845, 6000846, 6000847, 

6000848, 6000849, 6000850, 6000851, 9000911, 9000912 

 
REF: 6000438, 6000440 

 
REF: 6000540, 6000541 

 
REF: 6000605, 6000607 

 
REF: 6000525, 6000527, 6000528 

 
REF: 6000529, 6000530, 6000531, 6000661, 6000662, 6000663, 6000740, 6000852, 6000853, 6000854 

 
REF: 6000610, 6000611, 6000612, 6000613, 6000614, 6000615, 6000664, 6000665, 6000666, 6000667, 6000668, 6000669,  

6000741, 6000742, 6000855, 6000856, 6000857, 6000858, 6000859, 6000860 

 

REF: 6000532, 6000533, 6000534, 6000535, 6000536, 6000537, 6000538, 6000539 

 
REF: 6000950, 6000951, 6000952, 6000953 

 

REF: 6000969, 6000970, 6000971, 6000972, 6000973, 6000974, 6000975, 6000976, 6000977, 6000978, 6000979, 6000980, 
6000981, 6000982, 6000983, 6000984, 6000985, 6000986, 6000987, 6000988, 6000989, 6000990, 6000991, 6000992, 6000993, 
6000994, 6000995, 6000996, 6000997, 6000998, 6000999, 6001000, 6001001, 6001002, 6001003, 6001004 

-R 
REF: 6000643 

-L 
REF: 6000644 

REF: 6000648, 6000954 



 
UMDNS Bezeichnung (UMDNS Code)   Netz, Polymer (12510) 
UMDNS Description (UMDNS Code)   Mesh, Hernia (12510) 
Opis UMDNS (kod UMDNS)   Siatki przepuklinowe (12510) 
 
GMDNS description (GMDN Code)  Mesh, surgical (16048) 
Opis GMDNS (kod GMDN)   Siatki chirurgiczne (16048) 
 
Risikoklasse/ Risk Class/ Klasa ryzyka  IIb, 8 
Regel / Rule/  
gem./acc. to MDD 93/42/EEC, Annex IX 
 
Die die Anforderungen der RL fur Medizinprodukte 93/42/EWG u. der Erganzungs-RL 2007/47/EG erfullt 
meets the requirements of the MDD 93/42/EEC as amended by Directiye 2007/47/EC 

 
 
Konformitatsbewertungsverfahren/ Conformity assessment procedure/ 
 :     gemaB der RL 93/42/EWG // acc. to MDD93/42/EEC 
       W MDD93/42/EEC 
Ahang/ Annex/ Aneks     II, excl Section 4 / II,  Sekcji 4 
 
Konformitatsbewertungsstelle/Notified Body/ DEKRA Certification GmbH Handwerkstr. 15, 70565 Stuttgart 
Jednostka Notyfikowana 
Kennennumer/ Identification number/Numer identyfikacyjny 0124 
 
Zertifikat Nr/ Certificate No./ Numer certyfikatu  51334-16-02 
Datum / Date/ Data     29.05.2019 
Giiltig bis/ Expiry Date/ Data w    16.12.2023 
 
Unterschrifft / Signature/ Podpis     

      
 

 
(Quality Management Representative) 
( ) 
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