
A.
TUVRheinland

EC Certificate
Directive 93l42lEEC Annex V

Production Quality Assurance
Medical Devices

Registration No.: DD 60139535 0001

Report No.: 26300232 017

Manufacturer: ZARYS lnternational Group
Spolka z ograniczona odpowiedzialnoscia,
spolka komandyrtowa
ul. Pod Borem 18
41-808 Zabrze
Polska

(see attachmenLe for products and sites included)

Replaces EC Certificate, Registration No.: DD 60117020 0001

Products:

Expiry Date: 2024-05-2'1

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42IEEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class lll devices covered by this
certificate an EC type-examination certificate according to Annex lll is required.

Notified Body
Effective Date: zoi.g-06-09

Date: 2ol9-os-2i
Rafal Byczkowski
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fU,V Rtreinland LGA Products GmbH - TillystraBe 2 - 90431 NUrnberg

TUV nneinland LGA Products GmbH is a Notified Body aicording to Directive g3t4ZtEEC
concerning medical devices with the identification number 0197.
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EB SERTIFIKATAS
Direktyva 93l42lEEB Priedas V

Kokyb6s valdymo sistema
Medicinos prietaisai

Vertirnas i5 anglq kalbos

A
" (!)

TUVRheinland

Registracijos Nr.:

Ataskaitos Nr.:

DD 60139s35 0001

26300232 017

Gamintojas:

Produktai:

fsigaliojimo data: 2019-06-09
Data: 2019-05-27

ZARYS International Group
Ribotos atsakomyb6s bendrovd,
komanditind bendrija
Ul. Pod Borem 18
41-808 Zabrze
Poland (Lenkija)

(Ziiireti produktq saraS4)

Pakeistas seftifikatas, registracijos nr.: DD 601 17020 0001

Galioja iki: 2024-0s-21

Notifikavimo istaiga patvirtina, kad i5vardintos prekds atitinka medicinos prietaisq direktyvq 93l4}!EEB
priedas V. Vir5uje min6tas gamintojas suktird ir atitinka kokyb6s valdymo sistem4, kuri yra periodi5kai
tikrinama, pagal apibrELimq priedo V, skyrius 4 min6toje direktyvoje. Pateikimas i rink4 IIb klasds ir III
klasds medicinos prietaisq taikomas sertifikatas EB tyrimq rezultatq sertifikatas pagal priedo III
reikalavimus.

Notifikavimo istaiga
/Para5as ir antspaudas/
Rafal Byczkowski

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

ltUV Rtreinland LGA Products GmbH yra notifikavimo istaiga pagal93!42/EEB direktyv4
ddl medicinos prietaisq su identifikavimo numeriu 0197



A,
TUVRheinland

TUV Rheinland
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

DD 60139535 0001
2$40232 017

ZARYS lnternational Group
Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa
ul. Pod Borem'18
41-808 Zabrze
Polska

Doc. 6/6, Rev. 0

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

ZARYS International Group
Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa
uI. Gustawa Eiffel'a 15
44-1,O9 Gliwice
Pol-and

Act.ivity: ProducLion

Notified
fm
G#Date: 2019-05-27

.at.., btp..\ 7,, -. rw tlvt

Rafal Byczkowski



TUV Rheinland
LGA Products GmbH

Tillystra Be 2, 90431 Niirnberg

DD 6013953s 0001
26300232 017

ZARYS International Group
Ribotos atsakomyb6s bendrovd,
komanditind bendrija
UI. Pod Borem 18
41-808 Zabrze
Poland (Lenkija)

/Vertimas i5 anglq kalbos/

Aks'
.. (!i)

TUVRheinland

Dok. 6/6, Rev.0
Priedas prie
sertifikato
Registracijos Nr.:
Ataskaitos Nr.:

Gamintojas:

Produktq s4ra5as:

ZARYS International Group
Ribotos atsakomyb6s bendrovd,
komanditin6 bendrija
Ul. Gustawa Eiffel'a 15
44-109 Gliwice
Poland (Lenkija)

Veikla: Gamyba

Data: 2019-05-27
Notifikavimo istaiga
/Para5as ir antspaudas/
Rafal Byczkowski
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TUVRheinland

TUV Rheinland
LGA Products GmbH

TillystraBe 2, 90431 Nfi rnberg

DD 60139535 0001
26300232 017

ZARYS lnternational Group
Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Notified

Doc. t/6, Rev. 0

Attachment to
Certificate
Registration No-:
Report No.:

Manufacturer:

L

Products included:

Sterile and non-sterile cutting gauze
Non-sterile dressing gauze
Sterile and non-sterile gauze swabs
(with or without X-ray t.hread)
Sterile and non-steriLe gauze Lap sponges
(with X-ray Ehread/ wiLh X-ray chip)
St.erile and non-sterile gauze ba1ls
(with or witshout x-ray thread)
SteriLe and non-sterile gauze rolIs
(with or without X-ray thread)
Sterile and non-st.eri1e non-vroven swabs
(with or wirhout x-ray thread)
Sterile paraffin gauze dressj-ngs
Sterile three-way st,opcocks
Sterile transfusion set.s for single use
Sterile infusion set.s for single use
Sterj-le exLension tubes for infusion pump

Date: 2A19-05-27
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Rafal Byczkowski



TUV Rheinland
LGA Products GmbH

Tillystra Be 2,90431 Niirnberg

DD 60139535 0001
26300232 017

ZARYS International Group
Ribotos atsakomybds bendrovG,
komanditind bendrija
Ul. Pod Borem 18
41-808 Zabrze
Poland (Lenkija)

/Vertimas i5 anglq kalbos/

A
/},,a

-=TUVRheintaPd

Dok. l/6, ILev.0

Priedas prie
sertifikato
Registracijos Nr.:
Ataskaitos Nr.:

Gamintojas:

Produktq s4ra5as:

o Sterili ir nesterili karpyta marle
o Nesterili lankstyta rnarle
o Sterilios ir nesterilios marlinds serveteles

(su ir be rentgeno kontrastiniLr siDlu)
. Sterilios ir nesterilios marlines kempines

(su ir be rentgeno kontrastiniu siLilu)
o Steril[s ir r-resteril[s rnarliniai gaziukai

(su ir be rentgeno kontrastiniu sirilu)
o SterilDs ir nesterilus marlds rulonai

(sLr ir be rentgeno kontrastiniu si[lu)
. Sterilios ir nesterilios neaustin6s serveteles

(su ir be rentgeno korrtrastiniu sirllu)
. Sterilus tvarsdiai su paraflnu
o Sterilr-rs 3-iq padediq kraneliai
. Sterilr"is vienkartiniai transfuzijos rirrkiniai
o SterilDs vienkartiniai infirzijos rinkiniai
o Sterilios prailginimo linijos

Notifikavimo istaiga
/Para5as ir antspaudas/

Rafal Byczkowski

Data: 2019-05-27
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TUVRheinland

Aftachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

Sterlle endotracheal tubes
Sterile tracheostomy tubes
Sterile breat.hing circuits
Sterile calhet.er mounts
Non-sterile anaeslhet.ic masks
Sterile laryngeal masks
Sterile oxygen masks
SEerile MuLt,i-Vent, masks
Sterile non-rebreath masks
Sterile nebulizer masks
Sterile nasal oxygen cannulas
Sterile nebulizer sets
Sterile oxygen tubing
Sterile suct.ion catheLers
Sterile abdominal drains
St,erile feeding tubes
Sterile stomach and duodenal tubes
SteriLe urology catheters
Strerile surgical suct,ion sets
Sterile surgical suction cannulas
SEerile syringes for single use

Date: 2019-05-27

TUV Rheinland
LGA Products GmbH

TillystraRe 2, 90431 Niirnberg

DD 60139s35 0001
26300232 017

ZARYS lnternational Group
Spolka z ograniczona odpbwiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41.808 Zabrze
Polska

Doc- 2/6, Rev. 0
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Rafal Byczkowski



TUV Rheinland
LGA Products GmbH

Tillystra Be 2, 90431 Niirnberg

Priedas prie
sertifikato
Registracijos Nr.:
Ataskaitos Nr.:

Gamintojas:

DD 6013953s 0001
26300232 017

ZARYS International Group
Ribotos atsakomybds bendrov6,
komanditin6 bendrija
Ul. Pod Borem 18
41-808 Zabrze
Poland (Lenkija

Produktq s4raSas:

o Sterilr"ls endotrachejiniai vamzdeliai
o Sterilus tracheostomos vamzdeliai
o Steril[s kvepavimo varnzdeliai
o Steril[s burnos kateteriai
o Sterilios laringines kaukes
o Sterilios deguonies kaukes
o Sterilios daugiafr"rnkcines kaukes
o Sterilios kaukes su kvepavimo rnai5eliLr
o Sterilios kaukes su purkStuvu

o Sterilios deguonies kaniules
. Steril[s purSkirno rinkiniai
o Steril[s deguonies varnzdeliai
o Sterilus atsiurbimo kateteriai
o Sterilius pilvo kateterizavimo kateteriai
. Sterilus rnaitinimo van-rzdeliai
o Steril[s skarrrdZio ir dvylikapir5tds Zarnos kateteriai
o Steril[s urologiniai kateteriai
. Steril[s chirurginiai atsiurbirno rinkiniai
. Sterilios chirr-rrgines atsir-rrbirno kanir.rlds
o Steril[s vienkartiniai Svirk5tai

/Veftirnas i5 anglq kalbos/

Dok. 2/6, Rev.0

Notifikavimo istaiga
/Para5as ir antspaudas/

Rafal Byczkowski

Data: 2019-05-27



fUVnneintaild
A.

TUV Rheinland
LGA Products GmbH

Tillystra8e 2, 90431 Nilrnberg

DD 6013953s 0001
26300232 017

ZARYS lnternational Group
Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Doc. 3/6, Rev.

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

Sterile
Sterile
Stserile
Sterile
sterile
St.eril.e
Sterile
Sterile

insulin syringes
tuberculin syringes
hypodermic needles
j.nsulin pen needles
blood lancets
IV cannulas
needle free valves
surgical gloves

Notified

#xR
M

2019-45-27
Rafal Byczkowski
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TUV Rheintand
LGA Products GmbH

Tillystra Be 2, 90431 Niirnberg
Dok. 3/6, Rev.O

Priedas prie
sertifikato
Registracijos Nr.: DD 60139535 0001
Ataskaitos Nr.: 26300232 017

Gamintojas: ZARYS International Group
Ribotos atsakomyb6s bendrovd,
komanditin6 bendrija
UI. Pod Borem 18
41-808 Zabrze
Poland (Lenkija)

Produktq s4ra5as:

o Steril[s insuliniai SvirkStai
o Steril[stuberkuliniai Svirk5tai
o Sterilios vienkartinds adatos
o Sterilios insulino adatos
o Steril[s kraujo lancetai
o SterilDs intraveniniai kateteriai
o SterilLrs voLtuyai be adatos
o Sterilios chirurgines pir5tines

Notifikavimo istaiga
/Para5as ir antspaudas/

Rafal Byczkowski

/Vertimas i5 anglq kalbos/

AAli-^
TuVRheintaldd

Data: 2019-05-27



TUVRheinland

l\ttachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

TUV Rheinland
LGA Products GmbH

TillystraRe 2, 90431 N[irnberg

DD 60139535 0001
2630A232 017

ZARYS lnternational Group
Spolka z ograniczona odpbwiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Producta included:

For lhe following medical devices Ehe scope covers
only the aapects of manufacture concerned with
eecuring and mainEaining eterile conditions:

- Adhesive cannulla fixation dressings
- Adhesive wound dressings
- Eye pads
- Incise fi-Ims
- Transparent film dressings
- Foam dressings
- Absorbent wound dressings
- Surgical gown6
- Surgica1 drapes
- Sets of surgical drapes
- F1uid collection pouches
- Nelat.on cathet.ers

Notified

Date: 2019-05-27
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Rafal Byczkowski



/Verlirnas i5 anglq kalbos/

A
TUVRheinlafrlTillystra Be 2, 90431Niirnberg

TUV Rheintand
LGA Products GmbH

Priedas prie 
Dok 4/6' Rev o

sertifikato
Registracijos Nr.: DD 60139535 0001
Ataskaitos Nr.: 26300232 017

Gamintojas: ZARYS International Group
Ribotos atsakomybes bendrov6,
komanditind bendrija
Ul. Pod Borem 18
41-808 Zabrze
Poland (Lenkija)

Produktq s4ra5as:
Toliau pateikti medicinos prietaisai apirna tik gamyb4,
sr-rsijusi4 su prekiq saugllmu uZtikrinimu ir palaikyrnu;

o Lipn[s pleistrai kateteriui fiksuoti
o LipnDs pleistrai

. Akill tamponai

. Operacinio lar-rko pleveles
o Per5viediami pleistraifiuosteles)
o Pur5kiarni pleistrai
o Absorbuojantys tvarsdiai
. Chirurginiaichalatai
. Chirurginiaiapklotai
o Chirurginiai apklotq rinkiniai
. SkysdiLI surinkimo maiSeliai
o Nelaton kateteriai

Notifikavimo istaiga
/Para5as ir antspaudas/
Rafal Byczkowski

Data: 2019-05-27
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Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Vaginal speculums
Cervical brushes
Urine bags
Tongue depressors
Guedel airways
Intubation stylets
Endotracheal t.ube holders
Suction t.ubes
Withdrawal cannulas
Alginate dressings
Cannula stoppers
Umbilical cord clamps

TUV Rheinland
LGA Products GmbH

Tillystraf3e 2, 90431 NUrnberg

DD 60139535 0001
26340232 0'.17

ZARYS lnternational Group
Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

ProductE included:

For the following medical devices the scope covers
only che aspecEs of manufacture concerned wiEh
securing and mainLaining st.erile conditions:

Notified

TUVRheinland

ffi
b#

Date: 2019-05-27
Rafa! Byczkowski

Doc.5/6, Rev, o



/Verlimas i5 anglq kalbos/

TUV Rheinland
LGA Products GmbH

Tillystra Be 2, 90431 Niirnberg " iii:
TUVRheinland

Priedas prie 
Dok' 5/6' Rev o

sertifikato
Registracijos Nr.: DD 60139535 0001
Ataskaitos Nr.: 26300232 017

Gamintojas: ZARYS International Group
Ribotos atsakomybes bend rov6,
komanditind bendrija
Ul. Pod Borem 18
41-808 Zabrze
Poland (Lenkija)

Produktq sqra5as:
Toliau pateikti rnedicinos prietaisai apima tik gamyb4,
susijusi4 su prekiq saugumu uZtikrinimu ir palaikymu;

. Ginekologiniai sketikliai
o Steril[sginekologiniaiSepeteliai
. Slapirno maiSeliai
. LieZuvio menteles
. Orofarirrginia vamzdeliai
o Intubaciniaistiletai
o Endotrachejiniq varnzdeliq laikikliai
o Atsiurbimo vamdeliai
o Ventiliuojama adata

. Alginato tvarsdiai
o Kateteriq kam5teliai
o Urnbilikaliniaispaustukai

Notifikavimo istaiga
/Para5as ir antspaudas/
Rafal Byczkowski

Data: 2019-05-27








