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: TOVRheinland
EC Certificate |

Directive 93/42/EEC Annex II, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60140020 0001
Report No.: 26300232 013

Manufacturer: ZARYS International Group

Spétka z ograniczong odpowiedzialnoécia,
spotka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Polska

Products:

[see attachments for products and site included)

Expiry Date: 2024-05-27

The Notified Body hereby declares that the requirements of Annex I, excluding section 4 of the directive
93/42/EEC 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 II,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by

this certificate an EC design-examination certificate according to Annex II, section 4 is required.

Effective Date: 2019-07-08 \\%

£

I UUlemlerd/.' |

| Date: 2019-07-08 p )
Rafal Byczkowski e

’ N

, TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Nirnberg
TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
‘ concerning medical devices with the identification number 0197.
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TUV Rheinland e

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60140020 0001

Report No.: 26300232 013
Manufacturer: ZARYS International Group

Spélka z ograniczong odpowiedzialnoscia,
spétka komand a

ul. Pod Borem 18

41-808 Zabrze

Polska

Products includeod:

- Sterile surgical kits
- Sterile procedure sets

For the following medical devices the BCODE COVers
only the aspects of manufacture concerned with
gsecuring and maintaining sterile conditions:

- Burgical drapes
- Bets of surglcal drapes

Date: 2019-07-08

P | ®
TUVRheinland

Revy. 0

Rafal Byczkowski
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TUVRheinland

TUV Rheinland Doc. 2/2, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60140020 0001

Report No.: 26300232013
Manufacturer: ZARYS International Group

Spdlka Z ograniczong odpowiedzialnoscia,
Iwmand a
ul. Pod Borem
41 -808 Zabrze
Polska

Bite included:

ZARYS International Group

Spolka z ograniczona cdpowiedzialnoscia,
spolka komandytowa

ul. Gustawa Eiffel'a 15

14-109 Gliwica

Foland

Activity: Production

Date: 2019-07-08
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Declaration of Conformi F2-110
@ MEDISEPT s ty

Wersja 2

Manufacturer:

Producent;: MEDI-SEPT sp. z 0.0.
21-030 Motycz,
Konopnica 159¢, Poland

We declare under our sole responsibility that the medical device
Deklarujemy na swojg wylgozng odpowiedzialnodcl, 8 wyrob medyczny:

Velox Wipes — Alcohol-based-formula wipes for cleaning and disinfection of
surfaces of medical equipment
Vielox Wipes — Alkoholowe chusteczki do mycia | szybkis| dezynfekcfi powlerzchni sprzglu medycznego

of class: lla; rule 15 according to Annex IX of 93/42/EEC Directive _
zostal zakwalifikowany, fako kiasa lla; reguia 15 zgodnie z Rozporzadzeniem Ministra Zdrowia z dnia 5 listopads
2010 w sprawie sposobu klasyfikowania wyrobdw medycznych

covered by the Technical Documentation TD PW - lla, rev.11, dated 05.02.2018
opisany w Dokumentac)i Technicznef TOD PW - lia, wydanie 11, opracowane] dnia 05.02.2018 r.,

meets all provisions of the directive 93/42/EEC which apply to it,

speiniajg wszystkie wymagania Ustawy z dnia 20 maja 2010 roku o Wyrabach Medycznych (Dz, U, nr 107, poz
673).

All applicable harmonized standards required by the directive 93/42/EEC - tﬁa
detailed list in the Technical Documentation

Wszystkle majgce zastosowanie normy zharmonizowane z wymaganiami Dyrektywy SV42EWG - znajduly sie w
Dokumentacji Techniczney

Conformity assessment procedure: Annex Il excepting section 4 of 93/42/EEC
Directive

Procedura oceny zgodnosci: zgodnie z Zatgcznikiem 2 Rozporzgdzenia Ministra Zdrowia z dnia 12.01.2011 w
sprawle wymagar zasadniczych oraz procedur oceny zgodnoscl wyrobdw medycznych,

Evaluation conducted by Notified Body:
Oceng preeprowadzita Jednostka Notyfikowans:

TUV Nord Polska Sp. z 0.0.
ul. Mickiewicza 29
40-085 KATOWICE / Poland

Certificate No. / Numer certyfikatu we: TNP/MDD/0131/4125/2015
Expiry date / Data waznosci: 01.02.2021

Konopnica, dnia 05.02.2018 Waldemar FEFSChHﬁ; ST ITES L0

V-ce Prezes Za
( € 2274



CERTYFIKAT WE / EC CERTIFICATE

zgodny z 93/42/EWG Zalacznik llpp. ¢ / ace. 93/42/EEC Annex .o 4
Niniejszym zadwindeza sig, 2a firma / This cerlifias, that the company

Medi-Sept Sp. z.0.0
ul. Konopnica 159¢, PL / 21-030 Motycz

dia kategorii wyrobéw klasy lla i lIb / for the product category class lia i Iib
(Lista wyrobow patrz zalacznik 1/ List of products see annex 1)

Wyroby medyczne do dezynfekcji.
Medical devices for disinfection.

nuunMwm&wwmqlbwmmwhmmmmxmnlmmmu

(z wyltaczeniem sekji 4) dyrektywy GV42EWG, .mmmcEmumémimnynmmmmmwmm.
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section 5, mmwmhmmwm i

Nt rej. | Reg.-No. TNPIMDD/0131/4125/2015 Wazny od | Valid from  02-02-2018
Raport nr | Repont No.: PL4125/2018-10 : Wazny do / Valid until  01-02-2021

(akk

ta Jubwisk Kalowice, 07-01-2018
ednostka Certylikujgca Wyraby Medyczna /
Certification body for medical devicas

Jednostka kowana N identyfikacyjny 2274
Mdlm No. m‘mr

TUV NORD Poisks Sp. z 0.0, W +48 32 TBE 48 46, Fax +48 32 786 46 01
ul, Mickiewicza 29 40-085 Katowice www tune-nond. pl, biura @ituy-nord.pl

Dupmma:hhpimuﬂrﬂ:mtﬁhwnmmw.:m;wmamﬁmmmrywﬂhmrm.s




ZALACZNIK ...ouses | ANNEX s

do certyfikatu numer rejestracyjny / to Certificate Registration No.. TNP/MDD/01 31/4125/2015

Raport nr / Report No.: PL4125/2018-10 Wazny od / Valid from  02-02-2018
Wainy do / Valid untii  01-02-2021

Typ / Type Wyroby / Products Kiasa / Class UMDN

Wyroby medyczne do dezynfekcji / Velox Top AF neutral la 16748

medical devices for disinfection Valox Top AF grapefrult ia 16748
Med| Spray neulral I 16748
Direct Spray SL Il 16748
Ml Spray lea toric lla 16748
Valox Spray neuiral ia 168748
Dr. Mayer Green Neutral ila 18748
Velox Spray tea lonic ™ 16748
Dr. Mayer Green Tonic lia 16748
Vedox Foam Exira lia 16748
Direct Foam Extra ila 16748
Dr Mayer Sonic Sensitive ™ 18148
Valox Foam Prim [F] 18T48
Velox Foam a 16748
Valox Rapid Iin 16748
Velodes Silk ila 1s+4u
Vaslox Wipes Iia 14776
Vielox Wipes NA I 18
Diiract Wipes NA Ilm 18
D, Mayer Energy Sansitive ™ 18778
Cualrodes Strong . lla 16748
Quatrodes Extra (S 18
Quatrodes Forte p Ha 1
Quatrodes Unit
Luatrodes LUndt NF
Direct Unit NF

Katowice, 07-01-2019
nostka Certyfikujaca Wyroby Medyczne /

artification body for madical devices

Jodnostka notyfikowana Numar identyfikacyjny 2274
Notified Body ID. Na. 2274

TUV NORD Polska Sp, z a.0. W +48 32 706 46 45, Fax +4B 32 TBG6 M0 01
ul. Mickiewicza 28 40-D85 Katowice www, tuv-nord.pl, biuro@tuv-rord pl
Dopuszeza sig kopiowania certyfikatu tylko w niezmienionej posiaci. / Copies of this cartificate only without changes. ‘




do certyfikatu numer rejestracyiny / to Certificate Registration No.:  TNP/MDD/0131/4125/2015

ZALACZNIK .. .conses | ANNEX v s s

Raport nr/ Report No.: PL4125/2018-10

Typ / Type

Wyroby medyczne do dezynfekeji /
madical devices for disinfection

r "

Wyraby / Products

Quatrodas Press
Cuntrodes One
Chatro Basic

Viruton Slrong
Viruton Exira

Or. Mayer Ezo-Extrems
Viruton Forte

Direct Forte 5L
Viruton Classic
Vinuton Pulver
Vinuton Bohe

Direct Bohr SL

Cr. Mayer Roth
Viruton Pre

Viruton Foam
Effective Pulver
Effeciive Rotary
Effective Suck
Effective Suck NF
Effective Wipas
Effectiva Wipes Aroma
Effective Wipes NO ALCOHOL
Effactive Instry
Elfective Instru Extra
Effective Spray neutral
Effeciive Spray lea lonic

a Certyfikujgca Wyroby Medyczne /

body for medical devices

Jednostka notyfikewana Numer identyfikacyjny 2274

Notified Body ID. No. 2274

TUY NORD Polska Sp. z 0.0,

ul. Mickiewicza 29 40-085 Katowice
Dopuszeza sig kopiowania certyfikatu tylko w niezmienione) postact. | Coples of this conificale only withou! changes

Wazny od / Valid from  02-02-2018
Wazny do / Valid unt!  01-02-20219

Katowice, 07-01-201

e ¥
W +48 32 TBEG 48 48, Fax

Klasa / Class

lta q

™ 16748
™ 11?«
ity 14?«
™ 14748
lit 16748
by 1j?4ﬂ
m 16748
1] 14748
iy 1ran
™ 18748
I 18748
liky 14748
{1143 14748
ik 16748
ik 16748
iib 16748
ita 16748
™ 16748
Ila 184778
ila 1

ila 16778
b 16748
b 16748
i 1

www tuv-nord. pl, Duro ity

46 M
nrd. pl




ZALACZNIK ....conses | ANNEX . oo

do certyfikatu numer rejestracyjny / to Certificate Registration No.©  TNP/MDD/0131/4125/2015

Raport nr | Report No.; PL4125/2018-10 Wazny od / Valid from 02-02-2018
Wazny do / Vakid unhl  01-02-2021

Typ / Type Wyroby / Preducts Klasa / Class

Wyroby medyczne do dezynfekejl / Effeclive Sensitive Foam ila {

medical devices for disinfection br. Mayer Ezo-Forte e 18748
Or. Mayer KeraSepl e 16748
Dr. Masyer Hydra Forte fim 18748
Dr. Mayar Sonie nautral Iha 14748
Dr. Mayer Sonic grapefrult e 18748
Dr. Mayer Energy Ha 184776
De. Mayer AspiClea: I 16748
MEDISEFT Chusteczii do dezyniekeji powierzchni fla 18776
MEDISEPT Proszek do dezynlekci obuwia rehabilitacyjnego fia 16748
MEDISEPT Proszek do dezynlakgll zabaweh rehabilltacyjnych,
whiadek | poduszak ortopedycenych lia 16748
MEDISEPT Spray do dezyniekc) butow Ila 18748
Podoline Espuma desinfectante superficies Ita 1§7e8
Podoling Spray desinfeclants superficias s 15748
Podaline Toallitas desinfectantes sin Alcahol lla 18776
Podoline Desinfectanie instrumental listo pars usar It 16748
Puodoline Desinlectants instrumental Plus it 16748
Podoline Desinfectante instrumantal I 16748
Saiko Drill i 15748
Salko Sepl ] I 16748
Saiko Sept Extra i 16748
Salko Sept Puvar Iy 16748
Saiko Suck ' Ha 16748
Saika Wipes la 18776

Salko Zid 1aTa8

k Katowice, 07-01-21

Jednostka notyfikowana Numer identyfikacyjny 2274
Notified Body ID. No. 2274

TOV NORD Polska Sp. 2 0.0. ® +48 32 786 46 44 Fax +48 32 788 46 01
ul Mickiewicza 26 40-085 Katowice www tuv-nord.pl, biurc@@tuvinard. pi
Dopuszcza sig koplowania certyfikatu ylko w niezmisnione] pastad. / Copies of this certificats only withou! changes.
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= EC Certificate
:J; Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
7S {Devices in class | in sterile conditions, sterllised systems of procedure packs)
g No.G2S 073283 0047 Rev. 00
o=
f‘_-, Manufacturer Ningbo Greetmed Medical
fle v= Instruments Co., Ltd.
—— 16F-1, Building 1
= No. 88 Chuangyuan Road, Hi-Tech Zone
[= = 315042 Ningbo, Zhejiang Province
L PEOPLE'S REPUBLIC OF CHINA
L
S Product General non-active, non-implantable medical

Category(ies): devices

Non-active devices for anaesthesia, emergency
and intensive care

Non-active devices for injection, infusion,
transfusion and dialysis

Non-active instruments

Bandages and wound dressings

Medical Gloves

(For detailed information please see attachment)

© o CEPTUOUKAT

The Certification Bady of TUV SUD Product Service GmbH declares that the aforementionad

_;,.'ufi manufaclurer has implemanted a quality assurance system for manufacture in accordance with MDD
il Annex V. This quality assurance system covers those aspects of manufacture concerned with
it securing and mainiaining steriie condilions of the respeclive devices / device calegories and conforms
<13) lo the requirements of ihis Directive. It is subject lo periodical surveiliance See also noles overleal.
it
d ¢ Report No.: 5H1028915
L
b
=T Valid from: 2019-08-27
s Valid until: 2021-04-17
Date, 2019-08-27 / / y
|-"i1: X
Stefan Prail /: o
Head of Certification/tyitiie

Page 1ol 2
TV SUD Product Service GmbH is Notified Body with identification no. 0123
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TOUV S0D Product Service GmbH * Certification Body + Ridlerstrabe 65 - 80339 Munich « Germany
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EC Certificate

Production Quality Assurance System
Directive 83/42/EEC on Medical Devices (MDD}, Annex V
{Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 073283 0047 Rev. 00

Facility(ies): Ningbo Greetmed Medical Instruments Co., Ltd.
16F-1, Building 1, No. 98 Chuangyuan Road, Hi-
Tech Zone, 315042 Ningbo, Zhejiang Province,
PEOPLE'S REPUBLIC OF CHINA

Non-woven Swab, Gauze Swab, Elastic Bandage,

Urine Bag, Umbilical Cord Clamp, First-Aid-Kit ,

Sterile Hemostasis Adhesive Dressing Series

(Sterile Wound Plaster, Liquid Transfusion Plaster

and Adhesive Dressing), Rectal Tube, Vaginal Speculum,
Oropharyngeal Airway, Surgical Gowns, Surgical Brush,
Absorbent Cotton Balls, Eye Pad, Dressing Kits,
External Male Catheter, Gynecological Sets,

Cervical Brushes, Nasal Speculas, Irrigation Syringes,
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Alcohol Swabs, Disposable Colostomy Bags,
Nasopharyngeal Airway, Wooden Tongue Depressors,
Male/Female Swab, Gauze Roll, Gauze Bandage,

Non-woven Face Masks,

Sterile Examination Gloves,

Surgical Drapes, Cotton Tipped Applicators, Gauze Ball,
Wooden Ayre Spatulas,

Disposable Plastic Forceps, Disposable Anoscope,
Surgical Set, Medicine Cup, I.D. Bracelets,

Alcohol Swabsticks, Disposable Infusion Connection Tube,

Spigot, Urine Bag Infant, Enema Bag, Sterile Vaginal Applicator,

Transportation Swabs with Medium, Disposable Anesthesia Laryngoscope

Page 2of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Z;IEHTIHKAT ¢ CERTIFICATE & i

10V SOD Product Service GmbH » Cartification Body + Ridierstralte 85 « 80338 Munich » Germany



T (R SRS R e e s

v
QE? T (5 soumes s s M
e Ei vl T § 31 SRA . - e =
: -t e i L &
W pviosly weant siain | s oiedR T e s s
n_a_g.“zm_n___ %mﬁaﬂwo.m. WY R | .&F&wn_wu. et TaiINES ﬂ&.._.._ﬂﬁ.ﬁ_ gﬁﬁhﬂﬂwﬁqﬁ“&iﬁm 80000 |
Bﬁdo.m.u_ .,.B_u.ﬁn.mnﬂm !.E"_.ﬁhaﬂh .ﬁ%ﬂw__w Bord AvedS 11 Iq?.ﬂﬂ_.xﬂ_._u" Hﬁ”ﬂﬁhﬂ%ﬁuﬂﬁhﬁm_ TTRLED000AD

e Far

_ ¥S (< [<F . 1
SI0E-60-0E WIOOHPY | it | o5 L3S I0EN | VS | gen Amide xomh | AMLIZOSIO _.m_- Eﬁmumu 91 ERE000NT
| I.S. vy _u.na. TS - - | : = LN Uu-—.__m.#w_nw..._ = m... o T
102600 " =] ey 0S| & B oarL1204510 16 212amds | BODSEZOOOND MR B BEATR wp EteEpac) 1] |
VAN | (5 LA 250080 | e (NG INY153NIZ0 | = = SR R58
] .  M—— - | | smummemesa|  weem |
EoE = I rEERl £

AR | 1 AR € |

Rkt
TIVOIA3W HOTIALLIZOCSIA TV LVLS 30 1NULSIOFY
ot avuAd ™ T STV W FUTAd AL Bum ape ﬂ S AMEOGOER N T-RINDad- @ a4 AEIyLURTY a . sifoony )  Aiaudaikpie oy E aficon € @ mwES) i

1H0SBELOEL ZERE | onaTAmeE HY O D & D

WL

i - e b T s -

[]
3
i
s
i
.-I.d




		2020-09-02T16:15:17+0300
	Moldova
	MoldSign Signature




