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DECLARATION OF CONFORMITY

Wytworca:  ZARYS International Group spétka z ograniczong
Manulactwer odpowiedzialngscia spotka komandytowa

Adres: ul. Pod Borem 18, 41-808 Zabrze, Poland
Z ARYS Adress: tel. +48 32 271 69 91, fax +48 32 274 72 84, e-mail: zarys@zarys.com.pl

Oswiadczamy na wiasng odpowiedzialno$é, ze wyréb medydzny:
We declare under our sole responsibility that the medical device

SENSIplast

przylepiec mocujacy z tkaniny/ adhesive fabric tape
klasy |, reguta 1/ of class I, rule 1

modele/typy: rozmiar/ size: szerokgs¢ od/ width from 1,25 cmmdo/ to 5 cm
models / types: dlugodt od/ lenght from5 mdo/ to 8,14 m

firacia wyrobu /
Identification o

(szczegdiowy wykaz wyrcbow cbietych niniejsza deklaragia zgodnotc] znajduje sie w TD-06 Punkt 1 pp. 1.1 zalnr 5
fetailed fist of products covered by this declaration is available in technical documenitation no. TD-06. point 1. subooing 1.1 dppendix

(=%

zgodnie z zalacznikiem IX Dyrektywy 93/42/EEC
according to Annex IX of the Directive 93/42/FEC

zawarty w dokumentacji technicznej TD-06 - dokument zwolnienia do obrotu DZDO-01, Ktéry uwaza sie za czesd
niniejszej deklaracji

covered by the Technical Files TD-06 - Release Document DZDO-01, whith is considered as a part of this declaration

spelnia wszystkie stosowalne wymagania Dyrektywy 93/42/BWG (procedura oceny zgodnosci zalgcznik Vi) oraz Ustawy
z dnia 20 maja 2010 roku o Wyrobach Medycznych (Dz. U. nr|107, poz. 679 z pézniejszymi zmianami ).

meets all applicable provisions of the Directive 93/42/EEC (assessiment of the conformity procedure Annex VIl) which apply ta it as well as of the
Act of Medical Devices of 20 May 2010 (Officiel no. 107, position 679 as amended)

Wyréb wymieniony w niniejszej deklaracji jest zgodny|z wykazem nadzorowanych norm zharmonizowanych
wyspecyfikowanym w dokumentacji technicznej wyrobu TD}H06.
The device covered by this declaration complies with| the fist of

supervised  harmonised | standards  specified
in the technical documentation of the device TD-06.

C€

PRODUCT MANAGER
ZARYS i .
_____ LTI S AR,
Katargynarsagatowiges!ure)

Katarzyna Szydiowska
Product Manager
Data/Date: 2016.02.22
Wersja/Version: |
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?g LIGHTS MEDICAL MANUFACTURE CO., LTD.

ADD: No.19 Quanda Road, Wugqing
TEL: ++86-22-27811666; 27811660

Development Area, Tianjin, China P.C.: 301700
;| 27811658  FAX: ++86-22-82160658; 27825018

URL: www.lightsmedical.com E-MAIL: sales6@lightsmedical.com

Declardtion of Conformity

for

medical devices

(€

Manufacturer: LIGHTS MEDICAL MANUFACTURE CO., LTD.
Address: NO.19, Quanda Road, Wuqing Deyelopment Area of Tianjin, 301700, P.R.China

EC Representative: Wellkang Ltd t/a Wellkapg Tech Consulting
Address:Wellkang Ltd, The Black Church, §t. Mary's Place, Dublin 7, D07 P4AX, Ireland

Tel: +44(20)30869438,32876300
Fax:+44(20)76811874

Web:www.CEmark.com, www.CE-marki
Email: AuthRep@CE-marking.cu

Name of the device: Alcohol Prep Pads
Product item code: L-02
Class: 1

THIS DECLARATION REFERS TO CQ
CONFORMITY
ANNEX 'V

ACCORCING TO THE DEMANS OF T}

.com, www.CE-marking.eu

RRESPOND TO THE FOLLOWING PROCEDURE OF

IE MEDICAL DEVICE DIRECTIVE 93/42/EEC OF THE

EUROPEAN COUNCIL DATED 14TH JUNE, 1993 and amended by 2007/47/EC.

Date: | (é {2"7‘7

Signature: N‘% 2 @”’

N
/stamp/ |

Name: Nicole Chen




EC Certi
Directive 93/42/E
Production Qualit

Registration No.:

Report No.:

Manufacturer: Lights Medical Manufac
No. 19, Quanda Road,
Wugqing Development A
Tianjin, 301700

China

Products:

Aspects of manufacture
maintaining sterile cor
Cleaning of Medical Dey

Replaces Approval, Regi

Expiry Date:

2023-04-17

been met for the listed products. The above named
assurance system, which is subject to periodic surv
aforementioned directive. For placing on the market
certificate an EC type-examination certificate accordin

Effective Date: 2018-04-18

Date: 2018-04-17

TUV Rheinland LGA Products Gn

concerning medical devices wit

i
10M20 0 D408 B TUV. TUEY snd TUY art Fagistsiad taciimiacce. UL oo wh ] S0 rom s frr Sppaov

ficate TOVRheinland
tEC Annex V

y Assurance

Medical Devices

DD 60127334 0001

6801929 008

ture Co.,Ltd.

Fea

concerned with securing and
ditions of Wet Pack Products for
ices (Gamma-irradiation Sterilization)

stration No.: DD 60111411 0001

The Notified Body hereby declares that the requiremgnts of Annex V of the directive 93/42/EEC have

manufacturer has established and applies a quality

Tlance, defined by Annex V, section 4 of the

f class Ilb and class 11l devices covered by this
g to Annex lil is required.

bH - TillystraBe 2 - 90431 Niirnberg

TUV Rheinland LGA Products GmbH is a Nptified Body according to Directive 93/42/EEC

h the identification number 019




MINISTERUL SANATATII, MUNCII
. $I PROTECTIEI SOCIALE
AL REPUBLICH MOLDOVA
PCTBO ANPABOOXPAHEHMS, TPYIA
“ CQ(MBHQV& SALLNTEI PECNTYBNMKA MOILOBA

TIA NATIONALA PENTRU SANATATE FUBLIQ

MD-2028, mun. Chisinau, str. Gheorghe. Asachi, 67-a
Tel. + 37322 574501, fax + 373 22 729725
IDNO 1018601000021
E-mail: ansp@ansp.md; anticamera@ansp.md
AVIZ
PENTRU PRODUSELE ALIMENTARE

Canumapnoe saxmouenue o

}-.‘
m s i

E AFEHTCTBO OBLECTBEHHOID 300PORLA

DOCUMENTATIE MEDICALA / 14 v
FORMULAR / opua  Nr. 303278
APROBAT DE MSMPS al RMiMWmTCSPM
31.10.11 Nr. 828

Cenirul de incercéiri de laborator acredilal de citre
Centrul National de mm«ag din Republica Moldova MOLDAC

v : i Bl st Liswrpom MOLDAC
Certificat or. L1-044 din 17.02.2018 valabil pana la 16.02.2022
Acroditat Tn Sistemul Ministeruhs Sanathti, Munci

si Protectiel Sociale al RM |

Apeimrossiveil B CaCTeMe MuHCTepcrea Japasockparonds. Toyas o
CoumarnsHon Jaumte Pacrylinmm

Certificat nr. 2203 din 24.10.2014, valabil plnd la 24.10.2010

AR e PL013/ 2005

NEALIMENTARE Nr.
RULCEBIX W HEMUICEBIX RPOOYKIROS

A

Prin prezentul aviz sanitar se confirma cé producerea,

* Reactivi de diagnostic — Azopiram pen
Wgch";etepm&usmhzare
sunt c e Regulamentului (lor) sanitar (e) /

Federafia Rusd, ZAO "MEDTEST”
Destinatarul avizului sanitar / nonyvamens camumaphod

"mﬂmwm&awwjmm)/ mmmummmmw(bwmmﬂm(m
Indicafii Metodice nr.29 F]/1683 din 13
dispozitivele medicale

iulie a2 2019

I, utilizarea §i desfacerea produselor / echipamentelor
, 8603, umwwmomwus’odmyﬁmm

100 ml solutie gata, mdicaton pentru controlul stenitﬁ;n
anexa!
caHumapHomMy (st pem«ny (am) (s€ va indica

05.01, Directiva Eumpeani 93/42/EEC privind

jO SalHONeHURA

+M-INTER-FARMA” SA, Moldova, Chig
mmmwmaw.aeomnmﬂodu

conform raportului incerciérilor de labo

Domeniu de utilizare /| Ofinacme npusmereHLs:

indu, str, Grenoble, 23

Regulamentulul (lor) sanitar (e} mentionat (e) a servit /
GPHON rwd [PEENAMEHTYY (aM) FOGHYKUND

Fator nr. 4226 din 22.07.2019

scopuri medicinale

unp;)rtul p!asarea pe piatd in conditiilf

griare, masurile de securitate /| HeoGxodumee yoroaus
GJOTACHOCITILL

respectarii leglslanel in v1goare in Republica Moldova
—_— 30 iulie 2020




.

-~ Anexa la Avizal sanitar r. | din 2019

i
: ,t)éun- irea j Firma produciitoare, Tara

5%
C 1. | AZOPIRAM pfu 100 mi solutic pata || ZAO “Medtest”, Federatia Rusa
2. | Indicator pentru controtul sterilitafii 121/15 N1000 ZAO “Medtest”. Federatia Rusa ;
13, | Indicator pentry controlul sterilitagii 13120 N1000 [ ZAO "Mchiest® |
4. | Indicator pentru controlul sterilitilii 134/18 N1000 1 ZA0 “Mel
5. | Indicator pentru controlul sterilititii 13420 N1000 | ZAO
6. | Indicator pentru controlul sterilitalii 1344 N1000 | | ZAO “Medtest”, Federatia Rusa |
7. | Indicator pentru controlul sterilitayii 13475 N1000 | ZAO “Megliest”, Federatia Rusa |
8. Indicator pentru controlul sterilitigii 1347 N1000O | ZAO “Metiest”. Federatia Rusa 7'
s & =4} Indicator pentral controlulsteeiliiagii pain abiri IKPS< 120745 N1000 | S Lo o
‘ 9, (EXTERN) ‘ LAO ;Muilu! . Federatia Rusa
: Indicator pentru controlul sterilithitii pfin aburi IKPS — 132720 N1000 . S P Y
e 10k EvTERNY | 'I' _ : iE ZAO tMediest”. Federatia Rusa
1. :;diwm' pentru controlul steri isayii (.Tn aburi IKPS VN - 1200435 ZAO *Mediest”, Foderaiia Rusa
L Indicator p _;,Whis&eﬁlﬂﬁiip‘inabuﬁii(?ﬁ\ﬁbﬁ/m_llm{i Y 5 Y R ;
@y NI1000 (INTERN) ZA0 ¥*Medtest”. Federatia Rusa
i1 fgcmwmmm) controlul sterilitiii ptm acr IKPS - 180/60 N1000 | 240 Medien” Federatia Russ
Indicator pentrut controlul sterilitaii 1rinaerlKl’S VNI~ 180760 N100O = ) A PO P
lfi. (INTERN) 2 ! /.A(J. Medtest™, Federatia Rutsu__w |
15. | Pachet pentru sterilizare 90x250 N140 7AO PMedtest”, Federatia Rusa |
16. | Pachet pentru sterilizare 100x200 Ni% ‘ ZAO Mediest”, Federatia Rusa .
4
T 1 T |
17. | Pachet pentru sterilizare 150x250 N lj(! ZAO "Medtest”, Federatia Rusa
18, | Pachet pentru sterilizare 2005050 N1§0

ZAO “Medtest”, Federatia Rusa

Nicolae FURTUNA




VIMEOTECT

CANKT -NETEPEYPT

AQ "MeartecTt", 181002, C.-MNeTepbypr, yn. Paaveaxan, 4.5

Qopma MNC-1

nut.A, nom.BH-B2 T./d: (812) 572-23-95

NACIMOPT CO

WHaukaTop

ANS KOHTPONS BO3AYLLIHOW cTepu
MKBC-180 (+3)°C -

XUMUMECKNIA

OTBETCTBUA

husaumm UKBC-"MepTect"-180/60
- 60 MUH. (+5) MUH.

(mapka, napau

HPKM.83

eTpbl, PeXUMbI)

2719.008 NC

Knacc ucnonkenus no FOCT ISO 11140-1-2011 - 4 (MHoronepemeHHbie)

Homep roc. perucrpaumn Ne ®CP 2010/06854 or 26.(
TY 9398-001-53262326-2009

3.2018 r.

OaTta narotoBneHun

250919
06 2019

Cepws Ne

Ne

36 mecsyes ¢ naTbl UIrOTORNEHUS

ain Mokasarenu Tpebosanun TY PesynuTartbi aHanusa
1 2 3 4
CooTBeTcTBME COCTaRA 4
.31 TcTBYET
1 komnnekty HTQQ &1 i
5 | Coorsercraue MapkupoBkm, v 4 ik coDTReTETRY Y }
ynakoBKu j:
1.2.1.,123.,1.2.4.,1.25., 1.28., ‘
CoorBercTBue BHELWHEro Buaa ; : ' ,
3 WHAMKATOPOS Ve rl., 121, 1‘.12?‘!114,.1,2‘1 N o 1 COOTBETCTBYyET
YCTORYMBOCTL K BO3AEHCTEBUIO 1
4 cTepunusyowmx dakropos 8 1.2.17. cooTBercTByerT |
YCNOBUAX OTCYTCTBMA Napa
CoorBeTtcTBUe
3KCNNyaTauMoHHbIX KayecTs
5 MHAWKATOPOB B POrNAMOHTHBIX 1.2518.,1.2.19., 1.2.21. cooTBETCTBYeT
3HaYeHMAX
6 Cpok rogHocTu 12.25. COOTBETCTBYET

McneiTanus, noBepku nposegeHsl B o6beme 1

3aknoveHue:
Mpodykyus coomeemcmeyem HOpMamueHbIM

ISO 11140-1-2011, 200Ha Kk ucNONBL308aHLIO 8 CO
npuMeHeHus.

HauanbHuk XTY

Komnnekrauumio 8 cf

HauansHuk yriakos

Otnyck paspeluun

C 3aKka3 - HapsiloM Niposepun

HauwanbHuk npousgogcTea

PEABABUTENLCKUX UCNBITAHUN

e6oearusim, TY 9398-001-53262326-2009, FrOCT
meemcmeuu ¢ HasHavYenuem u obnacmeto

il

bOTBETCTBUM

PYHOrO yyacTka

N g
{'/‘QQ/’ M.A. BopoTHuykas
7




VIMEOATECT

CAMKYT - NETEPEY P

AQ "Meavect", 191002, C.-NMevepSypr, yn. Pasveaxas, 4.5

Popma NC-1

nut.A 1./d: (812) 572-23-95

NACNOPT COOTBETCTBUA

WHaukaTop
ANA KOHTPONA Naposon cTepun

XVIMUYECKUA

sayun WKMNC-"Mearect"-132/20

WUKNC-132 (+2)°C + 20 MUH. (+2) MUH.

(napameThbl pexuma)

HPWM.8327192.007MNC

Knacc ucnonsexus no NOCT ISO 11140-1-2011 - 4 (pHoronepemMerHbIe) Iy
Homep roc. peructpauuu Ne ®CP 2010/06854 ot 26.(3.2018r. Cepus Ne
TY 9398-001-53262326-2009 [lata wsrotosnenus | 22019
1
nh:! Mokasarenu Tpebosanua TY Pesynbrarel aHanusa
1 2 3 A
1 CooTaereysne cocrace 13:1. cooTBeTCTBYEeT
Komnnexry HT
2 MapkupoBka 1.4. coOTBETCTBYET
CooTBercTBUe BHeWHEro BuAaa, 1.21,108.,1241.25,1.27,
3 OKpacku sTanoHa 1.2)13.,1.2.18., 1.2.21. pOPTRpTaREyaT
YEToR4YMBOCTL K BO3ASHCTBHIO
4 CTEPUAH3YIOLMX (PAKTOPOB 112.47., 1.2.21. cooTBeTCTBYyeT
CootBercTBue
JKCNNyaTauMoOHHbLIX Kavuecrs
5 AHAMERTADOR B POrNESIOHT X 1.2.18. cooTBeTcTBYyeT
3HaYeHUAX
1.2.25.
’ Coo roppooTs 36 mecayeB ¢ AaTbl UArOTOBNEHNSR i btk i A

UenbiTarnus, noBepku nposepeHb B obbeme I

3aknwueHre;

npodyxuuu coomeemcmeyem HopMamueaHbIM
coomeemcmeuu ¢ HasHavyeHueM u o6nacmeo n

HavanbHuk XTY

Komnnexrauwmio B
. C 3aKa3 - Hapsaon
HayanbHuk ynako

& e OTtnyck paspeLuu

B

COOTBETCTBUMK

BOMHOMO y4acTka

Havanbhuk npougaoncraa

PEABABUTENLCKUX UCNLITAHWNA

eboegaHusaM, 200Ha K UCMOML306AHUIO 6
MeHeHUs.

MA—BOpoTHUUKaERA

A

nposepun




EC Declaration of|

We Beren Medikal Paz. San.Tic.Ltd.Sti. herewith

Conformity

clares under its sole responsibility that the

e
item of product specified below satisfies the essen:}l requirements of the EC Medical Devices

Directive 93/42/EC with amendment 2007/47/EC

Product Name: Medical Recording/Chart Papers ¢

Type-Model: Opmask, Opstar

GMDN Code: 15639

Classification: Class I, Rule |

Conformity Assesment Route: Annex VII
Applicable EU Directives: 93/43/EEC Medical D

Applicable Standards: EN ISO 13485:2016, EN
13485:2012

Certificate No: MDD1024

Manufacturer: Beren Medikal Paz. San.Tic.Ltd.S

rective which are apply to it.

nd Thermal Paper for Video Printer

evices Devices with amendment 2007/47/EC

1041:2009, EN ISO 14971:2012, EN ISO

=

Ikitelli O.S. B. Fatih San. Sitesi 318 Blok No: 3-4 Basaksehir Istanbul /Turkey

Tel : +90 212 486 00 37 (140) Fax: +90 212 486 0(
Country of Origin: Turkey

On Behalf Of Manufacturer:
Name: Ali Riza Taslicukur
Position: General Manager

Date-Place: 20/05/2019 Istanbul-Turkey

SAN, g
(OS5 L ; i et Mk Mo 2-4
Log Jstsioaahin [ AR TAREBUL
tel O AGG MDY 55 Vo DE2an6 O 38
fiotel NI 00s S RO02

IKITELLI ORG.SAN.BOL.FATIH SANAYI SIT.
TEL:+90 212 486 00 37|
ikitelli V.

B-B BLOCK NO:3-4 BASAKSEH R

D :165 028 66 04

) 38

FAX:+90 212 486 00 38




HMLY «Oxo-Cepaucs
MACMOPT Ne47
Habop peareHToB AnA KOHTPOIA KayecTea

NpeacTepUnU3aLMOHHON ONUCTKM

enviA MeaVLMHCKOTO HasHaueHus

«Azonupam-CKr
- 'K;'r.N!N! B-50101, B-50101 (Ne2)
?09;:: ::: Kc"’/‘”// i V
Moxasarenu kavecTsa
Mokasartens TpeSosauna no TY | Pesynbratel ana-
nusa
1. BHewnuit BuA
1.1. AMUOONMPUH [lopoLok 6enoro | Coomeemcmeyem
LBeTa
1.2. ARWINH CONAHOKMCALIA, CTabunusaTop lbecupetHan wnm ¢ | Coomeemcmeyem
KENTLIM OTTEHKOM
[NPO3paYHan KUAKOCTL
2. TOXHUYOCKNO XAPAKTEPHCTHKW
2.1.  YysCTBATENbHOCTE,  NONOXMTENbHAR 1:100 000 Coomeemcmeyem
peaKUus NP1 paIseieHun KpoBK, He MeHee
2.2. Bpems BbiXOAa Ha YCTOWMMBbLIC MoKasa- 1 Coomeemcmeyem
HUS, MUH., He Bonee




EC Certifi¢cate

TUVRheinland

Directive 93/42/EEC Annex V
Production Quality |Assurance
Medical Devjces

Registration No.: DD 0139535 0001

Report No.: 263p0232 017

. Manufacturer: ZARYS International Group

Spolka z ograniczona odppwiedzialnoscia,

spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Products: (see attachments for products and sites included)

Replaces EC Certificate, |Registration No.: DD 60117020 0001

Expiry Date: 2024-05-27

The Notified Body hereby declares that the requirements

assurance system, which is subject to periodic surveillan

f Annex V of the directive 93/42/EEC have

e, defined by Annex V, section 4 of the

been met for the listed products. The above named manu}acturer has established and applies a quality

aforementioned directive. For placing on the market of cl
certificate an EC type-examination certificate according t«

Effective Date: 2019-06-09

Date: 2019-05-27

TUV Rheinland LGA Products Gm

ss lIb and class il devices covered by this

Annex lll is required.

Notified Body

H - TillystraBe 2 - 90431 Nirnberg

TOV Rheinland LGA Products GmbH is a Notifjed Body according to Directive 93/42/EEC

concerning medical devices with th

e identification number 0197.




Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

- Sterile and non-
- Non-sterile dressing gauze
- Sterile and non-

(with or without X-ray thread)

TUV Rheinland

LGA Products| GmbH
TillystraBe 2, 904311 Niirnberg

DD 60139535 0001
26300232 017

ZARYS International Group

Spolka z ograniczona
spolka komandftowa
ul. Pod Borem 18
41-808 Zabrze
Polska

sterile cutting gauze

sterile gauze swabs

odpowiedzialnoscia,

- S8terile and non-sterile gauze lap sponges

{(with X-ray thread/ with X-ray chip)
- Sterile and non-
(with or without X-ray thread)
- Sterile and non-
{(with or without X-ray thread)
- Sterile and non-sterile non-woven swabd
(with or without X-ray thread)
- Sterile paraffin gauze dressings
three-way stopcocks
transfusion sets for single us
infusion sets for single use
extension tubes for infusion p

- Sterile
- Sterile
- Sterile
- Sterile

Date: 2019-05-27

sterile gauze balls

sterile gauze rolls

hmp

Notified Body

Doc.

Rafal Byczkowski

P>

TUVRheinland

1/6,

Rev. 0




P>

TUVRheinland

TUV Rheinjand e b £l it
LGA Productg GmbH
TillystraRe 2, 9043(1 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

Spolka z ograniczonalodpowiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

Products included:

- Sterile endotracheal tubes

- Sterile tracheostomy tubes

- Bterile breathing circuits

- Sterile catheter mounts

- Non-sterile anaesthetic masks

- Sterile laryngeal masks

- Sterile oxygen masks

- Sterile Multi-Vent masks

- Sterile non-rebreath masks

- Sterile nebulizer masks

- Sterile nasal oxygen cannulas

- Sterile nebulizer sets

- Sterile oxygen tubing

- Sterile suction catheters

- Sterile abdominal drains

- Sterile feeding tubes

- Sterile stomach and duodenal tubes
- Sterile urology catheters

- Sterile surgical suction sets

- Sterile surgical suction cannulas
- Sterile syringes for single use

Date: 2019-05-27




Attachment to

Certificate

Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer:

Products i

- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Bterile
- Bterile

Date: 2019-05-27

TUV Rheinland e,

LGA Products

GmbH

TillystraBe 2, 90431 Niirnberg

Spolka z ograniczona
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

ncluded:

insulin syringes
tuberculin syringes
hypodermic needles
insulin pen needles
blood lancets

IV cannulas

needle free valves
surgical gloves

ZARYS International Group

bdpowiedzialnoscia,

i/6,

= @
TUVRheinland

Rev.

0




TUVRheinland

TOV Rheinland TR el
LGA Products|GmbH |
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

Spolka z ograniczona pdpowiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

Products included:

For the following medical devices the scope covers
only the aspects of manufacture concerned| with
securing and maintaining sterile conditiohs:

- Adhesive cannulla fixation dressings
- Adhesive wound dressings

- Eye pads

- Incise films

- Transparent film dressings
- Foam dressings

- Absarbent wound dressings
- Surgical gowns

- Surgical drapes

- Sets of surgical drapes

- Fluid collection pouches

- Neldton catheters

Date: 2019-05-27




TOV Rheinland

LGA Products
TillystraBe 2, 9043

Attachment to

Certificate

Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: ZARYS International G

TUVRheinland

Doc.

5/6,

Rev. 0

GmbH
1 Niirnberg

roup

Spolka z ograniczona ¢dpowiedzialnoscia,

spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Products included:

For the following medical devices the scope covers

only the aspects of manufacture concerned
securing and maintaining sterile conditio

- Vaginal speculums

- Cervical brushes

- Urine bags

- Tongue depressors

- Guedel airways

- Intubation stylets

- Endotracheal tube holders
- Suction tubes

- Withdrawal cannulas

- Alginate dressings

- Cannula stoppers

- Umbilical cord clamps

Date: 2019-05-27

with
155

Notified Body

Rafal Byczkowski




TUV Rheinland Fefe
LGA Products| GmbH
TillystraBe 2, 9043{1 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

Spolka z ograniczona
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

Products included:

ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa

ul. Gustawa Eiffel'a 15

44-109 Gliwice

Poland

Activity: Production

Date: 2019-05-27

podpowiedzialnoscia,

Notified Body

|
'6/6,

TUVRheinla'r\if:d

Rev. 0

nnnnnn



i

DECLARATION QF CONFORMITY

cl

Wytworca:
= | Manufacturer: odpowiedzialn
Adres: ul. Pod Borem 1
Z ARYS Address: tel. +48 32 271 69

Oswiadczamy na wiasng odpowiedziainoéé, ze wyrdb medyd]
We declare under our sole respensibility that the medical device:

ig spétka komandytowa
,41-808 Zabrze, Poland

Pny:

BET.

maska medycznd/ medical mask
klasy |, requta 1/ pf class |, rule 1

modele/typy:
models / types:
medical mask; disposable,

medical mask, disposable, with earloops

{szczegdtowy wykaz wyrobow objetych niniejsza deklaracja zgodnodci
detailed list of producrs covered by this declaration is avaiable In technical documen

zgodnie z zalacznikiem IX Dyrektywy 93/42/EEC
according ro Annex IX of the Directive 93/42/EEC

zawarty w dokumentacji technicznej TD-30 - dokument 2
niniejszej deklaracji
covered by the Technical Files TD-30 - Release Document DZDO-01, whid

maska medyczna, jednorazoywego uzytku, z trokami;
maska medyczna, jednorazoyego uzytku, z gumkami/

ex

h ties;

Znajduje sig w TD-30 Punkt 1 pp. 1.1, zal. nr
prion no. TD-30, point 1, subpoint 1.1, appendiy

volnienia do obrotu DZDO-01,

speinia wszystkie stosowalne wymagania Dyrektywy 93/4

z dnia 20 maja 2010 roku © Wyrobach Medycznych (Dz. U. nr[107, poz. 679 z pézniejszymi zm

meets ali applicable provisions of the Directive 93/42/EEC (assessment of
Act of Medical Devices of 20 May 2010 (Officie! no. 107, position 679 as a
Wyr6b wymieniony w niniejszej deklaracji jest zgodny
wyspecyfikowanym w dokumentacji technicznej wyrobu TD/

The device covered by this declaration complies with
in the technical documentation of the device TD-30.

q3

Data/Date: 2016.12.21
Wersja/Version: |

G (procedura oceny zgodnoiq

e conformity procedure Annex Vi) w
nded).

z wykazem nadzorowanych
30.

the list of supervised ham

imig i nazwisko/name:
stanowisko/position:

h is considered as a part of this declarat)

ZARYS Internatipnal Group spétka z ograniczona

91, fax +48 32 274 72 84, e-mail: zarys@zarys.com.pl

igentyfikacja wyrobu /
no. 5 kdentification of the product)

ktéry uwaza sie za czesd

on

i zatgcznik V1) oraz Ustawy
anami ).

thich apply to it as weil as of the

norm zharmonizowanych

onised  standards

specifed




Wytworca:  ZARYS Internati
Manufacturer odpowiedzialn
; Adres:
ZARYS Adhe: tel. +48 32 271

Oswiadczamy na wiasng odpowiedzialno$¢, ze wyréb medyd
We deciare under cur sole responsibility that the medical device:

al Group spétka z ograniczong
i spotka komandytowa
ul. Pod Borem 18, 41-808 Zabrze, Poland

91, fax +48 32 274 72 84, e-mail: zarys@zarys.com.pl

zny:

BETAtex
ochraniacze na buty, niej / shoe covers, non-sterile
klasy |, reguta 1/|of class |, rule 1
modele/typy: ochraniacze na buty widkninowe/ shjoe covers, non-woven
models / types: ochraniacze na buty widkninowe z Warstwa antypoélizgowa/ shoe cd

skid
ochraniacze na buty widkninowe, wy

sokie/ shoe covers, non-woven,

ochraniacze na buty foliowe/ shoe cpvers made of PE

(szczegdtowy wykaz wyrobéw objgtych niniejszg deklaracia zgodnodd
detalled list of products covered by this deciaration is avaiiable in technical documen

zgodnie z zatacznikiem IX Dyrektywy 93/42/E£C
according to Annex IX of the Directive 93/42/EEC

zawarty w dokumentacji technicznej TD-30 - dokument Z
niniejszej deklaracji
covered by the Technical Files TD-30 - Release Document DZDO-01, whid

spelnia wszystkie stosowalne wymagania Dyrektywy 93/42/4
z dnia 20 maja 2010 roku o Wyrobach Medycznych (Dz. U. nr
meets all applicable provisions of the Directive 93/42/FEC (assessment of
Act of Medical Devices of 20 May 2010 (Officiel no. 107, position 679 as anf

Wyréb wymieniony w niniejszej deklaracji jest zgodny
wyspecyfikowanym w dokumentacji technicznej wyrobu TD
The device covered by this declarstion complies with
in the technical documentation of the device TD-30

Ce

Data/Date: 2016.12.21
Wersja/Version: |

nejduje sig w TD-30 Punke 1 pp 1.1, zal or
ation no. TD-30, point 1, subpoint 1.1, append

voinienia do obrotu DZDO-01

h is considered as a part of this declaral

WG (procedura oceny zgodno$
107, poz. 679 z pbéniejszymi z
the conformity procedure Annex Vi)
lended).

z wykazem nadzorowanych
30.

Vers, non-woven, anti-

calf-high

5 Identyfikacia wyrabu /

i no. 5 identification of the product)

ktory uwaza sie za czedc

jon

i zatgcznik VII) oraz Ustawy
anami ).
hich apply to it as well as of the

norm zharmonizowanych

the list of supervised nised standards specified
ZARYS Intexy
{podpis

imig | nazwisko/name:
stanowisko/position:




Wytworca:

- Manufacturer:
: Adres: ul. Pod Borem 1
Z ARYS Advess: tel. +48 32 271 69

Odwiadczamy na whasn

3 odpowiedzialnos¢, ze wyréb medycz
We declare under our sole

responsibility that the medical device:

szpatutka laryngol
tongue depregsor sterile
klasy Is, reguta 1/
modele/typy:  drewniana
models/types:  wooden
(szczegtlowy wykaz wyrobdw objetych niniejsza deklaracja zaodnotci z

detalled list of products covered by this declaration is availzble in technicai documenta

zgodnie z zatgcznikiem IX Dyrektywy 93/42/EEC
according to Annex IX of the Directive 93/42/EEC

Zawarty w dokumenta
niniejszej deklaragji
covered by the Technical Files TD -35 - Release Document DZDO-01, which

wymagania Dyrektywy 93/42/E
Ustawy z dnia 20 maja 2010 roku o Wyrobach Medycznych (Dz,
meets all applicable provisions of the Diractive 93/42/EEC (assessment of th
the Act of Medical Devices of 20 May 2610 (Officiel no. 107, position 679 a5 a

speinia wszystkie stosowalne

Wyréb wymieniony w niniejszej deklaragji
wyspecyfikowanym w dokumentacji techniczn
The device covered by this declaration
in the technical documentation of the device TD -35,

jest zgodny z

complies  with

Jednostka notyfikowana:
Notified Body:

CEom

TillystraBe 2, 90431 Niirnberg

Datay/ date: 2016.02.22
Wersja/Rev.: |

ZARYS Internatignal Group spétka z ogranic
odpowiedzialno§cia spétka komandytowa

ny:

Ei:u;e sig w TD-35 Punke 1 pp.1

cji technicznej TD-35 - dokument zwglinienia do obrotu DZDO-01,

ej wyrobu TD-34.

p
£

TOV Rheinland LGA Products d

zona

41-808 Zabrze, Poland
1,fax +4832274 72 84, e-m

il: zarys@zarys.com.pl

iczna sterylna/

classls, rule 1

1. zat. nr 5 Iflentyfikacja wyrobu /
no. TD-35 point 1, subpoint 1.1, appendix np. § identification of the progict)

Ory uwaza sie za czeé¢
s considered as a part of this declarati

VG (procedura oceny zgodnosti zatacznik V + VII) oraz
U.nr 107, poz. 679 z poZniejszymi zmianami).

p conformity procedure Annex V + Vil which apply to it as well as of
pended).

wykazem nadzorowanych norm zharmonizowanych

he list of supervised  harmonjsed  standards  spec fieg

mbH

PRODUCT MANAGER
IARYS International Groupisp. z 0.0, sp k.

Aleksandra Trzcin

(podpis/ signature)

imig i nazwisko/name.  Aleksandra Trzcifiska
stanowisko/ position:  Produ R




~ DEKLARACJA ZGODNOSCI

~ DECLARATION OF CONFORMITY

Wytwérca:  ZARYS !nternaLional Group spétka z ograniczona
Manufacturer:  odpowiedzialr 0scig spétka komandytowa

Adres: ul. Pod Boremil 8,41-808 Zabrze, Poland |
Z ARYS Adress: tel. +48 32 271 49 91, fax +48 32 274 72 84, e-'rnai!: zarys@zarys.com.pl

h
Os$wiadczamy na wiasng odpowiedzialnoé¢, ze wyrdh medyczny: '
We declare under our sole responsibility that the medical device: [

szczoteczka cytojogiczna sterylna / |
cervical btush sterile
klasy Is, reguta §/ of class Is, rule 5

\
|
modele/typy:  standard, special / !
models/types:  standard, special I

(s2czeqblowy wykaz wyrobdw cbjetych ninigjsza deklaracja zgodnogti znajduje sie w TD-35 Punkt 1 pp. 1.1, zat. nt § Identyfikacja wyrobu /
detalled list of products covered by this declaration s available in technica! documdntation no. TD-35 point 1, subpoint 1.1, appendix ne. 5 Identification of the product)

zgodnie z zatacznikiern IX Dyrektywy 93/42/EEC |
according to Annex IX of the Directive $3/42/€EC {

Zawarty w dokumentacji technicznej TD-35 - dokument pwolnienia do obrotu DZDO-01, Ktory uwaza sie za czesé
niniejszej deklaracji

covered by the Technical Files TD-35 - Release Document DZDO-01, wHich is considered a5 2 part of this declargtion

spetnia wszystkie stosowalne wymagania Dyrektywy 93/42/EWG (procedura oceny zgodnosci zatacznik V + VII) oraz
Ustawy z dnia 20 maja 2010 roku o Wyrobach Medycznych {Dz. U. nr 107, Poz. 679 z pdZniejszymi zmianami ).

meets all applicable provisions of the Directive 83/42/EEC (assessment o the conformity procedure Annex V + [V1l) which apply to it as well as of
the Act of Medical Devices of 20 May 2010 (Officiel no. 107, position 679 §s amended).

Wyréb wymieniony w niniejszej deklaracji jest 2godny| z wykazem nadzorowanych |norm  zharmonizowanych
wyspecyfikowanym w dokumentacji technicznej wyrobu TQ-35.

The device covered by this declaration complies with| the list of supervised  harmonised

standards  specified
in the technical documentation of the device TD -35,

Jednostka notyfikowana: TUV Rheinland LGA Products GmbH

Notified Body: TillystraBe 2, 90431 Niirnberg
PRODUCT MANAGER
c € oo ZARYS Intsrnation; Group sn. 1 0.0, sp.k
7
Aleksandta Trzcinska
——
e

imig | nazwisko/name.  Ale
stanowisko/ position:
Data/ date: 2016.02.22
Wersja/Rev.: |
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