®
Digitally signed by Palii Nina
™ Date: 2020.04.16 12:34:29 EEST

Reason: MoldSign Signature
Location: Moldova

By Royal Charter

EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 576078

Issued To: SET MEDIKAL Sanayi Ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cd. No:18
34522 Esenyurt / Istanbul
Turkey

In respect of:
Manufacture of single use syringes with needles and single use hypodermic needles.

Those aspects of Annex V concerned with securing and maintaining the sterility of sterile
single use syringes.

Those aspects of Annex V related to metrology in the manufacture of single use s?ﬂngés.

on the basis of our examination of the quality assurance system under the requirements of Councll Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex I1I certificate Is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797);

2

Albert Roossien, Regulatory Lead

First Issued: 2016-06-24 Date: 2019-03<L4 Expiry Date: 2023-12-18

‘ ..making excellence a habit”

Validity of this ceruficate i4 conditional an the qualily system being mantained fo the requirements of the Directive as dema e
surveliance activities of the Notified Body, This approval exciudes all prodiucts deggned andyfor manufactured by a third par 7
namdd on this cenificate, unless specifically agresd with BS]

This certificate was ssuad electronically and is bownd by the conditions of the \rrll\r..-;.rr

Infarmation and Contact: BS], Say Building, John M, Eeynesplein 9, 1066 EP Ams
851 Group The Metherlands B, registered in The Metherlands under 33264234
A moember of BSI Graup of Companies.

erdam, The Netherfands Tel: + 31 20 3
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Supplementary Information to CE 576078

[ssued To:

By Royal Charter

EC Certificate - Producti%)n Quality Assurance
|

SET MEDIKAL Lanafl Ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cd.

No:18

34522 Esenyu

Turkey

lt [/ Istanbul

[Thtended purposeper IFU__

el kil 6 T e W ER (TR ey i ot
MD 0102 Sterile Hypodermic Needles -+ '
MD 0102 Syringes for Infusion Pumps | -
MD 0102 2 Part Syringes with - ;
Hypodermic Needle !
MD 0102 3 Part Syringes with -— T
Hypodermic Needle |
MD 0102 Tuberculin Syringes with -t
L Needle
MD 0102 Insulin Syringes with Needle | -+
MD 0102 Syringes for Blood Gas o
Analysis with Needle L
Claﬂls]&-\lmh'. "L.":‘ 'l‘l.q{.:: ! L = sl i i I.ﬂni;H l_n'ia.,'—.jtl.’.-f.?:.;.‘:
MD 0102 Syringes without Hypodermic | -+ !
Needles

First Issued: 2016-06-24

Validity of this certificate |s conditional on the quality system being maintained to
survelllance activiies af the Notfied Body. This approval excludes all products des)

named on this certificate, unless specifically agresd with BSI.

This certificate was issund electronically and is bound by the conditions of the confract

Information and Contact: 851, Say Building, John M, Keynesplain 9, 1066 EP Amsy
BS] Group The Netherlands B, registersd in The Retherlands under 33264254,

A rmiember of 851 Groep of Companies.

Date: 2019-03-D4

he requirements of the Directive as demonstraled Lhn
gnied and/or manufactured by & third party on bebailf

erdam; The Netherlands Ted: + 31 20 346 0780

Expiry Date: 2023-12-18

..making excellence a habit’




bsi.

EC Certificate - Producti

Certificate History

By Royal Charter

on Quality Assurance

Certificate No: CE 576078
Date: 2019-03-04
Issued To: SET MEDIKAL Sanayi Ve Ticaret A.S.
Osmangazi Mah, Maresal Fevzi Cakmak Cd. No:18
34522 Esenyurt [ Istanbul
Turkey
Reference i
Date Marbar Action
24 June 2016 8524044 First issue. Transfer from another Notified Body,
18 December 2018 | 9683500 | Certificate renewtl.
Addition of supplementary information.
Current 9676033 Traceable to NB Q086.
|
fics
|
..making excellence a habit’
Validity of thes certificate |s conditional on the quality system being maintained tojthe requirements of the Directive as demonstratey 4 the re

surveillance activities of the Notified Body, This approval excludes &l products |:|.l:1

named on this certificate, unless specifically agreed with B3I,

Thiis certificat was ssued electrankcally and is bound by the conditions of the coptract,

Information and Contact: BSI, Say Bullding, John M. Keynespiein 9, 1066 EP Amg

85l Group The Netherlands BV, regisbened in The Netherlands under 33264284,
& member of BS[ Group of Companies

igned and/or manufactured by a third party an bk

perdam, The Netherdands Tes: + 31 20 346 0780




BEREN MEDIKAL PAZARLAMA SAN. TiC. LTD. $Ti.

|OSB FATIH SAN SIT 3B BLOK NO

MEDIKAL KAYIT KAGITLARI VE ULTRASON PRI
BAKIM CIHAZLARI KURULUM,

PRODUCTION AND SALES OF MEDICAL RECORI

3-4 BASAKSEHIR / ISTANBUL

R KAGITLARI TASARIMI VE ORETIMI, YOGUN

ONTAJ VE TEKNIK SERVISI

DECHART PAPERS. ULTRASOUND IMAGING

PAPERS, INSTALLATION AND AFTERSALES TECHMCAL SERVICES OF INTENSIVE ( ARE DEVICES

kapsanfinda

with & xd

ppe of

ISO 13485:2016

Tibbl Cihazlar Kalite Y&netim Siste
haas established that is in complianee with the M

uygun bir sistem kurmugtur.,
Devices (Owality Martggament System Stemderd

Sertifikq Yayin Tarihi / Rev No : 19.07. 201900
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: 1&07.2020

Belgelendirme Tarihi : 18072022
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QUALITY MANAGEMENT SYSTEM CERTIFICATE

No. 4-515-135-2002

and Clinieal Engineering (EMKI)
th ID No. NAH-4-0096/2016

certifies that the quality

ULTRAGEL Hungary 2000 Kft.

to the exclusion of sub- 7.3 Design and development
meets the requitements of standard
EN ISO [13485:2016

in the field:

Production and distiibution of medical gels,
and distribution| of medical devices

Registry number of the related audit report: §#3-33834-2014
This certificate is valid until 2023-02-12 supposed that the results of the regular yearly
surveillance audits are satisfactory.

Budapest, 2020-02-13 |

H-1097 Budapest, Albert Fléridn it 3/A, Telefon: +36 20 268 75 95, Fax: +36 | 886 93 33
E-mail: centibembi.u, Web: wwwcembi ho
H-1051 Budapest, Zrinyi uw. 3. (1372 P.0. Bax 450,)
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EC Declarafjon of Conformity

EC Declaration of Conformity Class | d

Manufacturer: Ultragel Hungary 2000 Ltd,
Manufacturer's Address: HU 1
Deviceis: Ultrasound gals,
Aquaultra Basic
Agqusultra Clear
Aguaultra Aloe
HYPERSCAN100
Agqua-VET
Agua-LUB
Aqua-LUB20
Aqua-LUBS

EC Product Class: Class | in accordance with Annek

_Dﬂclumaur;i n-f_lt:unrnﬁnlty

Ultragel Hungary 2000 Ltd. declares that Ultrasound
Council Direclive 93/42/EEC daied 14 June 1993 and
and it is in accordance with EN IS0 9001:2008, a
Regulations.

Ultragel

Hungary 2000 Ltd. agrees to develop, implen
Quality

Management System to ensure continued adeq

Ultragel Hungary 2000 Lid. confirms that no medicinal
the Device Schedule.

Uitragel Hungary 2000 Lid. agrees In EC Council Di
essantial requirements and provides capabilities int
endanger the patient, the operator or other persan in th

Ultragel Hungary 2000 Lid.

agrees 1o inform the appoi
change to the Quality Mana

gemeant System.

?ﬁ listed above conform to the

an?ad by the manufacturer. Undar

vices to Medical Devices Directive 93/42/EEC

023 Budapest, Bécsi|at 4.

IX, Rule 1.

relevant provisions of the EC
EC dated 5 September 2007
an Union's Medical Devices

C Council Directive 2007/47/
Implemented by the Europe

ent and maintain a formally-recognised EN IS0 8001:2008

pacy and efficacy,

products/drugs are incorporated in any devicas coversed by

Clive 93/42/EEC dated 14 June 1993 appendix meets tha

normal conditions will not
health and safety.

ed Notified Body of any planned or unplanned substantial

Signed by the Ultragel Hungary 2000 Ltd. designated representathve;

Name: __Koméromy Balazs

Date: 04.05.2017,

Title: Mangging director
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sunt conforme Regulamentului (lor) sanitar (a) / CANATEY Gy (1] (OB (884) (S8 VI NOICE
ﬂf:

denumrea 8 Regulamentulul (lor) sartar (
Indicayii ce nr.29 /1683 din 14.05.01
dispozitivele medicale

Organizatia-producitoarsimportatoare, fara do origine /
Federagia Rusa, 000 "EMELIAN SAVOSTIN

medical

-

Destinatarul avizulul sanitar | remeamann. CAMITAGMOA
»M-INTER-FARMA" SA, Moldova, Chisinau,

nmmmmm

Demers, contract m S e din 14.02. 2020,

de laborator nr.1538-1539 din 16, 032020 , nr.1

mnfnrm rapoartelor incercdrilor de laborator nr

nr.1540-1541 din 27.03.2020

Lot e Incarcin de uboraltr scraditat de clire
Clﬂlﬂu-n Mﬁ-h“hﬁ- MO DAL

mm-@w

wlﬁ Hd
o .-:Hm“h-

mﬂmnmﬁ hwmu wninbel pand Lo 24 10 2010

ARENe.  P— 5743 [L04o
U WCTIMLY R I T e

alz 2020
mrmﬁﬁfm

anexa!

T R SRR Yk

*

EAHO0 IMGHOBI AR COMITORHOND (i) PISOMONTS joa)
Directiva Europeand 93/42/EEC privind

AR,

(lor) sanitar (e) mentionat (e) a servit /
mmﬂm

pagapoarte analitice, rapoarte a incercarilor
1541 din 27 «DJ .2020
dom, POy wrmd |

SANIAT | Cibenurmunmn] saoyasinrrom

1538-1539 din 16.03.2020 ,

scopuri medicinale




Anexa la avizul sanitar NnE"ﬂH din _@3.0¢ 2020

Cod predus Denumirea produselor
i (x0a npogyxra) (Haumerosarme npogykra)
L 3005201000 VATA medicala Tgr.ag 100 g/prod.Emelian Savostin
2 3005901000 VATA medicala 4ig-2ag 50 g/prod.Emelian Savostin
. 3005901000 VATA medicala chirurg. 100 g/prod.Emelian Savostin
4. 3005903100 FASA medicala npster.amb.ind.5x10/prod.Emelian Savostin
5. 3005903100 FASA medicala npster.amb.ind. 7x14/prod. Emelian Savostin
6. 3005903100 FASA medicala sier. 5x10/prod Emelian Savostin
7 3005903100 FASA medicala ster.7x14/prod.Emelian Savostin
8. 3005903100 TIFON medical amb.5 m/prod.Emellan Savostin
s 3005903100 TIFON medical ahb.10 m/prod.Emelian Savastin il
10, 3005903100 TIFON medical afib.100 m/prod.Emellan Savostin

% Nicolae Furtuna




AL REPUBLICI MOLDOVA mﬁﬁfﬂ"mmw: &
MMHICTEPCTBO 31PABOOXPAHEHMS, : T
! nmmm Cenind de Incerchr de Wbonlor Acredial de chire %J
AGENTIA NATIONALA PENTRU SANATATE s ey d Racubtcs Mokdovm MOLDAC X
OSUECTBEHHOD Cortticat e dn 170 ﬂ“ﬁtm %
mﬁ‘.‘a?msa. *ﬁmm.ﬂi Acraditat In wwm
1DND 1018601000021 : il ComiTamen bmstsiwpeTas Lapasccspammiws, T =
E-mail: ansp@unsp ma; anticameraanss.md Cortifcat v. 2293 din 24 10,3014, yatabil pdod ' 34 10,2019
AVIZ|SANITAR
PENTRU PRODUSELE ALIMENTARE E 1 NEALIMENTARE Nr. P ol 3/ 2000 o
Clamesamapinoe s txmeriw MURIGEARLY L NETILOBBLE RPN KI A
dinom * Ly~ billie a/z 2019 )
Prin prazentul aviz sanitar se confima c& producerea, lim utilizarea 51 destacerea produselor | echipamentoior .
Reactivi de diagnostic ~ Azopiram penfru 100 ml solutie gata, indicatori pentru controlul sterilititii
sunt ) Regulamentulul (lor) sanitar (e) / CosaTEnHOy (uiv] peanananmy (au) (S8 va indica

mm-w-mww mmmmﬂmm ﬁf
Indicatii Metodice nr.29 FT/1683 din 14{05.01, Directiva Europeana 93/42/EEC privind .

dispozitivele medicale

wmmm de origing | apsanusaius npousemnapmen, crpss poUCde 5
Federafia Rusi, ZAO "MEDTEST"
< wM-INTER-FARMA™ SA, Moldova, Chigihau, str. Grenoble, 23
" Catomel pentru recuncagtersa conformitsi produselor Regulamentului (lor) sanitar (e) mentionat (a) a servit / =

:H Demers, contract nr.01/K11I din 11.04.201 ;factmi.pmpm demfomm legitimatii de
o BRI D03T) din 16,07.2018, raport § incercitrilor de laborator . 4226 din 22.07.2019 e
%‘ Caracteristica sanitars a produselor / cavumapwes npakmapucuss npodpa: ).
f’h;: wm:mw.l mm:wm 1;‘
M-
%{. conform raportului incerciirilor de laborator nr. 4226 din 22.07.2019 iﬁ
g %
£ Domeniu de utilizare | OSnacme ApumerenuR: scopuri medicinale 'ﬁ;
'ig Caonditille necesare de utilizare, depozitare, transport misurile de securitate | Heofixodumue yeroeus Jh
importul, plasarea pe piafdl in conditiile fespectdrii legislatiei in vigoare in Republica Moldova 13

i

. AVIZUL SANITAR este valabil pind la | Casumapwos Sakrw
[, OJRECTORULAGENTIEI NATIONALE PENTRU §

8
&
YRS

m (¢
ANSP/HAO3 |
903837
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~Anexa la Avizul sanitar nr. din 2019
ulfy \ Al m|
2. | Indicator pentru controlul serilitaii 19115 N 1000 ZAO “Mediext”, Federatia Rusa
-3 | Indicator penin: conrolal s Tag 1§1730 N 1000 ZA0*Mediest”, Foderatia Rusa
4. | Indicator pentru controlul sterilitagii 1418 N 1000 FAD “Mediest”, Federatin Rusa
3. | Indicator pentru controlul sterilidgii 1§4/20 N 1000 ZAQ "Mediest”, [ederatia Husa
6. | Indicator controlul 13474 N10oo ZAD “Mediest”™, Federatia Rusa
7. ' sterilitgii 1§45 N 1000 ZAQ “Mediest”, Fredoratia Rusa
8. | Indicator pentru controlul sterilitagii | §4.7 N1000 , £AD “Mediest™, Federatia Rusa
= "y :um-prnmmi-mmmulms N100O ZAO “Mediost”. Federatia Rusa
10, L;uﬁmp:lmumnmilimﬁ aburi KPS - 1322207 N1000 ZAD “Medtest, Federstin Rusa
1. _Hmwmmﬂmﬁﬂpfﬁﬁlmvu—mws MWF ferutin Rusa
12, | Do ’f"”‘“m"'"‘“""m ZAO “Mediest”, Federatia Rusa
13. SRS R0 1T ZAO *Mediest”, Federatin Rusa
1. ] T-mlﬂ?&"-ﬂ&lhlﬁﬁﬂﬁlm ZAD “Mediest", Federata Russ
15. | Puchet pentru sterilizure 90n250 N 10 ZAO “Mediest”, Fodermin Rusa
16. | Pachet pentru sterilizare 100x200 N1(x] ZAD “Mediest”, Federatia Rusa
17. | Pachet pentru sterilizare 150x250 N1 x| ?Aﬂ"W.FndﬂﬂaRuﬂ
18. | Pachet pentru sterilizare 2005330 N 10l LA “Medies”, Fedemtia Rusa
" . i o . . 1 i
Nicolae FURTUNA
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| Certificate

! The Certificati
TOV Rheinland LGA

| hereby certifies that
,' ZARYS Internati

Spétka z ograniczona o
hotka Kon

Body of

oducts GmbH

organization

nal Group

| powiedzialnoscia,
ri komardytowa
| ul. Pod Borgm 18

41-808 Zabrze

has established and applies a quality ma

Polsk

ement system for medical devices

| for the following scope:

| (see attachments for sco

‘ Proof has been fumished that

| EN 1SO 1

! are fulfilled. The quality management sys

| Effective Date:

Certificate Registration No.:

An audit was performed. Report No.:
This Certificate is valid until:

{(mkks

| - D-7M-14169-01-02

Date 2019-07-11

T WO ¥ VI e o] Wi, . i T ———

2018-07-11
5X 60140840
26300232 013
2020-06-08

TOV Rheinland LGA Products GmbH - Till trafle 2 - 90431 Ni

Tal: #48 221 B06-1371 Fax: +49 221 BOS-3835 e-mailcor-validityiBdae 1y com Pt /hwsew, furv comiaatty

and site included)

requirements specified in

5:2016

is subject to yearly surveillance.

9001

Certification Body

- &
TUVRheinland
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0
TUVRheinland

TOV Rhainlgnd %% -
LGA Products GmbH
TillystraBe 2, 90431 |Niirnberg

Attachment to
Certificate
Registration No.:  SX 60140840 0001
Report No.: 26300232 013
Organization: ZARYS International Gerup
Spélka z ograniczona odpowiedzialnoécia,
srollm koman
ul. Pod Borem 18
41-808 Zabrze
Polska
|
Scope: Design and development, ufacture and distribution
of sterile: surgical kith, procedure sets, surgical drapes
and sets of surgical drapes.
Manufacture and distribution of sterile and non-gterile
disposable medical devicps and non-sterile reusable
medical devices.
Distribution of in-vicrs|medical devices.
! Clnlflcntlun Body
| g
| - DAKKS
nkt — Deutsche
‘ T D2M-14169-0102
Date: 2019-07-11 =7

WETURER V0% Tob et T s et e oy i L T ——

e et S S (i i . —_



Tﬁvﬁhainta#d

TOV Rheinland £ BNy -0
LGA Products GmbH
TillystraBe 2, 9043 Niirnberg

Attachment to
Certificate
Registration No.: SX 60140840 0001
Report No.: 26300232 013
Organization: ZARYS htam:tllunal Group .
Spdika 2 ograniczona ofipowiedzialno cia,
sl:bél'kn komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska
Scope: Site ineluded:
ZARYS International Group
Spolka ¢ ograniczona odppwiedzialnoscia
spolka komandytowa
ul. Gustawa Eiffel'a 15
44-108 Gliwice
Poland
Activity;
Storage, release and distribution of medical devices
V==
- DAKKS
\:"» - Deutsche
— Akkrediterungsstelle
| D-2M-18163-01-02
Date: 2019-07-11
B T 1 — e — S - if =
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EC Certifi¢ate
Directive 93/42/EE¢ Annex V
Production Quality urance

Medical De

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

Manufacturer: ZARYS International Grou
Spolka z ograniczona odp

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

Products: eee attachments for produbts and sites included)

Replaces EC Certificate, Rpgistration No.: DD 60117020 0061

Expiry Date: 2024-05-27

The Notified Body hereby declares that the requirements of innex V of the directive 93/42/EEC have
been met for the listed products. The above named manu er 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 clasq Iib and class Iil devices covered by this

certificate an EC type-examination certificate according lo Il is required.

Effective Data: 2019-06-09

Date: 2019-05=27

TUV Rheinland LGA Products GmbH - TillystraBle 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified|Body according to Directive 93/42/EEC -
concerning medical devices with the




. TP

Date: 2019-05-27
R T T X S R S R S T

2 A e A s | .

TUV Rheinl
LGA Products
TillystraBe 2, 90431

Attachment to

Certificate

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

nd
mbH
Nirnberg

Manufacturer: ZARYS International Grpup
Spolka z ograniczona or:lpnwie:lzlnlnucia,

spolka komand a
ul. Pod Borem 18
41-808 Zabrze
Polska

Producte included;

= Sterile and non-sterile cutting gauze

- Non-saterile dressing gauese

- Sterile and non-sterile gauze swabs
(with or without X-ray thread)

= Steérile and non-sterile gauze lap sponged

(with X-ray thread/ with X-ray chip)

- Sterile and non-sterile gauze balls
{with or without X-ray thread)

= Sterile and neon-sterile gauze rolls
(with or without X-ray thread)

- Bterile and non-sterile non-woven swabs
{with or without X-ray thread)

- Bterile paraffin gauze dressings

- Bterile three-way stopcocks

- Sterile transfusion sets for single use

- Sterile infusion sets for single use

- Sterile extension tubee for infusien pump

Doe.
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TOVRheintand

TOV Rheinland P Y
| LGA Products|GmbH
TillystraBe 2, 90431 Niirnberg
Attachment to
Certificate
Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: ZARYS International Grpup
Spolka z ograniczona odpowiedzialnoscia,
spolka komunﬂ‘rluwa
ul. Pod Borem 18
| 41-808 Zabrze
' Polska

- Bterile
- Bteriles
- Bterile
- Bterile

- Bterile
- Bterile
- Bterile
- Brerile
- Sterile
- Sterile
- Bterile
- Bterile
- Btarile
= Bterile
- Bterile
- Bterile
Starile
Sterile
Sterile
Sterile

Products included:

endotracheal tubes
Eracheostomy tubes
breathing circuits
catheter mounts

- Non-sterile ansesthetic masks

laryngeal maeks

oxygen masks

Multi-Ventc masks
non-rebreath masks
nebulizer masks

nasal oxygen cannulas
nebulizer sets

oxygen tubing

suction catheters
abdominal drains

feading tubes

Btomach and duodenal tubes
drology catheters
surgical suction sets
surgical suction cannulas
gyringes for single use

. Date: 2019-05-27

ptified Body

Rafal Byczkowski
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TUV Rheinland g
LGA Products GmbH
TillystraBBe 2, 90431 Niirnberg
Attachment to
Certificate
Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: ZARYS International Grpup

Products included:

Sterile

- Sterile
- Sterile

A Ele

Date: 2019-05-27

Sterile
Sterile
Sterile
Sterile
Sterile

Spolka z ograniczona oflpowiedzialnoscia,

s a komand a
ul. Poed Borem 13:0”
41-B08 Zabrze
Polska

insulin syringes
tuberculin syringes
hypodermic needles
ingulin pen needles
blocd lancete

IV cannulas

needle froe valves
surgical gloves

TUVRheinland

/6, Rev, 0

e n ey

L] T

o R ]

A T T T TS T e
bt | b e ek el mman e & :

B PO R A Y A #




;-~-.-.'~!.l_-:+!Jrﬂt%imm:ﬂﬂ&k—&tﬁ:ﬁ.:-';:!&ﬁ;u: =LA 5ol 1 o

TUVRheinland

TUV Rheinland Doc. 4/6, Rev. 0
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 ofipowiedzialnoscia,
tlmlka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

Producte included:

For the following medical devices the sco covers
anly the aspects of manufacture concerned th
securing and maintaining sterile conditions:

- Adhesive cannulla fixaticn dressings
= Adhesive wound dressings

- Eye pads

- Inciss films

- Transparent film dressings
= Foam dressings

- Absorbent wound dressings
- Burgical gowns

- Surgical drapes

= Sete of aurgical drapes

- Fluld eollection pouches

= Melaton cathaters

Date: 2019-05-27
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TOV Rhein
LGA Products

TillystraRe 2, 90431
Attachment to
Certificate
Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: ZARYS International Gr

TOVRheinland
nd Doc. 5/6, Rev. 0
mbH
Niirnberg
pup

Spolka z ograniczona odpowiedzialnoscia,

spolka komand a
ul. Pod Borem 18
41-808 Zabrze

Polska

Products included:

For the following medical devices the sco
ocnly the aspects of manufacture concerned

covers
ith

securing and maintaining sterile conditicng:

= Vaginal speculums

= Cervical brushes

- Urine bags

- Tongue depressors

= Guedel airways

- Intubation stylets

- Endotracheal tube holders
- Suction tubes

- Withdrawal cannulas

- Rlainate dressings

- Cannula stoppers

- Umbilical cord clamps

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

Manufacturer:

Products included:

TOV Rheinland e
LGA Products (GmbH
TillystraBe 2, 9043 Niirnberg
DD 60139535 0001
26300232 017
ZARYS International Gmup
Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

ZARYE International Group

spolka komandytowa
ul. Gustawa Biffel
14-109 Gliwice
FPoland

Date: 2019-05-27

Spolka 2 cgraniczona odpowiedzialnoscia,

‘m 15

Activity: Production
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