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TUVRheinland

EC Certificate
Directive 93/42/EEC Annex V
Production Quality Assurance
Medical Devices

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

Manufacturer: ZARYS International Group
Spolka z ograniczona odpowiedzialnoscia,
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 hareby declares that the requirements of Annex V 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 V, section 4 of the
aforementioned directive. For placing on the market of class b and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Notified Body

Effective Date: 2019-06-09

Date: £019-05-27
Rafal Byczkowski

TOV Rheinland LGA Products GmbH - TillystraBle 2 - 90431 Niirnberg
TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197, _ ,7
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TUV Rheinland e o o o
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 odpowiedzialnoscia,
=ro!ku komandytowa

ul. Pod Borem 18

41-808 Zabrze

Polska

Products included:

- Sterile and non-sterile cutting gauze

= Non-sterile dressing gauze

- Sterile &end non-sterile gauze swabs
{with or without X-ray thread)

- Sterile and non-gterile gauze lap sponges
{with X-ray thread/ with X-ray chip)

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

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

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

- Sterile paraffin gauze dressings

- Sterile three-way stopcocks

- Sterile transfusion sets for single use

- Sterile infusion sets for single use

- Sterile extension tubes for infusion pump

Notified Body

Date: 2019-05-27

Ll | L = S gy ¢ [T R eI T ey

w5 ':!-:'
TUVRheinland

Rev.,

o




= i
TUVRheinland

TUV Rheinland VT i s 1
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Polska

Products included:

- Sterile endotracheal tubes

- Bterile trachecstomy tubes

- Sterile breathing circuits

- Sterile catheter mounts

- Non-sterile anaesthetic masks

- Sterile laryngeal masks

- Bterile oxygen masks

- Bterile Multi-Vernt masks

- Sterile non-rebreath masks

- Bterile nebulizer masks

- Bterile namal pxygen cannulas

- Sterile nabulizer sets

= 8Sterile oxygen tubing

- Sterile suction catheters

- Bterile abdominal drains

- Sterile feeding tubes

- Bterile stomach and duodenal tubes
= Btearile urology catheters

- Sterile surgical suction sets [
= Sterile surgical suction canmulas

- Bterile syringes for single use Notified Body

Date: 2019-05-27

Rafal Byczkowski
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TUV Rheinland o

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 odpowiedzialnoscia,
sralka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Products included:

- Brerile
- Bterile
- Bterile
- Bterile
- Bterile
- Bterile
- Bterile
- Srerile

Date: 2013-05-27

insulin ayringes
suberculin syringes
hypodermic needlas
insulin pen nesedles
blood lancets

IV cannulas

neadle free valves
surgical gloves

ils,
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LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
nrolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Polska

Producte included:

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

- Adhesive cannulla fixation dressings
- Adhesive wound dressings
Eye pads

Incise Eilms

Transparent film dressings
Foam dressings

- Absorbent wound dressings
- Burgical gowns

- Burgical drapes

- Sets of surgical drapes

- Fluid collection pouches

- Nelaton catheters

i i L] L]

Date: 2019-05-27
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LGA Products GmbH
Tillystrae 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa

ul, Pod Borem 18

41-808 Zabrze

Polska

Products included:

For the following medical devices the ﬂ:np@ covers
only the aspects of manufacture concerned with
sacuring and maintaining sterile conditions:

- Vaginal speculums

- Cervical brushes

- Urine bags

- Tongue depressors

- Guedel airways
Intubation stylets
Endotracheal tube holdars
Suction cubes
Withdrawal cannulas
Alginate dressings

- Cannula stoppers

- Umbilical cord clamps

Notified Body

Date: 2019-05-27

TOVRheinland
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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 odpowiedzialnoscia,
simlka komandytowa

ul, Pod Borem 18

41-808 Zabrze

Polska

Products included:

ZARYS Internaticnal Group

Spolka z cgraniczona edpowiedszialnoscia,
spolka komandytowa

ul. Guastawa Eiffel'a 15

44-109 Gliwice

Feland

Activity: Production

Date: 2019-05-27
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S ECERTIFICATEI( A

BEREN MEDIKAL PAZARLAMA SAN. TiC. LTD. STi.

I0SB FATIH SAN SIT 3B BLOK NO:3-4 BASAKSEHIR / ISTANBUL

MEDIKAL KAYIT KAGITLARI VE ULTRASON PRINTER KAGITLARI TASARIMI VE ORETIMI, YOGUN
BAKIM CIHAZLARI KURULUM, MONTAJ VE TEKNIK SERVISI

PRODUCTION AND SALES OF MEDICAL RECORD&CHART PAPERS. ULTRASOUND IMAGING
PAPERS, INSTALLATION AND AFTERSALES TECHNICAL SERVICES OF INTENSIVE CARE DEVICES

with a of

ISO 13485:2016

Tibbi Cihazlar Kalite Y&netim Slitemine uygun bir sistem kurmugtur.
has extablished that is in complionee with the Medical Devices (uality Managament System Stendarid

Sertifika Yayin Terihi / Rev No @ 19.07.2019/00
SertifikaNo  : MDDI024 Dot of This Clrtificate / Riew Mo

Cortiflemta Mo, Sertifika Gegerlilik Tarthi : 18072020

lIk Yayin Tarihi : 19.07.2019  Certificote Expicy Dote

Iitio} Date Yeniden Belgelendirme Tarihi : 18,07.2022
Durter of Be-Canftification ys
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EC Declaration of Conformity

We Beren Medikal Paz. San.Tic.Ltd.Sti. herewith declares under its sole responsibility that the
item of product specified below satisfies the essential requirements of the EC Medical Devices
Directive 93/42/EC with amendment 2007/47/EC directive which are apply to it.

Product Name: Medical Recording/Chart Papers and Thermal Paper for Video Printer
Type-Model: Opmask, Opstar

GMDN Code: 15639

Classification: Class [, Rule |

Conformity Assesment Route: Annex VII

Applicable EU Directives: 93/43/EEC Medical Devices Devices with amendment 2007/47/EC

Applicable Standards: EN ISO 13485:2016, EN 1041:2009, EN ISO 14971:2012, EN ISO
13485:2012

Certificate No: MDD1024
Manufacturer: Beren Medikal Paz. San.Tic.Ltd.Sti.

Ikitelli O.S. B. Fatih San. Sitesi 3B Blok No: 3-4 Basaksehir Istanbul /Turkey
Tel : +90 212 486 00 37 (140) Fax: +90 212 486 00 38
Country of Origin: Turkey

On Behalf Of Manufacturer:

Name: Ali Riza Taslicukur

Position: General Manager

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

LasH 1"
Lot K ik, =2 IS TARKUL
Jek TR AGO S0 ek o L1206 00 3R

IKITELLI ORGSAN.BOLFATIH SANAYI SIT. 3-B BLOCK NO:3-4 BASAKSEHIR / ISTANBUL-TURKEY
TEL:490 212 486 0037  FAX:+90 212 486 00 38
Ukitelti V. :16% 028 66 04



sanitar nr, 3347 din 30,11.2017
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Articole parafarmaceutice in asortiment conform anexei

:

E

sunt canforme wmm-“mfwmm peenamenmy (aw) (se va indica
denurnirea completd a wmm[ﬂrm“mwwmﬂmm

Indicatii Metodice nr.29 FT/ 1683 din 14.05,01, Directiva Europeana 93/42/EEC privind
dispozitivele medicale

Organtzatia-producitoare/importatoare, {ara do origine / opeausaim npouse LIMAGHmeR, CTPaNS NPOUSIINOSH
DISPOTECH ZAO Yaroslavli Rezinotehnica, Sterilance Medical, Huaian Tianda Medical
Instruments Co, Nutrex Textil Nakis San. Tic. Lid, Italia F. Rusa, Malaysia, Turcia
Destinatarul avizulul sanitar / nonysemee casumaoHoeo e enus

"M-INTER-FARMA” SA, Republica Moldova, mun, Chiginiu, str. Grenoble, nr. 23 |
Ca temei pentru recunoagterea conformitail pma:iw#mu (lor) sanitar (o) mentionat () a servit /

Demers, contract nr. 50/297 din 19.03.201 9, facturi, certificate de origine, calitate, conformitate, aviz -

Caracteristica sanitard a produselor / caumapean xspomopuc i TEOdyNLL ety | ;.f;‘r
Parametrii (factoril) / noxasameny (@amage)  Normativul sanitar | conwnapesid nopuarmus R
Articolele parafarmaceutice sunt conforme DireclivJFi Europene 93/42/FEC

Domeniu de utilizare | Ofinacme npumerenus: Scopuri medicinale

mmﬁmmmmq-mrmjm




Anexa la Avizul sanitar "'"W

diin &  OF  awm

Producatorul{npouzsodumens) DISPOTECH, ZAD Yaroslavil Rezinotehnica, Sterilance Medical, Husian Tianda
Rusa, Malaysia, ltalla, Turkey

Mediical Instruments Co, Nurtex Texstil Nakis San. Tic. Ltd,
Tara de origine (cmpara npoucxomdenus) Ralla,

Nr Denumirea produselo Firma producitoare, Tara
: HAanMEHOBaNE N
I.__| Aspirator de saliva 15cm N100 /(DISPOTECH Dispotech, ltalia
2. | Container pentru pastrarea servetelelor din plexiglas Dispotech, ltalia
L% | Husa p-u fotoliu stomatologic 33em x 25¢m NI Dispotech, ltalin
4. | Husa sterila pentru tub camera vedeo 14x[250¢em i Tﬁ':::_‘ ﬁ':ﬁh;"“ ks |
___fb_._‘_[_II:I_S.':_I‘j:l;:l_lir;l-f;hi.l_-llzsl_unminiugii:' din 2 componente N ﬁli)?iﬁ:ialtech. lt;_l_i::; ‘ §!
[ Nurteks Tohstl Nokis San.
6. | LAMA sterila chirurgicala p-u bisturiu lic.Sterilance Medical (Sughou];
- _ ol China |
. 7| LAMA sterila chirurgicala p-u bisturiu Sterilance Medical. China
RO | Huaian Tianda Medical
| _8. | LAMA sterila chirurgicala p-u bisturiu Instruments Co.. China |
| 9. | Lani pentru fixarea bavetelor stomatologict: Dispotech, ltalia
10. | MINI-RULOU din vata Nr.1 300 g Dispotech, Italia
11._| MINI-RULOU din vata Nr.2 300 g Dispotech, ltalia
" ZAD Yaroslavli-Rezinotehnica,
12. | MUSAMA MEDICALA Federajia Rusi
13. | Rulou de pachete p-u steriliz. instrum. 100mm X 200m. Dispatech, ltalia
14. | Rulou de pachete p-u steriliz. instrum, | S0mm X 200mm Dispotech, Italia
I5. _ Rulou de pachete p-u steriliz. instrum. 200/mm X 200m Dispotech, lalia
L 16 | Rulou de pachete p-u steriliz. instrum. 250mm X 200m. Dispotech, ltaha |
{17 | Rulou de pachete p-u steriliz. instrum, S0mm X200m. | Dispotech, Italia ,
, 8. | Rulou de pachete p-u stenliz. instrum. 75mim X 200m. | Dispotech, ltala |
[z == _ L Husian Angel Medical | |
19. | SCARIFICATOR (lancet) steril N | i . | Instruments Co.. China
20. | SERVETEL stomatologic 45cm X 33cm. Istraturi NS00 | Dispotech, lalin
21. | SERVETEL stomatologic 50cm X 60cm rijlou cu legare Dispotech, 1talia

Directorul interimar
Sinidtate Publica £

. #;:7‘ Nicolae FURTUNA
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DOCUMENTATIE
PROTECTIEI FORMULAR | Sopan 3032
Rmmm APROBAT OE MSMFS af AM / yrascsgma MITED PY

ANPAROONPAHEHMRA, 31.10.11 Nr, 828 [
W COUMANBHOM SALMTLI PECTTYENMKA MONIOBA Cantrul do Incarchn da labotalor ncrealtst o6 cltre =%
| Contrui Naponal de Acreditine din Reputiics Moldoes WOLDAC
OBIECTEEHHOM g ey 7 ;
| Coariificat . L1044 dini 1‘!Ehﬂm;hﬂm s
Miriigtaruiun Munci

MO-2028, i #ir. Agachi, &7 =
ol s STAZ2 S4B s+ TN TIOTES | g PweieSocuma =
IDNO 1018601000021 o coramn MimicrapcTia Lpasosipaeas Ty = 'I-‘
E-mail: anspglansp md; anticamerni@ansp md G e, rostih pdd i 3410201 &
AVIZ SANITAR P
PENTRU PRODUSELE ALIMENTARE §1 NEALIMENTARE Nr. P 4l4 3/ 2008 o
memwumwmmm .
: dinjom 4 Ly~ " ale 2019 e
" Prin prezentul aviz sanitar se confirmd cA producerea, Mﬂmmﬁhw Jn'
Hicmostuta cobumapenar Xneaeu nodneaisemncs. o H80. LEYILIOMINUN L DALY POy | ofopydnamm _{
;1':':'.3“? Rm:ﬁwdeéiagrmnc Moplmmpmlrlllm:rﬂsolmc gata, indicatori pentru controlul stenfi;mn
pentru anexa!
E sunt Regulamentulul (lor) sanitar (e) / _ casasmaproney (w) Doarmsrety (an) (S8 va Indica n
;” danumirea completd a Reguiamentulld (lor) sanitar (@) / ' mwmﬁqm“ i&"‘

Indicayii Metodice nr.29 F/1683 din 14.05.01, Directiva Europeand 93/42/EEC privind .

bty
1
:
i

e

T O T
P

%, Federafia Rusd, ZAO "MEDTEST" =
*‘,’: M-INTER-FARMA" SA, Moldova, Chisinau, str. Grenoble, 23 K
¥ Catemei pentru recunoagtersa conformithtil produselor 'Regularmentulul (lor) sanitar (e) mentionat (e) a servit / :
% Cooramiae L DLW (POMLILL YRANIHHOMY (i) © RO’ (k] POEMAMENTYY (M) NOCTYLNT

Demers, contract nr.01/KIL din 11.114.2:01 4 ﬂmi,mmu de conformitate, legitimaii de lnrﬁm:m

T st neS7) din 160720 ¢ de laborator o 4226 din 22072019 -
"L Caracteristica sanitar a produselor | carmapnas npody’ "
'11 Parametril (factoril) / nasasamany (asmopsy) Mormitivul SANILEF | coeimapHi Mopaamue o
gf’_i o
E conform raportului incerctirilor de laborator nr. 4226 din 22.07.2019 C
¢ , =¥
o 5
i—'ﬁi Domeniy de utilizare | OGASCTIL MUMEHENUR. scopuri medicinale 2
*: mmﬁmwmmmMJWW ':
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Anexa la Avizul sanitar nr.

A

‘din

2019

LT Y

et N

2, | Indicator pentru controlul sterilitaii 12115 N1000 ZAO “Medtest”, Federutia Rusa
3. | Indicator pentru controlul sterflitagi 121720 N1007 ZAD “Mcdiest". T ederatin Rusn
4. | Indicwtor pentru controlul sterilitagli 13418 N 1000 ZA0 “Medtest”, Federati Rusa
5. I:WMHM controlul n-:riliqﬂ 13420 N 1000 ZAD “Mediest”, [ ederatia Huss
6. nentra controtul steriliayil 13474 N 1000 ZAD “Medtest”, T edertia Rusa
1. for pentru controlul sterllithyil 1341 N 1000 T | ZAO0"Mediest”, Toderatia Rusa
8, mmmmwi 1347 N1000 ZAD “Mediest™, T ederatia Rusa |
y Ml e Indicator pentry contrilul sterilitagii prin [aburi IKIPS - 12045 N 1000 FAO “Modtest”, Pederstia Russ
(EXTERN)
Y *{ndimprwmuumﬁhmﬂpmmm-um N1000 ZAD “Modica” | Fodenstia Rusa
1. ;ﬁmmml sterifithgii prinjat uri IFP'-;\-‘N— 126045 mlm“‘. sratia Rusa
12, m mhtunﬂmpmimﬁmvsvﬂm—lm ZAD “Modiest™| Fedemtia Rusa
13 :un-uprnamﬂm acr IRPS - 18060 N10OD D Mot Fodetstis Ruse
14, Indicator pentrut controlul sterilititii prig acr IKPS VAT - 18060 N 1000 ZA0 “Mediest”, Fed o
et DT ERN) S ey
15. | Pachet pentru sterilizare %0x250 N 10 ZAD “Medies™| Federstia Rusa
16. | Pachet pentru sterilizare 100200 N100 ZA0 "Mediest”, Federtia Rusa
17. | Pacher pentru sterilizare | $56:250 N100 2 ALY “Medics”| Fodemtin Rosa
1 E——
18. | Pachel pentru sterilizare 2008330 N 100 11 ®o "\lmiicn"' Federutin Rusa

¢ FURTUNA



		2020-06-19T12:13:51+0300
	Moldova
	MoldSign Signature




