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EC Certificate
Directive 93/42/EEC Annex V

Production Quality Assurance
Medical Devices

Tﬁvﬁheinla;ﬁ

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

Manufacturer: ZARYS International Group |
Spolka z ograniczona odpowiedzizlnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Products: (sees atcachments for products and sites included)

Replaces EC Certificate, Registrstion No.: DD 60117020 ool

Expiry Date: 2024-05-27

The Notified Body hereby declares that the requirements of 111!10: V' of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer hes 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 lib and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex lil is required,

Effective Date: 2019-06-09

Date: 2019-05-27

TUV Rheinland LGA Products GmbH - TillystraBe 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. I //}'
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Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

- .31
TUVRheinland

TUV Rheinland Doc. 1/6, Rev. 0

LGA Products

DD 60139535 0001
26300232 017

ZARYS International Gr

mbkH

TillystraBe 2, 90431 Niirnberg

p
Spolka z ograniczona ogowhdziatnnula,

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

- Sterile and non-sterile cutting gauze

- Nen-sterile dressing gauze

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

- Sterile and non-sterile gauze lap sponges

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

- Sterile and non-sterile gausze 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 stopoocks

- Sterile transfusion sets for single use

- Bterile infusion sets for single use

- Sterile extension tubes for infusion pump

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

Manufacturer:

Products included:

TUV Rheinland Doe. 34§,

LGA Products

mbH

Tillystralle 2, 90431 Niirnberg

DD 60139535 0001

26300232 017

ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa

ul. Pod Borem
41-808 Zabrze
Polska

- Sterile endotracheal tubes

- Sterile tracheostomy tubes

- Sterile breathing circuits

- Bterile catheter mounts

- Non-sterile anaesthetic masks
- Bterile laryngeal masks

- Sterile oxygen masks

- Brerile Multi-Vent masks

- Bterile non-rebreath maasks

- Sterile nebulizer masks

- Sterile nasal oxygen cannulas
- Sterile nebulizer sets

- Bterile oxygen tubing

- Bterile sguction catheters

- Bterile abdominal drains

- Sterile feeding tubes

- Sterile stomach and ducdenal tubes
- Sterile urology catheters

- Sterile surgical suction sets

= Srerile surgical suction cannulas

- Eterile syringes for single use

Date: 2019-05-27

Natified Body

TUVRheinland

Rev. 0
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TUVRheinland

TUV Rheinland it Lol
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 odpowlud:ialnuscia.
Ika komandytowa
u Pod Borem 18
41-808 Zabrze
Polska

Products included:

- Brerile insulin syringes

- Bterile tuberculin syringes
- Sterile hypodermic needles
- Sterile insulin pen needles
- Starile blood lancets

- Sterile IV cannulas

- gterile needle free valves
- Srerile surgical gloves

Notified Body

Date: 2019-05-27

R#fal Byczkowski
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TUVRheinland

TUV Rheinland TRt Jv Bz | it
LGA Products bH
TillystraBe 2, 90431 Niirnberg

Attachment to |

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
spolka komand a
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 conditions:

- hdhesive cannulla fixation dressings
- hdhesive wound dressings

- Eye pads

- Incise films

- Transparent [ilm dressings
- Fopam dressings

- Absorbent wound dressings
- Surgical gowns

- Surgical drapes

- Sets of surgical drapes

- Fluid collecticn pouches

- Nelaton catheters

Notified Body

Date: 2019-05-27




Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

TUV Rheinland

LGA Products

TillystraBe 2, 90431

DD 60139535 0001
26300232 017

ZARYS International Gr

Spolka z ograniczona
srn!ka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

only the aspects of manufacture concerned

mbH
tirnberg

P
powiedzialnoscia,

ith

For the following medical devices the ::up: COVErsS

gecuring and maintaining sterile conditions:

Vaginal speculums

Cervical brushes
Urine bage

- Tongue depressors
- Guedel airways

Intubation atyle

ts

Endotracheal tube holders

Suction tubes
Withdrawal cannu

las

Alginate dressings

Cannula stoppers

Umbilical cord clamps

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

Manufacturer:

Products included:

ZARYS Internaticona
Spolka z ograniczo
spolka komandytowa
ul. Gustawa Eiffel
44-109 Gliwice
Poland

TUV Rheinland i

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

DD 60139535 0001
26300232 017

ZARYS International Gr

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

Polska

1 Group
na odpowiedzialnoscia,

'a 15

Activity: Production

Date: 2019-05-27

P
wiedzialnoscia,

Notified Body

o i
TUVRheinland

6/6, Rev. O

Rafal Byczkowski
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AL REPUBLICII MOLDOVA , e nﬁﬂmﬁm;mmn g
HWMTHW'W Contrul de incercln du laborator acredital do clirm ‘ﬁ,
AGENTIANATIONALA PENTR SANATATERUBLICA| ot s oo gt | &
ot
'y F 678 m:m din ﬂ“lmih 18,02 2022 1, f
Tel, + 37322 fox » 373 22 729725 {l Protecye Socmie sl BN €
DG 1018601000021 ﬁm-—mmww- 3
E-mail: ansp@unap.md. e Girbfcatrv. 2299 thn 24 102014, valabi pod i 24.10.2910 }"
AVIZ AR 020730 o=
PENTRU PRODUSELE ALIMENTARE §1 SEALIMENTARE Nr. | 9644 3forp ¥
Carimanapinee wiw et G 11 HEPpEeanLT mpoch o .
ditfm“,!é'—“ a/e 2019 s‘-
Prin prezentul aviz sanitar se confirma cA producerea, utilizarea gl desfacerea produselor | 2
HICTOMULM CONUMADNSAT SRvoHeM OSmencslaeTion wm mmummm o .<
Reactivi de diagnostic — Azopiram pentru 100 ml solutie gata, indicatori pentru oontmlul mugn.
ﬂapmmamdime anexa!
sunt Regulamentulul (lor) sanitar (e) / CaTIEDHOMY (Bitt] mmmunlh r
denumires compietd a Regulamentulul (Ior) Sanitar (8) / it NOMS HIUMOHONNAR CHUTAEHII0 (uix) pesnamenmd (06) “J:
Indicatii Metodice nr.29 F7/1683 din 14.05.01, Directiva Europeand 93/42/EEC privind g‘
Organizatia-producitcarefimportatoare, ara dhe origine | opams DLLA NPOUNE AN, CMpaHE ApOUCHTRTN A de
Federafia Rusd, ZAO "MEDTEST" | | o
JM-INTER-FARMA" SA, Moldova, str. Grenoble, 23 -
h“mwmm (lor) sanitar (e) mentionat (e) a servit /

[iitd | PESLIEAAEHITYY (0] MOCITYMLING
[}unus,mnmctur.ﬂlﬂ{lﬂdm 11.04.2018 w*maummwﬁrmmw

__aviz sanitar nr.571 din 16.07.201 or de laborator uﬁbdﬁ:numm =

=,

conform raportului incercilor de laborator nr. 4226 din 22.07.2019 | «
& scopurt imediviel oA
:ffi-. : : :‘::
“?, LCTAMMAIOGEHL, KEIGMHLN, (TEHTTIOR IOMRL, Mot o T
5 importul, plasarea pe piajd in cnndimle espe !ﬂ: legislajiei in vigoare in Republica Moldova
AVIZUL SANITAR este valabil pind [ | Canumapwoo 3gervosece dedcmoumentio 00 30 iulie 2020

RECTORUL AGENTIEI NATIONALE PENTRU SANATATE PU S

/$’f PR é g;___ :
12 o ANSP/HAO3 | o
0004837 |03 | ‘.i
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Nicolae FURTUNA

W
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- Hg .-.[_._:. -‘_J,. _ g ,.?‘ . 2 :
Anexa la Avizul sanitar nr. 2019
|
: .. ..- "_ ;.., — i = L - : ars
S ANT s 100 ml solutie gata aip | 'mwimﬂ.%mm_
2. | Indicator pentru controlul sterilithfii uumm mw.mfmnm
3| indicator pentru controlul sterudyl 12173) N1000 | ZA0 “Modiest™. Fedgratia Rusa
3. | Indicator pentns controlul sterilithgii 134/ 1§ N 1000 ZAD “Medtest”, Federatia Rusa
5. | Indicator pentry controlul stenlitii 134730 N1000 ZAD “Mediest”, [ edgratia Husa
6. | Indicator controlul sterilitiii | /4N 1000 ZAD "Medtest”, Fediritia Rusa
7. m%mm 13474 N 1000 ZA0 “Medtest, | edpratia Russ
8. | Indicator pentru comrolul sterilitagii 1347 N 100 | ZAD *Medest™ Fedentia Russ
| o | indicator pentr comtrolul sterilitsyii prin ghuri TKPS < 12045 N 1000 ) .
 pg s T"" ZAO “Mediest” Federstia Rusa |
10. r.:gdimp;-.uumﬂul sterilithiii prin IKFS ~ 132720 N1000 ZAD M . F is Rusa
Indicator pentru controlul sterilithgii prin § uri IKPS VN - 120/45 - =
! : s controlul mmr&uimvsmm4 4
12 | iom (v 240" Modtest Fotertia Rusa
3. MWernmﬁ-lm N1000 O “Mdhoat” Federstia Rusa
14, | Indicator penirut comtralul seriliai prinfaer KPS VN - 180/60 N1000 PR ol o
- | (INTERN) . asanperh oo 1
15. | Puchet pentru sterilzare 90x280 N100 7A0 “Mediest™, Federatin Rusa
16. | Pachet pentru sterilizne 100x200 N100 ZAD “Mediest™ Federatin Rusa
17, | Pachet pentru sterilizane 150x250 N1 FALY “Medien” | Federatin Rusa
I8 | Pachet pentru sierilizare 200330 N100 ZA0 “Mediost"| Fedorstia Rusa__|
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sunt conforme Regulamentulul (lor) sanitar (e) | coomes GYMNT] CEHLITEEHONY (biv) Mfﬂ#!ﬂ“m \";ﬁ
denumirea complatd a Regulamentulul (lor) sanitar () / yxas WWWMmM ﬁ_;,

Indicatii Metodice nr.29 FT/1683 din 14.05.01, Directiva Suropeana 93/42/EEC privind
dispozitivele medicale

RGO

~ Organizafia-producitoare/importatoare, jara de origine / opaauasi m npouse AXMOpMEn, CTPaNE MPGUCXOWIGHIS ﬁ
" DISPOTECH ZAO Yaroslavli Rezinotehnica, Sterjlance Medical, Huaian Tianda Medical =
Instruments Co, Nutrex Textil Nakis San. Tic. L. Italia F. Rusa, Malaysia, Turcia )
Destinatarul avizulul sanitar / nanysemens caumaproso saguoens '
"M-INTER-FARMA" SA, Republica Moldova, mun. Chisindiu, str, Grenoble, nr. 23 i (k.
! M
Ca temei pantru recunocagterea conformititil produselor Regulamert (lor) sanitar () mentionat (o) a servit |
Oorosanuen A APLOHANI RPOSYRUUL WEIEHHOMY ()] c8 il i) priamsimasly’ (B nocymLng f5y
Demers, contract nr. 50/297 din 19.03.2019, facturi, certif cate de origine, calllate, mnfurrmtnle avzz 2

sanitar nr. 3347 din 30,11,2017 _ b i g
{a emamarn dosumanisb de Insolie, bulelinale de anmlal / epeuciume o e e mhj...mmudj

I medicinale b

masurle de securitate | HeoGwodumue yonoaus S
*"importul plasarea pe piata se va efectua in

cnndlpllempecl!m legislatiei in vigoare in R. Moldova, t2rmenii de valabilitate, conditiile de pastrare «
mmmmnmmmwmm 30.06.2020 ., ~="‘~

o | e g
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Madical Instruments Co, Nurtex Texstil Nakis San. Tic. Ltd.
Tara de crigine (cmpawa npoucxowdenun) italia,

Producatorul{npouzsodumens) DISPOTECH, ﬂﬂ:ﬂ:

w08

Rezinotehnica, Sterilance Medical, Huaian Tianda
Rusa, Malaysia, ltalia, Turkey

Nr Denumirea produselor Firma producatoare, Tara |

: (HanmercsarHue ﬂggg_%) '
.| Aspirator de saliva | SemN100 /DISPOTECH Dispotech, Italia

2. | Coniner pentru pastraren servetelelor dinfplexiglas Dispotech, Italia

|3 | Husa p-u fotoliu stomatologic 33em x 25dm N1 Dispotech, lalia
4 Husa sirila itk deo 14x R50¢ Nurteks Tekstil Nakis San. Tie Lid

: pentru tub camera vedeo 14x[250em St Turkey

5. | Husa pentru fololiu stomatalogic din 2 cothponente l}np-ma:h [taha |

Nurieks Tekstil Nakis San

6. | LAMA sterile chirurgicala p-u bisturiu e Srerilance Medical ( Swdou),
Chini
7. | LAMA sterila chirurgicala p-u bisturiu Sterilance Medical. Chmal
f ; % e Huaian Tianda Medical
3. | LAMA s:ntllichtmrg;calu p-u bisturiu inatraments Co. (Chita
9. | Lant pentru fixarea bavetelor stomatologick: Dispotech, ltalin
10. | MINI-RULOU din vata Nr.| 300 g Dispotech, ltalia
11. | MINI-RULOU din vata Nr.2 300 g Dispotech, ltalia |
% ZAD Yaroslavli-Rezinotehnicp,
| 12. | MUSAMA MEDICALA Federaia Rusa
L] 13. | Rulou de pachete p-u steriliz. instrum. 100mm X 200m. Dispatech, Italia 4|
. 14. | Rulou de pachete p-u steriliz. mstrum. | 50mm X 200mm Dispotech, Italin
! 15. | Rulou de pachete p-u steriliz. instrum. 200mm X 200m Dispotech, Talia
16| Rulou de pachete p-u steriliz. instrum. 250mm X 200m. Dispotech, lalia
|17 | Rulou de pachete p-u steriliz. instrum. 50mgm X 200m. | Dispotech, Italin
|18 | Rulou de pachete p-u steriliz. instrum. '."5 m X 20m. | Dispotech, Italia
i ' L ' Huaian Angel Medical
19, SCARIFICATOR (lancet) NILﬂl:L_h lnstruieta Co. /China
I 20, | SERVETEL stomatologic 45¢m X 33cm, Jstraturi N300 Dispotech, halin
|21, SERVETEL stomatologic 50¢m X 60cm riilou cu legarc Dispotech, ltalia
Directorul interimar r ru =1
Sinitate Publici : n-; j » Nicolae FURTUNA
ﬂ'l ,
/f
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