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Producitorul(npouzsodumens) ZAO "Medlest’
Tara de origine {cmpana npoucxomcdenus) Federatia Rusa

N Denumirea Firma producitoare, Tara

AZOPIRAM “p/u 100 mi solutie gata PAQ “Medtest”, Federatia Rusa

5 Indicator pentru c@ntr’o’!u! sterilitdii 121/15 N1000 EAD “Medtest”, Federatia Rusa

indicator pentru controlul ster&iitéﬁi 121/20 N100O ZAO “Medtest”, Federatia Rusa

: 4 indicator pentru controlul sterilitdtii 134/18 N100O ZAQ “Medtest”, Federatia Rusa

5 indicator pentru controlul sterilitatii 134/20 N100Q ZA0 “Madtest”, Federatia Rusa

6 indicator pentru controlul sterilitagii 134/4 N1000 ZA0 “Medtest”, Federatia Rusa

4 indicator pentru controlul sterilitatii 134/5 N1000 ZAQ “Medtest”, Federatia Rusa

g Indicator pentru controlul sterilitatii 134/7 N1000 ZA0 “Medtest”, Federatia Rusa

indicator pentru-controlul sterilitd{ii prin aburl (KPS ~ 120/45 N1000

ZAO “Medtest”, Federatia Rusa
9. | (EXTERN)

{ndicator penim‘mrﬁmiui sterlitati prin aburi IKPS — 132/20 N100O

ZAO "Medtest”, Federatia Rusa
10. | {EXTERN)

Indicator pentru controtul sterilititii prin aburl IKPS VN - 120/45

ZAQ “Medtest”, Federatia Rusa
11, | NIDOO(INTERN) edtest”, Fede u

Indicator pentru controlil sterilitdtil prin abuori IKPS VN /01 - 132/20

ZA0 “Medtest”, Federatia Rusa
12, ¢ N10OO [INTERN) :

indicator pentruy controlul sterilitdgii prin aer IKPS— 180/60 N1000

ZAO “Medtest” i
130 ! {EXTERN) ZA edtest”, Federatia Rusa

indicator pentrut controlul sterilitétii prin ser KPS VN/01 ~ 180/60 N100O
14, | UNTERN}

ZAO “Medtest”, Federatla Rusa

15 Pachet pentru sterilizare  30x250 N100

ZAO "“Medtest”, Federatia Rusa

16 Pachet pentru sterilizare 100200 N1GD

ZAD “Medtest”, Federatia Rusa

17, | Pachet pentru sterilizare 1505250 N10D

280 "Miedtest”, Federatia Rusa

18 Pachet pentru sterilizare 2006330 N100

ZAD "Medtest”, Federatia Rusa

Nicolae FURTUNA
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denumirea completd a Regulamentulul for) sanitar (8) / yesems nonros Hameaoe&z&e CRHUMAPHNZO (bIX) peanamenma (oe)
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Oroganizatia-producitoareimporntatoare, Tave de origine | opearusauus npouse.

DISPOTECH ZAO Yaroslavli Rezinotehnica, Sterilance Medical,

& 93/42/EEC privind

TIPSR, CINPaHa NPOUCXOROEHUR

Huaian Tianda Medical

Instruments Co, Nutrex Textil Nakis San. Tic. Ltd. ltalia F. Rusa, Malaysia, Turcia

Destinatarul avizului sanitar [ nonyvamens tanumapHoz0 SaKRMOISHUS

"M-INTER-FARMA?” SA, Republica Moldova, mun. Chisiniu

Ca temel pentru recuncasgterea conformitatii produselor Regulamentului lor)
Clonosariues ONs NpUSHERUS NPOOYILUY. YREREHIOMY (s8] CaHUMBPROMY (i) peenaiseHy,
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Producitorulinpouzsodumess) DISPOTECH, ZAD Yaroslavii Rezinotehnica, Sterifar?ce Medical, Hualan Tianda

Medical Instruments Co, Nurtex Texstil Nakis San. Tic. Lid.

Tara de origine (cmpara npoucxoxoenys) lalls, Federatia Rusa, Malayy

ia, italia, Turkey

Denumirea produselor

Nr Firma producatoare, Tara
. (HaNMEHOBAHKE NDOAYKTA) .
] Aspiratorde saliva 15em:N100 /DISPOTECH Dispotech, Italia
2. | Container pentru pastrarea servetelelor din plexiglas Dispotech, lialia
3 Husa p-u fotoliu stomatologic 33em x 25¢m N1 Dispotech, ltalia

4. | Husa sterila pentru tub camera vedeo 14x 250cm

Nurteks Tekstil Nakis San, Tic. Lid.
Sti: Turkey

5. | Husa pentru fotoliu stomatologic din 2 componente

Dispotech, Italia

6. | LAMA sterila chivurgicala p-u bisturiu

Nurieks Tekstil Nakis San.
Tic.SteriLance Medical {Suzhou);

Ching

7. | LAMA sterila chirurgicala p-u bisturiu

Sterilance Medical, China

8. | LAMA sterila chirurgicala p-u bisturiu

Huaian Tianda Medical
Tasiruments Co., China

9. | Lant pentru fixarea bavetelor stomatologice

Dispotech, Italia

MINI-RULOU din vata Nr.1 300 ¢

Dispotech, Italia

11, | MINI-RULOU din vata Nr.2 300 ¢

Dispotech, Italia

12. | MUSAMA MEDICALA ZAO ‘{a;‘g&?ia\/;ii:Rezi?f)whmca,,
& ederatin Rusd

13. | Rulou de pachete p-u steriliz. instrum. 100mm X 200m. Dispotech, Italia

14. ' Rulou de pachete p-u steriiiz, instrum. 150mm X 200mm Dispotech, Italia

15. | Rulou de pachete p-u steriliz. instrum. 200mm X 200m Dispotech, Italia

16, | Rulou de pachete p-u steriliz. instrum. 250mm X 200m. Dispotech, ltaha

17. | Rulou de pachete p-u steriliz. instrum. 50mm X 200m. Dispotech, Italia

18. | Rulou de pachete p-u steriliz. nstrum. 75mm X 200m. ‘Dispotech, Italia

19. | SCARIFICATOR (lancet) steril N1 ia e e ion
Instruments Co., China

20. | SERVETEL stomatologic 45cm X 33cm. 3straturi N500 Dispotech, Talia

21. | SERVETEL stomatologic S0cm X 60cm rulou cu legare Dispotech, Italia

Directorul interimar 2
Sandtate Publica

" Nicolae FURTUNA




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

Registration No.: DD 60139535 00

Report No.: 26300232 017

Manufacturer: ZARYS International Group

Spolka z ograniczona odpowiedzialnosc

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

Products:

Replaces BEC Certificate, Registration

Expiry Date:

2024~05-27

The Notified Body hereby declares that the requirements of Annex V of the

been met for the listed products. The above named manufacturer has esta

{see attachments for products and site

s
K

TUVRheinland

01

ia,

5

included)

No.: DD 60117020 0001

directive 93/42/EEC have
lished 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 llb and class lll devices covered by this

certificate an EC type-examination certificate according to Annex Iil is required.

Effective Date: 2019-06-09

Date:

TUV Rheinland LGA Products GmbH - Tillystr
TUV Rheinland LGA Products GmbH is a Notified Body accordi
concerning medical devices with the identification

Notified Body

Pom——

Rafal Byczkowski

a

e 2 - 90431 Niirnberg
g to Directive 93/42/EEC
umber 0197.
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TUVRheinlan:

TGV Rheinland Doc. 1/6, Rev. 0
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 incliuded:

- Sterile and non-sterile cutting gauze

~ Non~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-stexrile gauze balls
{with or without X-ray thread)

- Bterile and non-sterxile gauze rolls
{with or without X-ray thread)

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

- Sterile paraffin gauze dressings

- Sterile three-way stopcoocks

~ Sterile transfusion sets for single use

- Sterile infusion sets for single use

~ 8terile extension tubes for infusion pump

Notified Body

Date: 2019-05-27 «Q

Rafal Byczko




Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

Products included:

- Sterile
- 8terile
~ Bterile
- Bterils

- Non-sterile anaesthetic masks

- Sterile
~ Bterile

« Sterile

- Sterile
~ Sterile
- Sterile
- Sterile
- Sterile
~ Sterile
- Sterile
~ Sterile
- Bterile
- Sterile
- Sterile
-~ Sterile
-~ Bterile

é # ;
Date: 2019-05-27 ;

TUV Rheinland

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Spolka z ograniczona odpowiedziainoscia,

spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

endotracheal tubaes
tracheostomy tubes
breathing circuits
cathetery mounts

laryngeal masks

oxygen masks

Multi-Vent masks
non-rebreath masks
nebulizer masks

nasal oxygen cannulas
nebulizer sets

oxygen tubing

suction catheters
abdowminal drains

feeding tubes

stomach and duedenal tubes
urology catheters
surgical suction sets
surgical sucticon cannulasg
syringes for single use

Notified Bods

Rafal Byczkg




Aftachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

~ Sterile insulin syringes

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

-~ Btexile IV cannulas

- Sterile needle free valves
- S8terile surgical gloves

Date: 2019-05-27

TUV Rheinland
LGA Products GmbH
Tillystrae 2, 90431 Niirnberg

DD 60139535 0001
26300232 017

ZARYS International Group
Spolka z ograniczona odpowiedzialn
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

Notified Body

L

Doc. 3/6,

oscia,

Rafal Byczkowski

TUVRheinland

Rev. 0




TUVRheinland

TUV Rheinland TR SR Y
LGA Products GmbH
Tillystrafe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

Spolka z ograniczona odpowiedzialnpscia,
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 concernsed with
securing and maintaining sterile conditions:

- Adhesive c¢annulla fixation dressings
- Adhesive wound dressings

- Bye pads

= Incise films

- Transparent £ilm dressings
~ Foam dressings

- Absorbent wound dressings
~ Surgical gowns

- Surgical drapes

- Sets of surgical drapes

- Fluid ¢ollection pouches

- Nelaton catheters

Notified Body

Date: 2019-05-27 «é

Rafal Byczkowski




TUVRheinland

TUV Rheinland Stk i taadis
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,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poiska

Products included:

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

- 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

Notified Body

&

Date: 2019-05-27




Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

Products included:

ZARYS International Group

Spolka = ograniczona odpowisdzialnoscia,
spolka komandytowa

ul. Gustawa Eiffel’a 15

44~10% Gliwice

Poland

Activity: Production

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Spolka z ograniczona odpowiedzialnoscia,

spolka komandytowa
ul. Pod Borem 18
41808 Zabrze

Polska

Notified Body

Sj 7
Date: 2019-05-27

TUVRheinland

Rev. 0

Rafal Byczkd
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