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PENTRU PRODUSELE ALIMENTARE §I NTARE Ne. (= 4944 M
Carmaphiae saxmovesiie dis W HEREERE npodyEmoR '
dinom “ it " iunie alz 201 9 =
Prin prozentul aviz sanitar se confirmd ci producerea, utilizarea §i desfacerea produselor / echipamentelor ;
a0, UCNONLIOAIRUE [ PeANLIRUUT npodveai / oSopdoaaim

CHMLITEM TRICTOMBHUEM NOOMesiaamcs, Wmo
Articole parafarmaceutice in asortiment conform ilmexei

sunt conforme Regulamentulul (lor) sanitar (e) / coomesmermayiom canumapuouy (ki) peenamenmy (aM) (se va indica
MMaW{hJW{a}memmﬁﬂmm

Indicaii Metodice nr.29 FT/1683 din 14.05.01, nimtwa Europeand 93/42/EEC privind
dispozitivele medicale

Organizafia-producitoarefimportatoare, jara de origine / ppn-m;ﬂ NPOLE.ANTOEIEP, CPaHE NPOUCKOROSHUN
DISPOTECH ZAO Yaroslavli Rezinotehnica, Sterilance Medical, Huaian Tiande Medical

L S

aa
[nstruments Co, Nutrex Textil Nakis San. Tic. Ltd. ltalia F, Rusd, Malaysia, Turcia P
Destinatarul avizulul sanitar | nomvamens carumaposo *:5
"M-INTER-FARMA" SA, Republica Moldova, mun. Chisiniu, str, Grenoble, nr, 23 1

it

Ko

&wmmm;.mww.mwnlmu;-m:
CloHoaamutn GH MEUSHERL NpoSVuU rasamqony (b {biM) peanamMeHmY (B0] NOCTOXLIND

Demers, contract nr. 50/297 din 19.03.2019, facturi, certificate de origine, calitate, conformitate, aviz =
sanitar nr, 3347 din 30.11,2017 ‘ - %
{3 =nurnam docurmenisls o8 insolir, bulshnela de analtl / MpmRGHTE . Gom, MPOmoNDT ueoned. ) “2

Parametrii (factoril) / noxasamany (chakmops:) SRNIAr | canumapHs] MODMTIL 1)

Articolele parafarmaceutice sunt conforme Din:ctilrvei Europene 93/42/EEC
i

Domeniu de utilizare / OGinacme noumenaHuR  Seoniri medicinale

Condifiile necesare de utilizare, depozitare, \ méasurile de securitate [ Heofmdumee panosus
UENGMIOBAHUR, XPEHEHUA, MPHCIOPMUPOSKL, MEpb




Anexn In Avizul sanitar or.

Producatorul(npouzsodumesns) DISPOTECH, ZAD
Medical Instruments Co, Nurtex Texstil Nakis San. Tic.

din 2 OF

Rezinotehnica, Sterilance Medical, Huatan Tianda

Tara de origine (cmpana npoucxoxderus) italia, ratia Rusa, Malaysia, ltalia, Turkey
|
Nr Denumirea produselor Firma producatoare, Tara
i (Haumerosanue npoaykTa)
1. | Aspirator de saliva 15¢cm N100 /DISPOTECH Dispotech, ltalia
2. | Container pentru pastrarea servetelelor din plexiglas Dispotech, Italia
3. | Husa p-u fotoliu stomatologic 33em x 25¢m N1 Dispotech, lialia
4. | Husa sterila pentru tub camera vedeo Iﬁx 250¢m b T:k;lﬂll}jrmm. Vi, Lad.
5. | Husa pentru fotoliu stomatologic din 2 componente Dispotech, ltalia
Nurteks Tekstil Nakis San,
6. | LAMA sterila chirurgicala p-u bisturiu Tie.SteriLance Medical (Suzhou);
China
7. | LAMA sterila chirurgicala p-u bisturiu Sterilance Medical, China
el 3 o Huaian Tianda Medical
8. | LAMA sterila chirurgicala p-u bisturiu Instruarents Co.. Chins
9. | Lani pentru fixarea bavetelor stomatologice 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 | Federatia Rush
13. | Rulou de pachete p-u steriliz, instrum. 100mm X 200m, Dispaotech, Italia
14, | Rulou de pachete p-u steriliz. instrum. 150mm X 200mm Dispotech. Italia
' 15. | Rulou de pachete p-u steriliz. instrum. 200mm X 200m Dispatech, ltalia
16. | Rulou de pachete p-u steriliz. instrum. 250mm X 200m. Dispotech, ltalia
17. | Rulou de pachete p-u steriliz. instrum. 50mm X 200m. Dispotech, Italia
18. | Rulou de pachete p-u steriliz. instrum. 75mm X 200m. Dispotech, Italia
s Huaian Angel Medical
19. | SCARIFICATOR (lancet) steril N1 instruments Co., China
20. | SERVETEL stomatologic 45¢m X 33cm, 3straturi N300 Dispotech, ltalia
21, Dispotech, ltalia

Directorul interimar #
Sdandtate Publica

SERVETEL stomatologic 50cm X 60cm rulou cu legare
|

Nicolae FURTUNA




IET et iun sl

ANNEX TO EC DESIGN-EXAMINATION CERTIFICATE
No. 2016-MDD/QS-009/A

issued for the company

R1 Suture LTD
94, Industrialna Street, 3" floor, 8000 Burgas, Bulgaria

List of medical devices covered by the EG.DI:Qn-Exlmmlﬂon Certificate:
Sterile Absorbable Surgical Suture with or without Needle

Brand Name ‘Substance USP (EP) Size

Lactisarb WP | ”lmfi ; 0 o0-Llactide) | WW}']EH{H}

..;.m.:m mg,:omml 80(0.7)10 34 (6)
PoygeoloAdd | | 100(02)034(6)
' | | s34
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80 (0.7) 10 34 (6)

40(15) 001 (4)

Sterile Non-Absorbable Surgical Suture with or without Needle

Brand Name - | USP (EP) Size
100(0.2}to 7 (8)
1000 (0.2)t0 7 (8)

o/ In Bratisiava, on Apeil 3d, 2017
Valid until April 4", 2021
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ANNEX TO EC CERTIFICATE No. 2016-MDD/QS-008/A
issued for

Sterile Absorbable Surgical Suture with or w

Brand Name Substance _ USP (EP) Size

| ooy Gpoeroiecds | snunnsam

Polygiycolic Acid : | 100(02)to 3-4 (6)

7/0(0.5) to 3-4 (6}

S0(07)34(E)

40{1.5) 10 1(4)

Sterile Non-Absorbable Surgical Suture with or without Needle

1000 (0.2) to 7 (3)

1010 (0.2) to 7 (8)

600707 (9)

In Bratislava, on April 37, 2017
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MEDIKAL KAYIT KAGITLARI VE ULTRASON PRI
BAKIM CIHAZLARI KURULUM

PRODUCTION AND SALES OF MEDICAL REC
PAPERS, INSTALIATION AND AFTERSALES TEC
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DISPIECH D>

YOUR DISPOSABLE EXCELLENCE

IDECLARATION

OF COMPLIANCE|

D
¢
$

Declaration of conformity of the product named |
Ltd, to the necessary requirements quoted in th
modifications (Directive 2007/47/CE enclosed), a
mentioned directive and successive modifications.

The company DISPOTECH Ltd - Via Mario del Gro
named DISPOPACK

DECL

under its own responsibility that the above rnnntiat
as recommended in the Directive 93/42/EEC (Medi

The company DISPOTECH, moreover, declares and
¢ The above mentioned product satisfies all the nec
I, Directive 93/42/EEC and successive modificati

The above mentioned product belongs to Class |
The above mentioned product is sold in NON STE
The above mentioned product IS NOT A DEVICE
The above mentioned product IS NOT INTENDE

- * * >

Being that the case, the manufacturer will set up an e

ISPOPACK, made by the company DISPOTECH
Enclosure 1, Directive 93/42/EEC and successive
recommended in the Enclosure VII of the above

§so 8/12, Chiavenna (S0) - manufacturing the product

ARES

ed product satisfies all the necessary requirements
al Devices) and successive modifications.

ntees:;

sary requirements as recommended in the Enclosure

ILE packaging
FOR MEASUREMENT
FOR CLINICAL INVESTIGATION

aluation procedure on the experience so far acquired,

as recommended in the enclosure VII-4 of the above mentioned Directive and successive modifications.

Technical documentation of the product is conserved i
Gordona (S0)-

the offices of Dispotech srl Via al piano, 29 -23020

Technical documents will be available for the competent authority, for a period of five years from the last

date of the manufacturing of the product, as recomm
Directive and successive modifications.

The manufacturer declares that the above mentioned
recommended in the Directive 93/42/EEC and successi
according to the Article 17- Directive 93/42/CEE and s

ended in the enclosure VII of the above mentioned

product satisfies all the necessary requirements as
ve modifications, and that will be sold with CE mark,
uccessive modifications.

Dispo

¥ - Fox. +39 0343 3565567
=Nt - www dispotech.com
ieg. Imp. 30 00472170149



<DIsPPECH D>

YOUR DISPOSABLE EXCELLENCE

Others standards of reference:
European  Directive  93/42/CEE  and  successive integrative modifications (es.. European
Directive2007/47/CE)

Legislative Decree 24.02.1997, n.46

UNI CEI EN ISO 14971:2012 “Application of the a
UNI EN ISO 13485:2012 (“Medical dispositives-S
regulation intent)"

UNI CEI EN ISO 15223-1 ed. 2012 “Symbols used for the labelling of medical dispositives”
UNI EN 1041:2009 (informations accomodated from the costumer of medical dispositives)
MEDDEV 3/93-rev, 2 Headlines about the system of vigilance of medical dispositives

UNI EN ISO 9001:2008 “System of administration for quality —conditions”

MEDDEYV 2.7.1 Headlines about the clinical valutation of medical dispositives

inistration of the dangers of medical dispositives”
tems of administration of quality — Conditions for

04/08/2015 GENERAL MANAGER
(Massimo Mortarotti)

Dispotach srl
Sede produttiva/uffici: 23020 GORDONA (50) Via al piano, 29 - Tel, +39 0343 36711 - Fax. +39 0343 36567
Sede lagale: 23022 CHIAVENNA (50) Via M. Del Grasso| B/12 - e-mail: Info@dispotech.it - www.dispotech.com
Cop Soc. € 100.000.00 Lv. - P. WA DD672170149 - REA. 47213 C.CLAA. dl 50 - Uff. Reg. Imp. 50 00672170149
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4 dinvom * ,L.j o ale 2019 e
" Prin prezentul aviz sanitar se confirma ¢ produceres, utilizares gl desfaceren produseior / echipamentelor
W HECTOMULN CIHLITADNLI S0 e itind T NN, e NI LACTIGLICASHAUIN L DRBALSSLAR MPOMLLY ¢ Dfopydossws
= !
*-_'-," Reactivi de diagnostic — Azopiram pentru(100 ml solutie gata, indicatori pentru controlul sterilitaii,
o pentru sterilizare anexa!

r‘! sunt Regulamentului {lor) sanitar (e) / coonr CavETIAOM) [ Doaremeariy (o) (58 va indica

"- mm-wm“{m  TICVTRCHT FTARMHOSTINEN CONGITRIHOND (hit] pesnasmeam (o) .
"1 Indicajii Metodice nr.29 FT/1683 din 14.05.01, Directiva Europeana 93/42/EEC privind

” dispozitivele medicale

. !

f“ Whh OrigIne | ppasmaseuim Do ASTICEITSE, CPass APOUCw

% Federatia Rusd, ZAO "MEDTEST"
-“.il-' wmm!mmm

% “M-INTER-FARMA" SA, Moldova, Chisindu, str. Grenoble, 23

"‘: Ca temel pentru recuncagterea conformititii produselor Rieg wiul (lor) sanitar (8) mentionat (e) a servit /

o Oowosmmmme drm noudsess Apodisu yeesssuy s oty () DOSRMSATIy (304) NOCyRLIS ¥
8 Demers, contract nr.01/K111 din 11.04.2018, fa uri, pasapoarte de conformitate, legitimatii de inregistra
it st o571 din 16072018, raport pcereilor de laborior . 4226 din 22.07 2019

«  Caracteristica sanitard a produselor / cavamavas saoakimg A ROy .

'-H Parametrii (tactorii) | rosmsmen (dasmage vl sanitar | cavumagsan; ropasamm

. conform raportului incerciirilor de laboratar nr. 4226 din 22.07.2019 .

Domeniu de utilizare | Ofinacme npusses LR

scopuri medicinale




Anexa la Avizul sanitar nr.

din 2019

N Denumirgn 135 ___Firma producitoare, [ara
L. | AZOPIRAM piu 100 mi solutie pats B AU *Mediea” '!mlﬂ-llmkun

2. | Indicator pentru controhul stertiiagil 121015 N 1000 ZAL “Mediest”, | ederutis Husa
3. | Indicator pentns controlul steribithyii 121 2)) N1000 ZAD "Mothest”, Fodetutln Rusa
4. | Indicutor pentru controlal 1341 N 1 ZAD "Mediest”. Federatia Rusa

$. | Indicator pentru controlul 1:|-i-’2',‘iumm ZAD ~“Mediest™_ | ederain Hisa

b, controtul el ZAD “Mediest”, Federatin Rusa
7. ZAO “Mediest™_ T ederatin Rusa

8 £AL "Medwest”, Federatin Rusa

Indicator pentru controlul werilivagii prin fpuri IKPS - 120148 X000 . i
% | EXTERN) ZAU “Medient”, Federitin Rusa
10. rﬁwmmﬂmmrm 132720 N1000 YAD dotuen” Folorsdia Rine
| m}mﬂﬂ lﬁl‘ﬁ-‘-ﬁ—ﬂ!‘.fj—!--_h 2 J’tﬂ"\!ﬁllc-l lu!-..r.imltu:l_
Indicasor pestra controlul sterilitagii pric i IKPS VN 01 - 13220
1 :ﬁﬁwmﬂmuﬁmﬂim TKPS - L3AD N 1000 | 2a0 Mol Inlmiultm
- e

14, Indicator pentrut controlul serilitigii prin per TRPS V301 - 18060 NI000 ZAD “Medient™. ' o R
is. %-ﬂh N30 N1 00 ZAD “Medesr_ | cdermin Rusa
16. | Puchet pentru sterilizare 100x200 N100 ZAD "Mediest” Federatia Rusa
17. | Pachet peniru sterilimre 1 50n250 X100 LA “Medies”, Federatia Rusa
I8, | Pachel pemtna sterilizre 2000300 Nt ZAC “Madies”. Federntin Rusa




VIMEQATECT

EAMET-AOTEERTFF

Popwma NC.1

AQ "Mearect”, 191002, C -Nereplypr, yn. Pasusaman n.rﬁ. nnT Ar.idh. (B12) 5T2-23-958
NACNOPT COPTBETCTBUA
WHankaTop xumuueckui NpUMEHeHUs ANA KOKTPONs

NapoBOMU CTepUNM3aumum

1-"Mearect”-132/20
MUH. (+2) MUH.

{rapa PR
HFHM.EE#"W gosnc
Knacc nenonwenun no FOCT ISO 11140-1-2011 - 4 (MHPronepemeHHpe)
Homep roc. peructpaumm Ne ®CP 2010/09764 ot 26.08 2018, Cepus No | 240919
TY 9398-003-53262326-2008 Lara warorosnesma | 09 2019
Ne nin Noxkazatenu Homepa nyukTos tpeBosanui TY PelyNuTaThi aHanwia
1 & E] 4
Cooreercreme cocrasa
1 xomnnekty HTA 12.1.]1.23, 131,152 cooTEeTCcTAYeET
2 Maprupoexa 14 COOTBETCTEYET
Coortaetcrane rabapuTHibix 124,1258.126.,127.,128.129.
. PaiMepon, BHEWHErO BUAA 1.2.10. iagias et
| YCTORYMBOCTL Kk BolaedcTENO
4 CTEPHARIYIOWHK anTopos B 1.217 cCoOTBETCTHYET
YCNOBMAX OTCYTCTEMA Napa 1
Cooveercrame |
IKCNNYATALUMOHHBIX KAYECTR
5 MHAMKATOPOB B s it 13414, 1215, 1.2.16 COOTBETCTBYRT
IHAYEHHAX
6 Cpox rogHocTu 12.21 CODTBETCTBYET
36 mecatieB ¢ AaTe MIroTCRNEHKS
WenwiTanua, noaeprn npopefent B oBveme NPeANABMTENBCKNX MCNLITEHWA
Jaunovenne
Npoaykuws cooteetcTayer HOPMATHBHLIM TREGOBANMAN, [OAHA K MCNONLIOBANWIO B COOTBETCTENN ©
HadHauenuem u oBnacTLio npuMeHeHUA.
HauanesHwk XTV] { rj M A Boportiukas

Komnnexraumo 8 sodrsercram
C 38KaE1 - HAp nRoBEpMn
Hauars s HOMD yuacTHa




VIMEATECT

EAWMET . AETREFBFPF

AQ "Mearecr”, 181002, C -NMevepBypr, yn. Pasweamas, 4 5 n

@opme MC-1

pr A, nom BH-B2 T ig: (812) 5T2-23-95

NMACNOPT CO

(Mmapka, napameT

HPAM 8327

Pil, PEMUMBI)
§.008 Nc

&

Knace ucrionHenus no FOCT ISO 11140-1-2011 - 4 (MHronepemerisie)

Homep roc. permcTpaumn Ne ©CP 2010/06854 or 26.03, 2018 r Cepwnn Ne | 250919
TY 9398-001-53262326-2009 Oata waroroanexnus |08 2019
::; Mokasatanw Tpabosanun TY PeaynuTaThl aHannia
1 F 3 ] 1
Cooreercrene cocrasa
1 o HTA 1.3.1. _4 COOTBETCTRYET
CooTaeTCTEHE MAPKWPOBKN, T
! 2 | ynasoskn 14,15 cooTBeTCTBYyeT
' 121,123,124 125,128
CooTBeTcTEME BHEWHErD BUAA l :
3 WaMRaTOpGR 127, 1.2.10,.11.2.11.,.1.2.12,, 1.2.13., COOTBETCTBYET |
'. 1214 ] -
' YCTORYMBOCTE K BO3ASACTEMIO |
4 CTEPHNUIY OWMX (PaKTOPOB B 1.217. COOTBETCTBYET
YCNOBMAX OTCYTCTEMA Napa .
CooTeeTcTane |
IKCNNYATAUMOHHLIX KANECTE
5 WHAMKATOPOS 8 P o 1.2.18f 1.219,1.2.21 cooTBETCTBYET
IHAYEHMAX
8 1.2.28
Cpox roguocTy 38 uselc p i coorsercreyer

UcneiTanna, nosepkun npoeegensl B ofiveme NPdALABUTENBCKMX UCNBITAHMIA

JaknwoueHne

Mpodykyun coomeemcmeyem HOPMaMUBHLIM Mp:
ISO 11140-1-2011, 200Ma K UCNONLIOBAHLIO @ COON
npuMeHeHUs.

HavaneHuk XTY

uam, TY 9398-001-53262326-2009, FOCT
emcmeuu ¢ HainadYenuem u oGnacmer

f’-" _,_.Ff
. '.--‘{"'-/f" M. A. BopoTHulkan

Komnnexraumo 8 TCTEMM R

€ 3aKa3 - HapRAOM pAn - fﬁﬁjj”j .
HavansHuk ynakosoy ; W.H. Hevaesa
Ornyck paspewmn :

HauanbHuk nponasogcTea AE. Xopes




VIMEOTECT

CANEY AETYEPREPF

AC "Megrect”, 181002, C -MerepSypr, yn. Paaweswan, 4. 5, 1

T AT i

Popuma NC-1

(812) 5T2-23-95

NACNOPT COQ

TBETCTBUA

WMHaukaTop x

MAYECKAR

ANRA KOHTPONA Naposoi ctepunwagumy MKNC-"Megrecr”-132/20

(nepaweTpel |pexnme)
HPWMM. 832718.007NC
Knacc ucnonsensus no MOCT ISO 11140-1-2011 — 4 (MHpronepemenHbie) e
Homep roc. peructpaumuu Ne ®CP 2010/06854 or 26.03 P018r. Cepwn Ne
TY 9398-001-53262326-2009 Nata wsrotosnexns | *0 2019
::: Mokazatenn TpebGopanun TY PeaynikTatel asanwaa
— 1 2 3 d
CooreeTcTEKe cocTasa
1 komnnexty HTA 1.3.1. cCoOTEBETCTBYeT
2 Mapkuposka 14 COOTBETCTBYET
CooTEeTCTEWME BHEWHErD BUOA, 1.21,123,.124-1286.,1.27.,
’ OKPACcKW ITANoHa 1218, 12,18, 1.2.21, e e il o)
YCTORYMBOCTE K BOILEACTAMIO b
4 pin nay " 1217, 122 cooTBercTeyer
CooreercTaue
INCMNYATAUMOHHLIX KAYecTn
§ @ Topos 8 wie " 1.2.18. cooTBeTCTBYET
IHAYEHWURX
-} Cpok rogwocTu 12.25 cooTBeTCTBYeT
36 mecAueH ¢ QATH MArOTOBNEHWS
WcneiTakus, nosepku nposegeHsl B o6beme NPRALABUTENECKUX MCNLITAHURA
JaknodeHuwe.
MPodyKyus cOOMEEMcmeyem HOPMamueHsiM mpdGosanusM, 200Ha K UCTIONBIOEAHUIO 6
coomeemcmeuu ¢ HasHaveHuem U o6nacmeo eHeMUR.
Havaneuwe XTY % A BopoTHwukan

Ornyck paapewmn

Komnnextauwo B TBHW
C 3a@) - uapn.u:i?z;n
Havarnsmm yna HOMD

HavaneHuk npousedacraa




EC CER
AT SE

According to Annex Il of the Dire
93/42/AT Tibbi Cihaz

Full Quality
Tam Kali

Certificate Num
Sertifika Numarasi

Nurteks Tekstil ve Medi
Head Office
Merkez:

IFICATE

RTIFIKA

ctive 93/42/EEC on Medical Devices
Yonetmeligi Ek II've gbre

surance System

Glvencesi

: 2195-MED-1412002

Branch Office  Orug Reis Mah. Tekstikent Cad. Teksiilkent Sitesi B Blok

ISube; No:12

Product(s);

; Sterile Disposable Surg
Urtingler)

Steril Tek Kullanimiik Ce

Reference Report No:
Referans Rapor No

Szutest, Notified Body 2185, dedares thal the aforame
according fo Annex || (excluding section 4), Section 3 of the dir
covers those aspects of manufacluring concemed with secur
conforms to the provisions of this Directive. The approved quali
Directive 93/42/EEC and unannounced audits.

Szutest must be infarmed of any significant changes in t

Uretici, drinterinin lassrminda ve yapisinda geigekiegli

This EC certificate
Bu AT Sertifikas) 202

lssue Date/Yayin Tarihi: 2014-04-30
Revision No.! Revizyon Na.:

Revision Dale/ Revizyon Taribi:  2019-04-29

04 Recertification/ v

Kapi No:031 ve 034 Esenler / Istanbul Turkiye

| Drape, Gown and Drape Sets
hi Ortt, Onitik ve Ortii Setleri

MMO403-P005-R01, MMIM03-P0O0S5-R02

tioned manufacturer has implemented a quality assurance Syslem
tive BIM2/EEC on medical devices. This quality assurance systam

and maintaining safe conditions of the respective product{s) and
system is subject to surveillanca pursuant to Annex ||, Section 5 of

dasign and/or construction of the product{s].

valid till 2024-04-28,
28 tarihine kadar gegeriidir,

SZUTEST UYGUNLUK DEGER

Tatlsy Makalles 5k

AkiF lmamn

Szutesk com.tr

LENDIRME A.S.
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AT UYGUNL

EC DECLARATION OF CONFORMITY

IMALATCT | MANUFACTURER

: NURTEKS TEK

ADRES (Uretim-Merkez)

Address (Head Quarter) No: 124

TELEFON / Telephone

TELEFOMN / Telephone

FAKS [/ Fax 1490212 43802 4

SINIFLANDIRMA

: MDD 93/42/EECT
Classification

Medical Device Dir

UYGUNLUK DEGERLENDIRME
Conformity Assesment MDD 93/42/ EE
EK II-Tam Kalit

Annex II-Full @

URON ADI /Product Name : STERIL TEK KUL

STERILE DISPO

GMDN KODU / GMDN Code : 47783

: Kbskilcesme Mah,

Gehze / KOCAEL] /

: 490 262 646 50 &

FAKS [/ Fax 490 262 642 67 0
ADRES /(Sube) : Orug Reis Mah, Tel
Address/(Branch) B Blok MNo:12/A Ic

: 450 212 438 02 4§

: MDD 93/42/EEC]

%

K BEYANI

TiL VE MEDIKAL SAN. DI§ TiC. A.S.

Yeni Bagdat Cad.

TURKIYE

Estilkent Cad. Tekstilkent Sitesi
Kapr No: D31 ve 034

Esenler / ISTANBUL / TURKIYE

v

bbi Cihaz Direktifi- EK IX, Kural 1, SINIF Is, Steril
ctive 93/42/EEC-Annex IX, Rule 1, Class Is, Sterile

Tibbi Cihaz Direktifi-

C Medical Davice Directive
Glivence

lity Assurance System

NIMLIK ORTU VE ORTU SETLER]
LE DRAPE AND DRAPE SETS

¥

URDNLERIN, TALIMATLAR KURULU TIBBE CIHAZLAR KARARNAM

WE HEREWITH DECLARE THAT THE PRODUCT LIST MEET THE PRO
DEVICES. ALL SUPPORTING DOCUMENTATION IS RETAINED UNDER

BEYAN EDERIZ. DESTEKLEVICE TiiM BELGELER URETICININ TESISLERINDE BULUNMAKTADIR.

ety '-,:;'—:{Ef
i 93/42/ AT iciN GEREKLI-SARTLARA UYGUN OLDUGUNU

10ONS OF THE COUNCIL DIRECTIVE 93/42/EEC FOR MEDICAL
E PREMISES OF THE MANUFACTURER.
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