Digitally signed by Palii Nina
Da%e: 2019.02.28 17:20:58 EET
Reason: MoldSign Signature

Location: Moldova Formylarul ofertej 3.1)

[Ofertantul va completa acest formular in conformitate cu instructiunile de mai jos. Nu se vor
permite modificdri in formatul formularului, precum si nu se vor accepta inlocui
ri in textul acestuia.]
Data depunerii ofertei: 28.02.2019
Catre: IMSP Spitalul Clinic de Psihiatrie
SA “M-INTER-FARMA” declarj c3:
a) Au fost examinate §i nu existd rezervari fatd de documentele de atribuire, inclusiv modificirile nr.

a) SA “M-INTER-FARMA” se angajeaza sd furnizeze/presteze, in conformitate cu documentele de
atribuire si conditiile stipulate in specificatiile tehnice si pret, urmitoarele bunuri si/sau servicii
Consumabile, dezinfectanti si reactivi pentru anul 2019

b) Suma totald a ofertei f3ri TVA constituie:

106 448,78 (o0 suta sase mii patru sute Patruzeci si opt lei 78 bani)
Suma totald a ofertei cu TVA constituie:
116 465,20 (o sut3 saisprezece mii patru sute saizeci si cinci lei 20 bani)

¢) Prezenta oferts va rimine valabild pentru perioada de timp specificata in FDA4.8., incepind cu data-
limitd pentru depunerea ofertei, in conformitate cu FDA5.2,, va ramine obligatorie si va putea fi
acceptatd in orice moment ping la expirarea acestei perioade;
Tn cazul acceptdrii prezentei oferte, SA “M-INTER-FARMA” se angajeaza s3 obtini o Garantie de
bund executie in conformitate cu FDA7, pentru executarea corespunzdtoare a contractului de
achizitie publica.

d) Nu sintem in nici un conflict de interese, in conformitate cu punctul IPO5.4.

e) Compania semnatard, afiliatii sau sucursalele sale, inclusiv fiecare partener sau subcontractor ce fac
parte din contract, nu au fost deefardte neeligibile in baza.prevederilor legislatiei in vigoare sau a
regulamentelor cu incident3 in eniul achizitiilor publice, in tgj'nf_o'_'rm\itate cu punctul IPO5.5,

3006265

g Ji LS
[semndtura perso@}éutoﬁiﬁte pentru semnarea pfe.ftei]_ SMA It

Semnat:

Nume: Palii Nina AN
In calitate de: jurst NSy
Ofertantul: SA “M-INTER-FARMA” '

Adresa: mun. Chisinau, str. Grenoble 21

Data: 28.02.2019



.

: oferta la procedura de achizitie publica

—————————————————————————————————————————————————————————————— +_——_—_—
ORDIN DE PLATA NR.:117 TIP.DOC. 1

DATA EMITERII: 20 Lebruarie

2019
PLATITI: 1100 - 00 LEX : Una mie una suta de LEI si 00
BANI
PLATITOR (R)M Inter-Farma SA CODUL IBAN: MD37EN000000022245246845

CODUL FISCAL: 1003600005263

PRESTATORUL PLATITOR B.C.*ENERGBANK'S.A.

=
BENEFICIAR (R)SPITALUL CLINIC CODUL: IBAN: MD%W0225117W37MDL
de Psihiatrie IMSP CODUL FISCAL: 1003600150554

PRESTATORUL BENEFICIAR B.C.'VICTORIABANK'S.A.

DESTINATIA PLATII Plata pt garantia pentru TIPUL TRANSFERULUI

NORMAL/URGENT :N
nr.21005393 din 27.02.2019. Fara TVA.

I T L T T T

CODUL: TRANZACTIEI:001 :
DATA PRIMIRII: :

DATA EXECUTARII: :

: SEMNATURILE
: EMITENTULUTI

SEMNATURA PRESTATORULUTI : Internet-Banking:
MOTIVUL REFUZULUI
L.S.
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FORMULAR INFORMATIV DESPRE OFERTANT (F3.3)

[Ofertantul va completa acest formular in conformitate cu instructiunile de mai jos. Nu se vor
permite modificdri in formatul formularului, precum §i nu se vor accepta inlocuiri in textul
acestuia. |

Data: 28.02.2019

Licitatia publica nr. ocds-b3wdp1-MD-1550225555324

Pagina 1 din 2

A. Ofertanti individuali

1.

Informatii generale

1.1.

Numele juridic al ofertantului

SA . M-INTER-FARMA”

L2

Adresa juridicd a ofertantului in
tara inregistrarii

mun.Chisinau, str.Grenoble, 23, 21 MD-2025

1.3.

Statutul juridic al ofertantului

Proprietate

Privata

Formd de organizare juridica

SA

Altele

INDO 1003600005263

1.4.

Anul inregistrarii ofertantului

12.05.1994

1.5.

Statutul de afaceri al
ofertantului

Producator

Agent local/Distribuitor al
producédtorului strdin

Agent local/Distribuitor al producitorului striin

Intermediar

Companie de antrepozit

Altele

1.6.

Informatia despre
reprezentantul autorizat al
ofertantului

Numele

Palii Nina

Locul de munca si functia

SA . M-INTER-FARMA”, jurist

Adresa

Telefon / Fax

022/904-007, 904-006

E-mail

nina@minterfarma.md

1.7.

Numaérul de inregistrare pentru
TVA

0207934

1.8.

Numarul de identitate al
ofertantului pentru impozitul pe
venit (pentru ofertantii striini)

1S

Ofertantul va anexa copiile
urmitoarelor documente:

Conform FDA.

Informatii de calificare

Numirul de ani de experienta
generald a ofertantului in livrari

24 ani




de bunuri si servicii

2.1. | Numirul de ani de experienti 25 ani
specificd a ofertantului in
livrarea/prestarea bunurilor si/sau
serviciilor similare

2.2. | Valoarea monetara a livrarilor de | /i indicafi valoarea/valoarea cumulatd conform IPO
bunuri similare pe parcursul 11.1 (a) sau “Nu se aplicd”, dacd aceastd informatie
perioadei prevazute in IPO 11.1 nu se cere]
(a)

2.3 | Disponibilitate de resurse 147 503.21
financiare (bani lichizi sau capital
circulant, sau de resurse creditare,
extras din cont bancar etc.).
Enumerafi §i anexati copiile
documentelor justificative

2.4 | Detalii privind capacitatea de [indicati “Nu se aplica”, dacd aceasti informatie nu
producere / echipamente se cere]
disponibile

3. Informatii financiare

3.1. | Rapoarte financiare sau extrase din bilanful financiar, sau declaratii de profit / pierderi,
sau rapoartele auditorilor pentru ultimul an de activitate. Enumerati mai jos si anexati
copii

3.2. | Denumirea, adresa, numerele de telefon, telex si fax ale bancilor care pot oferi
caracteristici despre ofertant in cazul contactiirii de catre autoritatea contractanti

3.3

Informatie privind litigiile in care ofertantul este sau a fost implicat:

a) Orice proces pe parcursul ultimilor 3 ani:

Cauza litigiului

Rezultatul sau sentina si suma implicata

b) Procese curente, pe parcursul anului fiscal curent:

Cauza litigiului

Situatia curenti a procesului

Notd: Alte cerinte i detalii pot fi addugate de citre autoritatea contractantd, dupd caz

B. Partenerii individuali ai Asociatiei

4.1. | Fiecare partener al Asociatiei va depune toata informatia solicitata in formularul de maj
sus, in compartimentele 1-3.

4.2. | Anexati procura/imputernicirea pentru fiecare semnatar autorizat al ofertei in numele
Asociatiei.

4.3,

Anexati acordul semnat intre tofi partenerii ai Asociatiei (care va purta caracter
obligatoriu in mod juridic pentru toti partenerii).

Notd: Alte ceringe i detalii pot fi addugate de cditre autoritatea contractantd, dupd caz.

-




Declaratia privind conduita etica si

neimplicarea in practici frauduloase si de corupere (F3.4)

[Ofertantul va semna §i va include aceastd declaratie in oferta depusd. Declaratia semnatd va fi
de asemenea inclusd in contractele ofertantilor cistigdtori. Nu se vor permite modificdri in
Sformatul formularului, precum §i nu se vor accepta inlocuiri in textul acestuia. |

Data: 28.02.2019

Licitatie publicd nr. ocds-b3wdpl-MD-1550225555324

Catre: IMSP Spitalul Clinic de Psihiatrie

SA”M-INTER-FARMA” confirma prin prezenta ca:

1.

2.

4,

Semnat:

Nume: Palii Nina '

Nici unul dintre angajatii, companionii, agentii, actionarii, consultantii, partenerii nostri sau rudele
sau asociati ai lor nu este in relatii care ar fi putut considerate ca un conflict de interese, conform
prevederilor din documentele de atribuire.

in cazul in care vom afla despre faptul unui conflict potential, vom raporta imediat informatia
respectivd catre autoritatea contractanta.

Nici unul dintre angajatii, companionii, agentii, actionarii, consultantii, partenerii nostri sau rudele
sau asociatii ai lor nu a fost angajat in practici de corupere, escrocherie, complotare, constringere
sau alte practici anticoncurentiale in procesul pregatirii ofertei din cadrul prezentei licitatii, conform
prevederilor din documentele de atribuire, punctul [PO10.

Tn legdturd cu procedura respectiva de licitatie si cu orice contract care, eventual, ne va fi adjudecat
ca rezultat al acesteia, nu au fost, nici nu vor fi efectuate nici un fel de plati citre angajatii,
companionii, agentii, actionarii, consultantii, partenerii nostri sau rudele lor, care sint implicati in
achizitia publicd, implementarea contractului si aprobarea platilor contractuale in numele autoritatii
contractante. o

v -~
77
/

N

Functia in cadrul companiei: jurist

Denumirea companiei: SA”M-INTER-FARMA” _\_{"_.L.S.



DECLARATIE

privind situatia personald a operatorului economic (F3.5)

Operator economic
SA ,M-INTER-FARMA”

Subsemnatul, Palii Nina reprezentant imputernicit al SA »M-INTER-FARMA” in calitate de
ofertant/ofertant asociat declar pe propria rispundere, sub sanctiunea excluderii din procedura de
achizitie publicd si sub sanctiunile aplicabile faptei de fals in acte publice, cd nu ma aflu in situatia
prevazutd la art. 18 din Legea privind achizitiile publice nr. 131 din 03.07.2015, respectiv in ultimii 5 ani nu
am fost condamnat prin hotdrare definitivi a unei instante judecatoresti pentru participarea la activitati
ale unei organizatii criminale, pentru coruptie, frauds si/sau spalare de bani.

Subsemnatul declar ¢ informatiile furnizate sunt complete si corecte in fiecare detaliu si inteleg c3
autoritatea contractantd are dreptul de a solicita, in scopul verificarii si confirmarii declaratiilor, orice
documente doveditoare de care dispun.

Subsemnatul, Palii Nina reprezentant imputernicit al SA »M-INTER-FARMA”, in calitate de
ofertant/ofertant asociat, la procedura de Licitatie publica nr. ocds-b3wdp1-MD-1550225555324 pentru
atribuirea contractului de achizitie publici avand ca obiect achizitionarea Consumabile, dezinfectanti si
reactivi pentru anul 2019, Codul CPV: 33600000-6, organizata IMSP Spitalul Clinic de Psihiatrie, declar pe
propria raspundere c3:

a) nu am intrat in faliment ca urmare a hotararii judecatoresti;
b) mi-am indeplinit obligatiile de plati a impozitelor, taxelor si contributiilor de asigurri sociale;
c) nu am fost condamnat, in ultimii 3 ani, prin hotdrérea definitivd a unei instante judecdtoresti,

pentru o faptd care a adus atingere eticii profesionale sau pentru comiterea unei greseli in materie
profesionalg;

d) toate informatiile si documentele prezentate pentru procedura de achizijie mentionats mai sus
sunt veridice si autentice;

e) nu suntem inclusi in Lista de interdictie a operatorilor economici.
Subsemnatul declar c¢d informatiile furnizate in scopul demonstrarii indeplinirii criteriilor de
calificare si selectie sunt complete si corecte in fiecare detaliu si inteleg ca autoritatea contractanti are

dreptul de a solicita, in scopul verificarii si confirmarii declaratiilor, orice documente doveditoare de care
dispun.

Inteleg ca in cazul in care aceast3 declaratie nu este conform3 cu realitatea sunt pasibil de
incdlcarea prevederilor legislatiei penale privind falsul in declaratii.

Data completdrii: 28.02.2019

_Operator E}OW
g ?ﬁ”M—I ‘ % ARMA» p
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" & tel. 022-266-256

AGENTIA SERVICII PUBLICE

)éﬁaﬁanﬁentul*ime'gistrare si licentiere a uniftﬁilqﬁﬂe.d_rept

6 EXTRAS

~ din Registrul de stat al persoanclor juridice

nr. 17469 din 01.11.2017

Denumirea completa: SOCIETATEA P E ACTIUNI «M-INTER-F ARMA> .
- Denumirea prescurtata: «M-INTER-FARMA» S.A. .

Forma juridica de organizare: Societate pe Actiuni.

Numiirul de identificare de stat st codul fiscal: 1003600005263,

 Datainregistrarii de stat: 12.05.1994, 4

Sediul: MD-2028, str. Grenoble, 23, mun. Chiginiiu, Republica Moldova.

~ Obiectul principal de activitate:

1 Practica medicala;

2 Comertul cu ridicata al produselor agricole brute i animalelor vii;

- 3 Comertul cu amanuntul al produselor farmaceutice;

4 Comertul cu ridicata al produselor farmaceutice;

S Activitatea farmaceutici; "

6 Alte activitati de asistenti medicala;
7 Comertul cu aminuntul in magazine nespecializate, cu vinzare predominanti de
- produse alimentare, biuturi si produse din tutun;

8 Practica stomatologici;

9 Comertul cu ridicata al parfumurilor si produselor cosmetice;

10 Importul, fabricarea, comercializarea, asistenta tehnici gi (sau) reparatia

~ disporzitivelor medicale si (sau) a opticii;

11 Importul si (sau) fabricarea, depozitarea, comercializarea angro a substantelor si
materialelor chimice, toxice, articolelor si produselor chimice de menaj.

Capitalul social: 5160000 lei L hee ' ' i

- Administrator: MATEI VASILE,

 Specialist princi;.j:)éi!_

g



INTER-FARMA™ S.A., cod fiscal
MDS?E,N00000002224524684S in Lei MD.

Banca Comerclald LENERGBANK" Socletct .
Republica Moldova, MD-2001, mun. Chisindu, s, ;gwekgcggg
tel.: +{373 22) 544-377, 858-000; fax. +(373 22) 858-080
www. energbank.comy;, e+mall: office@energbank.com
IDNO 10036&30080“15‘?, cod TVA 0202040
204_% cod 1BAN: mmwmmzb?ﬂm: %fm
Capifal sockal - 100 000 000 fel MD

SMAINTER-FARMA® S.A.

MD-2028, mun. Chigindu, str. Greanoble, 23

Prin prezenta B.C. “ENERGBANK” S.A. (codul bancii ENLEGMD22). conlirma ¢t M-
1003600005263 detinc  codul IBAN
Dolari SUA. EURO. Ruble Ruse. Hrivne

Ucrainene, Lire Sterline si Franci Elvetienl.

Contabil sef adjunct -

Sef Directie Monitorizarea Tranzaetiil Vitalic Bulgaru




Anexa nr.7 la Instructiunea
aprobati prin ordinul IFPS
ur.'400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national
Nr. | A1908530 din | 55022019

1. Destinatar / Noaysatens

; ACHIZITII PUBLICE

2. Date despre contribuabil / Uadopmaums o nanoronnarensmmuke

Denumirea Codul fiscal / Num%rul de identiﬁcarem
HanMeHoBaHHE ©uackanbHHi xof / MaeHTH puKauyoHHbLH HOMED
|M-INTER-FARMA S.A. 1003600005263 |

Adresa sediului de bazi (strada, numiirul)

Codul - Denumirea localititii
AJlpec OCHOBHOTO MECTOPACTIONOKERNS (YNHLa, HOMEp)

Koz - HarMcHO0BaHWE HACENERHOTO yHKTA

[0130-SECCENTRU |

|Gre1mble nr.23

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /

[TonTeepxaeHHE OTCYTCTBHA HIIM HATMUKS HEAOWMKY COTVIACHO JAHHBIX AsroMarnsnpoeannoit UHbopMaunonHoid
Cucremel

La data emiterii prezentului certificat restanta la bugetul public national constituie/ Ha Jiaty

BBIJA4H JaHHOMN CTIPABKM HEAOMMKA Heped HALMOHAIBHEIM HySIHYHEIM GIOIKETOM COCTABIAET:
0,00 lei/neir. '

4. Valabil pina la / Jeiicreureney no 12.03.2019

5. Autentificarea organului fiscal / TIoaTBep:KI€HME HATOOBOTO oprada

Jffh/ ____ VIORICA CAUS

g Semadtseen Thosece

Numele 5 preaumele/Qavatai v nrs

byfabilulul”// 25,02.2019 ora 12:20:41
fcjal 72/77/399, 28.03.2014)
- NOTA (0,00)

Este extras din Sistemul Informational al SFS SIA ,Contul curent al.cor '

N

cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.0312014
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EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60117020 0001

Report No.: 26300232 005
Manufacturer: ZARYS International Group

Spolka z ograniczona

odpowiedzialnoscia

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

Products: (see attachments for products and sites included)

Replaces EC Certificate, Registration No.: DD 60100191 0001

Expiry Date; 2019-06-08

The Notified Body hereby 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 an: 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 Iib and class 1ll devices covered by this
certificate an EC type-examination certificate according to Annex Ill is required,

Notified Body
Effective Date: 2017-03-07

Date: 2017-03-07

Dr. K. Kluge ¢ f

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg

TUV Rheinland LGA Products GmbH is a Notified B

concerning medical devices wit ,th%& 7
oty

according to Directive 93/42/EEC
fication number 0197,




TUV Rheinland

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60117020 0001

Report No.: 26300232 006
Manufacturer: ZARYS International Group

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

Products included:

- SBterile

and non-sterile cutting gauze

- Non-sterile dressing gauze

- Sterile

and non-sterile gauze swabs

{with or without X-ray thread)

- Sterile

(with X-

- Bterile

and non-sterile gauze lap sponges
ray thread/ with X-ray chip)
and non-sterile gauze bhalls

(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 threaq)

- Sterile
- Sterile

- Sterile
- Sterile
- Sterile

Paraffin gauze dressings
three-way stepcocks

transfusion sets for single use
infusion sets for single use
extension tubes for infusion pump

~ Notified Body

A0 el 4

TUVRheinland

Doc. 1/6, Rev,

Maciej Sciera(

2




Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

TUV Rheinland e

LGA Products GmbH
Tillystrafe 2, 90431 Niirnberg

DD 60117020 0001
26300232 006

ZARYS International Group
Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Poland

- Sterile endotracheal tubes

- Sterile tracheostomy tubeg

- Sterile breathing circuits

- Sterile catheter mounts

- Non-sterile anaesthetic masks
- Sterile laryngeal masks

- Sterile oxygen mascks

- Sterile Multi-vent masks

- Sterile non-rebreath masks

- Sterile nebulizer masks

- Sterile nasal oxXygen cannulas
- Sterile nebulizer sets

- Sterile oxygen tubing

- Sterile suction

catheters

- Sterile abdominal drains

- Sterile feeding
- Sterile stomach
- Sterile urology

tubes
and ducodental tubes
catheters

- Sterile surxgical suction setsg

= Sterile surgical suction cannulas

- Sterile

TUVRheinland

2/6, Rev. 2
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TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60117020 0001

Report No.: 26300232 006
Manufacturer: ZARYS International Group

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

Poland

Products included:

- Sterile
- Sterile
- Bterile
Sterile
Sterile
Sterile
Sterile
Sterile

] 1 ! I

insulin syringes
tuberculin syringes
hypodermic needles
insulin pen needles
blood lancets

IV cannulas
needle free valves
surgical gloves

Doc,

TUVRh_e_inla%

3/6, Rev. 2

S
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TUVRheinland

TUV Rheinland W WSy e
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate ;
Registration No.: DD 60117020 0001
Report No.: 26300232 006
Manufacturer: ZARYS International Group

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

Poland

Products included:

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

- Adhesive cannulla fixation dressings

- Adhesive wound dressings

- Eye pads

- Incise films

- Transparent film dressings !
- Foam dressings |
- Absorbent wound dressings
- Surgical gowns |
- Surgical drapes

- Sets of surgical drapes
- Fluid collection pouches
- Nelaton catheters

Notified Body

D IR
/ Ldﬂ.—;fw;lciej Sciera/

Date: 2018-01-25
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Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

4 ®
TUVRheinland

TUV Rheinland i Al R
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

DD 60117020 0001
26300232 006

ZARYS International Group
Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Poland

- Vaginal speculums

- Cervical brushes

- Urine bags

- Tongue depressors

- Guedel airways

- Intubation stylets
- Endotracheal tube holders

- Suction tubes

- Withdrawal cannulasg
- Alginate dressings

- Cannula stoppers

- Umbilical cord clamps

Date: 2018-01-25
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L TUVRheinland
TUV Rheinland R S S
: LGA Products GmbH
TillystraBe 2, 90431 Niirnberg
|
: Attachment to |
Certificate :
Registration No.: DD 60117020 0001 |
Report No.: 26300232 006 ;
Manufacturer: ZARYS International Group |
Spolka z ograniczona I
odpowiedzialnoscia |
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland _
i
Sites included:
ZARYS International Group
Spolka z ograniczona odpowiedzialnoscia |
spolka komandytowa
ul. Gustawa Eiffel'a 15 |
44-109 Gliwice i
Poland
2l Activity: Production |
L :
éé
é
& Date: 2018-01-25
0




EC CERTIFICATE

AT SERTIFIKA

According to Annex Il of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz, Yénetmeligi Ek Il've gére

Full Quality Assurance System
Tam Kalite Giivencesi

Certificate Number: 2195-MED-141 2002

Sertifika Numarast

Manufa"{::turer: Nurteks Tekstil ve Medikal Sanayi Dig Ticaret Anonim Sirketi

Uretici Head Office Koskli Cegme Mah. Yeni Bagdat Cad. No'124 Gebze/Kocaeli
Merkez: Tirkiye !
Branch Office  Orug Reis Mah. Tekstilkent Cad. Tekstilkent Sitesi B Blok
/Sube; No:12A/031/034 Esenler/istanbul Tirkiye

Product(s): Sterile Disposable Surgical Drape, Gown and Drape Sets

Uriinfler) Steril Tek Kullanimiik Cerrahi Ortd, Oniiik ve Orti Setleri
Sterile Disposable Powder and Powder-Free Surgical Latex Gloves
Steril Tek Kullanimiik Pudral ve Pudrasiz Cerrahi Lateks Eldivenler

Reference Report No: 2195-MED-1404008 , 2195-MED-1 502010

Referans Rapor No

Szutest, Notified Body 2195, declares that the aforementioned manufactur
Iexcluding section 4), Section 3 of the directive 93/42/EEC

2195 kimiik numaral Onaylanmig Kurulug Szutest, yukarida belirtilen dreticinin 93/42/AT Tibbi Cihaz Yonetmeligi EK li(madde 4 harig) madde
3'ne gbre bir kalite yonetim sistemni uyguladigini, bu yonetim sisteminin yonetmeligin sadece bahsi gegen drindn dretiminin giivenlik ve steril
kosullarini saglama ve devam eftirme | bu kalite yénetim sistemi, 93/42/AT Tibbi Cihaz

le ilgili gerekiililerin kargiladigini beyan eder. Onaylanan
Yonetmeligi EK Il, Madde 5% gore periyodik olarak gozetime ve habersiz saha denetimlerine tabidir
gerceklestirdigi nemii degisikiikleri Szutest's bildirmek zorundadr,

Urstici, aranferinin tasariminda ve yapisinda

This EC certificate is valid till 201 9-04-29,
Bu AT Sertifikasi 2019-04-29 tarihine kadar gegerlidir,

Issue Date/Yayn Tarini: 2014-04-30
Revision No./ Revizyon No.: 02
Revision Date/ Revizyon Tarihi: 2016-07-28

o

FR.MED.33 R:03 SLUTEST Taknile Konteol ve Balgalendirma Mizmetlard Tie, Lsd. Sii.
SEUTEST Ploza, Noto Yalu Cd. Cums 8k, Mo:7 Urnraniye, ISTANRLI, TEmuive
Tak +90 216 - 449 456 46 Boke: 90214 469 46 67 info@anutest com. i | eww.stiteshcnmutr




NURTEKS TEKSTIL VE M

ADDRESS:- KOSKLU CESME MAH.YENI BAGDAT CAD.NO:124
GEBZE-KOCAELI-TURKEY

Certify that the quality management system of the above organisation has been
audited and found to be in accordancewith the reguirements of standard detailed below.

ISO 13485:201

_'i-'_P\-RODUCT!ON OE_DISPOSABLE; STERILE SURGICAL GOWNS AND DRAPES, NONSTERILE GOWNS
AND DRAPES, SUR_GICAL_GLOVES

‘SALE OF DISPOSABLE STERILE PRODUCTS; {SURGICAL GLOVES, WOODEN TONGUE BEPRESSOR,
SURGICAL BLADES, FLOWMETER, INFUSION (SERUM)SET. URINE BAG, BLOOD TRANSFUSION SET,
BLOOD LANCET)

‘SALE OF DISPOSABLE NONSTERILE PRODUCTS; (EXAMINATION GLOVES, PE GLOVES, MASK, CAPS,

'SHOE'rGGVER, WOODEN TONGUE DEPRESSOR, UNDERPADS, GOWNS AND DRAPES, NON-WOVEN prp
FABRICS)

Certificate No:- QACS-13485-TUR-NTV-0632

This certification was conducted in accordance with the QA Certification Services Put.

_ Lid, auditing and
Certification procedures and it is remain valid subject to annual surveillauce

audifs.

; Certificate Issue Date : 9th January 2017 Certificate Expiry Date : 8th January 2020
Date of Initial Registration: 9th January 2017 Certificate Expiry Date:- 3 Years

F‘pi%h_gzg clarification regavding the scope of this certificate of 150 13485:20
: R bymnsulﬂn_g_the organization

T Check the certificate validity please
Refer Web:- (www. acérﬁﬁcatim. i be !

12 requirements may be obtaineg

2sia) or call at given num

i




THE REPUBLIC OF TURKEY
MINISTRY OF HEALTH
(Turkish Medicines and Medical Devices Agency)

Tt BoC v
B e S

Date of issue : 22 April 2016

TO WHOM IT MAY CONCERN

W HEALTH CERTIFICATE

Free Sales Certificate
4
Medical devices, which are in the scope of Medical Devices Directives, listed additional page(s),
supplied to the market by “NURTEKS TEKSTIL VE MEDIKAL SAN. DIS TiC. A.S. (K.CESME M. YENI
BAGDAT C, No:124 GEBZE/KOCAELI/T URKIYE)" are freely sold in the Turkey and European Union and  {]
exported to other countries.
4
This certificate expires after 12 months from the date of issue.
4
Sincerely Yours
. .',:-—.?M‘;\, i
Yalgin SOYSAL, MD, ", 4
Head of Medical De _c&;{)epa"ggqem
s
sl o i, S
g 4 ;&%ﬁ’\ efj"g,
by pue
b i ”
/il 3G
(715263 I NN 4'
.S WA
i Turkish Madicines and Medical Devices Agency 06520 Carnkaya-Ankara-TURKIYE HE i i
Phone:+90 312 218 30 00 Fax: +90 312 218 30 59 \\\‘E 3
Note:Please determine the section code, reference number and date in your answers htip:\hrww, n‘fqﬁ:égg;/
T —— T — Page 1/3 NS




PRODUCT LIST

Barcode Label Name Trade Name GMDN Code  Ref. Number
L4 8698898290447 PATIENT GOWN SHORT SLEEVE ( SIZE X-SMALL) BROCUE 35002
§698898290454 PATIENT GOWN LONG SLEEVE ¢ S171 X-SMALL)  BROCHT: 33092
4 X698898200836 SURGICAL UNIVERSAL SET- DISPOSABLE BROCHE 35531
8698898290843 SURGICAL LAPARASCOPY SET - DISPOSARLL BROCHE 33531
N 8698898290013 SURGICAL ANGIOGRAPHY SET - DISPOSABLL BROCHE 35531
{ 8698598290959 SURGICAL CAESAREAN SET- DISPOSARI 2 BROCHE 35531
8698898290973 SURGICAL DELIVERY SET-DISPOSABLE BROCHE 35531
8698898291017 SURGICAL T.UR. SET - DISPOSABLE BROCHE 35531
8698898291024 SURGICAL ENCT. SET - DISPOSABLE BROCHE 35531
d $693898291 048 SURGICAL ARTHROSCOPY SET WITH BROCHE 33531
LATEX - DISPOSARLI
4 8698898291062 SURGIAL HIP SET WITH LATEX - DISPOSABLE BROCHE 35531
8698898261086 STANDARD SURGICAL GOWN - DISPOSABLE BROCHE 35778
§698898291 109 REINFORCED STERILE SURGICAL BROCHE 35778
GOWN - DISPOSABLE:
§ 8698898201185 SURGICAL DENTAL IMPLANT SET- DISPOSABLE ~ BROCHE 3553]
ol 5698395291567 SURGICAL ARTHROSCOPY SET WITH BROCHE 35531 24015505100
! POUCHE- DISPOSABLE
| 8698898291611 'SURGICAL OPHTALMIC SET - DISPOSARL T BROCHE 35531
8698898291659 SURGICAL GYNAECOLOGY SET - DISPOSABLE  BROCHE 35531 24015536100
Iy ;;_' 8698398291697 SURGICAL ANGIOGRAPHY ST - | DISPOSABLE  BROCHT: 35531
W 5698598292495 STERILE LATEX SURGICAL GLOVES - POWDER BROCHE 40543 TGSTELPSIZ65
; FREE ( SIZE: 6,5)
| 569889829250 STERILE LATEX SURGICAL GLOVES .. POWDER  BROCHE 40548 TGSTELPSIZ70
FREE ( SIZE : 7)
| 3698898202519 STERILE LATEX SURGICAL GLOVES.. POWDER  BROCHE 40548 TGSTELPSIZ75
i FREE (SIZE: 7,5)
8698898292524 STERILE LATEX SURGICAL GLOVES _ POWDER  Brocup 40548 TGSTELPSIZS0
FREE (S1ZE 18 )
8698898292533 STERILE LATEX SURGICAL GLOVES POWBER  procug 40548 TGSTELPSIZSS
FREE { SIZE : 8.5 )
8698898292861 STANDARD SURGICAL GOWN .. DISPOSABLE ¢ BROCIHI 35778
SIZE MEDIUM )
8698598292878 STANDARD SURGICAL GOWN DISPOSARLI: ( BROCHE 35778
SIZE LARGE ) '
8698898292885 STANDARD SURGICAL GOWN _ DISPOSABLE ( BROCHE
SIZE X-LARGE )
8698898292892 STANDARD SURGICAL GOWN .. DISPOSABLE(  procug
SIZE XX-LARGE )
869889829291 5 REINFORCED STERIL | SURGICAL GOWN BROCHE
DISPOSABLE (SIZE MEDIUM )
8698898292022 REINFORCED STERILE SURGICAL GOWN BROCHE
< DISPOSABLE (SIZE LARGE )
4 8698895292030 REINFORCED STERILE SURGICAL GOWN . BROCHE
by DISPOSABLE (SIZE X-1 ARGE )
8698898203 34 NON-STERILE WELCOME SET BROCHE
o, Page 2/3
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PRODUCT LIST b
|71 Barcede Label Name Trade Name GMDN Code  Ref. Number | |
N 3698898293159 REINFORCED STERILE SURGICAL GOWN - BROCHE 15778 >

DISPOSABLE (_SIZE XX-LARGE ) 4 |
Y 5698598293202 PATIENT GOWN SHORT SLEEVE ( SIZESMALL)  BROCHE 35092 >i
b 8698895293219 PATIENT GOWN SHORT SLEEVE ( SIZE MEDIUM) BROCHE. 35002 : l
8698898203226 PATIENT GOWN SHORT SLEEVE { SIZE LARGE)  BROCHL 35092 >|
N 8698898293233 PATIENT GOWN SHORT SLEEVE ( SIZE X-LARGE ) BROCHE 35092 :
8698898293240 PATIENT GOWN SHORT SLEEVE ( SIZE XX-LARGE BROCHE 35002 1'>

) 4 |

698808293287 PATIENT GOWN LONG SLEEVE ( SIZE SMALL)  BROCHE 35002 >

{

8698595293264 PATIENT GOWN LONG SLEEVE ( $IZE MEDIUM)  BROCHE 35092 >
869889829327 PATIENT GOWN LONG SLEEVE ( SIZE LARGE)  BROCHE 35092 Si

[N 8693895293288 PATIENT GOWN LONG SLEEVE (SIZE X-LARGE)  BROCHE 35002 4'
b 9695898293095 PATIENT GOWN LONG SLEEVE ( SIZE XX -LARGE BROCHE 35092 a
B End Of Product List b |
22 April 2016 >

d Yalgin SOYSAL, MD. >

B Head of Medical Device Department [
¢ ‘>|
|
} 4

’

4

“ {

4

N v o
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PRODUCT LIST
E Barcode Label Name Trade Name GMDN Code  Ref. Nuniber
; 8698898292229 NON-STERILE NITRILE EXAMINATION BROCHE 40546
GLOVE - POWDER FREE - IVORY (SIZE LARGE )
FI 8698898292367 NON-STERILE NITRILE EXAMINATION BROCHE 40546
GLOVE - POWDER FREE - IVORY (SIZE X-SMALL)
Y 8698898202074 NON-STERILE NITRILE EXAMINATION BROCHE 40346
; GLOVE - POWDER FREE - IVORY (SIZ1 X-LARGE)
N 869889820031 NON-STERILE NITRILE EXAMINATION ) BROCHE 40546,
)4 GLOVE - POWDER FREE - BLUE (SIZE X-LARGE )
[ 8698898292373 (BLOOD TRANSFUSION SET) ' BROCHE 38569 BSKVS$105
| 869989829244) STERILE LATEX SURGICAL GLOVE - POWDER ( BROCHE 40548 TGSTELPLISS
_ SIZE 1 6,5)
A 5698898292458 STERILE LATEX SURGICAL GLOVE - POWDER ( BROCHE 40548 TGSTELPLI7Y
N e
SIZE:T)
8698898292465 STERILE LATEX SURGICAL GLOVE - POWDER ( BROCHE 40548 TGSTELPLITS
SIZE: 7.5
o 2098398290472 STERILE LATEX SURGICAL GLOVE - POWDER (  BROCHE 40548 TGSTELPLISO
SIZE: 83
3698898292489 STERILE LATEX SURGICAL GLOVE - POWDER (  BROCHE 40548 TGSTELPLISS
SIZE:85)
$698898292645 STERILE LATEX SURGICAL GLOVE - POWDER ( BROCHE 40548 TNSTELPLIGS
SIZE; 6,5}
§ 8698898292656 STERILE LATEX SURGICAL GLOVI; - POWDER(  BROCHE 40548 TNSTELPLIF0
. SIZE:7)
8698898292663 STERILE LATEX SURGICAL GLOVE - POWDER ( BROCHE 40348 TNSTELPLITS
SIZE:17.5)
4 8698598292670 STERILE LATEX SURGICAL GLOVE - POWDER {  BROCHE 40548 TNSTELPLISO
. SIZE: 8y
¥ 8698898292687 STERILE LATEX SURGICAL GLOVE - POWDER(  BROCHE 40548 TNSTELPLISS
: SIZE: 83)
8698898293110 STERILE LAYEX SURGICAL GLOVE - POWDER ( BROCHE 40548 TGSTELPLIGH
SIZE: 6)
End Of Product List
. 22.Amril 2016
2 e g e
Yalem SOYSAL, MD. .

gpggﬁgment
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THE REPUBLIC OF TURKEY

MINISTRY OF HEALTH
(Turkish Medicines and Medical Devices Agency)

Date of issue : 22 April 2016 §

{
ﬁ

o

TO WHOM IT MAY CONCERN

HEALTH CERTIFICATE

Medical devices, which are in the scope of Medical Devices Directives, listed additional page(s),
supplied to the market by “NURTEKS TEKSTIL VE MEDIKAL SAN. DIS Tic. AS. (K.CESME M. YEN]
BAGDAT C. No:124 GEBZE/KOCAELI/TURKI YE)” are freely sold in the Turkey and European Union and
exported to other countries,

'* This certificate expires after 12 months from the date of issue.
i<_; Sincerely Yours
[

e

Yalein'SO) @&
Head of M;§§s\c e’lﬁg

£

52

S e

Q Tirkish Medicines and Medical Bevices 4 gency 06520 Cankaya-Ankara- TURKIYE
g Phone:+9031221830 00 Fax: +90 312 218 39 59




PRODUCT LIST
i' i Barcode Label Name Trade Name GMDN Code  Ref, Number
I< $698898290447 PATIENT GOWN SHORT SLEEVE ( SIZE X-SMALL | BROCHE 35092 '
"‘, $698898290454 PATIENT GOWN LONG SLERVE (SIZE X-SMALL)  BROCIIE 35092
F 8698898200836 SURGICAL UNIVERSAL SET- DISPOSABLE BROCHE 35521
< 8698895290843 SURGICAL LAPARASCOPY SET - DISFOSABLE BROCHE 35531
l $69889829061 | SURGICAL ANGIOGRAPHY SET - DISPOSABLE BROCHE 35531
< 8699898390959 SURGICAL CAESAREAN SET: DISPOSABL [z BROCHE 35533
8698898290073 SURGICAL DELIVERY SET-DISPOSABLE BROCHE 35531
,% B698895201017 SURGICAL T.UR. SET - DISPOSARBL I BROCHT: 35531
l< 8695898291024 SURGICAL EIN.T, SET - DISPOSABLE BROCHE 3553
{ 8698995291048 SURGICAL ARTHROSCOPY SET WITII BROCHE 35531
, LATEX - DISPOSABLE
| 9698898291062 SURGIAL HIP SET WITH LATEX - DISPOSABLE BROCHE 35531
I 8608598291086 STANDARD SURGICAL GOWN - DISPOSABLE BROCHE 35778
e s698898291109 REINFORCED STERILE SURGICAL BROCHE 35778
l - GOWN - DISPOSABLE
|< 8698898291185 SURGICAL DENTAL IMPLANT SET- DISPOSABLE  BROCHE 33531
Ll 5659898291567 SURGICAL ARTHROSCOPY SET WITIt BROCIIE 35531 24015505100
l POUCHE- DISPOSARLE
<~ 8698895201611 SURGICAL OPHTALMIC SET-. DISPOSABLE BROCHE 3553]
I _)_ 8698898291659 SURGICAL GYNAECOLOGY SET-DISPOSABLE  BROCI r 35531 24015356100
l< 8698898291697 SURGICAL ANGIOGRAPHY SET - | - DISPOSABLE BROCHE 35531
< 8698898292406 STERILE LATEX SURGICAL GLOVES - POWDER BROCHE 40548 TGSTELPSIZ6S
,-; : FREE { SIZE : 6.5 )
< 8698898292502 STERILE LATEX SURGICAL GLOVES - POWDER  BROCHE 40548 TGSTELPSIZT0
, FREE ( SIZE : 7)
| 869889820259 STERILE LATEX SURGICAL GLOVES - POWDER BROCIE 40548 TGSTELPSIZ75
" FREE { SIZE: 7.5 )
8698898292526 STERILE LATEX SURGICAL GLOVES - POWDER  BROCHE 40548 TGSTELPSIZS0
I- EREE ( SIZE : 8 )
&l 3695895202533 STERILE LATEX SURGICAL GLOVES - POWDER BROCHE 40548 TGSTELPSIZ8S
FREE ( SIZE : 8,5 )
8698898297861 STANDARD SURGICAL GOWN - DISPOSABL I: {  BROCHE 35778
' \ SIZE MEDIUM )
d $693%9820287% STANDARD SURGICAL GOWN “DISPOSABLE{  BROCHE 35778
l SIZE LARGE ) ;
P R698us202885 STANDARD SURGICAL GOWN - DISPOSABLE | BROCHE 35778
\ SIZE X-LARGE )
Il 8698898292897 STANDARD SURGICAL GOWN - DISPOSABLE ( BROCHE 35778
Q SIZE XX-LARGE )
’ 869880829201 5 REINFORCED STERILE SURGICAL GOWN - BROCHE 3577%
; DISPOSABLE (S178 MEDIUM )
REINFORCED STERILE SURGICAL GOWN BROCHE 35778
DISPOSABLE (SIZE LARGL )
REINFORCED STERILE SURGICAL GOWN BROCHE 35778
DISPOSABLE (S1ZE X-LARGE) it
NON-STERILE WELCOME SET BROCHE - 47788
i3,
Head of Medijai/De g}




PRODUCT LIST

1 Barcode Label Name Trade Name GMDN Code  Ref. Number

[ 8698898203189 REINFORCED STERILE SURGICAL GOWN - BROCHE 35778
DISPOSABLE (- SIZE XX-LARGE )

§698898293202 PATIENT GOWN SHORT SLEEVE (SIZE SMALL j BROCHE 35092

I; «,,, 698898293219 PATIENT GOWN SHORT SLEEVE ( SIZE MEDIUM ) BROCHE 35092
,) 8698898293226 PATIENT GOWN SHORT SLEEVE ( SIZE LARGE)  BROCHE 35092
'< 8698898293233 PATIENT GOWN SHORT SLEEVE ( $IZE X-LARGE ) BROCHE 35092
|<) 8698898293240 ;muzs\s'r GOWN SHORT SLEEVE ( SIZE XX-LARGE BROCHE: 35092
8698898293257 PATIENT GOWN LONG SLEEVE ¢ éiZE SMALLY BROCHE 35092
< 8698898293264 PATIENT GOWN LONG SLEEVE ( SIZEMEDIUM ) BROCHE 35002
|

8698898293271 PATIENT GOWN LONG SLEEVE ( SIZE LARGE ) BROCHE 35082

K

* 8698898293288 PATIENT GOWN LONG SLEEVE ( SIZE X-LARGE ) BROCHE 33092

)

<

8698898293295 PATIENT GOWN LONG SLERVE (SIZEXX-LARGE RBROCH[: 35092
)

g

;

22 April 2016

Yalgin SOYSAL, MD.
Head of Medical Device Department

K

0

N

K
K

2 End Of Product List
[/
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\ HEALTH CERTIFICATE

MINISTRY OF HEALTH
(Turkish Medicines and Medical Devices Agency)

Date of issue : 22 April 2016

TO WHOM IT MAY CONCERN

Free Sales Certificate

Medical devices, which are in the scope of Medical Devices Directives, listed additional page(s),
supplied to the market by “NURTEKS TEKSTIL VE MEDIKAL SAN. DI§TIC. AS. (K.CESME M. YENI

BAGDAT C. No:124 GEBZEKKOCAELI/TL“IRK'iYE)” are freely sold in the Turkey and European Union and
exported to other countries.

This certificate expires after 12 months from the date of issue.

Sincerely Yours

O g, W
Yal¢n SOYSM MD, "%,
Head of Medica!_-fﬂé\?ic_e_lg_epa‘i:t_fnent

4 | Twrkish Medicines and M

| Phone:+90 3122183000 Fax: +90 312 218 30 5
i Note:Please deter

edical Devices Agency 06520 Cartka ya-Ankara-TURKIYE
9

mine the section code, reference number and date in your answers hitp: \www, titek.gov.ty




PRODUCT LIST
; Barcode Label Name Trade Name _ GMDN Code  Ref. Number
b 8698598200010 NONSTERILE EXAMINATION GLOVE - POWDER ( BROCHE 34020 BNSTELPLIXS
» SIZE X-SMALL)
[V 698893200027 NON-STERILE EXAMINATION GLOVE - POWDER ( BROCHE 34020 BNSTELPLIS
SIZE SMALL)
| 8698898290034 NON-STERILE EXAM INATION GLOVE - POWDER  BROCHE 34020 BNSTELPLIM
i ( SIZE MEDIUM)
W 5698895290041 NONSTERIE EXAMINATION GLOVE - POWDER ( BROCHE 34020 BNSTELPLIL,
¥ SIZE LARGE)
WY 869880829005 NON-STERILE EXAMINATION GLOVE - POWDER ( BROCHE 34020 BNSTELPLIXI,
SIZE X-LARGE)
8698898290065 NON-STERILE EXAMINATION GLOVE - POWDER  BROCIIE 34020
j FRER ( SIZE X-SMALL)
4§ 3693805200072 NON-STERILE EXAMINATION GLOVE - POWDER | BROCIE 34020
; FREE ( $IZE SMALL)
8695898290089 NON-STERILE EXAMINATION GLOVE - POWDER  BROCIE 34020
|, FREE ( SIZE MEDIUM)
4 3698898200096 NON-STERILE EXAMINATION GLOVE - POWDER BROCHE 34020
FREE ( SIZE LARGE)
[ 8698898200102 NON-STERILE EXAMINATION GLOVE - POWDER BROCHE 34020
FREE ( SIZE X-LARGE)
il s698303200119 NON-STERILE WOODEN TONGUE DEPRESSOR  BROCIE 14066
$698$98290133 SOIT BAR CAP 21 INCHL - GREEN BROCHE 2797
3698898290740 SOFT BAR CAP21 INCH - WHITE BROCHI 32297
869889829037 SHOE COVER 2.3 GR MACHINE BROCHRZ 16897
8698898290430 STERILE WOODEN TONGUE DEPRESSOR BROCHE 14066
| 3698398290652 NON-STERILE NITRILE EXAMINATION BROCHE 40546
GLOVE - POWDER FREE - BLUE (SIZE SMALL )
| 8698898290669 NON-STERILE NITRILE EXAMINATION BROCHI: 40546
OLOVE - POWDER FREE - BLUE (SIZE MEDIUM )
& 3698898290676 NON-STERILE NITRILE EXAMINATION BROCHE 40545
? GLOVE - POWDER FREE - BLUE (SIZE LARGT: )
§69889820145 | STERILE SURGICAL BLADE NO - 10 BROCHE 12235
8698898291468 STERILE SURGICAL BLADE NO - 1 BROCHE 12235
N 8698898291475 STERILE SURGICAL BLADE NO : 12 BROCHE 12233
o 3695898201 45> STERILE SURGICAL BLADE NGO - |5 BROCHE 12235
B698898291499 STERILE SURGICAL BLADE NO : (8 BROCH] 12235
869889829 505 STERILE SURGICAL BLADE NO : 20 BROCHE 12235
g 5698898291512 STERILE SURGICAL BLADE NO - 21 BROCHE 12235
] 8698898201529 STERILE SURGICAL BLADE NO : 22 BROCHE 12235
q 3698898291536 STERILE SURGICAL BLADE NO : 23 BROCHE 12235
d 5698893291543 STERILE SURGICAL BLADE NO : 24 BROCHE
8698898291550 STERILE SURGICAL BLADE: NO - 25 BROCUE
$698598291680 STERILE BLOOD LANCET BROCHE
8698898202151 STERILE FLOWMETER BROCHE
8698898202 168 STERILE INFUSION SET BROCHE
8698808292205 NON-STER ILE NITRILE EXAMINATION BROCHE
GLOVE - POWDER FREE - IVORY (SIZE SMALL )
8604898202212 NON-STERILE NITRILE EXAMINATION BROCHE
GLOVE- POWDER FREE - IVORY (812§ MEDIUM )




PRODUCT LIST
Barcode Label Name : Trade Name GMDN Code  Ref. Number
8698898292279 NON-STERILE NITRILE EXAMINATION BROCHI: 40546
GLOVE - POWDER FREE - IVORY (SIZE LARGE )
{ $698898292247 NON-STERILE NITRILE EXAMINATION BROCHE 40546
GLOVE - POWDER FREE - IVORY (SIZE X-SMALL )
8698898292274 NON-STERILE NITRILE EXAMINATION BROCHE 40546
_ GLOVE - POWDER FREE - IVORY (SIZE: X-LARGE )
86988982923 | NON-STERILE NITRILE EXAMINATION BROCH: 40546
GLOVE - POWDER FREE - BLUE (S178 X-LARGE )
8698898292373 (BLOOD TRANSFUSION SET) BROCHE 38569 BSKVS105
4 5658898202441 STERILE LATEX SURGICAL GLOVE - POWDER(  BROCHE 40548 TGSTELPLIGS
SIZE 1 6,5)
& 8698898202458 STERILE LATEX SURGICAL GLOVE - POWDER (  BROCHE 40548 TGSTELPLITO
5 SIZE:T7)
o sc9s395292405 STERILE LATEX SURGICAL GLOVE - POWDER (  BROCHE 40348 TGSTELPLITS
i SIZE:7,5)
| 8698898207472 STERILE LATEX SURGICAL GLOVE - POWDER(  BROCHE 40548 TGSTELPLISO
SIZE:§)
g 8698895292489 STERILE LATEX SURGICAL GLOVE - POWDER(  BROCHR 40548 TGSTELPLISS
SIZE:8,5)
d 5695893292640 STERILE LATEX SURGICAL GLOVE - POWDER(  BROCHE 40348 TNSTELPLI6S
SIZE:6,5)
E 8698898292656 STERILE LATEX SURGICAL GLOVE - POWDER(  BROCHE 40548 INSTELPLIZ0
SIZE: 7)
P 8698598292663 STERILE LAYEX SURGICAL GLOVE - POWDER(  BROCHE 40548 TINSTELPLIZS
SIZE:7.5)
8698898292670 STERILE LATEX SURGICAL GLOVE - POWDER {  BROCHE 40548 TNSTELPLISO
| SIZE <8 )
1 8698898292687 STERILE LATEX SURGICAL GLOVE - POWDER(  BROCHE 40548 TNSTELPLISS
« SIZE:85)
| 1 8698898293110 STERILE LATEX SURGICAL GLOVE: . POWDER (  BROCHE 40548 TGSTELPLIG)

SIZE:6)

End Of Product List
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AT PSET
ERENLER MEDIKAL SAN. TiC. LTD. STI.

EC Declaration of Conformity

We Erenler Medikal Co.,Ltd. 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 (ECG/CTG papers)

Type-Model: Opmask

GMDN Code: 15639

Classification: Class I, Rule I

Conformity Assesment Route: Annex VII

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

Applicable Standards: EN ISO 15223-1:2016, EN 1041:2009, EN [SO 14971 :2012, EN ISO
13485:2012

Manufacturer: Erenler Medikal Co., Ltd
Ikitelli O.S. B. Fatih San. Sitesi 3B Blok No: 3/4 34490- 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: Ercan Taslicukur

Position: Vise President

Date-Place: Istanbul-Turkey

Signature-Stamp:

IKITELLI ORG.SAN.BOL.FATIH SANAYi SIT. 3-B BLOCK NO:3-4 BASAKSEHIR / [STANBUL

TEL:+90 212 486 00 37  FAX:+90 212 486 00 38
www.erenlermedikal.com infof@erenlermedikal.com.tr
FR-003/00/09.06.2011 REF.: PR-011 ikitelli V.D :354 015 10 62




TURKAK BDS NO
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ERENLER MEDIKAL ’
SANAYI TICARET LIMITED SIRKETI

IKITELLI ORG. SAN, BOL. FATIH SAN. SIT. 3B BLOK
BASAKSEHIR - ISTANBUL — TURKEY

with a scope of

PRODUCTION OF MEDICAL CHART PAPERS AND VIDEO
THERMAL PRINTER PAPERS, AFTER SALES SERVICES
FOR INTENSIVE CARE DEVICES

Medical devices - Quality management systems - Requirements for
regulatory purposes

“Foliowing elements of the standard gre excluded™
RS R R B R B

EN ISO 13485:2016

Certificate No : M 10422

Initial Certification Date 10 June 2016

Certification Date : 02 November 20 18-, _ S
e
Expiration Date : 09 June 2019 /47

a@@m, {

/ '.5\ 0
General Manager R

Kiwa Certification Services fne
ITOSB % Cadde No. 15 Tepetren Tuzla - Istanbul - Turkey
Tel: + 90216 593 25 75 Faks : +90 216 593 25 74
Web: wu whivacomir E-mail: mfodikiwa com ir
Certificate is valid il expivation date, subfect [o successful completion of periodical survedllance audits.
Please contact aboye numbers for detailed information,

Last Modified: 02 November 2018 - RO2
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