Digitally signed by Palii Nina
Date: 2020.01.17 15:21:35 EET
Reason: MoldSign Signature
Location: Moldova

Formularul ofertei (F3.1)

[Ofertantul va completa acest Jormular in conformitate cu instructiunile de mai jos. Nu se vor
permite modificari in formatul formularului, precum §i nu se vor accepta inlocui

ri in textul acestuia.]

Data depunerii ofertei: 17.01.2020

Cétre:  IMSP Institutul de Medicina Urgenta

SA “M-INTER-FARMA™” declari ca:
a) Au fost examinate si nu exista rezerviri faa de documentele de atribuire, inclusiv modificarile nr.
a) SA “M-INTER-FARMA™ se angajeaza si furnizeze/presteze, in conformitate cu documentele
de atribuire si condiiile stipulate in specificatiile tehnice si pref, urmatoarele bunuri si/sau
servicii Produse parafarmaceutice - 2020,
a) Suma totala a ofertei farda TVA constituie 69 422,22 (saizeci si noud de mii patru sute
douazeci si doi lei 19 bani)

b) Suma totala a ofertei cu TVA constituie 82 120,00 (optzeci si doui de mii o suti dounizeci lei
00 bani)

¢) Prezenta ofertd va ramine valabila pentru perioada de timp specificata in FDA4.8., incepind cu data-
limitd pentru depunerea ofertei, in conformitate cu FDAS.2.. va ramine obl igatorie si va putea fi
acceptatd in orice moment pina la expirarea acestei perioade;
In cazul acceptarii prezentei oferte, SA “M-INTER-FARMA™ se angajeazi si obtina o Garantie de
bund executie in conformitate cu FDA7, pentru executarea corespunzatoare a contractului de
achizitie publica.

d) Nu sintem in nici un conflict de interese, in conformitate cu punctul IPOS5.4.

e¢) Compania semnatar, afiliafii sau sucursalele sale, inclusiv fiecare partener sau subcontractor ce fac
parte din contract, nu au fost deg ¢ neeligibile in baza prevederilor legislatiei in vigoare sau a
regulamentelor cu incidenta indémefiul achizitiilor publice _ fpitate cu punctul IPOS.5.

Semnat: l

Nume: Palii Nina

in calitate de: Specialist in achizitii publice
Ofertantul: “M-INTER-FARMA” SA
Adresa: mun. Chisinau, str. Grenoble 23
Data: 17.01.2020




din 17.01.2020. Fra TVA. Fara TVA

Plata garantiei pt oferta la proced ura de achizitie publica nr.210159 80

DATA
ORDIN DE PLATA Nr. | 45 EMITERII 17 lanuarie 2020 TIRDOC.A
PLATITI [?50-00 l LEI
PLATITOR: CODUL 18AN MDS7EN000000022245246845
(R)SA M-Inter-Farma cobuLFiscAL | 1003600005263
PRESTATORUL !
PLATITOR: BC'ENERGBANK'SA
BENEFICIAR: CODUL IBAN MD55VI022510300000002MDL
(R)Institutul de Medicina Urgenta IMSP coouLFisca. | 1003600152606
PRESTATORUL o
BENEFICIAR: BC VICTORIABANK SA Chisinau
DESTINATIA PLATII:

DATA PRIMIRI

CODUL TRANZACTIEI

— _ORAPRIMIAN *

DATA E?CUTARH

SENNATURA :

PRESTATORULUI

MOTIVUL REFLIZUL Y

BC'ENERGBANK'SA
Status: EXECUTAT
17-01-2020 13:19:01

LS.

Notd: Responsabilitatea privind veridicitatea si corectitudinea informafiei indichte in ordinul de platé i revine persoanei care emite un ordin

de plata *




Specificatii tehnice (F4.1)

[Acest tabel va fi completat de catre ofertant in coloanele

3, 4, 3, 7, iar de catre autoritatea contractantdi — in

Numdrul LP:
1575902612455

ocds-b3wdp1-MD-

Data: 17.01.2020

Alternativa nr.: nu vor fi

Denumirea LP :Produse
parafarmaceutice - 2020

Lotul 13,49,62,112.148,156,228

Pagina: | din |

. Specificarea tehnica deplina . . ; Standarde
Cod Denumirea Modelul |Tarade| Produ- p g P Specificarea tehnicii deplini
; : A solicitata de citre autoritatea de
CPV bunurilor articolului | origine | céitorul propusi de ciitre ofertant ;
contractanti referinti
1 ) 3 4 5 6 7 8
- NURTEKS | material nefesut, SMS, 29/35g/m?, | material nefesut, SMS, 29/35g/m?,
i P 49 Cearsaf steril 200x150em Turcia mﬁs;f;‘lﬂ dimensiung 200x150cm, ambalat | dimensiune 200x150cm. ambalat | <& 50.mmeg anten
TIC. LTD. §TI individual, steril. individual, steril.
62.Empl <ol Emplastry banda 1.25cmxS Emplastru banda
33 .Emplast ' : mplastr] 25emxSm, =mplastru b
S i 1,25¢cm x Sm | Ucraina TTFRNAT[GHZA g " ¥ T 0
00-6 (1.25¢m x 5m) ‘a"g‘;‘;i" Farmacero(to nefesut, transparent | 1.25cmx5m,nefesut, transparent
Mugama medicala tip A pe baza de Musama medicald tip A pe bazi de
; 7 tesdturd de| bumbac; Caracteristici: feséiturd de bumbac; Caracteristici:
medicala tip A } . 5 | :
. ; fabricatd din [cauciuc pe baza de pinza, fabricata din cauciuce pe baza de
336000 112.Musama pe baza de Feredatia | varostaviiresinoteh e y o !
; - rezistentd lajprocesul de dezinfectie si panza, rezistentd la procesul de CE.IS0 imreg AMED
00-6 medicali fesiturd de Rusa nica ] 3 : oy )
bumba sterilizard; multipla cu pastrarea dezinfeciie si sterilizare, multipla cu
= elasticitatii. in rulou. latimea ruloului | pastrarea elasticitatii, in rulou, lafimea
85-90cm. ruloului 85-90cm.
336000 | 148.Prezervative p/u ,me‘_ : . . . i .
00-6 USG hipoalgic, Olanda Romed Latex, hipoalgic, marimea: M. Latex, hipoalgic, mirimea: M, | CEISO.1nre AvED
- i ea: M
ROBINET Sl
336000 156.Robinet TRIAERGCTION .| vrernaTiona [ 3-directional, lipido-rezistent cu | 3-directional, lipido-rezistent cu _
S AL PENTRU Polonia o . s 7 CE,1S0,inreg AMED
00-6 tridirectional : : LAROUP 5P, 2 linii de extensie 100em. linii de extensie 100cm.
SETUL DE 00 SPK
INFUZIE
s , Nesteril din polietilen, De unica Nesteril din polietilen, De unica
336000 polivilen, TNTF?{:E\"TS;O\M fo}(j:ilma. Cu ft{:prafa;a .pmtecmare folosingd, Cu Erprafam protectoare
- . i 3 d E : 2 CE.ISO.inreg AMED
005 | 22850t protector wranspalent, Polonia | 'y Grour sp. z impermialjla p/u murdarii (lichide impermialilad p/u murdani (lichide *
TP 0.0 SPK
s.a). 5.a.).

kle, prenumele: Palii Nina

SA Adresa: mun. Chising

In calitate de: specialist in achizitii publice

i, str.Grenoble, 23




Specificatii de pret (F4.2)
Numdrul procedurii de achizitie:Nr. ocds-b3wdp[-MD-1575902612455 /21015980 .

Denumirea procedurii de achizitie: «Produse parafarmaceutice — 2020»

Pret tet Clasificati
Cod . s unitar ; Suma fari Termen de e
CPV Denumirea bunurilor UM Cant. (Tarh un.;v:\{)cu TVA Suma cu TVA o bugetnel
TVA) (IBAN)
| 2 3 4 5 6 7 8 9 10
Bunuri
336000 v 9 La comandd, in  |MOKTTRPCCCH 1K
00-6 49 Cearsaf steril Buc. | 2000 18,75 | 2R.50 37500,00 450080:00! || oo e T isistmi
2-E I A COMn n RTTRPOCC SR
<y 62 Emplastru (1.25em x| 5 0 | 2000 | 3.00 | 324 | 600000 | 6480,00 | Lecomsssin o
-6 15m)
336000 . La comandi, in  |MDETTRPCCCS 1K
00-6 112.Musama medicala M. 500 25,83 31,00 12916.,67 15500,00

decurs de 24 ore | 43040017244

09901148 Prezervative pu USG | Bue. | 2000 | 194 | 2,10 | 388889 | 420000 | Lacemessie povmeccs

decurs de 24 ore STDANITIAA

0090 1156.Robinet tridirectional | Buc. | 1000 | 2,83 | 340 | 283333 | 340000 | lavesssin howmcccn
33600{} A comanda, in MDRTTRPOCCCS N
00-6 |228-Sort protector Buc. | 5800 | 1.08 30 | 628333 754000 | IR v

250360
b i Numele, prenumele: Palii Nina |In calitate de: specialist in achizitii publice

|20

i/ TOTAL OFERTA: 69422,22 | 82120,00
A

675
>

A" SA Adresa: mun. Chisingu, str.Grenoble, 23







B 'fﬁdin Registrul de gtat al persoanelor;uudlce

Nr&_:4

Denumirea prescurtata; "M-INTER-FAR
Forma Jundlcé de organizare: Societate pe
Numirul de identificare de stat si codul fiscy
Data inregistririi de stat; 12.05. 1994
Modul de constituire: mou creati,

- Sediul: MD-2028, str. Gmnoble, 23 ‘mun.
Obiectul principal de activitate:

1. Practica medicala

2. Comertul cu ridicata al produselor agricole by

s LICENTIERE A UNITR’IILOR DE DREP';‘:

j =
ik
3 data 27.05.2019 i

ACTIUNI "M—-INTER-FARMA" '
A" S.A.
cfiuni

(IDNO) 1003600005263

CHISINAU, R. MOLDOVA.

ite 5i animalelor vii

3. Comertul cu amanuntul al produselor farmacdutice

4, Comertul cu ridicata al produselor farmaceuti
- 5. Activitatea farmaceuncé

- 6. Alte activitafi de aswten;;ﬁ medncalé

3: Comer}ul cu aménuntul in magazme nespecial
bauturi si produse din tutun

8. Practica stomatologica

fe

izate, cu vinzare predominahta de produse alimentare, -

9. Comertul cu ridicata al parfumurilor si produgelor cosmetice

10. Importul, fabrxcarea, comercnahzarea. asnstcr
(sau) a opticii

11. Importul si (sau) fabncarea, depozntarea, corpercializarea angro a substantelor §i materialelor chimice,

amcoleler si produselor chimice de menaj.
Capltalul social: 5160000 lei,

: MOROZOV MARIA, ID

Actmnari conform reglstrululul actionar

1a tehnica si (sau) reparafia di |spoz:twelor medicale si :

P 0970208486488, tel, tel-069148966.

tat a persoauelor ]
‘de stat la data de 27.05

Prezentul extra,s esge eliberat in temclul t‘

idice si a i‘ntre el
019. P




N 13/07- OP/EP

== ENERGBANK

Banca Comerciald ENERGBANK™ Soclefate pe Actiun!

Moidova, MO-2001, mun, Chigndu, sit. Tighina 23/3

ol +{373 22} 544-377, 858-000; fax +(373 22) 856-080
Wi anargbarnk. com: e-moall

dn« 7% » ;WM

K.COM

IDNO 1003600008150, cod TVA 0202040
coal bdnoll; ENEGMD22

Q cod BAN: MD10NBOD0000000035215845 la CD BNM

Prin prezenta B.C. ,ENERGBA]
“M-Inter-Farma” S.A.,, cod fiscal
MD37EN000000022245246845 in MDL, USD

Copital social - 100 000 000 lel MD

“M-Inter-Farma” S.A.
MD-2028, mun.Chisindiu,
str. Grenoble, 23

NK™ S.A. (codul bincii ENEGMD22) confirma cd
1003600005263  detine  contul IBAN
EUR, RUB, UAH, GBP, CHF. .

Prezentul certificat este elibergt pentru a fi prezentat la solicitare.

Sef Sectia Deservire Clienti DOB; ¢

Eor: ORLEVA XENIA
Tel (22858020

Marcela Antoniu




Y S 4. M-INTER-FARMA

IDNO 1003600005263 Cod OKPO 37020536 Cod TVA 0207934
MD 2028, Chisinduf strada Grenoble 23
Tel 00 373 22/904-0D5, 904-006, 904-007

Nr. 09 din 17 ianuarie 2020

IMSP INSTITUTUL DE MEDICINA URGENTA
Catre grupul de lucru la
LD nr. peds-b3wdp1-MD-1575902612455 din 17.01.2020

DENIERS

Prin prezenta "M-INTER-FARMA™ SA conflirma ca, va prezenta mostrele produselor, oferite la
LD nr. ocds-b3wdpl-MD-1575902612455 ding 17.01.2020 privind achizitionare de “Produse

parafarmaceutice - 2020 in decurs de 3 zile dupf solicitare.

Cu respect,

Director “M- INTER-FARMA” SA Maria Morozov




EC CER
AT SE

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

Full Quality Ass
Tam Kalite

Certificate Number;
Sertifika Numarasi

Nurteks Tekstil ve Nledi
Head Office Kosklo
/Merkez: Tirkiye
Branch Office
ISube:

I}lanufacturer:
Uretici

Neo:12A

Sterile Disposable Surgi
Steril Tek Kullanimiik Ce

Product(s):
Uriin(ler)

Reference Report No:  MM0403-P005-R01, MM04|

Referans Rapor No

Szutest, Notified Body 2195, declares that the aforemen
according to Annex |l (excluding section 4), Section 3 of the dir
covers those aspects of manufacturing concerned with sacuring
conforms to the provisions of this Directive. The approved quality
Directive 93/42/EEC and unanncunced audits.

Szutest must be informed of any significant changes in the

IFICATE
TIFIKA

ive 93/42/EEC on Medical Devices
gnetmeligi Ek II'ye gbre

urance System
Giivencesi

2195-MED-1412002

Sanayi Dig Ticaret Anonim Sirketi
me Mah. Yeni Bagdat Cad. No:124 Gebze / Kocaeli

Oru¢ Rdis Mah. Tekstilkent Cad. Tekstilkent Sitesi B Blok

Kapi No:031 ve 034 Esenler / Istanbul Turkiye

| Drape, Gown and Drape Sets
i Ortt, Onidk ve Orto Setleri

P3-P005-R02

ned manufacturer has implemented a quality assurance system
ive 93/42/EEC on medical devices. This quality assurance system
and maintaining safe conditions of the respective product(s) and
Eystem is subject to surveillance pursuant to Annex |l, Section 5 of

Hesign and/or construction of the product(s).

2195 kimiik numarali Onaylannig Kurulug Szutest, yukarid
4 harig) madde 3'Une gore bir kalite ybnetim sistemi uyguladidi
tretiminin glivenlik kogullarin! saglama ve devam ettirme ile ligili
sistemi, 93/42/AT Tibbi Cihaz Yénetmeligi EK Il, Madde 5'e gore

Uretici, dranlerinin tasaniminda ve yapisinda gergeklesti

This EC certificate i
Bu AT Sertifikasi 2024-04-

2014-04-30 = - |
.04 Recertification/ Yehid
Revision Date/ Revizyon Tarihi: 2019-04-29

" Issue Date/Yayin Tarihi:
Revision No./ Revizyon No.:

belirtilen dreticinin 93/42/AT Tibbi Cihaz Ydénetmeligi EK il{madde

, bu yénetim sisteminin ytnetmeligin sadece bahsi gegen Grilndn

liliklerin karsiladidini beyan eder. Onaylanan bu kalite yénetim
riyodik olarak gézetime ve habersiz sab.. Jenetimierine tabidir.

i 6nemli dedisiklikleri Szutest'e bildirmek zorundadir.

valid till 2024-04-28.
8 tarihine kadar gegerlidir.

| Rukiye BALKAN
~ I} Deputy General Manager
G Genel Milddr Yardimeisi

SZUTEST UY'

atlisu Mahallesi, Akif inan Sk

Sz@test.

JLUK DEGERLENDIRME A.S.

I Ne:1 Uriraniye 34774 ISTANBUL /| TORKIVE

com.tr
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6f Registration

e

This is to

NURTEKS TEKSTIL
DIS TIC

KOSKLU CESME MAH. YENi BAGDAT |

has been independently a
with the req

ISO 134¢

This Certificate is applicable -to--the-f

PRODUCTION AND SALES OF DISPOSABLE PRODUCTS; §]
GOWNS AND DRAPES, NONWOVEN FABRICS, NON-KNITT]
STERILE PRODUCTS; (SURGICAL GLOVES, WOODEN TO)|
INFUSION (SERUM) SET, URINE BAG, BLO¢

SALE OF DISPOSABLE NONSTERILE PRODUCTS; (EXAMIN/
WOODEN TONGUE DEPRESSOR, UNDERPADS,

URETIMI VE SATISI YAPILAN TEK KULLANIMLIK URUY

ONLUKLER VE ORTULER, DOKUNMAMIS KUMAS|.AR
SATISI YAPILAN TEK KULLANIMLIK STERIL URUNLER (CERR

DAMLA AYAR SETI, SERUM SETI, IDRAR
SATISI YAPILAN TEK KULLANIMLIK NONSTERIL immm |
GALOSLAR, TAHTA DIL BASACAGI, YATAK KORUYUCU

Certificate ]
Date of initial registration
Date of this Certificate

Surveillance audit on or befgre

Recertification Due / Certificaf

Certify that the
Medical Devices — Qdality Management System

of
E MEDIKAL SANAYI
RET A.S.

. NO:124 GEBZE / KOCAELI / TURKEY

essed and is compliant
irements of

5:2016

llowlng’ product or service ranges:

[ERILE SURGICAL GOWNS AND DRAPES, NONSTERILE

D FABRICS AND APPLICATIONS SALE OF DISPOSABLE

NGUE DEPRESSOR, SURGICAL BLADES, FLOWMETER,

DD TRANSFUSION SET, BLOOD LANCET)

ATION GLOVES, PE GLOVES, MASK, CAPS, SHOE COVER,

PES, Mm’-wovmd PP FABRICS)

ONLUKLER VE ORTULER, NONSTERIL
LMEMIS KUMASLAR VE APLIKASYONLAR

3 ELDIVENLER, TAHTA DIL BASACAGI, BISTURI UCU,

ORBASI, KAN VERME SET1, KAN LANSETT)

AYENE ELDIVENLERI, PE ELDIVEN, MASKELER, BONELER,

ORTULER, ONLUKLER VE DOKUNMAMIS PP KUMASLAR)

No.: TR51235H
06 September 2019

06 September 2019
05 September 2020

e expiry

This Certificale is property of Stz

mbg.cuouu:f c

ACCREBITED

ASGRLS




Ul TS0 0408 W TUV TUEV ana TUN sy regvuscrd inanereiv. Liemstion wd svssiemtion fegsines pik ot

Certifi

The Certificatio

TUV Rheinland LGA Products GmbH

hereby certifies that the prganization

ZARYS Internatignal Group |
Spétka z ograniczong odpowiedzialnoscia, |
spoétka komandytowa
ul. Pod Bor¢m 18
41-808 Zabrze

Polsk

Tl:lVHheinlaﬁd

cate

Body of

has established and applies a quality manfgement system for medical devices
for the following scope:

(see attachments for scope and site included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management systemn is subject to yearly surveillance.

Effective Date: 2019-07-11
Certificate Registration No.: SX 60140840,

An audit was performed. Report No.: 26300232 013

This Certificate is valid until: 2020-06-08

wv' -.- -
Pt

( DAKKS
i Deutsche
LS Akkreditierungsstelle
D-ZM-14169-01-02

Date 2019-07-11

TUV Rheinland LGA Products GmbH - Ti

0001

Certification Body




e ®
TUVRheinland

TUV Rheinlahd B9% M her- 8
LGA Products GmbH
TillystraBe 2, 90431 |Niirnberg

Attachment to
Certificate
Registration No.: SX 60140840 0001
Report No.: 26300232 013
Organization: ZARYS International Grqup
Spdétka z ograniczong odpowiedzialno$cia,
spotka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska
Scope: Design and development, nufacture and distribution
of sterile: surgical kitp, procedure sets, surgical drapes
and sets of surgical drapes.
Manufacture and distribufion of sterile and non-sterile
disposable medical devicps and non-sterile reusable
medical devices.
Distribution of in-vitro| medical devices.
Certification Body

Wi . Deutsche
Wi Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2019-07-11 3

TOGITR THGE VUV, TUEY ornd TUV v negibisred okcima-ss. Usstion 8l ApICion 1AREims P sproval




TUV Rheinl
LGA Products
TillystraRe 2, 90431
Attachment to
Certificate
Registration No.: SX 60140840 0001
Report No.: 26300232 013
Organization: ZARYS International Grd
srélka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska
Scope: Site included:
ZARYS Internatiocnal Grou
Spolka z ograniczona odp
spolka komandytowa
ul. Gustawa Eiffel'a 15
44-109 Gliwice
Poland
Activity:
Storage, release and dis
‘... Deutsche
~ Akkreditierungsstelle
D-IM-14168-01-02

Date: 2019-07-11

nd
mbH
Niirnberg

up
Spoétka z ograniczong odpowiedzialno$cia,

Sl

b
bwiedzialnoscia

Certification Body

Doc.

TUVRheinland

2/2, Rev. 0

Eribution of medical devices

THGTF CA DR ®  TLV, TUEV 50 TUV e mpatied naeend & | RBAMER Wil soyicet

00 rquine prcs ppeel.
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EC Certifi

te

Directive 93?42!EE Annex V

Production Quality
Medical Devi

urance
Ces

Registration No.: DD 30139535 0001

Report No.: 263

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

Products: {see attachments for prody

Replaces EC Certificate, H

Expiry Date: 2024 -05-27

0232 017

lwiedzialnoscia,

cts and sites included)

The Notified Body hereby declares that the requirements o

TUVRheinland

egistration No.: DD 60117020 0001

Annex V of the directive 93/42/EEC have

been met for the listed products. The above named manufgcturer has established and applies a quality
assurance system, which is subject to periodic surveillancp, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of clags lib and class lil devices covered by this

certificate an EC type-examination certificate according to

Effective Date: 2019-06-09

Date: 2019-05-27

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
Body according to Directive 93/42/EEC

TOV Rheinland LGA Products GmbH is a Notifi
concerning medical devices with th

nnex lil is required.

Notified Body

identification number 018

T PRAT A TY [T LR 8 RO ART] [ R THE RGBSV




A

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: ZARYS International Grpup
Spolka z ograniczona ofipowiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Products inecluded:

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

- Sterile 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

- Bterile three-way stopcocks

- Sterile transfusion sets for single use

- Sterile infusion sets for single use

- Sterile extension tubes for infusion pump

Date: 2019-05-27

M # ®
TUVRheinland

Doc. 1/6, Rev. 0

RARRA ) A W S RN L O AT
f " e TR -
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= ®
TUVRheinland

TOV Rhelnlﬁtd il e e
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Grioup

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

Polska

Products included:

- Sterile endotracheal tubes

- Sterile tracheostomy tubes

- 8Bterile breathing circuits

- Bterile catheter mounts

- Non-sterile anaesthetic masks

- Sterile laryngeal masks

- Sterile oxygen masks

- Sterile Multi-Vent masks

- Sterile non-rebreath masks

- 8terile nebulizer masks

- Sterile nasal oxygen cannulas

- Sterile nebulizer sets

- Sterile oxygen tubing

- Sterile sucticn catheters

- Sterile abdominal drains

- Sterile feeding tubes

- Sterile stomach and duodenal tubes
- Sterile urology catheters

- Sterile surgical suction sets

- Sterile surgical suction cannulas
- Sterile syringes for single use

Notified Body
l/

bafal Byczkowski

Date: 2019-05-27

b o |




i R N,
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" ®
TUVRheinland

T[’,v Rheinldand Doc. 3/6, Rev. 0
o | LGA Products GmbH
L | TillystraRe 2, 90431|Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Grpup

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

Polska

Products included:

- Sterile insulin syringes

- S8terile tuberculin syringes
- Sterile hypodermic needles
- Sterile insulin pen needles
- Bterile blood lancets

- Sterile IV cannulas

- Sterile needle free valves
- Sterile surgical gloves

Notified Body

Date: 2019-05-27

Rafal Byczkowski
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TOV Rheinlgnd
LGA Products SGmbH

TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

Doe.

Spolka z ograniczona ofipowiedzialnoscia,

spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

Products included:

For the following medical devices the scopd

covers

only the aspects of manufacture ccncerned With
securing and maintaining sterile conditiond:

- 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

Date: 2019-05-27

4/6,

TOVRheinland

Rev.

0
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TOV Rheinland Doc. 5/6. Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
: Certificate
{ Registration No.: DD 60139535 0001
: Report No.: 26300232 017
Manufacturer: ZARYS International Grioup
Spolka z ograniczona ddpowiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Products included:

For the following medical devices the scofe covers
only the aspects of manufacture concerned [with
securing and maintaining sterile conditiorns:

- Vaginal speculums

- Cervical brushes

- Urine bags

- Tongue depressors

- Guedel airways

- Intubation stylets

- Endotracheal tube holders
- Buction tubes

- Withdrawal cannulas

- Alginate dressings

- Cannula stoppers

- Umbilical cord clamps

Date: 2019-05-27
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Attachment to
Certificate

Report No.:

Manufacturer:

Products included:

44-109 Gliwice
Poland

Date: 2018-05-27

Registration No.:

TOV Rheinland Doc. 6/6,

LGA Products

GmbH

TillystraBe 2, 90431 Niirnberg

DD 60139535 0001
26300232 017

ZARYS International Grioup
Spolka z ograniczona gdpowiedzialnoscia,

si)olka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa

ul. Gustawa Eiffel'a 15

Activity: Production

TUVRheinland

Rev. 0

Rafal Byczkowski
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ARATION

cta

Wytwérca:

Manufacturer:

Adres:
Adress;

ul. Pod Borem 1
tel. +4832 27169

LARYS

41-808 Zabrze, Poland

P1, fax +48 32 274 72 84, e-mail: zarys@zarys.com.pl

Oswiadczamy na wiasna odpowiedzialnose, ze wyrdb medycdny:

We declare under our sole responsibility that the medical device:

FILMplast
przylepiec mocujacy z fplii/ adhesive PE tape
klasy |, reguta 1/ qf class |, rule 1
modele/typy: rozmiar/ size: szeroko$f od/ width from 1,25 cmdo/ to 5 cm
models / types: dhugoéé fod/ lenght from 5 m do/ to 9,14 m

{szczegblowy wykaz wyrchdw objetych niniejszy deklaraciq 2godnadc
detaied Hist of products coverad by this declaration is avatlable in techaical do-umen

zgodnie z zalgcznikiem IX Dyrektywy 93/42/EEC
according to Annex IX of the Directive 93/42/EEC

zawarty w dokumentacji technicznej TD-06 - dokument zw
niniejszej deklaracji
covered by the Technical Files TD-06 - Release Document DZDO-01, which

spelnia wszystkie stosowalne wymagania Dyrektywy 93/4
zdnia 20 maja 2010 roku © Wyrobach Medycznych (Dz . nr 1
meets all applicable provisions of the Directive 93/42/EEC (sssessmient of t
Act of Medical Devices of 20 May 2010 (Officiel no. 107, position 679 as ame

Wyréb wymieniony w niniejszej deklaracji jest zgodny 2
wyspecyfikowanym w dokumentacji technicznej wyrobu TD-0f
The device covered by this declaration complies with
in the technical documentation of the device TD-06.

C€

Data/Date: 2016.02.22
Wersja/Version: |

jduje sie w TD-06 Punkt 1 pp 1.1, zat e 5 identyfikacia wyrobu /
lan no. TRO6, point 1, subpoint 1.1, appendix no. § ldentification of the product)

pinienia do obrotu DZDO-01, ktdry uwaza sie za czesé

is considered as a part of this declaration

{procedura oceny zgodnoéci zatacznik Vil) oraz Ustawy
7, poz. 679 z péiniejszyri zmianami ).

conformity procedure Aanex Vif) which apply to it as well as of the
.

wykazem nadzorowanych norm zharmonizowanych

b.
khe

list of standards

supervised  harmonised

specified




Wytwérca:  ZARYS| Group spétka z ograniczong
> Manufacturer: ia spotka komandytowa '
: Adres: ul. Pod Borem 18,(41-808 Zabrze, Poland
ZARYS Adress: tel. +48 32271 69 91, fax +48 32 274 72 84, e-mail: zarys@zarys.com.pl

Oswiadczamy na wiasng odpowiedzialnoét, ze wyréb medyczrpc
We declare under our sole responsibility that the medical device:

OETA

modele/typy: rozmiar/size:  71x116.¢1

maddslm _
A IszczegGiony wykaz wyrobow objgtych niniejsry deklaraciq 2godnoici arpjduje sl wTB-34 Punkt 1 pp: 1.1- 2k v S identyfiaca wyrobu 7 2
detafed lst of procuess covered by this declaration s avallable  technical documentate o TD-34,point 1, mmwmsmmdum

71180 cm

zgodnie z zatgcznikiem IX Dyrektywy 93/42/E£C
according to Annéx IX of the Directive 93/42/EEC

zawarty w dokumentacji technicznej TD-34 - dokument

niniejszej deklaracji
covered by the Technical Flies TD-34 - Relgase Docurment DZDO-01, which | considered as a part of this declaration

spetnia wszystkie stosowalne wymagania Dyrektywy 93/42/EWG (procedura oceny zgodnosci zatagcznik Vi) oraz Ustawy
z dnia 20 maja 2010 roku o Wyrobach Medycznych (Dz. U. nr 147, poz. 679 z pdéniejszymi zmianami ).

meers all applicable provisions of the Directive 93/42/FEC (assessment of thie conformity procedure Annex Vi) which apply to it as well as of the
Act of Medical Devices of 20 May 2010 (Officiel na. 107, pasition 679 as amedded).

Wyréb wymieniony w niniejszej deklaragji jest zgodny z| wykazem nadzorowanych norm zharmonizowanych
wyspecyfikowanym w dokumentadji techniczne] wyrobu TD-34.
The device covered by this declarstion complies with (he fist of supenised |harmonised standards specified
in the technical documentation of the device TD-34

inienia do obrotu DZDO-01, Kdry uwaka sie za czeéc
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stanowisko/position:
Data/Date: 2016.12.21
Wersja/Version: |




ZERTIFIKAT / Ceritificate

DIN EN ISO/EN ISO 13485 : 2016

Hiermit wird bescheinigt, dass die Firma / This certifies, that the company

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

ein Qualititsmanagementsystem nach der Norm DIN EN ISO 13485 : P016 / EN ISO 13485 : 2016 - Medizinprodukte -
Qualitatsmanagementsysteme - Anforderungen fiir regulatorische Zwecke - eingefiihrt hat und aufrechterhalt.
Dieses Zertifikat stellt nicht den erforderlichen Nachweis zur Anbringunjg der CE-Kennzeichnung dar,

has established and maintains a quality management system that medts the requirements of DIN EN ISO 13485 : 2016 /
EN ISO 13485 : 2016 - Medical devices - Quality management systems - Requirements for regulatory purposes.
This certificate is not an authorisation fo affix the CE mark.

Geltungsbereich / Scope

Entwicklung, Herstellung und Vertrieb von Skalpellklingen, Skalpellen, Bluttransfusionssets,
Blutlanzetten, elektronischen Blutdruckmessgeraten, Kondomen, Trachealtuben, Foley Ballon
Kathetern, chirurgischen Handschuhen, Infusionssets, Intravendsen Kathetern, Nadeln,
Paraffingaze, Intravendsem Infusionsbesteck Kopfhgutvenen, Spritzen komplett mit Kandile,
Tuberkulinspritzen, Insulinspritzen, digitalen Thermgmetern, 3-Wegehéhnen, Aneroiden
Blutdruckmessgeréten, Thermometern, Untersuchurigshandschuhen, Spritzen, Urinbeuteln,
Tropfer fir Medikamente.
Design, Manufacturing and Distribution of Blades, S¢alpels, Blood Administration Sets, Blood
Lancets, Electronic Sphygmomanometers, Condoms, Tracheal Tubes, Foley Balloon Catheters,
Surgical Gloves, Infusion Sets, Intravenous Catheters, Needles, Paraffin Gauze, Scalp Vein
Infusion Sets, Syringes complete with Needle, Tuberpulin Syringes, Insulin Syringes, Digital
Thermometers, Three Way Stopcocks, Aneroid Sphygmomanometers, Thermometers,
Examination Gloves, Syringes, Urine Bags, Droppers for Medicine.

Reg.-Nr. / Reg.-No. 04 221 041335 Giiltigkeit / Validity
Bericht Nr. / Report No. 3523 7664 von / fram 2019-03-12
bis / untili 2022-03-11

7’ B ’. ﬂ—.—r Edition 3
Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices Essen, 2018-03-12

TUV NORD CERT GmbH Langemarckstralie 20 45141 Esspn  www.tuev-nord-cert.de :, ;’_' ' u ford.de
Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044 £

L

(DAKks
. Akkreditierungsstelle

D-ZMm-12007-05-01




EG-Zertifikat / EC-Certjficate

gem. 93/42/EWG Anhang ll onne (4) [ acc. 93/42/EEC Annex Il without (4)

Hiermit wird bescheinigt, dass die Firma / This certifies, that the

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

—

fUr die Produkle / die Kategorie: Liste der Produkte siehe Anlage
for the products / product category: List of products see annax 1

Skalpellklingen, Skalpellen, Bluttransfusionssets, Blutlarjzetten, elektronische Blutdruckmessgerite, Kondome,
Trachealtuben, Foley Ballon Katheter, chirurgische Handgchuhe, Infusionssets, Intravendse Katheter, Nadeln,
Paraffingaze, Intravenose Infusionsbestecke Kopfhautvepen, Spritzen komplett mit Kaniile, Tuberkulinspritzen,
Insulinspritzen, digitale Thermometer, 3-Wegehdhne, Angroide Blutdruckmessgerite, Thermometer,
Untersuchungshandschuhe, Spritzen, Urinbeutel, Tropfef flir Medikamente.

Blades, Scalpels, Blood Administration Sets, Blood Lancpts, Electronic Sphygmomanometers, Condoms,
Tracheal Tubes, Foley Balloon Catheters, Surgical Glave, Infusion Sets, Intravenous Catheters, Needles,
Paraffin Gauze, Scalp Vein Infusion Sets, Syringes complete with Needle, Tuberculin Syringes, Insulin Syringes,
Digital Thermometers, Three Way Stopcocks, Aneroid Sphygmomanometers, Thermometers, Examination
Gloves, Syringes, Urine Bags, Droppers for Medicine.

ein Qualitatssicherungssystem fir die Auslegung, die Fertigung urid die Endkontrolle der genannten Produkie nach Maligabe
des Anhang Il (ohne Abschnitt 4) der Richtlinie 93/42/EWG anwenflet. Zusatzlich zur CE-Kennzsichnung muss die Kennummer
der Benannten Stelle angebracht werden. Die Giiltigkeit dieses Zeytifikats beruht auf der Aufrechterhaltung des Qualitats-
sicherungssystems in Ubereinstimmung mit den Anfarderungen dgr Richtlinie und seiner Uberwachung diich die Benannte
Stelle gem. Anhang Il Abschnitt 5. Das Zerfifikat ist unter keinen Umstanden Ubertragbar,

has established a quality system for design, production and final tgsting acc. to the requirements of Annex Il (without seclion 4)
of the directive 93/42/EEC. Additional to the CE-marking the nor!ﬂzahon number of the Notified Body has lo be affixed. The
validity of this certificate is based on the maintenance of the quality system in accordance with the requirements of the directive
and its surveillance by the Nolified Body according Annex Ii sectiop 5. The cerlificate may not be transferred under any
circumstances.

Reg.-Nr. / Reg.-No. 04 232 041335 Glltigkeit / Validity

Bericht Nr. / Report No. 3523 7665 von /from 2019-03-12
bis / until 2024-03-11

] j £ Edition 4

Zertifizierungsstelle fiir Medizinprodukte Essen, 2019-03-12
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralte 20 45141|Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

** T * Benannt durch/Dasignated by
Zontralstelle dor Linder 2
ﬁe Hir Gesundheitsschutz g
bai Arzneimilteln und
* * Madizinprogukien
THR ZLG-BS-236.10.16




ANLAGE/ANN

Anlage 1, Blatt 1 von 5
Annex 1, page 1of §

Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse Im
Products of class Im

Thermometer, Quecksilber frei
Thermometer, Mercury free

BlutdruckmeBgerat, aneroid
Sphygmomanometers, Aneroid

Anmerkung: Fir Produkte der Klasse | mit Messfunktion besch
Herstellungsschritte in Zusammenhang mit der Kq
Anforderungen,

UMDNS

14-028

16-156

rankt sich das Zertifizierungsverfahren auf die
nformitét der Produkte mit den messtechnischen

Note: For products of class | with measuring funclions the certification process Is restricted lo the aspecis of

manufacture concerned with the conformity of the

Bericht Nr. / Report No. 3523 7664

y & /-

Zertifizierungsstelle fiir Medizinprodukie
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrale 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 | Notified Body ID. No. 0044

*ﬁr ﬁj!( & Benannt durch/Designated by

* * Zeniraisielle der Linder &
fir Gesundheitsschutz

® !L@ * ﬁrzwmmm £
* ¥ Madizirprodutan

*fr *** ZLG-BS-236.10.16

Hevices with metrological requirements.

Giltigkeit / Validity
von / from 2019-03-12
Edition &

Essen, 2019-03-12

]
ighl@twev-nord.de

www.fuev-nord-cert.de



ANLAGE/ANN

Anlage 1, Blatt 2 von 5
Annex 1, page 2 of 5

Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse Is
Products of class Is

Spritzen 2- und 3-teilig
Syringes 2- and 3-part

Harnauffangbeutel
Urinary Collection Bags

Harnauffangbeutel, Sdugling
Urinary Collection Bags, Infant

Untersuchungshandschuhe, steril
Examination gloves sterile

Tropfer, Medikamente
Dropper, Medicine

UMDNS

13-929

14-298

16-782

11-882

12-506

Anmerkung: Fir Produkle der Klasse | steril beschrankt sich das Zertifizierungsverfahren auf die Aspekte der Herstellungs-
schritte in Zusammenhang mit der Sterilisation ung der Aufrechterhaltung der Sterllitat.

Note:
with securing and maintaining sterile conditions.

Bericht Nr. / Report No. 3523 7664

NIl

Zertifizierungsstelle fiir Medizinprodukte
Certification body for medical devices

4514

TUV NORD CERT GmbH Langemarckstrafie 20

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

*1& *ﬁ* Benannt durehvDesignated by

Ny o'k iy 3
r schulz
L ELE % g
'ﬁr* *ﬁ'
A

bl Arzneimilialn und
Medizinprodukien

ZLG-BS-236.10.16

1 Essen

For products of class | sterile the certification procgss is restricted o the aspects of manufaciure concerned

Glltigkeit / Validity
von { from 2019-03-12
Edition 5§

Essen, 2019-03-12




ANLAGE/ANN

Anlage 1, Blatt 3von 5
Annex 1, page 3 of 5

Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse lla
Products of class lla

Klinge, Messer
Blades, Knife

Messer, Skalpell
Knifes, Scalpel

Bluttransfusionsbesteck
Blood Administration Set

Lanzette, Blut
Lancets, Blood

BlutdruckmeRBgerat, elektronisch
Sphygmomanometers, Electronic

Endotracheal Tubus
Endotracheal tubes

Katheter, Harnwege, Foley
Catheters, Urinary, Foley

Handschuhe, chirurgisch
Gloves, Surgical

Bericht Nr. / Report No. 3523 7664

/T e

Zertifizierungsstelle fiir Medizinpradukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralte 20 4514
Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

% i Jp  Sonan durch/Desigraied by

Zentralsislie dor Lander §

* *
{mngy T

}1 Essen

Gililtigkeit / Validity
von / from 2019-03-12
Edition 5

Essen, 2019-03-12

www.tuev-nord-cert.de

UMDNS

12-234

12-252

10-421

10-440

16-157

14-085

10-720

11-883

medical@tuev-nord.de




ANLAGE/ANN

Anlage 1, Blatt 4 von 5
Annex 1, page 4 of §

Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse lla
Products of class lla

Intravendses Infusionsbesteck, allgem
Intravenous Administration Sets, Gene

Katheter, intravenous, peripher
Catheters, Intravenous, Peripheral

ne Verwendung
I Purpose

Intravendses Infusionsbesteck Kopfhautvene

Intravenous Administration Sets, Scalp

Nadeln, hypodermisch
Needles hypodermic

Verband, nichthaftend
Dressing, Nonadherent

Spritze, subkutan
Syringe, hypodermic
Spritze, Tuberkulin
Syringes, Tuberculin
Spritze, Insulin
Syringes, Insulin

Bericht Nr. / Report No. 3523 7664

H-J. de—

Zertifizierungsstelle fir Medizinprodukte
Certification bady for medical devices

TUV NORD CERT GmbH Langemarckstraiie 20 4514

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

ﬁﬁ'ﬁ'ﬁ- i Banannt durchiDesignated by
Koy gk Ztsmmcriioow
* BL@ * e §
* * ** Maduzinproduktan
i ZLG-BS-236,10.16

Vein

Gilltigkeit / Validity
von / from 2019-03-12
Edition 5

Essen, 2019-03-12

1 Essen www.tuev-nord-cert.de

UMDNS

12-157

10-727

17-825

12-745

11325

13-940

13-945

13-941

medical@tuev-nord.de




ANLAGE/ANN

Anlage 1, Blatt 5von 5
Annex 1, page 5 of 5

Reg.-Nr./ Reg. No. 04 232 041335
Produkte der Klasse lla
Products of class lla

Thermometer, elektronisch
Thermometers, Electronic

Dreiwegehahn
Three-way stopcock

Produkte der Klasse lIb
Products of class IIb

Kondome, méannlich
Condoms, Male

Bericht Nr, / Report No. 3523 7664

&y {73

Zertifizierungsstelle fiir Medizinprodukte
Certification body for medical devices

TOV NORD CERT GmbH Langemarckstrale 20 4514

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

* **** Benannt durch/Designated by

* * Zeniralstelle der Lander Q
e g:k o fiir Gasundheltsschutz £
bel Arzneimitieln und
* '# Madizinproduktan

*f( v *’ﬁ ZLG-BS-236.10.16

UMDNS

14-032

13-803

UMDNS

18-080

Gilltigkeit / Validity
von [ from 2019-03-12
Edition &

Essen, 2019-03-12
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MINISTERUL SANATATI, MUNGH nocu““‘;ku! . Ne 3B e socpuonrans
SOCIALE = - FORMULA 303-2/e
a?li :ﬁ%ﬁf};‘ﬁ'mmm = - ﬁ?ff'fﬁ na:ﬁ?ﬁps alRM/ m-m MaTC3 PM
~ MWHACTEPCTBO 3IPABOOXPAHEHWS, TRYDA i ¥ !
© W COLMANLHON 3/ B | PECTIYBNIMKA MOAZOBA | Centrulde. Incercari de laborator

: °-=ME"T1AN*FOW ENTRU SANATATE Pﬁﬁm;ﬁ faiagr

- HAUVIORATIBHOE ATEHTCTBO OBIECTBEHHOTO 3fI0PORS | Halwornue Ryl JP.,;.E’.",,';‘,?&%‘% ety

MD-2028; mun. Chiginau, str. Gheorghe. Asach, 675 Acreditat I Sistemul Ministerului ssnm| Muncii
. Tel. +37322 57 1, fax » 373 22 729725 : M&m&
i _IDNO 1 1000021 . : i Wr‘ﬁ Toyaa i

E‘“"ﬂ" ansp@ansp.md; anticamera@ansp. bl Certificat ne. 2263 24. bty muumzmn

P UPRmusELE ek v. PAT TR NTAREN& P’*'/g// M 9
! alfeabix U HeRUUeaLIX POy Kmos .

a/e. 201 g

Amcoie parafannaceutlce in asortiment confonn :

sunt conforme Regulamentului (lor) sanitar (e) / coomesmefneyiom caxumapHomy (siv) pearamenmy (am) (se va indica
denumirea completd a Regulamontuhi (lor) sanitar (€) / yxasarp nanHos Haumerosanue CaNUMapHO20 {audpaanamm (o8)

Indicaii Metodice nr.29 FT/1683 dm 14.05.01, Dl ectiva Europeana 93/42/EEC privind
dispozitivele medicale

Organizatia-producatoare/importatoare, fara de origine / opeanua

DISPOTECH ZAO Yaroslavli Rezinotehnica, Sterjlance Medical, Huaian Tianda Medical
Instruments Co, Nutrex Textil Nakis San. Tic. Ltd. Itaha F Rusd, Malaysia, Turcia
Destinatarul avizului sanitar / rmywamam. CaHUMEPHOZO 3al)

“M-INTER-FARMA” SA, Republica Moldoya, jn un. :Ghisiniu, str. Grenoble, nr. 23

Ca temei pentru recuncasterea conformitatii produselor Regulamentulu (lor) sanitar (s) mentionat (¢) a servit /
OcHOBaHUGM GBI NPUSHAHUS MPOJYKULY YKESBHHOMY (b1) COHumEap Oy (biM) peznamesmy (am) nochywuno
Demers, contract nr. 50/297 din 19.03. 20!9 facturi, certificate de origine, cali itate, conformitate, aviz

sanitar nr. 3347 din 30.11. DT
(a’_m du:.:marnbdemmﬂm I:uaﬁmleda«

i Caradarlsﬂea sanitara a produselor / ¢ mm- cEpaK
Parametrii (factorii) / noxassmenu (paxmopsi)

Articolele parafarmaceutice sunt conforme Directivii Europene 93/42/EEC

Domeniu de utilizare / O6nacmi npumeHerus; Scopur ‘medicinale

Conditiile necesare de utilizare, depozitare, transportare| masurile de securitate / Heoxodumess yoriosus
UCRane308aHus, T T M NOYe I il plasarea pe piatd se va efectua in

: '_ conditiile: respectém legislatiei in vigoare in R. Mol ova, termenii de valabilitate, conditiile de pastrare
AVIZUL SANI'I‘AR este valabil pind Ia /' Canumaproe 32 Geucmeumene+o do: 3(0),06.2020 r_
RE! TA

AGENTIEI NATIONALE PENTRU SA




Producatorul(npousgodumesns) DISPOTECH, ZAO Y:
Medical Instruments Co, Nurtex Texstil Nakis San. Tic. Li
Tara de origine (cmpara npoucxoxderus) Italia,

lavii Rezinotehnica, Sterilance Medical, Huaian Tianda

Jeratia Rusa, Malaysia, Italia, Turkey

Nr "Denumirea produselor Firma producatoare, Tara
(HanmeHosaHue npodylkra)
1. | Aspirator de saliva 15ecm N100 /DISPQTECH Dispotech, Italia
2. | Container pentru pastrarea servetelelor in plexiglas Dispotech, Italia
3. | Husa p-u fotoliu stomatologie 33em x 35cm N1 Dispoiech, Italia
4. | Husa sterila pentru tub camera vedeo 14x 250cm A et "ksst:il: '::ﬁi:m o i
5. | Husa pentru fotoliu stomatologic din 2 Jomponente Dispotech, Italia
. Nurteks Tekstil Nakis San.
6. | LAMA sterila chirurgicala p-u bisturiu Tic-SteriLanc?b ?;::::icnl (Suzhou);
7. | LAMA sterila chirurgicala_p-u bisturiu Sterilance Medical. China
8. | LAMA sterila chirurgicala p-u bisturiu Egﬁ;;:;“go?gi‘:ﬂ
9. | Lant pentru fixarea bavetelor stomatologice Dispotech, Italia
10| MINI-RULOU din vata Nr.1 300 g Dispotech, Italia
11. | MINI-RULOU din vata Nr.2 300 g Dispotech, Italia
12. | MUSAMA MEDICALA ZAO Yaros[av!i'-'Rezinutehnica,
e Fede=iatia Rusa
13. | Rulou de pachete p-u steriliz. instrum. 1J00mm X 200m. Dispotech, Italia
~_14. | Rulou de pachete p-u steriliz. instrum. {50mm X 200mm Dispotech, Italia
15. | Rulou de pachete p-u steriliz. instrum. 200mm X 200m Dispotech, ltalia
16. | Rulou de pachete p-u steriliz. instrum. 250mm X 200m. Dispotech, Italia
17. | Rulou de pachete p-u steriliz. instrum. Y0mm X 200m. Dispotech, Italia
18. | Rulou de pachete p-u steriliz. mstrum. 5mm X 200m. Dispotech, [talia
s Huaian Angel Medical
19. | SCARIFICATOR (lancet) steril N1 Instiimants CoL Ching
20. | SERVETEL stomatologic 45cm X 33crh. 3straturi N500 Dispotech, ltalia
21. | SERVETEL siomatologic 50cm X 60crp rulou cu legare Dispotech, Italia

Directorul interimar ¥,
Sanatate Publica

75;”7_ * Nicolae FURTUNA
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