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CERTIFICATE

BEREN MEDIKAL PAZARLAMA SAN. TiC. LTD. §Ti.

|OSB FATIH SAN SIT 3B BLOK NO:34 BASAKSEHIR / ISTANBUL

MEDIKAL KAYIT KAGITLARI VE ULTRASON PRINTER KAGITLARI TASARIMI VE URETIMI, YOGUN
BAKIM CIHAZLARI KURULUM, MONTAJ VE TEKNIK SERVISI

PRODUCTION AND SALES OF MEDICAL RECORDACHART PAPERS. ULTRASOUND IMAGING
PAPERS, INSTALLATION AND AFTERSALES TECHNICAL SERVICES OF INTENSIVE CARE DEVICES

af

2016

uygun bir sistem kurmugtur,
ces Cnaline Managament Systom Standoand,

ISO 1348

Tibbi Cihaziar Kalite Yénetim
hees extoblished that is in compliance with the Medical

SertifikaNo  : MDDI024
Comtificate No
lik Yayin Tarihi : 19.07.2019
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Cantrul de m nmmﬁm
Cantnyl Najional de Acreditars W mmt
Aonuimirenie

Cortificat ne. 2283 din 24,10.2014, vainbl phnd 18 24,10 2015

ITAR
?Ewmumﬁnmsmmmntym MENTARE Nr. P-—JQH M?

Canmapros JEmoveHie o m X 1 NERIEEHIX FpodianoR

din'om “ Jof " iuni ajz 201 g
Pmmlm-mﬂwnmﬂm porful, utilizarea g desfacerea produselor | echipamentslor ﬁ‘l
........ 90, BE0:, LCNONLI0BIHUE L podnusaLn npodyajuy /ofopydosaiam | &
[ pamﬁmam.moe in asortiment mnfnnnnn Xei %
=
sunt conforme Regulamentulul (lor) sanitar (e) / coomesmemdyiom camumapnony (b peenawenmy (an) (se va indica %
danumirea complets a Regulamentulul (lor) sanitar (e) / ykasame Panon KiuMaHOSAHIE CEHUITAPHOD (i) pesnamenmsa (0s)
Indicatii Metodice nr.29 FT/1683 din 14.05.01, Diregtiva Europeand 93/42/EEC privind ;.%:
dispozitivele medicale iﬂ’
Organizatia-producitoarelimportatoare, {ara de origing / opRsHUSEL MPOLZEAIMIIOPMED, CTIDANA MPOUCKIKOEHUR =)
DISPOTECH ZAO Yaroslavli Rezinotehnica, Sterilance Medical, Huaian Tianda Medical Gk
Instruments Co, Nutrex Textil Nakis San. Tic. I.ld alia F. Rusa, Malaysia, Tl.n'ma -4

Destinatarul avizulul sanitar / nompamens cauumaphoso 3
"M-INTER-FARMA™ SA, Republica Mnldwa, umn. Chlginh str, Grenoble, nr. 23

Ca temel pentru recunoagterea conformitatii produselor R (ior) sanitar (&) mentionat (e) a servit | _
Ockosaem NN ELEBHUN MPOOYKLUY YNEISHHOMY (i) CoHUMAPHT MMMW G
Demers, contract nr. 50/297 din 19.03.2019, facturi,|certificate de origine, calitate, conformitate, aviz
sanitar nr. 3347 din 30.11.2017 , sk L ; i
{m enumom documentsls de Insojre, bustinela de ansird / mpeucnume conpdecdu Baw., Apamosni ueched )

Parametrii (factoril) / noxasamany (akmape) grmativul sanitar | commapssii HopsamLE

Articolele parafarmaceutice sunt conforme Directivdi Europene 93/42/EEC

Domeniu de utilizare | Ofinacms npumewesus:  Seonurif medicinale

Conditiile necesare de utilizare, depozitare, transportare, de securitate / Heofwodumese yeoaus "'-
A R T e importul plasarea pe piatd se va efectua in

condifiile respectarii legislatiei in vigoare in R. Moldova, termenii de valabilitate, conditiile de pﬁstrare'
AVIZUL SANITAR este valabil pind la / Canumapnoe Sadcmeumeans+a %o 3),06.2020
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Producatorul(npouzsodumens) DISPOTECH, ZAD Rezinotehnica, Sterilance Medical, Huaian Tianda
Medical Instruments Co, Nurtex Texstil Nakis San. Tic. Ltd.
Tara de origine (cmpana npoucxomderus) italia, Rusa, Malaysia, ltalia, Turkey
NF. Denumirea produselor Firma producdtoare, Tara
(Han Hue nM%,I
1. | Aspirator de saliva 15em N100 /DISPOTECH Dispotech, lialia
2. | Container pentru pastrarea servetelelor dinfplexiglas Dispotech, Italia
3. | Husa p-u fotoliu stomatelogic 33em x 25¢in N1 Dispotech, lialia
4. | Husa sterila pentru tub camera vedeo 14x §50cm e oo Tﬁ;‘:ﬂﬁﬂf‘“ ko
5. | Husa pentru fowliu stomatologic din 2 comjponente Dispotech, ltalia
Nurteks Tekstl Nakis San.
6. | LAMA sterila chirurgicala p-u bisturiu Tie.SteriLance Medical (Suzhou);
China
7. LAMA sterila chirurgicala_p-u bisturiu Sterilance Medical, China
T [T ——— et
1 P i Instruments Co., China
9. | Lani pentru fixarea bavetelor st Dispotech, Italia
10. | MINI-RULOU din vata Nr.1 300 g Dispotech, Italia
1. | MINI-RULOU din vata Nr.2 300 g Dispotech, Italia
ZAO Yaroslavli-Rezinotehnica,
12. | MUSAMA MEDICALA Federstia Rusd
13. | Rulou de pachete p-u steriliz. instrum. 100dhm X 200m. Dispotech, Italia
14. | Rulou de pachete p-u steriliz. instrum. 150im X 200mm Dispotech, Italia
15. | Rulou de pachete p-u steriliz. instrum. 200hm X 200m Dispotech, ltalia
16. | Rulou de pachete p-u steriliz. instrum. 250thm X 200m. Dispotech, lalia
17. | Rulou de pachete p-u steriliz. instrum. 50mfn X 200m. Dispotech, Italia
18. | Rulou de pachete p-u steriliz. instrum. 75mm X 200m. Dispotech, ltalia
: Huaian Angel Medical
19. | SCARIFICATOR (lancet) steril N1 iinh it O ik
20. | SERVETEL stomatologic 45em X 33cm, 3jtraturi N500 Dispotech, lalia
21. | SERVETEL stomatologic 50cm X 60cm rufou cu legare Dispotech, halia

Directorul interimar &%
Sanitate Publica :

% Nicolae FURTUNA




OPT'AH IO CEPTHOUKALIIHN
ACCOLMAIIMA 10 CEPTU®MKALIMU "PYCCKUI PETHCTP"
ATTECTAT AKKPEIIMT DOENEPAJILHOM CITVXBEI
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B OTHOIIEHHH npunmunr:rni, BBINYCKA H MOCTABKH
NEPEKHCH BOAOPOAA, NOJNHMEPHBIX MHKpocdep, AMMHAKA BOIHOTIO,
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Cepridurar aelicrenrenen no 9 Honbps 2021 r.
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CUCTEMA CEPTUOUKALL
RUSSIAN REGISTER CE

Obnacre ceprupmkayum
O6uiecrsa c orpaHuyYeHHOI
BKJTK

PYCCKOTI'O PETMICTPA
TIFICATION SYSTEM

Mpunoxkenue Kk Ceprudmkary
N2 18.2044.026

oT 9 Hos6ps 2018 r.

bnauk N2 01-011277/IP

CUCTEMbI MEHEQMMEHTA

OTBETCTBEHHOCTLIO "Mlera”
yaer:

1. O6wecTea ¢ OrpaHUYeHHOI oTBeTCTB
Opuanyeckuii agpec: 606025, Poccuiicka
Lzepxurck, 6-p Mupa, 29a-22

GakTuueckuit agpec: 606000, Poccuiickas
Asepxunck, BocTouHbii npoMpaiion Oprey
Buabl pestenbHOCTH: pasapaboTka TexHond

HHOCTBIO "Jlera”
Depepauwms, Hiwkeropogckas obn.,

Depepauna, Hwkeropogckan o6n.,
€0, 5 kM+500 M Wrymencioro wocce, 1
MMHECKOM SOKYMEHTALMM, NPOM3BOACTEOD,

BLIMYCK W NOCTaBKka nepekucy BOAOPOA, MMUAKa BOAHOrO, BUCYNbOUTA HATPUS M

TepPMO3NacToNIacToB,

. O6uwecrsa c orpaHMYeHHOM OTBETCTBEHHOCTLIO "Nera"

Opuanueckuit agpec: 606025, Poccuitckas
A3epxuHck, 6-p Mupa, 29a-22
DakTuyeckmid agpec: 606000, Poccuiickas

®eaepaums, Hiwkeropoackas o6n.,

Penepauun, Hwkeropogckas obn.,

AsepxkuHck, BocTouHeiid npompaiion AQ "/
Buabl gesTensHOCTH: paspaboTka TeXHoNo
BbIMYCK W NOCTaBKa NONMMEPHBIX MUKpPOCD

FeHepansHelil AMpexTop Accouraumm
no ceprudmkaumm "Pycckuid Perucrp”

3epxkuHcKkoe Oprerekno”, kopn. 66
HECKOW AOKYMEHTaLMK, NPOU3BOACTEO,
p.

A.B. Bnagumupues
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3EC International a.s., Hraniéna 1B, 821 05 Bratislava, Slovakia
Notified Body No. 2265

EC CERTIFICATE

No. 2016-MDLJQS-008/A

k.

i

issued in compliance with the Council Directive 83/42/EEC as amended by 2007/47/EC, which is
implemented by the Siovak Government Decree No.[582/2008 Coll. as amended by 215/2013 Coll.,
certifies that the medicaldevice of Class IIl,

Sterile Absorbable Surgical Sufure with or without Needle
Brand Name: Lactisorb, Lactisorb Rapjd, PGA, PDO, Monoquick, R1-Loc

Sterile Non-Absorbable Surgical $uture with or without Needle
Brand Name: Polypropyleng, PVDF, Polyester-CV
- (for detailed list refer to Annex) :

R1 Suture LTD
94, Industrialna Street, 3" flogr, 8000 Burgas, Bulgaria
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is manufactured under conditions fulfilling the qu system requirements of Annex Il, excluding
(4), of the Directive 93/42/EEC as amended by 2007/47/EC. '

The Notified Body No. 2265 has performed an audit of|the above device quality system. The full quality
assurance system has been assessed, approved and & subject to continuous survelllance according to
Annex |, Sections 3.3, and 5, of the Directive 93/ C as amended by 2007/47/EC. The detailed
description of the system, requirements and measures ppplied by the manufacturer are presented in the
Audit Report No. 310213 and the Final protocol No. 310313/2016 that is enclosed 1o this cartificate.

This certificate is issued under the following canditions:

It applies only to the quality system maintained in the Imanufacture of the above referenced models of
medical devices and it does not substitute the design o type-examination procedures, if requestad. The
certificate remains valid until the manufacturing conditiods or the guality system are changed but until April
4™ 2021 at the latest The certificate validity is conditibnal upon positive results of regular surveillance
audits and fulfilment of relevant legal and other requirbments by manufacturer. For the placing on the
market of the above referenced models of medical devices covered by this certificate, an EC design-
examination certificate according to the Directive 93/4 as amended by 2007/47/EC, Annex lI (4) Is
required.
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EG-Zertifikat /| EC-Certificate

gem. 93/42/EWG Anhang Il otne (4) [ |ace. 93/42/EEC Annex Il without (4)

Hiermit wird bascheinigt, dass dle Firma / This certifias; that the cdmpany

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

fir dis Produkis / dia Kategorle: Liste der Produkte siaha Anlage 1
for the products / product category: List of products see annax 1

Skalpellklingen, Skalpellan, Bluttransfusionssats, Blutlanzptten, elektronische Blutdruckmessgerite, Kondoma,
Trachealtuben, Foley Ballon Katheter, chirurgische Handsdhuhe, Infusionssets, Intravenase Kathater, Nadeln,
Paraffingaze, Intravenése Infusionsbestecke Kopfhautvendn, Spritzen komplett mit Kanile, Tuberkullnspritzen,
Insulinspritzen, digitale Thermometer, 3-Wegehahne, Anergide Blutdruckmessgarite, Thermomaeter,
Untersuchungshandschuhe, Spritzen, Urinbeutel, Tropfer flir Medikamenta,

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

&in Qualitilssicherungssysiem fOr die Auslegung, die Fertigung und flie Endkontrolle der genannten Produkla nach Maligabe
das Anhang Il (ohne Abschnitt 4) der Richllinie S3/42/EWG anwande}. Zusdtzlich zur CE-Kennzeichnung musa die Kannummer
dar Banannten Stalle angebracht warden, Die Giltigkel! dieses Zertifkats beruhl auf dar Aufrechterhaltung des Clualitits-
sicherungssysiems in Uberainstimmung mit den Anfordarungen der Richilinie und seiner Uberwachung durch die Benannte
Stalle gem. Anhang |l Abschnill 5. Das Zertifikal st unter kainen Umdtanden bertragbar.

has eslablished a quallly system lor design, production and final te
of the directive 934 2EEC. Additional to the CE-marking the notification number of the Notified Body has to be affixed. The
valioily of this cerfificate is based on the maintenance of the quality fystem in accordance with the requirements of the directive
and its surveillance by the Natified Body acearding Annex Il seclion §. The cerificate may not be transfarmed under any
circumnstances

acg. lo the requirements of Annex i {without seclion 4)

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

Barichl Nr. / Repori No, 3523 TEES van [ from 2018-03-12
bis / until 2024-03-11

y XA sl

Zartiflizisrungsstelle flr Medizinprodukte Essen, 2018-03-12
Cartification body for medical devices

TOV NORD CERT GmbH Langemarckstralta 20 45141 Esgan

Banannte Stelle Kenn-Nr. 0044 | Notified Body 1D. Na. 0044

1‘:***1': s darshelmsagnated by
o Eod J;mm v Lot
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ok # #7  2.6-88.238.10.10




ANLAGE/ANNE

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

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

Produkte der Klasse Im
Products of class Im

Thermometer, Quecksilber frei
Thermometer, Mercury free

BlutdruckmeRgerit, aneroid
Sphygmomanometers, Aneroid

UMDNS

14-028

16-156

Anmerkung: Fiir Produkte der Klasse | mit Messfunktion beschrihkt sich das Zertifizierungsverfahren auf dia
Herstallungsschritte in Zusammenhang mit ders Konfbrmitd! der Produkte mit den massiechnischen

Anforderzngan.

Note: For products of class | with measuring funclions the bertification process is restricted to the aspects of

manulsciure concermed with the conformily of the dopt

Bericht Nr. | Report No. 3523 7664

Zertifizierungsstelle tir Medizinprodukie
Certification body for madical devicas

TUV NORD CERT GmbH Langemarckstralie 20 45141 Essen

Benannle Stelle Kann-Nr. 0044 / Notified Body ID. No. 0044

P Sanarni dLeOasgimod by
» ! Farmamidle der Lwde

#r o Teows
*ELEG * e
o o st |

Fr +r # ZLG-B5-236.10.16

ces with metrological requirements

Glltigkeit / Validity
von | from 2018-03-12
Edition 5

Essen, 2019-03-12

www tuev-nord-cert.da  medical@tuev-nard.de




ANLAGE/ANN

Aniage 1, Blatt 2von 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, Siugling
Urinary Collection Bags, Infant

Untersuchungshandschuhe, steril
Examination gloves sterile

Tropfer, Medikamente
Dropper, Medicine

Anmerkung: FUr Produkte der Klassa | steril beschrankt sich dad
schritte in Zusammanhang mil der Stedlisation und

UMDNS

13-929

14-298

16-782

11-882

12-506

Zerifizierungsverfahren auf die Aspekis dor Herstellungs-
Her Aufrechterhaltung der Starilila,

Nate: For products of class | starlle the certification process is restricted lo the aspecits of manufacture concerned

with securing and maintaining sterile conditions.

Baricht Nr. / Raport No, 3523 7664

NI &

Zenifizierungsstalle flr Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrafle 20 45141

Benannte Stalle Kann-Nr. 0044 [ Nolifted Bogy 10, No, 0044

ﬂ'* ft** Tmnannd durchCesgnate oy
+r +r ::hnhl-uru Lasides
* “‘ o Aaneimdtely und
* ﬁ* [

o ] ZLG-B5-236.10.16

Essan

Gliltigkeil | Valldity
van ! from 2019-03-12
Edition 5

Essan, 20180312

www.luev-nord-cert.de  madical@iuev-nord.de




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

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

Produkte der Klasse |la
Products of class lla

Klinge, Messer
Blades, Knife

Messer, Skalpell
Knifes, Scalpel

Bluttransfusionsbesteck
Blood Administration Set

Lanzette, Blut
Lancets, Blood

BlutdruckmefRgerat, elektronisch
Sphygmomanometers, Electronic

Endotracheal Tubus
Endotracheal tubes

Katheter, Harnwege, Foley
Catheters, Urinary, Foley

Handschuhe, chirurgisch
Gloves, Surgical

Berichl Nr. /| Raport No, 3523 T664

AT O

Zerifiziarungsstelle fir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langamarckstraiie 20 45141

Baenannte Stalle Kann-kr. 0044 | Notiffad Body 1D. No. 0044

*ﬁﬂ* Eaart mrchyCesignated iy
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ANLAGE/ANNEX

Essen

Glltigkeit { Validity
von | from 2019-03-12
Edition 5

Essan, 2019-03-12

www. luev-riord-cert.de

UMDNS

12-234

12-252

10-421

10-440

16-157

14-085

10-720

11-883

medicali@ituev-nord. da




ANLAGE/ANNE

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

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

Produkte der Klasse |la
Products of class lla

Intravenoses Infusionsbesteck, allgemei
Intravenous Administration Sets, Genera

Katheter, intravenous, peripher
Catheters, Intravenous, Peripheral

Intravendses Infusionsbesteck Kopfhauty

Verwendung
Purpose

ene

Intravenous Administration Sets, Scalp Vigin

Nadeln, hypodermisch
Needles hypodermic

Verband, nichthaftend
Dressing, Nonadherent
Spritze, subkutan
Syringe, hypodermic
Spritze, Tuberkulin
Syringes, Tuberculin

Spritze, Insulin
Syringes, Insulin

Berichl Mr. | Report No. 3523 7664

H-J. d—

Zartifizisrungsstells fir Madizinprodukie
Certification bedy for medical devices

TUV HORD CERT GmbH Langemarckstrale 20 45141

Benannta Stelle Kenn-Nr, 0044 | Notified Sody 1D. No. 0044

+ Ty Bl corcheDassgnatad by
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Glltigkeil / Validity
von [ from 2019-03-12
Edition 5

Essan, 2018-03-12

Essan

UMDNS

12-157

10-727

17-825

12-745

11-325

13-940

13-945

13-841

www. luev-nord-cert.de  medical@lugy-nord.de
P T




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

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 Klassa |lb
Products of class llb

Kondome, mannlich
Condoms, Male

Bericht Nr. | Report No, 3523 T664

&y (/5

Zerlifiziarungsstelle fir Medizinproduklae
Cerification body for medical devices

TOV NORD CERT GmbH Langemarcksiralie 20 4514

Benannie Stalla Kenn-Nr, 0044 | Notified Body ID. No. 0044
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ANLAGE/ANNEX

1 Essen

UMDNS

14-032

13-803

UMDNS

18-080

Guitigheit / Vaildify
yon | from 2019-03-12
Edition &

Essan, 2018-03-12

www luav-nord-cert.de

medical@tuev-nord.da
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