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Prin prezentul aviz sanitar se confirma ca producerea, importul, utilizarca si desfacerea produselor / echipamentelor
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Produse parafarmaceutice

sunt conforme Regulamentului (lor) sanitar (e} / coomesmemeyiom camumapnomy (bi) peanasanmy (am) (s& va indica
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Indicatii Metodice nr.29 FJ/1683 din 14.05.01, Directiva Europeana 93/42/EEC [‘Jl‘lVH‘ld

dispozitivele medicale

Organizatia-producitoare/importatoare, {ara de origine ! speanuanus rpouse Amncpmep, crpani mmwmﬂm

Italia, FARMAC-ZABBAN S.P.A

Destinatarul avizulul sanitar 7 nomyuamens canumanioso sacaenus
IM ,,BECOR™ SRL, Moldova Chisiniu, str. Calea Orheiului, 111/5
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Demers, contract f/n din 18.03.2019, facturi, certificate de analiza, rapoarte a incertarilor

de laborator nr.43135-4319 din 30.01202(
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conform rapoartelor incercarilor de laborator nr.43135-4319 din 30.07.2020
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Condltiile necesare de utilizare, depozitare, transportare, masunta de securitate | Hoofixoduvsio yégmm
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CISQ is a member of

THE N ISEHNXIIUDIM:‘ CERTIFICATION NETWORK
www.iqnei-certification.com

IQNet, the association of the world’s first class
certification bodles, is the fargest provider of management
System Certification in the warfd,

IQNet is composed of more than 30 bodies and caunts
over 150 subsidiaries ail over the globe,

CERTIFICATO n.
CERTIFICATE No.

S CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

FARMACEUTICI - MEDICAZIONE - ARTICOLI
CHIRURGICI -“*FARMAC - ZABBAN S.P.A.

UNITA OPERATIVA / OPERATIVE UNIT

Via Persicetana, 26 - 40012 Calderara di Reno (BO)
italia ‘

E CONFORME ALLA NORMA /IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

4614/4

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES
EA: 4-29

Produzione di dispositivi sterili e non sterili per medicazione mediante i processi di candeggio, asciugatura, taglio,
confezionamento e sterilizzazione. Controllo della produzione di: dispositivi sterili @ non sterili per medicazione; dispositivi
per urologia, ortopedia, dialisi; kit sterili e non sterili per medicazione, urologia, ortopedia, chirurgia, dialisi, aghi e siringhe;

guanti; diagnostici in vitro, (contenitori per feci e urina) dispositivi da infusione; apparecchiature ospedaliere (termometri
digitali, termometri ad infrarossi). Commercializzazione di: apparecchiature e articoli sanitari, diagnostici in vitro, dispositivi
sterili @ non sterili per medicazione, urologia, ortopedia, chirurgia, dialisi; kit sterili e non sterili per medicazione, urologia,
ortopedia, chirurgia, dialisi; aghi e siringhe; guanti; dispositivi da infusione, soluzioni oftalmiche umettanti e lubrificanti,
accessofi per ossigeno terapia, contenitori per laboratorio, dispositivi per allattamento.

Manufacturing of sterile and non-sterile devices for dressing by bleaching, drying, culiing, packaging and sterilization
processes. Manufacturing control of: sterile and non-stetile dressing devices; devices for urology, orthopedics, dialysis;
sterile and non-sterile kits for medication, urology, orthopedics, surgery, dialysis, needles and syringes; gloves; in vitro

diagnostics, (feces and urine containers} infusion devices; hospital equipment (digital thermometers, infrared thermometers).

Trading of: health equipment and items, in vilro diagnostics, sterile and non-sterile devices for medication, urology,

orthopedics, surgery, dialysis; sterile and non-sterile kits for medicaiion, urology, orthopedics, surgery, dialysis; needles and
syringes; gloves; infusion devices, humectant and lubricating ophthalmic solutions, oxygen therapy accessories, laborafory
confainers, breastfeeding devices.

Riferirsi alla documentaziona del Sistema di Gestione per la Qualita aziendale per Fapplicabilit dei requisiti del'a norma di riferimento.
Refer lo the documentation of the Quality Management System for details of application lo reference slandard requirements
il presente certificato & soggetto 2l rispetto det documento ICIM "Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
Tha use and the validity of this certificate shall salisfy the requirements of the ICIM documen! *Rules for the cedification of company management systems” and Specific Scheme.
Per informazioni puntuali e aggionale circa eventuali variazioni intervenute nello stato cella certificazione di cui al presente cerlificato,
si prega di contattare B n® telefonico +39 02 726341 o indirizzo e-mail info@icim.it
For limely and updaled informalion sbou! any changes in the cedificafion status referred lo in ihis certificate,
please contact the number +38 02 725341 or email address infoi@icim. i,

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE

06/05/2008 10/08/2019 09/08/2022

{ A\

Ay

e\ A
ICIM S.p.A.
Piazza Don Enrice Mapelli, 75 — 20099 Seslo San Giovanni (M)
weiwicimit

www.clsg.com
GGQ NO 0044

€18Q & In Federazione Italiana di Organismi di
Certificazione del sistemi di gestione aziendale,
Membro degli Accordi di Mutua Riconoscimento BA, TAF e ILAC CISQ Js the ltalian Federation of management

Signatory of EA, IAF and ILAC Mutual Recognition Agreements system Certification Bodles,
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Prin prezentul aviz sanitar se confirmi ca pmriuc,erea importul, utilizarea gi desfacerea produselor / echipamenislor
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E-rnail anspi@ansp.and; aplicamera@ansp.md

Produse parafarmaceutice anexal

sunt conforme Regulamentulul (for) sanitar (e} [ coomesmemayiom camamapnony (i) peanasmenmy (am) (se va indica

denumirea completi a Regulamentulul (lor) sanitar () / ywasams nomios REUEHOGIHUG CAHUIMARHOED (bIX] pesnaverns (og)
].‘ndi(';&.[.l‘l Metodice nr.29 FT/1683 din 14.05.01. Directiva Furopeana 93/42/BEC privind
dispozitivele medicale

Organizatia-producitoare/importatoare, tara de onigine | opsariauun npouse ARG, Cmpana nEOREKOKGoHuR

Olanda, VAN OOSTEVEEN MEDICAL B.V.,

Destinatarul avizului sanitar 1 nonyvamens canumaphoss 20ikmeiens

iM LBECOR™ SRL. Moldova ¢ hisinau, str, Calea Orheiului, 111/8

Ca temei pentru recunoagterea conformitatii produselor Regolamentulul (Jory sanitar (e) mentflonat (e) a servit/
Ocrosanues ONa DPUSHERUS NPOOYRULIL YKAAHHUY (hst) CAHUMEPHOMY (b0} Poairamenmy (s} OOCTy s

Demers, contract /n din 18.03.2019, facturi. declaratii de conformitate,

aviz sanitar nr.P-1751/2019 din 19.06.2019

(a enumara documentols do Insofire. buletinele de anslizd £ FCpusinsm COREHnGUITInG G Gk, FDOMOKONDE LIECHaE.)

Caracteristica sanitard a produselor | conumapran xapaxmopucmuia npodysu!
Parametril (factori) { noxazomenu {paxmopoi) Normativul sanitar | canvmapsmar hopmamue

Indicii de inofensivitate conform Indicatiilor Metodice nr.29 F T/1683 din 14.05.01,
Directivei Europene 93/42/EEC privind dispozitivele medicale

Domentu de utilizare | O6nacmit ApUMEHEHUSE scopuri medicinale

Conditiile necesare de utilizare, depozitare, transporiare, misurile de securitate / MeoGxodumpe yonoeun
LICFCIIB 3OGRHUR, x{aﬂeuu;e MPAHCIODIMUPOAKY, MEpE! BES0NACHOMIL
importul, plasarea pe piaa in condifiile respectarii legislatiei in vigoare in Republica Moldova
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Taietor de pastile

Spray antiadeziv Romed 40ml pt inlaturarea pansamentelor, emplastrelor

| Cateter Folei 2- canale 10ml N14
] ' Bahili de unica folosinta albastri NlOO(OIanda)
Degetar Romed Medlum N100

' Pungi sterile p/u colect.urinei 21, tub 90cm, valva+orif. de iesire T-tipe (cod

| UB2LSTTV)

Cateter Folei 2~canate 30mt N26(Romed)
Prezervatlve Romed N1

éTermometru clinic ROMED ( testat metrologic)

? Fluturas 24G N1

' Dispozitiv de scuturare pt termometru (THERM-720MF)
' Cateter Folei 2- canale 30ml N22

Cateter Folei 2-canale 30mIN16 I

Cateter Folei 2-canale 30mIN20 "f'_.f"ﬁ_ﬁ__ff'ffjfff"ffjﬂf'f"_j_ff_.ﬁ }ff_fﬁ""ff'.'ff',ﬁ',.l.fff___;.'f. A

? Ac ster:l p/u seringa 186 Nl -
Cateter Fo!ei 2-canale loml NZO

Cater Fole 2candle30miNIS .

' Ac steril p/u seringa 21G N1

Cateter Folei pediatric 5mi N8(Romed)

? Degetar Romed Large N100_ R

| Cateter Folei 2-canale 30mIN24 ff‘.if_ﬁj_f_"_']fff"f

Sersnga CuU ac 2mi

 Pung stenle pedlatnce p/u coiec’r_area urmen (cod PEDUBlOO)
‘Seringacuacsml

P / wz’w o
Director £ v : e ATy
¥ 7,
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EG-Zertifikat / EC-Certificate i
gem. 93/42/EWG Anhang ll onne (4) / acc. 93/42/EEC Annex Il without ()

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

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

fir die Produkte / die Kategorie; Liste der Produkte siehe Anlage 1
for the products / product category: List of products see annex 1

Skalpellklingen, Skalpellen, Bluttransfusionssets, Blutlanzetten, elektronische Blutdruckmessgeréte, Kondome,
Trachealtuben, Foley Ballon Katheter, chirurgische Handschuhe, Infusionssets, Intravendse Katheter, Nadeln,
Paraffingaze, Intravendse Infusionsbestecke Kopfhautvenen, Spritzen komplett mit Kanlile, Tuberkulinspritzen,
insulinspritzen, digitale Thermometer, 3-Wegehihne, Aneroide Blutdruckmessgeréte, Thermometer,
Untersuchungshandschuhe, Spritzen, Urinbeutel, Tropfer fiir Medikamente,

Blades, Scalpels, Blood Administration Sets, Blood Lancets, Electronic Sphygmomanometers, Condoms,
Tracheal Tubes, Foley Balloon Catheters, Surgical Gloves, Infusion Sets, Intravehous 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 Qualititssicherungssystem fir die Auslegung, die Ferligung und die Endkontrolie der genannten Produkte nach Malgabe
des Anhang Il (ohne Abschnitt 4) der Richtlinie 93/42/EWG anwendet. Zusatzlich zur CE-Kennzeichnung muss die Kennummer
der Banannten Stelle angebracht werden. Die Giltigkeit dieses Zertifikats beruht auf der Aufrechterhaitung des Qualitats-
sicherungssystems in Ubereinstimmung mit den Anforderungen der Richtlinie und seiner Uberwachung durch die Benannte
Stelle gern. Anhang 1l Abschnitt 5. Das Zertifikat ist unter keinen Umstanden dbertragbar.

has established a qualily system for design, production and final testing acc. to the requirements of Annex /I (without section 4)
of the directive 93/42/EEC. Additional fo the CE-marking the notification number of the Notified Body has.to be affixed. The
validity of this certificate is based on the maintenance of the qualily system in accordance with the requirements of the directive
and its surveillance by the Notified Body according Annex If section 5. The certificate may not be transferred under any
circumstances.

Reg.-Nr, / Reg.-No. 04 232 041335 Giltigkeit / Validity

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

Za jh Edition 4

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

TUV NORD CERT GmbH Langemarckstralte 20 45141 Essen www.luev-nord-cert.de  medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 / Nofified Body ID. No. 0044
f{-ﬁ( ﬁfﬁr*% Benannt dutchiDesigaated by

T ¥ Fenirslstelle der Linder  §
A H&% . fi Gesundheisschulz g
s=== i Arzoeimiteln und 3

‘.&{ ‘Q’ Madizinprodukten ;
[

*ﬁr e 7 2L685.236.10.1




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

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

ANLAGE/ANNEX

UMDNS

13-929

14-298

16-782

11-882

12-506

Anmerkung: Fir Produkte der Klasse | steril beschrankt sich das Zertifizierungsverfahren auf die Aspekte der Herstellungs-
schritte in Zusammenhang mit der Sterilisation und der Aufrechterhaltung der Sterilitat,
Note: For products of class | sterile the certification process is restricted to the aspects of manufaciure concerned

with securing and maintaining sterile conditions.
Bericht Nr. / Report No. 3523 7664

NI &~

Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrafie 20 45141 Essen

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

‘f{ﬁ }f(“}ff‘fr Benannt durahiDesignated by
‘éf * Zentialstelle der Lander g
e -j% +r fir Gesundheitsschulz &

= : Dai Arzneimitiein und ;
'ﬁﬁ” ‘ﬁr Kedizinprodukien 2
6

jat™ #r 27 206-85-236.104

Glltigkeit / Validity
von f from 2019-03-12
Edition 5

Essen, 2019-03-12

www.tuev-nord-cert.de

medical@tuev-nord.de




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

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

Produkte der Klasse lla
Products of class lla

ANLAGE/ANNEX

Intravenoses Infusionsbesteck, allgemeine Verwendung
Intravenous Administration Sets, General Purpose

Katheter, intravenous, peripher

Catheters, Intravenous, Peripheral
Intravendses Infusionshesteck Kopfhautvene
Intravenous Administration Sets, Scalp Vein
Nadeln, hypodermisch

Needles hypodermic

Verband, nichthaftend

Dressing, Nonadherent

Spritze, subkutan

Syringe, hypodermic

Spritze, Tuberkulin

Syringes, Tuberculin

Spritze, Insulin

Syringes, Insulin

Bericht Nr. / Reporf No. 3523 7664

H-J.

Zartifizierungsstelle flr Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralie 20 45141 Essen

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

‘:rjﬁ('ﬁfﬁ P HBenannt durehyDesignated by
Pr ﬁu Zentralstelle dor Lande: &
4 i Gesundhaiisschute 2
* Eh K o Azneimitein und 3
,@{ ’!ff Medizinprodukien %
§

T g %7 2LG-BS-236.10.1

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

Essen, 2019-03-12

www.tuev-nord-cert.de

UMDNS

12-157
10-727
17-825
12-745
11-325
13-940
13-945
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1. EC Declaration of Conformity

Manufacturer ¢ Rossmax Swiss GmbH
| Address __ Tramstrasse 16, CH-9442 Berneck, Switzerland o
| Netified Body ¢ 505 United Kingdom Limited
' Address + 2028 Werle Parkway

Weston-Su s}erm&xe, BS22 WA United Kingdom

. EUldentification Ne.  : 0120 o L
| Certificate No. . TWI4/1034.05
|Product type 1 NonInvasive Blood Pressure M sasuring Device

Type Designation : ABTOM, AB7611, AC701k, ACIO00F, AD761F, AET0M, AF70L, AJFOH,

ARIOL, AKISGf, AKISH, AUNMYE AVOL, AVISIE, AV3SIE AW9L,
AWIS0E, AWISH, AWIT73(, AX3SSF, BAYGL, BCA5L, 8D7D, BE7OL,
BEFGL, BI701, BK150, BK400, BMY3, BQS, BR70S, B5705, BI705,
BU705, BV705, C381, C400, CD%1, CD155¢, CF1556, CF175E, CF701k,
CF7071, CEF7BH, CGI33F, CG1754, CHYL, CHI5SE, CJ7e6t, D130, D400,
DA430, G150, GATO0, GALDT, GALUZ, GATIZ, J400, [400CA, 1401,
K150, K330, K400, LCI150, T.C00, Mandaus 1, MAYSD, MAYL,
MAI75E, MAISOE, MAISH, MASOL, MB303, MC100f, MCI01, MG40,
MGI50f, MGISTE, ME150f, MHI506CA, MHI5L, MHO01E, MJ90,
MJ91, MFIS0f, MJISTE, MJH00i, MJ700i, MJ701E, MJ701i, MK381f,
MNGS, MNaOE, MO0, MP130f, MP131, MEBCH, MREOOIRC,
MSET, MSTS0f, MS1514, MS400i, MVEOLE, MW7DIE, MW7E,
MIWSZIF, 400, P400, RV200, RS380, RW450, 5150, S380, T400, T401,
V70T, W3BL, X1, X3, X4, X5, X7, X9, X400, Cone cuff, DK cuff,
Medical cuff

':Canfonnifg Assps;-;mmt - EU Council mee a3 f az,f EEC Annex I {excluding ﬁu;é;m 4?“%1
Classification : assla {A{‘mmmg te EU Council Directive 93/42/EEC,
- o Anmex IX, Rule IQ} S
Serial No. CXY M mz
| : E & Segquential number
' Lk sequential number

- Manufeciuring month.

%imasmzm;g year.

,’Fhe above-mentioned devices are in full compliance with the relevant provisions of EU Council
| Directive 93/42/FEC amended by 2007/47/EC, Arnex [-Essential Requirements and applied harmonized
standards, national standards or other normative documents.

| KN 080 ; 2005 EN 1041; 2008, EN 1060 1: 1995 A2: 3000 EN 106531997+ A2 009, EN 1066-4:2004, EX 150 1099312000 A 2010
{ P IS0 LRUAR S 200 B IS0 § 0593 10 208, BN 150 14155 200, BN IS0 PRS0 T T2, BN IS0 1497101 T
i, EN 60601 -1-250077 ACIHID, EXGEME 2606 A BN 60001 1 51080 ENEIN6:T008, ENENSD
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EC Declaration of Conformity

Manufacturer: Wuxi Medical Instrument F actory Co., Ltd.

Add:No.43 Xixin Road,Zhangjing, Xibei town, Wuxi city,Jiangsu.214194 China
European representative : Lotus NL B.V.

Add: Koningin Julianaplein 10,1e Verd, 2595AA. The Hague, Netherlands.

Tel: 0031626669008

Product: Mercury free Clinical thermometer

Model: CR.W00

Classification: Im According to Rule 5, Annex IX of MDD 93/42/EEC amended by
2007/47/EC

Harmonized Standards:

EN IS0 15223-1:2012, EN 1041:2008. EN ISO 14971:2012, EN
12470-1:2000+A1:2009. GB1588:2001. ISO 719:1985.

Conformity Assessment Route: Annex V, MDD 93/42/EEC amended by 2{3{}?',’4?,";}3{3
We herewith declare that the above mentioned products meet the provisions of the
Council Directive 93/42/EEC amended by 2007/47/EC for medical devices, All
supporting documentation is retained under the premises of the manufacturer.
Notified Body: INSTITUTE FOR TESTING AND CERTIFICATION, Inc.
Address: trida Tomase Bati 299, Louky, 763 02 Zlin Czech Republic

EC certificate No.: 19 0248 QS/NB

Date of issue:2019-05-22

date of validity:2024-05-21

Version:H
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