CERTIFICATE
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Reason: MoldSign Signature
Management system as per Location: Moldova

DIN EN 1SO 9001 : 2008
In accordance with.TUV NORD CERT procedures, it is hereby certified that

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

applies a management system in line with the above standard for the following scope

Design, Manufacturing and Distribution of sterile and non sterile medical devices
and in vitro diagnostic medical devices

Certificate Registration No. 04 100 041335 Valid from 2016-07-30

Audit Report No. 3518 0365 Valid until 2018-09-14
(until 2019-07-29 in case of Upgrade lo ISO 2001:2015)
Initial certification 2004

Gaan

rtification Body Essen, 2016-07-21
at TUV NORD CERT GmbH

subject to regular surveillance audits.

TUV NORD CERT GmbH Langemarckstraie 20

S
(( DAKKS

e Deutsche

SETST Akkreditierungsstelle
D-ZM-12007-01-01




ZERTIFIKAT / Certificate

gem./ acc. EN ISO 13485 : 2012 + AC : 2012

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

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

ein Qualitdtsmanagementsystem nach der Norm DIN EN ISO 13485 : 2012/ EN ISO 13485 : 2012 + AC : 2012 - }
Medizinprodukte - Qualititsmanagementsysteme - Anforderungen filr regulatorische Zwecke - eingefihrt hat und aufrechterhalt,
Dieses Zertifikat stellt nicht den erforderlichen Nachweis zur Anbringung der CE-Kennzeichnung dar.

has established and maintains a quality management system that meets the requirements of DIN EN ISO 13485 : 2012/
EN ISO 13485 : 2012 + AC : 2012 - Medical devices - Quality management systems - Requirements for regulatory purposes.
This certificate is not an authorisation o affix the CE mark.

Geltungsbereich / Scope

Entwicklung, Herstellung und Vertrieh ven Skalpellklingen, Skalpellen, Bluttransfusionssets,
Blutlanzetten, elektronischen Blutdruckmessgeriten, Kondomen, Trachealtuben, Foley Ballons
Kathetern, chirurgischen Handschuhen, Infusionssets, Intravenésen Kathetern, Nadein,
Paraffingaze, Intravenésem Infusionsbesteck Kopfhautvenen, Spritzen komplett mit Kanlilen,
Tuberkulinspritzen, insulinspritzen, Digitalen Thermometern, 3-Wege-Hahnen, Aneroiden
Blutdruckmessgeraten, Thermometern, Untersuchungshandschuhen, Spritzen, Urinueuteln.
Design, Manufacturing and Distribution of Blades, Scalpeis, 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 witis Needle, Tuberculin Syringes, Insulin Syringes, Digital

Thermometers, Three Way Stopcocks, Aneroid Sphygmomanometers, Thermometers,
Examination Gloves, Syringes, Urine Bags.

Reg.-Nr. / Reg.-No. 04 221 041335 Gliltigkeit / Validity
Bericht Nr. / Report No. 3518 0366 von / from 2016-07-30

bis / until 2018-03-31
” . zé‘—" {bis 2019-07-29 bei Urnstellung suf EN IS0 13485:20186)

{untit 2019-07-29 in case of Upgrade o EN (80 13485:2016)
Zertifizierungsstslle fir Medizinprodukte Edition 2

Certification body for medical devices

Essen, 2016-07-21

TUV NORD CERT GmbH Langemarckstrale 20 45141 Essen
Benannte Stelle Kenn-Nr. 0044 { Notified Body ILi. No. 0044

Akkreditierungsstelle
D-ZM-1200705-01




EG-Zertifikat / EC-Certificate
gem. 93/42/EWG Anhang Il ohne (4 / @cc. 93/42/EEC Annex Il without (4

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

Van Oostveen Medical Ei. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

fiir dis Produkte / die Kategorie: Liste der Produkie siehe Aniage 1
for the products / product category: List of products sea annex 1

Skalpellklingen, Skalpelie, Bluttransfusionsbestecke, Blutlanzetten, eiektronischie Blutdruckmessgeréte,
Kondome, Trachealtuben, Foley Ballon Katheter, chirurgische Handschuhe, Untersuchungshandschuhe,
Urinbeutel, Infusionssets, Intravendse Katheter, Nadeln, Paraffingaze, Intravenoses Infusionsbesteck,
Kopfhautvene, Spritzen komplett mit iKaniile, Tuberkulinspritzen, Insulinspritzen, digitale Thermometer,
3-Wege-Hihne, Aneroid Blutdruckmessgerate.

Blades, Scalpels, Blood Administratiun Sets, Blood Lancets, Electronic Sphygmomanometers, Condoms,
Tracheal Tubes, Foley Balloon Cathetsrs, Surgical Gloves, Examination Gloves, Urine Bags, Infusion Sets,
Intravenous Catheters, Needles, Para'fin Gauze, Scalp Vein Infusion Sets, Syringes complete with Needle,
Tuberculin Syringes, Insulin Syringes, Digital Thermometers, Three Way Stopcocks, Aneroid
Sphygmomanaometers.

ein Qualitatssicherungssystem fir die Auslegung, die Fertigung und die Endkontrolle der genannten Produkte nach Maltgabe
des Anhang Il (ohne Abschnitt 4) der Richtiinie 93/42/EWG anwendet, Zusatzlich zur CE-Kennzeichnung muss die Kennummer
der Beniannten Stelle angebracht werden. Cie Glltigkeit dieses Zertifikats beruht auf der Aufrechterhaltung des Qualitats-
sicherungssystems In Ubereinstimmung mit den Anforderungen der Richtlinie und seiner Uberwachung durch die Benannte
Stelle gem, Anhang !l Abschnitt 5. Das Zerlifikat ist unter keinen Umstanden {bertragbar.

has established a quality system for design, production and final testing acc, fothe requiremsnis of Annex If (without section 4)
of the directive 93/42/EEC. Additional to the CE-marking the notification number of the Notified Body has to be affixed, The
validity of this certificate is based on the maintanance of the quallty system in accardance with the requirements of the directive
and its surveillance by the Notified Body aviording Annex {i section 5. The ceriificate may not be transferred under any

circumstances.
Reg.-Nt. / Reg.-No. 04 232 041335 Gultigkeit / Validity
Bericht Nr. £ Report No. 3518 0367, 3518 (:368 von / from 2616-07-30
2548 0369 bis/ until 2019-07-29
Edition 2
Zerifizierungsstelle fir Medizinprodukte Essen, 2016-07-21

Certification body for medical devicas

TUV NORD CERT GmbH:  LangemarckstraRe20 45141 Essen

Benannte Stelie Kenn-Nr. 0044 / Notified Booy 1D. No. 0044

SRy, BaranntduryOssignated by

khin

Ko at® 206852361016




ANLAGE/ANNEX

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

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

Produkte der Klasse Is UMDNS
Praducts of class Is

Spritzen 2- und 3-teilig 13-929
Syringes 2- and 3-part

Harnauffangbeutel 14-298

Urinary Collection Bags

Untersuch ungshandschuhe, steril 11-882
Examination gloves sterile

Anmerkung: Fir Produkte der Klasse | steril beschrankt sich das Zedtifizierungsvertahiren auf die Aspekle dev Hersteliungs-
schritte in Zusammenhang it der Sterifisation und derAufrechterhaltung der Sterilitat. )

Note: For products of class | steril: the certification process is restricted to the aspests of manufacture concerned
with securing and maintaining sterite canditions.

Bericht Nr; / Report No. 3518 0367, 3518 0368, Giiltigkeit / Validity
3518 0369 von [ from 2016-07-30
Edition 2

Zertitizierungsstelle fiy Medizinprodukia Essen, 2016-07-21
Certification body for medical devices

TUV NQRD CERT GrbH Langemarckstrafie 20 45141 Essen  www.tuev-nord-cart.de  madical@tuev-nord.de
Benannte Stelle Kenn-Nr. 6044 | Notified Body (D, No. 0044
**#g{’ﬁ Banannt siichifiarignated by
-ﬁ vﬁ' éggm&m dar Landsr
: : i
LELG  m
" Madipinproduiten E
e ﬁﬁﬁ ZLG-BS-236.10.16




Anlage 1, Blatt 4 von 5
Annex 1, page4 of §

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

Intravenoses Infusionsbesteck Kopfhautvene

Intravenous Administration Sets, Scalp Vein

Nadeln, hypodermisch
Needles hypodermic
Verband, nichthaftend
Dressing, Nonadherent

Spritzen 2- oder 3 teilig mit montierter oder integrierter Nadel
Syringes 2- or 3-parts with mounted or integrated needle

Spritze, Tuberkulin
Syringes, Tuberculin
Spritze, Insulin
Syringes, Insulin

Bericht Nr, / Report No. 3518 0367, 3518 0368,
3518 0369

7.l

Zertifizierungsstelle filr Medizinprodukia
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrafe 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Bedy 1D. No. 044

*‘Q’ * *'ef Bisnink HaehiDnaignated by

b Y Faniaisielle dor Lindor 5

e * fr Gosuraheissshutz 2
Yr Macizinpraduktan

A% 2L685-23610.16

Glitigksit ! Vafidity
voh [ from 2016-07-30
Edltion 2

Essen, 2016-07-21

www. tusv-nord-cert.de

UMDNS

12-157
10-727
17-825
12-745
11325
13-922
13-945

13-941

madical@tyey-nord.de
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i REFRR Y ey , @

dia Systemu Zarzadzania wg

PN-EN ISO 13485:2012
Wyroby medyczne - Systemy zarzadzania jakoscia - Wymagania do celéw pmepiséw prawnych

Zgodnie z procedura TOV NORD Polska Sp. z «.0. zaswiadcza sig niniejszym, ze

Medi -Sept Sp. z.0.0

ul. Konopnica 159¢c, PL / 21-030 Motycz
2 oddzialem/lokalizacig MEDISEPT
ul. Ludwika Spiessa 4, PL / 20-270 Lublin oy

stosuje system zarzadzania zgodnie z powyzszg norma w zakresie:

Projektowanie, rozwdj, produlkicja i sprzedai wyrobow dezynfekcyjnych
do wyrobéw medycznych. Dystrybucja jednorazowych wyrobow mediycznych.

Niezaleznie od tego, 2e TUV NORD Puolska Sp. 2 0.0, jes! iednostka notyfikowana 2274 w obszarze wyrobéw medycznych, ten cartyfikat nie jest certyfikatem
zgodnosci w rozumieniu Dyrektywy 93/42/EEC | nie stanisi podstawy do oznakeweania wyrobu medyeznego znakiem CE.

Numer rejestracyjny certyfikatu: AC690 MD/1(69/4125/2015 Wazny od  02-02-2018
Protokd! z auditu nr: PL41256/2018p Wazny do  28-02-2019

(do 01-02-2021 w przypadky przejscia na PN-EN 180 13485:2016)
A&hﬂ

Kierownik jednostki certyfikujgce] Katowice, 31-01-2018
TUV NORD Paiska Sp. z 0.0.

Pierwsza certyfikacja: 02-02-2015

Ggrtyﬁkac}a zostala przeprowadzona i jest systematycznie nadzorowana zgodnie z procedurg auditows i certyfikacyjna
TOV NORD Polska Sp. z 0.0,

TUV NORD Polska Sp. z 0.0. ul, Mickiewicza 29 40-085 Katowice

S — e ————



CERTIFICATE

Management system as per

PN-EN ISO 13485:2012
Medical devices - Quality management systerns « Requirements for regulatory purposes

In sccordance with TOV NORD Polska Sp. z 0.0. procedures, it is hereby certified that

Medi -Sept Sp. z.0.0
ul. Konopnica 159c, PL / 21-030 Motycz

with the location/site | MEDISEPT
ul. Ludwika Spiessa 4, PL / 20-270 Lublin PRSI

applies a management system in line with the above standard for the following scope

Design and development, procuction and sales of disinfection products
for medical devices. Distribution of single-use medical devices.

Regardiess of the fact that TUV NORD Polska Sp. z ».0. is a notified body No. 2274 in the area of medical devices, this Certificate is nat
a Cerlificate of Conformity within the meaning of Direictive 93/42/EEC and is not a basis for CE marking.

Ceriificate Registration No. AC09¢ MD/1069/4125/2015 Valid from  02-02-2018
Audit Report No. PL4125/2018 Valid untit  28-02-2019

tuntil 01-02-2021 in case of Upgrade to PN-EN 1SC 13485:20186)
‘ 3 -

Manager of Certification Body Katowice, 31-01-2018
TUV NORD Polska Sp. z 0.0.

Initial certification; 02-02-2015

This certification was conducted in accordance with the TUV NORD Polska Sp. z 0.0. auditing and certification pracedures and is
subject to regular surveitlance audits.

TUV NORD Polska $p. z 0.0. u). Mickiewicza 29 40-085 Katowice Auv-nord.pl




CUCTEMA CEPTHU®UKAIINNM PYCCKOT'O PEFUCTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

CEPTUOUKAT

Y Hacrosmum VAOCTOBESIET s, YTO CHCTEeMa MEHEKMEHTA KaieCTBa

O6mecTBa ¢ OrpaHNYEeHHOH 0TBETCTBEHHOCTHIO

"Hayuno-upousBoncreennas ¢upma ""I'ennxe"
vi. Kpoinora, 26, Homxkap-Ouna, Pecny6aunka Mapnii Jx, 424006, Poccuiickan ®eepanns

On11a HpoBepena U MPU3HAHA COOTBETCTBYIOMEH TpeGoBaHMAM CTAHIAPTA

O ISO 9001:2015

= B OTHOIIEHHH Pa3paloTKu, NPOU3BOACTBA H HOCTABKH TOBAPOB ObITOBOH
" XHMHH, TEXHHYECKHX MOICIHHX CPEACTB, CPeACTB Ae3HHQUIADYIOMHX,
napgioMepHO-KOCMEeTHYECKOH NPOAYKI[HH, cajideTor
U3 HETKAHOI'C HOJIOTHA, IOJHMEPHOH TAPHI

Ne: 18.0203.026
or 12 dempansn 2018 .

5 , CucreMa MeHeIRMENRTA cepTHhMLMpoBana ¢ 2012 roxa

PeKcT, Accounaunh
1y Pyeckuii Pernerp"

== Ceprudmkar seticreuresnen zo 12 Gespans 2021 r.

g 3:: Yrousenue obiacty ceprudimiaumy ppisensHo B Mputowenui. Cepradukar Tepser Clily B CAYNES HEBBITIOMHEHUS
——  Yyenosuit ceprudakamiy (http:/www.rusregister.ru/doc/004.00-105.pdf). Cepruurar ssaserca coSCIBEHHOCTHIO
A Accotnanus o cepridrkain "Pycekuit Perucry”.
b

UEPEYEHD FOCYAAPCTE, HIPEACTABARHHAIX B IAF 1 IOJTHCABINIX MHOFOCTQPOHHEE, COIIAILEHHE ] MLA*
Ascrpaiug i Hosax Scmnnnn JAS-ANZ, Aprerriia OAA, Anerpuw AA, Beanrun BELAC, Bpaanmi CGORE, Baymkons :
oy NAT, Boerwast BoA, Pepssisma DARKS, one-Kowr HKAS, Fpemns ESYD), Tawws DANAK, Eruner EGAC,
2 Mprawms INAB, Hemmus ENAC, Hraamm ACCREDIA, Kanasa SCC, Kirali CNAS, Kopes KAB, KAS. Kilg
0 Muagiisna DSM, Mexeska EMA, Fhinepaan RvA, Hopuerun NA, 04D DAC, Nakueran PNAC, Mepy.
= IPAC, Pyshtiist RENAR, Ceplrest ATS, Cauneanyp 5AC, Caosakua SNAS, Caoseiya SA, CUEA A2LA, AN 0 i
) TAF, Tymwe TUNAC, Typuss TURKAK, ¥pyesaii OUA, Giunitrnury PAC, Gunmsnana FINAS, Opas

g Wseiiuapus SAS, Ulneuus SWEDAC, Wipn-Tans SLAB, Dxnanop OAE, I0wiuan Adpiia SANAS, Snos

* Mepesenn waenos IAF, noamcanix MLA, MOKST MEHAT:CR, ARTYIALHLH ASPEYZNE DPLAUDE [0 AKPCIXTAIMK - wrrenon LA
wavw izlny




CUICTEMA CEPTUOUKALIVN PYCCKOTO PEFKCTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Npunoxenne k Ceprndmrary
N2 18.0203.026

ot 12 cpepans 2018 r.
6naHk N2 01-008739

O6nacrb cepruuKalmu CUCTEMbI MEHEDKMENHTA
O6ujecTBa ¢ OrpaHM4YeHHOW OTBETCTBEHHOCTLIO
"HayuHo-npoussogcTeeHHas cthupMa "TeHnkc" Bknrovaer:

1. Llex N°1
yn. Kpeinosa, 26, Wowkap-Cna; Pecnybnuka Mapuii 3n, 424006, Poccuiickas Geaepaums
0O6nacTb cepTuduKaLnn: NPOU3BOACTBO MOIOLWKUX CPEACTB, CPEACTB AE3UHDULIMPYIOWMX,
naphioMepHO-KOCMETUYECKOIA MPOAYKLIMA.

2. Llex N°2
IOpuanueckuii agpec: yn. Kpeinosa, 26, Vowkap-Ona, Pecny6nvka Mapuin On, 424006,
Poccuiickas ®epepauus |
®akTuyeckuin agpec: yn. Kpbuiosa, 24, Wowkap-Ona, Pecnybnuka Mapuii 3n, 424006,
Poccuiickast Pegepauus

O6nactb cepTUUKaLMM: NPOM3BOACTBO NOSIMMEPHON Tapbl.

3. lex N23
iOpuamdeckuit agpec: yn. Kpuinoea, 26, Wowkap-Ona, Pecny6nvka Mapwit On, 424006,
Poccuiickas depepalmst
dakTYeckuin anpec: yn. MoinHo, 116 6, Mowxap-Ona, Pecnybnuka Mapwit 3n, 424019,
Poccuitckas degepauus
O6nactb cepTuduUKaLumun: NPOU3BOACTBO TBEPALIX POPM AE3MHPULIMPYIOLMX CPEACTB U
caneToK U3 HETKAHOro NOSIOTHA. '

4. Cknag rotoBoM1 NpogyKunu \
Opuandeckuit agpec: yn. Kpoiiosa, 26, Mowkap-Ona, Pecnybnuka Mapwii 91, 424006,
Poccuiickas depepauus
dakTuueckuit agpec: yi. Kpeinoea, 4517, Mowkap-Ona, Pecny6nuka Mapuit 3n, 424007,
Poccuiickas depepaums

O6nacTb cepTUdnKaLMN: X[aHEHUE rOTOBOM NPOAYKLNK.

['eHepanbHbIA AMpeKTop ACCoLiMaLum
no ceptTudukaLnm "Pycckuit Paructp”




THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

Certification Association "Russian Register” has issued an IQNet recognized
certificate that the organization: .

Limited Liability Company
"Science and production firm "Genix"
26, Krylova Str., 424006, Yoshkar-Ola, Republic of Mary El, Russian Federation

has implemented and maintains a
Quality Management System

for the following scope:

development, production and supply of household

\ perfume and cosmetics, pads of nonwoven fabrics,
plastic package

which fulfils tie requirements of the following standard:

ISO 9001:2015

Issued on: 12th February, 2018
Expires on: 12t February, 2021

Registration Number: RU-18.0203.026

N o Rk drkady Viadimirtsev,
e Alex Stoichitoiu Director General of/%

President of IQNet Russian Registef e
IQNet Partners®: ( :

AENOR Spain AFNCR Certification France APCER Portugal CCC Cyp

CQC China CQM China €QS Czech Republic Cro Cert Croatia DQS Holding GmbER
FONDONORMA Venezuela 1CONTEC Colombia Inspecta Sertifiointi Oy Finland
IRAM Argentina JQA Japan KI'Q Korea MIRTEC Greece MSZT Hungary Nemko AS W)
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SIL Israel 8
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russid Furker

IQNet is represented i in the U‘>A by- AFNOR ch tlﬁcanon, C!SQ . DQS Holdmg GmbE and NSAI 1nc
¥ 'I‘he hst of iQNet pa.rtners is va]'d & i

chemicals, commercial detergents, disinfection agents,




P e ")

MD 2025, Chisiniu, Grenoble, 21
Tel +37322 904 — 006, 904 - 005
Fax + 373 22 904 - 007

OXIGRAN

Compozitia

» Produsul contine in compozitia sa percarbonat de sodiu - 60%, tetraacetiletilendiamina (TAED) — 30% si alte

componente functionale.

Produsul ,,OXIGRAN” este destinat pentru:

» pentru dezinfectarea (inclusiv finald) a suprafetelor in incdperi, mobilierului dur, obiectelor de interior, suprafetelor

aparatelor si dispozitivelor, echpamentului sanitar-tehnic, lenjeriei, veselei (inclusiv de unicd folosinga si de laborator),

ustensilelor pentru spilarea veselei, covoragelor din cauciuc si polipropilend, inventarului i materialului pentru dereticare,
jucriilor (in afara celor moi), inventarului sportiv, obiectelor pentru ingrijirea bolnavilor, articolelor de igiend personald;

» pentru efectuarea curdteniei §i dezinfectirii in institutiile medico-sanitare (inclusiv laboratoarele clinice, diagnostice,
bacteriologice, sectiile de neonatologie, maternitii, salile pentru nou-néscuti), institutiile pentru copii, institutiile penitenciare,
in focarele de infectii;

» pentru dezinfectarea incalfimintei in scopul profilaxiei infectiilor de etiologie fungici (dermatofitii);

» pentru dezinfectarea degeurilor medicale -- articolelor medicale de unicd utilizare, materialului pentru pansament, lenjeriei
de unic folosin{d s.a., inaintea utilizarii lor in institutiile medico-sanitare, precum si a deseurilor alimentare, s.a. (inclusiv
deseurile lichide, singe, apele de spilare (inclusiv apele de spilare a endoscoapelor), excretiilor bolnavilor (sputa, urina,
fecaliile, masele vomitale), precum si a recipentelor pentru excretii.

» pentru dezinfectarea transportului sanitar §i transportului destinat transportarii produselor alimentare transportate in
ambalaje;

P pentru dezinfectarea echipamentului de anestezie si respiratie, utilajului pentru anestezie;

» pentru dezinfectarea sondelor aparatelor USG;

» pentru dezinfectarea aspiratoarelor pentru saliva si sistemelor de aspirare saliv;

» dezinfectarea articolelor de uz medical (instrumentarul chirurgical si stomatologic, inclusiv rotativ, endoscoapele si
instrumentarul atasat acestora);

» pentru dezinfectarea combinati cu tratarea presterilizatorie a articolelor de uz medical {instrumentarul chirurgical i

stomatologic, inclusiv rotativ, endoscoapele si instrumentarul atagat acestora) la prelucrarea manuald i automatizatd (cu
utilizarea instalatiilor (bdilor) cu ultrasunet de diferite tipuri si in masinile de spélat specializate);

P pentru tratarea preliminara si finald a endoscoapelor;
» pentru dezinfectarea si tratarea presterilizatorie, inclusiv combinati intr-un singur proces a materialelor stomatologice

(amprentelor din alginat si siliciu, risinei polieter, eboselor pentru/si protezele dentare din metal, ceramica, plastic, s.a.
materiale) prin metoda manuald si automatizata (cu utilizarea béilor cu ultrasunet);

» pentru dezinfectarea incéperilor contaminate cu ciuperci de mucegai;
» pentru dezinfectarea de nivel inalt a endoscoapelor (DNI);
» pentru sterilizarea articolelor de uz medical;

Prepararea solutiilor de lucru

Solutiile produsului ,,OXIGRAN?” se prepara in recipiente din diferite materiale prin amestecarea produsului cu
apd de robinet. Volumul recipientului utilizat trebuie sa depéseascd volumul solutiei de lucru a Pr@usului, din
cauza formarii posibile de spuma. :

Pentru o dizolvarea mai rapidd a pulberii se recomandi a utiliz /” a
amesteca intens. Solutiile de lucru ale produsului sunt gata de util @ra ma
in apa. In continuare, temperatura solutiilor de lucru nu se men;ir;é P
Solutiile de lucru cu concentratiile de pand la 2% inclusiv, se: i
prepardrii; solutiile cu concentratiile mai mari de 2% - nu mai mi;l;_ d

//
Agmperatura de 3/6—400(32( a se
inl condiffaaey re/Completa

Vi

eazasifi : momentul




Regimurile de dezinfectare a diferitor obiecte cu solutiile produsului

,;OXIGRAN®
in caz de
infectii in caz de in caz de in caz de infectii fungice
bacteriene tuberculoza | infectii virale =
Obiectele supuse
decontaminarii Concent | timpul,| Concent | timpul | Concent | timpul | Concent timpul
rafia min. | rafia min. rafia min. raia min.
% % % %
Suprafetele in incaperi (podea,| 0,15 60 1,0 90 0,25 90 0,25 60
pereti, mobilier dur, inclusiv | 0,25 30 1,5 60 0,5 60 0,5 30
din lemn), aparatele, 0,5 15 2,0 30 1,0 30 1,0 15
echipamentul
Vesela fara resturi de mancare, 0,15 30 1,0 60 0,5 60 0,25 60
0,25 15 1,5 30 1,0 30 0,5 30
Lengerie cu excretii 0.5 60 1.5 60 1,0 60 0,5 60
1,0 30 2,0 30 1,5 30 1,0 30
Echipamentul sanitar tehnic 0,5 60 1,5 90 1,0 60 0,5 90
1,0 30 2,0 60 1.3 30 1,0 60

Regimurile de dezinfectare a articolelor de uz medical cu solutiile
produsului ,OXIGRAN?” in caz de infectii bacteriene (inclusiv
tuberculoza), virale si fungice (inclusiv candidoze si dermatofitii)

Regimurile de dezinfectare a diferitor obiecte cu produsul

,OXIGRAN? la efectuarea curifeniei generale in
institutiile medico-sanitare s.a. institutii

Regimul prelucrarii

Tipul articolelor
Concent timpul
ratia min.
%

Articolele de uz medical, inclusiv

instrumentarul chirurgical si 0,5 60
stomatologic din diverse materiale 1,0 30
(plastic, sticla, metal); endoscoapele 18 15
rigide si flexibile productie locala si de =

import §i instrumentarul atagat lor

Regimurile de tratare
Profilul institutiei
medico-sanitare Concent Metoda de
ratia Timpul dezinfectare
% Minute
Sectiile de chirurgie,
sectiile de 0,25 920
stomatologie, sectiile de
obstetrica si ginecologie, (1)’8 gg Stergerea
salile de proceduri, ’ sau
silile de operatii, L5 15 irigarea
salile de pansament,
laboratoarele

Regimurile de tratare presterilizatorie a articolelor de uz medical, inclusiv instrumentarului si materialelor chirurgicale si
stomatologice cu solutiile produsului ,,OXIGRAN?” prin metoda manuala

Prelucrarea

Regimul de prelucrare

Temperatura solufiei Concentratia Timpul de expozifie,
de lucru,"C % min

Inmuierea in instalaia cu ultrasunet cu imersia completd a
articolelor si umplerea canalelor i cavitdtilor in corespundere .
cu programul instalatiei: Nu mai putin de 18 0,15
-din metal si sticld 20
-din plastic, cauciuc, materialele stomatologice 30
-articolelor dotate cu canale si cavitdti, oglinzilor cu amalgam 30

Regimurile de sterilizare a articolelor de uz medical cu produsul ,,OXIGRAN”

Tipul articolelor supuse sterilizdrii

Regimurile de prelucrare

Temperatura solutiei
de lucru, °C

Concentrafia

Timpul expozifiei,

min /

Articolele din sticla, metale, plastic, cauciuc pe baza de cauciucuri
naturale si siliciu (inclusiv articolele cu elemente lacdt, canale sau
cavitati , inclusiv instrumentarul chirurgical si stomatologic
(inclusiv rotativ); materialele stomatologice; endoscoapele rigide
si flexibile de producere autohtond si de import; instrumentarul
atagat endoscoapelor

Nu mai putin de
18
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Instructiune de utilizare a produsului
dezinfectant

iy

Vlruton® Extra

Viruton Extra este o formuld extrem de eficientd
pentru curitarea si dezinfectarea simultand a
instrumentelor medicale si chirurgicale de toate
tipurile. Formula modernd oferd efecte excelente de
curdtare chiar si in caz de fncdrcare proteica
semnificativa in timp de expozitie scurt. Viruton Extra
are proprietéti bune de curdtare si spectru microbiologic larg combinat cu timpul scurt de actiune. Este
conceput pentru dezinfectarea manuald si dezinfectarea in dispozitive cu ultrasunet. Produsul prezintd
proprietéti anticorozive si compatibilitate bund cu materialele. Este recomandat pentru instrumente
fabricate din otel inoxidabil, nichel, cupru, aluminiu, cauciuc, portelan, sticld si plastic.

Indicatii de utilizare: Se prepar solutia de lucru diludnd concentratul cu apé in concentratia doritd
specificatd mai jos. Pentru a obtine concentratia de 0,5% se dilueazd 5 ml de concentrat in 995 ml
apd. Se scufundd instrumentele in solutie imediat dupd folosirea lor. Toate componentele si cavitatile
trebuie s3 fie acoperite de solutie. Instrumentele dezinfectate trebuiesc cldtite si uscate. Solutia de
lucru este valabild timp de 14 zile. Din motive igienice se recomandd schimbarea zilnica a solutiei. Nu
se combind cu alti detergenti sau dezinfectanti. Produsul este destinat pentru uz profesional.

Substante active: 100 g contin: amine, sdruri cuatemare de amoniu, enzime - proteaze: 11,50 g
of N- (3-aminopropil) -N-dodecilopropano-1,3-diamind (CAS: 2372-82-9), 3,12 g de poli (oxi-1,2-
etanodilo),. alfa .- [2- (didecilmetiloamino) etil] -. Omega.- hidroxi-, propanoat (sare) (CAS: 94667-
33-1), 1,25 g de clorura de didecildimetitamoniu (CAS: 7173-51-5)

Ambalaj: flacon 1 L. cu dozator; canistra 5 L.

Activitatea microbiologica:

i

*conditii de curatenie




DOMENII DE APLICARE

/ MD 2025 Mun.Chisinau, str.Grenoble 23
Tel: (022) 904 - 006, 904 - 005, Fax: 904 - 007

Numdr de inregistrare de stat a dispozitivelor medicale Nr. DM000037751, DM000037752




Ministerul Sanatatii al Republicii Nldldovax \

CERTIFICAT :
DE iINREGISTRARE DE STAT/ AVIZARE SANITARA
AL PRCODUSULUI BIODISTRUCTIV
Nr..00250 data/lunafanul 22/02/2016

Solicitant: For titular SA +M-INTER-F ARMA”

Adresa juridica Str. Grenoble, 23, mun. Chisindu, Republica Moldova
Nr. de identificare de stat — codul fiscal 1003600005263

in conformitate cu HG nr. 546 din 10.09.09 si in baza ordinului Ministerului Sanatatii ar, 96 din 22.02.2016
(ur.. data/luna/anul)

emis in baza documentatiei inaintate, s-a decis ca urmétorul produs biodistructiv poate fi fabricat sau comercializat i utilizat in
Republica Moldova, conform prevederilor legislaiei in vigoare.

Denumirea comerciald a produsului: NICA-CLOR

1. Date de identificare ale produsului:
1.1 Categoria de produs: biodistructiv
- Grupa principald: 1
- Tip de produs: 2
1.2Utilizare: Dezinfectia suprafetelor, articolelor de uz medical din metale rezistente la_corozie

cauciue, plastic, sticki; dezinfectia secretiilor biologice din unitatile sanitare; deseurilor medicale.

1.3 Forma de conditionare §i ambalere: Comprimate/ Granule
1.4 Continut in substante active: '
Sare de Sodiu a acidului diclorizocianuric (sarea de Na ADCC) 84%
1.5 Categorii de utilizatori: industriali, profesionali, populatie
1.6 Informatii privind '
reglementdrile aplicabile: HG nr. 564 din 10.09.2009, Ordinul MS nr.299 din 06.05.2010 modificat
prin Ordinele MS nr.1125 din 09.10.2013 si nr. 742 din 23._09.2{}15 si nr. 1007 din 28.12.2015. -

Rl bl A e

2. Date de identificare ale producdtoruiui:
2.1 Firma: SRL CSP GHENIX

22 Adresa: Cod- 424006, str. Criloya, 26, or.loscar-Ola, Federatia Rusi
Valabilitatea certificatului de Inregistrare data/luna/anul_22/02/2021

Compozitia, parametrii de calitate ai produsului i domeniul de utilizare sunt cei prevézuti in documentatia
tehnica, care a stat la baza eliberdrii prezentului certificat, conform Raportului de evaluare nr. 250 din

17.02.2016.

Orice modificare a datelor de identificare a produsului biodistructiv, duce in mod
automat la anul i




Miniswrui Sanpatitii, Muncii st Protectiei Sociale al Republicii Muoldova

CERTIFICAT t
DE INREGISTRARE DE STAT/AVIZARE SANITARA
AL PRODUSULUI BIODISTRUCTIY

Nr. 00297 data/luna/anul _30/05/2018
- Solicitant: For Gitular S.ALM-INTERFARMA™

Adrisa juridicd: str. Grenoble 23, mua. Chisindu, Republica Moldova
Nr. de identificare de stat - codul fiscal 1003600003263
in conformitate cu MG ne. $16 din OGS wi T baza ordisas Ministeraka Sanatii, Mot & Proveciiel Kociate nr, 673 din 304852018
(. ot ol

s in baza decumentatiel indintate, -2 degis o grmbtorsl prodas srodistructiv poste B fabrical sau comercializat si utilizat in
Republica Moldova, conform prevederilor fegislasiel in vigoare

Deénumirea comerciald a produsuluiz QXIGRAN !

l 1. Date de identificare ale produsuiui: .l
\ 1.1 Categoria de produs: biodistructiv

- Grupa principald: 1
1 - Tip de produs: 2 \
| | 2Utilizare: Dezinfectant pentra dezinfectarea si sterilizaren instrumentarului medical, dezinfectarea |

suprafetelor, conform Instructiunii de utilizare a produsului dezinfectant LOXIGRAN™ nr.28/11 din
14.12.2011. !

1.3 Forma de conditionare si ambalare: ¥ ;
1.4 Conjinut in substanfe active: Percarbonat de sodiu 40-60% [
Tetrancetilendiaminid ~TAED 15-30% l

Lauril sulfat de sodiu 5-10% 1
|

i de 0.5 ke, sticle de 10,0 kg

1.5 Categorii de utitizatori: profesionali, populatie :
1.6 Informafii privind reglementdrile aplicabile: HG nr. 364 din 10.09.2009, Ordinul MS nr.299 din
06.05.2010 cu modificarile ulterioare.

2.1 Firma: CSP Ghenix

2.2 Adresa: sti. Krilova, or. loscar-Ola, Rusia

2. Date de identificare ale producitoralui: \

Valabilitatea centificatului de inregistrare data/luna/anul 30/05/2023

Compozijia, parametrii de calitate al produsutui si domeniul de utilizare sunt cei prevazuli in documentatia

tehnicd, care a stat la baza eliberarii prezentului certificat, conform Raportului de evatuare nr. 297 din
23.05.2018,

bt el et e

Orice modificare a datelor de identificare a produsului bi duce in mod

automat la anularea certificatului de inregistrare. s

~ Secretar de




dla Systemu -Zarzadzania wg

PN-EN ISO 13485:2012
Wyroby medyczne - Systemy zarzadzania jakoécig - Wymagania do celéw przepiséw prawnych

Zgodnie z procedurg TUV NORD Poiska Sp. 2z 0.0. zadwiadcza sig niniejszym, ze

Medi -Sept Sp. z.0.0
ul. Konopnica 159¢, PL / 21-030 Motycz

Z oddzialemy/lokalizacja

MEDISEPT
ul. Ludwika Spiessa 4, PL / 20-270 Lublin heprliies

stosuje system zarzadzania zgodnie z powyZsza nermag w zakresie:

Projektowanie, rozwéj, produkcja i sprzedaz wyrobéw dezynfekcyjnych
do wyrobéw medycznych. Dystrybucja jednorazowych wyrob6éw medycznych.

Niezalaznie od tego, ze TUV NORD Polska Sp. z 0.0. jest jedriostkg notyfikowang 2274 w obszarze wyrobow medycznych, ten certyfikat nie jest certyfikatem
zgodnosci w rozumieniu Dyreldywy -mam;wmpc.mmmw.mm.mca

Numer rejestracyjny certyfikatu: AC090 MD/1069/4125/2015 Wazny od  02-02-2018

Protokét z auditu nr: PL4125/2018p Wazny do  28-02-2019

{de 01-02-2021 w przypadiu przejécia na PN-EN 1S0 13485:2016)
M

Kierownik jednostki certyfikujacej Katowice, 31-01-2018
TUV NORD Polsks Sp. z 0.0,

Pierwsza certyfikacja: 02-02-2015

Certyfikacja zostata przeprowadzona i jest systematycznie nadzorowana zgodnie z procedura a
TOV NORD Polska Sp. z 0.0,

TUV NORD Polska Sp. z 0.0, ul. Mickiewicza 29 Jdodew tuv-nord.pi

4
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=RTIFICATE

Management system as per

PN-EN ISO 13485:2012
Medical devices - Quality management systems - Requirements for regulatory purposes

In accordance with TOV NORD Polska Sp. z 0.0. procedures, it is hereby certified that

Medi -Sept Sp. z.0.0
ul. Konopnica 159¢, PL / 21-030 Motycz
with the location/site MEDISEPT

ul. Ludwika Spiessa 4, PL / 20-270 Lublin Pt

applies a management system in line with the above standard for the following scope

Design and development, production and sales of disinfection products
for medical devices. Distribution of single-use medical devices.

Regardless of ihe fact that TUV NORD Polska Sp. z 0.0. i3 a notified body No. 2274 in the area of medical devices, this Certificate is not
a Certificate of Conformity within the meaning of Directive 83/42/EEC and is not a basis for CE marking.

Certificate Registration No. AC090 MD/1069/4125/2015 Valid from  02-02-2018
Audit Report No. PL4125/2018 Valid untit  28-02-2019

{until 81-02-2021 in case of Upgrade to PN-EN {SG 13485:2016)
A&m

Manager of Certification Body Katowice, 31-01-20%8
TUV NORD Polska Sp. z 0.0.

Initial certification: 02-02-2015

This certification was conducted in accordance with the TUV NORD Poiska Sp. z 0.0. auditing and certification procedures and is
subject to reguiar surveiliance audits.

TUV NORD Poiska Sp. z 0.0. ul. Mickiewicza 29 40-085 Katowice

e i




TIFIKAT

fur das Managementsystem nach
PN-EN ISO 13485:2012

Medizinprodukte - Qualitdtsmanagementsysteme — Anforderungen fiir regulatorische Zwecke

Der Nachweis der regelwerkskonformen Anwendung wurde erbracht und wird gemaf
TUV NORD Poliska Sp. z 0.0.-Verfahren bescheinigt flir

Medi -Sept Sp. z.0.0 @
ul. Konopnica 159¢, PL / 21-030 Motycz

mit dem Standort MEDISEPT
ul. Ludwika Spiessa 4, PL / 20-270 Lublin

Geltungsbereich

Entwicklung, Herstellung und Verkauf von Desinfektionsmitteln
fiir Medizinprodukte. Vertrieb von Einweg-Medizinprodukten.

Unabhdangig davon, dass TUV NORD Polska Sp. z 0.0. eine benannte Stells Nr. 2274 im Bereich von Medizinprodukten ist, ist dieses Zertifikat
keine Konformitdtsbescheinigung im Sinne der Richtlinie 93/42/EWG und bildet kein Grund for CE-Kennzeichnung des Medizinproduktes.

Zertifikat-Registrier-Nr.: AC090 MD/1069/4125/2015 Galtig von  02-02-2018
Auditberichi-Nr.: PL4125/2018 Glitig bis  28-02-2049

(bis 01-02-2021 bei Umstetlung auf PN-EN 18O 13485:2016)
‘ 3 -

Leiter der Zertifizierungsstelie Katowice, 31-01-2018
TUV NORD Polska Sp. z 0.0.

Erstzertifizierung: 02-02-2015

Diese Zertifizierung wurde gemal TV NORD Poiska Sp. z 0.0. Verfahren zur Auditisrung und Zertifizierung durchgefhrt und wird
regelmafig dberwacht.

TUV NORD Polska Sp.zo.0. ul. Mickiewicza 29 40-085 Katowice




CERTIFICATE

Management system as per
PN-EN ISO 13485:2016-04

Medical devices - Quality management systems - Requirements for regulatory purposes

In accordance with TOV NORD Polska Sp. 2 0.0, procedures, it is heraby certified that

Medi -Sept Sp. z.0.0
ul. Konopnica 159¢c, PL / 21-030 Motycz

with the location/site MEDISEPT
ul. Ludwika Spiessa 4, PL / 20-270 Lublin P s

applies a management system in line with the above standard for the following scope

Design and development, production and sales of disinfection products
for medical devices. Distribution of single-use medical devices.

Regardless of the fact that TUV NORD Polska Sp. z 0.0. s a notified body No. 2274 in the area of medical devices, this Certificata is not
a Cerlificale of Conformily within the meaning of Directive 93/42/EEC and s not a basis for CE marking,

Certificate Registration No. AC080 MD/1059/4125/2015 Valid from  02-02-2018
Audit Report Na. PL4125/0 Valid untii  04.02-2021

Initia! certification: 02-02-2015
' 1 .

Manager of Certification Body Katowice, 2B-02-2019
TUV NORD Polska Sp. z 0.0.

This certification was conducted in accordanee with the TUV NORD Polska Sp. z o.0. auditing and certification procedures and is
subject to regular surveillance audits.

7OV NORD Polska Sp. z 0.a. ul. Micklewicza 29 40-085 Katowice www.tuv-nord.pl
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Pulbere pentru curatarea si dezinfectarea instrumentarului, endoscoapelor,
incubatoarelor si a altor suprafete al dispozitivelor medicale

DEZINFECTAREA DE NIVEL iNALT
STERILIZAREA LA RECE

MEDI s line

¥ Active washing
« High lovel
= Does ot emit dust

Fowder for deaning and

) | Spalare activa

Dezinfectare de nivel inalt (actiune sporicida)

»

L/ Nu eman praf
L] Nu necesit activator
3

Eficacitate de la 1% la 10 min.

Instrumentar Freze dentare Endoscoape

Aplicare: Viruton Pulver este un produs de generatie nous pentru curdtarea si dezinfectarea de nivel inalt a dispozitivelor medicale
invazive si neinvazive. Este recomandat pentru instrumente chirurgicale i stomatologice si pentru toate tipurile de endoscoape, sonde
chirurgicale, tuburi de ventilare §i alte echipamente de anestezie. Poate fi deasemenea utulizat pentru dezinfectarea suprafetelor
echipamentului medical, cum ar fi incubatoarele. Sa recomanda pentru dezinfectarea manuald, cu ultrasunet, in masini de spalare
automatd si bai de prelucrare a endoscoapelor, Produsul nu necesiti activator. Solutia necontaminat3 este activi timp de 30 ore.
Formula inovatoare contine patru enzime (proteazd, lipazs, amilazs si mananazd) care elimind impuritatile organice, cum ar fi singele,
proteinele, grasimile si secretiile. Compozitia surfactanfilor previne emanarea prafului $i asigurd proprietati excelente de spilare.

Eficacitatea microbiologics: Bacterii (S. aureus, P. aeruginosa, E. hirae, MRSA) EN 14561: 1% - 10 m., 1% - 30 min. Fungi ca drojdia (C.
albicans) EN 14562: 1% - 10 min., 1% - 30 min. Fungi (A. brasiliensis) EN 13624: 1% - 10 min, EN 14562: 2% - 10 min. Micobacterii (M.
terrae, M. avium) EN 14563: 1% - 10 min., 1% - 30 min. Virusuri (Polio, Adeno, Noro, HIV, HBV, HCV, Rota, SARS, influenza, Herpes
simplex, Ebola) EN 14476: 2% - 10 min., 1% -30 min. Spori (C. difficile) EN 13704: 1% - 10 min.*, 2% - 10 m
subtilis) EN13704: 1% - 10 min.*, 1% - 30 min. {*incarcare organica mics). 3

MEDI ;




Instructiuni de utilizare:

Consultati tabelul de dozare si mésurati cantitatea corectd de ap3 de la robinet. Addugati cantitatea corectd de praf, utilizind paharul
gradat, amestecati solutia. Se acoperd containerul si se lasd 15 min pentru activarea solutiei de lucru. Dupd, se mai amestec repetat
solutia. Folosirea apei calde va accelera dizolvarea prafului. Cantititile mici de reziduu pe fundul containerului asigurs stabilitatea solutiei
in timp. Solutia este stabild pina la 30 ore, schimbati solutia zilnic.

Curdtarea si dezinfectarea
instrumentelor si a endoscoapelor:
se scufunda instrumentele asigurindu-se c3 toate
elementele si orificiile echipamentului medical
sunt umplute cu solutie. Dup3 o perioadi specifics
(10 min. sau 30 min. in dependents de
concentratie) se scot instrumentele din solutie si
se clatesc cu apd potabild (de preferints ap3 % de ap# pulbere
distilata steril3 sau aps demineralizat3). Solutia de : ' 990ml 10g
lucru se shimba zilnic. Acest preparat nu este : -
destinat pentru instrumente din aluminiu, cupru si
alama. Poate fi utilizat pentru instrumente
nedeteriorate placate cu crom si nichel.

Curdtarea si dezinfectarea
suprafetelor:
se pulverizeaza suprafefele
echipamentului dvs. medical cu solutie
sau se sterg cu laveta si se lasd 10 min.

Curstarea si dezinfectarea
incubatoarelor:
manualul detaliat pentru dezinfectarea
incubatoarelor este disponibil.

container tia i cantitatea de concentratia cantitatea cantitatea

AR

Curdtarea 51
dezinfectarea
= nivel mediu

Dezinfectarea
de nivel inalt
[ sterilizarea

ol

Substante active: 100 gr.-de preparat contin: 44 gr. de percarbonat de na
organici, surfactanti anionici, inhibitori de corozie.

gr. Tet

Ambalaj: 1 kg cu linguri de dozare, 5 kg cu lingurd de dozare

Precautii: informatia procedurali este disponibil3 in fisa tehnic de securitate a produsului pe www.medisept.eu
Dispozitiv medical de clasa Il b in conformitate cu Actul privind Dispozitivele Medicale, destinat exclusive pentru dezinfectar




Certificate
The Certification Body

MEDCERT Zertifizierungs- und Priifungsgesellschaft fiir die Medizin GmbH
Pilatuspool 2 ~~ 20355 Hamburg — Germany

herewith confirms that the company

Lysoform Dr. Hans Rosemann GmbH
Kaiser-Wilhelm-Strafie 133

12247 Berlin

Germany

has intreduced, applies and maintains @ Quality Management System in the area of:

Design, manufacture, final inspection and distribution of
« Disinfectants
« Disinfecting detergents
« Detergents
» Dosing techniques for disinfectants,
disinfecting detergents and detergents
» Application accessories for disinfectants,
disinfecting detergents and detergents

The compliance of the Quality Management System with the requirements of the below mentioned
standdrd was verified by an audit:

EN ISO 13485:2012 + AC:2012

This certificate is valid until: 30 April 2019

Report No.:1208FS19F
Process No.: GS - 1208
Certificate No.- 120868438 170503

Hamburg, den 03 May 2017

A

f:

s e/ Deutsche
MEDCERT Cerfification Body w@;?;w'ﬂ'ff Akkreditierungsstelle
(Dr. Andreas Schich) D-ZM-15630-04-00



LL Y S A. M-INTER-F ARMA
MD 2025 Mun. Chisinau, str. Grenoble 21

Tel: (022) 904 - 006, 904 - 005; Fax: 904 - 007
www.mintexrfarma.md

LYSOFORMIN 3000

concentrat pentru dezinfectare si spalare (instrumentar medical, instrumentar stomatologic,
suprafete, inventar). In special este disponibil pentru endoscoape elastice.

COMPOZITIA: 100 gr. solutie contine: 7,5 g. glioxal, 9,5 d. glutaraldehida, 9,6 g. didecildimetilamoniu
clorurat.

PROPRIETATI:

Actiune bactericida, virulicida (incl. Hepatita B si SIDA), fungicida

Preparatul este inagresiv pentru instrumente, endoscoape si utilaj de laborator
Este un remediu eficient de curatare

Nu contine formaldehida, fenoli, fosfati si agenti oxidanti

Preparatul este stabil in apa de var, se descompune biologic

Miros placut si proaspat

PREPARAREA:

Din concentratul Lysoformin 3000 se prepara solutii de lucru prin diluare cu apa (temperatura nu mai
mare ca cea a incaperii)

Se toarna intai apa, apoi concentratul
Se recomanda folosirea solutiilor proaspete

Solutiile necontaminate cu produse organice (dezinfectarea si curatarea presterilizatorie a
instrumentarului) se pot pastra active timp de 14 zile

DEZINFECTAREA INSTRUMENTELOR (INCL. ENDOSCOAPE)

Dezinfectarea bacteriilor (incl. tuberculoza), ciupercilor si a virusurilor

1% -1 ora [ 1,5% - 30 min. 2,0% - 15 min. ]
10 mi. concentrat-1 L. apa I 15ml.-1L. apa 20ml.-1L. apa
Dezinfectarea virusurilor Hepatitei B si HIV
1,5% - 30 min. 2,0% - 15 min.
15mi-1 L. apa 20ml.-1L. apa
Dezinfectarea suprafetelor
0,25% - 4 ore 0,5%-1 ora ,0% - 15 min,
2,5ml.-1L. 5,0ml-1L. 10 ml. -1 ora
Dezinfectarea tesaturilor: 0,25%- 4 ore

PRECAUTI:

PASTRAREA:

Amestecurile cu alte solutii detergente sau resturile acestora pe instrumentele expuse pot reduce sau
anula efectul dezinfectant al preparatului

La' poluarea accidentala (ochi, gura, ingestie) cu Lysoformin 3000 este necesara asistenta medicala,
Primul pas este diluarea concentratiei agresive priyspalaturi abundente cu apa (extern si intern)
¥

Se folosesc doar solutii si nu concentratul
A se folosi manusi de protectie

A se feri de copii
Temperatura de pastrare + 5°C - + 30°C

A se respecta termenul de valabilitate

AMBALAJ: - plicuri de 20 ml.; flacoane 1L.; canistre 5L.
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ERENLER MED 2 _
SANAYi TICARET LIMITED SIRKETI

HATELLI ORG. SAN. BOL. FATIM SAN. 8IT. 3B BLOK
BASAKSEHIR - ISTANBUL - TURKEY

with & scope of

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

Medical devices - Quality management systems - Requirements for
regulatory purposes

“Following efements of the stasdard are excluaded”

7N CREATRES O

EN ISO 13485:2016

Centificate No DM 10422

Inizial Certification Date 10 June 2016
Certification Date ;02 November 2018
Expiration Date 109 Fane 2019

General Manager

Karwa Certification Services Inc,
ITOSB 9. Cadide No. 1§ Tepetten Tuzla - fanbul - Turkey
Telo + 50216 593 25 78 Faks : + 90 216 8932514
Web: www kpwpoomtr E-maib slb@iiawacom
Certificass is vabid vl expiration date, subject fo sscoe

0 ssful campletion of peradicaly

TORKAK BDS NO Please cantact above nummbers for detiled information
YS-524A-AF4A




|E ERENLER
MEDIKAL

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 ISO 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

IKITELLI ORG.SAN.BOL.FATIH SANAYI SIT. 3-B BLOCK NO:3-4 BASAKSEHIR / ISTANBUL

TEL:+90 212486 00 37  FAX:+90 212 486 00 38
www.erenlermedikal.com info@erenlermedikal.com.tr
ikitelli V.D :354 015 10 62

FR-003/00/09.06.2011 REF.: PR-011




ERENLER
MEDIKAL

ERENLER MEDIKAL SAN. TiC. LTD. $TI.

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 ISO 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: [stanbul-Turkey

Signature-Stamp:

{KITELLI ORG.SAN.BOL.FATIH SANAYI SIT. 3-B BLOCK NO:3-4 BASAKSEHIR / [STAN U‘P e
TEL:+90 212 486 0037  FAX:+90 212 486100 38 N

www.erenlermedikal.com infofereniermedikal.com.tr
FR-003 /00 /09.06.2011 REF.: PR-D11 Tkitelli V.D :354 015 10 62




Lista fondatorilor
operatorului economic,
codul personal
(numele, prenumele)

SA “M-INTER-FARMA”

a fost fondatd in anul 1994 de catre:
1. Matei Vasile — cod personal — 0961110897556

2.Morozov Maria — cod personal - 0970208486488




Carestream

DECLARATION OF CONFORMITY

Carestream Health, Inc., hereby declares under its sole responsibility that the produci(s) listed are made in
conformity with ANNEX I, Essential Requirements, and ANNEX VII, EC Declaration of Conformity, of the

European Economic Community Medical Device Directive [Directive 93/42/EEC] and th-e requirements' of
Clause 6.6 of Schedule 3 of the Australian Therapeutic Goods (Medical Devices) Regulations 2002 relating

to the stated devices.

Manufacturer’s Name and Address: Carestream Health, Inc.

Medical Device:

Product List:

Issuance Date May 28, 2013 Revision N (Photochemicals)

Carestream Health, Inc.

150 Verona Street, Rochester, NY, USA 14608

150 Verona Street
Rochester, NY, USA 14608

Medical Imaging Photoprocessing Devices - Photochemicals

Chemistry used to develop or fix the image on medical and dental X-ray films: |
KODAK GBX Developer and Replenisher !
GBX Developer and Replenisher i
KODAK GBX Fixer and Replenisher r
GBX Fixer and Replenisher

KODAK GBX Twin Pack

GBX Twin Pack

KODAK Medical X-ray Fixer and Replenisher

X-OMAT MX Fixer and Replenisher

KODAK Medical X-ray Developer and Replenisher !
X-OMAT MX Developer and Replenisher |
KODAK READYMATIC Developer and Replenisher -
READYMATIC Developer and Replenisher

KODAK READYMATIC Fixer and Replenisher

READYMATIC Fixer and Replenisher !
KODAK Dental READYMATIC Developer and replenisher |
KODAK Dental READYMATIC Fixer and replenisher '
KODAK READYMATIC Dental Developer and Replenisher

KODAK READYMATIC Dental Fixer and Replenisher
KODAK READYMATIC Dental Chem Pack
READYMATIC Chem Pack

KODAK RP X-OMAT Developer and Replenisher

RP X-OMAT Developer and Replenisher

KODAK RP X-OMAT LO I'ixer and Replenisher

RP X-OMAT LO Fixer and Replenisher

KODAK X-OMAT EX Developer and Replenisher
KODAK X-OMAT EX II Developer and Replenisher

Page 1 of 3




Device Classification;

GMDN Code and Term:

Scape of Application:

Each kind of medical device to which the

X-OMAT EX 1l Developer and Replenisher

KODAK X-OMAT Developer Starter
X-OMAT Developer Starter

KODAK X-OMAT LE+ Developer and Replenisher
X-OMAT LE+ Developer and Replenisher
KODAK X-OMAT LE+ Fixer and Replenisher
X-OMAT LE+ Fixer and Replenisher
KODAK Dental X-ray Monobath
CARESTREAM DENTAL X-ray Monobath
KODAK Dental X-ray Developer
CARESTREAM DENTAL X-ray Developer

KODAK Dental X-ray Fixer
CARESTREAM DENTAL X-ray Fixer
KODAK Rapid Access Dental Twin Pack
Rapid Access Twin Pack

KODAK Rapid Access Dental Developer
Rapid Access Developer

KODAK Rapid Access Dental Fixer

Rapid Access Fixer

XCE Developer and Replenisher

XCF Fixer and Replenisher

XPE Developer

XPF Fixer

“End of List”

Class I, Rule | (Council Directive 93/42/EEC. ANNEX IX)
Class I, Schedule 2, Part 2 Rule 2.1 (Australian Therapeutic Goods

(Medical Devices) Regulations 2002)

41009 Radiographic film processing chemical, automated

41008 Radiographic film processing chemical, manual

All declared products

and the classification rules before being supplied.

European Authorized Representative: Carestream Health France

1, rue Galilée
93192 NOISY-LE-GRAND CEDEX
FRANCE

Issuance Date May 28, 2013 Revision N (Photochemicals)

Carestream Health, Ine,

150 Verona Street, Rochester, NY, USA 14608

Page 2 of 3

Declaration of Conformity (not requiring assessment by the
Secretary) procedures have been applied complies with the applicable provisions of the essential principles




Standards Applied:
ISO 9001: 2008
EN 1041: 2008
EN 980: 2008
ISO 7000; 2004
ENISO 14971:2012
EN 62366:2008

Quality management systems — Requirements
Information supplied by the manufacturer of medical devices
Symbols for use in the labeling of medical devices

* Graphical symbols for use on equipment -Index and synopsis

Medical devices — Application of risk management to medical devices
Medical devices - Application of usability engineering to medical devices

TS € 0T

Robert C. Meagher

Director

International Regulatory Affairs
Carestream Health, Inc.

150 Verona Street

Rochester, New York 14608
Telephone 585-627-6528

Issuance Date May 28, 2013 Revision N {Photochemicals)

Carestream Health, Ine,

150 Verona Street, Rochester, NY, USA 14608

Page 3 of 3




bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2003

By Royal Charter

This Is to certify that: Carestream Health, Inc.
150 Verona Street
Fochester
New York
14608
USA

Holds Certificate No: FM 72498

and operates a Quality Management Syster which complies with the require
following scope:

of ISO 13485:2003 for the

The design, manufacture, distribution, (integration, installation and servicing excluding film -
products) of diagnostic image recording devices, photo chemicals, medical dental imaging
systems, information technology software for healthcare formation systems and medical
imaging and detection. Manufacture, service, installation and distribution of Dry View Printers.
Storage, Handling, Packaging and Distribution of Pharmaceutical Prod ( i s

/{'@u'

For and on behalf of BSI:

Carlos Pitanga, SVP, System Cert’iﬁééﬁiic@n_ and Compliance =l

Original Registration Date: 12/20/2002  Effective Date: 10/19/2016 Expiry‘Date: 02/28/2019
CMDCAS Page: 1 of 2
Recognized
Registrar
making excellengg:
/.
nains the property of BSI and shall be returniad Immediately wupan reg
Lificate can be authenticatod online. Printed copias can |

¢ be ; be validated abv -Bsigroup. com/ClientDirectory
comunetion with the scope above or the attached i

Americas Headguarters; BSI Group America I, 128

50 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Meamber of the sroup of Companies,




Certificate No: FM 72498

Location Registered Activities

Carestream Health, Inc The design, manufacture distribution, (integration, installation
150 Verona Street and servicing excluding film products) of diagnostic image
Rochester recording devices, photo chemicals, medical dental imaging
New York systems, information technology software for healthcare
14608 information systems and medical imaging and detection.

USA Manufacture, service, installation and distribution of Dry View

Printers. Storage, Handling, Packaging and Distribution of
Pharmaceutical Products.

Carestream Health Inc. Service, Storage, Handling, Packaging and Distribution of
1600 Lexington Ave. Suite #356 Finished Devices, Replacement Parts, software configuration,
Rochester software verification, and the Storage, Handling, Packaging
New York and Distribution of Pharmaceutical Products. :
14606 :
USA :
Carestream Health, Inc. .
Smart System Technology and
Commercialization Center (ST C)
5450 Campus Drive
Canandaigua
New York
14424
USA o s . .
Carestream Health, Inc The assembly, integration and distribution of image
1049 West Ridge Road management system . The design and manufacture of
Rochester cassettes, and iNtEﬂSEng'ﬁ@’ariQ;StOrage phosphor screens,
New York The design, manufacture, service, and installation of medical
14615 X-ray equipment systems, medical imaging systems including
USA sofs_w_r_are:\-zgnc:_l accessories, bl G o
Carestream Health, Inc Tl’i‘g_.‘r;}anufactuge;_pfgental x-ray films, intensifying and
1669 Lake Avenue Storage phosphor screen chemicals. ! -
Rochester A
New York
14652
USA _ oo -
Carestream Health, Inc The desigri and development of dental x-ray film systems and
1964 Lake Avenue media used in medical imaging. | N
Rochester :
New York
14652
USA
)
/
/ . 4 ) /
Original Registration Date: 12/20/2002  Effective Date: 10/19/2016 Expiry Date: 02/28/2019 |- z‘i

i K

> #1s the proparty of BSI and shall he returnied diataly uoon raguest,
#\:.’1 eigctron &t can be authenticated online. Printed copies can be validsted at WHW.BSIGroun.com/ClientDirectory
Yo be read in conjunction wish the scope above or the attached appendix.

Ar‘:zericas Headguarters: BS] Group America Inc,, 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-5007 LSA
A Member of the BS] Group of Companigs,




Sl.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

By Royal Charter

This is to certify that: Carestream Health, Inc
150 Verona Street
Rochester
New York
14608
SA

i

Holds Certificate No: FM 537916

and operates a Quality Management System which complies with the requ1rements of I1SO 9001 2015 for the
following scope:

The design, development, manufacture, and service of digital radlography tm gi.ng systems
(such as INDUSTREX digital syste >ms) and accessories for the non- destructwe testlng |ndust

For and on behalf of BSI:

Original Registration Date: 2008-07-17 Efféc'é_ive Date:" 2016-10-21
Latest Revision Date: 2017-10-31 Expiry Date: 2019-10-20

Page: 1 of 1

Vi
ANCCREBRITE R,

.making excellence a habit’

MAMAGEMENT SYSTEMS |
CERTIFRCATION BOOY |14

This certificate remaing the property of BST and shall be relumed inmediately upon request.

an efectronic certificate can be authenticated online. Printad copies can be validatad at www.bslgroup. com/CliemtDiactory
fo be read in conjunction witd scope above of the attachad appendix.

rformation and Contact; 851, Kitemark Court, Davy Avenue, Koowlhill, Mion Keynes MI5 8PP, Tel: + 44 345 080 G000
BSI Assurance UK Linited, registered in England under number 7805321 st 389 Chiswick High Road, London W4 4AL, UK.
A Mamber of the BS! Group of Companies.




EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 01233

Issued To: Caristream Health, Inc.
150 Verona Street
Rochester
New York
14608
UsSA

In respect of:

The design, development and manufacture of diagnostic image recording devices including
storage phosphor screens and reader systems, medical x-ray films, direct digital radiography
systems, dental x-ray systems, dental digital imaging software, dental and medical imaging
equipment, and medical imaging and PACS Software. Those aspects of metrology related to
the design and manufacture of dimensional measuring PACS software.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Bady Number 0086):

7
'ﬁ/”ﬁ@ﬂ\é_k
& L A '
VP
Frank Lee, EMEA Compliance & Risk Director

First Issued: 06 March 1996 Date: 10 February 2016

~.making excellence a habit”
Page 1 of 1

Validity of this certificate s conditional oa the quallty system being maintained 1o the 'Equrements of the Directive as demonstrated theough the required
survelilance activitles of the Notifled Body, This anproval excludes all products designed andfor mandactured by 2 third paity on behaif of the company
named o this caificates, unless specifically agresd with BSI

This cestificate was issusd electronically and Is bound by the congditions of the contract,

Informaticn and Contact: BSL, Kiterark Cowst, Bavy Avenue, Knowlhill, Milton Keyiies MKS 8PP, Tol: + 44 845 Q8D 9000
B51 Assurance UK Limited, registered in England under number 7805321 2t 389 Chiswick High Road, Londan W4 441, UK,
A member of BSI Group of Companies.




bsi.

EC Certificate - Full Quality Assurance S;@ilvthveli'ra\rt

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services ralating to the product covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor: Service(s) supplied
Algotec Systems Ltd Design
2 Hapnina Street Development
PO BOX 46 Software
43107 Ra'anana
Israel
Analogic Corporation Design
8 Centennial Drive Manufacture
Peabody
Massachusetts
01960
USA
Carestream Dental LLC Design
1765 The Exchange Development
Atlanta
Georgia
30339
USA

Page 1 of 8

Information and Contack: BSI, Kitemark Court, Davy Averiue, Knowlhill, Milton Keynes MKS BER Teh + 44 845 080 9080
BST Assurance UK Limfted, registerad in England under number 7805321 al 2389 Chiswick High Road, London W4 4AL, LK,
Amember-of 851 Group of Comparnies.




EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services reliting to the product covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor: Service(s) supplied
Carestream Health France EU Representative

1, rue Galilée
93192 NOISY-LE-GRAND CEDEX

France

Carestream Health, Inc. Design

1049 West Ridge Road Development
Rochester Manufacture

New York

14615

USA

Carestream Health, Inc. Design

1669 Lake Avenue Development
Rochester Manufacture

New York

14652

USA

_Iﬂ"rarwa%lon and Contact: ESI, Kitemark Court, Davy Avenue, Knowlsill, Milton Keynes MiS 8PP, Tal + 43 845 080 9000
B Assurance UK Limfted, registared in England under nuimber 7805321 ot 389 Chiswick High Road, London Vg 4AL, LK,
A member of 85T Group of Campanies.




EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

ter

List of Significant Subcontractors

Recognised as being involved in services refating to the product covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor: Service(s) supplied
Carestream Health, Inc. Design
1964 Lake Ave
Rochester
New York
14615
USA
Carestream Health, Inc, Manufacture
2000 Howard Smith Avenue West
Windsor
Colorado
80550
USA
Carestream Health, Inc, Manufacture
8124 Pacific Avenue
White City
Oregon
97503
USA
..making excellence a hapit”
."’!
Information and Contact: BST, Kitemark Court, Davy Avenie, Kaowiliill, 1ilion Keynas MKS 8PP Tok + 44 845 080 0B

851 Assurance UK Limited, registeed In England under number YROS321 at 389 Chiswlick High Road; London W 2AL, UK.
A member of B3I Group of Companigs.




EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor: Service(s) supplied
Carestream Health, Inc, Design
Global R & D Center (Shanghai) Development
No. 27 Xinjingiao Road
Shanghai
201206
China
Carestream Health, Inc Manufacture
5450 Campus Drive
Canandaguia
New York
14424
USA
Carestream Heath Ltd. Design
Hacarmel 3A Manufacture
Star Yokneam Building
P.O. Box 505
2069204 Yokneam
Israel

..making excellence a haybfit/?*

Information and Contact: BSI, Wtemark Coust; Davy Avanug, Knowltill, Milton Keynes M5 8PP Tep 544 848 0805000
Bl Assurance UK Limited, registered In England under simber 7805321 at 385 Chinwiek High Road, Londen W 4AL, UK.
A memper of 851 Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 01233

Date: 10 February 2016

Issued To: Carestream Health, Inc.
150 Verona Street

Rochester
New York
14608
USA

Subcontractor:

Service(s) supplied

Communication & Power Industries
Canada Inc.

45 River Drive

Georgetown

Ontario

L7G 214

Canada

Manufacture

Quantum Medical Imaging, LLC
2002-B Orville Drive North
Ronkonkoma

New York

11779

USA

Infarrnation and Contact; BSI, Kitémark Courty Davy Avenue, Knowihill, Miltor Kevnes MES BPR Tel: 4 44 545 B0 B000
BSI Assurance UK Limited, registered In England under number 7305321 at 8% Chiswick High Road, London We siL, UK.

Aomerber of BST Group of Companies,

Manufacture

..making excellence a/habit”



EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.

150 Verona Street;

Rochester

New York

14608

USA
Suhcontractor: Service(s) supplied
Rayco (Shanghai) Medical Products Manufacture
Company Limited

Building 7, No. 1510 Chuangiao Road
Jingiao Export Processing Zone
Pudong New Area

Shanghai

201206

China

Rayco (Xiamen) Medical Products Manufacture
Company Limited

308 Wengjiao Road

Haicang District

Xiamen

Fujian

361022

China

.making excellence a habit" - )

information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MES 299 Tel 494 845 08D 9000

BSE Assurance UK Limited, realstered in Englanid under number 7805321 at 389 Chiswick High Rosd, Londos W 4AL, UK,
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.

150 Verona Street

Rochester

New York

14608

USA
Subcontractor; Service(s) supplied
Sianmina-SCl Israel Design
Medical Systems Ltd Manufacture

Zone 5, Korean Industrial Park
24952 Maalot
Israel

ScImage, Inc. Design

4916 El Camino Real, Suite 200 Development
Los Altos Software
California

94022

USA

Soluciones Médicas Exportacién Manufacture
SdeRL de CV

Prolongacion Mariano Otero 408

Ciudad del Sol, 45050 Zapopan

Jalisco

Mexico

.making excellence a habit"

Infarmation and Coatmet: 851, Ktemark Court, Davy Avenue, Kaowhil, Miton Reynes MKS 8PB Tel: + 94 845 080 S0
BST Assurance UK Umited, registered in Enaland under number 7805321 at 389 Chiswick Hiah Road, Longdon We AL, UK.
A miember of BS! Groug-of Companies,
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By Rayal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex 11 excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.

150 Verona Streel:

Rochester

New York

14608

USA
Subcontractor: Service(s) supplied
Trophy Design
4 rue F. Pelloutier Development
Croissy-Beaubourg EU Representative
77435 Marne-la-Vallée Cedex 2 Manufacture
France
Varian Medical Systems, Inc. Manufacture

X-Ray Products

1678 South Pioneer Road
Salt Lake City

Utah

84104

USA

Information and Contact: BSL, Kiteimark Court) Davy Avenue, Knowihil, Mitor Keynies MKS 8PE. Tel: - 44 845 080 9000
BSI Assuraince UK Limited, registered in England urder number 78

A member of 831 Group of Companiles.

)
.making excellence a habit" /

05321 at 389 Chiswick High Road, London W4 4AL, UK,




WY A MINTER-FARMA

IDNO 1003600005263 Cod OKPO 37020536 Cod TVA 0207934
MD 2025, Chisindu, strada Grenoble 23, Moldova
Tel 0037322/ 7218 26,7254 58,72-83-72,72-80-78,73 - 87-19

CONFIRMAREA INREGISTRARII

Prin prezenta SA "M-INTER-FARMA”, reprezentantul autorizat producdtorului Carestream Health
Inc. in  Republica Moldova, confirma inregistrarea la Agentia Medicamentului si Dispozitivelor

Medicale si includerea in Registrul de stat al dispozitivelor medicale filmelor radiografice pentru uz

general,

Film radiografic pentru uz general CARESTREAM MXBE, model: BLUE
(13X18cm N100; 18X24cm N100; 15X40 cm N100; 24X30cm N100; 18X43cm N100; 20X40cm N100; 30X40cm N100; 35X35¢m
N100; 35X43cm N100)

Film radiografic pentru uz general RETINA XBE, model: BLUE
(13X18cm N100; 18X24cm N100; 15X40 cm N100; 24X30cm N100; 18X43cm N100; 20X40cm N100; 30X40cm N100; 35X35¢m
N100; 35X43¢m N100)
Film radiografic pentru uz general RETINA XOE, model: GREEN
(13X18cm N100; 18X24cm N100; 15X40 cm N100; 24X30cm N100; 18X43cm N100; 20X40cm N100; 30X40cm N100; 35X35¢m
N100; 35X43cm N100)

Film radiografic pentru uz general CARESTREAM MXG, model: GREEN
(13X18cm N100; 18X24cm N100; 15X40 cm N100; 24X30cm N100; 18X43cm N100; 20X40cm N100; 30X40cm N100; 35X35¢m
N100; 35X43cm N100)

Film radiografic pentru mamografie CARESTREAM MIN-R S, model: 18 x 24 cm, N 100; 24 x30 cm N 100;
Film radiografic pentru fluoroscopie CARESTREAM PFH-T, model:
110 mmx 30,5 m, 70 mm x 305m

Film radiografic pentru fluoroscopie RETINA SOE, model:
110 mm x 30,5 m, 70 mm x 30,5 m

Conform ordinuluij A07.PS-01.Rg04-15 inregistrarea este valabils pentru o perioad3 de 5 ani de Ia
data 26-01-2016.

Cu respect,

DIRECTOR Vasile Matej
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CERTIFICATE

No. QS2 17 06 84658 009

Certificate Holder: Rayco (Shanghai) Medical Products
Company Limited
Building 7, No.1510 Chuangiao Road
China (Shanghai) Pilot Free Trade Zone
201206 Shanghai
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

R 150 13425

Scope of Certificate: Design and Development, Production
and Distribution of Medical Imaging
Systems & Accessories

Standard(s): ISO 13485:2016

The Certification Body of TUV SIJD America Inc. certifies that the company mentioned above
has established and is maintaining a quality management system that meets the requirements of
the listed standards.

Report No.: M2435

Effective Date: 2017-06-19

Expiry Date: 2020-07-20
Earl Buckmiller

Director, Quality Systems & MS Cert. Body

Page 1 of 2

TUV SUD America Inc.
10 Centennial Drive
Peabody, MA 01960
USA TOV™
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CERTIFICATE

No. QS2 17 06 84658 009

Rayco (Shanghai) Medical Products Company Limited
Building 7, No. 1510 Chuanqiao Road

China (Shanghai) Pilot Free Trade Zone

201206 Shanghai

PEOPLE’S REPUBLIC OF CHINA

Design and Development, Production and Distribution of Medical imaging
Systems & Accessories

Rayco (Shanghai) Medical Products Company Limited
Building 3, No.1510 Chuangiao Road

China (Shanghai) Pilot Free Trade Zone

201206 Shanghai

PEOPLE’S REPUBLIC OF CHINA

Production and Distribution of Medical Imaging Systems & Accessories

Rayco (Shanghai) Medical Products Company Limited
Building 4, No.1510 Chuanggqiao Road

China (Shanghai) Pilot Free Trade Zone

201206 Shanghai

PEOPLE’S REPUBLIC OF CHINA

Production and Distribution of Medical Imaging Systems & Accessories

Effective Date: 2017-06-19
Expiry Date: 2020-07-20

et Gt
Earl Buckmiller

Cirector, Quality Systems & MS Cert. Body
Page 2 of 2

TUV SUD America Inc.
10 Centennial Drive
Peabody, MA 01960

America
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