
$

*jf *** Benanntdurch/Dsignated bY

.aoA o*lo zentrulstelle der LEnder q

6KG * "J"f#t3l:,lfffiY5 i
* , 

* *, Xr M.dizinprodukt€n I
fl*^&. * zlc-Bs-244'1o.og

EC Gertificate
Production QualiST Assurance System
Directive 93l42lEEC on Medical Devices' Annex V
(Devices in class lwith measuring funclion)

No. G2M 063105 0048 Rev. 00

Manufacturer:

Facility(ies):

Product
Gategory{ies}:

Report No.:

Valid from:
Valid until:

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned

*"n,igArrer has imftemented a quality assurance system for the manufacture in accordance with

MDD Annex V. This quality assurance iystem covers those aspects of manufacture concerned with

ine metrotogical requirem6nts of the respective devices / device categories and conforms to the

requiremenis of tnis Oirective. lt is subject to periodical surveillance. See also notes overleaf'

cA-Ml s.R.L.
Via Ugo La Malfa, 13
Frazione Pilastro
43013 Langhirano (FR)
ITALY

CA-MIS.R.L.
Via Ugo La Malfa, 13, Frazione Pilastro, 43013 Langhirano (PR)'

ITALY

Various canister, suction unit,
aneroid sphygmomanometer and
mercury free clinical thermometer

trA1319360M

201 9-09-26
2024-05-26

Date, 201 9-09-26

Stefan PreiB
Head of Certification/Notified
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

tk4

Product Service

(6-j6ooo0$$
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TUV SUD product Service GmbH . Certification Body . Ridlerstra8e 65'80339 Munich'Germany
TITV@



Deutsche
Akkreditierun gsstelle
D-Ztr113Z1-(l1-00

No. Q5 063105 0045 Rev. 0'l

Holder of Gertificate: cA-nH s.R.L.
Via Ugo La'Malfa, 13
Frazione Pilastro
43013 Langhirano (PR)
ITALY

Gertification Mark:

Scope of Gertificate: Design and development, production, saie and after-sales

technical assistance of medlcal equipments los surtery
(electrical and manual suction pumpsf, electric breast pumps,

medical devices for breathing (aerosol therapy equipments and

thermal water inhaler), medical devices for stimulation (tens)

and related accessories. Placing on the market under its own
name of devices for monitoring of vital physiological parameters

{pulse oximeters, thermometers, blood pressure monitors,

sphygmomanometer and stethoscopes|, incentive spirometers,
devices for phlebology (graduated compression medical

stockings) and anti-decubitus mattress.
Distribution of active and non-active non implantable medical

devices.

The Certification Body of TUV SUD Produet Service GmbH certifies that the company mentioned

above has established and is maintaining a quality management system, which meets the
requirements of the listed strandard(s). See also notes overleaf.

Gertificate

Report No.:

Valid from:
Vatid until:

tT41254731

2019-08-01
2022-07-3'l

Date,

/M
2019-07-30

Stefan PreiB
Head of Certifi cation/Notifi ed

Page 1 of2
TOV Sl:lD Product Service GmbH . Certification Body. RidlerstraBe 65.80339 Munich. Germany

Product Service
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Akkruditierungsstelle
D-Ztrl-l1321-01-00

Certificate
No. Q5 063105 0045 Rev.01

W
Product Service

Applied Standard(s):

Facility(ies):

Facility(ies) Scope:

CA.MIS.R.L.
Via Ugo La Malfa, 13, Frazione Pilastro,43013 Langhirano (PR), |TALIA
Design and development, production, sale and after-sales technical assistance of medical
equipments for surgery (electrical and manual suction pumps), electric breast pumps, medical
devices for breathing (aerosol therapy equipments and thermal water inhaler), medical devices for
stimulation (tens) and related accessories. Placing on the market under its own name of devices
for monitoring of vital physiological parameters (pulse oximeters, thermometers, blood pressure
monitors, sphygmomanometer and stethoscopes), incentive spirometers, devices for phlebology
{graduated compression medical stockings} and anti-decubitus mattress.
Distribution of active and non-active non implantable medicaldevices.

CA.MIS.R.L.
Via Strada per Parma, 34, Frazione Pilastro, 43013 Langhirano (pR) ltaly
Warehouse of active and non-active non implantable medical devices and components used in
production

Page2of 2
TUv suD Product service GmbH . certification Body. p;61"r"oaRe 65. g0339 Munich .

EN ISO 13485:2016
Medical devices - Quality management systems -
Requirements for regulatory purposes
(lSO 13a85:2016)
DIN EN ISO 13485:2016

cA-MlS,R.L.
Via Ugo La Malfa, 13, Frazione Pihstro, 43013 Langhirano (PR),
ITALY

CA-MIS.r.l.
Via Strada per Parma 34, Frazione Pilastro, 43013 Langhirano PR,
ITALY
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i ghting + teehnologY

{(
F$ ' De$ferati'cn.ff Fan'furnni

il,r,]gcub#anqe tl antibx I and vl| of"the E0 Direelive" 3i42/EEe'u{}rlcerriing:rn€d,iualdetic€s,,las{,:arnundsd

by Drective 200?147lEC of 5 September 2007

Dr. h*aCh GmbH & Co. KG
FlossmannstraBb 28

Manufabturer:

,S.$$560 E be rs'berg, {.Gern18n$

ttrlri.und*fgnedti*i th,aofifirrnd,und*ihi:6,'*urfi responsit-llity tliat Sle,p}CIdu lste{-'belfs

Type dasignationt

c$mFlt.s$., :ba,6ic reEu?rern$nts *nd pfovis,hsc sf the folfowiffi girec|ive;

St*ndatd5:

Class:

T,,hi6 caltifidstdrii*,,valid tlntiH S:eeefih€r?0n'?CI23

Mach 130, Maeh 130F, Uniflex
Macn LED 110
Mach LES 1'15, Mach tED 115C
Mach LFD 120i Mach LED 120F
tuil'h tEs iio, mlirr ieo lsor, Mach t-ED 130 Plus

Mach L€D 130 Dental. Mach LEE 130 OentalP
Mach LEU 150, Msch:l-ED 150F, hfiach tED t50FP
Mach LED 30$'sF
Mach LED ?Mc, Mach [FE':* ,Mdeh tffD'Zse:' l hrid

Mach LED Z,$mart
Mach LED 3MC, Mach Lrp 3sc
Mach LED 3 Smart
Mach LED sfi,lc, Mach LED sSc
M.ask,LES $ ssrart

Instrument and equipment racks with double sockets and PA sock€ts

VDU support
iilariii*irum+rlt tebte, hanu o,psratlng:table.

Videb system hiDMV
Mdeo system HOMV-F

^f, ,r'""-{l_./
Seqembe{ ?0m 20JB . gr. PelErx?hrs-.
Eate TechnicalManassr

Difqi lEsG.Annel I qf.ifre €o..ungi* Ef 't,a June 199fi tgne+r*in$'rtsdiqql
dAtuises

EN 606'01-1 : ?013 (lEC 60601-1)
gN 60601-1 : ?006 tlEC60601-1)
EN 60601-2-41 : 2010 tlEC S0601-2-41)
EN 6060112*41 :2016-02 (lEC 60601'2-41)
EN 00601-t-2 :2007
fru AOOO,I-l-2:2015

The examlnatibn andlor operating lamps and their accessories are Class I active

medical proOucts according to Annex lX of the Directive

Labeling,fu by maans'of:'the'mqrfc { €

Ebfr[5:b.e{g
town
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Gertificate
fUV Rtreinland LGA Products

t ,,i:.1, , , i :.:-.,: ., '-llr: i t, . ., ,

,I ,, ,;ahqreby,,,c!'r:tifies that ttle,grtganit*ffi,-.' 
,

Dr. Mach GmbH & Co. KG
Medizintechnik

Flossmannstr. 28
85560 Ebersberg

Deutschland

'I
:

I t: :t::t:::: t:t : t: I tt ::
'''1 . , : ,:.. .

i.

nas eitaUtdneO and applies a qualityrmanagement system for medical Oivices
for the following scopei

scopo: see attachment
: 

j:...: 
.]:

Proof has been furnished that the requirements specified in

EN ISO 13485'12016
:..:

are fulfilled. The quality management system is iubjecl to yearly surveillance.

. ::,:: ,. . ,.:. 
.

E.ffpct!ve:D:-:...l;.::,..2019.07.08

Certificate Registration No,:l SX 60140658 oOOi

An,arrdiflryq$Fi*omc, Repo-rt No,; 21248810 004,""

T.lrie"Qertificate,is,valid un'til: , :r ,'. 2022:06-19 
:'

DatE 2019-0748

'

,.a ' .":l " , l

ir,tlv- n*iotilo.ren'Ffodubts:GmbH : Ti

Certification Body

Niirnbeig

,,,,,,-l:

G.,mbH

Te$++o. 221.6pp1 37,t :Faxii+4g 2Zt:806.3935 http:r,vrvw,tuv. cordsatety



cffiRTIF*SATH
Management sysiem as Per
PN-EN l$O 13485:3016.04
Medical deviees - Quality rnanagement syrtems - Requirurunts for regulatOry purposes

In accordance with TUV NORp Polska $p. z o.o. procedures, it is hereby certified that

ULTRA-VI0L $p. i"
Pietras, Purgal, Wojcik
ul. Stqpowizna 34, PL 195.10S Zgierz

applies a managemenl system in line with lhe above ttandard for lhe following scope

Derign and devslopment, manufacturing, distribution, installation and service
of phototherapy lamps, digital image viewing stations, X'ray film viewers,
geimicidal lamps and dEvices, sofh,$are for own medical devices.

Regardless of the tact that T0v NORD potska Sp. z o.o. is a notified body.No. 22?4 in the area of medical devicss, this Certificate is not

a de*ticate af Conlonnity rrdthin tre meaning of Oir€dtve 93l42lEE and is not a basis for CE marking.

,{.ir,uLTRt\#o..

Valid from 26-t0-1018
Valid until 2{.10-2031
lnitial certilica tion: 22-1A-2A12

Certificaie Regisiration No. AC09{l ItDt{ 30318281101 S

Audit Report No. PLSIS?018

Manager of Certification Body
TUv NoRD Polska sp. z o.o.

Katowice, 26-'t0-2018

Th,is certification w€! conducled in accordance with the T0V NoRD Polska $p- z o.o. auditing and certification procedures and is

subject to regular $urveillancs audits.

T0v NoRD Polska Sp. z o.o, ul. Mickiewicza 29 40-085 Katowice www.tuv-nord.Pl

AC *trs
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The r.rndersigned ComPanY:

UIIRA - VJ0L sp. j. Fietras Purgal Wdjeik
ul-'$tgPowizna 34; $6-100 Zgi*rz,

declares that ihe non-medical devicea germicidal flow lamps, typ€:

DECLARATION OF
CONFORMITY

{€

NtsVE 60;
NBVE TlO;

NBVF 60130;

NSVE 1{0155;

in realization: N - wall mounted, $ - ceilting mounted, F - or mobile stand
(') -:without work time counter;
L * with work time counter without display;
LW - with work time counter with display;
LW,$T - with work tim€ counter with display and switch-key,;

RC * with remote control; MD - with molion detector

marked with Sfr mark. are electrical devise$ that conforrn the essential requirements stated.in the following

EC * Directives:

' 201'4135/EG (l-I/D),
r 20l|413CI/Ec (EMC},
. 93t42tEEC and 2g07l47tEC (some requirements)'

The devices conforms the harmonized European standat'ds:

" EN16S$01-1
Medical electricsl equipment * Part 1: General requirements for basic safety

and essential performance

@uipment*Part1-2:Genera|requiremeiltsforbasicsafety
. EN S9601-1.2 and essenttal performance - Collateral Standard: Electromagnetie disturhances

- Reouirements and tests

. EN 60598-1 Luminaires * Fart 1:€eneral requirements and tests

r EN GtS47 Equipment for general tighting pLlrposes - EMC immunity requirements

. EN 60529 Degrees of protection provided by enclosures (lP code)

We deelar:ewith full responsibility that the products meet the requirements of the RoH$ directive 20t1t65iEU
(ihctuding all its changes and amendments). Conformity assessment was carried out according to standard

EN 50581.

Quality Management $ystem of ULTRA-VIOL oertified by TUV Nord meets requirements of:

r [N l$O'13485:amg - Medical devices * Quality managenrent systems * Requirements for regulatory
purposss

04 * year of marking with CE mark

an behalf of ULTRA-VIOL $p. j.

# .,rdiuf.^S
Wieslaw Pietras
6SNEKAL $ANAGER

K?7(aojbocoos>;(i

/s' d\.'3 / "*.',l.*'.ri

'.,n,1lx'{xl,'ffIl
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fELL
EC DECLARATION OF CONFIRMITY

AT UYGUNLUK BEYANI

We, KENMAK Hastane Malzemeleri ve Elektrostatik Boya San.Tic' ve A'$.'
hereby declare that the below mentioned products have been designed and

manufactured according to Directives of European Commission and realated
other standarts.

RULE 1 CLASS 1.93I42IEEC ANNEX-7
TS EN ISO 13485

TS EN 60601
TS EN ISO 14971

TS 9215

Biz, KENMAK Hastane MalzemeleriVe Elektrostatik Boya San. Tic. ve A.$., ekte

verilen ilrgnleri Avrupa Komisyonu direktifi ve ilgili di$er standartlara uygun

olarak tasartadl$lmrzl ve iiretti$imizi beyan ederiz'

KURAL 1 SINIF 1.93I42IEEC EK.7
TS EN ISO 13485

TS EN 60601
TS EN ISO 14971

TS 9215

Date of Beginning / Baglanglg Tarihi
Expiry Date / Bitig Tarihi.
Name & Signature (lsim/lmza)

:16.01.2018
:16.01.2023
: Kenan KlLlQ
Board Chairman /Yiinetim Kurulu Bagkanl

KENMAK HASTANE MALZEMELERi Ve etexrnosafr aoYl sAN. VE riC. n.9.
senrutq volu UzEni No: 23 cAziEMiR - izn,tiR I runxev

Tel: +90 (2321 274 1717 [pbxl Fax: +90 (232) 274 6777 ! {ww.kenmak.com.tr - kenmak@kenmak.com.tr
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CERSIFICAPE
This Certificate has been awarded to:

DoKUZ rvu.lt- MAH ALLESI sARMq YoLU 0zERi No:Zf,GAZirnni n

,,i izMiR -TURKEY

fn necognfmn of theOrganisation's Management Sptern which co,qn$Ibswith

ffi%ffi XW4ffiS s,ffiffi$ffi
For the Scope of Activities desEribed belsw:

.D85ffi N. PROCIUCNON, SALES AND TECFINICAL SERVICE OT**MiFITNI- TQU I PMENTS

Thus, r{ris c*rtificate hag ts be returned if required by prope{ty owfter. Ltnitd
is located in the United Stetes of AnT erica, whnfi is a $ember E:f International A(credttatio$ Forum {lAn.

Terh nical Universal llsrifrstiarr
Eelgelendirnre ve E$itlm Hltm€tlcri Ltd' $ti.

Macun Mahallesi tsau Bulvan ATB l5 Merhezi A Blok
No; l1l Yenimahalle - ANKARA /TURKEY

Tel.r.O0 9$ 3X: ?31 8? g;
. weh wwwtech{ert{om.tr

. e -maih info@teehcefi-corn.tr

Ttris docu*ssrt ls valld for 3 years provlded that the

K BoY,a.,sAN. rlc A$.

, :r'ilt",

Reissue Fate : 04.10,201 9

Date :11,11.tS?0

l.lniversal Vsrifi cat*sn

and surwlllance audits are prrbtmed regulatly.

KENMAK HASTANE MALZEMTLEF|

..L,' 
'- '

Certificate No ..i;41 1 1

DateofAudit' ; ?0.,10J018

Date of Registration r 12.1 1.2018

After perfonnins th* survd.fllance audits cerlificals wi{lbe reis:ued.
This cenifKate ir a prop*rty ofTkhnkal Ur

i.lir"./":'
rlillo'.!:tli
1\D\:r
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cB-M5-0602
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