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Declaration of Conformity

We,

Bermedi Medical Solutions GrnrbH

Boelschestra$e 27

12587 Berlin
Germany

declare under our sole responsibility, that the product

Bermedi Dent XE

Medical product class lla (rule 16 of annex lX Directive g3l42tEEc\,
UMDNS code 14-482

with the purpose

intraoral dental film for medical X-Ray Diagnostics
complies with all relevant requirements of the Directive g3l42lEEC.

Applied Standards:

r lso 3665 Photography - Intra-orat dental radiographic film - specification
o lSo 5799 Photography - Direct-exposing medical and dental radiographic film/process sysrems -

Determination of ISO speed and ISO average gradient

This Declaration of Conformity is valid untit 2018-05_2g,

Berlin, 20'16-10-05
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Jrlrgen Rasche
(Managing Director)



M I N 6s Ec t RrAN vlrAsl RE N DszE R -TAts 0 sirvnruv
QUALITY NIANAGEMENT SYSTEN/I CERTIFICATIE

TanLisitott szervezet neve / lJame of certified organization:

5z6khely / Headquarters:

ULTRAGET HUNGARY 2OOO KFT.

tO23 Budapest, B6csi (tt4.,
Magyarorszdg - Hungary

Telephely / Manufacturing site:

12111 Budapest, Tekercsel6 u'lca L2.,
Magyarorszig - Hungary

Ta n Isitott tev6kenyseg:

Orvosi 96lek gy5rtdsa 6s kereskedelme. Orvostechnikai eszkiiziik forgalnraz6sa.

Scope:

Production and disltribution of medical gels. Distribution of medical devices.

A Rend-Cert Tandslt5 ds Oktat6 Beteti Tdrsasdg tand:sitja, hogy a fenti szervezet
min6segirdnyitdsi renclszere a felsorolt tevekenysegi teruleten megfelel a kovetkez6

szabvd ny kovetel m6nyeinel<:

Rend-Cert Certification and Training Limited Partnership certifies that qurality

management system applied by the organization above rneets the requirements of the
following standard on the listed scope:

MSz EN ISO 9001:2015
(lSO 9001:2015)

A tandsitvi5ny 6rvdnyes /The certificate is valid:

2018. 09. t2. - 20L9. 09. 11.

A tan0sitvdny szdma / Reg. number:

ss7l20t8lL8_2

Kiadijs / lssue: 1

Kiadds ddtuma / lssued: 2018. szeptember L2, I IZ Sept 20L8



M IN6sEe r nAruvirAs I RE N DszE R-TAw Usirvanlv
QUALITY !\4ANAGEM ENT SYSTEIVI CERTTFTCATE

Tan[sftott szervezet neve / l\ame of certified organization:

5z6khely / Headqua fter:s:

ULTRAGET HUNGARY 2OOO KFT.

tO23 Budapest, B6csi .it4.,
Magyarorsz6g - Hungary

Telephely / Ma nufacturing site:

1211 Budapest, Tekercsel 6 utca L2.,
Magyarorszilg - Hungary

Ta n(sftott tev6kenysdg:

orvosi 96lek gydrtiisa 6s kereskedelme. orvostechnikai eszkiiziik forgalnrazdsa.
Scooe:

Production and distribution of medical gels. Distribution of medical devices.

A Rend-Cert Tanrisit6 6s Oktat6 Bet6ti Tdrsasdg tan0sitja, hogy a fenti szervezet
mindsdgirdnyitdsi rendszere a felsorolt tevekenys6gi terUleten megfelel a kovetkez6

sza bviS ny kovetelmenyeinek:
Rend-Cert Certification and Training Limited Partnership certifies that quality

management system applied by the organization above rneets the requirements of the
following standard on the listed scope:

MSZ EN ISO 13485:2OtZ
(lsO 1348s:2003)

Kizdrijsok / excl usions:

7.3 - Tervez6s 6s fejleszt6s / Design and development

Nem al ka lmazisok / non-applicable:

7,5.3.2.2. - Aktiv implantdlhat6 orvostechnikai eszk6zdkre 6s implant6lhat6
orvostechnikaieszktiziikre vonatkoz6 ktiliin kdvetelmdnyek/ particular requirements

for active implantable medical devices and implantable medicaf devices

A tanIsiWdny 6rvdnyes / The certificate is valid:

2018. 05. 28. - 20L9. 03. 28.

A tanlsitviiny szdma / Reg. number:

ss8l2oL8lt8

KiadSs / lssue: 1

KiadSs ddtuma / lssued: 2018. m6ju s 2g. | 2g May 201g
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=EERENLER MEDIKAL SAN. TlC. LTD. $Tl.

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 93142/EC

with amendment2}}7l47lEC 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:93l43lEEC Medical Devices Devices with amendment2007l47lEC

Applicable Standards: EN ISO 15223-l: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: 314 34490- Basaksehir Istanbul /Turkev

1sl; +90 212486 00 37 (140)Fax: +90 2124860038

Country of Origin: Turkey

On Behalf Of Manufacturer:

Name: Ercan Taslicukur

Position: Vise President

D ate-Place: Istanbul-Turkev

ixiruri oRG.sAN.BoL.pAtiH snx,qvi sir. r-s BLocK No:3-4 sA,saxst.Hln / isr,c,Nrul
TEL:+90 212 486 00 37 FAX:+90 212 486 00 38

wwtv.erenlermedikal.com info@eren lermedikal.com.tr

f4"000526J
6-i

FR-003 / 00 / 09.06.201I REF.: PR{ll lkitelli V.D :354 015 10 62
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lKlTELtloRG, sAN. BOL. FATIt-t sAN. slT. sB BLoK
BAS,qK$€i{tR - tS NBUL _ TTJRKEY

with a scope of

FOR INTEN$IVE CARE DIIVICES

Medical devices - Quality management systerns - Requirements for
regulatory purposes

''7J'"t5.-i" "7 S r.:,'

Ge al Manager

Kilv* Clrtificatisn Senic*s Inc

Tet: + 90 216 S93 2j 7J Faks : + 90 I 15 593 ?J 74

pleaJe contact abwe numbr:rs f.trr derailod inf.etmation.

Certific*te No

Initial Certifir*tion e

Certification Date

Irxpiration Date

: lv{ 104?2

: i0 June 2016

: 02 November 201

: 09 June 1.019

Last lv{ot-tit-rcd: ilZ November l0 l g - R 0f
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Reaetiyi dg diagnostie . indicqtnpi pentru,gonrolul sterilit[lil pacllete ilizare

etenunri {}cr} sqnii;al io} / yrwit*rto r€} } (clil

FTl1683 diri 14.05.0 Pe, rd

Fedemtie. Rusdu ZA0 "MEDTESiJ:"

,,I,1- IN'I]SR.F'ARMA'. 5A, Msld,x4 Chigin&u, str. Gt'enoble, 2 3

Derners, cont rnr.0l/Klll din lit.0?.?016. nr.0lfiilIJ din26.05.3017 fa:turi, certificate de $ri

Reactivii ds diagnostic sunt conformi Directi".ei Eutopone 93/4218fi.C qi r;unt admiqi
peniru controlul procssului de sterilizare a instrutnentelor ryi rnaterialelur medicale
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Firnra nroducitoare''l'Nrfl
Z-A0 "l\"4c<ltcst". Fedgratia RusaAZ0pltrnlt piu 100 nrl sulutic gata

contiolul ltttfilitriii l? l lIli N I fl00 7-r\O *|vle(itest", F'ederatirl Rtrsa

lndi.aror pcnt* controlul stcrilil*Iii 121,2() NJ000 ZAO "it'ledttst", Fprjerulis Rusa

I srerililnlii l34i !ltNI00o
ZA0 :'lMedtist", Fsderntit'r Rusa

iril sterilit{lii I l4}l N 1000
ZnO "lvtc '. I:eclcratia Rusa

Indicator pentru controlul sterilitltii 1341J NlU00
ZA0 "lv'ledte*t"; FErJer*tiii I{usacontroiirt slsri lithtii 1X417 N 1000

i prin atruri IKPS - 120/4J NI0ft)
(EXTb]RNi

X() r'tr.ledtestl', Ferleratiu Rulaiialii pr;n hbuii 'IKFS .- l3?120 Nl000
EX"I'ERN).

tut sterititnlii prln ahuri IKPS \'tl *' 120i45 N 1000

NTERN)
ZAC) "I{edtest". Fcilqratia l{usa

ZA.Q "I{edte*t"'" Fedffaiia Rusa

ZA0''lv'tedtest". Fcticratia l{usa

cunirolul )tirililtlii prin tburi IKP$ VN 101 -. tl2l0
NIOOO (IN'FUI{N

inAiclitor pentru erinr$lul **rilitnlii prin ilLer IKI'S .^ I $()l6D N 1000

ntrclul sierilitXlii priu ucr IKPS \rN/01 - 180/60 N 1000

Pachrrt nr:naru.steriliziuE 90x?3il l"i 100 ZA0 "li,ledtest"'. Federotia l{usa

ZA0 "Medtest"-, Ftdcratia Rusa

7.;10 "I'ledtestl'. Federatia llnsa

ZA0 .'Medrert"r Fed*ratia Rusa

Fachct pentru steriliznre 100x20(l Nl0U

Pachel rrsterilirere l50r?50I.i100

Ftrchet penrru stetilizrue 20&x330 Nl00

(ionale
il Elenar PALANCIUC

ex. $t Ccinstantinovicl
0(22) 574679'





MTI-FIIIEg.I
3AO "Me4recr", 191002, C,-l'lerep6ypr, yn

Oooua f] C-1

PastesxaR, 9.5, r./$: (812) 572-2395, 7'1 0-81 71, 71 0..8149, 71 0-81 70,

nAc n o P'r cc)oTB ETCT BU:FI
[4 ngu xaro p xr,t tvl hq e cKAn

l9racc [cnrcfiHeHhs no FOCT ISO

Houep roc. perilcrpallhh Ne OCP

Ty 9398-0 0 1 -53262326-200 I

Ant KoHTponf, BosAyutH ofr crepun u3aLlu 14 J4 KB C-" M eArecr"- 1 80/60
14KBG-180 (*:lloG .-.50 ur,rx. (+5.) rilur.

(MapKa, napanterpbr, pexulacr)

HPIAM.932719.008 nC

1 1 1 40-1 -ZAf - 4 (rurnoronepeuenrure)

201 0/06854 ot 26.02.201 0r.

flara

Cepur Ne

ilS roTo BneHHfl

15141',1

10 2017

NE

n/n florararenn fpe6oeaxrn TY Fresynurarut aHanH3a

1 z
4

1
Cootsercrsile cocraBa
rounnerry HTll 1.3.'1. cooT BeTcTByeT

z Cooreercrstte MapKrpoBKn,
ynaKoBKr,l cooTBeTCTByeT

3
Cootserctst,te BHeu.tt{ero Bhga
lflHAilKaTOpoB

1.2.1., 1."2.3., I.2.4., 1.2.5., 1.2.6.,
1.2.7., 1.2.10., 1.2.1 1.,.1.2.12., 1.2.13.,

1.2.14,
cooTBeTcTByeT

4
Yr:toi {reocru r ao:geicraxlo
crephrrH3ylouqnx $axropoa e
ycnoBrfx oTCyfcTBnA napa

1.2.17. cooTBeTCTByeT

5

CooTBercTBre
9KcnnyaTa4r,toH Hbtx Ka q ecTB
Ir{AXKaropoB B pernaMeHrHbtx
3ltaqeHl{gx

cooTEeTcTByeT

6 Cpox ro4nocrn 1.2.25.
36 Mecrll,ee c.qarbt h3roroBneHhF cooTBeTCTB yeT

klcnslrax!4H' noBepKh npoBeAeHbr B o6reue npeAbcBrrrerbcKr4x Mcnbrr,aH14rd

3axntoqexue:
flpodyx4u'fl coomeemcmeyem HoPMamuen,utu mtrte6oeaHuf,M, Ty gilgg-001-E1p6z326-2oog, rocrlso 11140"1'2011, zodna i ucnontsoea'ur<, a coomaemcmauu c Ha3*ayeHue' u o'nacmtxtnpuMeHeHug.

l't Ha,ranuHhx XTy

Kounnemaqhrc B corcTBercrltu
c.saKas - Hap.qAoM npoBeprn
Haqanux yrx ynaKoBor.{Horo yqacrKa

Ornycr pa3peu!{n
Haqansxhr npot43Bcl,qcrBa

M",A. BoporH14l-lKat



Oopua tl C-1
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3AO "MeAreor', 19'l 002, c.-Flerep6ypr, yn. Paste3x o-8,1 71 71c'8149' 7'1 0-PJ7o'

nACnOFIT COOTB ETCT Bt'|f,
hngllraroP xYlM nqecKnfi

Fln KoHTpolRnapoBorcirepnn]43aquuilKncJ'MeArecf'.132'|2|)
c-

l(nacc hcnoflHeHur no FOCT ISO

Horraep roc. PerncrPallht4 Ns OCP

Tv 939&00 1 -53262326-2009

(napauerPtut PexHMa)

HP!4M.932719,007nc

111404-2Ai1 - 4 (unoronepeMeHHble)

2010i06854 or 26'02'2010r' Gerpran Ne

fiara a,t3roroBneHhF

l3 l0l7

t0 2017

i&
nln

florasarenn Tpe6oeaxun W Pesynurarut aHantr3a

2

1
Oooteercret're cocraBa
rounnerry HTI

1.3.1. coorBorcT$yeT

2 lllaprrpoera 1.4" cooTBeTcTIiyer

3
Clooreercrelre BHeuHero Blga,
oKpacKx 3Ta'loHa

1.2.1 ., 1.2.3., 1.2.4.-1.2.5., 1.2.7 .,

1.2.13.. 1.2.18.. 1.2.21.
cooTBercTByer

4 )/croiqt,teocrs x eo3AeicrBrp
orepilnrsy roqux $arropoe

1.2.17., 1.2.21. coorBeTcrByer

5

Gootaetcrerre
oKcnnyaTau1|oHHbrx KaqecTB
lrHAnKaTOpOB B PernaMeHTHbtx
SHaqeHutx

1.2.18. cooTBeTGT ByeT

6 Opor rogxocrn 1.2.25.
36 uecnqee c Aarbt h3roroBneHhe

cc)oTBeTcTByeT

n podyx4'ua coomeemcmeyem HopM am ue,Ht,m m pe6oean un u,
coomeenncmeuu c Ha3Ha.leHueu at odnacmtrc npuMeHeHun.

henurannF, noBepKh npoBeAeru e o6ueMe npe4bnBr'lTerbcKnx ytcnblran ni

3axnpqenne:
eodna r( u€norrb$ng,agufi a

HaqanuHrx XTV

Kor,nnnexraqnrc B coorBercrBur
c 3arc3 - HapnAoM npoBepMn
Haqanunnr ynaKoBoqHoro yqacrKa

Ornycr pa3peuJ6rl

Ha,ranutur npot,t3BoAcrBa



MM,EEIEg.I
3AO "Melrecr", 191002, C.-flerep6ypr, yn. Pasbesxaf,, n.5, r'lQ: s12) 572-2395,'710-8171,

tDrrpua IIC-1

710-8'l 49,710-8170,

NACNOPT COOTBETCTBU'4
k1 n4uxaro p xr4M t4qecKhit o[Ho pasoBoro npn MeHeHnf, E"rtf, r(oHTponfl Bo3AyuuHoil

crepun h3a Llur 14 14 KB G-B H/0 1 -" M eflrecr"- 1 80/60
hKBC:qH/01-180 (t3)oG - 60 nltnx. (+3) uux..

(uapxer, napaMerpH, pexun,tu)

t-tPyrM,932719.006 nC

lgracc r4cnonHeHue no I-OCT ISO 1 1140-l -2011 -- 4 (ruxoronepemennue)

Hourep roc, perrcrpaqnu OCP 2008103222 or 03.09.2008 r,
Ty 9398-007-53262326-2008

Cepnn Ne

,Qara usroroBrrgHu:a
060217'
022011

Ne
n/n llora3atenn Tpe6oeanrn TY Pesynsrarur aHaltr3a

1 2 4

1
Cooreetcreue cocraBa
rounnerry HTI

'1.3.1. coorBeTGTByeT

z Goorgercrstre MapKupoBxll 1,4 c0oTBeTcTByeT

Cooreetcrere aHeuHero BhAa,
1|HAXKaTOpa, ynaKoBKll c()oTBeTcTByeT

4
Ycroi quaocts x eoegeicrBtino
GrepHn ll3yx>qrx Sa rropoe 1.2.12. cooTBeTcTByeT

5

Gooreerctere
3l(CnJ|yaTaqltoHH btx KaqecTB
r HAl,|KaTOpOB B pernaMeHTHbtx
3HaqeHrtx

1.2.13.,1.2.14. c()oTBeTCTByer

6 Cpox ro4rocrn 1.2.18.
36 uecnqea c Aarbt usroroBneHrn c()oTBeTcTByeT

l4cnsrrax n F, noBepK[ n poBeAeH ur e o6ue Me n peAbg Br4Tea bcKl4x ucn urran u fi

3arnpqexne:
npodyxqun coomsemcmeyem HopnamueHl^r mpe6oeauuau, Ty g3gg-oo7-s:t262326-zo0g, rocr lso 11140.1-2011 eodna 

'( 
ucnonb3oeaHuro e coomeemcmeuu c Ha3*aueHue' u of,nacmtxt npuMereHuf,.

Haqanutux XTy

Kounnexraqrp B coorBercrBt4l4
c 3at€3 - HapffAoM npoBep[n
HaqanuH nx ynaKoBor.tHofo ygacrK€l

Ornycx paspeuJnn
Haqanulux npo!,t3BoAcrBa

|{
{*

*M.A, Brtpornuqxar

h.H, HeqaeBa



,egxar, s.5,, r./Q.: (812) 572-23e5' 11g.7j!1,,J9-811e' 710-8170'

NACN O IPT C (f, OT BETCTB 14'I

[4 nAn rarop xuM U qecxyt fi orqH Opsl3OBOro npilMeHeH v!f, AIlf KOHTpontl

napoeoil "r"p*rt",l, 
n' H Kn c-B H/d1 -"MeArercf "1 

32120

HP14M.93271 9.005nc

Knacc yrcnoflHeHun no l-oGT lso 11 140-1-2011 - 4 (rvrxoroneperuexxute)

Horvrep roc. perncrpaqnu Ne OCP 2010/0976'{ or 30'12'2010r'

Ty 9398-003-53262326-2006

OoPMa nC-1

_ 
- - tL taln\ 

^'7. -'?gs..7io'ai71,710-8149' 710-8170'

Cepurn Ne

,0,ara usro'roBneHutn

130617

062077

Houepa nYHKroB rPe6oaanui T)f Pesyflurarut aHann3a
Nc n/n Iora:atenu

4
1 z

1.2.1., 1.2.3.. 1.3"1., 1.5.2 c ooTBeTcTByer
1

CooleercreYle cocraBa
xounnexry HTI

2 Mapxupoera 14 GOOTBeTG TEyeT

3
Cooreetctena ra6aPnrxslx
pasMepoB, BHeul Hero B]|Aa

1 .2.4., 1 .2.5., 1 .2.6., 1 .2.7 ., 1.2.8., 1 .12.9.,

1.2.10.
GOOTBeTC;TByeT

4
Ycroi.{heocrb x goeAefi crenrc
crepnnxsyloqnx QarroPoe e
ycroBuqx orcyrcTBus napa

1.2.17 . coorBercrByer

cooTBeTrcTByerc

Cootaercrele
SKcnrryara q],toH Hblx Kaq scrB
]rHAXKaroPOB B P9rnaMeHTHblx
3HAqEHEFX

1.2.14., 1 .2.15., 1.2.16

o Gpor rognocrn
1.2.21.

36 laecsqee c Aarbt [3roroBneHun
coorBeTGTByeT

hcnsrraxuR, noBe pxu npoBeAeHbt a o6teue npegbnB t'lTenbcKtlx llCn UlaXnfi

3axnpqerue:
llpoAyxttug cooTBeTcrByeT HopMarhBxstu Tpe6oeaHl,|rM, roEHa x ]lcnonb3oBzlHl,lto B cooTBeTcTBlll'l c

Ha3HaqeHt,teu r o6nacruro npxMeHeHrrt.

,A- EloPorxrqxanHaqanuHtax XTY

Konarnnexraqlrrc B coorBercrBr4t4
c 3aKa3 - Hap:HAOM npoBepun
HavianuHrx ynaKoeoqHoro yqacrK€l

Ornycx paspeuJnn
HaqanuHux fl por,r3BoAcrBa



' OoPMa nC-1

\7MT
-tlerep6YPr, Yn" Pa3r,ec a H xr _n E t € P 5 v P r

3AO "MeArecr"' 191002, C

rl

NACNOPT COOTBETCTBIAN
hxgnxarop xhMl/|qecKnfr OAHOpa3oBol-o npnMeHeH|ng Afle l(oHTponn

napoBohcTepunh3au}l14!4Knc.BH/01...MeArecT'..,|20145

:.

t-tPt4M 9327'19.005nc

Knacc ylcnonHeHnn no l-ocT lso 11140-1-:1011 - 4 (vrnoroneperuennue)

Horuep roc. perncrpaLl!4u Ne OCP 2O1OtOg764 or 30.12.2010r. cepn'n Ne

Ty 9398-003-53262326-2000 fiara m3roroBneHhc

031 I t6

r | 2016

Hourepa nyHxroB rPe6oaaHufi TY

'l

Perynurarsl aHanH3a
" ii-,,-- ."-.tu\dvs>'*'$

4

Coorgetcrelle cocraBa
xorvrnnexry HTI

GrooTBeTCTAyeT

cooTBeTcTBye r

Cooraerctsue ra6aPnrHutx
pa3MepoB, BHelUHero BnAa

1 2.4, 1 "2.5., 1.2 6,, 1.2.7.,
1.2.9 , 1 2.10.

cooTBeTcTByeT

Ycroi.{},reocrb K ao3Ae}tcrBh lo
crepnnH3yxlulnx $axroPoe a
ycnoBH.HX OTCyTCTAHa fl aPa

eoolaelcreHe
3KCnfl yaTa[HOHHl'lX Kaq9CTB

HHAXKaTOpOB B pernaMeHTH blx

;{e-aeJl[nx-"

Cpox rognocrn
1.2.21

36 vecaqee c Aarbt vl3ToroBneH!4fl

GOOTBeTCTByeT

cooTBeTCT By eT

coorBer(;TByeT

14criurragUF, noBepKLl npOBeAeHut s O6-ueMe npeAbfl BHTe;1bcKHX UCnutraXUd

3axnrcqenne:
l-lpogyxrfnn cooTBercTByeT HopMar[BHbrM tpe6oaalrnM, roAHa K hcnonb3oaaHurc B cooTBeTcTBrr c

ha3HaqeHHela n o6nacruKt npHMeHeHhH.

Hasanunnx XTV

Kour nerraqn rc B coorBercrBh!4
c 3aKa3 - HapnAoM npoBepun
Har{etnuHIr ynaKoBor Horo yqacrKa

Orny'cx pasperJhn
Ha.{ern uFrhr npoo3BoACrBa

M.A. t3oporHuuKaF



MMEATEGT oopua fic-1
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3AO "MeArecr", 191002, C.-nerep6ypr, yn. Pas'uesxaa, 4.5, r./$: (812) 572-2395, 710-8171,710-8149, 710-8'1 70,

NAGNOPT COOTBETGTBhfl
14n4uxarop xt4MilvecKhilt oAHopa3oBoro npuMeHeHrq

AfiF KOHrpOJtfl npoqeccoB cTephnn3aLlun
"Me,qrecr"-1 34'C/5 n,trn

HP14M.932821.005 nC

Knacc ncnorHeHun no l-ocr lso 11 140-1-2011 - 4 (tanoronepeuexnsre)

Horuep roc. perrcrpaqhr NeOCp 2009/05786 or 30.09.2009

TY 9398-008-53262326-2009 flara

Cepnr Ne

n3 roTo Bn e H nf,

15',|,117

10 2017

!4cnutaxnr, noBepKu npoBeAeHH e ooiueMe npheMo-cAaroqHbrx rdcnbrrannI
3axnpqeHne:
tlpodyxqua coomaemcmeyem HopMamuansm tnpeloeaHt f,M, Ty g3ggLil0g-5526,2526-2[Ot, IOCT
'irl,,lrir'-i,i;ir;?011' 

eodna i u'noii'ii"r,n e coomsemcmeuu c Ha3Ha,qe'ue. , o1nacmnp

_M.A. BoporHHt_lKaF
Haqanuxyrx XTy

Kounnema qa,tlo B cioorBercrBl4t4
c.3aKa3 - H€lprAoM npoBepun
Haqanunnx ynaKoBor{Horo yqacrxa

Ornycx paspeurun
Haqansnnll npoytsnoAcrBa

l& n/n florasarenr Tpe6oeaxnr TY Pesynurarut iaHarr3a

z ?

1
Cooreercrgxe Bfl euJ Hero BrAa
rHA]{KaTopa

1.2.1., 1.2.3., 1.2.5., 1.2.9., I .2,11
1.2.16. cooTBeTc'rByeT

2
Cooreercrelte cocraBa
ynaxoBKn, rounnerry HT[,
MapKt|poanr

coorBeTc'rByaT

2
Gooreercteue qeeroeoi
raMM bt repuorH4r,rxaropxof, tr
qeeroeoi Merott ]tHgr(aropa

1.2.20.,1.2.24. cooTBeTC'rByeT

4

Goorgercrere B ycnoBntx
rapaHT]|poBaHHOrO
AOCT]|)|(eH}|R XOHe{Horo
COCTORHXR

1.2.24. coorBerc':rByeT

E

llpoaepxa necooreercrBlts B
ycnoBHAX HeAocT[XeH}|t
KOHEqHOTO COCTO'HHf, B
HacbtuleHHOM nape

1.2.25.. 1.2,27 
" cooTBeTC'lrByeT

o

l-lpoaepra HecoorBercrBt{n B
ycnoBHRX HeAOCTlxeH]|s
KOHeqHOro cocTogHl,tt B CyXOM
l-oPll:M Eo3Ayxe

1.2.22.,1.2.26. c ooTBeTcI'ByeT

Gpox rognocrr,r 1.2.32.
36 mecnqee c Aarbt H3roroBneHu,t GOOTBeTC't'ByeT

*TK



\7ME:ATEGT Oopua flC-1
C A Ii f,T, N E Y E F 3Y P 

'3AO "MeArecr", 1 91 002, C..flerep6ypr, yD Pa':ues% 710_8171,710-8149,710_817t),

NACNOPT' GOOTBETCTBNN
14 ngnllarop xt4 MNqe cRVh

An fl KOHTpOnfl BosAy rrj H O ri OTep!4n A3alMv h KB C-"M eATecr"- 1 BCy6 o
14l(BC-1p_q,(t3)lC : 60 ryr,hH, (t5) tryrft.(rt,.|apka, napaMerpbl , pexrr,r,r"l )

HPhM.932719,008 nc

Knacc hcnorHeHrn no r-ecr lso 11 140-j-2011 - 4 (riaHoroneperaeunure)

Houep roc, perhcrpaLirar Ne ocp 2010/068s4 ctt 26.o2.2oior.
Ty 9398-001-53262326_2009

Coorgerctetre

3Ha{eHInx

Cpox roAtocrn

CoorsercTsHe cocraBa
xounnexry HTfl

Cooreercrehe BHeuJ Het:o BHAa
rrHAuxaTopoB

YcrofiqIeocrs r eos4eficralto
i3rephnh3yroqnx Sa rropoa a
'y'cJroEntx oTcyTcTBHs napa

Cepun Ne

Aala h3roToBneHhfl

s51114

11 2014

Tpe6oeanr.u Ty Pesynularur dHa.nnsa

:)KcnnyaraqHoHH blx Ka qecrB
r,rHAl4KaTOpoB B pernatureHTHbtx

[4cnuttaHrr' noBepKH npcBeAenut e ooreMe npeAtFBhrerbcK14x rcn urranurra

3axnnqeHne:
llpodyxqwn coomaemcmeyem nopraariuenatu mpeloeaHura; Ty gsgg-001-iL262326-z0og, rocTIsa 1 1 140-1'2011' eodua i ucnon*,i"rruo,r'"no*""i"mauu c Has*aqehrueu u, o6na'mbronpuMeHeHun.

_[d.A. Bopornnqran
Ha,JanuH14x XTy

Komnnenaqhn B coorBercrBr,M
c,3aKa3 - HapFlloM npoBepfin
HavanbHfi K ynaKOBOqHOro vqacTKa

Ornycr paipeu.thn
H aqanuxhx npon3BoAcrBa

floragarenn

$ ooT B eTcT ByeT

c oo'r'B eTCT B y ef
Cooreercret e rrapitrpo ern,
ynaKoEKH

. 1,3,1,, 1.2,3., 1.2.4., 1,2.5,, 1.2.6,,
1.2.7., 1 2,10., 1.2.1 1.,.1.2.12., 1.2.1g.,

1.2.14.
c o0I B0TCTa!flT

C O OT BeTCTB YTOT

cooTBeTcTByBT

cooYBeTcTBy()T
1 A 

^Fl.z.zc.
36 rvlecnqee c Aarbt H3roroBneHhH



MMEtrTEGT
orHKT.nEl€"5\?r

3AO "Megrecr", 191002, C.-llerep6ypr, yn, Pa3bs3x€n, A

Oopua f1 C-1

5, r./Q,; t812J 572-2395, 710-8171, 710-8149, 710-8170,

NAG N O F'T C OOTB ETCTB14F
HHguxarop xr4Muqecnuil oplHopa3oBoro npu eHeHltifl g,rl.Rr KoHTponf,

na po Bo i cre p r,rn h3a qh l,r l4Kn C.Bl=1I01 J'MeATecr" -1 3r2N 20

Knacc hcnoflHeH[s no IOCT ISO

Houep roc. perhcrpaqrn No OCP

Ty 9398-003-53262326-2006

H Pl4 M;932719.005nC

1 1 1 40-1 -201 1 - 4 (r''t n oronepeveuxure)

2010109764 r:r 30.12.2010r. Cepran lrle

,Qara rororoBneHfiu

551114

Iill20 l4

I-ter{aeea

tl cnblraHIt, noBepKh npoBeAeHut a o6reue] flpelbsBHTenbcK14x ucnblraHfr14

3al<rttovexre:
flpogyxqnn coorBercrByer HopMarhBnutu rpe6oeaHuqivr, roAna r HcnoJlb3oaaHHfi) B soorBercrBH14 c
Ha3Haqeilfi eM u o6nacturo npxMeHeHHr.

M.A BoporHr4rlxanHaqanunux XTV'

Korvrirlierraqno s rloqlsgrcii[li
c 3aKa3 - HapiA'di/, flposepun
Haqanuxhx ynaKoBoqHofo ylacrKa

Otnycx'F aspeuJur
Havan unrx npoh3BoAcrBa

Ne n/n floxasarenn l'ioMepa nyHfioB rpe6oaannfr TY Pe:ynstarsr aHanh3a
1 2 4

1
CooreetctsHe cocraBa
rounnexry HT,Q $o oTB eTcTB y eT

z Mapxupoaxa, 1A|.1 cooTBeTcTEyer

Cooteercrsr e ra6ap Nru urx
Pa3MepoB, BHeutHero Bl,|Aa

1.2.4., 1.2,5., 1,2,6., 1.2.7 ., 1.2.E., 1 .2.9.,
1.2.10. CO OTBETCT E.V ET

4
Ycrofr ,{xaocrs x eosAeft crEHlo
crepHn H3ytoulnx Qaxropo a e
ycrroBHfx oTcyTcTBl'8 napa

1.2.17 , cooTBeTcTE yeT

Cooreercrahd
3KCtlnyaTAInOfi H btx KaqecrB'
hHAHKaTOpOB B perfl aMeHTHbtx
sHaqefiHSx

ca oTB eTCTE yeT

b Cpor rognocru 1.2.21.
36 laec.Rqee c Aarbl HgforoBfleHun cooTBeTcTByeT



MTNISTERULSAN-$IATII rl

.. .,'i.r PEcnyStlt4
MHHI4GTE?oTFo 3hFAgoor,rourHr4n \i

SERVTCIUL DE SUFRAVEGHERE DE STAT
A SANATATITPUBLICE

cn)ry(sA TocyAAPCTBEHHOTO HAA3opA
34 OE|IECTBEHHbIM 3AOPOBbEM

CE.NTRUL NATIONAL DE SANATATE PUBLICA 6liKpeanro ItrHHbrii l lattnosarl rrltv.Ar<xp,eai16l169111-1s116

UetrrDo.u PM |\.IOLDAC Cbrtificar u. LI.044 dii
02.06.2014 volabil pAnt .a 16 02.2018
Acreditat iil Sisternul )vlipiqterului Stndulii RM

rur,ril u criiiaelie MllH]rcrelrQTBa :

- ,rd Plr4 e€hificatur..2293.iiirr
]J.10.2014. valabil ndhd la 2.1.!0 2019

. HALlhoHAnbHbrF qEHrP
' oEulEcTB€HHO,rr O 3AO PO BbF

A\TIZ SAI\ITAR
PENThU PRODUSELE A LiMENTARE QI NEAL1MENTARE NT.

Catruntaptrob eaxittoueuue dta. niilibdnw u Henu4e6dx npadyKnro+

di:nlou '' ! noiembrie 201

'Prin prezentul ar , importul, utilizarea gi desfacerea produsielor 
-'Hafibnu{lrM ca 3a {, qro npoh3BoAc-rEo, 8603, }4cnorb3oBaHr{e u peannaaqura npoAyqr,r!4,

sunt co0forme Regulamentulul.(lor) sanitar (e) / boorsercrayror caHllrapHor'.ly (unfi2e-rrar,lrexry {ant1 (ii.va indica denumireb

complete-? B L 
(l-o1)^sanitar (e) /-yxa3arb nonHoe HarMeHoBaHr4e caHuraprroro (urx) pernauerra (oe)lM 1683 din 14.05.01

v

Ca temei pintru recunoagterea conformitifii produselor Regulamentul vit /

.20.1

lr":lltqt.lo olire,.bvlelin-9le..Ce.dta.liii 
{ )caracterislica useloi/canunra pnan *Apa

Parametrii (factorii)l noKasamenu (eaxmt>po4 Normativuf sanitar / cinumapnttu nopmamrc

Dqmeniu de ulilizarc /.O6nacma npuMeHeHun: lcopuri medicinale; sromatologice:

i" iecurititti z U ro1ri,6 u v 
",e 

y"iotjun: ucno.n a saea4 us,

00471



Anexa la Avizul sanitannr. 33{J+ din Jll. ..1"1 20lil

ie llilTz,A.lllu

Nr.
Denumirea produselor

( u a n neuoea u ue n poav rcrb )
Firrna produci5t,care, Jarer

I Aspirator de saliva 15cm Nl00 DISPOTECH Dispoteclh. Itrrlia
2 Burete hemostatic steril Nr.24 10x10x10 mm Dispoteclh, Italia

Husa p-u fotoliu stomatologic 33cm x 25cm Nl Dispoteclh. Itirlia
4 Husa pentru fotoliu stomatolog-icllin 2 componente Dispotec.h. Itralia
f Manusi din nitril / Akzenta Dispotech. Itinli'a

6
Manuq,i din latex XS, S,M, L, )(L nepudrate

mi crotexturate MEDIC-DENT ]\4AXTER. Malavsia

Manusi din nitril albabtre XS, S, M, L, XL nppudrate
microtexturate MEDIC-DENT I{AXWIIL, lvlalaysia

8
Manusi din nitril verde XS, S, M, L, XL nepudrate:

microtexturate MEDIC-DENT VIAXWELL,, ldarlaysia

9 MASCA in 3 straturi cu elastic IIISPOTECH N50 Dispoteclh. Itirlia
t0 MINI-RULOU din vataNr.l 300 g Dispoteclh, Italia
tl ldINl-RiJLOU din vata Nr.2 30011 Dispotech, Italia
12 MUSAMA MEDICALA ZAO'Yaroslairli-Rezinotehnic a,

Fedbiatia ltusd
J Rulou de pachete p-u steri z. instrum. 100frm X 200m Dispotec,h. Ita la
4 B.ulgqd" pachete p-u steri z, instrsm. l50mm X 200mrn Dispotesli': Ita la
5 Rulou de.pachete p-u steri z. instrum.200mm X 200m Dispotecih,Ira la
6 Rulou de pachete p-u steri z. instrum.250mm X 200m Disootech.Ita ta

Rulou de pachete p-u steri z. instrum.50mm X 200m. Dispoteclh.Ita la
8 Rulou de pqehete p-u steriliz. instrum, 75mm X 200m. Dispotech,Itl la

l9 SERVETEL stomatologic 45cm X, 33cm" 3straturiNSOr) Dispotech.Itrl la
20 50cm X.60cm rulou cu lesare Dispotec:h. Itrr ta
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Registration No.:

Report No.:

EC Certifi
Directlve 9:3i42lEEC
Production Oualiity

Medical

Annex V
ssurance
es

a117A2A OO€'1

232 005

s and sj-tes included)

istration No.: DD 6010019I o0o1

Annex V of the d[reqtive gi/42lEEC h:rve
urer has establislred anj applies a qurfity

delined by Annex V, section 4 of the
llb and cless llt clevices covered by this

DID

263

Manufacturer: ZARYS lnternatiotnal Grrcurp
Spolka z ograniczlona
odpowiedzialnosciia
spolka komandytowa
ul. Pod Borem 1€f

41-8Og Zabrze
Poland

(see att.achments for produc

Replaces EC Certif icat,e,

Expiry Date:

The Notified Body l.rereby declares that the rerquirements
been rnet for the lisrted products. The above named rnan
assrrrsnce system, rryhich is subjeet to periodic surveiill
aforernentioned directive. For placing on the nrarket of
certificate an EC type-examination certificate according to

Effective Date:

Dqte;

20t1 -a3-07

e017-03-O7

TUV Rheilnland LGA produot,s GmbH

tUv Rheinttand LGA products GrnbH is a Notified

Tillystra8e 2 - gO4A1 Niirnherg

according to Directive g3l42tEEC
concerning medical devices nurnbes 0197.



Attachment to
Gertificate
Registraticn Jrlo.:
Report No.:

Manufacturer:

Product.s included;

TUV ftheinla
LGA Products G bH

TillystraBe 2, 90431 [irnberg

DD 60117020 0001
25300232 006

ZARYS ional GrouSpolka Gzon;lodpowi rscia
spolka komandytowa
ul. Pod Borem .iB

41"808 Zabrze
Poland

Body

Iloc, I/6, Rev" z

Sterj-Ie and non-stserile cutting gauzeNon-st.erile dressing gauze
Sterile and non-gterile gauze swabstwith or wictlout x-r.ay thread)
Sterile and non-sterile gauze lap sponges(witrr x*ray thread/ wlrh X_ray 

"iriplSterile a.rld non-sEerile gauze balls
{with or vriLhout X*ray thread)
Sterile and non-sberile gauze ro11s(with or without, X_ray Ehread)Sterile and non-stexi-le non_woven swabsi(with or without X-ray thread)
St,eriIe paraffin gauze dressings
SEerile three-way stopeocks
Sterile transfusion sets for sing.Ie use:SteriLe infusion sets for single useSterile extension tubes for infus:Lon purnp

&'! T

I
j
I
I
J

2018-01-25

Mac rj Sciera
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Date: 2018-01-25

Doc.2/6, Rev. z

Attachrnent tor
Gertificate
Registration llo.:
Report No":

Manufacturer:

41-808 Zabrze
Poland

Products incl,uded:

- SEerile endotracheal tubes
- Sterile traeheoslomy tubes
- stefiLe breathj.ng circuits
- Sterile catheter mounts
- Non-sEeril-e anaesthetic masks
- St.erile laryngeal rnasks
- Sterile oxygen masks
- Slerile Mutti-Vent masks
- Sterile non-rehreath masks
- Sterile nebulizer masks
- Sterile nasal oxygen eannulas
- sterile nebuJizer seus* Sterile oxygen bubing
- Sterile suctsion catheters
- Sterile abdorninal drains
- Sterile feeding tubes
- SberiLe sLomach arrd d,uodental tubes- Sterile uroJ-ogy catheE.ers
- Sterile surgical suction
- SEerile surgical suctj_on
- Sterile syrlngres for sinq

sets
cannulas

TUV Rheinl
LGA Products bH

TillystraBe 2, 90431 tirnberg

DD 60117020 0001
26300232 006

IARyS lnternationat

,. iR_)

TUVRheinland

i
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