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Nr. 173 din 05 noiembrie 2019

Prin prezenta "M-lNTER-FARMA'' SA

СОР пr, ocds-b3wdpl-MD-1572 44257 8247 din

"produse farmaceutice'' in decurs de З zile

cu reSpect,

Director 5А "м_ lNTER-FARMA''

MD 2025,

*rýлqуIл
370205зб cod TvA о2о79з4

strada Grenoble 2з
904_006, 904_0о7

lMsp lnstitutu l de
Сёtrе grupul de lucru

ocds-b3wdpl-M D- I57 244257 8247 din 05.

са, vа prezenta mostrele produselor, oferite

,11,2019 din 30.].0.2019 privind achizitionare

solicita rе.

Maria Morozov

lDNo 100з60000526з



ЕС Certifi
Directive 93l42lBe0

Production Quality

Manufacturer: ZARYS
Spolka
spolka
ul. Pod
4,|-808
Polska

Products:

Effective Date:

]

] DatB:

Registration No.: DD

Report No,:

International Group
z ograniczona od
komandytowa
Borem 18

Zabrze

(ýее аttасhrпепtS for pr

Replaces ЕС Сеrt 1f i саtе,

Expiry Date: 2о24-о5-21

The Notified Body hбrеЬу declares that the requirsments

been met for the iisted products, The abova named m_anr

asýUrance sузtеm, which iS 5чЬi€сl to periodic surveiП

"ior"."ntioneo 
directive. For placin9 оп tho mark€t,of

""*ifi"ut" 
un ЕС type,examination csrtificate according to

2019-06-09

20|9 -о5 -21

TOV Rheinland LGA Products
TUv Rheinland LGA Products GmЬн i9 а Not

Goncerning medical devices Wiih

^

LJF,
Tuv н hеiп la nd

Medical Devi

nex V

1з9535 0001

2з2 017

iedzialnoscia,

s and siteg inc }uded )

iýET:ation No. l DD 6011?020 с001

Аппех v of the directive 93/42lЕЕс have

has eýtabliýhed and applies а quality

lll is rsquired.

Notified Body

. defined ЬY Аппех v. section 4 of the

l ttb and c|iss lll d€vices coverвd Ьу this

Rafal Byczkowski

-Tillystrat}e2,9043
Body according to Directive
idёntificatian пumЬе. 0197-

*ý
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айБ#



^

ъF,
.. :8-

TUVRheinland

Doc I l6, Rеч. 0

Attachment to
certificate
Registration No.:
Report No.:

Manufacturer:

Date: 2019-05-27

z ograniczona
komandytowa
Borem 'l8
Zabrze

рrФduсt]Б j nc:uded;

steri]c ехtепЁiоп Lubes for infuýio1

s!erlle and лоп-St--a)a. }е cuLiing gauze
N"oIr - ýt е ri 1е dreБýing gauze
Sr,cli 1с and rton-sLeTile gauze
l]лI:h or w:thoui x-ray th:ead)
steI j.].e and поп-ýtетilе 9ацzе
iwj,th Х-rау thread/ with x-ray
Steri 1е and non-€terile 9ачzе
iwith оr,wrthочt Х- !,ау thIead)
steri 1е and non-atёrile 9аu2е
iv,,ith оr ýithочt x-ray thread)
SteTile and non-stcrile non-woven swabs
ilrith oI wj,Е}rоче x-ray thrёad)
st,cI I1e paraffin gauze dressIngS
Steri 1е three-way s copcocks
Sterile Lransfusion Sеtб fcr srngle чбе
steri]"e infusioc sBt,S fcr sing}e uýe

TUV Rhein

TillystraBe 2, 90431 tirnberg

DD 60139535 0001
26з002з2 017

zARYS
Spolka
spolka
ul. Pod
41-808
Polska

lпtеrпаtiопа|

].ар ýроп
chip)

Ьа 119

тоl lý

{ttrý
Body

LGA Products

Byczkowski



TOVRnein!and

Attachment to
certificate
Registration No.:
Report No.:

Manufacturer:

Prod,.rcts included:

z ograniczona
komandytowa
Borem 1 8
Zabrze

тuv kneinta
э.с.2/6, itev

LGA Products mbH

TillystraBe 2, 90431 iirnberg

DD 601з95з5 0001
26300232 017

ZARYS
Spolka
spolka
ul. Pod
41-808
Polska

International
поSсlа,

sсеri ie endotracheal trrbeЁ
sceri j"е t.facheoýtomy tubes
SteriIe brealhing circui с S

sterile саthеtеr почпts
л-оп - ýteri:e anaesthetic maskg
sterilc 1а ryligea]- rnaský
St.eri 1е Фху9етl maýk5
S: с r j.le мчirl-Vег'; maSks
s: e.i 1.,] .Or:- rebrca'.--l,: m;rýks
:;t.:I1]e :1ebu'] i, zel mазks
steriie naSa1 оху9еп саг.!:чl as
steI ilc пеЬцl izот ýetý
St erile охуgеп t,ub j n9
St e]:i 1е Suction саthеtеrs
st-e]. i 1е abdominai drains
Sicri ] е feed:ng ЕuЬеб
S:,eriIe ýr.оmасh alld drrodena]. tubeб
Saerlje urоlоgу саtshеtеrs
St,еri 1,е sчrg!саl sucEion sеев
SteriIe sulgica1 ýuction саппчlаs
SteTi].e ýyringes for бiпglе цSе Body

Date: 2019-05-27
Byczkowski



TUV Rheinla
LGA Products

lnternational

TillystraBe 2, 90431

DD 60139535 0001
26300232 017

Attachment to
certificate
Registration No,:
RероЁ No,:

Manufacturer:

prod)cL"q i пс]цdеd:

z ograniczona
komandytowa
Borem 18
Zabrze

ZARYS
Spolka
spolka
ul. Pod
41-808
Polska

steriIe
steri j,е

s tе! i:_e
SteTile
SLeIile
Steriie
Steri:e
Steri:e

inýulin Byringes
tuЬеrсцliп syringes
hи)odeimi с ncedl cs
irisul in реБ пеёd],еs
blood lancet ý

1v саппuiаs
ileed;c flce valvcs
surgica],9;oves

Date:2019-05-27
Byczkowski

TUVRheinland

Doc. з/6, Re!,. tj

tirnberg
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TUVRheinland

TUV Rheinla nrr., .:/6, R.)!

LGA Products G ьн
TillystraRe 2,90431 ЁrпЬеrg

DD 60,t39535 0001
26300232 017

Attachment to
certificate
Registration No,1
Report No.:

м а п ufacturer:

Producis inc1!.1ded I

oi] у the
seclirilig

lnternational G
z ogranlczona
komandytowa
Borem 18
Zabrze

zARYS
Spolka
spolka
ul. Pod
41_808
PolSka

following medica1 deviceý the Scope
aspeciý of manufacl]ure conceTned

Adhesive саппчIIа f ixat ion dreбsings
Adhesive wound dI.S S inqs
gуе pads
т rrl: l sе f j.]1пs

Tro,,rpu, !nt [ л 1,г, drcss1ll,]s
Foam,trelБings
АLSоr},ег.:] wouпd dress inqs
SlJt:licd] !;owtls
Surg i са l drapes
seLS of durql са 1 drapeý
Fluld cc]]Iect ion рочсhеs
NclaLOn aatheterв

Date: 2019-05-27

and mainta in j,r:.,l sLсriiс coi]ditions

Byczkowski



тUv Rbeinla
LGA Products

TillystraBe 2, 9043'|

DD 60139535 0001
26300232 0,17

ZARYý lntёrnational

fqI1o!,ing medica1 deviceб the Ёсо
a]spcct s Of manufacture colrcerned
and maintaining st-eri 1е condiuion

Attachment to
ceЁificate
RegiStration No.:
Report No.:

Manufacturer:

l1,o.tlct S iПc ] uded ,

F()J: the
olt ] _Y Lhc)

securing

Spolka z оgrапiсzопа
Spolka komandytowa
ul. Pod Воrеm 18
41-808 zabrze
Ро|skа

vagina1 ýресчlums
coTvica]] brughes
urlne bJqB
Tcngue gepreBEorB
Guede1 а irh,ays
I:-.r r,rbat J|оп scylets
nictotradhea1 Eube holders
S,.rc L ion ."]цЬеs

tllti:draJa1 сапlrцlа s

А j"qi nac+ ciress ings
aannula SLoppers
uпйiri"сАl cord с].аmрs

Date:2019-05.27

TOVHheinland

Doc, 5./6, Rev, 0

ЁrпЬеrg

ccve!ý
th

noscia,

Byczkowski
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ТOVRhеiпlапс1

certificate
Regi
Report No

РrоdцсЕ S

ZдRYS Tn
spoika z
spolka j<

ul , oust

41-808 Zabrze
Polska

Spolka z ograniczona
sbolka komandytowa
ui. Pod Borem 18

iuced:

44-]о9 G
P()land

AcL i vl Ly

rпаL iooa]
Talticzora
ndyi owa
girfel'a

Pr oducr- i с11

G].очр
odpow].edzi а 1nOsc 1а ,

1Б

TUV Kheinta
LGA Products mьн

TillystraBe 2, 90431 iirnberg

DD 601395з5 0001

26300232 017

ZARYS International

Doc. 6/6, Rev. с

Date:2019-05,27
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EG-Zertifikat l ЕС,Се

gem. 93/42IEWG Апhапý Il оьпе 1а1 / сс,93/42/ЕЕС дппех ll withэйF)

Hlerrnil V/ird b9scheinigt, daýs die Firma / Thls ced'fieý, that th€

Yelatma lnstrument Making Enterpri
Yelatma 39135'l , Yапiпа 25
Ryazan Region
Russia

ftjr die produkl€ / die kategorieI Liýte der produkte ýiohe доlаgе 1

for the ploducts / yaduct calogory: Lis! ol plodt,cls s9e аллох 
'

Е lektromed izin ische therapeutische und

Electro medical devices for therapy апd

ein oUahtatýSlcherLngssyslem lur die Auslegung, d,e Fеrligчпg

;;s;;;;;;i'i;Йл; ioslhnitt 4 ) ое, Riсhl|lп"л,зl1:l!у_G_:l:
;:;;;;;;;,;; ;t;;; 

";obrach! 
woroe'l Die Gult,gkelt olёses ,

]".i] по..чы".'. 
'" 

u jеrеrпstiп,п,r-пg т t Je- AnlOrderungen

iЁiЙ gЙ, iiiЪ"g llAbschn,ll 5 Das Zепlfi\аl isl Jnle, kelnen

hаs еslаЬ/lsлеd а qualrly sysle,n fol d€sl9л уооuсlФп an,d |lnal_

ol hе dneLlivo gз/42JЕЕс, Аdоl{,олаi Io the Ge-пatrlпg nlc llol
i")iili biiiil. 

"biiii"lu " |"91d 9it"9 т:11|ч_|::":^2!^Уi!::,

, JSc

ostische GеrЁtе

die Епdkопtrоllо der gепаппlеп Prod!kte пасh МаВ!]аЬе

i, iЙаЪr,сЬ zur CB,Kennzelchnung m!.sý dle Кеппummеr

i,l]i. Б"iч-ы uur о", ДUfrеспlеrqаllLпg dBS oLal tats,

;;;;r,,;; ,пd so,.er Uoe,wacnung dJrch ole Benan1,1e

Ubealragbal,

асс, Io tha requlreлo,Is о/Яппs, l/ (withot,i sесl,ол 4)
-пiйЬЪi 

oi ri" ,Vо,леа Body has lo DB sНlхо_d Тп_в_ 

_,'i,iЬ,сiаiаiпсе 
w,tп tпе ;equiremenls ot the dnecllve

'T-ii 
cottificate mау поl Lro lraDsferred чпdеr апу

Glilti9keit / yalid'ly
von / from 2017.06,12
bis / Uлl 20,19"09,27

Edition 4

Еsýёп,2017,06-12

www tuev-nord-cert,de

Zii'i!ilii,tiiiiiЫlъБ мЪliп"а вооу u""oding Аппох ll

сjrсumslапсаs.

Reg.-Nr. / Reg,-No. 44 232117ВЭб

Bericht Nr. / ReportNo З519 9660
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zertif izielungýstelle fOr M€dizinprodukt€
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TWElEc

WуrоЬу medyczne do dezynfekcji.

TUV NORD Bolska Sp z о,о
Ul Mlckjew;cza 29 40-085 Katowice

сЕ

zgodny z Zalacznik llр,р,а1 l асс. 93/4 Аппех ll{- о а)

Nlnlelszym si9, ze fiгmа / rhЬ cerlires, thal lhe сопрапу

тЕ

wymienionych wуrоЬбw zgodny z v!ry,naganlaml za|qczпika ll

zoslaa пап]еsiопу пumеl identyrikacyiny lбdnoýtki not,Лkowanol

zgodnego z $rymaganlami dyrektywry 1le90 паdzоrоцапlа рйе:|

byi przenoszoлy pod 2асjпуm Walunkiem

rвquiвmепIs ol Дппвх ll (exctucling sесuоп 4) ol lha dtec\ve
hаs lo Ье afl|xBd Тhе v1licli|y ol lhls celliticale Ь basec/ ол lho

апd ls Sul\,cillance Ьу lhе Nollhed Воdу accardng длпе1 ll

Wа2пу od / vёlid trоm 02"02-2018

Wаrпу do / valid uotil 01,02,2021

Katowice 07-01-2019

8 +48 з2 78ti 46 46

l copies of lhls cedilicale ol1ly

Medi-Sept Sp. z.o.o
ul. Копорпiса 159с, PL / 21-030 Motycz

Wа2поsa tego ce yfikalu zale2na jesl od utг2уmапiа syýtemu zapewnienla

lednoslkQ лоlуfikоwапq z9odnae z zalqczпikiem ll, lozdzial 5 certylikal nie

dia kategorii WуrоЬбW klasy lla i Ilb l for tie producl category

tL Sta Wyrobow patrz zalqcznik 1 / LБl ofproducaý see аппех

Medical devices for disinfection.

ýlOSUje Syýtem zapewnienig jakogciW ргоjеktоwалiu. plodukcii ikonlгolikOt1

{z wyiiiczeniem sekcil4) dyrektywy 93/42IEWG Dodatkow0, przy znak! СЕ

has estalr/ished а quallly sysle'л ld d9sigп, рlоduсliоп апd liпal lesling асс,
gз/42/ЕЕс дddilional lо lho СЕ-mаrkiпg lhe поliliсаl]оп пчmьоr ol lhе Nalil

tпаiлlепалсе al lhe qualily syslem iп ассоrdапсв wilh lhё roq|iremonls оl lhe

sесl/оп 5. Iho c€rlilicale mау поl Ьв lrапslеffоd uпdвr апу circUmslahcas,

Nr rej, / Reg,-rvo. TNP/MDD/o'l Зl i4125i 2015

Raport пг / Report No.: PL412512018,10

l

l
l



zлLдczNlK ",,,",,.."",,, / ANNEX

do certyfikatu пUmgr rgjestracyjny l lo ceПificatB RеgЫrаtiол

Rарогl nr / Repolt No., PL412512018,10

TNPiMDo/o1 31l41 251201 5

Wazny od / valicl from 02,О2,?018

Wazny dO l vah1! unlll 01-02"2021

тур / Туре

Wyloby nredyczne do dezynfekcii/

medical devices lоr dвiпlесtiоп

Wyroby / Products

Velox Тор AF nвutlal

Vбlох Тор AF g.apefruil

Modi spray пёчtrаl

Dirёct sРray sL

Mбdi Splаy toa tonic

V€lох sргау neutral

Dl. Маубr Grбеп Neutral

volox ýрrау tба toпjc

Dr, May€r Greýn Tonic

V€lох Fоаm Exlra

Dirccl Fоаm Extra

Dr May€l ýonic sensiiive

velox Fоаm pim

velox Rapid

velodes silk

Direct Wip€s NA

Dr. Мауег Еп€rgу S€nsitive

Quaaodeý srопg

ouatrodoý Extra

ouatrodBs Forte

ouatrodBý unit

,o0arod99 Unit NF

Direct Unit NF

Klasa ,/ C/ass

lla

lla

Lla

l1a

]la

lla

l]a

Il:]

]а

lla

l]a

lla

lla

lla

lla

llа

lla

lla

UMDN

16748

16748

16748

16748

16748

16748

16748

I6748

16748

167 48

16748

16748

]6748

1674tj

16748

16748

18776

18776

18776

18776

167{8

16748

16748

16748

16748

16748

,_l t |/]Ill,,|Nй
Jtlwlla Jбzvr'iak
1Jeonosi|a cenytlk,Jlaca WуrоЬу Medyczne /

| 
!Сепt!саlоп body lof med]cal dewces

Jodnoslka notyrikowana Numor id,nlyfl kacyiny 2274

Notified Body lD, No. 2271

TOv NORD Polska Sp, z о,о.

Ui l\.4ickiewicza 29 40-08ý Katowice
Dopusz.za ýiQ kорiоwапlа cerly{ikalu tylko w пiоzлЪпiопеj

Kalow се 07 01,2019

8 +4В з2 786 46

I coplqs ol lhis carlificalo anly wilhol1l



zлLлсzNlк л., ýrrопа,zз / ANNEX

do cert},f]katu пumеr rajestracyjny / to Ceiificate R9gistration

Raporl пr / Report No,: PL412512018-10

1ур / Туре

Wyroby medyczпe do dezynfekcii/

medical devices lol disjпlection

Wyroby / Producls

Quatrodбs Рrбss

ouatrodвs опе

ouako Basic

viruton Strong

virutoп Ехtrа

Ol Мауе. E;o-Exllem€

Direct Fоrtб sL

viruton classic

viruton pulv€r

viruton Boh.

ýфcl Bohr sL

й. Мауег Roth

vlruton pro

Effeclive Рчlчег

Ef{€clive Rotary

Etfecliv€ SUck

Efrective Suck NF

Effectivo Wipes

Efieclive Wipes Aroma

EtIecilve Wipaý No ALcoHoL

Effeclivв lnstru

Efiective lпýtru Extra

Efrвctiv€ spray nautral

Ef{Bdive Splay tea tonic

1, page 2 ol3

TNP/MDD/01 з1 /4125/201 5

Wazny od / vahcr t'ап 02,02,2018

Wa2ny do / valid uпlil 01-02,2021

Klasa / c/ass

lla

lla

lla

llb

llb

llb

llb

lll)

llb

llb

llb

llb

lIb

llb

llb

llb

llb

1la

]la

lla

]la

]la

llb

llb

lla

lla

Kalowice,07-01,2о19

UMDN

16748

16748

16748

16748

16748

1674в

]6748

16748

16748

16748

167{8

16748

16748

16748

16748

16748

16748

]6748

16748

18776

18776

18776

16748

16748

16748

16748

'lм-lшоtо
Jowila JUzwlaK

,{ednoslka certyflkujaca Wуrоьу Medyczne /
(Nonnicatioп Ьоау Ьr med,cal dбylcos

Jednostka поtЯkоwапа Numer idвntyfik асуlпу 227 4

Nolifi9d Body lD, No.2271

] UV NORD polska Sp, z о.о,
ll] Micklewl.?a 29 40-085 Katowice

Dop!ýzýza ýiq kopiowanB certyfikalt] tylko w

8 +4В З2 7В0 46 40 га;{ ,43 :];" ]'Вб 1l, l]1

,!wW ll]v,n,) |l ll|ln1("Ill!-'l,)'l! pi

] coplos о/ 
'hlý 

co/l,rcalo оl)/у wnho,l сhалgоs



zлLдcZNlK ",,,",,",,".., / ANNEx

do certyflkatu пчmвr rejestracyjny lto cBrtificate Registration

Raport пr / Repon No PL4125i2018-10

: тNр/мDD/O1з11412512о15

Wazny od / valrc! f|оп 02,02,201В

Wazny do / Vаhсl uп! 01,02,2021

rур / Туре

Wyroby пlеdусzпё do d€uyn{ekcji /

mе d ic al dеviае s lor d isiпfё ction

WуrоЬу / Products

Еfiоdiче sonýilivб Fоаm

Dr. Мауgr Ею+оrt€

Dl, Мауеr KelaSept

Dr. Mayer Нуdrа Ёоrtе

or, Маувa Sonic пёчtrаl

Dr, Мауёr sonic grapeIruit

0r, Маубr Епаrgу

Dr, Мауе, pýpicleal

мЕDlsЁРт chuýteczkido роwейсhлi

klasa / ciass

lla

llb

llb

lla

Ila

lla

lla

lla

lla

l1a

lla

lir

lla

lla

llb

llb

llb

llb

llb

llb

ljb

1la

lla

1la

UMDN

16748

16748

16748

16748

16748

]6748

18776

16748

]8776

1674t]

]6 /4a

]6743

16748

16748
,18776

16748

16748

16748

16748

16748

16748

16748

16748

18776

]6748

MEDlSEPT Ploszek do

MEoISEPT Proszek do

obuwia lehal)llilacyinego
zabawek rehabi1llacyinych

w*ladek i podtJýzok

IИЁD]SЕРТ Sp,ay d0

Podoline Espuma dosinlociante

Podoline sрrау desinl€ctante

Podoline

Po{'olin€ o€sinf€ciante

podolino Deýin{ectante

saiko olill

Saiko Sopt

Saiko Sept Extra

Saiko sept Pulvol

saiko ýuck

Saiko Wlpes

saiko zid

Jednostka notЯkowana Numer idontЛkacYlfly 227 4

Noliriod Body lD. Nо, 2271

I UV NORD Polska Sp, z о.0,
(rl t\,lickiewio7a 29 40-085 Katowice"' ' ' ' .-. 
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of conformityЫ 
".orrrn,\бу

Manufacturer:
Рrоduсеп!:'. MED|SEPT sp. z о.о.

21-030 Motycz,
Копорпiса 1 59с, Pola

We declare under our sole responsibility the medical device
Dcklarujemy па swojE wуlqаzпQ odpowiedzialnosci, 2е mеdусzпу:

, 1 L, 5L, 875 kg - Ready-to-use
of medical equipment

Velox Spray neutral - 'l5 ml, 250 ml, 500

formula for rapid disinfection of small s
Velax Spray neulrai- 15 mL 250 mL 5аа ,1L,5L,875
dezynlekcji malych powierzchni sprz?lu medycznego

2О7О W spralvie sроsоЬч k|asylikowania wyrobow

679)

wszyslkie majEce zastosowanio поrmу йаrmопizоwапе

Ceгtificate No. / Numer certyf,t<atu t,tlд: TNP/MD
Ехрirу date l Data walnosci:01 ,02.2021

Копорпiса, dnia'18.06.2019

( ( ,r'^

- Дlkоhоlоwу gotowy do u|ycia preparal do szybkio]

93l4Z|EEC Directive
RozporzqdzQniem Ministra zdrowia z dnia 5 listopada

PW - lla, rеч.11, dated 05.02.2018
1 , орrасоwапеj dnia 05,02 2018 r,

which apply to it.
10 roku о Wyrobach Лlеdусzпусh (DZ U- пr 107 poz

ired Ьу the directive 93/42lЕЕС - the

wymaganiami Dyrektyv|y 9З/42/ЕWG , zпаjdчq si? w

of class: lla; rule 'l5 according to Аппех lX r

zastal zakwalifjkowany, jako klasa tla: rogula 15 zgodnie

covered Ьу the Technical Documentation Т[
арisапу w Dоkumепtасji TechnicznejTo PW " 1la, Wydanie

meets all provisioлs of ff,e directive 93/4
sре/лlаlq wszyslkie ч"уmаgапiа Uslawy z dnia 20 maja 2

All applicable harmonized Standards reqt

detailed list in the Technical Documentation

D о k u m епtа cj i Т е сhп i с zп eJ

Conformity assessment рrосеdurе:
Directive

ll excepting section

Procedura осепу zgodnoýci: zgodniB z zalqcznikiem 2 Ministra zdrowja

sprawie чцmаgаh zasadniczych oraz рrосеdчr осепу wуrоЬбw medycznych

Evaluation conducted Ьу Notified Body:
асепQ цzeprowadzila Jednostka Notyfikowaпa:

4 of 9З/42lЕЕС

z dnia 12.01-2011 w

TUV Nord Polska Sp. z о,о.
ul. Mickiewicza 29

40-О85 KATOWlCE / Poland

1з1l4125l2015

Waldemar Fе
V-ce Prezes
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