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Anexa nr.7 la Instruc{iunea
aprobattr prin ordinul IFPS

nr.400 din 14 martie 2014

cc 04 AE

privind lipsa sau existelnfa
CERTIFICAT
:restanf€lor fa\L de bugetul public nafional

Nfr.
],1!

A1916947 12,04.20t9din
m

|. Destinatar / Ilorryrarur

ACHIZITII .PLIBLICE

2. Date despre contribuabil / I4nQopMauux o HalorolurarerbuliKe

Denumireg
Hat.lMcnosa[t{e

Codul fiscal lNumSrul dc identificare
Oucxaasuurfi xol i lIleirru{ .lqrohHblfi HoMeP

M.INTDR-FARMAS.A. 1003600005263

Adresr sediului de baztr (strada, numlrul) Codul - Denumirea loca)it'ifii
AApec ocHoBHoro vecropacrrorroxexlu $,,rxaa, noMep) Ko.q - Haultegogautle Hauerel*loto rry[Krs

Grenoble nr,23 O13O-SEC.CENTRU

3. Ateslarea lipsei sau existenfei restanrJelor conform datelor Sistemului Informational Automatizat /
floqrnepxlenr.re orcyrcrBfir rna HarnqHn HeAouMKlr corJ]tacuo,uaurrbrx Anrouarurrponannofi l{uipopuaqtronnoil
Cucreuu

La data emiterii prezentului certifiicat restan,ta la bugetul public nalional constituie/ Ha .qary
BbrAa'tH Aar{Ho}"t cnpaBKH HeAor4M.Ka nspeA Har{ItoHanbHbrM [y6n[ryHblM 6]oArKeToM cocTaBJIteT:
0,00leihefi.

4- Valalcif pini la /,{eftc'mureret rc2'l .M.2Al9

5. Autcntificarea organului fiscal / flolJreepxneHue HlurcrroBoro oprata

t
t

-. $gt -DPf"

LyM"It

Enee$$n

Este exb'as din Sisternul

,/ -.-*_*yloBIeAlau$_
NuDela $prcnthduoN.u tr nru

curent al contribuabilulu(ll L2,04,20t9 om 13:19:40
I 4.03. 20 14 (Mon itoru | Ofieial 7 2-7 7 | 399, 28.03 .20 14)cu aplicarea prevederilor

NOTA (0,00)



,& nLg*
Data primi:ii

Arae tr SNC

*alg tiuiilqEngcisc"

Agrolot dc Mnirtcnrl Iiro olor

rl RcPublicii Moklova

MD 2025; m.Chisinau, sec.C
Cod Poltsl R'ionul (msiciPiul,

strade Grerrobte,23
]t "' t! "' irl

-

AcuvltattraPrrrvrParc %

Foirna de prolPrietate

Forma organizatorico-juridici

Date ds contacl:

Nuelv gi mardonatels aI contabilului: tef:

Tcl. -_-022**..--_-

Drl, (.dD4 _

Tel,

Uditatei tli misurt: leu

Anoxa 8



la":

Ancxa I





SITUATnA DE PROtr'IT $rPrERrlBRE

de Ia 01,01 ointr ls 31.12 2018

Indicstori (.oo ro. Periortl4 ite gertiune

curenttr

1 .,1.
*

VenitwidinvltrZdri (+loninrldtna'h'J4)ril 010 50 534 182 41 788 823
Cosfirl vinzEril,cr o?a 34"120 416, 2V 278 26',1

Profit brut (oierdere brutd) t'rd.ol0 - rd.020 030
*" 16 413 766 . 14 510i562 .:'

Alte venituri din activitatea operational6 ct6r 040 280 6i:i3 3/b 163
Chsltuieli de d:iSnibuire n7 050 705 169 1 061 107..
Cheltuieli adm.inistrative 060 0 364 006 6 15b 251
Alte cheltuieli din activitatea operationall cur 070 1 369 203 790 6'17

Rezultatul din ilctivitatea operaDionald: profit
(pierdere) (rd.030 + rd.040 - rd.050 - rd.060 -
rd O7O\

080

Rezultatul din alte activittrtij profit (pierder€)
er(6?1:l? ll+{622-722)+( 623 12t\

090 -12 536 432A%2

Profit (pierdere) pinS la impozitare
frd.080+rd.090i

I00

Cheltuieli priviind impozitul pe venit sl 110 , s88 640 1,.439- 182
Profit net (pierdere net6.) aI perioadei de
gestiune {rd.100 - rd 1 10}

120



I!{OTA INFOIMATIVA
pr:ivind relafiile cu nerezidentii

Crean[e, invest\ii'financiar,er ti datoriile termen lunt irferdnte/ondatorilor nerezidenti

Anexa 9

Tabelul I

Rd 010= rd 020 + rd.C30 I rd.040 + rd 050

RC,060= rd,070 + rd..080 + rd.090 + rd.I00

Col,? * col.3+ml,4.ocl.5scol,6



" tic . indicator-j. pe;irtru contrc,lnl sterilitaifii, pactrete p rilizare
Keactlvt oe ola

r' i"

Fede 1iq'Rus&, ZAO "h'lED'TEliT"

.,N,1- INTUR-FAIi-h'IA"' 5A, )rlisldova. CiriEindu, str' Grenoirie, 33

' DemeLso oontractnr"01/Kltl ilin lil.0?2016, ttt'(
mitate"
siiad 1'i?v$i

*xunt*Pi+

Reaetii'ii de diaenostic sunt conforrni Direetivej fruropene 93/'{2ffnC ;i sunt adnii;i

pentru cqntrpluipioce$lui de ste;.ilizaru n instrurnentelor 5i matrrialelsr niedicaie

..,.,j

rli'.i
scopuri urtrlicinale

pil'N& ia f ilovl,ttlulT;l;c*: S<ar<rlrr :o #*ttt:ttta rs> 3o

T50N"q $xge*Tffi$ sA?q, x pu

30
in Republica Mol
iulie?01?-":''

ILTC



* ? ..., .r"

ex. $t Constantinovici
r\/11\ <?. t C'7nv\aL)JtTwr:',

Elena PALANCIUC

N Denu:mir,ea {!rnt
I AZOP[R"{I.{ phr I00 ntt sulutie gata 2,,\0 "Medtest", Fedcrslio Rusa

t Indie.s$lE {isn$[ cp*lr$l ul steriliti{ii 1?- I I t 5 N I 004 Zz\()''i\'lcdtest", t ederatin Rusa

Intlicatrrr lnnixr ceintrolul st*rilit$1i i 2U20 Nt000 ZA() "N,lcdtest", l:erieftrlis Rusa

InJ ica ;or pcnrrr conlrolul \tcrilitili; 3,:l/lg N1000 ZAO "l\{u'tllestl', Fedetatii't Ru;a

5 Inijiualor pcntru controlul stcrilitntil J41il0 N 1000 ZAO :'M edteot", Federaxirr Rusu

6. Indicator isntfu eonffolril $teril italii 34J.irNl000 ZA0 u'Mcdt€st'", Federatia Rusa

7, lndicatol Dentru cantrolul sterilil.I(i i 3-1,':; N I000 ZAO "Medtest", l'ederatia Rusa

s. Indie*tor pcntru cootroluI Stcril ifdlii 34fi N1000 ZA0 "N.'tedt€*f', Fr.deratiu l{ux

9.

IrtIiu.rlor Fsntru t:ontro]u] sturilitttlii prin rrburi IKPS "- 120/45 N1000

iFXTBITN)

Z.{O "S,lrodtest"', Fedcnrlia }lusu

10.
'lrrdicator pcutru cnntrult"tl st*riliolii prin itburi IKPS * 112120 N1000

{IiXTER}I}
i4AO o'll,le<itestl'. Fedeeatia Rusa

1I
Irdicat$r ppntru contfslul $terilititii prin rdruri IKPS VN '- 120/45 N l00l)
tI:\TERN}

ZA{) "iVedte,rtl', Fetlenatte Rusa

t) ]ndicat+rFprrtru conu*lul stwilit$iil prin nburi IKP$ YN l0l " 13el20
Nl00t)(lN"I'Iiru.\)

XAQ "Medtest". Fedqatia Rusa

t3.
Indicetor penru contr*lul st*ilitdlii plin ;arr ll{PS * I $0ftt) N l{i00
{EX"l'iillN}

ZACI "ltledtq5t"" Fsderatia Ruya

14.
Indicir:or $otru( usr$oiill stsrititilii prin wr IKPS VNr'01 * lS(/60 NI000 ZA0 "['leelte*t', Fetl*atio Rutia

tlN I l.;,I(N
15. Pnchilt p*ntru steritiz-nr q )0x35il l{ 100 ZAO "N,'ledtest", Fe,Jerntin llusa

lo
Pachetpcntrosttrilizarql00 CIN100 ZA0 "Medtsst'', Federatio Rusa

I?.
P:rch*t pentru strrilitare t 50x150 l.J I 00 ZA0'til'lecllest". S*deratia l{usa

18. Pirchetfleilrr.steril e20Qx330Ni0f)

r: it



|vln I_EETE9T
llAO nMeArecr'', 19'1002, C.-Flerep6ypr, yn, FrflcDeaxaF,4.5, r./{r; (812)

Oopua l'1C-1

572-2395, 7 10-817 1, 71 0-8'149, 7'l 0-8170,

nAcn0F T |3ooT|BETCTBt fl
I n41u ra'rop xr,rMhqecKril

Ane KoHTponF BosAyurHori crepunilsaqnh l4KBC-"MeATect''-1 80/60
14KBC-18O-L+!]:C - 60 MHH. ("i$l_rvr4H.

(uer pra, napaMerpbr , pexuuur)

HPt4lyl.932719,008 nC

lfracc HcnonHeH[s no I-OCT ISO 11 140-1-2011 -.4 (uxolonopeMeHHbte)

llon,tep roc. perncrpaqiln Ne ocP 2010/0rii8tt4 or26,02.2010r. (Sepr,rn Ne
'ry 9398-001-53262326-2009 ,Qara hsroroBfieHnn

1510',17

10 20'17

Ns
n/n floxalarenr Tpe6oearrn TY Peaynurarur aHarH3a

,1 z 4

1
Cooreercrerre cocraBa
rounnerry HTA 1.3.1. eooTBercTByeT

2
CooreerctaIe Maprr{poBlo,t,
ynaKoBKX 1.4., 1,S cooTBeTcTByeT

Cootgerctstre BHeulHero BrAa
r,rfig1|KaTopoB

1.2.1., 1.2.3., 1:,z.4., 1.2.5., '1.2.6.,

1.2.7 .,'1 .2.1 0., 1.2,1 1.,.1.2.'12., 1.2.13.,
1.12.14.

cooTBeTcTByeT

4
Ycroitrreocru r ao:geficrBtto
cTepnnrsyloqtx $arropoa e
ycRoBltrx oTcrrcTBnF naPa

1.?..17. cooTBeTcTByeT

5

Goorsercreile
sKCnnyaTar{HoHHbtx KaqecTB
rHAhxaTopoB B pernaMeHTHbtx

_3Hai{eHhnx

Cpot rogrocrn

'f .2,19,, 1.;t."tr9., ,1.2,21

l.ti..ZC.
36 uecrqes c Aitrbt r43roroBJ.leHhR

cooTBeTcTByeT

o cooTB eTCTByeT

14cnutraNnF' noBepKh npoBeAeHbr B ()6beMe npeAbFBITerbcKr,ix 14cfrbrrdHt414

ilaKntoqeHtae:
lTpodyxt4ua coomeemcmeyem HopMdffitaeHb,M, mpe6oeaHunu, nl $gg-OO1_i:J262326_2lilg, 1OCTlso 11140'1'2011, eodna K ucnortbsoeaHuot B coomeen cmauu c HasHa.reHueM u o'nacmannPuMeHeHus.

Haqanisnux X'l'Y

KoMnfl erKTaLlH ro B coorBe rcrBVV
C saxa3 - HAp;AOM npoBepi/rrl
Haqans F Hx ynari:oeoqHoro yqacrKa

Ornycr paspeuJiln
Haqanr HHx npoli3BogcrB€l

.4. BoporxilLlKaff



Oopua flC-1

ITIME.ArE9I
3AO "MeArecr", 191O02, C'-['lerep6ypr, yn' Paoregxan, n.5, t-lQ: G12\ 572-t2995, 71 O-81 7 1, 71 0-81 49' Z1 0-8 1 70'

NAC NOPT COOTEIETCTBI4 R

14 n,clr,rxarop xr4M uqecKh fi

Ane Ko HTpofl s napo Boli,repnn uaallllu H KnC-" Nrle4tect^ -1 32120

n Kn C-1 32-(lilryG - 2Q rvu,r x. (+ 2) nn n n.
(napauerpu Pexhila)

HPhM.932719,007nC

l0racc ucnonHeHhn no I-OCT ISO 11140-1-2011 -'4 (rranoronepeMeHHble)

l{or,,rep roc. perhcrFrallut4 Ns OCP 2010/068521'or 26.02.2010r. Cepnn Ns

'Iy 939&001-53262132G2009 flara n:'roroBneHnR

t3 1017

r0 2011

Ne

n/n
llo*asarenn Tpe6oeaxrn TY Pesynsraru aHan[3a

1 2 4

1
Cootgercrgile cocraaa
rounnerry HTI 1.3.1 GOOTB0TCTByeT

2 Maprnpoexa 1,4" GOOTBeTCTByeT

J
Cooraercrshe BHeuHero B[Aa,
oKpacK]f 3'rarnoHa

1.2.1., 1.2.3., 1,2.4.-1.2.5., 1.2.7 .,

1.2.13., 1.2.18.. 1 .2.21.
coorBeTcTByer

4
Ycroiqrerocru x eoageicrBxto
crepunH3yroqux Sarropoe

1.2.1',7.,1.2.21. cooTBeTcTByeT

5

Gooraetclere
SKCnnyaftrqiloHHbtx KaqegrB
HHAhKaTOpOB B pernaMeHTHbtx
3HaqeHHfx

1.2.18, cooTBeTGTByeT

o Cpor ro4uocu 1.2.2s.
136 i/tecFLleB c Aarbt [3roroBneHnt cooTBeTcTByer

hcnurax|,1F, noBepKu npoBelqeHbt B oSueue npe.qbnBnrerbcKr4x ncnsrrannri

3axntoqetue:
npodyxqun caotr''6,€Iftcmeyem HopMamueqbuw mpe6oeanuaru, eadxar( ugxrorraa oealuro Icoomeemcmeuu e Ha3HayeHueM u ofinactnano npuMeHeHug.

Haqanurrrx XTY

Kounnerraql,tlo B coorBercrBt4t4
c 3aKa3 - HaprnAoM npoBepxn
Haqanun ur ynaKoBoqHoro yqacrK€l

Ornycr pa3peuJHrl

Haqanutur fl pox3BoncrBa

ffiYK



MMEATEGT Oopua tl C-1

710-8149,710-8170.
srxK?.natr?6r?f

3Ao "Me4recr", 191002, G.-f]erep6ypr, yn. pasresxaR,4.5, r.ig: (812) s72-239s,710-g171,

nAC Fll rO PT COOTBETC TBt4fl
h ngu rcaro p x14M HllecKnfi oAHo pa3oraoro n pfi MeHe Huf, MA KoHTpofl fi Bo3AyruH or

crep Hn n3a Lllrr4 t1 KIlc-B H/0 1 -"MeA'ecr"- 1 g0/60
l,lKBC-qH/0J.,180 (r3)"e - 60 rvrvrn. (+3) unx.

(Mil pr 43, napaMet-pbr , peXuut,r)

HPVnfi,932719.006 nC

Knacc ucnonHeHHr no l-ocr lso 11 140-1-2011 - 4 (nltxoroneperMeHHbre)

!.qUqe roc. perrcrparlr,rr,r OCp 2OOBtOgzZ2rcr 03.09.2008 r,
Ty 9398-007-53262326-2008 Cepran Ne

,Qara rsroloBneHhtl

l4cnsrrax hfi ' noBepKH npoBeAeHur e o6ueMe n IpeArFBnrenbcKr4x ncnuttarufi
Saxnnqexre:
npodynlun coomeemcmeyem HoP*anuelt:!.M mpe6oeanusru, fy g*9g.oor.s3262g26-zoog, rocT tso 11140-1-
2011 eodxa K ucno'b3oeaHuKt t 

"oo^."icmeuu 'c Ha3Ha.teHue. u o6nacmuo npu*eHeHuf,.

Ha,{anuxnr,XTy

Kouuerraqurc B coorBet.crBt4u
c,3aKa3 - HapffIloM npoBepu,
Haqafl bH14K yn€tKoBoqHOro yLtacrKa

OrnycK pa3peLUnn
Har{anux ur n il)}t3BoAcrBa

060217
022017

Ne
n/n lloxa3arenr Tpe6oeaxnn W Pesynsrarut aHanlr3a

I z

1

2

Cooreercrere cocraBa
xounnerry HTI

4

1.3.1 coorBeTCTByeT

Gooreercrerre MapKHpoBK]l 1.4. cooTBeTCTByeT

J Gooreercrahe BHeuHero BlAa,
t{HAr(aTopa, ynaKoBKtl cooTBeTCTByeT

4 Ycroi qleocrs x eosgeicrBlto
crephntl3yrcqtx earropoa 1.2.12. cooTBeTCTByeT

5

GooreerctgHe
9KCnlyaTauHoHH btx KaqecrB
r,r HAX KaTOpoB B pernaMeHTH btx
3HaqeHItx

1.2.1:J., 1.2.14.

1.2.18.
36 ut;caqea c Aarbt HsroroBreHuR

cooTBeTCTByer

o Cpox ro4tocrn
cooTBeTCTByeT

M.A. BoporHhuKafi

'-'!*!:1- '*.--'-n ""--- " """.".-1",



Oopua flG-1

MMEflTECT
clHat'nEtEl6llf

S,AO-' MeArecr", 191002, C.-nerep6ypr, y1. Pa3besxar, A.5, r./O.; G12l 572-2395,7

NACN OPT COOTBETCTB K1'I

14 x4n rarop xHM l,t q ecKH fi oAH opa3oBoro npn Me HeH hn Anq KOHTponf,

n apoBof crep rn H3aUh yi lrlKn C -B H/0 1 J' MeArecr"'l 3A20

132t=ffi1#
HP14l[/l.932719.005nc

Knacc rcnonHeHht ilo FOCT ISO 11140-'n-2011 - 4 (rvrxoronepeMeHHble)

Hor,aep roc. perilcrpallnn Ne OCP 2010/09764 or iJO'12'201Or

Ty 9398-003-53262326-2006

Ceoun Ne

fiara nsroroBreHlln

130617

06 2fr17

Nc n/n flora:arenl Houepa nyH(roB rPe6oeanui TY Pesynurarut aHarllt3a

1 z 3 4

1
Cooreercrglte cocraBa
xounnexry HTI 1.4"1,. 1.2-3. 13,1., 1.5.2 cooTBeTCTByeT

z Maprnpoera 1.4. GOOTBBTCTByeT

3
Cooreetcrelte ra6apnrxslx
pasMepoB, BHeutHefo Bt,|Aa

1.2.4,, 1.2.5., 1.2.6., 1.2.7 ,, 1.2.8., 1.2.9.,
1.2.10.

coorBorcrByer

4
Ycroi.{}raocru x eoeAeft crBtr lo
cre pt,rnt,l3y]ou1nx Qaxropoe e
ycnoBlrqx oTcyTcTBxt napa

1.2.17 . cooTBercrByer

5

Cootgetcret,|e
sKCnnyaraqnoHHbrx KaqoGTB
HHAHkaTOpOB B pernaMeHTHbrx
3Har{eHHqx

1.2.14., 1.2.',t 5., 1.2.16 cooTBeTcTByer

o Cpor ro,qxocru 1.2.21.
36i n,|ecnqee c Aerbr u3rorosneHug

cooTBeTcrByeT

14cnutraxuR, noBepKH n poBeAeHbr g o6uerue npeAr'FBt4TeJtbcx!4x ncnurraxrfi

3arnpqenue:
RpoAyxqun coorBercrByer HopMar[Bxuru rpe6otraHuf,Mt roAHa I ucnonb3oaaHurc B GoorBercrBul,t c
Ha3HaqeH[eu u o6nacrup npltMeHeHrR.

,A. BoporurqxanllaqanuHyrx XTY

l(onrnnerraqrlo B coora ercrB u t4

E 3aKa3 - HarpnAoM npoBepHn
Havanuxux ynaKoBoqHoro yeacrKa

Omycx paspeuJnn
[-laqan sxnr n po]t3soAcrBa



<Dopua [lC-1

3Ao "Me4recr", 1 e I 002,. c :-l9l:ggIp': Jl;j
7 1 o - I 1 7 1 , 7 1 0 - s 1 4 9 , 7 1 0 - I 1 7 0 ,

Knacc hcnorHeHhn no I-OCT ISO

Horvrep roc. PerhcrpaL{nr Ne OCP

Ty 9 3 9 B-00 3- 53262326-200 6

NAC [I OPT COOTBETCTB t4 fl
kln4nxarop xl,!Ml4qecKnu oAHopa3oBoro npnMeHeHng Atl'| KOHTpon9

napoBofr crepunHsaqnyl HKnC-BH/01 -"Me4recr"-1 20145

I

HPt4N/l 932719 005nc

1 1 140-1 -201 1 - 4 (ruHororrepeMeHHble)

2O1OtDg764 or 30.12-2O1Or. Cepun Ne

flara u3roroBneHhq

031 I 16

r | 2016

1 | cooreercrere cocraBa I t-e"t., 1,?.9.. ,i".3,1", 1;F.Z j coorBercrtsyer

z iruapx$poBKa I 1.4. i cooruercrsyer
1

crepnnu3ytoulnx$axropoaa i 1217 i cooraercrByer

HbfX \ 1./..(1 ., l"l.c., t'z'Q., t'z t , t'L'o ' | 
"OOfBeTCTBygTllAa i t.2.9,1.2.10. I -

",.-r*-*-**-'- " :1-*-
AerlGrBHK) i I

t

HHAl,f KaTOpOB B perJlaMet|lHbl^ri 1 i

cTepnnu3yloulnx$axropoaa i 1'2\( i coorrrcrsrsyEl
I

I

1

1 .2.14., 1.2"15,, 1.2.16 i coorBercrBy el

3He":*err,[flx-".- '*- "l"-.-
J

cpox rosxocru i au ,.""u "" "to'^lJr".roro"r,""r" I 
coorlrercrByercpox rogxoctu i 36 ra""'-.teB c Aarbr r43roroBneHr4t

k1 criurraHhr, noBepKn npoBeAeHbl u o6ueue npeAbFBurenbcK!4x 14cnblraHuA

3axnrcqenue;
fl pogyxqng coorBercrByer HopMarH BH t?l M

Ha3HaqeHugu n o6nacturc nphMeHeHhfi.
rpeboaatrnJvt, roAHa K hcnonb3oaaHHrc B cooTBercrBHr c

Ha..{anuHnK XTV

l(ounnerraqn|o B coorBercrBht4
o 3aKa3 - HaprAoM npoBepun
Ha.lanuHhr ynaKoBog HoTo yqacrKa

Ornycr pa3peunn
HaqanuHu x npon3tsoACTBa

Hovrepa nyHKroB rpe6oaaxr'ur'l'Y I Perynurarbt aHanr3a



Mll"li4r.E9.r @opua 
''Ic'1

3AO "Me,qrecr", 191002, C.-nerep6ypr, yn. FactesxaR, A.5, r./Q: $12) 572-2395, 7'1 0-E171, 710-6149,710-8170,

NAG N OPT COOTB ETGTBI,If
14 n4uxaro p xt4 t\il t4qecKu il ofl Hopa3oBoro n pu MeH eHtAA

iq,nF KoHTponr npoLleccoB aTepnnn3aLlun
"Mearecr"-1 34oC/5 na yl n

HP14M.932821.005 nC

Knacc hcnoflHeHnn no l-ocr lso 11 140.-1-2011 - 4 (rvrnoronepeuexnsre)

Horuep roc. perilcrpaqrh NeocP 2009/0:'786 or 30.0g,2009 ceprg Ns

Ty 9398-008-53262326-2009 ,Qara n3roroBfleHn.E

Ha'.{anbHnr XTy

lzlcnuraxlr', noBepKh npogeAeHH e o6ueMe npueMo-cAarovHbrx hrcnurranni
3axnpqetne:
flpodyt<qut coomeemcmayem HopMarnuentw mpe6oeal.tf,M, Ty gSgL-oog-53262g26-200g, rocT
'i!r,li.'rii;1r;?011' 

eodna i 
"noii'ii"'|e,t.trc e coomeemcmeuu c HasHa.teHueM u o6nacmuo

151017

10 2017

M.A. BopoTHHqKae

Kounnemaqr|o B coorBercrBh t4
c.saKa3 - HapFAOM npoBep4n
Ha,lanunnr ynaKoBoHHoro yqacrxa

Ornycx pa3peurrn
,.". HaqanuntaK npota3BoAcrBa

Ns n/n
Jloxasatentt Tpe6oeaxnn W Pesynurarur aHant,t3a

1 2 s

1
Cooreerctare Bfl euHero BHA€I
THAHKaTOpa

1,2.1., 1,2.3., 1.2.5., 1.2.9., 1.2,11
1.2.16. cooTBeTcTByeT

2
Gooraercrere coiraea
ynaxoBKlr, rounnerry HT[,
MapxhpoBKtl

coorEeTcTByeT

Gootsarctere qaeroeoi
raMMbt repMoxHg[raropxoi I
qeeroeoi Merox KHgrt<aropa

1.2.20.,1.2.24. cooTBeTCTByeT

4

Gooreercrane e yGoamx
rapaHTHpOBaHHOrO
AOCTI,|}|(eH ]|R KOHey HOrO
GOCTORH]{N

1.2.24. GOOTBeTGTByeT

B
ycnoB]|rx HeAOCTIXeH}|5
KOHEqHOTO GOCTOFHlIf, B
HacbtuleHHOM nape

1.2.25.. 1.2.27. cooTBeTCTByeT

cooTBeTcYByeT
o

llpoaepra HecoorBercrBrrn B
ycnoBl{f,X HeAOCTHX(eHxt
KOHeqHoro cocTocHl,tc B CyxoMl
roptqeM- BO3AyXe

1.2.22.,1.2.26,

2I Gpox rogxocrr,r 1.2.32.
36 rvrecnqee c Aarbt [3roroBneHufl cooTBeTCTByeT

TTK



\TZMEI1TEGT
CAXXT,nEtEp6yrr

3FrO "l\.4e4rercr,,, 191002. C.

Oopua f1 C-1

71 0-8149, 71 o_8170,
3!e3,T,an,,A.5, r./O: $12) 672-259S, 7.1 O_€r 121,

nAc n o I)'r cooTts ETCT BVIA
[4 n 4uxarop xh M t/Lle cflAh

AnF KOHTpOflF BOsAytuH o th cret)ilfl h3 a Llt4 t4 14 KB C-," M egrecr"-.1 g0/6 0
K ,1

(uapxa, naparureipu' , puxuffi
HPhM:932719,008 nC

Kr:acc ncnonHeHng no I-OCT ISO 11 140_1_r?.1111 _ 4 (rraxoroneperraeHnure)
Hcrvsp roc. perucrpaqrr Ne OCp 2010i06854 or2ei.O2.2O10r.
Tv' 9398-0Cr 1 -53262326 -2OOg

Cepmr Ne

N3 TOTO BNEH fi fi

551114

11 2014! ara
iNe

f'lol;asarenn

Gooraerctarie BHeulHefo BxAa
t{H,4HraropoB

Ycrofi qu eocrs x eosgefi crBH K)

i crepnnu3yrotlfx $axropoa e
Lycrroalrff x oTcyTCTBl.ts napa

Co,orBelctgne,
3KCnnyaTaqHoHHbtx |(atecTB

Pesynurarsr dHanHsa

G0oTBeTcTByeT

cooTBeTCTByeT

h cnstraHufi ' no BepKI npoB eAeHbt e o6rerr,te ilpeArF BrlTen bcK14x'cn urtirnn i
3axnrcqeHne:
flp< aemcmeyem HopMamulttbtl mpe6oeaxuau, Ty gSgS-OO1-i,3262326-200g, 

1OCT
fl? 

eo'ua i u"''"i"iiiaHutp e coomeemcmtetrn'c Ha3Haqe,u€'v u e'n?cmbto

Haqane Hyrr )(Ty

Ko rrilnne xra uikfio B co oTBercrBt l[4
c,3aKas - Ha,pFAoM npoBepil.n
HaqanuH,,lx )/naKoBoLtHoro yqa crKa

Ornycr pa3per!fin
ll at{artuFttlN: npofl 38 oAcrBa

Tpe6oeanna Ty

Go oreerctaH e Ma pKJ,tpo EKH,

coorBeTcTByer

cooTE eTCTsyeT

co oT B eTCTBy eT

|.2./.c.
il6 rr,lecaqee c Aarbt h3roroBneHh, c o oTB eTcTB yeT



MMEtrTECT
9AXK'.NETEF

3AO "Mr:4recr.', 19.1%: ;""' '; :-P?1r9111,?:'.*::,ll/9', rerzt si'2-2as5, ?'10-8j71,

OopMa nC-1

710-8149,7.1 0_8170.

riil"c / 20 +

H rrs r,r x:a ro p x H M H . il l*? 
!l H,lff ii'l.t t?l?Ifl ,, * " K o H rp onqna poeox eTe p'r,4r3a q,o u l4 r(i]c -rB Hld t -,' Megrecr.,,.1 g2r 20

Knacc u,]nonHeHns no [-OCT ISO

Hovep roc, perhcrpaqr,lr.r No eOp
Ty 9398-003-53262326_2006

H P tAt,It. g 327 19. O O 5 n c

1 1 1 40-1 -201 1 -.4 (ru Horonepeveunsle)

20101Q9764 or.30.1 2.2010r . Ceprra Ne

llara rororoBleHrF

l'lcnuiraHrr, noBepK!4 npoBeAexbi a o6uer Me npeAbRB14TeflbcK!4x ncnurranri

3arcnto.teH de:

l[i""#r:TffiT tu rpedoeaxhrM' roA'a K Hcnorb3o*a'h' B GoorBercrB!*. c

55ilr4

l0l20t4

M.A. Boporn14liHan
HaqaLnsxux XTV

Kovn.n erraqurc B coorEerc.,t:Br4u
c.3aKiil3 - HaprAoM npoBepHn
Haqalunrx ynaKoBoqHoro y\.tacrKa

oTny0,r paspeuHrl
HaqanbHhK np0rl3BOACTtsa

Ne n1n [ floxqrarenu HoMepa nyHfioB rpe6oaanur,r Ty Perynutarst aHanH3a

CoorBercterne cocTaBa
romnnexry lHT,[ 1,2.1., '1.2.3., .1.3,1,, .1.5,?

c o o TB ercTBy eT

c o oTB eTcTBy eT

CooreercrB !,te fa6aphrH ntx
pa3MepoB, BHeUJHero BuAa

1.2.4., 1.2.5., 1,2.6 ", 1.2.7 ., 1.2. g., 1 .2, g,,
1.2,10. c o oYBeTc TBy eT

co oTB eTCTByeT

fcrori qil eocrb K Bo3Aefi cre t4lo
Drep Hn,r3y+cr nlnx $axropo e e
,/cnoBHflX O-rcyTcTBHfi napa

:rxcnnydraqr4onHbrx KaqecrB i
uHAlrRaTOpoB B pertlaMenrHbtx I 1'2.14.,1.2.15., 1.2.16 co oTBeTcTay eT

0pox rognocrr 1.2,21.
36 tvtecnqee c Aalhl figrOTOBfieHfiH c o oTB eYCTByeT

f-j:
H, Heqaesa



GERTIFIGATE

This is to certify that

Geksa-netkanie materiali, LLC
Tsentralnaya str., 3
143r'.05 Goljovo village
Krasnogorskiy d istrict
Moscow region
Russian Federation

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope:
Development, design and production of sterile and nonsterile disposable medical linen of
various application, sterile and nonsterile disposable medical clothes of various application,
sterile and nonsterile disposable medical instruments of various application, sterile and
nonsterile disposable personal protective equipment of medical purpose.

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

d31100767 MP23

2016-12-26

2019-12-25

2016-12-26

GOST ISO 13485 - 2011 (lSO 13485 : 2003)

Certificate registration no.

Valid from

Valid until

Date of certification

OOO SSU DE KU ES

Mikhail Zalunaev
Managing Director

Accredited Body: ooo ssu DEKUES, Respubrikanskaya str. 3, 150003 yarosravr. 1t2



@

THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE
lQNet and

DQS GmbH Deutsche Gesellschaft zur Zertifizierung von Managementsystemen

hereby certify that the company

Geksa-netkanie materiali, LLC
Tsentralnaya str., 3

143405 Goljovo village
Krasnogorskiy district

Moscow region
Russian Federation

with the organizational units/sites as listed in the annex
has implemented and maintains a Quality Management System.

Scope:
Development, design and production of sterile and nonsterile disposable medical linen of various application, sterile and nonsterile

disposable medical clothes of various application, sterile and nonsterile disposable medical instruments of various application,
sterile and nonsterile disposable personal protective equipment of medical purpose; laminated and nonlaminated, single.layered

and multi-layered, with impregnation and without impregnation, rolled polymer woven, nonwoven and geocell materials of
industrial-use including for ensuring of vapor moisture proofing in construction of roofs, walls, floor structures, for soil constructions

stabilization materials, for road construction and different light industry sectors as well as nonwoven materials for solving of the
problems of agricultural sector, gardening, crop growing and vegetable growing.

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

tion

er:

2016-12-26
2019-12-25
2016-12-26

DE-31 100767 QM15

ai.

ISO 9001 i 2015
Valid from
Valid until

Michael Drechsel
President of lQNet Managing Director of

lQNet Partners..:
AENOR sparn AFNoR certification France AIB-Vingotte Internation al Betgium

clsQ /faiy cQC cnrna cQM chrna ceS czech iepubric cro cert croitra oes
FCAY Brazil FoNDoNoRMA venezueta lcoNTEc colombia tMNc Mexico Inspecta

IRAM Argenrma JQA Japan KFe Korea MIRTEC Greece MSZT Hunsary Nemko As
QualttyAustria Austfla RR Russia slGE M6xico sll /srae/ ste slovenia slRlM eAS

SQS Swrtzer/and SRAC Romania TEST St petersburg Russia TSE Iurkey
lQNet is represented in the USA by: AFNOR Certification, C|SO, OOS Hotding G;bH and

' This attestation is directly linked to the lQNet Partne/s original certificate and shall not be used as a stand-alone document-- The list of lONet partners is valid at the time of issue of this cenifLate. Updated information is available under www.ionet-certification_com



ZERTf FIKAT I Ce rtif icaf e

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

Hiermit wird bescheinigt, dass dia Firma / rhis certlfies, thatthe company

Van Oostveen Medical B. V.
Herenweg 289
3648 CH Wilnis
The Netherlands

ntsystem Norm Dltr
tdtsmana st€me _ rq 12 + 4g i 2012 -
cht den e en Nachv ngef0hrt hat und aufrechterhelt.

nt system lhat e/rfs of D/N €N ISO 134A5 : 2012 /
i-#if!r, ^* Requirenenls fori.g:ututory purpo""".

Geltungsbereich / Scope

Reg.-Nr. I Reg..No. 04 221 04J3gs
Bericht Nr, I Repoft No. 35JE 0366

a

Zertif izierungsstelle ltir Medlzinprodu kte
Ceftificatlon body for mectical deyices

ToV NORD CERT GmbH Langemarckstra8e 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 t Notifjed Body lD. No. 0044

lle

G0ltigkeit / Vatidity
von t from 2016-07-30
bis I untit 2019-03-31
(bis ?01$.07-29 b8i Umslsllung aul EN tSO 13405:2016)
{uatll 201!-07-29 tn cseo ot Uig6d6 ro EN tSO 1 3485:20 1 6}
Edition 2

Essen,2016-07"21

www, tuev-nord-cert,de



CERTIFIGATE
Management system as per
DIN EN ISO 9001 : 2008

In accordance with ruv 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 iine with the above standard for the foilowing scope

Design, Manufacturing
and in vitro diagnostiC

and Distribution of sterire and non sterite medicar devicesmedical devices

Certificate Registration No. 04 100 041335
Audit Report No. 351g 0365

al TUV NORD CERT GmbH

Valid from 2016-07-30
Valid until 2018-09-14
(until 2019-07-29 in case ofUporade to tSO 900.t:201S)

In itial certification 2004

Essen, 20'16-07-21

This certification was conducted in accordance with the Tuv NoRD GERT auditing and certification proceoures andsubject to regular surveillance audits.

TUV NORD CERT GmbH tangemarckstraBe 20

drkS
Deutsche
Akkreditieru ngsstelle
DZt\rt-12007-01-01

45141 Essen



EG{ertifi kat / EG-G ertificafe
gern. 93/4?lfWG Anhang ll ornelrl / acc. 93/42/EEC Annex Il

Hiermlt wird beqeheinigi dasg die Firnra / This eartifies. lhet ftre campary

Van Osstveen Medicsl fl. V.
llerenrveg 289
3648 CH l4rilnis
The Netherlands

wlthout (t{}

ttir die Produkte / die Kategorie: Liste der Pro$ukte sielre Anlage 1

for the products lFroduct gategory: tisi of pi6{rl]cl"s see aorrdt t

, Bl elektronische Blutdrucksres*gerdte,
Fo gchuhe, Unlarguchungshand$chuhe,
Int n, In es InfuEionsbesteck,

Kopfhautv€ne, SpriEen konnplefi mlt Kanills, Tuberkulln tln digitale Tharmonneter,
3-Uvege-ilahne, An€roid Blutdruc l(messger€te.

I

er

of Annox tl (wtthout seeuon g
ody has to be affixsd. The
e rcqutremenl$ of the directive
fnansferad under anv

Reg.:Nr. / Res.-l/0. 04 232 04133s
Bericht Nr. I r?epod rVo. 3518 0967, 3S1B 0968

3518 0369

z odu&te

Giiltigkeit/ Validity
von / from zSt6$7-30
bis / unfil 2019-07-23
Edilion 2

Essen, ?0'16-07,?1
C6ttificatian body for medricat deyicas

TUV NORD CERTGmbH' LangerirarckEtra{le 20 45141 Fssen

B€nasnte Stelfe Kenn-Nr.0044/ lVo{ftted Body tD. No. 0A44

www.tuev-nord-cErt.do



ANLAGEIAAfNEX
Anlagef,Blatt2vonS
Ardejt I, page 2 of 5

Reg.-Nr. J Reg, /Vo" B4 23.2 041335

Anrlerkung: Ftir Produkte der Klasse I steril boschrtirrkt si0h das Zcriitl*lerungsv auf cll Aspokte der Herstellungs-
sammenhang mlt der Sleril r $teri At^ftlofer of c/ass / slerlle ftre cer{/ioe lhe asp€cas c'f rnanufact'ue conctrned

wfth *ecuring and rnalnbrnlng slerile ssnddi{ins.

Prod*kte dar Klasse ls
Pmducts of dsss ls

Spritzen 2- und $-tellig
Syrfnges 2- and 3-part

Harnauffangbeutel
Urinary Col/ecfion Eags

U nt+rsuch ungshafl d$bhuhs, ste ril
Examinatian gloves sterite

Banieht Nr. / Reporf,Ng. 3518 03SI, 3518 0368,
351S 03fiu'

etdiflzlerilngs$te'lle fiir Mediainprodukt8
Gdrlifrcafion body fnr nedlcal deyfces

TtiV NORD CERT GmbH Langerrarcksrrafig 20 4F1{1

Benannte Stelle Kenn-Nr. 0044 / iliof,trred Aody lD. Na. 0044

{f

UMDNS

t3-929

14-296

11-882

G ilf tig\e,it / Vafidfty
von /.from 2016-07'30
Edition 2

E386n, 201 6-07"2 1

www, tuav-nord-cert,de



ANLAGE//4JVNEX
Anlage 1, Blatt 4 von 5
Arn+x l, page 4 af 5

Reg.-illr. / Reg. lVo. A4 232 041335

Produkte der KlasEe lla
Produets ofc/ass I/a

I ntraveniises lnfusions bestec k, al I gem eine Verwe nd un g
I n tf av en o u s Ad m ln rstrqffon {ie ts, GeReraJ PurpoSe
Kathetel intravenous, peri pher
Gafietars, lntravenoos, Penjzhera I
lntr:ave n tises lnfus isns bestec k Ko pfh autnen e
Infra yenous Admffiisfi'atron {iefs, .Scalp tdefn

Nadeln, hypodermisch
JVeedles hypodermic
Verband, niehthaftend
Dressfng, i{cna dh erenf
spritzen 2- oder 3 teilig mit monfierter oder integrierter Nadef
Syringes 2- or Sgarts with mrounfed or integrated needle
Spritze, Tuberkulin
Syrrnges, Tuberculin
Spritue, Insulin
Syrfuges, Insulin

UMDt'iS

12-157

10-727

a7-825

42.745

a1-325

13-922

13'945

't$-941

Bericht Nr",f EoportrVo. 3518 03€T,:3flE OSSB,

3518 0369

zertilizi6rufi g6.stelfe f ilr Med iuinprodutte
Cettificati(in body for nedleal deyicqs

TllV NOtsD CERT €rRbH L8rl.gsmatDkrirraf&o 20 49141 E$ssn

Benannt€ Stelle Kenn-frlr- 0044 / Nofrfied Body tD.iVo. 004{

G*ltigkeil lValldtly
voh I frarn 2016-07-30
Editisn ?

Esse*, 20 1 0"07;?1

v,rww,tuev-nofd.oert,do



According

Manufacturerl
Urbtici

Product(s):
Utun(er)

Reference Report No:
ftere€ns RalorNo

fssue Date/yayn
Revision No.i,qe
Revision Date/ R i:

EC OERTIFICATE
AT SERTIFIKA

to Annex il of the Directive 93/42/EEG on Medicar Devices93/42/AT hbbj' Cihaz, y\netmetigi Ek il,ye g6re

Fulf euality Assurance System
Tam Kalite GtJvencesi

Gertificate lrlurnber: 2f gS-ME0 -141ZOO2Seftifika Numarasr

icaret Anonim girketi
i Bagdat Cad. No:124 Gebze/Kocaeti

j,l CqO. Tekstitkent Sftesi B Btok
rstanbul TUrkiye

Sterile Disposable Siurgical Drape,. Gown and Drape Setss te rit re k K u r t a n t m t t k c irrani i A; ;;,-6;il;' ;" a ft a set te ri
Sterile Disposable p owder
SteritTek tiilariit,* pudratt Surgicat Latex Gtoves

hiLateks Eld:,.renler

21 95-MED_.l404008, 21 95_MED_1 5020.10

rcing to Annex
manufacturing
Directive. The

2014-04-30
a2
2016-07-28

FR.MED.3J R:03

Iei; 'r"}fi Z
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TUV Rlirsinland
LGA Products GmbH

Doe, 1/6, Rey, ?

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

TillystraBe 2, $0491 Niirnber,g

DD 6011?'020 00101
26300232 0S6

ZARYS Int rnal Group
Spolka z r zonaodpowied cia
spolka konnandyrowa
ul. Pod Eonem ftl
41-808 Zaibrrze
Poland

Froducts insluded.:

Date: 2018-01-25

Scerj,Ie and non-sterile cutting gauze
Non-st,erile dressi.ng gauze
SLerile_ and non-sterile gauze swabs
(vritlr or r*ithout N*ray thread)
Sterile and uon-st rile gauze lap sponges
(wit^h X-ray thread wj.Lh X-.ray chip;
SBeriJe and non-sEerile gauze balls
(with or without X-ray threadl
Sterile and non-sterile gauae rolls
(with or without x-ray thread)
SteriLe and non*sLerile r:on-wo\.en swabe
(with or without X-ray thread)
Sterile paraffin gauze dressings
Sterile three-way stopcocks
St.erile transfusion sets for single use
Sterile infusion setss f,or single use
sterile exbension tubee for inf,usioR pump

:

:i,i)"tll:tr-"ert



ruvnnelnta*a

TUV R,hsinland Doc. 2,/5, R.ev. 2

LGA, Frodlucts GirnbH

Attachment to
Certificate
Registration No.:
Report No.:

IHanufacturen

Tillystralle 2, !t0491 hliirnberg

DE c011tr020 0001
26300232 006

ln rnal Group
z1 ZOna
ed nia

spolka komandytowa
ul, Pod Borem ltl
41-808 Zabrne
Poland

Products included,

Date: 2018-01-29

Stserile endotracheal gubee
Sterile tracheostomy tubes
Sterile breaLhing circuits
Sterile c,atheter taou:rts
Non-ste.riLe anaesLhetic ma.sks
Sterile laryngeal masks
s[erile o*ygen masks
SEerile Mul_E,i -ve$t. nnaeks
SEerile non-rebreath masks
Sterile nebulizer nusks
Slerile nasal oxygien cannulas
Sterile nebulizer sets
Sterile oxyge$ tubing
Sb.erile suction catheters
Sterile abdoninat drains
Sferile feedi,ng tubes
Sterj.le stom3ch and duodentaL bubes
Sterile urology catheEerF
SLerj.le surgical suction set,s
Sterile eurglcaL suction cannulas
Steriil^e syringes for single use

-i:.-i-:1 : i :-j.:.-; :: ;r;:. : l.".1 .1. :ai:i"-_ r": ,l;:.



jii':

Tll'rv Rlreintand
tGA Produets GmbH

Qoc. 3/5, Rev. 2

Attachrnent to
Cerrtificate
Registration No.:
Report No.;

Manufacturer:

Prod[ets tnc].uded:

- Sterile insulin syringes
- Slerile tuberculj.n syringee
- Sterile hlpodermic needles
- Sterile insuLj_n perl need.l,es
- Sterile blood lanceLs
- Sterile IV eannulas
- SLerile needle free valvee
- gLerile surgieaJ. gloves

Tillystrallli,e 2, $0431 Niirnbe:.g

DD s01{?020 00t3,t
26300232 006

ZARYS lni rnal Group
Spofka z < zana
odpowiedziaf noscia
spolka kormandglowa
ul" Pod Borem ifl
41-808 Zallonle
Poland

Date: 2018-01-25
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.j::

TIU\/ Rlireinlarrd
LGA Prsducts GmbH

Doc. 4/5, Rev. 2

Attachment to
eertificate
Registrationr No.:
Repod No.:

Manufacturer:

Tillystnaf$e 2, 90431 N{irnberg

DD 6011?'020 0001
26300232 006

lnt rnal Grourpz< zonaed cia
spolka kormandy:owa
ul. Pod Borem f€l
41-808 Zaibrze
Poland

Products inch.rded:

For the fol).owing medicaL d,ev:lces the sc e covers
o[1y the aspects of manufacbu;re concerne witlr
securi_ngi and rnaintaining ster:tll_e condj.tj.ons :

* Adhesive cannulla fixabion rlressinqs
- Adlresive rround dressinqs
- Efie pads
* rn"cise fiLrns
- T'ran6parent. fil_m dressinqs
- Foam dressings
- A.bsorbent wound dressinqs
- Surgical gowns
- Surgical drapes
- Sets of surgica.l drapes
- Fluid csl-1ecEj"on pouches
- Nelaton catheters

Notified Body

lirnDate: 2018-01-25

Yir:r:l^r -,r- ""r*::T+lj.::i-:;1;j::t j:ii ):ir.;:l=.i;i-::.:;;:.j;i:;:; ii.,. r:;.-ri i-;;," - -

Maciej
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Tillystrafie 2, t|0491 Niirnberg

DD 6011?'020 0001
?63c023rf 006

In rnal Group
z. zonaed ;cia

spolka komandytowa
ul. Pod Borem'[t]
41.808 Zabree
Poland

Products included:

For the fo)-J'owing medicar. devices th.e scope covers onry
bhe aspectE of manLrfacrure co:ncerned. wiLh securinq a::cr
mainLaining steriLe conditions:

- Vaginal speculums
- Cervical brushes
- Elri-ne bagsl
- To&Eue depressors
- Guedel ai::wa.ys
- IntubaEion styl-ets
- Endotracheal tube holders
- Suction tubes
- Withdrawal. cannulas
- -trlginate dressings
- Cannula sloppers
- Umbilical cord clamps

fUV Rlheinlarrd
LGA Products GmbH

Doc. 5/6, Rev. 2

Attachrnent to
Certificate
Registrationr No.:
Repoil No.:

Manufaeturer:

2018.0f-25
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Attachment to
Certificate
Registration No.:
Repod No.;

hllarnufacturer:

TUV Rheinfand Doc. 6/6, Rev. 2

LGA Products GmbH
Tillystra{le 2, g04gl Niirnberg

DD 601{7'020 0001
263002321 006

lnt Groupz( a
ed

spolka komandvtowa
ul. Pod Borem iB
41-808 Zalbrze
Poland

Sites includedr

ZAFYS fnternat.ional Group
Spcrlka z ograniczona od.powiedzi-alnoscia
spcrlka kornandytowa
u1" Gusbawa Eiffelra t5
44-l-09 cliwice
Poland

Activj.ty: Froduction

Date: 2018-01.?g
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EC C)ertificate
Directive 93/4effiEC: Annex V
Produ<ltion (Iuality rAssurance

Mledical Oevi,ces

Manufacturer::

Produats;

Effective Dats:

Dst6;

DD 601 1702:Q OO01

26300232 0,05

tlr. K. Kluge

Registratiorn Nc":

Report No,:

ZARYS Inlerrnational Group
Spolka z ograniczona
odpowiedzialnoscia
spolka kornarndlytowa
ul. Pod Bonrrn tg
41-8Og Zabrze
Poland

{see attaehn€nts for product,s and sj,t-es incj-uded)

Replaces sc certif :Lcate, Registratior! No.: $D 60r.00191 000r.

Expiry Date: 2019- 06 * 0S

;::Y:l?:.1?1',,::::Y 3:.:11'-'-:lat the requirements or Annex v r:r tha direqlive s3/42lErc have*' nl''?"iii"""ilJJ'"1i0 ?#'fl:T *ffi,ASSUfaniCA SVstem- whinh ic crrhia^* +., Et^-i^):^ -.-.----!rr-
I:,"j::::,^T::"::J.f'.:t :--::ITl *o sreriodic r.urveiltance, defined by Annex,v, "-oiJii?T"";;;;L;ffii-' TH;HT:'''"egftificate an S{i }uno-avoai-a+i^- --rrr:-eertificate an EC type-examination certifieate according to Annex llt is required.

Nstified Body
zvLr-v5-u/

2017 -03 - 07

Ttfv Rheinland LGA Froducts Grnbtl - Tillystra8e 2 - gs431 Niirnberg

TUV Rhdnlail-tjl,I"1ltl. 9]b{ is a No:ified Eody accordins to Direetive s3/42/E€cconcerning nledicar devices with tha ideatificatis^ nrimber 01g7
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EC Dectaration of Conformity

we Erenler Medikal co''Ltd' herewith declares under its sole responsibility that the item of productspecified below tti:l?:-tF essential r"quir.-".rts ortne pCu.oi.ul Devices Directive g3/42/ECwith amendment2007/47lEC directiv. *fri.t ar.;ppl;;;; 
.

Product Name: Medical Recording/chart papers (ECG/crG 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 amend ment2007/47rEc

irXtH}fstandards: 
EN rso 15223-t:2016, EN t04t:200e,EN rso r4e7r:2012. EN rso

Manufacturer: Erenler Medikal Co., Ltd

Ikitelli o's' B' Fatih san. sitesi 38 Blok No: 3/4 344gL-Basaksehjr Istanbul /TurkeyTel : +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

Signature-Stamp:

lrirnt,ri onc.sAN.BoL.FATiH saw,qyi siT. 3_B BLocK N

FR-003 / 00 / 09.06.201 I REF.| pR_01_t
rroteili \/,D :354 015 l0 62

ki)

ISTANBUL
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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 93/42tECwith amendment2007/47/EC directive which are apply to it.

Product Name: Medical Recording/chart papers (ECG/crG papers)

Type-Model: Opmask

GMDN Code: 15639

Classification: Class I, Rule I

Conformify Assesment Route: Annex VII

Applicabf e EU Directives: 93143|EEC Medical Devices Devices with amend ment 2007147|F,C

Applicable standards: EN ISo 15223-1:2016,EN 1041:2009, EN ISO 14g71 :2012,8N ISO13485:2012

Manufacturer: Erenler Medikal Co., Ltd

Ikitelli o'S' B. Fatih San. Sitesi 38 Blok No: 3/4 344g}-Basaksehir Isranbul /Turkey
Tel : +90 212 486 00 37 (140) Fax: +90 2tZ 486 00 38

Country of Origin: Turkey

On Behalf Of Manufacturer:

Name: Ercan Taslicukur

Position : Vise President

Date-Place : Istanbul-Turkev

iKiTELLi oRG.sAN.BoL,r',lriu s,cNnvi sir. 3-B BLocK No:3-4 BASAKSEHiR / isr
TEL:+90212 486003i FAX|+90212 4860038

it<itelti v.D :354 ol5 to 62

Signature-Stamp:

fl

FR-003 / 00 / 09.06.201 I REF.: pR-01 I
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IDNO r0m600005263 Cod OKPO 37020536 Cod TVA 02O7g34
MD 2025, Chigintru, strada Grenoble 23

Tel 00 373 22|9040-06, 9O-40-O7, 90_40_05

Nr.55 din 17 apilie20tg

IMSP Spi.ilul Raional Singerei
Cdtre grupul de lucru la Licitalia publicd nr.

ocds-b3wd p1-M D-1554447333992

DECLARATIA

Prin prezenta SA,,M-INTER_FARMA,', gararrteazd. cd, :

- termenul de valabilitate articolelor parafarmaceutice conform necesitdlilor IMSp Spitalul Raional
Singerei pentru anul 2019 ce au termen de valabilitate, la momentul livrdrii,lu va fi mai mic decat
12 luni sau75o/o din termenul de valabilitate total al produsului;
- la solicitare va prezenta Instrucliuni de la producdtor gi mostre a bunurilor, ofertite in cadrul
LP ocds-b3wdpl-MD-1554447333992 privind achizifionarea "Articole parafarmaceutice conform
necesitalilor IMSP Spitalul Raional Singerei pentru anul 2019" in termenen de 5 zile.

Cu respect,

Director financiar SA,.M- INTER-FARMA', IVlorozov Maria
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