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Anexa nr.7 la Instructiunea
aprobztii prin ordinul IFPS

nr. 400 din 14 martie 2014

CC 04 AB

CERTIF'ICAl]
privind lipsa saru existenta restanfelor faffl de bugetul public na{ional

"l [t''t-*' 1
1, Destinatar / fio.ryuareru

ACHIZITII PUBLICE

2, Dzte despre contribuabil I I,Iur!opMaqrrn o HanoronrareJrbrufiKe

Denumirea
HasueHosaHHe

Codul fscal / Numtrrul de identilicare
Orcralu*rEl no4 / lfuerlr{urauuouHblt'i Hoelep

INTER.FARMA S.A. 1003600005263

Adrese sediului de bazn {strada, numtrrul) Codul -.Denumiren locelitl(ii
Anpec ocgonnoro MecTopacnDlo)t(eHttr (y:rnqq xorrlep) Ko,r - HanlrexoraHHe riaceneHHom ITHKIa

Grenoble nr.23 I3O-SEC.CENTRU

3. Atestarea lipsei sau exiistenfei restlanfelor conform datelor Sisto.rnului llforma{ional Automatizet /
Iloqtrepx4enve cffcyrcrBwl lrJrv ltant{qurr Heror,rMKrr comacHo AaHrrbrx ArmuarnaupoBaHr{o.i fialloplraquourortr
Clrcrerrlrr

La data emiterii prezBntLllui certificat restanta la bugetul public na{ional constituie/ Ha 4ary
BbIAaqu IaHHoft cnpaBKll He.{oHMKa nepeA HarlLroHaJrEHbtM ny6[Hr{Hbrrvt 6IoAXeToM cocraBflrer:
0,00lei/neft.

4. Yalabil pini la l,{eircrsnenen rc 12.A4.2019

5. Aotentihcarea organului rhscal / Ilogrnepx)leHrre HanoroBoro oprana

'eof nnD aFt{TDtI- vlQRreacaus*_
llu@kir yMuneltouffu s f,uFuorlio/AolsoNL

L$lM.n

Executoc Podor
ScrD6t{ }l

Este extra:; din Sisternul Infornrar!-onal al SIFS SIA,.Contul curent al
cu aplicarea pre,rederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul

(0,00)
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Anexa la Avjizul sanitarr nr. 33*

al

din .Ja. ."f 1 20r7

Denumirea proOrJielor Firma producEtoare, iJE
irator de saliva llgg!.t t OO /DISpfiTECH-

Burete hemostaiic!-N4X[l o>c I offi Dispotech, Italianatologic 3jlcm x 25cm Nl

\tqusj din nirrit / Akzenta
Manusi din latei Xtf S, MJ, XL."p"ar"t.
microtexturate VIEDIC-DENT MAXTER, Mataysia

Manusi din nitril allilGTqs, Ir4f, Xa nepudmte
microtexturate MEDIC -DENT MAXWEL, Malaysia

MAXWELL, Malaysia

Manusi.din nitril vG LJfne*dirdffi;
microtexturate MEDIC-DENT
y+g+fu t "*r'G'li@IS poTECH Ns o
MrNI.-RULqU dinliL N;i 3oo
MINI-RUI-OU din vara Nr.: :00 Dispotech. Italia
MUSAMI\. MEDICA:LA

steri liz" instrurn.l 00frmT700,n
Rulou de l,achete n;Grilir. l50mm X rnn-1t
*"le4er3.hbtelilGFE_
Bulou dg_Eac_hete p-*@E[ln ]5 0,"*T,00*

* $j9lgct ete e-*iterill_z]aglgqr?ffi x;ffi Dispotech, ItaliaSBRVETEL ic 45cm X. 33ri!Ll11r"h,rN50d Dispotecir, Italiacr:l)\rrrF :;-----:-r*--"'-.::'oEnv.trr.b rgic S()gnl.f.6Ocm iuiou cu
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A:ilsditat'in m*ltr,ihlislq"tri*ir$dn{t }durcii
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Rpaqtivi de d"iogntrstie - in.die*tod pe$ru cordrglol $te{ilit[iii, pachete pentiu sterilizere
': " , anexa!

dispozitivele medicale

.$f

!:'_\r;

Federalia Rus6, UAO "\4HDTfiST"

.,]i,t-iNTI:iR-ilARh{A" SA, NJlofuJava. Chi giniiu, str. Grenobl e, ?3

Reaetivii de rliagrrostic sunt cc'nfurrni Directi,,'ei Eurppene 93/42/EEC qi supt ndmi.:i
pentru eontrolul procesului de ste.rilizare a instrumentek:rr gi materialelor rrieclicale

Derners, aontrast nr.0l{Ktll din 17.0?.201S, nr.
pa$apCIar1e de calitate. confonnitate. aliz sarrit

t

scopuri rneriicinale

l{ips , drjoe/::ru1;
pe piaf6 iin condiyiile requectftrii le goar.e i o

30
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1 :;.-i
.,$.
.r]t) 

. 1r:t
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" l: :' 
"i"Anexa la-AVfZUL SANIITAR nr,' ,f din " iulie 2018

N Denurhiren Finma Rrndlpfifne T
ATa{IPIRAM p/u l$0 ml s*lurie gala Zz\O "Medtest", Fe.rleratia Rrsa

3.
Indicrtor penuu c,irirnjlul rreril irdtii tf t lt S N t Crr[ ZAO "Merltestl, Federaliu Rusa

J ZAO "l!{edtest", F"eder.rrtiu Rusa
4. trndiaetof pontru sonkoli sttrilit&!ii l 3-1/l fi N.l000 ZAO "N.Iedtest'', Federatin RusaI
t}.

!:ql$r.lant{alu sterililX{ii IJ.{/?CI N1000 ZA() *Medtest", Fedentin Rusa
tLit sreriliti{ii 134/4 Nt000 ZA0 "Medtesf', FedEratia Ruso

7 Ind rpentru conlrolul sreritifi4li I j,l/J filCI00 ZAO "lvicdresi". Federatia Rusa
0 ii'stii l3 ZA0 "lr,ledtest", Fl.derati I Rusa

9.

Iudicntor Fsntre {ontrs}ul $isri titngi j,prin

(EXTEI{N}
Z-{O "lt{edtest", Feiler.atia Rtxa

I0. ::: )?i2o Nlooo L4.0 "lvledt&*t-, {jedetnria Rllsa

II lndhator pentru coJllfl]lul stcrilltgtrii prin
( RN)

Z-{,0 "$'icdtesti'. F*}er.utitr Rirsa

t') ru\uL{'rsl [u$rur \i(nnfiillt trJftn aD$ft ltsp$ vN fOl _ 132/?0
N1000 {t

7AO "l\.ledtest". Perleratiailusa

IJ.
r *u rr{rvr t sr il u L:l'ru uauil t stan I tte}t I pru} aol lKIrIi * I gt}160 N I 000
{EXl'lrRN} l

ZA() "l\.l edte*t"" Federatia Ruya

i.1. l(AO "tole<lte*t", Fqdcratia lfusa

15.

16.

7A0 "Medtr:st", Federintiii ll$sa
Puchetr pentru steriliznru. I00s20dl\ tttt) 

**
ZA0 "Mojtust", Feclcmtia Ru*&

i f ^

l?r 2..A"() "Medtesf", F*deratia llus:a

i.q Puchct
AA(J rMedftst", Feelerati* Rusa

Dlenn PALAIICIUC

ii:-

ex. $t Co$stantinovisi
0(22) 5746:79



M]UIEIITEGT
c l rl x t. n - T f P af ) f

3AO ''Me4rer:r", 191002, C.-Flerep€iypr, yr, l)a3!es;xar, g.5, r,/g:

Oopira nC-1

G12) 572-2395, 7.1 0-8171, 710-8149, 710-8170,

nAcn0PT cooTBETCTBtAfl
7l n4rrarop xr4Ml4\.{ecKufi

Atlt KoHTpon fi Bo3AytulH o |[ crep tltn v3a4]/tv 14 KB C-"M eArecr"- 1 80/60
!{KBC-1F0-j;r;!].C ; 60 +anx. (+5.) rurx.

(u;rpxa, napaMerpbr, pexr,tl,lu[-
HP|AM.932719.008 nc

l9racc hcno,nHeHrs no l-ocr lso 11 140-l-2ail - 4 (rvrnoronepeuenrure)
lHonaep roc. perrcrpallhr,t Np OCp 2010/0rSgS4 or 26.02.2010r.
'ry 9398-00 1 -5s262326_2009

Cepnr Ne

l43 roTo Br eHil8

151017

10 2017Iara

zlcnutrarhF, noBepKh'rpoBeA,eHb, B o6berue npeAbrB14TerbcKhx ucnuttax rI
3iaKfltoqeHre:
tllpodyx4un ,coontBt
rtiioiiiio-1.:;;;;,'Zf;f,"i'"#i:i!:::',#':'"f:;tZ;i!##;Y,!1i,r"li!l;Ztif,'iij;1,T!:,{"",

nPuMeHeHufl,

1'
Haqanu'rhr,l X,ly

lKounnerraq!4rc B coorBercrB t4 Ll
0,3aKas _ [iap.cAoM npoBepha
lla,{anux [rc )/naxoBor{Horo yqacrKa

' OrnycK pa3peulrn

,. lJaqansx!4K npor3BogcTBa

-:.r__M. 
A" Bo p orH 14 r_l KaF

Ne

n/n Ilorasan).nr Tpe6eeauxn Ty Pesynurarsl aHanr3a
,l

1
Gooteercrexe cocraBa
xounnerry HTI 1.3.1.

t"{. lq

4

cooTBeTCTByeT

z Cooreercrere Map*hpoBKrr,
ynaKoBKtl

Goorsercrgt.te EHe uHerc) BuAa
r{HflXKaTOpos

cooTBeTCTByeT

. .! ] 1,, 1.2.3., 1.2.4., 1,2.5,, 1.2.6.,
1.12.7., 1.2.10., 1.2.11.,.1.2,12., 1,2.i3..

1.2.14.
cooTBeTcTByeT

4
Ycrof quBocrs r eorgeicraxrc
crepunh3yroulrx $arropoa e
ycfloBttrx oTclrreTBfia napa

1.2.17.

1.2.19,, 1"2".19., 1.2.21.

t.4-za.
36 uecrqee c Aarbt il3roroBfleHHF

cooTBeTcTByeT

5

CoorsercrBHe
sXCnIyaTaU]{oHt{bt)l Ka qecTB
r{HplhxaropoB B per,naMeHTHbtx
3HaqeHt|fx

Cpor ro4uocu

coorBercrByer 
i

o
cooTBeTcTByeT



IMM.EqTE9.T
ilAO "Menrecr", 191002, C.-nerep6ypr, yn

Oopua 11 C-1

Pasresr<an, e.5, r.iQ: (812) 572-2395, 7'1 0-81 7',|, 71 0-81 49, 71 0-8 1 70.

nAcn()P'r cooTB ETcT Bhfl
lrilEnraro p xr4 N! hq ecKyt ft

AnF KoHrponfl n apo Bo[/t c'r'ep nn uaa Un n 14 Kn C-" Me4recr' -1 32120
HKnC-132|.j3i!l"G - 20 uran. (+2) runn.

(napaHerpH pexilMa)

HP14tU .932719,007nC

ll(nacc ncnoflHeHnn no l-ocr lso 11 140-1-2011 - 4 (naxoronepeMeHHbre)

lHomep roc. perhcrpaqrr Ns OCp 2010/06854 ot 26.02.20jOr.

ry 9398-001 -5326232G2009 Iara
Cepun Ne

t43f oToBneH hs

13 1017

l0 2017

Pesynurarut aHantr3a

GOOTBeTCTByeT

GOOTBeTcTByeT

14cnuraxufi, noBepKh npoBeAeHbr B oobeMe npe4bqBhrenbcK,X ucnbrraHh,
ilat<rttoqexue:

M:Y:::::ZXy:y:!_":::.:.??.!!!?!",:v mpe6oea..teM, eodxa,( ild,ro,,bs o'a*u' ec:oomeemcmeuucHa3Hase,tueMu.oniiiiti;iir;-"-r-;;r;,

l'{aqanunr,tx XTV

Kbunnerraql4rc B coorBercrBl4 t4

c.3a€3 - HapnAoM npoBephn
Fla,lanuH nr ynaKoBoqHoro yqacrKa

Ornycx pa3peuJt,rn

Haqanutux npot,t3soAfiBa

Tpe6oeaxnn TY

GootBercrglrg cocraBa
rounnerry HTI

cooTBeYCrByeT

Cooreercrelre BHeuJHero B[Aa,
o|(pac|(x gTafloHa cooTBeTCTByer

Ycroi qt,tsocru x eoa4eicrBllo
creprn h3y Krqux $arropoe 1.2.17.,1.2.21. cooTseYcrByer

Cooreetctere
SKCnnyaTar{hoHHbtx KaqecTB
Hltg]{KaTopoB B pernaMeHTH b,tx
3HaqeHrgX

cooTBeTGTByeT

1.2.25.
36 uecnqee c Aarbt h3roroBneHt4,



MMEtrTEGT Oopua flC-1
. pasresxaR, A.ti, r.le: G12) S72_239S, 710_g171, 7 1 0 - 8 1 4 9 , 7 

.t 
o - 8 1 7 0 ,

NAC F']1O PT COOTBETC TBNN14ngunarop x,M'4L{ecKhti oAi{opa3oBoro nphMeHeHr4' 4'r KoHTpon, Bo3'yruHoricreprnu3a L,,h !r kl KB c-B H/O 1 -,'M e*Tecr"- 1 go/6bffiq,,,:*thHH
HPktM.932719.006 nc

Knacc ucnonHeH,e no r-ocr rso 1 1140-1-irro1 1 - 4 (naroronepemenHure)

otogq 1oc: lerrcrpaquh o^c-p 200810 3222 t>r03.09.2008 r.Ty g3ss-oo 7 -ssze2s2a_zooa
Aara

Cepran Ne
143roToBreH4F

060217
02 2017

ll4cnurrannr' noBepKh npoBeAeHbr a o6ueue npeAr'Br4renbcKl4x ncnortarri
13aKnlo,{exLre:

ttpodyxqun coomaen
zfu r 2i oii 

" 
;-;;;;;' :' "' 

e Y e m H o p M a m u e t
3oea*urc 

";oo;;;-;atu 
mpe6oeaHunM, Ty ggga.oo,.s3262g26-2008, 

rocr tso 11140-1-Emeuu c Ha3*a\teHue' u od""i^ri-iiJ,. 
"r"rur.

M.A. BoporHhLlKar

Tpe6oeannn TV

Cooreetcreue cocraBa
xounaerry HTfl coorBeTcYByeT

Gooreerctexe MapKrpoBtcl
cooTBeTcTByeT

Gooteetcraxe BHeuttero BlAa,
1{ HArxaTopa, ynaxoBxtl 1 :2.1 ", 1.2"8", 1.?"7.-1,2.11 

", 1,Z"iT. cooTBeTCTByeT

Ycroi,t r aocts x eoa4e I crBr,t to
crephn r3ylouqr.rx ea rropoa cooTBeTcTByeT

sKCnnyaTaqnoH Hbrx Ka q ecTB
r'rHA[{aTOpoB B pemaMeHTHHx
3HaqeHhtx

1.2.13.,1.2.14.
cooTBeTCTByer

30 mecnqea,, l3;li rr-oBneHr4F cooTBeTCTByer



Ml{.qi4T.Eg,T
3AO "MeArecr", 191002, C. -flerep6ypr, y.n. Paar,eaxar, s.ii, r./$.: (812) 572-2395' 7'10-8171'

Oopua I'l C-1

710-8149,710-8170,

nACn OPT COOTBETCTBI,Itl

HPt4M.93271 9.005nC

lGacc H()norHeHuR no FOCT ISO 11 140"1-2011 - 4 (r,auoronepeMeHHbte)

Houep roc. perhcrpaqnu Ns OCP 2010/C19764 or 30.12.2!010r

Ty 9398-003-53262326-2006

A1{ Karop xu M }t qecKvr r o,qH opa3oBo ro n pn Me He H ]rt Arlt KOHTpOrlg

n apo Boil crep nJnil usa qH H HKtl C -B H/0 1 J' MeArecr" -l 3A 20

3aKnto,{e Fu4e:

Ilpo4yrqwn coorBercrBy€T HopMarltBHbrtl
Ha3Ha'{eHheu u o6nacruto npxMeHeH}tR.

Cepun Ne

flara nsroroBneHuf,

rpe6oeaxrnMr roAHa K ucnonb3oBaHhx) B coorBercrBuu c

130617

062017

.A. BoporuraqxaeFlaqanrxux XTY

lKorunnelraqup B coorBercrBHt4
D 3aKa3 - HapFAoM npoBepun
Fl avanux nr ynaKoBo'{Horo yqacffa

Ctmycx pa3peuJ!!n
Haqansxhr npoh3BoAcrBa

Nc n/n lloragarenr Houepa n:/HrfioB rpe6oeauuft TY Pesynurarur alran[3a
2 J 4

1
Cooreercret,te cocraBa
xounnexry HTI 1.?;1., 1.2-3., 1.3;1,, 1"5.2 cooTBeTcTByer

z Mapxupoar<a 1.4. GOOTB€TCTByeT

3
Gooreetcrene ra6apnrxslx
paSMepoBr BH€UHerO BHAa

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

4
Ycroi.{neocru x aorgeft crBH x)
crepnnrcypulnx Qaxropoe e
ycnoBnf,x oTcyTcTEl,rF napa

1.2.17 . c ooTBeTcTByer

Cootgorcrere
SKCnnysTaquoHHLtx Kar{ecTB
MHAIKaTOpOB B pernaMeHTHblx
SHar{eHHlx

1.2.14., 1.2.15., 1.2.16 c ooTBaTcTByeT

o Cpor rognocru 1,2.21.
36 raecrqea c Aarbt h3roroBneHnn cooTBeTcTByeT

14cnbrreLHuF, noBepKH npoBeAeHbr a o6rerue npeArFl Bl4TerbcK14x ncnbrraHufi
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IES Gertificate
Directi've g3l,+z/EEC Annex V
Produc;tion O,ruality Assurance

M'edicrd Devices

Reg;istration ,No.:

Report No.:

ZARY$ Nnternaticnatr Group
Spollka z ograniczona
odpowiedziainoscia
spolka komandytowa
ul. flod Borerm 18
4'l-SOg Zabrae
Poland

{see atstachnents for producEs and sites i*cLuded}

Replaces EC cer.tif,icate, negistratioa No. r DD €0100x91 o0o1

DD 601 17A20 0001

2630S232 CIOs

Manufacturer:

Produc'ts:

Effe*tive Date:

Dste;

29L7 *A3-07

2017-03 -07

Expiry Date: 2019 -06 * 08

*"Y:H.Yt,,l:::L declaresrhat the requirements of Annex v of the directive g3/42lEEC have*. n," i"r"o 
"lilfr 

' 
J,lo T#fj: ? i"ff,8ss{tftna!.h sve?am urki*}. ;- -. , r^r-,^r*:,"j*:}::rT:-ylu| 5 sufie3t to rnriodic surveiuance, defined bv Annex v, "iorrfi"i=.ti#;' ; ;il Ti";"J ;l"l"o"'oili',*CeftificatE en Fll *vaarvoni^6+i^b ^-rtr:----certificatr: an Ec type-exarninalfon certificat* accoFding to Annex H is required.

Notified Body

Dr. K. Kluge

TUV Rheinland tr rffA Products (SmbH - TiRystrafie 2 - gg4a,l Niirnberg

TUV Rheinfand LGA Froducts {imbFl is a Notifiecl Eody according to Directive sa/4zlEEcconcerning medicar de'uices with the identification nrirnber olgi

4-x 11

'r,:i l

" i:l

"f



V'Rheinland Doc, a/6, Rev. 2

Attarchment to
Certificato
Registration No.:
Rep'ort No.:

Manufacturer:

Products included:

Date: 20't8-01-25

Sterile and non-st.erile euhting gauze
Ilon*sterile dressing gauze
Steril-e and non-stserile gauze swabs(wlth or withOuL X-ray thread)
Sterile and norr-steril.e gtauze lap s;ronges($ith X-ray threadl wiEh X_ray 

"tri.p)Sterile and non-sterile ge.uze ball.s
(witsh or without. X-ray thread.l
Sterile and non-6teril",e gauze roll..s(with or withoub X-ray thread)
SLerile and non-sterilr: non_wgven swabs(with or without X-ray thread)
Sterj.le paraffin gauze dressings
SteriLe three-way etopr:ocks
SEerlle transfusion seLs for single useSt,erile infusion seEs ;For single use
9t,erJ-1e extension Euberl .for infusj.on pump

I

:

J

LGA Flroclucts GmbH
TillyrstraBer Z, 90491 Niirnberg

DD 6011?0il0l 00101

2630023,? 00t6

ZARyS lnternatirrnat Group
Spo,lka z r)g r€tniczona
odpr)wie#lziaInoscia
spolka komandytowa
ul. P'od Borelnn 1-13

41.808 Zerbnze
Poland



I -i*.

T"UV Rheinland aaa. z/a, Rev. 2

lLGAr, Frrodlucts GrmbH
TilllyrstrailBe, :2, lg0431 Ntirnberg

Atterchment to
Cerlificate
Regristration No.:
Reprcrt No.:

Manufacturer:

DD 601Jtroilor 00'01
2630023:il0oti

{ARYS lnrternational Group
Sporlka z og rernic;zona
odpowierlzilrlnoscia
spolka komandytowa
ul. Fod Bonlnn 1-t3

4'1-808 Zpubnze>
Pola,nd

Proilucts included,

Date,: 2018-01-2F

Sterile endoEracheal tubes
Stlerile tracheostomy tubesgt,erile breathing circuits
St.erile catheter mounts
Ncrn-ste.rile auaeethetic masks
St,erile laryngeal rnaEks
St.eri].e o:cygen masks
Sterile l4ultt-vent rnasks
st,sritre non*rebrea.th masks
Sterile nebulizer masks
Steri_le nasal oxygen c,annulas
SteriLe nebulizer seEs
Sterile oxyEeri tubing
Sterile suction catbeters
Sterile abdominal drai:as
SLeriIe feeding tubes
SE.erile stomach and du,cdenLal tubesSterile urology cachelers
stseril"e surg$-cal suet,j.r;n sets
Stserile surgicaj- sucE.ion cannulas
St,erile syringes for s:lngle use

Maciej
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TUirr Rheinland

l-GA Pnoducts GrnbH
Tillystral$e il, 90451 Ni.irnberg

DD 16011702t0 0001
263t]023:it 0ort

4ARVS International Group
Spolka z ogt?ni€zona
odpowiedlzialnosicia
sF,olka kclmandytowa
ul* Pod Brrprem {{}
41-8lCB Zarhnler
Poland

Doc. 316, Rev. 2

Attachrnent to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products includedr

Sterile
SLerile
Sterile
QFsri'l o

Sterile
Sterile
Sterile
St.eri.le

insu]-in syring,es
Euberculin eyringes
hlryodermic needles
insulin pen needles
blood lancets
IV cannulas
needLe free vaLves
surgical glove,s

Notified Body

Oater 20J8-01-As



TLiV Rheinland Doa. 415, Rev. 2

LGA ProdLucts GmbH
Tillys;tra$e 2, tl043i N{irnberg

ED 601170?0 0001
263t$Q232 9136

4ARYS rnat Group
Spolka rzona
odpowi ;cia
spolka komandytowa
ul" Pod Borem,i{t
41-808 Zabnze
Foland

Product.s included:

For the following rnedical deviees lhe scope eoversonly Ehe aspecls af manufacture concerned t^rith
secu,ri"ng and niaintaining sterile corrd.i.tj.ons :

- Adhestve cannulla fixation dressirrqs* Adhesive wound dressings
- Eye pads
- Ineise filme
- Transparent fj-lm dressings
- Foam dressings
* Absorbent wound dressi:ngs
- Surgical g,owns
* Surgical drapes
- SeEs of surgical drape;s
- Fluid collection pouchi=s
- Nelaton cathelers

Atta,chment to
Cefllificate
Registration No.:
Report No.:

Marrufactqrer:

Notified Body

$i^oDater: 20f8.01-gs

I

Maciej S
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T'Urr/ Rlhoinland Doc. 5/5, Rev. 2

LGA Prodiucts Gmblll

Attachment. to
Certificate
Registration No.:
Repoil No.:

Manufacturer:

D0 t601tlir02l0 0001
263t1023r[ 0t]fi

4AR.yS Inrternationa I Gro up
Spolka z r)gra,niczona
oc{powiecilzial n osicia
sp'olka kclmirndytowa
ul, Pod B'rprernl ili
41-8108 Zabmer
Poland

Products included:

- Vaginal speculums
* Cervical brushes
* Urine bags
- Tongue depressors
- Guedel airways
- trnEubaEiorr stsylets
- Endotracheal tube holders
- Suqtiorr tubes
- WiLhdrawal cannul_as
- Al"Einate dressings
- Cannula stoppers
- Umbilical cord clamps

TillystraRe il, t10431 Niirnberg

only
and

Date: 20'18-01-Zs
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TUVRheinland

Tti'V Rheinland Doc. 6/6, Rev. 2

LGA Frodluets GmbH

Attachment to
Certificate
Registration No.;
Report No.;

Manufacturer:

Tiffyltrafle 2, tg0431 Niirnberg

DD 60117020 0001
26300232 0t06

4ARYS rnal GroupSpollka ;zonaodpowi ;cia
spolka komandvtowa
ul. Pod Borem itt
41-808 Zabrze
Poland

Sites included:

ZARYS InternaEional Group
Spolka z ograniceona odpcwiedeiarlnogcia
spolka komandytowa
ul. Gustawa Eiffelra 15
44 -109 G1i-r,qiee
Poland

AcEivity: productj.on

Date: 2018.01.t5
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ERENLER MEDIKAL SAN. TIC. 
'.":I

Blok No: 3/4 34490- Basaksehir Istanbul /Turkey
+90 212 486 00 38

E

IiC Dectaration of Conformity

# : 
herewith o::]i:::10.j 

ih lo11r:sponsibility that the item orproductwith , :i:::flJT;[iT::Tr"r1;i:?: Medical Devices oi.,.tiu. %/4zvc

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 ment2007r47/EC

f,X*rj}fstandards: 
EN rso 15223-r:2016, EN t04r:200e,EN rso r4e7r:2012, EN rso

Manufacturer: Erenler Medikal Co.. Ltd

Ikitelli O.S, B. Fatih San. Sitesi38
Tel : +90 212 486 00 37 (I40) Fax:

Country of Origin: Turkev

On Behalf Of Manufacturer:

Name: Ercan Taslicukur

Position: Vise president

Date-Place: Istanbul_Turkey

Signature-Stamp;

IKiTELLI oRG.sAN.Bor,. FATiH sANAyi s ir. ls BLocK
TDL:-

tfww.cre
FR-00J / 00 / 09,06.201 I REF,; pR_{,lt

rkiteili V.D :354 0lS l0 62

ISTANBUL



ERENI-ER IN€DiKAL SAN. TiC. LTD. $Ti. w Y*"-T*

EC Decktrution of Conformity

we Erenler Medikal Co.,Ltd. horewith declares under its sole responsibility that the item of product
specified below satisfies the essential requirements of the EC Medical Devices Directive 93/42/EC
with amendment2007/4jlEC djrective which are apply to it.

Product Name: Medical Recorrling/chart papers (ECG/CrG papers)

Type-Model: Opmask

GMDN Code: 15639

Classification: Class I, Rule I

Conformity Assesment Route: Annex VII

Applicable EU Directives:93/4'31EEC Medical Devices Devices with amend ment2007l47lEC

Applicable standards: EN ISo 15223-r:2016, EN r04l:2009,EN ISo 14971:2012, EN ISo
13485:2012

Manufacturer: Erenler Medikal Co., Ltd

Ikitelli o.s. B. r'atih San. Sitesi 38 Blok No: 3/4 344g}-Basaksehir lstanbul /Turkey
Tel : +90 212 48i6 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

Signature-Stamp:

iKiTELLi ORG,SAN'BOL.r"qrin slN^vi sir. 3-B BLO.K NO:3-4 BASAKSBnin r is
TEI-:+90 212 486 00 37 FAX:+90 212 486 00 38

!ww.e
Ikitelti V.D :354 0I5 t0 62

FR-003 / 00 / 09.06.201 I REF.; pR-01 I



[,, w=
IDNO r0m600005263 Cod OKPO 37020536 Cod TVA 0207934

MD 2025, Chigintru, strada Grenoble 23
Tef 00 373 22t904046,90-40-07, 9040_05

Nr. 55 din 11 aprilie 2019

IMSP Spitalul raional Orhei
C6tre grupul de lucru la LicitaJia publicd nr.

DEMERS

Prin prezenta SA ,.M-INTER-FARMA,,, garanteazd. cd :

- Termenul de valabilitate rrestant al consumabilelor si accesorii medicale oferite in cadrul Cop 0a
momentul livrdrii) va constitui 80% din termenul total al produsului dar, nu rrini mic de 12 luni:
- La solicitare se vor prezenta mostre.

Cu respect,
Director financiar SA..M- INTER-F Morozov Maria

e 
^ {:.t

r.?'-1 a ;"
q5
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Manufacturer:
Urbtici

Reference Report No:
Kercrana Rapor No

EC OERTIFICATE
AT SERTIFIKA

According to Annex i[ of the Directive g3/42lEEG on Medical9,3/4y/lT T,rbbt, Cihaz, yhnetmetigi Ek ll,ye g6re
Furll euality Assurance System

Tam Kalite Grivencesi'

Gertiificate lrlumber: 21 9S-MED .141ZOO|
Seftifilra Nlumarast

Devices

icaret Anonim girketi
iBagdat Cad. No:j24 Gebze/Kocaeli

i,$i$:f,1,1*ilirkent sitesi B Brok

SHi'?"?",{r'f"il,':;,,;'&;:oir,iii"af ifi"U;,iJ:ffi ,i.*
Sterile Disposable pc
sterirleioi^,i,i,,i,ili,"J,,ilt"t;Hf -5:nrr,t*.fl 

!ffi:fJ:"*
21 gs-tMED_1 404008, 21 95-MED_1 50201 0

rding to Annex
manufacturing
Directive. The

2014-04-30
a2
2016-07_28

FR.MED,33 R:03

F
1*,) "r.*{) : .l
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.A&pRHSS:" K6gKLtrc5S ffiAH.yFNi CAD.NO:124
$HBAF-KOCAEilJTURKHY

Certiji that ttw quu{te
nudlted an&fonnit to,be in

i t[E! STaRILE$URGIcAL colvNs ANDDRAPES,N0NSI$RILE sgvrrHs
. Pnvp \rF_rrrl:rrlrtululru gfiEnillrEi B$,Fl-0\Vtl{lsrpi I ?ffi ,

|ABLINOf{t|Tgt
)oDENrroNGUI MASX, CAPs,

WOVEN FP

ltis oa fis$ eondiuile:d ln aceit
ceetptcetlonr proaedutes and l/ and

F'ur{her cl*rifirradou rr;gnnliag thr, :!}llteqnircmane,nty bcrsridt{€d

..... d{e tssue Data : g,th J:anaary ZAt?
Bate of laI$af Rergfstirrfiol n: gth, January thl T

Explry Date: Sth January ZOZ0
te Exptry Date:- 3 years
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