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Kefi,firryr de ola tic . indic*tori penffu controlul stetilithlii, puch pe rilizare

n $a$iiei l€! / yx*"ia,rir, tlLrltlae fl.il (*rJ

t6S3 din 14.05.01, Direct d

r.1$e;a{iaf*isa, ZAO *N4HDTIIST" :

.,I\,{-1N"[HR-IIIARNfA" $A, Moldova, Chigindu. str, Grenobie, ?3

scl+*eani/dna sr-i .']paaric.. 
Demers" con! l.;

paEapoarte dt
{d err'lums}s Ssfirrl}*f'i&ls d{

)

Reactivii de d.iagnostic suut conformi Direr:tir,'ei Europr no 93142IEEC qi sunt adnr:i;;i

pentrrl rorrtro.lul procesLilui de sterili e a instrumente]or $i miiterialcior nredicaie

scopuri nier'licinale



' "''r' ;il ' ;' ;

ex. $t tarrtinoviii
0{22} 5?467e

Elena PALANCIUC

;l.ri#

N Denumirea Firna D rod uctrtoare' Jartt
I 100 rnl sulutie Z.ACI "Medtest'. Federatia Rusa

3.
In<licoior psnuu (.on((olul $terilhlilii t3ll15 NltlD0 ZAO "lvfedtesf', Federrntiu Rusa

Indicatorpeilkuo lulsterititd{ii l2ll2$ ;'{1000 ZA() "'X4 edti,st",'Fpd erati:l Ru:^a

r+. Indic,ator penirl cr:4trtrlul $urilit$tii 134/lfiN 1000 ZA0 "lr,lcdtes!'.', Federsti$ Russ

5 Inrjiuator oeirhu co[trolul sterilltiitii I3,+/20 N1000 il.dO "lvledtest", Federatin Rusu

6 Indicator pentru controltl $terilita{li'134.14 N 1000 ZA0 "Medtesr", Federatia Rusa

't. inaicrrtoipcntr ilgtii 134/S"\t1000 ZAO "M€dlest". feder4tia llusa

I tn.licirtor psnts'u controlill sterilit&tii 13417 N1000 ZA0 "lr{sdter'1", Federatirr Rusa

9.

hiitric*torpentrusontrsl[lsterilitili{'pfiu IKFS-}?0i45 Nt0Q0

{EXTffTN}

Z.A0 "il,tedtest". Federatia Rusa

rs.
Indicatorperrlru caut:oliil stuili*1ii prin aburi IKPS - I]?120 Ni000
{EX'TEI{N"}

' ZA{) tMedtds('. Fedetrtis.Rusa

1t
lndi{ator pentnl conlrrrlul st*riliffii prin nhwi IKPS \'"N * 120/45 }ill00l)
(NTERi{i :,

ZA0 "Meeltest", Federstia Rusa

t2. Iudicotor tru conirslul $terilitittrii prin aburi IKPS VN l0l * 132/2(

N1000(lNrE${)
"'ir,ledtest", I;ederatia Rusa

Indi(txor peRtru conti$lul stcrilitdtii prin ae r IKPfi * I $0i6il N 100{1

{EXTIRbi)
ZA0 "it{edtest"" F'r*clEratia Ruta

'ln ZA0 "Medte*t':. Fedelatia Rus*

:cIJ Pachet pentru sterilieurc 90x350 ]',1100 ?iAO "lr4edtert", Federatia Rusa

16"
Puchci Dsntrs sterilizar* llltlx?{)0 N lOU ZA{) "Medt$$t", Federatia Rusn

I t^
ZAO *iUedtest", [ederatia Ilusa

1$ f\lttret penur steril e 20Qx]30 N I 0i) ZA() "Medtest". F€deratia Ruse



FrMEtrllEgI
3AO "Me4recr", 191002, C.-f'lerep6ypr. yI|, Pasre3xaf,, A.5,

Qopua flC-1

r./$; (812) 572-2395, 710-8171, 710-8149, 710-8170,

NACNOPT COO BETCTBUfl
h n4u rarop xr4 MuqecKrnfr

Anr KoHTpon f, BosAyuJ H ora crep unHs a ulh 14 yl KB c-"M eArecr"-1 80/60
14KBC-180 (r3)"C - 60 nrnH. (+51 Mr,tH.

(uapxa, napaMerpbr , 1>exuurr)

HPi4M,932719.008 nC

Knacc hcnonHeHrc no l-oGT lso 11 140-1-2011 - 4 (rurxorroneperraernnue)

Honaep roc. p€'rucrpaqhn Ne oGP 2010/068{t4 or26,02.21110r. cepun l,le

Ty 9398-001-153262326-2009 ,[ara usroroBneHytF

151017

1D 2017

Ne

n/n floralaLtenn TpeEiosattrrn TY Pesynura'rut aHanH3a

1 2 4

1
Coorgercrere cocraBa
xounnerry HTfl 1.3.1 cooTBe,TCTByeT

2
Coolgetcrs]te M:rpxupoB KH,
ynaKoBKr,l co oTBeTcTByeT

Gooleercrst,te BHeuHero BHAa
xHAHKaTOpOB

1.2.1., 1.2.3., 1.2.21., 1 .2.5,, 1.2.6.,
1 ,2.7 ., 1.2.10., 1.2.1't ,,.1.2.12., 1.2.13.,

1.2.14.
cooTBeTcTByeT

4
Ycromqreocru r eo:gefi crst{lo
crepillll3ytoulux $axropoe e
ycno BHfix oTcyrcTB[g napa

1.2.17 cooTBeTCTByeT

Goorsercrare
9KCnJryaTaqllOHH letX Ka q eCTB
HHAt|KaTOpoB B pernaMeHTHbtx
3HaqeHilsx

cooTBeTcTByeT

o Cpot ro4xocrt '1.2.25.

36 uecnqee c AaTbt I43rCrTOBneHhf, cooTBeTCTByeT

lzlcnulraung, noBepKh t'lpoBeAeHbr B otibeMe npeAbqErure.nbcKr4x ucnutranrar,i

Saxnrcqesne:
flpodyx\un coomeemcn eyem HopwamueHbrM mpedoeanusu, Ty g3gg-oa1-i3262g26-zo0g, rocrlso 11140-1'2'011, eodna K ucnonb3osaHuK) e coomaemcimeuu c Has*aqeHueM u o'nacmsrcnPuMeHeHuE,

Haqansxurx XTy

Kounnexrerqnio B coorBercrEr il ri
c 3aKa3 - HaprAoM npoBephn
Haqanunux ynaKoBoq Horo yq acrKul

Ornycr paspeu!{n
Ha.lanuxnr npoh3BogcrBa

A" BopornILlKaF



Qopua flC-1
MMEtrTEGT

ca{lr.nEYEPSttr
3AO "MeArecr",191002, C.-flerep6ypr,yn.Pa3.besxan,4.5,r./Q:r181?)572-2395'710-8'171'710'8149'710-8170'

n ACnO PT COOT B E'f CTBt'l fl
kl rrgn xarop xt4ut hqecKhii

Afl n KoHrponn napoBofr crep nn usa qnr4 h Kn C J' MeAtr=ct" -1 32120

UKnC-132 (t2)"C - 20 n4r,!x. (+2) l\t1'lH.
(napaMerPbl Pexhf(a)

HPt4M.932719,007nC

l(nacc hcnonFreHnn no I-OCT ISO 11 140-1-2011 - 4 (unoronepeMoHHble)

Horvrep roc. perrcrpallhh Ns OCP 2010/06854 or 26.02.20'10r. Cepnn Ne

Ty 939&001-53262326-2009 p,at'a ilsroroBneHhtt

t3 10r 7

l0 2017

Ns
n/n

florasarenu Tpe6oeaxnn'fY Pesynurarsr aHantr3a

1 2
q 4

1
Gooreercreile cocraBa
xounnerry HTI 1.3.1 coorBeTcTByeT

z Mapxrpoara cooTBeTcTByeT

3
Gooraetctere BneuHero B[Aa,
ol(pacxr| gTanoHa

1.2.1., 1 .2.3., 1.2.4.-1."2.5., 1.2.7 .,

1 .2.1 3., 1.2.18., 1.2.21.
coorBeTcTByer

4
Ycroi,rr eocrs x eo3AeIcrBllro
crepun rsylorqux Qarropoe

1.2.17 ., 1.2.21 cooTBeYcTByer

5

GooteetctsHe
3KCnnyaTaqHoHHblx KaqecTB
lrHAn|(aTOpOB B pernaMsHTH btx
3HaqeHunx

1.2.18. cooTBeTGrByeT

6 Cpor roguoctr 1.2,,25.
36 laecnqee c Aa'rbt rcroroBneHns cooTBeTcTByeT

hcnuraxnfl, noBepKh npoBe4exut a o6ueMe npeAbnBl4TenbcKl4x Hcnbtr aanh

3arnrcqenne:
npodyx4un coomeemcmeyem Hopwamu*nuu mpe6oeanuf,;;, eolna t( ucnorrb3oearir;o sr
coomeemcrneatu c HaSHageHueM u odnacmuo npuMeHeHUA. 

o1 ,,,,t,,t'

Haqanunrx XTY

Kounnerraqnp B coorBer(rBhh
c 3alcl3 - HapFAOM npoBepnn
Haqanunux ynaKoBor{Horo yqacrKl

Ornycr pa3peuun
Haqanuxux npor3BoAcrBa



M!T"F.4IHgJ
3AO "Me,qrecr",'1 910O2, C.-f'lerep6ypr, yn. PaslesxaH, A.5, r./Si GliZ) 572-239S, 710-9171,

Oopua 11 C-1

71 0-8149, 71 0-8170,

nAc n o PT cooTt3E'rcT BV1f,
k1 Hgu rarop xt4M HL{ecKn fi oAHo pasoBoro fl pr4 MeH(}H r4F 4nR KoHTponfl Bo3Ayru Hofi

cre p un n3 alJ'tAvt kl KB C-B H/0 .l 
-" M egrecr" _ 1 g 0/60

14KBC-BH/0J-:tB0 (r3)"(l - 60 \,rnF. (+3) uran.
(MapKa, napaMerpbr, peltnuu)

HPhM.932719.006 nC

l(rracc rcnonHeHur no l-ocr lso 1i140-1-2o11 - 4 (r.,lHoronepeuexnure)

Houep roc. perrcrpartur,r OCP 2008t03222 or 03.09.200g r,
Ty 93 9 8-007 -53262326-2008

Ceprn Ne

flara uaroroBneHnt
060217
022017

Tpe6oeaxnrr TY

Cooreetcrere cocraBa
xounnexry HTI cooTBeTGTByeT

cooTBeTcTByeT

Cooraercrale BHeuHero BlAa,
r,r HA}| KaTOpa, yna KoBKtl cooTBeTCTByer

Ycroiqraocru x eos4eicratrc
crepHn li!3yxlu1rx Sa rro poe

1.2.13.,1.2.14,

cooTBeTCTByeT

Gooreetclgt,te
gKCnnyaTaq]{oH l{btx KaqecrB
r.rHAl|KaTOpOE a pemaMeHYH btx
3HaqeHttSX

cooTBeTCTByeT

Gpox roArocrr 1.2..18.
36 uecnqea c Aa[bt t4i]roroBneHuF cooTBeTCrByeT

hcnulraxnf, , noBepKH npoBeAeHUt e o6ueMe npeAbnBhTenbciKHX Ucnuraxufi
3arnoqeFthe:
npodyx4un coomeemcmeyem HopMamueHbtM mpe6oeanunm, TY g3gL-oo7-s3262[26-200g, rocr tso 11140-l-2011 eodna K uc.ron*,3oea*u., e coomeemcmeuu c Ha3*areHre' Lr o6nacmuo npuMe,ieHug.

I

M.A, BoporHhqKafi
HaqanuHnr XTy

Kounne rraqr lo B coorBercrB t4 14

c,3aKa3 - HapeAoM npoBepiln
HaqanbH hK ynaKoEOqHoro,yr{acTKa

Ornycx paspeuHn
Ha.{anuHur npo}t3Bo4crB€t

h.H. HeqaeBa



MMEATECT
c 

^ 
H X't ' n r T E t 6 t F r

sAo "MeArecr", 1e1002, c'-rlerep6vp'' v"'Pi3"q3x1 t'rIt': (81!!frftls'zrg-9'lz:1171'P'81'4s'

NACNOPT GOOTBETOTB14f

t4xAnrarop xHMnr{ecxufi oAHopa3otsoro npnMeHeHng Anf, KOHTponR
- - - --- 

;.po eoil .ilp - "raqh 
h' H Kn c -EtH/g 1 r' MeAr ecr" -1342O

(napaMerPbl PexuMa)

HPhM.932719.005nc

lofacc HcnonHeHun no l-ocT lso 11 140'1-2011 - 4 (tuxoron€rpeM€rHHble)

Horvrep roc. perHcrpaqnu Ne OCP 2010/09764 or 30'12.2010r'' cepur Ne

Ty 9398-003-53262326-2000 flara usroroBneHhc

OoPua flC-1

c.-fiere,p6ypr, yn. Paateaxar, A'5, t'tit': F1!!frftls'zrg-9'lz:1171'P'81'4s'

1306I7

06 2017

cooTBeTcTByeTCooreetcrelte cocraEla
xomnnexry HTA

GOOTBeTcTByeT

1.2.4., 1.2.5., 1.2.1i., 1.2.-l ., 1.2.8., 1.2.9.,
1.2.10.

coorBeTGTByeTGooleetctene ra6aPtlrnslx
pa3MepoB, BlleulHero BrAa

c ooTBeTCTByeT

1 .?.14.. 1.2.1 5. " 1.2.16

1.2,21.
36 MecfiqeB c Aarbt n3roroBneHhg

Ycroi qileocrs r eoeAefr crBl,l K)

creplrnusyloqnx QarroPoe e
ycnoBHcx oTcyTcTBHlH napa

cooTBeTcTByer
Cootaercrene
3Kcnnyara qvloH Hblx l(atrecrB
xHATKaTOpOB B pemaMSHTHblx
3HaqeHHtx

coorBeTcrByeT

14 CnsrraHur, noBepKta n poEteAeHbt a O6terue n peAbn B g'ren b ;Kl4X nCn blTaHnf

3axnpqexre:
Ilpogyrqurn cooTBeTcTByeT r{oplraTuBxurrrr rpe6oeaHucM, roJqHa I( Hcnonb3oBaH]lto B cooTBeTCTBtlh c
Ha3HaqeHneu u o6nacrulo npxMeHenltt.

,A. BoporxuqxaaHaqanunnx XTY

Konannenaqnlo B coorBercTE t4t4

c 3aKas - HapFAoM nPoBepun
Hauansxrx ynaKoBor{Horo yq,aqrKa

Omycx pa3peuJnn
Haqanuxnx npolr3BoArlraa



QoPtra flC-1

7 1 o - B 1 4 I , 7 1 0 - I 1 7 0 ,Vru} HST
cA E"6l Pf

3AO "MeArecr", 1 91-002. G.-flereP6YPr, Yn" P

NAC NOPT CO O TB]ETCTBt4 R

vl n4r,r rarop xyt Myt qeGKH i OAHOpa3OEIO!-O n p !,| MeHeH !|e Ang KOHTpont

na poBori cre p nn H3a un H H Kn c-B H/0'.I -" MeAtrecr"-l 20 I 45

HPtlM.932719 0t)5nc

Knacc ncnonHeHnn no rocT tso 11 140-1-2A11 - 4 (rvrHoronepeMeHHbte)

Horvrep roc. perncrpaLltrt4 Ns OCP 2A1QlOg764 or 30'12'201Or

Tv 9 398-OO 3-532623?6-200 6

CePurn Ne

Iara u3r0ToBneHhF

floragarenut

Cooreetcleue cocraBa

Cpox rogtocru

'1.2"1., 1'*'3,1 J;3,1.' 1"5"2

2.5., 1.2.6., 1.2.7 .,

1.2.9., 1 2 10.

1.2 21

36 rurecnqee c /larbt l,l3ToroBneHnt
co or B ercT ay eT

rpe6oaarrnM, roAH?r K ttcnoflb3osaHHrc a cooraercreryt c

| .r+

o

lzlcnurraxuR, noBepKh n poEleAeH bl s o6reMe npeAbtlBt4T€llbrcKt,lX ucnut.raxhn

3axnrc,leHne:
l-l pogyxqhr coorBercrByer H opMarn BH blM

Ha3HaqeHHeu n o6nacruK, npHMeHeHl4ti.

Ha.ranuHHx XTY

l(oru nne rraqn n B coonlercrnr4 t4

c 3aKa3 - HapflAoM npoBepllr
lla.iafl bH hK ynaKoBot{Horo yu acrxa

Ornycx pa3pe[!iln
Ha.{anuHHx npoh3tsoArlrBa

"4. Bopornuqran

|,4.H. l^lsqaefiii

cooTBercTByer

c ooT B eTC TBy er



vlM.EEIEg.T
3AO "MeArecr", 191002, C

Oopua flC-1

-flerep6ypr, yn. Pastesxan, 4.5, r./$: (812) 572-2395,7'1 0-817'1, 710-8149, 710-8170,

I]AC N O PT CO OTB ETGTBIAfl
14 n,qn rcrrop xr4 Ml4L{ecKH il oAtH opasot3oro n ph MeHeH 149

flfl F KOHrpOns npoLleccoB cropnnnsaqvn
"Melrect"-1 34oClS M ],rH

HPhM.9328211.005 nC

Knacc hcnoflHeHuc no I-OCT l{iO 11 140-1-2011 - 4 (rvrnoronepeuexnue)

Horraep roc. perncrpaqru NsQOP 2009/05786 or 30.09.;1009

Tv 9 398-0 0 8- 53262326- 20 0 I
Ceprvtg Ns

flara r4sroroBneH nF

$1417

10 2017

Ne n/n
floxagarenr Tpe6oeaxnr TY Perynurarur alranr3a

z

1
Gooraercrgtre BHeut Hero BilAa
lrHAl{KaroPa

1.2.1., 1.2.3., 1.2.5., 1.2.9., 1.2.11.,
1.2,16. cooTBeTGTByeT

2
Gooreercrere cocraBa
ynaxoBKlr, rounnerry HT[,
MaprurpoBx]|

cooTBeTcTByeT

Goorearcretre qeeroeoi
raMMbt repMoxHAltxaropxoil I
qeetoeoi MeroK l{HAxKaropa

1.2.20., ',t.2.24. cooTBeTCTByer

4

Cooreercreue B ycnoBlf 9x
rapaHTnpoBaHHOrO
AOCTI,II{e H trf, KoHe q horo
cocTonHl{n

1.2.24. cooTBercTByeT

E

npoBepKa HecooTBercTBHs B
ycnoBxax lteAocTt{)|(eH ltg
KOHEqHOTO COCTOSHHR B
HacbtuleHHoM naoe

1.2.25., 1.227. cooTBeTCTByeT

6

Ilpoaepra HecoorBercrBue B
ycnoBnnx HeAOCTlrx(eHxt
KOHeqHOTO COCTOnH}|H B CyXOM
ropfl'teM BO3AyXe

1.2.22.,1.226,

1.2.32.
36 uecnqee c Aarbt y3roroBneHltg

cooTBeTCTByer

7 Cpox ro4xocnr cooTBeTCTByeT

[4cnurrarHF, noBepKh npoBeAeHbr B o6ueue npueMo-cAaroqHbrx ucnuranu6
3arnpqexqe:
tlpodyr4un coomeemcmeyem HopMamueaaw mpe6oeaHuflM, Ty g3gg-ooE-ss,26232&2oog, rocTIso 11140'1-2011, eodna i ucnoisoaaHuKt e coomeemcmeuu c Ha3HaqeHueit t o6nacmurcnpuMeHeHue.

Haqansxhx XTy M.A. BoporHhqKae

KounnexraqraK, B coorBercrBl4 14

c saKas - HapFAOM npoBepun
Haqanuxnx ynaKoBoqHoro yltacrxa

Ornycx pa3peurun
'... Haqansnnr npohsBoAcrBa

""-r,



\7IT"F.4IHgT
3AO ''MfeATecr", 191002, C. -flerep6ypr, yn PasresxaF, A.5, r./g: (812) STZ-2X95,71O-8171,

Oopua l-lC-1

710-8'l 49,710-E170,

NAC N O PT COOTB EiTC'r BNFI
lz1 ngnxaro p xt4 M Hq€r;KVtl

An fi KoHTpOnfi BCr3AyLlJ Horl crepiln h3a Llnt4 11 KI3 C-" M€rgrecr"- 1 E0/6 tl
HKFC)-18q f.r3),C - 60 MnH. l+S) MraH,

(MapKa, napaMeTpbt I p€rxr,rMbt )

HPf4M.932719,008 ftC

Knacc rcnonHeHlrF no l-ocT lso 11 140-1-2011 - 4 (rraHoronepr:ueHnure)

Houep roc. perucrpaqrra Ne ocP 20101008s4 or 26.02.2a'r0r. ceprar Ne

Ty 9398-001-53262326-2009 Aara n3ToroBneHnn

lzlcnstraxufl, noBepKI npoBe,qeHrt s oore[4e npeAtRBurenbcK14x rcnurtanlrra

3axntoqenne:
Ilpodlrx4ux coomaemcmeyem tloPhamuenuw mpe6o}aHufrrvt, T'y gggs-001-53262326-2009, rocTlso 11140-1-2011, eodua K ucolnb3oeatu,o e co< meemr^,irL ri ,iiiiiiirieu ur o'nacmbnnpuMeHeHufl.

HaqanuHrx XTV

Konannerra qh hc B co ore e.t-crBnr4
Q 3aKa3 - HapFAOM npoBephrt
Ha.ransF{hx ynaKoBoqHoro yLtacrKa

Ornycr pasperi.ihn
Haqbnurux npohsBoAcrBa

551114

11 2014

_M.A. EloporHnqxan

Ne

n/n

1-

floxa:arenn Tpe6oeauvln TY Peeynurarur inann:a

1
CootsercTeHe cocraga
xorannerry HTfl

...^.-P

CooreercreHe MapKH po BKH,
yna KoBK]4

1.3.1 CO OT BETCT BV ET

1 .1 1.{i cooTBeTCTByeT

CooraercteIe BHeu:Hero EuAa
ItHAr,traTopoB

1.2,1., 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"., 1,2.13.,

1,2.14.
c ooT B eTcT ay eT

a

Ycrofiqilsocrs x eosAeic,TBHrO
crephnhsyloqnx OaxroFoe e
ycJroailfl x oTcyTcTBhg naPa

1.2,17 , cooTBeTCTByer

5i
CoorBetcreHe
3KCnnyaTa qfi oHHblx Kaq grcTB

HHAr,tKaTOpoB I pefflaMeHTHbtx
3HaleHl,lnx

cooTBeTcTByeT

o Cpor ro4noctlt 1.2.25.
36 ruecnqea c Aarbt rl3Tor)BneHilR cooT BeTCTByeT



MMEATEGT oopM€ nc'1
9'HXT NET€?5I?T

3AO "Me4recr", 191002, C.-flerepOypr, yn. Paruosxan, A,5, r./S.; (8121\ 572-235A, 7jO-817 j.710..g149, 710_8170,

NACNOPT COOTBETCTBKlF
l4Hgrxarop xHMl4t{ecr.uii oAHopasogoro npu eHe}ilHq Antr KoHTJronc

napo BoF cre pnn H3a qr h H Kfl rC,BH/O'l J' MeArecr" -1 il0l 20

13,?",(L2)"C,/ 20 r'r.Fn, (+jl). r"rur-t.
(napaMeTpbt pexrMa)

HPr4M.932719.005nC

Knacc ilcnoflHeHtafl no [-OCT ISO 11 140-1-2011 - 4 (naHoronepeueunsre)

Houep foc. perhcrpaqnn Ne aciP 2010109764 or 30.12.2ct10r. cepurn lile

Ty 9398-003-53262326-2006 fiara neroroBneHilE

3arcnto.leHHe:
fl polyxqlrn coorBercreyer fl o p r,rtarrBH bt M
Ha3HaqeHileM u o6nacrsp nprMeHeHuf,.

rpe6oeaxuiM, ritAHa k ncnoJIb3oaaHHto B goorBercrBHtl c

551 l l4

10120 t4

H6qae$a

__M.4. BoponuqxanHa,ranuFrilx XTY
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c 3aKa3' HApfiAOM npOAepun
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1
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1.2.4., 1.2.5, 1.2,6., 1.2.7., 1.2.6., .1.2.9.,
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c o oTEeTcTBy eT
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FORMULAR TNFORMATIV DESPRE OFERTANT (F3.3)

[Ofertantul va completa acest formulqr tn conformitate cu instrucliunile de mai jos. Nu se vor
permite modificdri tn formatul formularului, precum Si nu se vor accepta inlocuiri in textul
acestuia.J

Data:22.02.2019
L icita{ia pub lici nr. 2fa8l 3 0 6f4fd4 d4 ca8 ea0e7 8i bddTb 0 8 9

Pagina 1 din 2

A. OfertanJi individuali

1. Informatii generale

1.1 . Numele iuridic al ofertantului SA ..M-IN:fER-FARMA"
r.2. Adresa juridicd a ofertantului in

tara inregistrArii
mun.Chisirau, str.Grenoble, 23, 2I MD-2025

1.3. Statutul iuridic al ofertantului
Proprietate Privata
Formd de organizare iuridicd SA
Altele INDO 100:]600005263

r.4. Anul inre sistrdrii ofertantului 12.0s.1994
1.5. Statutul de afaceri al

ofertantului
Producdtor
Agent local/Distribuitor al
producdtorului strdin

Agent local/Distribuitor al producdtorului strdin

Intermediar
Companie de antrepozit
Altele

t.6. Informafia despre
reprezentantul autorwat al
ofertantului
Numele Palii Nina
Locul de muncd Si functia SA ..M-IN'fER-FARMA". iurist
Adresa
Telefon / Fax 0221904-0(t7.904-006
E-mail nina@minlerfarma.md

t.7 . Num[rul de inregistrare pentru
TVA

0207934

1.8. Numdrul de identitate al
ofertantului pentru impozitul pe
venit (pentru ofertantii strdini)

Conform FDA.r.9. Ofertantul va anexa copiile
urmdtoarelor do cumente :

2. Informalii de calfficare /qo/"o-
:'/- /

2.1 Numdrul de ani de experienJd
generald a ofertantului in livrdri

24 ani

,ffi,rl
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Anexa" la Avizul sanitar.:nr. 33i.{".Y din .jr.. "f'"f 2017

Nt.
Denumirea produselor

( u a u uenoba H ue n Donv KTe )
Firma producdtoare, Tara

I Aspirator de saliva 15cm Nl00 /DISPOTECII Disuotech. Italia
r Burete hemostatic sterilNr.24 10i10x10 mm Dispotech.'Italia
J Husa*-p-u fotoliu I Dispotech, Italia
4 Husa pentru fotoliu stomatologic din 2 compo.nente Dispotech, Itali.a
5 Manusi din nitril / ,\kzenta Dispotech. Italia

6
Manusi din latex XS, S, M, L, XL nepudrate

microtexturate MEDIC-DENT MAXTER, Malaysia

7
Manusi din nitril albastre XS, S, M, L, XL nepudrate

microtexturate MEDIC-DENT MAXWEL, Malaysia

8
Manusi din nitrii verde X$, S, M, L, XL nepidrate
microtexturate MEDIC-DENT MAXWELI,; lvJalaysia

9 MASCA in 3 straturi cu elastic DISPOTECIjIN50 Dispotech, Italia
l0 MINI,RULOU d n vataNr.l 300 s Disootech. Italia
tl MINI-RULOU d n vata Nr.2 300 g Dispotech, Italia

t2 MUSAMA MEDICALA ZAO Yaroslavli-Rezinotehnica.
Federatia Rusd

l3 Rulou de pachete p-u steriliz. instrum. lO0rrim X 200m Dispotech; Italia
14. Rulou de pachete p-u steriliz.:instrum. l50mm X tOOmni Dispotech,Ital a
I5 Ruloude pachete X 200m Dispotebh. hal a
r6 Rulou de pachete p-u steriliz. instrum. 250rnrn X 200m Dispotech. Italia
L7 .$ulou dg..paohete p-u.-steriliz. instrum. 50mm X 200rn Dispotech,Ita a
l8 Rulou d€ paehete p-u steriliz. instrum. 75mm .K 200m Dispotech. Ital a
L9 SERVETEL stomatologic 45cm X 33cm. 3srraturi N500 Dispotecir. Italia
2A SERVEItsL stomatologic 50cm X 60cm rulc,ricu trs*r* Dispotech. Italia
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Cqresfreqm
DECLARATION OX' CONFOXMITY

Caresfream Health, Ino., hereby declares under its sole responsibiliry that the product(s) listed are made in
conforrnity withANNEX I, Essential Requirements, and ANNEX Vtr, sC Deolaration oiConfonnity, ofthe
European Bconomic Community Medioal Devioe Directive [Direotive 93t42lEEC] and the requiremints of
Clause 6.6 of Schedule 3 of the Aushalian Therapeutio Goods (Medioal Devioes) Regulations }OOZ relating
to the stated devices.

Manufacturor's Name aod Address: Carestream Health, Inc.
150 Verona Street
Rochester, NY, USr\ 14608

Medioal Device: Medical Imagrng Photoprocessiug Drevices - photoohemicals

Product List: chemisty used to develop or fix the image on medioal and dental X-ray fikns:
loper and Replenisher
Replenishor

KODAK GBX Fixer and Replenisher
GBX Fixer and Replenisher
KODAKGBX Twin Paok
GBX TwinPaok
KODAK Medical X-ray Fixer and Replenisher
X-OMAT I\rO( Fixer and Replenisherr

Replonisher
ef
d Replenisher

isher

READYMATIC ,", '"N''NU'
KODAK Dental veloper and replenisher
KODAK Dental READYMATIC Fi:r:er and replenisher
KODAK READYMATIC Dental Developer and Replenisher
KODAK READYMATIC Dental Firer and Roplenisher
KODAK READYMATIC Dental Chem pack
READYMATIC Chempack

$uance Date May 28, 2013 Revision N @hotochemicals)
Carestroam l{eaftb, Inc.
150 Verona Stree! Rochester, Ny, USA 1460g

Page I of3



X-OMAT EX II Developer and Replonisher
KODAK X-OMAT Developor Starter
X-OIV{AT Develop er Startor
K loper and Replenisher
x Replmisher

Fixer and lleplenishor
Replenish,n

KODAK Dental X-ray Monobatb
CARESTRBAM DBNTAL X-ray Nlonobath
KODAK Dental X-ray Developor

-ray Developer

CARESTRBAM DENTAL X-ray Fiixer
fODAK Rapid Access Dental Twin, paok

Rapid Access Twin Pack
KODAK Rapid Access Dental Developor
Rapid Aocass Developer
KOD.I\K Rapid Access Dental Ijxor
Rapid Aocess Fixer
XCE Developer and Replenisher
XCF Fixer and Replenisher
XPE Developer
XPF Fixer
"End of Ust"

Devioe Classification:

GMDN Code and Term;

Scope ofApplicafion:

Class Diroctive 93/4ZEEC.ANNEXX)
Class 2 Rule 2,1 (Australian Therapeutic Goods(Medi htions 2002)

11999 Radiographio film processing chemical, automated
41008 Radiographic film processing chemioal, manual

All declared products

ionof.Conformity (not snent by the
with the applicablo pro ssentialirinoiples

Europaan Authorized Representative: caresheamHealth France
l, rue Galilde
93 I92 NOISY-LE"GMND CB])EX
FRA}ICE

Issuanoo Date May 28n 2013 Revision N (photoohemicals)
h, Inc
Rochester, Ny, USA 1460S

Page 2 of3



Sqndards Applied:
ISO 9001: 2008
EN 1041:2008
EI.{ 9E0: 2008
ISO 7000: 2004
EN ISO 14977;2O12
EN 62366:200E

. 
rv

RobsrtC, Meagher
Dircc,tor
Intprnational Regulatory Affairs
Carcshea,m Health, Inc.
150 Vorone Sheet
Rochester, New York 14608
Telephone 585-62?-6528

Issuanco Ddo Mty 28,2013 Revision N (photoohemicals)
Carwtream Il*ltn, In*
150 Vsrcn:a Sbeof Rochester, Ny, USA 1460g

Page 3 of 3

edioal device,s
Symbols for use in ths labeling of qredical dwices
Graphioal symbols
Medical devicps - devioes
Mdical devioe.s - Applicotion of us[bilrty mgineoriugto medioal derrices



Certificate of Reg isllriation
QUALITY MANAGEMENT SYSTEM - ISO 13485:2.003

This is to certify that:

Holds Certificate No:

For and on behalf of BSI:

Original Registration Date: t2l20l 2002

and operates a Quality Management System which complies with the re<tuirernents of ISO r3+gS: jO03'for the
following scope:

The design, manufacture, distribution, (int
products) of diagnostic image recording d
systems, information technology software
imaging and detection. Manufacture, servi
Storage, Handling, Packaging and Distribu

By Royal Charter

Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA

FM 72498
"iiir

Carlos

Effective Date: 10/19/2016 Expiry Date: 02128/2079

CMDCAS
Recognized

Registrar

...ma kin g

I-his c€{iflrfits renrai*s the pr$p4rty Df BSi ailcl shall b* returnel imnrediately up$n roq*BEt.

Page: 1 of 2



Ceftificate No:

Location

FM 72498

Registered Activities

Carestream Health, Inc
150 Verona Street
Rochester
New York
14608
USA

The desigrr, manufacture.distributio@
::.^:,",11.i19 

exctudins fitm products) br diignostic image

Carestream Health Inc.
1600 Lexington Ave. Suite #356
Rochester
New York
14606
USA

!erv!ce, Str>rage, Handling,

:g'^i_..1 ?::::.^=, f oL-.:f parts, softura re confi s uration,
:otyqrg.verification, and the r,*.g", i""d-t;;r; #i[fi;
and Distribution of pharmaceutical Froducts. 

-' ' -

Carestream Health, Inc. The manufirrture of X-Smaft System Technology and
Commercialization Centei (SfC)
5450 Campus Drive
Canandaigua
New York
14424
USA

:'lt,..::.i:, .::. ..,. , '^.'lit: :r.,r.:,- 
t_

*;-::s!":.,sF i.y;
i.. -".. ",-.1. {. ..,-.

,",r.,! I

.,t '* '.ut'"t:

Carestream Health, Inc
1049 West Ridge Road
Rochester
New York
14615
USA

-fh^ 
---^-Lr. -

.---calx-ray equiplrli3nt systemq medical imaqino wstbms inctr rrtinnimaging systbms includinosoftware anrj accessories,

films, intensiffing and1669 Lake Avenue . filn
Rochester S or als.

New York .

74652 .,.

USA .:r' 
.: r, ,, :- l-

Carestream Health, Inc
1964 Lake Avenue
Rochester
New York
14652
USA

The design an
media used in

Original Registration Date: 12/20/2002 Effective Date: 10/19/2016 Expiry Date: 19 r'
i:

"i-r- liu

i\i
2'pi')



Holds Certificate No:

For and on behalf of BSI:

Original Registration Date: 2008-07-17

Latest Revision Date: 2017-10-31

and oDerates a euarity Management system which compries witfr the rec;uirements of ISo 9001:2015 for the

following scope:

Page: 1 of 1

...making excellence a habiti

By Royal Charter

Certificate of Reg is;'trartiont

QUALITY MANAGEMENT

This is to certifY that:

SYSTEM - ISO 9001:2lllL5

Carestream Health, Inc
150 Verona Street
Rochester
New York
14608
USA

FM s37916

Carlos Pitanga, SVP,

x

i)i:
!\F:

System Certification",-qnd'€opplianc! . r'i

Effecti.Ye Date: 2016-10-21

ExPiry Date: 2019-10-20

A l"ltinbef of the USI Gtcup cf Conrpa*iss.



No.

Issued To:

In respect of:

The designi development and rnanufacture of

on the basis of our examination of the quality assurance system under the lequirements of council Directive93/42|EEC, Annex II excluding section 4. rne quality assurcnce system mer:ts the requjr€ments of the directive, Forthe placing on the market of class III products an Annex II section 4 certjfi<ate is reouired,

..making excellence a habitl
Page 1 of 1

EC certificate - Full Qualittr Assurance si;ffi;lt"'
Directive 93/42|EEC on Medical Devices, Annex II excluding Section 4

cE 01233

Caredr€am Health.Inc,
150 Verona Stt€et
Rochester
NewYork
14608
USA

For and on behalf of BSI, a Notified Body for the above Directive (Notified tiody Number 0086):

First Issued: 0G March 1995 Date: 10 February 2016 Expiry Date: O5



Ceftificate No:

Datei

Issued To:

Subcontractor:

cE o1233
l0 February 2016

Carestream Health, Inc,
150 Verona Street
Rochester
New York
14608
usA

Serwice(s) supplied

By Royal Charter

Directfve 93l42lEECon Medical Devices, Annex II excluding Section 4

List of Sign ificant Subcontractors
Recognised as being involved in seruices relating to the product covered by:

Algotec Systems Ltd
2 Hapnina Street
PO BOX 46
43107 Ra'anana
Israel

Design
elopment

Software

Analogic Corporation
8 Centennial Drive
Peabody
Massachusetts
01960
USA

Carestream Dental LLC
1765The Exchange
Atlanta
Georgia
30339
USA

Design
Manufa re

Design
I}evelopment

/t,ti
.t.t i

l.::, irr ?1"

...mak a habitl

Page 1 of B



Certificate No:

Date:

Issued To:

Subcontractor:

cE 01233
1O February 2016
Ca restream Healdr, Inc.
15O Verona Street
Rochester
New York
r4508
usA

Service(s) supplied

Ec certificate - Fulf Quality Assurance sil;B;?{.'
Directive 93/42/EEC on Medical Devices, Annex II excluding *ntion 4

Recognised as being involved in selices relating to the product covered by:

Carestream Health France
t, rue Galil6e
93192 NOISY-LE-GMND CEDD(
France

EU Representative

Carestream Health, Inc.
1049 West Ridge Road
Rochesier
New York
14615
USA

Design
Development
Manufa r,e

Carestrearn Health, Inc.
1669 Lake Avenue
Rochester
New York
14652
USA

Ileslgn
Development
Manufacture

...making excellence



EC certificate - Full Quatity Aisurance siJt#Tl*
Directive g3/4ZlEEC on Medical Derrlces, Annex II excluding tiection 4

List of Sig nificant Subcontractors
Recognised as being involved in services relating to the product covered by:

ceftificate No:

Date:

Issued Tbl

Subcontracton

cE 01233
l0 February 2O16

Carcstream Healt{r, rnc.
150 Verona Street
Rochester
New York
14608
usA

Seruice(s) supplied
Carestream Health, Inc.
1964 Lake Ave
Rochester
New York
14515
USA

Design

Carestream Health, Inc.
2000 Howard Smith Avenue West
Windsor
Colorudo
80550
USA

Manufacture

Carestrea m Health, Inc.
8124 Pacific Avenue
White City
oregon
97503
USA

Manufacture

...making excellence a



Certificate No:

Date:

Issued To:

Subcontracton

cE 01233
1O February 2016

Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA

S ice(s) supplied

BV Royal Charter

EC Cer.tificate - Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

Recognised as being involved in services relating to the product covered by;

Carestream Health, Inc.
Global R & D Center (Shanghai)
No. 27 Xnjinqiao Road
Shanghai
201206
China

Design
Development

Carestream Health, Inc
5450 Campus Drive
Canandaguia
New York
14424
U5A

Manufacture

Carestream Heath Ltd.
Hacarmel34
Star Yokneam Building
P.O. Box 505
2059204 Yokneam
Israel

Design
Manufacture

*.making excellence a

A fie[iber cf $SI Sroup of $anies.



Ceftificate No;

Date:

Issued To:

Subcontractor:

EC Certificate - Full Quality Assurance SiJtAfiil"
Directive $l42FECon Medical Devices, Annex II excluding Sr:cLion 4

Recognised as being involved in services relating to the product covered b1r:

cE 01233
10 February 2O16

GarcEtreain tlealth, Inc.
150 Verona Street
Rochester
New York
r4608
USA

Service(s) supplied

Communication & Power Industries
Canada Inc,
45 River Drive
Georgetown
Ontario
L7GU4
Canada

Manufacture

Quantum Medical Imaging, LLC
2002-8 Orville Drive ltlorth
Ronkonkoma
New York
LL779
USA

Manufacture

.".making excelle

A fiiomb$r bf BSI 0forp 0| {offpsnies.



Certlficate No;

Date:

Issued To:

Subcontractor:

cE 01233

10 February 2O16

Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA

Service(s) supplied

By Royal Charter

EC Certificate - Full Quality As;surance System
Directive 93142/EEC on Medical Devices, Annex II excluding Section 4

List of Sig n,ificant Subcontractors
Recognised as being involved in seruices relating to the product covered by:

Rayco (Shanghai) Medical Products
Company Limited
Building 7, No, 1510 Chuanqiao Road
Jinqiao Expoft Processing Zone
Pudong New Area
Shanghai
20t205
China

Manufacture

Rayco Medical Products Manufacture
Company Umited
308 Wengjiao Road
Haicang District
Xiamen
Fujian
36t022
China

...making

A ftfmbor of B$l Gr'lup sf Cornpirhiqs.

excellence a habitl'



Recognised as being invorved in services rerating to the product covered by:

cE 01233
10 February 2O16

Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
usA

Subcontracton

EC certificate - Fuil euatty Assurance siJtffli*'
Directive 93l42lEEc on Medicaf Devices. Annex II excluding section 4

Ceftificate No;

Date:

Issued To:

Seruice(s) supptiled
Sanmina-SCI Israel
Medical Systems Ltd
Zone 5, Korean Industrial park
24952 Maalot
Isnel

Design
Manufacture

Sclmage, Inc. ign
lopment

So Fe

4916 El Camino Real, Suite 200
Los Altos
California
94022
USA

Soluciones Mddicas
SdeRLdeCV
Prolongacidn Mariano Otero 40g
Ciudad del Sol, 45050 Zapopan
lalisco
Mexico

...making excellence a habit.'



Certificate No:

Datet

Issued To:

Subcontractor:

EC Certificate - Full Quality Assurance Si;iffli"'
Directfue 93l42lEEC on Medical Devices, Annex trI excluding Sr:ction 4

Recognised as being involved in services relating to the product covered by;

cE 01233
10 February 2016
Garcstream Health, Inc.
15O Verona Street
Rochester
New York
14608
USA

Service(s) supplied

Trophy
4 rue F, Pelloutier
Croissy-Beaubourg
77435 Marne-la-Vallee Cedex 2
France

Design
Development
EU Representative
illanufacture

Varian Medical Systems, Inc.
X-Ray Products
1678 South Pioneer Road
Salt Lake Qty
Utah
84t04
USA

Manufacture

.. making excellence a habitl

00526



" w{_*Js/rffi

IDNO L003600005263 Cod OKpO 3702053G Cod WA O2O7g34
MD 2025, Chigindu, strada Grenoble 23, Moldova

Tel 0 0 373 22 I 72 L8 26, 72 54 Sg, 7it - g3 -72, 72 - 80 _ 7g, 73 _ g7 _tg

CON FI RMAREA iN REG ISTRARI I

Prin prezenta sA "M-INTER-FARMA", reprezentantul autorizat producdtorului carestream Health
Inc' in Republica Moldova, confirma inregistrarea la Agenlia Medicamentului gi Dispozitivelor

Medicale gi includerea in Registrul de stat al dispoziti'uelor medicale filmelor radiografice pentru uz
general.

Film radiografic pentru uz generar CARESTREAM MXBE, moder: BLUE
(13x18cm Nloo; 18x24cm N100; 15X40 cm N100; 24x30cm Nloo; 18x43cm N1o0; 2ox4ocm Nloo;3ox4ocm N100; 3sx35cm

N1O0;35X43cm N100)
Film radiografic pentru uz general RETINA XBE, model: BIUE

(13X18cm N100; 18X24cm N100; 15X40 cm N100; 24X3ocm N100; 18X43cm N100; 20X4ocm N1o0;3oX40cm N1o0; 35x35cm
N100;35X43cm N100)

Film radiografic pentru uz generirl RETINA XOE, model: GREEN
(13X18cm N100; 18X24cm N100; 15X40 cm Nloo; 24x3ocm Nloo; 18x43cm Nloo; 2ox4ocm Nloo; 30X40cm N1o0; 35x35cm

N100;35X43;m N100)
Film radiografic pentru uz generar Cr\RESTREAM MXG, moder: GREEN(13X18cm N100; 18X24cm N100; 15X40 cm N1o0; 24X30cm N10rl; 18X43cm N100; 20X40cm N100; 30X40cm N100; 35x35cm

N100;35X43r:m N100)
Film radiografic pentru mamografie CARESTREAMI MIN-R s, model: 18 x 24 cm, N 100; 24 x30 cm N 100;

Film radiografic pentru fluoroscopie CARESTREAM pFH_T, model:
110 mm x 30,5 m, 7O mm x 30,5 m

Film radiografic pentru fluoroscopie RETINA SOE, modet:
1.10 mm x 30,5 m, 70 mm x 30,5 m

Conform ordinului AO7.pS-Ol.RgO4_15

data 26-01-201G.
inregistrarea este valabili pentru o perioadi de 5 ani de la

Cu respect,

DIRECTOR
Vasile Matei
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CERTIFICATE

Standard(s):

No. QS2 17 06 84658 009

Certificate Holder: Rayco (Shanghai) Merdical Products
Company Limlted
Building 7, No.1510 Clhuanqiao Road
China (Shanghai) Pilot Free Trade Zone

201206 $hanghai
PEOPLE'S REPUBLIO OF CHINA

Certification Mark:

Scope of Certificate: Design and Development, Production
and Distribution of lUledical lmaging
Systems & Accessories

ISO 13485:2016

The Certification Body of TUV SUD America Inc. certifies that the comPany mentioned above

has established and is maintaining a quality management system that meets the requirements of

the listed standards.

Report No.:

Effective Date:

Expiry Date:

Page 1 of2

TUV SUD Arnerica lnc.
10 Centennial Drive
Peabody, MA 01S60

USA

M2435

2017-06-19
2020-07-20

Earl Buckmiller
Director, Quality Systems & lilS Cert. Body

,@
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CERTIFIGATE
No. QS2 17 06 84658 009

Rayco (Shanghai) Medical Producb Companl' Limited
Building 7, No. 1510 Chuanqiao Road
China (Shanghai) Pilot Free Trade Zone
2O12OG Shanghai
PEOPLE'S REPUBLIC OF CHINA

Design and Development, Produetion and Distribution of Medical lmaging
Systems & Accessories

Rayco (Shanghai) Medical Products Gompany Limited
Building 3, No.l510 Ghuanqiao Road
Ghina (Shanghai) Pilot Free Trade Zone
201206 Shanghai
PEOPLE'S REPUBLIC OF CHINA

Production and Distribution of Medical lmaglng Systerns & Accessories

Rayco (shanghai) Medical Products Compantl Limited
Building 4, No,1510 Ghuangqiao Road
China (Shanghai) Pilot Free Trade Zone
201206 Shanghai
PEOPLE'S REPUBLIG OF GHINA

Production and Distrlbution of Medical lmaging Systerns & Aceessories

Effective Date:
Explry Date:

2017-06-19
2020-07-20

Earl Buckmiller
Director, Quality Systems & MS Cert. Body

Page 2 of 2

f Uv SUo America lnc.
l0 Centennial Drive
Peabody, MA 0'1960

usA



Jlucr 1

Bcero m{cros 7

YTBEPXAAIO
OfY "PHI-IPP Pocs4pana"

AMH

IICIIbITATEJILHA-fl JIAEOPATOPUS ilPIIEMHHKOI| PEHTrEHOBCKOrO LI3JIyqEIilTA

POCCITI1CTOTO HAYIIHOTO qEHTPA PEHTIEHOPMT{OJIOI'AI ([IJI IIPIT PHII PP)

Aapec: Il7997,|CII-7, MocKna, ytr. flpoQcorosuar, 86

llorurovo.nm or f occratrAapra Poccuu:

Arrecrar arrpe.4rlrarl?rn Ns POCC RU,000l .2II4M13 or 6 nrons 2005 r.

/ a---
,r'B.ll.XapueHro

t 3 2oo6r.

NPOTOKOA HCTIbITAHI{fi
AAs rI nAEft CEPT:Fr+rrKAU yrlil

t/Ns L-L|2OO6 oT 13 mapra 2OO6 n"

flleura MeAr{ur,rHcKas p elirreuoBcKar rln.s o 6tr1eE p enrreno rp aQ nn

Ea.stman Kodak company (343 state street, Rochester, Ny 14650-1131, USA);
Kodak Industrie (Route de Demigny,7lL02 Chalon sur Saone, r3edex, France);

Kodak de Mexico, S.A. de tJ.v. (Ma;:ianto otero 408, cD Del Sol, Guadalajara,
Jalisco, Mexico, CP 45050)

MXB, MXG, X-sight G/R.A' X-sight L/RA

c ll0 Senpaaxno 02 uapra2006 r.

onpe4eleH ue [rrfl qened cerpru0nraqr{H coorBercrBr{r o6paruoe trnegoK

rpe6oeanHgM |OCT 25642-83, |OCT 25847-83 n Tprnon

Mero.U.{Kr{ r.rcnnraHNfi 0 05.TIIM. iI.

',. BraA,Esqenu.f,:

Irlsrotogqrers:

Traurr usleiuir.:

,{ara rzcnrtraHrrYr;

I-{e;rr lrcnrrralrruit:

r{acruqnas uepenevarra u r<onupdBaHr.re 6es pa:peueHun,LIJI llPIzI ranpeulaercq
P*ylrraru'llcnBrrarllaft pacnpocrpaHqrorc,{ TorIbKo :ra d6pa:uar, froABeprHyrbre r{cnbrraHuflM.
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Bcero nlrcros 7

1. OEIIIUE,AAIII{bIE
I . 1 . HauueHoBaHI{e u34enr4r:

1.2. Tun v3[elrr4e".

1.3. ftop.nnxosrrft HOMep obpaeuor no c icTeMe I{yMepaIIHI{ npeAllp-llffl/ts:I{3ro:roBlzlrejls:

A - MXB, ipoprrtar 18x24;'uaprug J'lb 325gg01, cpoK foAHocrl Ao 17/2007' 1 yn" 100 nl4croB;

s - lvD(g, Qop*ur 35x43, Uaprur l'lb 0943231' cpoK roAIIocrI4 Ao 05/2006, 1 yu'' 100 nucron;

B - MXG, QopMar 18x24, raprnfi Ng 4856551' cpoK roAllocrll: Ao lll2}al' 1 yn'' 100;rucron;

f - MXG, Qopvar 15x40, raprHt ]"1! 2358021, cpoK folHocrD:lo 04/2006, 1 yn., 100flucron;

[ - X.sight G/:A, Qopruar Z4x3},raprtis ]"lb 0971801, cpoK roAllocrpl ao 1t/2007' I 1'n'' 100 nucron;

E - X-Sight GIRA, $oprr,rar,30x40, naprux Ns 0971891' cpoK roAHocrl4 W 1112007, I yr'' 100 nrcroe;

i - t-*frf L/R,A., fropvai 24x30, naprr4c-Ne 0439721, cpoK r:o.4lrocrl'I lo 08/2007, I yu', 100 nrcron;

3 - X;sight L/.RA; fioprrrar 30x40; raprr{s l'{b 0439561, cpor rr)Auocrl. rc 0812007, 1 yn', 100 nucros'

i, 4. O 6|i'h:rcr oro 6pall6r Iae iepufi 1t ofi upoaytcrur'

2. KPATKoB OnucAHIIE lI IIA3HAqEHUE l,/34unplg

flpe4CraeleHHbre Ha llcrlbrraHras fiJreHKH llpeAHil]HaceHbl Ant peFllcrpauuu u:o6paNeHHt IIpLI

Hcc.[eAoBarru.,rx B o6utefi pe'Tre'orp a$uu. flnelrxn I'IMeIOT [Bra sMpIBcItoEII'D( CnOs u upuMe'f,IoTct B

MeIHTIIIT{OKofi nparruKe o KOMnIIeRTaM?I ycI4nI{BaIoIqEX SKpaHoB' ,{nx axcubHl{poBaHlls nJIeHKI{ Ttrna

I\DG [cnoJl63yr:;Cr yCr,uunarcu[e sKpaHbI, I'I3[yiIarcIqHe c]leT n cnnefi, sronetonoft nnu ynbrpa-

Sroaeronoft o6nacru crreKTpa, rnfr opToxpoMarr{qeeKl,Ix rJIeIroK rfirla lvD(G, X-sight G/RA L,

X-sight L/RA - 3KpaHbr; O6laAalotrIue I43JryqeHEeM npel{MyIqecTBeHHO n SeIeHOfi O6'lacrr'r cIIeKTpa'

3. nP OUEAyPA I{CTIbITA lgf1rfi

3. 1. I4lerin$urauux us4elilfi :

, HanMg4oBarrr{e, TLr11 ]r MapKr,rpoBKa coorBercrByror qotrporlortlTenbno.ft aorcyrr'reniaul'IH'

3.2. flponepxa pa6orocnoco6nocrlt:

Pa6o.rocnoco6nocrs cooTBeTcTByer rpe6oaaHusM K AaHIIo My

3.3. Ycrroeux iipouegeHus ucurnauufr :

flnenra Me.4I'IquHcKa.a peHTleuoBcKaf,

MXB, MXG, X-sight G/RA', X-sight L/RA

BI4try I34elIklfi-

Hoprvtamnria Knl,rMarnrlecKfie' ycJIoB]It: reM[eparypa (19'20)oC'

aruocQepnoe,[aBrIeHI'Ie730 - 750 una pr'cr'
Brlaxnocrb Bo3Ayxa 60-70%,

3 .4. flporPar'tua rrcnnrasrafi :

3.4.1. Onpe.{eJregr{e coorBercrBr{f, MapKr.rpoBKa r{ yrraroBKr,l o6pasuor ruIeI{KI{ rpe6onanuxm focT

25642-83.

3.4.2. OnpeleJregne coorBercrBrrlr pa3Mepon o6pa:qon IrJIeHKlt rpe6onannsrr'r |OCT 25847'83.

3.4.3.IlpoaepKa coorBerors:r'fl. o6pa:uoe ueHKI{ rpe6onaHraru Tunonofi uporpauvEr !I MeToAHKLI

r.rcnsrrann6 Me.u{ungcKgx peuTreHoBcKr4x ilrerroK 005.TlIM.lI (nepannorrtepHocrb flJlorrrocrl{

IIoqepHeHlIt, orcyrcrBue Aeif exro B ; TeMrlepnryp a ue$ opuaq]Il{ 3My

reJrbHocrb K ocBelrreHnro HeaKTHHT'IqHBIX Qouapeft,

,ftA Onp vleJIeHI.Ifi p eHTreH o ceHcHToMeTpH qeCKLIX nOr aga1efl eft

Jrr,rcb H a p eHTf eH oce HcI{TOMeTpI.rqecro ft ycTaHoBKe 143;1 r{eHI4 eM,

. Al (AOnOlnurenbHas Qunrrparylr. 20 Nrr{ Al, aHo.[no,s HanpflxeHHe

o6parqu nrIeHKI4 MXB sKcnoHl{poBanucb c KoHTpoJIBHITM

3y-B2,.o6parusrnlerior runa MXG, X-sight G/RA n X-sight L/RA -c
3KpaHoB rran-af enerc 9Y-f 3 .

STOIU

i'Penerc



flporonol Ns 1-l/2006
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Bcero nuctoe 7

4. MET OnbI I,I /-UbITAHI,Ifr

5. U C TIbITATE JIbH OE OE OP-YNOBAHI4E
Ta6r:wta2

Ta6nuua 1

]..lbNe

iln Haulaenoeauv e rloKa3 areJl.g MeroA npoBepKll

1 Mapxuponra u )maKoBKa uo |OCT 25642-83

2 Pa:vrepst no |OCT 25847-83

a tlyecrerare:rbrlocrb K r{eaKTrrHlrtrHoMy ocBelqeHrrro no u"4.3 llporparurrrrr

T̂ no n.4.4 llporparnnitrr

5 Tevmeparypa [naBrIeHI4t sMynbcl{olrnbrx cJIoBB no fOCT 25635-83, rterol B

6 OnpeAerenrlo HaHo ca cepe6pa rro Mero.[ure or 31.03.1995

Peurrerto ceHcI,IToMerpl4 qecKI,Ie rrap aMerpbl no u.4.6. flporpanruu

tryBcTBI.ITelbHocTb So. ss, P- 
t ro OCT 6-17-54-80

opegunft rpa,qtleuT <g> uo |OCT 26903-86

rlJrorrrocrb nyanu Do no OCT 6-i7-54-80

H auMeEo s aHLIe cpe.{crB a

u cnst'ranrafi ra nsltep euufi
Tun 3aB. I{irr{ lrgn. Ns ,{ara'ovepeguofi

rloBepKr{ I artec'ra .us.

P eHrresoceucr.rroMerprlqecraf,
ycTarloBKa

na 6a:e aflnapara
API-2 134028 (u) t6.02.2007

PeHrreuon cxurZ auuapar "flur<xep" 793 216l (s) r6.02.2A07

,{,osulretp WK92G ,49306873U (s) 06.t2.2006

Jlnneftra I{era-iIJII,IqecKat "STAYER'! 2I rarm6ponra or
19.01.2006

Ieucurovetp AII-lM 109025 (g) 30.06.2006

CexynAouep COII, xl.ll e397 (s)

cccP 9s (a)

Tepvoverp prytustft CCCP 9s1 (r)

Becrr rexr:rl{qecKl{e CCCP 401 (r)



6. pE3yJI6TAT6I 14 CII6ITAIIUfr U' Xa,UIIFIE III3ME?EII7a

VcnoBnrre o6osuaqeHrg: "c" - oo e6oeaHuzu HI;
rrg,, _ rre TpedoBaHr4mr HA;

"Hn" - lpe6onauue He npl{MeHtercfi'

6.1,. Hopruarusnrrft qonflrenr: IOCT 25642-83

flpororor Ne 1-1/2006
Jlncr 4

Bcero rnc'ros 7

Ta6ruua 3

Perynrrarst, fl PnMeqaHI'Itl
3axlroqeHue o

COOTBCTCTBHIIParqeJr,
TIYHIff
Htr

Onpegenrentute

xapaKTepHcrllKI{

Tpe6o-
BAHHfl

A E B f A E )I( 3 A E B T A E X 3

lant',te goBau ue nPeAnPI{-

rut-r3roronr,tTeJl{ u ero

onaDgsrft sHax

Hail{que ecTb ECTB ecTh eqTb 9CTb ecTb ECTE ecTb c c c

Iauue--' BaHI,Ie la YaPKa

I,'IEHK}T
HATI,TqHE ecT6 ECTE ecTb ECTE 9CT6 ECTE CCTB ecTb L c

)6osxavenue H,{ HAIIHt{I,IE IIET HCT HET HET HET HCT HET rm HII tm HII HII HII

. Ioratarern rexHIlEIecKrD(
(aPaNTePlICTIIK

yKa3a.Iru€ HET IIET HET TIET HET HET HET HIl HN HIl nu HN HII HN HII

Flovep naPruu yKa3aHI'Ie CCTE ecTb ecTb ecTb ecTb ecTb ecTb eqrb c

[ara lcnorouleHn I,

rapauriafiuuft cPox

xpaHeHLIt

yKa3aHHe :crbt 3CTb ecrbt ecrb' :cTrt 3c.t6' ecrrl 9CT6' c

Konuvecrno, Pa3\{ePbI yKa3aHI{e ECTE ecTb ecTb ecTb ECTE ecTb ecT6 ecTb. c c c

Co4epxanue
udrarmrecnoro cePe6Pa

yKa3aHue IIET HET EET ITET I{ET. HET HET tm HII HN HTI HIl HN HN HN

Vrasauns o6 oceEuleHl'u

npK BcxpBlTI,Il{ 1,I

o6pa6orxe
HaJIlIlIUe lecTh ecTb ecTb eoTt €cTb ECTE ecTb ecTb c c c o c

flpe.uynpexaenNe o

HeAoIyCTLIMoCTI{

XpaHeHI'It B IIPLIC]TSrBI'II{

paAI,IOaKTI{BHOCTI{

HAITI4II{E ecTb ecTb ecTb 9CTlr ECTE ecT6 ecTb CCTE c c c

Y t<a4,awug, no xP aHeHI'[o,

nplIMeHeHHKt u o6pa6orre
ffiUII'TqHE ECTE ecTb ECTL ecTl; ecTb CCTE ecTb ecT6 n c

2.1 (Ynax.
N,ra-repilalSf

CBe'roraulutHrte- tr

BJIaf oHe np oHI,Iuaellble,

IrHepTHbIe K

QororpaQnvecrcl'Iu oJloxM

HCnOJlb30-
BAHI{E

llcn. ucII. HCn, HCII- ncfl. ECn, ncn. !rctl. c c

2.2.Yua-
Ko:iuqectno ltrcroB B

naqKe
?n ?s 5n 100 100 100 100 100 100 100 100 HN t{tr

(,
-t Bn HN HtI I{n

JlttcToBoLl

nneHKI,l

Cn ero nenpo H14qaelr,tuft

uaKeT EIIfl ylaKoBKI{

NAI'KH

r.rcnoJrb30-

BAH14E
IlCIl. ficfl. ucrJ. ucl ucn. ucn. HCn_

14 cnor sao eag ga'veHxtourllit noKa3 areJl b : cPoK roAHo crl't'



llporoxo.n Ne 1-l12006

-Ilprcr 5
Bcero ffrcroe 7

flpogorxeuae ra6nnrlrr 3

Parge:r,
nyHKT

HA

Onpegenneuete
xaParcTepu cTI{KI{

Tpe6o-
BAHU'

Pesyrlrarsri, npuMetraHEq
ilamrc.lenrre o
COOTBCTCTBI,IH

A E B f I E }K 3 A E B r A E nt 3

2.3 (Yna-
KOBLIBAHI{E

n xopo6rcy)

Koruqeqtgo lxcroB B

xopo6xe
50, 75,

r00, ts0
100 100 100 r0c 100 100 100 100

KaproruraS xopo6ra c
rpuurro ft IrJIri Kra[aHoM

[cuoIlb30-
BAIII,IC

ficrl. I4CII. I{cn, wcn. ucn. I.IcII. I{Cn. t{cII. o

Eyuara rro crlrKy KprIIITKTI

ropo6<;r c xopfiycoM
OKITC}I-

BAHI{E
ecTb ecTb ecTb ecTt; ECTL CCTE ECTE CCTE c

2.8 (Ha-
Ag)KHOCTb

fiorpe6[F
relEcxoft

rapbr

Cauolrpenseonrroe
oTKpEIBaIT!Ie

or.yt-
CTBUE

oTc- orc. oTc. oTc. oTc. orc. oTc. oTc. c c

fieQopuauur npu
oTKpEIBaHHLI

orcyr-
CTBI{E

oTc, orc. orc. orc. oTc. oTc. oTc. oTc. c

Muororcparaoe
oTKpbrBaHKe

BO3MOX-

HOCT6
ecTb ECTE ECTE ecTb ecTb ecTb ecrb c

6.2. Ho p uaru(Bnbtr"t AoKynreHT: f O CT 2 584 7-83

Ta6nuua 4

PagAel,

.. nYurqr
HA

Onpege.nnetuste

xapaKTepHcTtrKlt

Tpe6o-'
BAHI{A "

Peyrnrartr, rIpuMeqauufl
3arc.nroqenne o

COOTBETCTBNH

A E B T A E )K 3 A E B F A E
.)t{

3

l.l.
Parueprr

JII,ICTOBbIX

paar,iofpa-

Qlerecrlx
IUIEHOK

Qopr'rar 18x24:.

urHpHHa! MM

,ullI,IHa, MM

178+1
23811

178

238
r78
238

c HII

HII

Hf

dt

HN

HII

HN

HII

HN

HII

HII

Qopr"rar 15x40:

IIrHpr4Ha, MM

An!{Ha, MM

I48+t
'398 r I

l413

3913

HII

HTI

HN

HU

HN

HN ;
HN

HN

HII

HI]

HTI

HII

HN

HII

Qopruar 24x30

ffLlpuHa, MM

EJII{EA, MM

23811
298+1

238
298

238
298

HII

HII

HII

HTT

HI]

HN

ETI

HII

HI]

HN

HII

HN

Qopr',tat 30x40:

IuraPuHa, MM

IrJII{Ha, MM

298+l
29811

298
298

298
298

HTI

HN

tin
HII

HD

HN

HTI

HN

HT

HT

c HN

HII

Qopvar 35x43;

urlPuHaj MM

AIII,IHA, MM

i54r I

430+l
354
430

HII

HN

HN

HN

HI]

HN

HN

HN

EN

IlTI

HII

H.n

HN

HN

Pagryc.cxpyueuur
yIJroB, MM

6-12 6-8 6-8 6-8 6-ri 6:8 6-8 6-8 6;8 $ L a



6.3. IIp o rpaMIH a H j\.I eroAllKa l{cubrraH nir 0 0 5'TIItryI'II

flpororor Ns 1-112006

Jlucr 6

Bcero nucros 7

Ta6nr.rqa 5

PasAer'
nyHICT

HA

Onpeg.eraetrste

xapaKTepI{cTI{KH

Tpe6o-

BAHHfl

Pe:ynrrarr t, flpuMerraHfi q
iSauruqesue o

COOTBETCTBHU

A E B f T E X 3 A E B f A E X J

J.J.
I{yecrer-

TEJIEIIOCTb

K HCAKTII-

HI{tlHOMy

ocBerl{e-

HIIIO

YseaKqeHI.{e

ontr.rt{ecxoft

ffIOTHOCTI,I

HaA ByaJIBIO

:1S No I172

s 0,1

0,00 0,00 c gn HN dll HN HN HN

/QNe 1072 0,00 0,00 0,00 0,00 0,00 0,00 0,00 o,tJo c

/QNr 1042 0,00 0,,00 0,00 0,0 ) 0,00 0,00 0,00 0,00 o

(E) npu

3KCIIOHT_
c/$ Rl
(Agfa)3

0,00 0,00 0,00 0,0{) 0,00 0,00 0,00 0,00 c c

/o GBX-2
Kodak) a 0,00 0,00 0,00 0,0,) 0,00 0,00 0,00 0,00 c c c

Pesercc

oH-14
0,00 0,00 0,00 0,0 c 0,00 0,00 0,00 0,00

3.4 Hepaeuotutepnocrr
flo.repuenux, E

srO,08 0,01 0,02 0,02 0,02 0,01 0,02 0,01 0,03 c L L

,{eQexrn 3Mynbcnn )TcyTcTBI{€ oTc. oTc. oTc. oTc., oTc. oTc. oTc. orc.

35 leuueparypa geQoplraqun

)MyJIBCI{OHHbIX C.'IOeB, "c
>70 89 89 >93 >9:i >93 >93 >93 >93 c c

JO Hauoc cepe6pa, riuz He pefn. 3.3 2,5 2,ri J,O 3,6 HN trn HII HU HII HN HII

3;t.
Pesrre-

HOCEHCI,IJ

TOMeTpll-

qecl(fie

rloKa3a-

TerI{5

Pyvuan o6pd6orxa B npoflBHTeJIe "Penrres-2r' (200C, 6 rrruu

{yecrunrelruocrr'P-l'' z 550-400 600 800 HII HN HtI HN gn HIr

Cpensnfi rpa[seHr 22,4-2,0 2,8 3,0 HN HI] HTI HN Htl HTI

fho'urocu svanu. F < 0,20-0,3c 0,06 0,12 HN an Im t{r HTI HII

9vecrgp{rensHocrr. P-' > 1200j80t 1700 I 850 l5s0 I 600 I 700 I 650 Hrt HN c

Cpe.quuft FpaAIreI{r > 2,6-2,l .tA 2ri 3,1 )) .2.,2 HN HTI c c

fkoruoorr eyarlt, E s,0,10-0,2( 0,01 0,c4 0,01 0,01 0,01 0,03 FIN HN c c c

AeroMarrr.{ecrax o6pa6orKa B peaKTlreax X-Omat EXII/RP X-Omat LO r}upnrur Kodak (33'C; 2rZ vtu )

9yec,uurelrnocu, P" z 550-400 700 950 c c [l] HN HI HN HtI

Cpe4unfi rpaArreHT >2,4-2,0 to 3,0 dll HN HN HT HII HTI

fllornocrs ryalu, E < 0,20-0,30 0,07 0,14 tT gn t{Il HI HII fIII

gyecreure-lrHocts, P-l > 1200-80c 190C 2200 1900 I 850 200c I 950 HN HN c

Cpetuut rpa{}reHr >2,6-2,1 2,6 3,1 2,2 2.3 HN HII c

flrorHOcrb ayalti, 5 0,10-0,2( 0,02 0,06 0,03 0,03 0,03 0,03 HII HN c c ? c

2 PacctorHHe or Qonipr .lo nobepxHocru pa6overo cro.:a 70 cn.
t PacsrosHr.re'or Sonapx tro noBepxHocrl.r pa6oqero crora 140 cu.
o Pu""ro"Hrae iir $orap.r ilo floBepxHocrra pa6overo cro.ra 100 crr,r.

5 B rpaQe "Tpe6ouaunr" npnnegeHu HopMbr peHrreHoceuchroMerpffqecK[x noKa3a

rapaurHftuoro cpoxa xpaHeHu.c. floxa3arell o6pasuoe A u B onpele{l,rJluch c aK?aHaNrH

Xs3-coKDaHaMH3Y-f3.
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EC Decluration of Conformilt

We Erenler Medikal Co.,Ltd. herewith declares under its sole rer;ponsibility that the item of product
specified below satisfies the essential requirements of the EC Me:dical Devices Directive 93l42lEC
with amendment2007l47/EC directive which are apply to it.

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

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 1041:200g, llN ISO I4g7l:20t2, EN ISO
13485:2012

Manufacturer: Erenler Medikal Co.. Ltd

Ikitelli o.S. B. Fatih San. Sitesi 38 Blok No: 314 34490- Basaksehir Istanbul /Turkev
Tel : +90 2t2486 00 37 (140) Fax: +90 2124860038

Country of Origin: Turkey

On Behalf Of Manufacturer:

Name: Ercan Taslicukur

Position: Vise President

Date-Place : Istanbul-Turkey

Signature-Stamp:

lxirurl oRG.sAN.BoL.r'.qriH sawA,vi sir. r-e BLoCK No:3-4 ses.\rsnHin l IsTANBUL
TDLr+90 212 496 00 37 FAX:+90 212 486 00 38

)m.tr
Ikitelti V,D :354 015 10 62

FR-003 / 00 / 09.06.201 I REF.: pR-0U
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EC Decluration 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 Merlical Devices Directive 93l42lEC

with amendment2}}7l47/EC dfuective 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

Conformify Assesment Route: Annex VII
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13485:2012
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