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A

i

f din - iulie 2018

N D"é'numires - Firma producitoare, Tara
1. | AZOPIRAM p/u 100 mi solutie gata | ZA0 “Medtest”, Federatia Rusa
., | Indicator pentru umtrolul Sterilitagii 171515 N1000 1T ZAO “Mediest”, Federatia Rusa

3. iudicator péﬁl’;’u contr_ulul steriiiiﬁ{ii 121720 N1000 ZAO “Medtest”, Federatia Rusa
4. | Indicator pentru controlul sterilitiyii 134/18 N1000 ZA0D “Medtest”, Federatia Rusa
5, Indicator pentris controln) sterilitatii 134/20 N1000 CZA0 *Medtest”, Federatia Rusa
6. Indicator pentru controhil seerilitdfii 134/4 N 1000 ZAO *Mediest”, Federatia Rusa
7. | Indicator pentru controlul sterilirdtii 134/3 N1000 ZAQ “Medtest”, Federatia Rusa
8. Indicator pentri controful sterflitdtii 134/7 N1000 | ZA0 *Medtest”, Federatia Rusa *

Iicator pentru controful steriliti(it prin aburi IKPS ~ 120/45 N1000 ZAQ “Medtest”, Federatia Rusa
0. | (EXTERN) 3
10 ' Indicator pemtm controlul stev ﬂltagn p: i aburi IKPS ~ 137 20 N1000 - ZAG ‘*M cdtcst” ’Federana Rnsa*'

L {EXTERN) :

Indicator pentru contralui >tar1ht§m prin 'ﬁmn IKPS WN ~ 120/43 N100Y ZAO Med’mt” Federatia Rusa
UL | GNTERN) :
2 ladicator pentra comrmul sterilitipii prm abuu IKPS Y N f’OI - 132720 ZAO ‘a\'ledtegt”, Federatia Rusa

“ | N1000 (AINTERN)

Indicator pentru controlul sterilititii prin acr TKPS = 180760 Nl{)O(J ZAO *Medtest”, Federatia Rusa
13 L BOERN e cvcmt s s L 4
14, }n\c@ncat@;p\mﬁgg i;ﬁ;iitra!ui sterilitagii prin agr IKPS VN/O1 = 180/60 N1000 | ZAO “Medtest”, Federatia Rusa

“ L {INTERN)

15. | Pachet pentru sterilizare 905230 N100 ZA0 “Mediest”, Federatia Rusa
% Pachet pentru sterilizare 100x200 8100 ZAQ *Medtest”, Federatia Rusa
7 Pachet pentru sterilizare 150x230 N100 ZAO *Medtest”, Federatia Rusa
18. | Pachet pentru sterilizare 200x330 N160 o ZAQ “Medtest”. Federatia Rusa

ex. St Constantinovici

0(22) 574679

B

Elena PALANCIUC




VIMEQTECT dopua NC-1

CAHKT-DETEPEYPT

3A0 "MeaTtect”, 1891002, C.-MletepSypr, yn. Pasveaxas, 4.5, 7./¢: (812) §72-2395, 710-8171, 710-8149, 710-8170,

NMACNOPT COOTBETCTBUA
UHavkaTop Xumudeckam
ANs KOHTPONA BO3AYyLUHOW cTepunusaumm IKBC-"MepTtect"-180/60
MKBC-180 (+3)°C — 60 MUH. (+5) MuH.

{Mapka, napamMeTpbl, pexumel)

HPWM.932719.008 NC

Knacc ucnonrenmns no FOCT ISO 11140-1-2011 — 4 (MHOronepemeHHbIe)

Homep roc. peructpauun Ne ®CP 2010/06854 ot 26.02.2010r, Cepua Ne | 151017
TY 9398-001-53262326-2009 HaTa nsrorosnenna 10 2017
r':,i Tokazarenu TpeGosahuna TY PesynbTaTel aHanusa
1 2 3 4
CoorBeTCTBME COCTaBa : i
1 KomnnexTy HT 1,841 COOTBETCTBYET
9 CootBetcTeHe MapKUpPOBKHM,

YNaKoBKK 1.4, 1.5 COOTBeTcTByeT

121,123, 124,125,126,
1027, 1.2.40: 1.2.144.:.9:212. 1213, cooTBeTcTBYET
12.14,

CoovBeTCcTBME BHEWHEro BUAA
UHANKATOPOB

YCTORYMBOCTE K BO3EHCTEBHIO

4 CTepunu3yoUlnx (pakTopos B 1.2.17. COOTBEeTCTBYET
YCOBUAX OTCYTCTBUA Napa

CooTtBetCcTBHE
SKCNNYATALUWOHHLIX KAYECTB ; s

5 MHAMKATOPOB B pernaMeHTHLIX 1.2.18,, 1.219,, 1.2.21. COOTBETCTBYET
3HaYeHUAX

6 CpoK ropHoCTH e coorseTcTByeT

36 MecsUeB ¢ AaThl U3rCTOBMEHUA

Wenbitanna, nosepkn nposeneHs B 06beme NpeabsiBUTENbCKUX UCTBITAHWUNA

3akntoyerne;

Npodykyus coomeemcmeyem HopMamueHsIM mpeboeatusm, TY 9398-001-53262326-2009, TOCT

1SO 71140-1-2011, 200Ha k ucronb3o8aHuio 8 coomeemMecmMeuUis ¢ HasHavyeHueM U o6nacmeio
npuMereHus.

HauyanbHuk XTY

Komnnexrauuio B cootBeTcTBMM
C 3aKa3 - HapsAOM NpoBepUr]
HauyansHuk ynakosouHoro yyacrke)

% OTnyck paspewwun
%, HavambHuk npovssopcTea

...........




dopma MNC-1

VIMEQATECT

CAHNHKT-NETEPEYPT

SAO "MeaTecT", 191002, C.-Metvepbypr, yn. Pasweaxan, A.5, T./d: (B12) 572-2395, 710-8171, 71.0-8149. 710-8170,

NMACNOPT COOTBETCTBUA
UHamMKaTop XuMUYecKnii
NS KOHTPONS NapoBoi cTepunusaumn VKMC-"Mearect"-132/20

UKMNC-132 (+2)°C — 20 MUH. (+2) MUH.

(napamMeTpb pexuma)

HPWUM.932719.007NRC

Knacc ucnonxenma no MOCT ISO 11140-1-2011 — 4 (MHoronepeMeHHbIe) 0T
Homep roc. peructpauun Ne ®CP 2010/06854 ot 26.02.2010r. Cepua Ne
1
TY 9398-001-53262326-2009 [ata narotosnenns | 102017
:;:l MokasaTtenwu TpeboBaHus TY Pe3ynbTaThl aHanusa
1 2 3 4
CoorBeTcTBME COCTaBa
1 komnnekty HTA 1.3.1. cooTBeTCTBYET
2 Mapkuposka 1.4, COOTBEeTCTBYeT
CooTBeTCTBME BHEWHEro BUAa, 1.214.,123.,124.-1.25,127,
2 OKpacku 3TanoHa 1.213.,1.2.18., 1.2.21. QqorecucTIRNeT
YCTORYMBOCTb K BO3NEWCTBUIO
4 CTepUMM3yIomMX HaKTOpos 1217, 1.2.21. cooTBeTCTBYeT
CoorBeTcTBHE
5 3KCNIyaTauMOHHLIX KauecTs 1218 .
MHAWKATOPOB B PernamMeHTHbIX LS el - U
3HaYeHuAX
6 Cpo 1.2.25.
PaKraAHoeTM 36 Mecsiues ¢ are! U3roToBNeHMs GRGFBRIOREMEr

WenbiTanus, noBepku npoBefeHsbl B 06bemMe NPpeAbSBUTENbCKUX NCABITAH Wil

3aknioyenve:
npodyxyua coomeemcmeyem HoOpMamueHsiM mpeboeaHusM, 200Ha K ucnonbsoeauwo e

coomeemcmeuu ¢ Ha3HavesueM U obnacmeio NnpuUMeHekHus.

HavanbHuk XTY

KoMnnekTauwio B cooTBETCTBAM
: C 3aKa3 - HapRAOM NnpoBepun
\'. HaHaJ’leVIK YNakoBOYHOIo yyactka

N OTnyck paspetunn
HauanbHuk npousscgcTsa




mMEnTECT dopma NC-1

CAHKT-DSTEPEYPT

3A0O "Meprtect", 191002, C.-Nevep6ypr, yn. Pasveaxan, 4.5, T./d: (812) 572-2395, 710-8171, 710-8149, 710-8170,

MACNOPT COOTBETCTBUA

NHankaTop xumuyeckuit ofHOPa3oBoro MPUMEHEHUs ans KOHTpONA BO3AQYLUHOW
crepunusauum NKBC-BH/01-"MegTtecT"-180/60

UKBC-BH/01-180 (+3)°C — 60 MuH. (+3) MuH.

(Mapka, napamerpbl, pexumbi)

HPWM.832719.006 NC

Knacc uenonynenus no FOCT ISO 11140-1-2011 — 4 (MHoronepemeHHbIg)

Homep roc. peructpauun ©CP 2008/03222 o1 03.09.2008 . Cepusa Ne (060217
TY 9398-007-53262326-2008 Nara usrotoBneHus | 02 2017
:ﬁ' MNMokazatenu Tpebopanus TY PesynbTatel aHanusa
1 2 ' i - 4
1 CootBeTcTBME cocTaBa 131, cooTBeTcTBYeT
- komnnekty HT[
2 CooTBeTcTBHE MapKUPOBKK 1.4, COOTBETCTBYeET

CooTBeTcTBHe BHElHEro BUAa, iy 4
3 MHAXKATOPa, YNaKoBKH 12.1., 12,3, $2.7-1.211.. 1247 cooTBeTCTBYeT

4 YCTOWYUBOCTL K BO3AEHCTBUIO

CTepUNU3YIoWUX aKTOPOR 1.2.12. cooTBETCTBYET
| CooraetcraMe
IKCNAYATALMOHHLIX KaYeCTR ,
5 HHAMKATOPOB B PernameTHLIX 1.2.13.,1.2.14. cooTBeTCTBYET
3HaYeHusax
6 Cpoxk rogHocTH 1.2:48. COOTBETCTBYeT
36 MecAUeB ¢ AaTbl MIroTOBNEHS

WcnbiTanns, nosepku nposeaensl 8 06veme NPeABABUTENbCKUX UCMBLITEH U

3aknw4eHue:

npodyxyus coomeemcemeyem HOpMamueHLIM mpeboearuam, TY 9398-007-53262326-2008, FOCT ISO 11140-1-
2011 200Ha k ucnonssoeanuro a coomeemcmeuu ¢ HasHaveHueM U 06nacmbo npumeHeHus.

N HavaneHuk XTY

Komnnekrauwio 8 COOTBETCTBUN
C 3aKas - HapsaoM nporepun
HavyanbHuk ynakosoyroro yJyacrka

N OTnyck paspelumn
HaqaanMK npoussozcTea




mMEnTECT ®opma NC-1

CAHKT-NETEPEYPT

3A0 "MeatecT", 191002, C.-Mevepbypr, yn. Pasbeaxasn, .5, T./d.: (812) 5_7%-2395. 740-8171, 710-8149, 710-8170,

NACMOPT COOTBETCTBUA
MNHauKaTop XUMUYECKWi A OQHOPa30BOro NpUMeHeH!s OnK KOHTponA
napoBo# cTepunu3auun WUKMC-BH/01-"Mearect"-132/20

132 (£2)°C / 20 MUH. (+2) MUH.

(napameTpsl pexuiMa)

HPWM.932718.005NC

Knacc ucnonHenus no FOCT 1SO 11140-1-2011 — 4 (MHOronepeMeHHbIE)

1
Homep roc. pervcTpaumm Ne GCP 2010/09764 o 30.12.2010r. Cepus Ne | 130617
TY 9398-003-53262326-2006 [aTa »aroToBJieHAS 06 2017
Ne n!n" Moka3zaTenw Homepa nyHKTOB TpeBoBanun TY PeaynbTaThbl aHanu3a
1 CooTEEeTCTBME COCTAEA 121.123. 131,152 COOTBETCTBY®ET
komnnekty HTQ
2 Mapkupoeka 1.4. cooTBeTCTBYET
CooTBeTCTBUE rAabapuTHLIX 12.4.,1.25.,1.26.,127,1.28,129,
3 pa3mepoB, BHelWHero BUAa 1.2.10. CRIIEEMGTRYET
YCTONYUBOCTb K BO3/IeCTBUIO
4 cTepunuayrowmx hakTopoB B 1.217. cooTBeTCTBYyET
YCNOBUAX OTCYTCTBUA Napa
CooTBOTCTEBUE
3IKCNIYaTAUUOHHLIX KaYeCTB
5 UH/AMKATOPOB B POrNaMeHTHbIX 1.2.14.,1.2.15.,1.2.16 cooTBeTCcTBYeT
3JHAYEHUAX
1.2.21.
6 c
POk-TORHOGT 36 mecsles € 0aTbl UroToBMSHUA e L

WcnbiTaHusA, NoBepPKM NpoeeaeHbl B 06beMe NPeABLABUTENbEKUX NCRbITaHNH

3akno4yeHve:

MpoAYKUUA COOTBETCTBYeT HOPMAaTUBHBIM TPeBoBaHWAM, FOAHA K UCMONbL3OBAHNIO B COOTBETCTBUAN C
Ha3HaYeHUeM U 06NacTLIO NPUMEHEHHA.

HauvanbHuk XTY

Komnnexkraumio B COOTBETCTEUW
C 3aKas - HapAaoM NpoBepun
HavanbHuk ynakoBo4HOro y4actka

OTnyck paspewnn
A Havaneruk npoussopcTaa
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|

VIMEATECT

CAHK‘I’-HITEPSYPF

3A0 "Meavect”, 191002, C.-Nevepbypr.

oopma NC-1

yn. Pasnwe3anasn, A5, T (812) 572-2395, 710-8171, 710-8149, 710-8170,

MNACMNOPT COOTBETCTBUA

WHANKATOP XMMUYECKMA OQHOPa3oBoro NPUMEHEHUs1 ANA KOHTPOIA

napoBOW CTepunu3auuu MKNC-BH/01-"MegaTecT"-120/45

120

(+2)°C | 45 muH. (+3) MWH.

(NapameTpul PeKAma)

HPIM.932719.006NC

Knacc nenonreruna no FOCT 1SO 11140-1-2011 — 4 (MHOrONEPEMEHHBIE)

W

4 031116
Homep roc. peructpauum Ne ®CP 2010/09764 ot 30.12.2010r. Cepus Ne
TY 9398-003-53262326-2006 flata usroToBnexns | 112016
. Moka3sarenv Homepa nyHkToB TpeGoBanuin TY PeaynbTathl aHanusa
............. o P : T SOOI e : e
g | Coqupsrgnoua-tosiapd o BT W B | cootsercrayer
komnnekty HTQ !
2 MapkupoBKa i 14. COOTEBETCTBYET
I CooTBeTCTBME raﬁapu;"rumx s 1 2.-4,., 1E 1,2.61_1:2.7., 1.2.8,, L = o
3 pazMepoBs, BHELWHErO Buaa : 1.2.9.,1.2.10. £00TBLTETBYAT
VCTOMYMBOCTD K BOIAEACTENIO | '
4 CTEPUAM3YIOWKX (PaKTOPOSs B 12807 coorBeTcTBYeT
YyCNOBUAX OTCYTCTBUA napa
CoorseTcTEMNE T
KCANYaTaUMOHHbLIX Ka4ecTB L
5 AHAMKATOPOR 8 PernaMenTHLIX 1.2.14.,1.2.15,1.2.16 cooTBETCTBYET
SHAYEHUAX N S S S TP Sy e = SN N =
5] : CpoK rogHoCTH 1.2.21,

|
!

36 mecaueB ¢ 4aTbl UIroTOBIEHUA

coorBercrByeT

NWcnblTaHW|, NOBEPKWN NpoBefEHbl B obveme NpeabABUTENBCKUX MCnNoelTaHWi

3aknyeHne:

Mpoaykuna COOTBETCTBYET HOPMATUBHLIM Tpeﬁoaanunm, rogHz K MCNONL308aHNIO B COOTBETCTENKM C
Ha3zHavyeHueMm m ooNacTbio NPUMEHEHUS.

HavyanbHnk XTVY

Komnnekrauuio B COOTBETCTBUN
C 3aKad - HapsaAoM MpoBepur:
Hau4anbHWK yNakoBOYHOro yyacTka

OTnyck paspelnn
HavankHnK NPOX3BOLCTEE

i ’:{{_mw

i

M.A. BopoTHuukasa




¢opma NC-1

LIMEATECT

CANKY-NETEPEBYPT

. 1 = I 0,
3A0 "MegTtect", 191002, C.-NeTepGypr, yn. Passesaxkan, 4.5, T./d: (812) 572-2395, 710-8171, 710-8149, 710 817

NMACNOPT COOTBETCTBUA
MHaMKaTop XMMUYECKUIA OAHOPA3oROro NPUMEHEHNS
ANS KOHTPOMS MPOUECCOB CTEpUNU3aLnm

"Mentect"-134°C/5 MmuH
HPM.932821.005 1C

Knace uenonHerus no FOCT ISO 11140-1-2011 — 4 (MHoronepemeHHb!e)

Howmep roc. peructpauyunu Ne®CP 2009/05786 ot 30.09.2009 Cepua Ne | 151017
TY 9398-008-53262326-2009 faTta nsrotoeneHus "10 2017
Mokazarenu TpeGoBaHua TY Pe3ynbraTbl aHanuaa
Ne n/n
. " — - ; ' B i 3 ' 4
4 CooTBeTCTBME BHEWHRro BUAA 1.21.,1.23,125,1.2.9.,1.2.11,, cooTBETCTBYeT
UHAMKaTOpa 1.2.16. _
CooTBeTcTBME COCTaBa
2 ynaxoBku, komnnekry HTA, 13,146,147 COOTBETCTBYET
MapKMpPOBKH
CooTBeTCTEME LUBETOBOMW
3 FaMMbl TEPMOMHAUKATOPHON U 1.2.20,, 1.2.24. COOTBeTCTBYET

_uBe'rosoﬁ MeTOK UHAKKaTOpa

CooTBeTcTBHE B YCNOBUAX
4 TapaHTUPOBaHHOro

L.2G, OTBeTCTB T
AOCTUKEHUA KOHEYHOTO 12627 L ye
COCTOAHUA
Mposepka HecooTBETCTBUA B
CNOBUAX HeAOCTUKEHUA
5 }(’oﬂe“oro : ;‘cmn“u‘; . 1.2.25., 1.2.27. COOTBETCTBYET

HacblWeHHOM nape

HPOBBpKa HEecCoOTBeTCTBMA B
6 YCITOBUAX HenoOCTUXKEHUS

KOHEYHOrO COCTOAHUA B CYXOM 1222.,1226. cooTBeTCcTBYET
ropa4Yem Bo3ayxe
7 Cpok rogHocTH 1.2.32.
i 36 mecsiLeB ¢ AaTbl KIrOTOBNEHNS cooTRoFEIEYeT

WUcnbiTannsa, nosepkn nposeaeHsl B 06beme NPUEMO-CAATOUHBIX UCMbITAHUNA

3aknwueHue:

ITpodyxyus coomeemcmeyem HopMamueHsiM mpe6oeanusim, TY 9398-008-53262326-2009, rocr
ISO 11140-1-2011, 200Ha K ucnonb3oeaHulo @ coomeememeuu ¢ HasHaveHUeM U obnacmeio

npumereHus.
/

V74 M.A. BopoTHuukas

Havanbuuk XTY

KoMmnnekrauuio B cooTsetcTaum
C 3aKas3 - HapsiAoM NpoBepun
HauanbHhuk ynakosouroro yyacTka

Ornyck paspewun
HavansHuk nponseogcTsa

- el s 2 F




3A0 "MearTecT", 191002, C.-MleTepGypr, yn. Pasvesxan, A.5, 7./t: (812) 572-2395, 710-8171, 710-8149, 710-8170,

MNACMOPT COOTBETCTBUA
_ NHAWKaTOP XUMUYECKUI
ANA KOHTPONA BO3AYLWHOW cTepununsauum MKBC-"MegTecT"'-180/60
UKBC-180 (£3)°C — 60 MuH, (+5) MuH.

(Mapka, napameTpsl, pexXuMbl)

HPM.832719.008 TNC

Knacc ncnonHennsa no FOCT SO 11 140-1?2011 — 4 (MHoronepemeHHbie)

Homep roc. peructpayinm Ne ®CP 2010/06854 o1 26.02.2010r. Cepus Ne | 551114

TY 9398-001-532623286-2009 AaTa narotosneHns |11 2014

Fak | .

; rthl;t Mokasatenu Tpe6oBaHua TY PesynbTaThl aHanunaa

e . 3 i - = - -

; CooTBeTCTBME COCTaBa :

[ 1 komnnekty HTA : 1.3.1. cooTBeTCTBYEeT
p |/GOOTEETCTEWE MAPKWPOBKY,. | 14 1.5, COOTBETCTBYET

yNaKoBKu - _

- : 0 121.,123,124.,125., 128,
CooTBercTBUE BHEWHETO BYAa | e L e ) :
3 MHAWKATOPOB 1.2.7.,1.2.10,, 15.21114“1.2,12., 1.2.13,, COOTBETCTBYET

YCTOWNNBOCTL K BO3ASHCTBHUIO
4 CTEepnIn3yiLuxX hakropos B - 1.217.

COOTBETCTBYET
| YCIIOBUAX OTCYTCTBUA napa
CoorBeTCTBHE .
SKCMNyaTalMOHHbLIX KaYeoTB :
5 MHAWKATOPOR B PErnaMeHTHLIX 1248 1249 1221 CooTBeTCTBYET
3HaYeHKAX
6 Cpok rogHocTH L2238,

COOTBETCTBYET
j 36 MecslLes ¢ gaThl MIroTIBAEHUA y

WenelTanns, noBepkn nposefeHbl 8 06Leme NPERLABUTENbBCKUX UCNbITAHN

3akntodeHue:

lpodykuus coomeememeyem HOPMamueHbLIM m’pe6oeaﬂugM, TY 9398-001-53262326-2009, FOCT
ISO 11140-1-2011, 200Ha k ucCAONB308aHU & coomeemcmeul ¢ HazHaYeHUeM U4 0613CIbI0
NPUMEHeHUS,

o

. S
# wﬂ{( S
HavyanbHuk XTY St M.A. BopoTHuukas
. 7,
7 i . " //
) Komnnekrauuo B cooTeeTcTaMm M Vi
b, C 3aKas - HapsAoM Nposepun - _’,{"_ L —
- 4 HavansHuk ynakosoqHorg yyactka 7~
4 = o o ’ . 7
| o <
TNYCK paspeuinn i
Jla— TS ),

. HavanbHuk npoussoacTsa
X :




WMEHTECT | L N we e s

AHKT-METEPBYPTI

c
3A0 "Meptect", 191002, C.-MeTepBypr,

MACMNOPT COOTBETCTBUA
WHauKaTop XMMUYECKNIA 0AHOPa3OBOro NPUMEHEHUS NSt KOHTPOSSA
napoBon ctepunusaunu UKMC-BH/O'l-"MearecTt"-132/20

132 (£2)°C / 20 MuH. (+2) MUH.

(ﬁa_béih"e?rpéi' pexuma)

HPIM.932719.005MC

Knace ucnonHerns no fOCT ISO 11140-1-2011 — 4 (MHOronepemetiHbie)

Homep roc. perverpauun Ne ©C:P 2010/09764 ot 30.12.2010r. Cepus Ne | 331114

TY 9398-003-53262326-2006 Hata narotoBneHus 1012014

Ne a/n n-o;lgé;;érenu - | Homepa nyhkToB Tpe€oBannn TY Pe3ynbTaTthl avanuia

CooTBeTcTBUE COCTaBa 3

1 : KOMI’Iﬁe;TyBHTﬂ 2 124,128,131, 1868 COOTEETCTBYET
2 | Mapxuposka S L 1.4, CoOTBETCTBYET
o CootBeTcTEME rabapuTHbLIX 124,125, 1.26,12.7., 128,129, :
’ Pa3MepoB, BHeWHero Buaa 1.2.10. SReTEENomEeT

YeTOMYMBOCTE K BO3AEHCTBUID

4 CTepunuayoux hakTopoB B 1247, COOTEETCTBYET
 YC/IOBUAX OTCYTCTBMA napa

HHbIX Ka4ecTs

® | WHauKaTopoB B pernameHTHLX | 1214, 1.215, 1.2.18 cooTBeTcTBYyeT
3HAYEHUAX
6 Cpok rogrocTH 1.2.21.

. g OOTEETCTBYE
36 MecCALEB C AaTbl UIIOTOBNEH WA - G Al

WicnelTanns, noBepkn NpoBeAEHbl B 06beMe NPeaAbIBUTENbCKIX MCMbITEH M

3aknioyerwve:

MpoAYKUMA COOTBETCTBYET HOPMATUBHLIM TPeBOBaHUAM, roaHa K UCTNOJTbI0BAHUIO B COOTBETCTBUM C
Ha3HaYeHNeM U 0GNACTLI NPUMBHEHWS.

& HavyansHuk XTY
v".‘;:{\‘:\l. -
,-f";;'"\:\ . ~ KomnnexTauuo B cooraetcTamn
R s, ¥ ~ C3aKas - HapsaoM Nposepun
“ fof R, Ha S HIAK UHO!
oy, \? : . HarbHK YNaKoBOYHOMO y4acTka

. * X Otnyck paspewmn
L ERRTESe HauanbHuk nponasogcTea




FORMULAR INFORMATIV DESPRE OFERTANT (F3.3)

[Ofertantul va completa acest formular in conformitate cu instructiunile de mai jos. Nu se vor
permite modificdri in formatul formularului, precum si nu se vor accepta inlocuiri in textul
acestuia. |

Data: 22.02.2019

A. Ofertanti individuali

Licitatia publica nr. 2fa87306f4fd4d4ca8cale78bdd7b089
Pagina 1 din 2

L

Informatii generale

1.1.

Numele juridic al ofertantului

SA .M-INTER-FARMA”

1.2.

Adresa juridica a ofertantului in
tara nregistrarii

mun.Chisinau, str.Grenoble, 23,21 MD-2025

1.3.

Statutul juridic al ofertantului

Proprietate

Privata

Formi de organizare juridicd

SA

Altele

INDO 1003600005263

1.4.

Anul inregistrarii ofertantului

12.05.1994

1.5.

Statutul de afaceri al
ofertantului

Producator

Agent local/Distribuitor al
producatorului striin

Agent local/Distribuitor al producatorului strdin

Intermediar

Companie de antrepozit

Altele

1.6.

Informatia despre
reprezentantul autorizat al
ofertantului

Numele

Palii Nina

Locul de munci si functia

SA ,M-INTER-FARMA”, jurist

Adresa

Telefon / Fax

022/904-007, 904-006

E-mail

nina@minterfarma.md

1.7.

Numarul de inregistrare pentru
TVA

0207934

1.8.

Numarul de identitate al
ofertantului pentru impozitul pe
venit (pentru ofertantii striini)

1.9.

Ofertantul va anexa copiile
urmatoarelor documente:

Conform FDA.

Informatii de calificare

Numarul de ani de experienta
generald a ofertantului in livriri

24 ani
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o _ Anexa la Avizul sanitarnr. 334 din 30 41 2017
= N ~ Denumirea ‘produselor _Fir_ma..prodUCétoare Tara s
s . (HciMMeHUBaHMe npoayKTa) i Saiks
1 | Aspirator de saliva 15cm N100 /DISPOTEC]—I Dlspotech Itaha_
. 2 | Burete hemostatic steril __Nr.2_4 _}Qxle}_Q mm . Dlspf):t:e__ch, Ttalia
3 | Husa p-u fotoliu stomatologic 33cm x25cmN1 gt L’Dispot‘e'ch:, Italia .
4 | Husa pentru fotoliu stomatologic din 2 ‘componente 0 Dispotech, Italia
5 | Manusi din nitril / Akzenta Dispotech, Italia
3 Manusi din latex XS, S, M, L, XL nepudrate I, W
s : aysia
microtexturate MEDIC-DENT 5
; Manusi din nitril albastre XS, S, M, L, XL nepudrate Sl
: 0 : aysia
microtexturate MEDIC-DENT A 5
; Manusi-din nitril verde X8, S, M L XL nepudrate R
., Malaysia
microtexturate MEDIC—DENT - i
9 | MASCA in 3 straturi cu elastic DISPOTECh N50 _ Dispotech, Italia
10_| MINI-RULOU din vata Nr.1 300 g Dispotech, Italia
|11 | MINI-RULOU din vata Nr.2 300 g Dispotech, Italia
A : : ZAO Yaroslavli-Rezinotehnica,
12 MUSAMA:EII_:VIEDICAL.A i . i Fodertania _
13 | Rulou de pachete p-u steriliz. instrum. 100Mm X 200m, Dispotech, Itah'c__u
14 | Rulou de pachete p-u steriliz. instrum. 150mm X 200mm |  Dispotech, Italia
_15 | Rulou de pachete p-u steriliz. instrum. 200mm X 200m Dispotech, lialia
(16 | Rulou de pachete p-u steriliz. instrum. 250mm X 200m. __ Dispotech, Italia
| 17 | Rulou de pachete p-u steriliz. instrum. 50mm X 200m. Dispotech, Italia
L 18 | Rulou de pachete p-u steriliz. instrum, 7Smm X 200m. Dispotech, Italia
19 | SERVETEL stomatologic 45cm X 33cm, 3straturi NS00 Dispoteciy, Italia
|20 | SERVETEL stomatologic 509m_X 60cm rulou cu legare Dispotech, Italia

Adju ;ipulun sefsz?.mta/jlv7
statal Réﬁuﬁ_‘lxcu Moldova f{ ¥
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| CARESTREAM HEALTH SA !
" CENTRE "LES TUILLIERES™
msns CITE-DUEST 2 = =
o EUROPAISCHE UNION
S PG W N EUROPEAN UNION - UNJON EUROPEENNE -
2
Emmanger Consigneg ~ Destmata:re Destinalaric LINION EUROPEA
-INTERFARMA
bt s URSPRUNGSZEUGN!S
| 2025 CHISNAU CERTIFICATE OF ORIGIN - CERTIFICAT D'ORIGINE
| WMCLDAWIEN CEATIFICADO DE ORIGEN
3 Ursprungstand - Couniry of arigin - Pays d'origine - Pals de erigan
A USA
4 Angaben {ber die Befdrderung - means of ranspor - SBemkungenwemm)mﬂm-mm
expédition - expedicion
Swralenverkehr
Rechnung 9010582566
]
[ —_—
6 Laufendie Numiner- Zeichen, Nummern, Anzahil und Ar der Packstiche; Werenbezeichnung 7 Menge =
ftern no.. marks, nos., number and kind of packages, description of goods Ouan!ilyy
Nb. de pos.. marguage, nos., nombre et natuse des colis, description de marchandises Quantité
Ao die owrien, MAICas, NOS., mmfmwmm descripcion de tas mencancias Cantidad |
Netio {KG) ;
5253349 Medt X-ray GreenWiXG Film 13X3 8cm 100SH | 92.400 i
USA ! |
ROENTGENPLANFILM NICHT BELICHTET
1732728 MiN-R S Fitm 24X30cm 1008H 9.885
USA
l ROENTGENPLANFILM NICHT BELICHTEY i
i 18071809 100SH 35X43-14X17 MXG FLv 81.160 I
j UsA l
b ROENTGENPLANFILM NICHT BELICHTET 1|
! _ :
| 1513381 MIN-R S Film 18X24cm 100SH | 12.100 i
yUsA
{ g |
! ROENTGENPLANFILM NICHT BELICHTET i
7702758 PFH-T Film 70mm x 30,6m 19.200
USA

ROENTGENFILM iN ROLLEN NICHT BELICHTET

8 DIE UNTERZEICHNENDE STELLE BESCHEIN
A IGT, DASS DIE OBEN BEZE!GHNETE\I WAREN IHREN URSPRUNG IN DEM IN FELD 3
The wndersigned authonity certifies that the goods das:erabove ngate
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Carestream

DECLARATION OF CONFORMITY

Carestream Health, Inc., hereby declares under its sole responsibility that the product(s) listed are made in
conformity with ANNEX 1, Essential Requirements, and ANNEX VI, EC Declaration of Conforr.nity, of the
European Economic Community Medical Device Directive [Directive 93/42/EEC] and the requlrements. of
Clause 6.6 of Schedule 3 of the Australian Therapeutic Goods (Medical Devices) Regulations 2002 relating

to the stated devices.

Manufacturer’s Name and Address: Carestream Health, Inc.

Medical Device:

Product List:

Issuance Date May 28, 2013 Revision N (Photochemicals)

Carestream Health, Inc,

150 Verona Street, Rochester, NY, USA 14608

150 Verona Street
Rochester, NY, USA 14608

Medical Imaging Photoprocessing Dievices - Photochemicals

Chemistry used to develop or fix the image on medical and dental X-ray films;
KODAK GBX Developer and Replenisher

GBX Developer and Replenisher

KODAK GBX Fixer and Replenisher

GBX Fixer and Replenisher

KODAK GBX Twin Pack

GBX Twin Pack

KODAK Medical X-ray Fixer and Replenisher

X-OMAT MX Fixer and Replenisher

KODAK Medical X-ray Developer and Replenisher

X-OMAT MX Developer and Replenisher

KODAK READYMATIC Developer and Replenisher

READYMATIC Developer and Replenisher

KODAK READYMATIC Fixer and Replenisher

READYMATIC Fixer and Replenisher

KODAK Dental READYMATIC Developer and replenisher

KODAK Dental READYMATIC Fixer and replenisher

KODAK READYMATIC Dental Developer and Replenisher

KODAK READYMATIC Dental Fixer and Replenisher
KODAK READYMATIC Dental Chem Pack
READYMATIC Chem Pack

KODAK RP X-OMAT Developer and Replenisher
RP X-OMAT Developer and Replenisher

KODAK RP X-OMAT LO Fixer and Replenisher

RP X-OMAT LO Fixer and Replenisher

KODAK X-OMAT EX Developer and Replenisher
KODAK X-OMAT EX II Developer and Replenisher

Page 1 of 3




X-OMAT EX 1 Developer and Replenisher

KODAK X-OMAT Developer Starter

X-OMAT Developer Starter

KODAK X-OMAT LE+ Developer and Replenisher

X-OMAT LE+ Developer and Replenisher
KODAK X-OMAT LE+ Fixer and Replenisher :
X-OMAT LE+ Fixer and Replenisher

KODAK Dental X-ray Monobath
CARESTREAM DENTAL X-ray Monobath
KODAK Dental X-ray Developer
CARESTREAM DENTAL X-ray Developer
KODAK Dental X-ray Fixer
CARESTREAM DENTAL X-ray Fixer
KODAK Rapid Access Dental Twin Pack
Rapid Access Twin Pack

KODAK Rapid Access Dental Developer
Rapid Access Developer

KODAK Rapid Access Dental Fixer

Rapid Access Fixer

XCE Developer and Replenisher ;
XCF Fixer and Replenisher i

XPE Developer '

XPF Fixer

“End of List”

Device Classification: Class I, Rule 1 (Council Directive 92/42/EEC. ANNEX IX)
Class I, Schedule 2, Part 2 Rule 2.1 (Australian Therapeutic Goods
(Medical Devices) Regulations 2002)

GMDN Code and Term:; 41009 Radiographic film processing chemical, automated
41008 Radiographic film processing chemical, manual

Scope of Application: All declared products

Each kind of medical device to which the Declaration of Conformity (not requiring assessment by the !

Secretary) procedures have been applied complies with the applicable provisions of the essential principles
and the classification rules before being supplie

European Authorized Representative:  Carestream Health France
1, rue Galilée
93192 NOISY-LE-GRAND CEDEX
FRANCE

Issuance Date May 28, 2013 Revision N (Photochemicals)
Carestream Health, Inc,
150 Verona Street, Rochester, NY, USA 14608

Page 2 of 3




Standards Applied:

IS0 9001; 2008 Quality management systems — Requirements

EN 1041: 2008 Information supplied by the manufacturer of medical devices

EN 980; 2008 Symbols for use in the labeling of medical devices

1SO 7000; 2004 ~ Graphical symbols for use on equipment -Index and synopsis

ENISO 14971:2012  Medical devices — Application of risk management to medical devices

EN 62366:2008 Medical devices - Application of usability engineering to medical devices :

25 ¢ 0-T- |

Robert C. Meagher i
Director ;
International Regulatory Affairs i
Carestream Health, Inc. r
150 Verona Street i
Rochester, New York 14608 i

Telephone 585-627-6528

Issuance Date May 28, 2013 Revision N {(Photochemicals)
Carestream Health, Inc.
150 Verona Street, Rochester, NY, USA 14608
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Sl.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - 1SO 13485:2003

By Royal Charter

This is to certify that: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA

Holds Certificate No: FM 72498

e
&

and operates a Quality Management System which complies with the reqwrem,‘

f 1SO 13485:2003 for the
following scope: o . -

The design, manufacture, distribution, (integration, installation ancl servlcmg exclucimg film
products) of diagnostic image recording devices, photo chemicals, medical dental i imaging
systems, information technology software for healthcare ;gfcr{mation systems and medical

imaging and detection. Manufacture, service, installation and distribution of Dry ViGW Printers
Storage, Handling, Packaging and Dlstnbutlon of Pharmaceutlcai Products

For and on behalf of BSI:

Carlos Pitanga, SVP, System Certification and Compliance:

Original Registration Date: 12/20/2002  Effective Date: 10/19/2016 Expiry Date: 02/28/2019
CMDCAS ST Recisaed Page: 1 of 2
Recognized

Registrar Gg)

This f&ft‘ﬂLa&e remains the prop
An electronic

2rly of BSE and shall be returned | immediately upon request.

nenticated online. Printed coples can be validated 2t www bsigroup.com/ClentDireciory
whion with the scope above or the 2 [[aff‘i’ff apperndix.

To be read in Lbrg

inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 LSA




Certificate No: FM 72498

Location Registered Activities

Carestream Health, Inc The desigri, manufacture distribution, (integration, instaliation

150 Verona Street and servicing excluding film products) of diagnostic image

Rochester recording devices, photo chemicals, medical dental imaging

New York systems, information technology software for healthcare

14608 information systems and medical imaging and detection.
Manufacture, service, installation and distribution of Dry View

USA Printers. Storage, Handling, Packaging and Distribution of
Pharmaceutical Products.

Carestream Health Inc. Service, Storage, Handling, Packaging and Distribution of

1600 Lexington Ave. Suite #356 Finished Devices, Replacement Parts, software configuration,

Rochester software verification, and the Storage, Handling, Packaging

New York and Distribution of Pharmaceutical Products,

14606

USA =

Carestream Health, Inc. The manufacture of X-ray detectors,

Smart System Technology and
Commercialization Center (STC)
5450 Campus Drive
Canandaigua

New York
14424
USA e T _
Carestream Health, Inc The assembly, integration and distribution of image
1049 West Ridge Road managemerit systems, The design and manufacture of
Rochester cassetles, and intensifying and storage phosphor screens.
New York The design, manufacture, service, and installation of medical
14615 X-ray equipment systems, medical imaging systems including
USA softygare_ar__lgi accessories, : :
i i A 5 i =5 i

Carestream Health, Inc The manufacture of dental x-ray films, intensifying and
1669 Lake Avenue Starage phosphor screen chemicals.
Rochester a4
New York ' W
14652 ey
USA _ 2 T =
Carestream Health, Inc The design and development of dental x-ray film systems and
1964 Lake Avenue media used in medical imaging. - N
Rochester ] .
New York
14652
USA
Original Registration Date: 12/20/2002  Effective Date: 10/19/2016 Expiry Date:

i5 certificate rentains the progerly of BSI apd shall be re gk,
An electronic cortificate can be authenticated online. Printed ples o www.bslgroup.comjClientDirectory

To be read in conjunction with the scope above or the attached appendiy,

Americas Headguarters: BS] Group America Inc., 12050 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA,
A Member of the BSI Group of Companies.




bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

By Roya! Charter

This is to certify that: Carestream Health, Inc
150 Verona Street
Rochester
New York
14608

USA g
i o
e .
’ .
' f .
-

Holds Certificate No: FM 537916 ®, o

50 9001:2015 for the

and operates a Quality Management System which complies with the reC|L1ire|:thts"-6F I
following scope: A

. . .
The design, development, manufacture, and service of digital radiography imaging systems L
(such as INDUSTREX digital systems) and accessories for the pon-de’st:r_i;;i'g:_\tiv,ggﬁtestfing industry.
. 7 i s T
. Al .
o }%?: G s
For and on behalf of BSL: e o

Original Registration Date: 2008-07-17
Latest Revision Date: 2017-10-31 Expiry:bé”te: 2019-10-20

Page: 1 of 1
g

/ .making excellence a habit”

d o a,
ACCREDLTER T

MANAZEMENT SYSTEMS || = [
CERTIFCATION BODY G

This cortificate remaing the property of BSI and shalt be returned immediately upon request.

An electronic certificate can be authenticated online. Frinted copies can b validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Information asd Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS BRR Tel: + 44 345 080 9000
BSI Assirance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 01233

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

In respect of;

The design, development and manufacture of diagnostic image recording devices including
storage phosphor screens and reader systems, medical x-ray films, direct digital radiography
systems, dental x-ray systems, dental digital imaging software, dental and medical imaging
equipment, and medical imaging and PACS Software. Those aspects of metrology related to
the design and manufacture of dimensional measuri ng PACS software.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex 11 excluding section 4, The quality assurance system megts the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

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

/ S0Vl s
///ii.i’}/

Frank Lee, EMEA Compliance & Risk Director

First Issued: 06 March 1996 Date: 10 February 2016 Expiry Date: 05 March-2021

..making excellence a habit"
Page 1 of 1

Validity of this cestificate s conditional on the quality systam being malntained to tha requirerments of the Birective as demonstrated through the required
survelllance activities of the Notifled Body, This approval excludes i [srodicts designed and/or manufactired by & third pariy on behalf of the company
named on this cartificats; unlass specifically agreed with Bl

This cetificate was issued alectronically and is bound by the conditions of the cotract,

Infosmation and Contack: BSY, Kitemark Cowt; Davy Avenue, Krigwitill,
BSI Assurance UK Linvited, reglstered in Enaland under qurmber 7EO
A member of BST Group of Companies.

Milton Keynes MKS 8PP, Tel: +-44 84 08g S000
5321 at 389 Chiswick High Road, London W4 FAL, UK.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

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

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
UsAa
Subcontractor: Service(s) supplied
Algetec Systems Ltd Design
2 Hapnina Street Development
PO BOX 46 Software
43107 Ra'anana
Israel
Analogic Corporation Design
8 Centennial Drive Manufacture
Peabody
Massachusetts
01960
USA
Carestream Dental LLC Design
1765 The Exchange Development
Atlanta
Georgia
30339
USA

™

Page 1 of 8

Information and Contact: BSI, Kiterriark Coust, Diavy Avenue, Knowlhlll, Milton Kevnes MICS 8PP, Tl + 44 845 D20 9000
BST Assurance UK Limited, reglstered In England under number 7805321 at 289 Chlewick Higgh Road, Loridon W4 4aL, UK
A member of BS1 Group of Companies,




EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Anhex II excluding Section 4

List of Significant Subcontractors

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

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor: Service(s) supplied
Carestream Health France EU Representative

1, rue Galilée
93152 NOISY-LE-GRAND CEDEX

France

Carestream Health, Inc. Design

1049 West Ridge Road Development
Rochester Manufacture
New York

14615

USA

Carestream Health, Inc. Design

1669 Lake Avenue Development
Rochester Manufacture
New York

14652

USA

Information and Contact; BSI, Kitemark Court, Davy Avenue, Knowthill, Milton Keynes MKS BRD. J8l + 44 #45 080 <000
BSI Assurance UK Limited, registered in Enigland under number 7805321 at 389 Chiswick it Road, London W 4AL, UK,
A member of BST Group of Coripanies,




bsi.

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services refating to the product covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
usa
Subcontractor: Service(s) supplied
Carestream Health, Inc. Design
1964 Lake Ave
Rochester
New York
14615
USA
Carestream Health, Inc. Manufacture
2000 Howard Smith Avenue West
Windsor
Colorado
80550
USA
Carestream Health, Inc. Manufacture
8124 Pacific Avenue
White City
Oregon
97503
USA

.making excellence a hapit”
/ /

Irg‘umatiun and Cantact: BSI, Kitemark Couwrt, Davy pvenue, Knowihill, Milsh Keynas MKS 8PP Tl 4 44 §
BSE Assuranca UK Limited, registered in England under nibmber 7805321 at 399 Chiswiek i
A member of B3I Group of Companies,




bsi.

By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Saction 4

List of Significant Subcontractors

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

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor: Service(s) supplied
Carestream Health, Inc. Design
Global R & D Center (Shanghai) Development
No. 27 Xinjingiac Road
Shanghai
201206
China
Carestream Health, Inc Manufacture
5450 Campus Drive
Canandaguia
New York
14424
USA
Carestream Heath Ltd. Designi
Hacarmel 3A Manufacture
Star Yokneam Building
P.O. Box 505
2069204 Yokneam
Israel

.making excellence a h?ﬁtf

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowligl, Milllon Keynes MES 8RR Tel: 494 855 080 9000
BST Assurance UK Limited, registerad iy England under number 7805321 at 389 Chiswick High Roed, London W4 44L, UK.
Ataerber of BST Group of Companies.



By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

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

Certificate No: CE 01233

Date: 10 February 2016

Issued To: Carestream Health, Inc.
150 Verona Street

Rochester
New York
14608
USA

Subcontractor:

Service(s) supplied

Communication & Power Industries
Canada Inc.

45 River Drive

Georgetown

Ontario

L7G 214

Canada

Manufacture

Quantum Medical Imaging, LLC
2002-B Orville Drive North
Ronkonkoma

New York

11779

USA

Information and Contact: B5I, Kiernark Court, Davy Avenue, Kpowhill, Milton Keynes MKS 8PP Tel: + 49 845 080 9000
85I Assurance UK Limited, registered in England under number 7805324 at 389 Chiswick High Read, London W4 4AL, UK.

& mermber of BSI Group of Companies.

Manufacture




bsi.

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

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

Certlficate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor: Service(s) supplied
Rayco (Shanghai) Medical Products Manufacture
Company Limited
Building 7, No. 1510 Chuangiac Road
Jingiac Export Processing Zone
Pudong New Area
Shanghai
201206
China
Rayco (Xiamen) Medical Products Manufacture

Company Limited
308 Wengjiao Road
Haicang District
Xiamen

Fujian

361022

China

Irfomiation and Contact: BSE Kitemark Court, Davy Avenue, Knowinlll, Milton Heynes MICS 8PP Tel: +44 845 0BD 9000
BET Assurance UK Limited, registered In England under nusitber 7R05321 at 388 Chiswick High Road, London Wd 441, Gk,

A member of B8) Group of Companiss.

.making excellence a habit”
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex I1 excluding Section 4

List of Significant Subcontractors

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

Certificate No: CE 01233
Date:; 10 February 2016
Issued To: Carestream Health, Inc.

150 Verona Street

Rochester

New York

14608

UsAa
Subcontractor: Service(s) supplied
Sanmina-SCI Israel Design
Medical Systems Ltd Manufacture

Zone 5, Korean Industrial Park
24952 Maalot
Israel

ScImage, Inc. Design

4916 El Camino Real, Suite 200 Development
Los Altos Software
California

94022

USA

Soluciones Médicas Exportacién Manufacture
S de RL de CV

Prolongacién Mariano Otero 408

Ciudad del Sol, 45050 Zapopah

Jalisco

Mexico

~making excellence a habit”

Information and Contact: BSI, Kitemark Court, Davy Avanue, Knowihill, Milton Keynes MES 8PP Tel: + 44 825 080 3000
B51 Asstrance UK Limited, registered In England under number 7805321 at 389 Chiswlch High Read, Longan W4 HaL, UK
Amiemoer of B51 Group. of Companies,




I 2

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

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

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.

150 Verona Street

Rochester

New York

14608

USA
Subcontractor: Service(s) supplied
Trophy Design
4 rue F. Pelloutier Development
Croissy-Beaubourg EU Representative
77435 Marne-la-Vailée Cadex 2 Manufacture
France
Varian Medical Systems, Inc. Manufacture
X-Ray Products
1678 South Pioneer Road
Salt Lake City
Utah
84104
USA

, 7
..making excellence a habit” /,

Inforpation and Canm: BSI, Kitemark Court, Davy Avenve, Knowlhil, Milton Keynes MES 8PP, Tel: - 44 845 G0 9000
B3I Assurance UK Limited, registered In England unidsr numiber FRO5321 Bt 389 Chiswick High Rosd, London Wi AL, UK,
A memba of B5I Group of Companfss,




S A M-INTER-FARM A

IDNO 1003600005263 Cod OKPO 37020536 Cod TVA 0207934
MD 2025, Chisindu, strada Grenoble 23, Moldova
Tel 0037322/ 721826,725458,72-83 -72,72-80-78,73-87-19

CONFIRMAREA INREGISTRARII

Prin prezenta SA "M-INTER-FARMA”, reprezentantul autorizat producdtorului Carestream Health
Inc. in Republica Moldova, confirma inregistrarea la Agentia Medicamentului si Dispozitivelor
Medicale si includerea in Registrul de stat al dispozitivelor medicale filmelor radiografice pentru uz
general.

Film radiografic pentru uz general CARESTREAM MXBE, model: BLUE
(13X18cm N100; 18X24cm N100; 15X40 cm N100; 24X30cm N100; 18X43¢m N100; 20X40cm N100; 30X40cm N100; 35X35¢m
N100; 35X43cm N100)

Film radiografic pentru uz general RETINA XBE, model: BLUE
(13X18cm N100; 18X24cm N100; 15X40 cm N100; 24X30cm N100; 18X43¢m N100; 20X40cm N100; 30X40cm N100; 35X35¢m
N100; 35X43¢m N100)
Film radiografic pentru uz general RETINA XOE, model: GREEN
(13X18cm N100; 18X24cm N100; 15X40 cm N100; 24X30cm N100; 18X43cm N100; 20X40cm N100; 30X40cm N100; 35X35¢m
N100; 35X43:m N100)
Film radiografic pentru uz general CARESTREAM MXG, model: GREEN
(13X18cm N100; 18X24cm N100; 15X40 cm N100; 24X30cm N103; 18X43cm N100; 20X40cm N100; 30X40cm N100; 35X35¢m
N100; 35X43cm N100)
Film radiografic pentru mamografie CARESTREAM 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, 70 mm x 30,5m
Film radiografic pentru fluoroscopie RETINA SOE, model:
110 mm x 30,5 m, 70 mm x 30,5m

Conform ordinului A07.PS-01.Rg04-15 inregistrarea este valabil3 pentru o perioada de 5 ani de la
data 26-01-2016.

Cu respect,

DIRECTOR Vasile Matei
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- ZERTIFIKAT - CERTIFICATE - BB

America

CERTIFICATE

No. QS2 17 06 84658 009

Certificate Holder:

Certification Mark:

Scope of Certificate:

Standard(s):

Rayco (Shanghai) Medical Products
Company Limited

Building 7, No.1510 Chuanqiac Road
China (Shanghai) Pilot Free Trade Zone

201206 Shanghai
PEOPLE'S REPUBLIC OF CHINA

Design and Development, Production
and Distribution of Medical Imaging
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 of 2

TOV SUD America Inc.
10 Centennial Drive
Peabody, MA 01380
USA

M2435

2017-06-19
2020-07-20

Earl Buckmiller
Director, Quality Systems & MS Cert. Body
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CERTIFICATE

No. QS2 17 06 84658 009

Rayco (Shanghai) Medical Products Company Limited
Building 7, No. 1510 Chuangiao Road

China (Shanghai) Pilot Free Trade Zone

201206 Shanghai

PEOPLE’S REPUBLIC OF CHINA

Design and Development, Production and Distribution of Medical Imaging
Systems & Accessories

Rayco (Shanghai) Medical Products Company Limited
Building 3, No.1510 Chuangiao Road

China (Shanghai) Pilot Free Trade Zone

201206 Shanghai

PEOPLE’S REPUBLIC OF CHINA

Production and Distribution of Medical Imaging Systerns & Accessories
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Rayco (Shanghai) Medical Products Company Limited
Building 4, No.1510 Chuangqiao Road

China (Shanghai) Pilot Free Trade Zone

201206 Shanghai

PEOPLE’S REPUBLIC OF CHINA

i’&l—,.-
S

o

N

Production and Distribution of Medical Imaging Systems & Accessories

Effective Date: 2017-06-19
Expiry Date: 2020-07-20

fot Byt

Earl Buckmiller
Director, Quality Systems & MS Cert. Body

Page 2 of 2

T SCL Accredited |
CB-ME |

TUV SUD America Inc.
10 Centennial Drive
Peabody, MA 01360
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NPOTOKOA HUCIIBITAHUH

OASI HEAEH CEPTHDODHKAIIUU

/ Ne 1-1/2006 ot 13 mapTa 2006 r.

ACHBITATEJILHAS JIABOPATOPUA INPUEMHWKOE PEHTTEHOBCKOI'O MU3JIYUYEHUS

POCCHICKOTO HAYYHOI'O IEHTPA PEHTTEHOPAIHOJIOrHH (VJI TP PHII PP)

Anpec: 117997, I'CII-7, Mocksa, yr. [Ipodcorosxas, 86

[TomroMouws oT ['occTannapra Poccun:

Artrecrar akkpenutauuyn Ne POCC RU.0001.21MM13 ot 6 mrons 2005 T.

' Bumusmenus:

Hzrorosutens:

Tunsl u3zenui:
Jara ucusiTanmii;

Ilens HcnprraHmii:

MeTonuky uenpitanuit 005. TIIM.IT.

Ilnenka MenuIEHCKAS PEHTTEHOBCKAS ISt OOLIEH PeHTreHOrpahHH

Eastman Kodak Company (343 State Street, Rochester, NY 14650-1131, USA);
Kodak Industrie (Route de Demigny, 71102 Chalon sur Sacne, Cedex, France);
Kodak de Mexico, S.A. de C.V. (Marianto Otero 408, CD Del Sol, Guadalajara,
Jalisco, Mexico, CP 45050)

MXB, MXG, X-sight G/RA, X-sight L/RA
c 20 ¢espans mo 02 mapta 2006 r.

Onpenenenne 1s Lenel cepTH(HKALIH COOTBETCTBHA 06Pa3LI0B IIEHOK




TIpotoxoxn Ne 1-1/2006
- Jlucr 2
_ Bcero IUCTOR 7
1. OBIIE TAHHBIE
1.1. HapmeroBaHnue H3OCTHA: [Tnenka MeIUIMHCKas PEHTI€HOBCKAL
1.2. Tun u3genus. , MXB, MXG, X-sight G/RA, X-sight L/RA
1.3, TIopsAKOBEIH HOMEP OBPA3LOB 110 CHCTEME HyMEpalliH IpeIpUSTHSI-M3TOTOBUTEIIS:
A- MXB, dbopmaT 1’8x24‘;’napma Ne 3259901, cpox rogaocts go 11/2007, 1 ym., 100 nucToB;
B - MXB, dopwmar 35x43, maprus N 0943231, CpOK TORXHOCTH IO 05/2006, 1 yu., 100 1ucTOB;
B - MXG, dopmar 18x24, maptust Ne 4856551, cpok roggocty xo 11/2007, 1 yir., 100 nuctos;
I - MXG, popmar 15x40, napTas Na 2358021, cpox rogrocTs: 1o 04/2006, 1 yr., 100 nucToB;
J1 - X-sight G/CA, ‘c_popMaT_ 24x30, maptas Ne 0971801, cpok TOJHOCTH IO 11/2007, 1 ym., 100 muctoB;
E - X-sight G/RA, gopmat 30x40, mapTus Ne 0971891, cpok roHOCTH mo 11/2007, 1 yn., 100 nucTOB;
X - X-sight L/RA, opmar 24x30, maprus Ne 0439721, cpox rommocts 10 08/2007, 1 ym., 100 macTos;
3 - X-sight L/RA, dopmar 30x40, maprus Ne 0439561, cpox rogaocta mo 08/2007, 1 y., 100 nucToB.
1.4. O6pasnsl 0TOOPAHEL U3 CepUIHOM TPOXYKIIHHL.

2. KPATKOE ONHICAHUE ¥ HASHAYEHUE U3/IEJTAA

[TpencraBiCHHBIC HA HCILITAHMS [UISHKH IIpeqHasHaueHs! Uil PerucTpanin H300pakeHuA [PH
HCCNENOBAHMAX B OOmMmEH peHTreHorpadru. [IékKkyu UMEIOT ABA smyns‘cﬁOHHm( CIIOS H TIPUMEHSIOTCA B
MeTHIAHCKOM MPAKTHKE ¢ KOMIUIEKTaMH YCHJIHBAIOIIAX IKPaHOB. JIns 3KCIOHMPOBaHUS TUICHKH THIIA
MXB HCIIONB3YIS<CA YCHIMBAIOUINE SKPaHBL, H3JTy4aromye CBET B cuHel, PUOIETOBON WA YIbTPa-
duonerTosoit obmacTH CIEKTpa, MU oproxpomaruiecknx mienox Ttuna MXG, X-sight G/RA u
X-sight L/RA — 5KpaHbl, 00JIAJAI0MINE U3ITyICHACM TIpENMYIIECTBEHHO B 3E/IeHON 00IaCTH CIIEKTPa.

3. IPOLEXYPA MCTIBITAHUIA

3.1. UneHTHuKaNUs W3 ASTAH:

HasMeHoBaHME, THIT B MAPKHPOBKA COOTBETCTBYIOT COTIPOBONUTENIBHOM noxymeﬁ%aunn.

3.2. TIporepka paboTocmocobHoCTH:

P460TOCTIOCOBHOCTE COOTBETCTBYET TPEOOBAHISIM K IAHHOMY BHIY H3MCTUA.

3.3, YCioBHS IPOBEAeHHS MCIILITaHUI:

HopManbHE:> KIMMATHYECKHE - YCIOBHSA: TEMIIEpaTypa (19-20)°C, BaaxHOCTH BO3LYyXa 60-70%,
atmocheproe nasnerne 730 - 750 MM pT.CT.

3.4, TIporpamMma MCIEITAHUH:

3.4.1. OnpenesneHne COOTBETCTBHA MaPKWPOBKH M YIIAKOBKY o6pasnor mnenku TpedopanusM ['OCT
25642-83.

3.4.2. OmpeneneHue COOTBETCTBUS pa3MepOB 06pa3loB IIEHKK TPeOOBAHHAM TOCT 25847-83.

3.4.3. Tlposepka COOTBETCTBHA 0bpasloB IUIeHKH TpeGoBanusaM THIIOBOK HpoOrpaMMel U METONMKH
HCHEITANMHE MeIUIMHCKuX perTrenosekux mieHok 005 TTIMLII (HepaBHOMEPHOCTH IIOTHOCTH
OYepHEHUs, OTCYICTBUE ACHEKTOB; TeMIeparypa Ae@opMauHi SMYIbCHOH; d}*{“’ -.:H:
TeNBHOCTD K OCBELUCHHIO HEAKTHHUHEIX donapel, peHTTEHOCEHCHTOM e

J’é.’- -
JI1s ONpeieNe sl PEHTTEHOCEHCHTOMETPHYECKIX mokasaTeneii o0pa r[,- A 1eHOKAIK

A
VA 200

JIUCE Ha peHTreHOQE'HCHTOMeTpr{eCKoﬁ yCTaHOBKE M3NyUEHHEM, Xapak %&Q Q%Ia@:ﬂ MM

- Al (mononmuTenbHas QuIETpALKA 20 MM Al, aHONHOS HaNpSKEHHE v f‘ﬁfamm

o6pasnel mienkn MXB JKCIIOHKPOBANHCE ¢ KOHTPONBHBIM 06pasno \ RpaEtiE. v ;-\_fqié???enexc

JY-B2, o6pasust nuerok Turna MXG, X-sight G/RA u X-sight L/RA — K?)?f’ SEIEY '/c;ﬁpamm{

skpagos Tuna Perexc OY-T3.



4. METOJBI I UBITAHIMN

[Tpotoxox Ne 1-1/2006

Juct 3
Beero auctoB 7

Tabmuna 1
J\S:IQ HarmeHoBaHue TI0KA3ATENT MeTblI [IPOBEPKH

1 | MapkupOoBKa i yIaKOBKa no F'OCT 25642-83

A Pasmeprr o 'OCT 25847-83

3 UyBCTBHTENHHOCTL K HEAKTHHHIHOMY OCBEIIEHHIO o 1m.4.3 llporpamMmmer

4 HepaBHOMEPHOCTS, ne@eﬁm OMYTBCUOHHEIX CIOEB o m.4.4 IIporpamMmer

5 "TéM[nepa:rypa IUIABJIEHHS SMYJIECHOBHEIX CIIOEB o 'OCT 25635-83, meton b

6 Onpenenenie HaHOca cepedpa o meroxuke ot 31.03.1995

7 PeBTreHoCEHCUTOMETPHYECKHE TAPAMETPHI o 1.4.6. [IporpaMMBI
IyBCTBHTENBHOCTE S 85, p’! o OCT 6-17-54-80
CpelHUM TPATHEHT <g> mo 'OCT 26903-86
IUIOTHOCTE Byanu Dy 1o OCT 6-17-54-80

5. ICIIBITATEJIbHOE OFOPYIOBAHUE

Tabmuna 2
B i = o mEm e |

ssfgzgizeHCHmMerpnqecKax Ha 6afPa£gapaTa 134028 (u) 16.02.2007
PeHTreHORBCKHIA annapat "TTuxkep" 793 2161 (3) 16.02.2007
JozumeTp WK92G 49306873U (3) 06.12.2006
JIune#ika MeTATTHYECKAT "STAYER" 21 REHORROT

19.01.2006
Heucutomerp AI-1M 109025 (3) ~ 30.06.2006
CekyHOoMep COIL, k. 2 9397 (3)
TepmMoMeTp pTyTHEIH CCCP 95 (3)
TepmomeTp PTYTHBIHR CCCP 951 (3)
Becer texnnueckue CCCP 401 (3)




6. PE3VJILTATHI MCIIBITAHWI X JAHHBIE MBMEPEHAT

VY crroBHEIE 0003HAYEHMA:

6.1. HopMaTHBHBIH HOKYMEHT: TOCT 25642-83

"o" _ COOTRETCTBYET Tpe6OBaHI/I5IM HH,

"' — ge cooTeTCTRYeT TpebGoBanum HIT;
"un" — TpeGoRaHUE HE IPHMEHSACTCH.

ITpotokon Ne 1-1/2006
Jluct 4
Bceero nuctos 7

Tabnumna 3.
' 3akaroueHHe 0
Paznen, OrnpenensieMble Tpe6o— PesyabTaTel, (pUMeYaHHAs
IyHKT L COOTBETCTBUH
XAPAKTEPUCTHKH BaHHA
HI A|lB|B | T |X]|E|X A|B|B|T|XIE|XK|3
HanMenosaHue Tpenmmpi—
STHA-M3TOTOBMTENA M €10 | manmuue |ecTh |ecTh | ECTh | €CTh | €CTh | €CTH | €CTh [€CTh| € | C | C clelclclc
TOBapHBIA 3HAK
Elanbie satHc 1L vapia HaTIuHe | €CTh | €CTE | €CTh | ECTH | €CTh | €CTh | €CTh cleclelefcle|c|c
TUTEHKH
O6o3nauervie HI HaTMuKe | HeT | "eT | HeT | HeT | HET | HeT | HeT HIT | |1 | HIT | HIT | HIU| B0 | HIT | HTD
TlokazaTe I TEXHHIECKIX
yKa3aHUe | HeT | HET | HET | HeT | HeT | HeT | HeT HII | HIT | KIT| BT | B | T M1 HOO
L1 XapaKTepUCTHK
(Mapx#- | Homep napTuu yKa3auue | €CTh | €CTh | ECTh | ECTh | €CTh | €CTh|€CTh |€CTH| C | C | C|C | €| C | C|C
pOBKa
notpe6u-— TlaTa ¥3rOTORMEHHA,
tensckoll | FApAaHTHAHBINA CPOK ykasauue |ects'[ecTs'|ecTs'|ecTs' [ecTs!|ecTs! ectpllects'l ¢ | ¢ |c|clc|clc]c
‘rapb[) XpaHeH4s
KONM4ecTBO, pasMepsl | | yKasaHue |eCTk | €CTh | eCTh | €CTh | €CTh | ECTh ecTh|ecTh| c | c lc|ecjc|c|c|cC
SOTepr e ‘ykasaHue | HeT | HET | HeT | HeT | HeT.| HeT | HeT y HI|HIT
MeTANHIECKOro cepebpa | ° : { TETE AT [RGB R
Vka3auus 06 ocBeMIeHHH
NpA BCKPBITHAU U Hanvque |ecth |ecThb|ecTh | ecTh | €CTh [€CTh{eCcTh|eCTh| C | C | C|CjC|C | CC
obpaboTke
TlpeoynpesxaeHue o
HEHOMTIMMOCTH nanwame |ects |ects |ects [ecth |ecth | ects lects [ecTh| ¢ [ ¢ [c|clc|efc|c
XpaHeHHs B NIPUCYTCTBHH
PAaH0aKTHBHOCTH
e e Hampgue |ecTs | ecTs | €CTh | €CT
- 13 > | ecTh | ec
TpHMeHeHMIo 1 00paboTie : L b S 0 RO N ek L A
CReTozallUTHBIE 1
2.1 (Ynax. | graronenpounmaemsie, nenoneso—| |
MaTepHaTB)| pyepritle K Batife : ) .| mer. | uen. | wen. | nern. clelclecle|cic|c
poTorpad HIECKUM CIOAM
KonyHecTBo NUCTOB B
20,25,50 1100|100 100 100|100 | 100 | 100 HII
nauke
Tucrosoit | CReTOHENPOHNIASMBIH .
AU ERgY SR : UCTIONB30— ’ ;
[nemky | makert mig ynakoBKH papme | EC™: [ MO ucn. | uelr. | uch. | UCIl. | UCTl. c
NAyKH .

1 . -
Vlcrions30Ban 3aMeHsiOILMi TOKA3aTellb: CPOK TOAHOCTH.




TTpoToxomn Ne 1-1/2006
Juer 5
Bcero nmucTos 7

INporomxenne TabmuE! 3
3aKTI0YEHHE O
Pasznes, Onpepensaemole Tpebo— Pe3ynsLTaThi; NpUMEYaHHsA A
NYRLCT XapaKTepUCTHKH BAHMsI — ;
HI A|B|B|T|O|E|X)|3|A|B|BIT'|A|E|X|3
Ko awocTon s 50,75 100|100 | 100 | 100 | 100|100 | 100{100| ¢ | c|c|c|c|cle|e
2.3 (Yra— Kopofke 100, 150
xoBBIBaHKe | KapToHHas Kopobka ¢ HCTIONb30— v
| : 5 UCIL. | UCIL. | HCIT. | ICT1. | MCII. | HCIT. | ICIL. |UCII.| C | C |Cc|C|C|C | C | C
B KOpoOky) | KPHILIKOH HITH KiTanaHoM BAHHE
ByMara mo CTBIKY KphIIIKH | OKNIEH— :

Tl €CTh | eCTh | eCTh | ecTi | ecTh | ecTh |ecTs | ecTB| c [ ¢ |c|cfelc|c|c
kopob:x € XOPITyCOM BaHKe !
CaMorpou3BOIbHOE 6fcy-r—

2.8 (Ha__ OTC. | OTC. | OTC. | OTC. | OTC. | OTC. | OTC. | OTC. | C c|jcjecjecjc|cy|c
OTKpBIBAHUE CTBUE
HEKHOCTD
noTpedy— oAk Ipy OTYT™ | ore. | ote. | otc. | ote. | ote. [ ote. [ ote. |ote [ ¢ | e | c|elc]clc]e
TenpcKoil | OTKPBIBAHUH CTBHE
Tapel | MuorokpaTHoe ROIMON—
£CTB | BCTE | €CTH | €CTh | €CTh [ €CTh | ecTs|ecTh| c [ c|c|cfec|c|c|c
OTKpbIBAHUE HOCTS
6.2. Hopmarneuerit fokymenT: 'OCT 25847-83
Tabnuna 4
Paspen, OnpenensieMble Tpeto— PesyneTaTel, npuMedanus i
MYHKT ; . COSTBETCTBHH
. XapaKTePHCTHKH  BAHUA. : - : '
B A|B|[B [T | A|E | |X|3|A|B|B|C|X|E[X|3
¢dopmar 18x24: "
ILHPHHA, MM 178+1 | 178 178 HIT| C |HIT|HD|HIY| HIT|HTT
Ll JUIHHE, MM 238+ 1 |238 238 HIT| ¢ |HO|H0|Hn | Hi|HT
PasMepsl | dopmar 15x40:
JIMCTOBBIX ‘
pamuorpa— | [LMPUHE, MM ;;g i i ;;; HIL| BT HII| C || HIT| 40 01
dumeckux | THHE MM ' ! Hr | un |mn| ¢ [an|en|un|en
TUIEHOK ¢popmat 24x30:
IIMPUHA, MM 238+ 1 238 238 HIT | HI |HI|HO| ¢ {HO| ¢ |HO
JUTHHA, MM 298+ 1 298 298 HI | HII |HIO|HIT| ¢ (€M) ¢ |HIT
dopmar 30x40:
UIMpHHA, MM 298 £ 1 298 298 |un | an|un|HO|HID| ¢ [Hi| c
LAMHA, MM 298 + 1 298 | 298 | un | arfun|un|unf ¢ |an) ¢
dopmar 35x43:
LIHPUHA,; MM 354 £ 1 354 HI| C |HN{HO|EI|Hn|{H1| =0
UIKHA, MM 430+ 1 430 Hml ¢ |un|Hn|En|HO|{HO|HD
Panuyc cKpyrieHnst . : :
S 6-12 |68 |68 |68|68|68]|68]68




6.3. IIporpavMma i MeTouka ncbrranuii 005. TIIVLIX

ITpotoxoxn Ne 1-1/2006
Jluct 6
Beero muctos 7

Tabmuma 5
Pasien 3akaw4esye o
( OnpenensieMete Tpebo— Pe3yneTaThl, IPHMEIAHHUS TR e
MYHKT P . : :
B XapaKTePHCTHKHU Bannad |~ T T g [ N1 E | %| 3 |a|B|B|T|a|E]x 3
3.3. Veenwuenue ©/d No 1177 0,001000] — | = | = | -~ | = | = | ¢| ¢ |an|an|an|sn |
UyBCTBR— [ONTHNECKOR |4, v, 1072 0,00{0,000,000,00|0,00|0,00/0,00{0,00| ¢ [c|clcjcic|c e
TENBHOCTE |[LIOTHOCTH v = ;
K HeaxTh— [Hajl Byambio c/d Ne 104 . 0,00{0,000,00{0,00{0,00/0,00{0,00/{0,00f c|c|cjcjclecic|c
oMy |(B) mpu - <0,1
sarony | () p) BRI 0,00 0,00 0,00 [0,00{0,00[0,00{0,00]0,00{ ¢ | ¢ |c|c|c|c|ec|e
ocBellie—  |OKEMORr— (Agfa)
HMIO  [pOBaHHH
[UIEHKH B C/(bGBX,;z 0,0010,00|0,00{0,00(0,0010,0010,00(0,00l c|c|c|clc|c|cic
: (Kodak)
TeyeHHe 3 MU
108 (hoHapess: I;fl‘"‘;‘f 0,000,00]0,00{0,00{0,00/0,00{0,00(0,00| ¢ | c|c|c|c|ec|c|c
34 HepaariomepHOCTE <+0,08 10,010,02{0,02(0,02{0,01]0,02{0,0110,03| c|c|c|c|clc|c]|c
riouepHenus, b
TethexTr 3MYIBCHRA OTCYTCTBHE| OTC. | OTC. | OTC. |OTC. | OTC. [OTC. {oTC. [oTC. | c [ c|cfclc|c|c|c
3.5  |Teunepatypa pegopMatanl o 5y | gg fgg |03 (593 [>93[>03 [>03[>93 | ¢ | |c|c|e]ele]e
3MYMBCHOHHEIX c10eB, °C
3.6 Hanoc cepebpa, v’ Hepern. | 3.3 13,5 12,5|2,6|3,6]|3,5]3,6| 3,7 |H0|Hn|HI|HI|HI|HI|HI|HI
_ Pyunasi 06pa6oTxa s nposisuTene '"Pentren-2'"" (20°C, 6 mun)
37 ‘{)/13c'rmrmaJmHocﬂ’..,v"1?;'1 w. | >550-400 6001800 | — [ — | — | — | = | = | e/ c |un|Ho|Hn|HD|HT|HD
Penrre— |CpenHuii rpafueHT >242,0128 (30| — | = | = = | = | = |c|c |un|jun|un|un|un|ur
HOCEHCH— | TTNOTHOCTE Byally, 5 <0,20-0,30[0,06]|0,12| - - - — | = | = | ¢! c |Hulun|Ha|Hn{Hn|ED
Tf{'::;f{:_ Yyscreutenssocts, P |> 1200:800] — | — [1700[1850|1550|1600[1700]1650]un|mn| ¢ | c|c|c ¢ | ¢
Hokasa— | CpemHui rpaauent =226-21 | - - 124123131131 |22|22|unjun|c|c|c|c|c]|c
e’ [TroTHOCTE Byan, b <0,10-0,20] - - 10,0110,04{0,0110,0110,01 [0,03|un|Bnlc|c|clclc]|c
ApTomaTi4eckast o6paboTka B peakTHBax X-Omat EX1I/RP X-Omat LO ¢upmer Kodak (33°C; 2,2 muu)
YyBCTBUTENEHOCTS, p* > 550-400]17001950 | — - - - - — | ¢ | ¢ |un|unjun|8o| |
CpenHui rpaguesT 12242012930 - | - | = | =1 =1 = |]c|c |anjunjun|an|un|an
ITnoTHOCTE Byan, b <0,20-0,30{0,07 |0,14| — - - - - — | ¢ | ¢ |HO|HO|ED || || | =T
YyBCTBUTENEHOCTD, P! > 1200-800 — — [1900{2200{1900{1850|2000|1950|amjan| c |c|cfcfc|c
Cpeaunit rpaquedt 22621 - | = |26{25]|3132|22]|23 |mlan|c|c|c]|eclelc
[T10THOCTH ByanH, b £0,10-0,201 - | - [0,02(0,06(0,03{0,03]0,03(0,03 um|unjc{clc|c|c|c

2 PacctoAHMe OT (POHAPA 10 MOBEPXHOCTM pabodero cro;1a 70 oM.
3 PaccTastHue OT GOHAPS 10 NOBEPXHOCTH paboyero cro1a 140 cM.
1 PaccTosiHMe 6T d:oHaps 10 MOBEPXHOCTH paboyero croaa 100 cm.

B rpade "TpeGoBaHia" NpUBEAEHBl HOPMBI PCHTTEHOCCHCUTOMETPUHECKHX MOKA3aTeNe
rapaHTHitHOTO cpoka xpaHeHus. [Toxazatenu o6pasnor A u b onpermensinucs ¢ sxpatiaMm Tina

X u 3 — ¢ skpanamu 3Y-I3.




?EW'."?E' :

Iporoxo Ne 1-1/2006
Juer 7
Beero nucros 7

7. SAKJIIOYEHUE

O6pasiret Menuuﬁ-ﬁtfmx-'pemremacmx TLIEHOK st ofmielt perTrenorpaduy tana MXB (maprus
Ne 3259901, cpok rommoct xo 11/2007 u Ne 0943231 10 05/2006), MXG (Ne 4856551 mo 11/2007 u
Ne 2358021 mo 04/2006), X-sight G/RA (Ne 0971801 xo 11/2007 & Ne 0971891 hi (o) 11%2.007_) u X-sight
L/RA (No 0439721 mo 08/2007 m Ne 0439561 mo 08/2007) npowmssoncrea Eastman Kodak Company
(CIIA), Kodak Industrie (Ppamtug) u Kodak de Mexico; S.A. de C.V. (Mexcrka) COOTBETCTBYIOT
TpeGosanmsam "OCT 25642-83, TOCT 25847-83 u Tumosol NIpOTPaMMEl U METONUKH HCHEITAHHNI
MEMIHHCKIX PEHTTeHOBCKHX mterok 005.TIIM.IT. IIneHKit NpHrOXHS! 11 Py4roM i ABTOMATHUECKOM
(oroxumimrteckoit o6patorku. OnmaKo, CHEIYET OTMETHTS, IO B COOTBETCTBUY ¢ Tpebosaruam TOCT
P 51121-97 "ToBaps! HempoROBONBCTBEHHELE. Wudopmanmt mis morpebureneit. O6mue TpeboBanus"
NOTPeOUTENIO JOMKHA OBITH MpENCTABNEHA MOTHAS uHpOpMamA 06 WINETUIX HA DYCCKOM S3BIKE

(3THKETKH, HHCTPYKIHH, COTIPOBONHTENbHAL JOKYMCHTAIHS, POCHIEKTERI).

VICIBITa ST TPOBOIHIHL:; :
_ _ : S
MUTaiIuit Hay BT COTpyAHIK B qé({{/gél—;a., . B:H.IlleBgenko
Cr. Hay9HBIA COTPYHEK y o ,5_7’ C.M.I'onoekosa

&

OTBeTcTBEHHBII 32 NPOBEIEHNE HCITBITAHMIA:

Pyxosomurens :I/'IJI ITPH | Wﬂ %) 1O.Propurep
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TORKAK BDS NO

%

ERENLER MEDIKAL
SANAYi TICARET LIMITED SiRKETI

IKITELLI ORG. SAN. BOL. FATIH SAN. SIT. 3B BLOK
BASAKSEHIR — ISTANBUL - TURKEY

with a scope of

PRODUCTION OF MEDICAL CHART PAPERS AND VIDEO
THERMAL PRINTER PAPERS, AFTER SALES SERVICES
FOR INTENSIVE CARE DEVICES

Medical devices - Quality management systems - Requirements for
regulatory purposes

“Eollowing desmenss of the standard ave excluded”

R B R O R

EN ISO 13485:2016

Certificate No CM 0422

Inigial Certification Date 1O June 2016
Certification Date 102 November 2018
Expiration Date 1 09 June 2019

General Manager

Kiwa Certificalion Setviees ng,
ITOSE 9. Cadde No. 13 Tepetren Tuzla - Istenbul - Turkey
Tel: + 90216 393 23 73 Faks : + 90 216 39325 74
Web: www bwacomtr E-maill infodkiwa com.u .-
Certipicaty is valid 8l expiration dete. subjeot to successiul compleiton of periodic Y

Pleass vorstact abuye numbers for detaiked infonmation



|E ERENLER
MEDIKAL

ERENLER MEDIKAL SAN. TIC, LTD, $T1.

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 93/42/EC
with amendment 2007/47/EC directive which are apply to it.

Product Name: Medical Recording/Chart Papers (ECG/CTG papers)

Type-Model: Opmask

GMDN Code: 15639

Classification: Class I, Rule I

Conformity Assesment Route: Annex VII

Applicable EU Directives: 93/43/EEC Medical Devices Devices with amendment 2007/47/EC

Applicable Standards: EN ISO 15223-1:2016, EN 1041 12009, EN ISO 14971:2012, EN ISO
13485:2012

Manufacturer: Erenler Medikal Co., Ltd

Ikitelli O.S. B. Fatih San. Sitesi 3B Blok No: 3/4 34490- Basaksehir Istanbul /Turkey
Tel : +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:

[KITELLI ORG.SAN.BOL.FATIH SANAY] SiT. 3-B BLOCK NO:3-4 BASAKSEHIR / iSTANBUL

TEL:+90 212 486 00 37 FAX:+90 212 486 00 38
www.erenlermedikal.com info@erenlermedikal.com.tr
FR-003 / 00/ 09.06.2011 REF.: PR-011 ikitelli V.D :354 01510 62




|E ERENLER
MEDIKAL

ERENLER MEDIKAL SAN. TiC. LTD. STi.

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 93/42/EC
with amendment 2007/47/EC directive which are apply to it.

Product Name: Medical Recording/Chart Papers (ECG/CTG papers)

Type-Model: Opmask

GMDN Code: 15639

Classification: Class I, Rule I

Conformity Assesment Route: Annex VII

Applicable EU Directives: 93/43/EEC Medical Devices Devices with amendment 2007/47/EC

Applicable Standards: EN ISO 15223-1:2016, EN 1041:2009, EN ISO 14971:2012, EN ISO
13485:2012

Manufacturer: Erenler Medikal Co., Ltd

Ikitelli O.S. B. Fatih San. Sitesi 3B Blok No: 3/4 34490- Basaksehir Istanbul /Turkey
Tel : +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:

IKITELLI ORG.SAN.BOL.FATIH SANAYI SIT. 3-B BLOCK NO:3-4 BASAKSEHIR / ISTANE %

TEL:+90 212 486 0037  FAX:+90 212 486 00 38
www.cerenlermedikal.com_info@erenlermedikal.com.tr
FR-003 / 00/ 09.06.2011 REF.: PR-011 1kitelli V.D :354 015 10 62
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