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Semnat:

Fоrmulаrul ofertei (F3.1)
[Ofertaпlul va соrпрlеtа acest formular tп
permite modificdri tп formatul formularului,
ri tп textul acesluia.J
Data depuneгii ofertei: 02.01.2020
Сйtrе: IMSP Spitalul raional Оrhеi

cu iпstrucyiuпile de mаi jos. Nu se vor
ýi пl,,, Se vоr accepta tnlocui

SA "M_INTER-FARMA'' declari ci:
а) Au fost examinate 9i nu exisй геzеrчiri de documentele de аtгiьuirе, inclusiv modificёrile пr.а) SA "M-INTER-FARMA'' se si fчrпйвzеlрrеstеzе, in conformitate cu documentele

de аtriЬчirе 9i condiJiile stipulate in tehnice gi ргеt, цrmеtоаrеlе bunuri qi/sau
servicii FiIme rаdiоgrаfiсе cu in чепlе gi reactive de developare.

а) Suma totala а ofertei !Еrй ТVА
ýaptezeci ýi cinci lei 93 bani)

139 67:;.93 (о suti treizeci qi поui de mii qase sute

Ь) Suma totali а ofertei сч ТVА 165 000.00 (о suti qaizeci gi cinci de mii lei 00 bani)с) Ргеzепtа oferta va rйmiпе valabilД репtrч de timp specificati iп FDA4.8., incepind cu data-
limite pentru depunerea ofertei. Tn cu FDA5.2., ча гаmiпе obligatorie 9i va putea fi
acceptata in оriсе mоmепt pinё la ехрirагеа
In cazul ассерt5,гii prezentei оfеrtе, SA ''M

perioade;

Ьчпtr executie in conformitate сu FDA
achizilie publicn.

-FI\RMA" se angajeazi sй ob{ine о Gаrап{iе de
репtrч е}:есчиrеа соrеsрuпяtоаге а сопlrасtulчi de

Nч sintem in nici чп conflict de interese, in cu punctuI РО5.4.
Cotnpania semnatara, afilialii sau fiесаrе partener Sau SuЬсопtrосtоr се fac
раrtе din contract, nu ач fost dесlаrаtе
rеguIаmепtеlоr cu incidenp in domeniul

in baza рrечеdеrilоr legislaJiei iп vigoare sau а
publice,

Isеmпёtчrа persoanei

Nume: Palii Nina
iп calitate de: Specialist in achiziJii publice
Ofertantul: "M-INTER_FARMA" SA
Adresa: mun, ChiEinau, str. Grenoble 23
Data:02.01.2020

cu punctul If'O5.5.



Specific:
'Acest 

tabel vаfi completat de cdtre ofertant tп

rе} (F 4.2)
le 5,6i,7,8, iar de cdtre autoritatea сопtrасtапtйNumarul

СоР:
ocds-b3wdp 1_MD_

157771з066415 Data: 02 01 l020 Altemativa nT.: tlч vor fi
uепчmlrеа

сор
l llme ladio grаГlсе cu sепЗiЫГtаjt-T;ЕiБ
developare

il r( active de
Pagina: l din 1

Nr.
lot

Cod
срч

Dепumirеа Ьчпчrilоr
gi/sau а ser.viciilor

Unitate
ade

mйsчrй

СапtЁ
tatea

Pr
tni
(fй
гч

)t

аr
,а

{)

Рrе{
чпitаr

(:u ТVА)

Suma
lаrа
,гчА

Sчmа сu
тчА

Теrmепцl
de

livrare/prest
аrе

] 2 з 4 5 6 7 8 9 10

1,1
з2з54l l0-

3

Film rаdiоgгаfiс cu Sensibilatea
in verde 30x40x-l00 filmc Bucata 80 /87 ,0 945,00 бз000,00 75600,00

la so|iciиre, iп t€rmеп
d€ 5 zile, ре parcuýul

шчIчi 2020

|,2
32з54l!0-

з
Film radiografic сч S€nsibilatea
iп чегdе з5х43х-l00 filmc Bucata 5 00с 00 l200,00 5000,00 6000,00

lа ýolioime, ln termcn
d€ 5 zile, р. parcu,ýul

anului 2020

l,з з2з54l l0_
з

гitm rtmlo8rallc cu
scnsibilaиte iп чеrdе з5хз5х_
l00 {ilmp

Bucata 5 l6, i,| 980,00 408з,33 4900,00
а solicitaTe, in temen
Се 5 zile, ре раrсшýчl

алчlчi 2020

|,4
з2з54l l0_

3

г ltпl rаOlоgпцlс cu
scnsibilaиte in verde l5x4ox- Bucatd l5 Lоя з 490,00 бI25,00 7з50,00

]а sоIiсitаr€, in iemen
de 5 ale, рс pлcuTsul

алцlчi 2020

1,5
з2з54l l0_

з

tllm raologmllc cu
Scnsibilatate in чсгdе 24хзOх-
l00 filme

Вuсаtё 50 ,75
)0 570,00 23750,00 28500,00

la so]icitale, iп lеппеп
de 5 zile, р€ раrсuБчl

anului 2020

1,6
32з54l l0_

3

tllm rаdlоgгаliс cu
sensibilatate iп vcrde l8x24x-
l00 filme

Bucata 50 |87 ;0 з45,00 l4375,00 l7250,00
la sоliсilsr€, in tеrmеп
dc J zil€, рс раrсчýчl

шчlчi 2020

1,7
32з54l l0_

з

tllm гаdlоgrаliс cu
scnsibilatate in чсrdе lзхl8х-
l00 fiIme

Bucata l0 58, з l90,00 l583,зз l900,00
Ia solicitarc, iп t.ппеп
d€ 5 zile, ре рлсчвч]

алчlчi 2020

1,8
з2з54l10-

3

Developant репtrч рrеlчсrаrеа
automatд concentrat lichid
Dепtrч 20 litri solutie раtя

litri 600 8,j 20,00 llll1.1t l2000,00
la solicilrJe, iп tсгm€п
de J zile, р€ ртсчБч]

anului 2020

1,9
з2354l I0_

3

Fixator репtгч ргоlчсrffеа
automata сопсспtrаt lichid
Dgпtгч 20 litri solutie pata

IitTi 600 ,).
l з,50 7500,00 8l00,00

Ia so|icilare, iп tеrmеп
d€ 5 zile, Dе раJсUБUI

апчlчi 2020

1,10
з2з54l l0_

з

Developant репtrч рrеlчсrаrса
mапчаlй, pulbere репtrч 15 litri
solutie

litri l00 5"l l7,00 |574,0,| l700,00
I.1 solicitшe, iп lеппm
de 5 

'le, 
рс ра,счrsчl

anului 2020

1.1 1
32з54l l0_

3

l'ixator pentru рr€|чсrаr9l--)
mапчаlЦ pulbere реrй Иitri
lо|пве=:==- / ,/

litri l00 5,1 l7,00 |5,14,01 l700,00
la solicitae, ln lегm€л
de 5 nle, ре pшcurýul

anului 2020

ffiЖ\ T.TAL l39675,93 l65000,00

{;г7,r\Х t,tчrпеlе 1е: Palii Nina In calitate de: iurist;m ARMA" SA А\-Ф7
\о,\'оозв
ý};.{-,;;;

Chisinau, str.GrепоЬlе, 23



ýnpr-ifiгatii
lAceSI label va fi completat de cdtrp nfo"il|7}jjj,

eh nice ГF4.1'l
3, 4, 5, 7, iar de cdtr" оiБiiiйiiiййiЕ_БNчmёrчl СОР, о.dsТБФГЙЬ]

15777lз066415 Data: 02.01.202l Altemativa пr.: пu чоr fi
Uenumilea соР: Filme radiografice cu ,.nribilitut. in u.rd" gЙiiъ lve Ie develr;pare Pagina: l din l

Cod
срч

Dепumirед bunurilor
ýi/sдu д serviciilor

Моdеlчl
articolului

|аrа de
origine

produ-cltorl
S

ýо

)ecifi carl9a tehnici deplini
icitдtý d. cltre autoritateя

contractantll

specifi caIea tehnicl doplina
paopustr dc сДtfе ofertant

dar
de
de

refe
rintтl

l 2 з 4 5 6 7
з2з54l

l0.з

Film radio8rafic cu
sensibilatea in verde
30x40x-l00 filme

CARESTREAM
мхс, GREEN, 30
х 40 см, N l00

SUA cARESTREAI\,
HEALTH, INc

Fil п radiogrELfic cU sensibilatea in
verde зс|х4Oх_l00 fiIme

Эчtii , specificalii tehnice ýi
оffФпеtri conf.fr anpyei l

FiIm radiog.sfic cu ýепýiЬiЙчБ]Йi
сARESTREAM мхG. GREEN, з0 х

40 СМ, N l00 cutii , specifica{ii tehnice
ýi parametri сопfоrm алехеi l

сЕ.lю,

з2з54|
l0_3

Film гаdiоgrаfiс cu
sensibilatea lп verde
35x43x-l00 filme

CARESTREAM
мхG GREEN, 35
х 43 см, N l00

SUA CARBSTREAV
HEALTH, INc,

Fil 0 rsdiografic cu sensibilatea in
verde З5х43х-l00 filme

]utii , speciijcalii tchnice ýi
)arametri l)onform anexei l

Film radiografic cu sensibilatea lп verde
CARESTREAM МХС GREEN, З5 Х

4З СМ, N |00 cutii , spocificatiitehnice
ýi palarn€tri conform алехеi l

з2з54I
l0_з

FiIm rаdiоgrаfiс сч
sensibilatate in verde

з5х35х-l00 filme

CARESTREAM
мхG GRБЕN, 35
х ]5 см, N l00

SUA CARESTREAM
HEALTH, lNc.

FiIr radiogrslic сч ýensibilaиte in
verde 35](з5x-l00 filme

)utii , spe(ificatii tеhпiсе ýi
arametri сопfоrm anexei I

Film.adiogafic cu senýibilatea iл ve.de
CARESTREAM МХG GREEN, З5 Х

З5 СМ, N I00 Cutii , specificatii
tehnice ýi ршаmеtri сопfоrm апехеi l

]2з54l
l0_з

Film radiografic cu
sensibilatate in чеrdе

I5x40x-l00 fiIme

CARESTREAM
мхG GREEN, 15
х 40 см. N l00

SUA
CARESTREA
м HEALTH,

lNc,

Filn radiografic cu ýensibilatate in
verde l5):40x-l00 filme
utii, specificalii tehnice ýi
ararnctri сопfоrm алехеi I

Film гаdiоgaаfiс cu sensibilatea 1п чеrdе
CARESTREAM мхG GREEN, 15 х

40 СМ, N l00 cutii, specificatii
tehnice ýi p8ametri conform anexei l

зzзsо, l Film гadio8lafic cu

lo_] | sensibilatale ln verde

| 24хJOх-l00 fiIme

CARESTREAM
мхG GREEN, 24
х з0 см, N l00

SUA CARESTREAM
HEALTH. INc.

Fi!rn

(

t

radiografic cu scnsibilaИte in
чегdе 24x3ox-l00 fiIme
utii , specifica{iitehпice ýi
rrametri cl)nform апехеi 1

FiIm radiogmfic cu sensibilatea iп verde
CARESTREAM мхG (]REEN, 24 х

З0 СМ, N l00 cutii , specificalii
tehnice ýiparametri сопfоrm anexei l

з2з54l
10-з

Film гаdiоgrаfiс cu
sensibilatale in verde

l8x24x-l00 fiImе

CARESTREAM
мхG сREEN, 18

х 24 см, N l00
SUA CARESTREAM

HEALTH, INc.

Film

с
р

radio8rafi,) cu senýibilatate iп
vorde l8xz4x-l00 fiIme
ltii , specificatii tehnice ýi
fаmеtri сопfоrm anexei l

Film radiografic cu sensibilatea iп verde
сARESTREAM мхс GREEN, l8 х

24 СМ, N l00 cutii, specifica(ii tehnice
ýi paIam9tri сопfоrm anexei l

з2354|
l0-3

Film гаdiоgrаfiс cu
sensibilalate in verde

l3xl8x_l00 filmc

CARESTREAM
мхG GREEN, lз
х |8 см, N !00

SUA CARESTREAM
HEALTH, INC,

:ilm 
|.diografi( сч senýibilatate ln
]чеrdе l]x 8x_ l00 filmе

cutii , specil'icstii tehлice ýi
para.rnetri conform апех€i l

Film radiografic ctl sensibilatea in verde
CARESTREAM МХG CREEN, lЗ Х

l8 СМ, N I00 cutii, specificatii
tehnice ýi parametri conform anexei l

з2з54l
l0_з

Dечеlоралt pentru
prelucfarea automfia

сопсспtrаt lichid pentru 2О

_litd so|ulie 8at!

20 litri soltrlie gав
RETINA ХСЕ SUA CARESTREAM

HEALTH, INc,

Developant рспtrч рrеlчсIffеа
шtоmаtё сопсепtrаt lichid репtrч

20 litri solulie gata

Developaлt pentru рrеlчсrffеа automata
concentrat lichid репtrч 20 litri solulie

gаи RETINA ХСЕ

з2з54l
l0_з

Fixator репtrч рrеlчсrаrеа
automata ooncentra lichid
репtru 20 litri solulie gаи

20 liri solu{ie gala
RETINA хсF SUA CARESTREAM

HEALTH, INc.

xatof pcntru pfelucrarea sutomata
сюпOепtfаt lichid peлtru 20 litri

solulie gata

FIXATIV релtrч prelucr&ea automata
сопоепtrаt lichid репtгч 20 titfi solulie

gat& RETINA хсF

]2з54l
l0_з

Dечеlоралt pentru
prelucr8rea mапчаlа,
pulbere репtгч l5 litri

solulie

l5 litri ýolutio
RETINA ХРЕ SUA CARESTREAM

HEALTH, INc,

De!tIopant pentru prelUcrarea
manuala, рчlЬеrе pentr0 l5 litri

solulie

Developant р€пГч рrеlчсrаrеа mалчаlЦ
pulbere pentru l5 litri solutie RЕтINд

хрЕ

з2354l
l0_з l

l5litгisolulic
RETINA ХРF SUA САRЕSТRЕДИ

HEALTH, INC,
{alor репtru prclucrarea manuala,
pulberc репtгU l5 litri solulje

FIЖTIV pentru рr€lчспr€а mапчаlа,
рчlЬеrе pentru 15 litri solulie RETINA

)@F
Sейй

l: -l

"r.ý(

i Nina In calitate de; iurist

Chisin:ru. str.GrепоЫе. 23tл; DlY_i]M,+N lER-FARMA" Adresa :

1.'.i iй

Г;44ff-ffiiчец..аffiж )
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RvIClI PIJBLlco
I l..l LICEN],IERE А UNITATILOR DE DIIEPT l...

al persoa пеlоr j uridice
data 27.0S.2019

cTIUNt "M-INTER_FARMA,,.rCJIUNt "M-INTER_FARMA".
" S.A.

din Registrul de
Nr. 4l3433

Denumirea complet5: SOCIETATEA РЕ

9. Comerlul cu ridicata al раrlчпrчгilог 9i
l 0. lmportu], fаЬriсагеа, conlercializarea,
(sau) а opticii

Denumirea prescurtatй: "M-INTER-F
Fоrmа juridici de оrgапizаrе: Societate ре
Numfuul de identificare dc stat 9i codul fiscal NO): l003б00005263
Data inregistrarii de stat: 12.05.1994
Modul de constituire: поu сrеаti.
Sediul: MD-2028, str, Grепоьlе, 23, muп, (HtgtпAu, R. MoLDovA.
Obiectul prlncipal de activitate:
l. Рrасtiса mеdiсаIД
2. Come(ul cu гidjсаtа aI produselor agricoIe
3. Come4ul cu amanuntul al рrоdusсlог Л

4. Come4ul сч ridicata al рrоdusеlог fаrmасечli
5. Activitatca farmaoeutici
б. Alte activi16,'i de asistenli rnedicali
7. Соmецrl cu хп]апuп[u| iп magazine nespeci
bautuli ýi produse din tutun
8. Practica Stomato]ogici

сц vinzlre predominantd de produse alimentare,

соsmеtiсlэ
tehnicЁ 9i (sau) rераrаliа dispozitivelor medicalo gi

izагеа апgrо а substanjelor gi materialelor chimicb, . ']l I. lпрогtч] 9i (sau) lаЬriсаrеа, depozitarea,
rпiсоlеlоr 9i рrоdчsеlоr chilnice de menaj.

Capitalul stlcial: 5160000 lei,
Administrator: MOROZOV MARIA, ID 097020t}486488,
Actionari, сопfоrm registrulului actiona "M-INTER_FA

plezentul exlгirs este eliberat in temeiul
privind iпrеgistгаrеа de ýtat а persoanelor
datele din Regis1I,ul de stat Ia data de: 27.

148966.

t.3 4
dice
19.

al

ýi

пILegii
а intl

din 19 octombrie 2007

Ion MERLICI

ш

.ц,GЕNтlА ý
DEPARTAMENTUL iNREGISTRARE

gi animalc lоr vii

Date cu саrасtеI рсrsо]lаl. Ореrвtоr: I P...A8enlia Se&icii

,i
l



l. Destinrlir / Назвачение

2. Drte deýprc сопtrlЬцrЬll / Ихфорхаци, о

Дпсr8 пг.7.2 h lnýtruclluпar
rprob.tl prln оrdiпцl lFРý
rr. d00 dlп l4 m8rtie 2014

сс 04 АЕ

detclor siýtemului lnfoimllional Дцtomrtizlt l
соrласно,!iаявых и8форuечяокной 8sтоматrtзироsаrr8ой

Государfisaкsоfi нýоrоrоа слу16!

_Yls!ilqj.Ur___ _

ю.12.2019 оЁ 16;14:54
7 2-77 | з99, 28.0з.2014)

ргiчiпd lipsa sач exiýtenla fa{i de bugetul public na{ional

Nr, А194975з

3, Аtсýtrrё8 l'pscl ýru criýtcn|ci rc$rntcloг
По.rтъераi.rение mсутqтаи' иJnl и€цtичкJl ве
сllgтсмы

,l. vslдbil plnt lr / Дсйств1jтс.!св до И.Ot.20!0

}'iýcrl dc stlt l

Este ехtrаý din Sistemul tпfоrmаuопаl al sFs

l:q
l_
ъl

, "сопмdln 14.0

ld.rtr,.diolul d. ьt'| (пгd& rEtna.illt
АIрaс ocrolвo{o l.aстор.сfiоrох.яlч (yntrщ Hor.cr'

codul п.ail / Nзйtrчl d. m.ltiftrn
Ф|lсr:&lьвlll хад / иlсrtrяфп&rцховliьl* ЕоUер

c'odIl - D.!!ai.t lýcrlitllll
Ко! " lltпuаФ!аrас н.сaлсtrоrо л}-вýi

La dаи emiterii рrсzепIцlчi c€nificat
выдачи данвой справки 8едоимка
0,00 lеi/леfi.

de bugelul public паliопаl constituie/ На дату
публнчным бюджетом составляет:

cU aplicarea pEvederilo. pct. 82-8З ordin IFБ пr.

Ф

NотА (0,00)

rsd. {,ф.a?шrш r !!



ýжtrъgr

саrеstrоаm Health, Inc,, heтeby declffes й8r the product{s)
Medical 

_Deйce.DLecTive [directive 9Jl42лEc], ANN
Therapcutic Goods (MЫicatЪevicesjKegulations 2002.

Manufacturer'ý Name and Addless;

Medical Device:

Рrоdчсt Liýt:

Dcvjco Classification;

oMDN code and теrm;

Scope of Apptication

Еасh kind ofmedic8l device to which the
provisions_of йе essential ргjпсiрlеs. lhe ciassidcation iules.
design ofthe device until jb fiпаl inspection Ьеfоrе being sut

bsuo date: 20.March_2o19, Revision Х (Х_rау Film, SheetGа.еstrеаm Ноаlф, lпс. | 150 vегопа Street l [iосhеыеr, Ne,

DEcLARA N ОF CONFORMITY

аrе made in conformity with|
confolmity АýýеýSmепt Proc9dule

.8 of Schedule 3.

cаIestlearn Health,
l 50 vсrcпа Street
Rochester, New Y

Х-rау Film, Sheet

х.оМАт вт Fihп
Medical X-ray Blue
Medical Х-rау Bluc
Modical X-ray
Т-МАТ c/RA Film
Т-МАТ L/RA Film
INSIGHT Pediatlic
INSIGHT Тhоrасiс
х_SIGцт G/RA
MIN-R Ev Film
MIN_R s гilm
MIN-R 2000 P]us
L Grееп x-ray Film
НG Grсеп Х-rау
Grееп Х-rау Fi]m
Fцll Blue Х-гау
Маmmо Filn WB

-End of List-

Ечторс - claýý l[a, lX. Rule 1б
Australia - cIaýS tla, 2, Pfit 5, Rчlс 5.4

scree1,1

All declared

and thc Auýtlalian

Film
] Filrn
i FiIm

1 has Ьееп appiied compIies wtth the applicable
fчlI-quдl,t}-аsSчrапсе рrосеdurеs at саЪЬ stage. Гrоm thr

PAGE 1 of2

!lt,ii'i1
ll--;_: : _j

ZiB M,i

l*
F
ъ

@9:л"l.у:
}_tбпзбu_,1- , 

,

UsA 14608

40979. Medica|



Ечrcреап Notified Body:

EuтopeanAuthoгizedRepr9sentative: CfiestreamHeaIф

Тhе lelevant sections ofйe following Ечrореап Union
EN ISo I497l
EN l04l
EN lso l522з-1
EN 62з66

l4608. USA

Dtcctor, Global
CarestTearn Health,
150 vеrоца Street
Rосhеstец New Y,

lssue date| 20 March
ca.estream Health,

certified to EN
BSI No. FМ
BSI No, FМ
DNv No,
BsI No. FМ 4614l
TW No. Q2N 17

British standards

BSI certificate

9. Revision Х (Х_rау Film, Sh
J 'l50 Vегопа Sheet I Rochester,

apply to the liýted

1.i_:j,-b х М .l

Quality-ManagemenbSystem

9з l92 NoISY
FRANcE



carostleam }]€alth, lлс., hсrеЬу dcclares thаl tho рrоdчсt(s)
Medical Dcvicc DiгОсtiче [I)irective 93/4}EIIC]. ANNEX
l lrеrаречiс GOodý (Mфicaj Dейссý) RegulatiorБ 2002, С

Manufacturer's Name and Address:

Mcdical Device:

Product List:

Сагсýtгýаm Hcalth,
l50 vеrопа Strc€t
R()chcýter, New Y

Medical Inagin8

Chcmistry uscd to
GBX Dcvclopcr апd
GВХ Fixer and
свх '|'\Yin Pack
Х-оМАТ МХ Fixer
х-омА-г мх
RнАDl,млтlс
RЁADl.l\4ATIc
RЕЛDYМАТIС
RP х_омА1,
Rpx_oMATI-o
x_oмAl,nx u
Х-OМДТ Dечсlорсг
х_оМАТ LE*
х-омдТ I-E+ Fixer
сARESI"REAM
cAR!,;ýTREAM
CARI]STREAM
Rapid Acocýs Twin
Rapid Acccss
Rapid Access Fixer
XCl] Devclopel and
Хff Fiхсг and
ХРЕ Dсчеlореr
ХРF Fixcr

-lтd oi Liýt-

}|чrорс - Class I,
Austгalia. claýý I, 2, Рап 2. Rule ],l

41009 Radioglapbic

made in сOпfоrmitу with:

Aýscýsment Рruс9dцIе alld the Auýlralian
clfSchcdu]e 3.

:cssing Devices - РhоtосhсmiсЫ|

oI Jix tM imаgе оп mcdical and 4ental Х-в5. li!m":

RcploпislreI
апd RФlепjshеr

Rсрlепishсr

ReTtcnishcl
Rc?leniýhel
and Rерlепishсr

RерIелiýhеr

x-ray Molobath
Х-rау Developor
Х-rау Fiхет

N ОF CONFORMITY

chemical, automatcd
сhеmiсsl, mе,пчаi

14608

4lt)08 Radiographic fi

14608 i

:^:::"I

|SsUe dat€ 8 доril 2018, RечlSюп т Photochemlstrv
ua7estream He9Ith. |пс. I 150 vе.опа Stroet I Rochesler, NеЙ

RLrle 1



Scopc of Al1 dcc]arcd

Ёасh Нпd of device Io which tl]e l)eclafation оf
hаче bcen applied
suppIied

with thе applicab]c provisions of

Ьtгореап Represeolative: С сýkеал }lcahh Г
l, ruс Gа]ilёе
9з l9? NoISY
FItANсE

The relevant

E}i l041
EI,i lso ] 522з_1
ýN Iýo 14971
EN 62366

Кечiп С. Wright
senior Dir€сtоr, Regulatory Aft'aiTs
careýlream llealth.
150 verona ýtlcct
Rochester" Ncw Y l4608, lIsA
Tclepholc:,1_

ofthe foi)owiпg Europeso trnian

Revision т Photoch€mistrv
| 150 Vеюпа Slrэеt l RосhеStег, New

lssue date: 8 Арril 2(
Саrёstrýаm Hoalth,

aýýeýsmenl Ьч SecIeИty) procedures

р
(-

аррlу to the liýted

14608 l USA



bsi.

сЕ 01233
careýtream
150 verona
Rochester
Nеw York
14608
UsA

,,-)ffi
Alфd Roossien, Regulatory Lead

FirýtISsUеd:1996-0з-06 Date;

ЕС Ceftificate - Full Qua
Dlrective 9З/42lЕЕС оп Medical Devices, Аппех II excl

Nо.
Issued То:

Iп rеsресt of;

Tho dosign, devclopment and mапчfасturе of

Fоr апd оп behalf of BsI, а Nоtifiф Body for the above

storage phosphor screens апd reader syýtemý,
ýystems| dental x-ray ýyýtems including film, d
medical imаgiпg and PAсS Software. Those а
mапцfасtцrе of dimensional measuring PAcs

оп the basjs of очf examination of th€ quality аssurапсе 5у
9З/42lЕЕС, Аппех Il excluding section 4, The quality assun
the placing оп the rпаrkф of class III producЪ ап Аппех II

vзliditv оl lhi9 Rltiilcэtc ]s,coirditiona] cn tl]e qLlahtv s]ls:ern bein9 ma!ninilrёd ic
s,jrv|illanc. ..tiYtigý ol thQ пctried 8ody, '1hi5 applov&l ехсlud€s а'] pmduct!
пiпrcd cn йris cФt]iicate, 0nleý 9геaifiсёllу agreed Witl] 8Sl.
'Ihis ccrtii]cail ваý isý]ec eicclronl(al|Y апd iS bound bv tna acllditions althe

il 
'binalon 

апс г-ollta<]t] 8Si, ýау Building, ,JoIiл м. Keyneýpleii 9, 1066 Еl) ýn
Bsl Grc!р 1Ъе NЪйеilап(l' В.v leQБiere,:] in Тhе llclhrr]arcs Jпсеl З:2Я2ýr.
| fi.ýЬог о{ 8ýI ljгrup l,f corn Feiliili.

Ву Ro,,d| СhёIlе-

Аssurапсе System
Section 4

с image recording devicec including
х-rау films, direct digital radiography

medical imaging equipment, and
mеtгоlоgу relatвd to the design and

Ие rеqulrеmепБ of council Dlrective
meets the rеqчirеmепЬ of the difective. Fоr

4 certificate is required,

КNоtifiф Body Number 2797):

habitI
:1of1

The NethФ.landý

Ра9е

EXpiry Date: 2021-03-05

4в м;



ЕС Certificate - Full Qua
Directive 9Зl42lЕЕс оп Medical Devices, Аппех II

Ву Roval Chaгtel

Аssurапсе System

List of Significant Subco rS
Recogniýed aS being iпчоlчф in services relating to the

сЕ 0123з
2019-о2_27
caт€ýtrвam Health, Inc,
150 v€rопа ýtfъеt
RосhФЬr
llow York
146о8
UsA

S,эсtiоп 4

,,.making ехсеllепсе а habit.'

ceftificate No:

Date:

ISsUed то:

subcontractor:

GmЬН
Burqermeister-Gёtz"str, 10
sсhrоФпhачsеп
86529
Gеrmапу

Algotec sЁems
2 Hapnina street
ро вох 46
4з107 Rа'апала
Isйel

AnaIogic
8 centennial DriYe
Peabody
ма ssach ч setts
01960
UsA

Il]iо.лr{поп lnd сслзr!| lS], !йу БLi]nц;], Jchл l], Keyne:iphп 9, 1с06 !PAll.
8sI бrоLrр The ilethBdand! в.Y rc! -.te:,.d l,r;he l]еthi.l?псs L,l]de. Зз2.642я.l.

){вма

юн""tr.\,,оOзб!;--

-xJ!,l.!,i:''

.1 in€mЕl .f BsT GIoUp oicnTpani.i.

1"of7

bsi"



ЕС Ceftificate - Full Qua
Directive 93/42lЕЕС оп Medical Devices, Аппех II

Вч Rочаl Сhагtе.

Аssurапсе System

List of Significant Subco
Recognised as being involved iп s€rvices relating to the рrо(

trасtоrs

сЕ оl2зз
2019-01-27
carcýtraam H€alth, Inc.
15о vёrопа shвet
Rocheste]
NgW Yоrk
14608
UsA

Section 4

..making ехсеllепсе а habit|"

certificate No;

Date:

]ssued то:

Rochester
New York
14615
USA

сочеrеd Ьу;

supt,liedsчьсопtrасtоr:

Health Frапсе
1, rче Gаlilёе
93192 NOISY-LE-G&cND cEDEx
Flапсе

carestream Health, Inc
5450 campus Drive
canandaigua
NeW York
t4424
USA

cafestream
1и9 WeSt Ridge

l.f. фJt,оп а|т coi'a(. BsI s./ Bu,lJ,,, l, jol,n nL к,] п j,plL1, 9, ]йь LP tn,
Ъ1 61ц р Т,е Ner e,|.1oE B,lJ, lчл }oie j j. r\€ Ncttei|.].d\ Jnocr з l24r28q,
А mсmЬеl cf бsI Grо\rр c,t (Ъбраd*ý

r*#e.f{ll]l;
z t ýYlr_ il
(@л;.f{'
.r\ ,оOзбчi \ {й
*йfi'i"'' 1.;р

2of7

bsi.

carestream

Inc.



ЕС Ceftificate - Full Qua
Directive 93/42lЕЕС on Medica| Devices. Аппех II

iý Аs;surапсе System

List of Significant Subco
Recogniýed as фing involved in seмces retating to the

certif]cate No;

Datei

Issued то:

su bcontracto r:

carestream Health, Inc.
1669 иkе Ачепuе
Rochester
New York
14652
UsA

carestream Health, Inc,
1964 иkе Ave
RocheSter
NeW York
14615
USA

caresЕeam Health, Inc.
2000 Howard smith Avenue West
Windsor
colorado
80550
UsA

Jлfmnration iпd СопtsФ: Fsi, ýY 8uilciir4, ]ohn м, Keyncýplr:ilr 9. 10ф €р дr,j
ýl Gв!р Tl1e lieth9raфg 8,v. leq]ýtffed iл ъt 

'.lel.herlsnб 
undel з]2м2g,l_

.1 mе Ьеl ol Bs! Grо!р ol cornoanies.

gupplied

Section 4

,..makinq excellence а habiti

Ву Rочаl charter

сЕ о1233
2о19-02-27
Саrе9t€аm Healм, Iпс,
150 vеrопs st]eet
Rochester
N€w York
14608
UsA

)/qiRM;
+ ,J l ]0 ]46/

к_@J.кф'Ъ* 
,(,озGо':,j, :\,r.;ъ_...-,,: ,_i

|;, ., ,I I f \'| ,,))/

Page З of 7

bsi-

covered tч:



ЕС Ceftificate - Full Qua
Directive 93/42lЕЕс оп Medical Devices, Аппех II

ity Asisurance System

List of Significant Subco
Recognised as being involved in seмces геlаtiпg to the

certificate No:

Date:

Issued То:

subconkactor:

carestream Health, lnc.
8124 Pacific АчепUе
White city
oregon
9750з
UsA

carestream Health, Iлс.
Global R & D Сепtег (shdп9hаi)
No. 27 Xinjinqiao Road
Shanghai
201206
china

communication & power Industries
canada Inc.
45 River Drive
Georgetown
ontario
L7G u4
canada

l.r т d',.г_iпG сэi,lасt: Вý Ъ! В, i!l19 Jo,1 Е, м,г,ý-е ,9, 1йб iP д,,
H\I G,oul р е лdhcrialdc B.r', 1.9i9е,сd ,. п, , |!,"l;ib,о. ,:цlс, l326128.l,

s) supplied

Section 4

,.making ехсеllепсе а habit]

ВY Rочаl Сhаrtег

сЕ 0l2зз
2о19-о2-27
Са]еýЕеаm Healф, Inc.
15о vбrопа street
Rocheýter
llew York
1.rбо8
UsA

i".BM^

{е,
],i-йlt_

А пlепrЬg о. B5I Gю p oi сэпrра;€s,

Page 4 of 7

bsi-

Фчеrеd Ьу:



А nremoer ol Bsl Сюuр оt cqlзpariBi,

Pase 5 of 7

ЕС Ceгtificate - Full QuaDГective 9Зl42lЕЕС оп Medical Devices, АпЙех II
Аssurапсе SiёtёН*

List of Significant Su
Recognised as bеing involved in seмces relating t(

certificate No;

Datei

Issued То:

sчьсопtrасtоr:

Micro-X Ltd
12В4 south Road
clovelly ъrk
south Australja
5042
AUstralia

shanghai
201206
china

]riэla(_п л,],a)п dcl: dcl| r, Eu{J ,.J, , .|,r, l'. |\, v,, , 
l 'c, , q 

'J66годпi*::* 1i:д,lт, рч_чv l,r9.te,, ] л lle Nql ""_nij, ..,l(, . 'i2;..,.;

) supplied

Section 4

,,.making excellence а habit|"

rS

сЕ оt2зз
2о19_02-27
саrеstrеаm Health. Iпс.
150 verona street
Rochester
еw York

l4608
usA

)$в,lt 
"

G,*
YlЭ,*;;i.

bsi"

сочеrcd Ьу:



- Full Аssurапс" SflJUёН*

сЕ 01233
2о19-02-27
carestream Health,
150 vеmпа streat
Rосhёstе1
шё!Y York
l4608
UýA

Haican(
Хiаmеп
FUjian
з61022
сhiпа

4916 Е| фmiпо
Los Altos
california
94022
UsA

..making excellence а habiti

0n Medical Devices, Аппех Ii

Recogпised а5 bеjng

certificate Nо:

Date]

ISsUed то:

srrbcontlactor:

Rayco

.к"^,i
Ра9е б of 7

l пюfiиl оf Býl gnJL]r ol drmpd;hs,

bsi.

Соmрапу Umited

фчеrеd Ьу:

- Ъ rn,5,,d,a'^ntae Вq,5а} В,,,l,|ta,,lo,,n N1 к.,neq,i.a|,\ 9l ldt6l:oдJ,
:5], ]j................1LI 9:.,ljl"ёildr ф _ý.v i;ч,ы ered , а ] he Nе(r еr", ц ,"ci. зizьq;iо.



ЕС Certificate -
Directive 93/42lЕЕС on Medical Devices, Аппех II Section 4

Вч Rочаl Сhаrtеr

Аssчrапсе System

) supp|ied

..,making excellence а habit|"

Full Qu

List of Significant Subco tors
Recognised as being involved in services relating to the Ьу:

trас
t фчеrеd

certificate No:

Date:

ISsUed ъ:

сЕ о123з
20t9-02-27
car€strcam Неаlф, tnc,
l50 vе]опа strёet
RochBýts]
шеw York
146оа
UsA

su bcontractof:

soluciones Ехроrtасiбп
sdeRLdecV
catle Anillo briferico Poniente No, зlо0
co|onia ъйisоs Dgl colli
Zаррап
Jalisco
45069
Mexico

varian Medical
x-Ray Products
1678 south Pioneer Road
salt Lake city
Utah
м104
UsA

r Ъг.ъjl,п a,,J c.j Liцi ffS] sa! & U,л J Jo,, I.1, ке,, е)р,-,1 9, lо|Ф (о д.
B5l.{:,-, т е \:rhP,ln.d.8,v rcgl,kle. . ]1,e'].:'r.,|.ro L-o.,,]12c4ZP!, rr _ l, э}'

,ж@J_кё
W:зъ

A]1le,rlcr 4: BSI GrcUа of]compir1ie!.

й9е7оf7

bsi.
ity



MANAGEMENT SYSTEM - ISO 1

iS to certify that;

operates а Quality Management System Which complies
scope:

This (

то Ье

д MBl

оп behalf of BSI:

l Registration Date: 2008-12-20
Revision Date: 2019-09-24

] €mаlq5 tl,e рrофtу of B5I and shall М rеfuгпеd lmл]€diately
:с 1ficato can Ьо B{thenticntм апliп€, Рппfл.j (лр|сs саг м va|ц (!j trlcaкi (ап Do BL|tлentlcnlco опliпе, Рппtлd (лр|сs саг Ь!

iп conlun.Ilon wilh th+ >cop.r dЬче Jг the altachect dppenoj\

а5 r]еафUапеБ: BS] Gloqp Аmеп.d Iпс,, l2950 worldgate Dпче, stJlte
Ьег ol фе 8sl Grочр of фmpanies,

Sl.

ertificate of Re

The,design, manUfacture, distribution, (i
products) of diagnostic image recording
Sy_stems, сопе Ьеаm computed tоmоgЙрhу, il
lntormation systemS апd medical imaging and
distribution of Dry View Printers. Stor;ge-, Наpharmaceutical РrоduсБ.

Ву Rоча Ch а гtег

саrеstrеаm
150 vеrопа
Rochester
NeW York
14608
USA

Fм 7о1584

istration
:2016

,Inc

the requirements of ISo 13485:2016 for the

instalIation and Servicing exclUdinq film
oto chemicals, medical and dental imaging
ltion technology software for healthcare

. Manufacture, service, installation and
Packaging апd Distribution of

reфest,

drrl*
Stewad Вrаiп, of compliance & Risk - Medical Devices

Effective Date: 2019-10-03

Expiry Date: 2022-10-02

Ра9е: 1 of 2

,.making excellence а habit"

tleindon, vA 20170-6007

Фп

certificate No:

Fоr



Health, Inc
Lake Avenue

ReqiStration

Revision Date:

Fм 701584

Date: 2008-12-20

2019-09_24

Activities

design, manUfactUre, distribUtion, (inte9ration,
lllation апd Servicin9 ехсlUdiгl9 film prodlcts) of

stic image rесоrdiпg dечiс,эЬ, photo chemicals, medical
imaging systems, сопе Ьеэm computed tomograph'

:iоп technology software for healthcare iпfоrйаtiоп
апd medical imaging and detection, Manufacture,
installation and distributiэn of Dry VieW Printers.

York

Handling, Packaginq апd Distribution of
Рrоd ucts,

Handling, Packaging апd Distribution of Finished
and Replacement Parts, the storage, Handling,

апd Distribution of pharmaceutiaai products,

manUfacture of Х-rау detectors,

assembly, iпtеgгаtiоп and dilitribution of amage
]nt Systems. The design and manUfacture of
and intensifi/ing and Storage phosphor sсrеепs.

design, manUfacture, Servic€, and installation of medical
equipment Systems, сопе Ьеаm computed tomography,

imagin9 Systems iпсlUdiгg softWare апd accessories,

manUfacture of dental and пledical х-rау fitms,
and Storage рhоsрhсlr sсrееп chemica15. The

and development of dental х-rау film Systems and
used in medical imaging.

design апd development of (lental х-rау film systems and
Used iп medical imaging.

Ttr;s

тоЬ read iл conjunction with the scope above or ttle attached appeпdix,
фrt;ficate сап Ье 4uthentjcated onllne. Ргiпtе(j (opieý сап М

lеlпdlпý thr р.оф1/ a'85l агd ýhаЛ hc ,e(Ull ed lm'rlctllalel7

HeadquarteБ: Býl Gl{up Дmегiса lп(,, 12950 Wo.'dgaФ Drivel Suite

Lexington Ave. Suite #356

о{ the BSI Group of qompnnies.

Effective Date: z019-10-0з

1ercialization Сепtеr (STc)
campUS Drive

HEmcon. vA 20] l0-bor]i UЯ



флffла
.-@

rо

Bsl Jl L.nlted,,egl*<ted ln Епgldпd Llndel rUmM.78o5]2I at З89

Sl.
ertificate of R

MANAGEMENT SYSTEM - ISO

is to certify that:

operates а Quality Management System Which
scope:

The design, development, manUfacture, and
(SUch as INDUSTREX digital systems) and

and on behalf of BSI:

Registration Date: 2008-07-17

ReviSion Date: 2019-09-24

е геф.rlпs lhe р,офa(у ol BsI апс ýha{l м rФUrпм lfi,ln(ld,alrly
cenlflcate сап Ье }Ulbentl(ated Qо|iдg, ftinted copie5 Jn Ьс val

read lп сопjLпсtФл Wlln фе scope aDove оr the atвched арр€пdц,
(lliol. .пd Сопшс1: 8SI, {lrctгarl courl, Daly д!епuе, Knowlhljl, p!,l1o4

of фе 8SI Grочр of {omЁnieý.

епсе а habit

Ву Rочаl Сhаrtег

carestream
150 Verona
Rochester
NeW York
14608
USA

Fм 537916

istration
1 : 2015

the requirements of ISo 9001:2015 for the

of digital radiography imаgiгg systems
fоr the non-destructive testing industry.

operating Assurance - Americas

Date:2019-10-21
EXpiry Date: 20z2-L0-20

Ра9е: 1 of 2

{ф
.l! /L'r, /)
i}r Рб

Inc

certificate No:

l

r4K5 8рр
High Road.



5з7916

Health, Inc
West Ridge Road

Req iStra tio п 2008-07_17

development, mапUlЪсturе, and service of Oigit7t
imagin9 Systems (stch as INDUSTREX digitai

апd accessories fоr the non-destructive tеstЙg

design and manufacture of (tigitat rаОiо9rарПу iЙаgЙ!
]mS (such as INDUsTREx di()ital sуstеmЪ) ino

for the поп-dеstruсti:ие tesiin9 industry

ActiVities

/ York
15

9_10-21

10-20

aqe: 2 of 2
This

ТоЬ

8ýl
Ам

Health, Iпс
vеrопа street

Ра9е:

Revision Date: 24

ce|tiЛcate llo,

l"п}diп, the рI,офФ oi t]ST iпd bhall Ье .ctr,lneJ |пlmроk,!е|у
crDnic ce(jficate .ап Ье ф|hепti(аtеd адl!де, PIlnted .opes сап ое
rcld,п cLnjJn.lion упlh ll\,\(ope аичg оr thc dltJ(hno append;\,
ra:,cn atd conlacl: &sI. (tl]m.J,k СоUгt, Davy Avcnue, Kno;|hil', м,l1 ato Lonlacl: tý]. KlEm.J,k СоUгt, Da\T Avcnue, Know|hil', M,ltor 

'.п(р UK Lim|ted, rcgБыеd lr Еп9ldпd dldег шmЬег /80532l at З89
ot lhc BSI G.o!p of Соmрапшý
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Dепчmirеа firmei

Adresa firmеi

IDNO - Codul fiscal

Codul ТVА

Oficiul de inregistrare

Апчl intemeierii

Denumirile рrесеdепtе

Telefoane de contact

Fах

E-mail

web раgiпй

Tipul lirmei

Director

Firmе subsidiare

Nчmаrчl angaja{ilor

Nчmйrul depozitelor

Baza tehnico materiala

Vоlчmчl de produc{ie

IBAN coD
Dепчmirеа Ьйпсii
in care se deservegte

codul bбncii

DATE DESP ARTICIPANT

SA "м_ R-FARMA"
Strada G 23, mчп. Chiginйu, Moldova MD-2025

1

о207934

Саmеrа de Stat, Chiginiu

12 mai 1994

Sд "м-

904-005,

904-007,

societate ре

Morozov

пч

1б

9

inzestratii

Str.Tighina mun. Chiýiniu, Republica Moldova
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