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Data

I'ormularul ofertei (F3. 1)

13-22.07.19

COp Nr.: 2100947r

Altbnnativa Nr.: nu sunt

Cdte: AGENTIA NATIQNALA pentru SANATATE I,UBLICA

"GBG-MLD"SRL declar[ d5:

Nume: Tudor Ceaicovschi

in cdlirtate de: director

Ofertantul:

AdrQsa: mun. Chisinau, str. lighina 65 of.607

Dat4: 13-22.07 "19

a, cumentele de atribuire.
elytresteze, in confrrrmitate cu docurnentele de
tehnice gi pref, urmiitoarele bunuri gi/sau srervicii:

stice tulpini de referinf[ qi alte consumabile pentru

Suma totald a ofertei frri TVA constituie: 842595,00
[opt sute patruzeci gi doui mii cinci sute noulzeci gi cinci ] Lei 00 bani.

Suma totali a ofertei cu TVA constituie: 951413,A4

I noui sute cincizedi qi una mii patru sute treisprezece ] Lei 04 bani.

Prezenta ofert[ va rb,mine valabild pentru perioada de timp specificatd in FDA4.8., incepind ou data-
limit[ pentru depunprea ofertei, in conformitate cu FDA5.2., va rbmine obligatorie gi va putea fi
acceptat[ in orice mpment pin[ la expirarea acestei perioade;
ln cazul acceptdrii ffrezentei oferte, "GBG-MLD"SIIL se angajeazd, sd obfind o Garanlie de bun6
execulie in confonfitate cu FDA7, pentru executarea corespunzdtoare a contractului de ar;hizilie
publicd.
Nu sintem in nici un]conflict de interese, in conformitate cu punctul IPO5.4.
Compania semnatari, lusiv fi : ce fac
parte din contract, qh bazap 3 sau a
negulamentelor cu irCc ublice, r5.5.

.,GBG-MLD"SRI,
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D'efumirea coinpleta:,S oc

EXTRAS
Reigistrul de stat al persoanelor juridice

Nr.399048 data03.12.2018 i

tea cu..Rdgpundere,Limitatx " GBG-MLD"
BGJ}.VII,D'' S.R.L.

i: Societate cu rdspundere limitati'
slat ui coduifiscal (IDNO): f 003600117582

rtat4:tt
olganil
ficare c

.,1995

real;il.
ina,,65, mun. Chiginiiu, Republica Moldova.

tate:
prT o duselor farmaceutice
in gtiinle fizice gi naturale
l;al ;lroduselor farmaceutice Ei de parfumerie
lui dle control pentru procesele irrdustriale4;

J.
6,
1

8;

rned ical I
abricarea utilajului ical qi chirurgical gi a dispozitivelor ortopedice

cfia dc apat'atu
porturi ruliere

gi instrumente de mdsur[, verificare 9i control
mdrfuri

I TUDOR, IDNP 0971501546960

2000048101473, cota 108 lei, ce eonstitui e 2Vo ',

R,IDNP 0971601546960, cota 5292\ei, ce constituie9S%
1l.

2.

B
2.

A VERA, trDN
VSCHI T'U

Prezentul
privind ir
clal.ele dir

Registratr

.CEAICOVSCHI TU R. I:DNP 0971601546960, cota - 98%

rat in terneiul art,34 al Legii nr'220-XVI dil.r 19 octombrie

ti a l)ersoane,lor juridice qi a inlreprinzdtorilor individuali 9i

la drrta det 03.72.2018,^

Constantin

$i{$lit**l* Ii$*$|
H* $S?1



"Se t re t e p me rd e t, €o nf ide n ! iq 1,,

Eeneficidr: Agentia Nagiod,ald pentu Sdndtste puhticd
mun.Ctt saiht, dta
IDN:O: T

l.f iuti* zors
GARANTTE DE OFERTA Nr. C

ffi$ffiF
cEd*ura Agrcindhamk

mun. ChiEiniu

BC,,Mol 
1u,b1nk]',s.*',.cu 

sediul pe str. constantin Tdnase g/1., mun, chigin5u, lvtD-zoos,Republica Mol rful de identificare de stat - codul fiscal 100260000377g (numit in continuare
,,Garant") a fost informati bS "GBG-MLD" S,R,[, cu
Moldova, numdrul de ideniificare de stat - codul fl
urmeaz8 sH inainteze data dr
achilritionarea prepa inii de
microbiofogic, confor licd nr. 2Loog4T|din 19 lutie 2019.

La cererea ofertantului, noi. Garantul, prin prezenta, ne angajtm in mod irevocabit si vi plitim orice,Y tY r.qsrrrr v.rlEsum5 sau sume ce nu dep5tesc in total suma de 10.000,00 {aece m!i, 00) MDL, la primirea de citre noi a

fl'.T:i:"]::lt:.11.::* 5i se*,rrrate de persoane autorizate din parrea Beneficiarutui, insolitd de docunrente

sau rnai muite dintre obligagiile sale referitoare la condlliile ofertei, gi anume:
a) 9i-a retras oferta in timpr]rr perioadeivarabiritdtii ofertei; sau
b) a modificat oferta dupE qxpirarea termenului-fimitf, de de6runere a ofertelor; sauc) fiind anuniat de citre Bepeficiar, irr perioada de valabilitate a f.rfertei, despre ad.fudecarea contractului:

{i) egueazJ sau refuzd si sernneze formularul contractului;
iii) ntr acceptE rectificarla erorilor aritmetice, efectustd de r:6tre grupul de lucru, erori depistate fnOl'erti in timpul examindrii ei; sau
{iiii) eSueazi sau refuzd si prezinte garanfia de bund execufie, daci se cere conform condifiilor licitafiei,

;::l'#,;,::.utat 
vreo colrditie sper:ificati in documenrete de ticitagie, inainte de sernnarea contractutui

eia dintre urmitoarele situaiii, oricare dintre acestea

ind adjudecarea contractului Ofertantului 5i olup5
Eeneficiar la solicitarea Ofertantului; sau
nfirii despre numele altuici$tigator, fie la expirarea
Ofertanrt in cadrul licitatiei;

Frezenta garantie intri in vigoare la data de 19 iulie 2019 5i este valabili pini la data de 17 augu:;t 2019,
inclusiv.

Prin urmare, orice cerere sau platE in conformitate cu aceast$ garanfie trebuie receplionatd cle ciitreGarant la oficiu pini la data respectivi.
orice litigiu apdrut pe parcursul realiz6rii prezentei Earantii va fi solulionat .o -rar naan-ierilor. inr stilut. il|cazul cdnd pdrfile nu vor s.oluiiona litigiile apdrute prin negocieri, acestea vor fi sgl ormltate

cu legislagia Republicii Moldorj'a"

Victor luras,
Vicepre5edinte al Comitetului de Conducere
al BC "MoldovaiAgrolndbank' S.A.

Carollna Semerfiuc,
Contabil-gef al BC,'Moldova-Agroindbank,, S.A.

.)li*-'*"ai

Hil.
.{:{W<}tft I

j



,, 5eclet coi me rcia l, co nfi d e nlia l"
Moldsva Agroindbank

Dlui Trudor Ceaicovschi,
Adn{in istrator al S. R. L.,,GB4-MLD"

^ial r4/l It'nn 
^ 

IJ/-
l'.tbu /a u\id,1'(

MD,2001, mun. Chi5iniu, strl. Tighina, 65, t?5'.r,lCr,#rk lP{$

CERTIFICAT

Prin prezenta, BC 'lMoldova-Agroindbank" S.A. confirmS cE ,,GBG-MLD" S.R.L. (lD)NO

1003600L175

fifl

)l(fi (vrt/r! n:ilih fir4J

i: rrttil: 
^ibai,iild;!l,Idjrf,: ilj i i.?i ;:ta t:)5

iijx ii;''i 22i \lj7 it!,.|

Certificatul este

Numdrulco Itului curent, cod IBAN Valuta

M D14AG000000225 184E01542 MDL

M D 64AG00 4000225 744E07 5 42 EUR

MDSlAGOO( )0002251,L677935 CHF

MDTOAGOO( )00022511393244 LIAH

. MD1TAGOO( )00225!L4E04542 RUB

MDS2AGOO( )00225194E02542 USD

MD39AGOO( )00022513059583 GBP

MDSlAGOO( )000225B2080147 MDL

eliberat pe ru a fi prezentat la destinatie,

i de Conducere

Ex.: lvan lSuga

T el.; 022-il0-33-64

${: "ivlQl.i.tOVA A(i:),gif.iODiir.il."
!lr" (:i^5tariin Tat:i;1. i)ijbi;.. ;\.i+ti.{rry:r

Nr;<riiiL;l inreqrstr,\iii .ls ttnl - i trt.1liri\ilit (nl);taiulur :rld n
|iurrir..!e Trespcinlfjuj (-onrlrr:tl hiii {:cr)*iif..

Victor lurag

2{:i t)"!, ie, i:i



Anexa nr.7.2 la Instruc(iunea
aprobatd prin ordinul IFPS

nr. 400 din 14 martie 2014

CC 04 A]E

privind lipsa
CERTIFICAT
restanfelor fa[d de bugetul public nafional

11.07 .2019

1. Deptiinalia I Hazlr.agrc:aue

Pentfu patticipare la ploceduri achizitii publice

3. Atpstlarea lipsei sau existen{ei restanlelor conform datelor Sistemului Informafional Auto,matizat /
flo4riepx4erue orcyrcrBr4 A vrlu laarfir.ur4r HeAouMKr{ corJlacHo AaHHLIX I4utf oprraaquonnoli aeroMaru:uponauHoft
CI,ICTCM:6I

5. Autentificarea Serviciului HO]4 HaJTOTOBOA CnyXObl

unct interim Ludmila BOTNARI
Funcli^/IonxHofi6

L.S/ MTI

Executfrr-: T
Nunrele ;i pr enumele/aDa\ilrlM H

sau isten{a

ditl
OT

2. Date despre contribuabil / tr4 uut o IlaJIofonJraTeJIbIur.IKe

Codul liscal / Numlrul de identificare
<Dr.rcra,rsHsri trol / tr'IAeHr utur(iluxoHHbrii HoMep

Adpesa sediului de bazi (strada, Codul - Denumirea localitlfii
Ko4 - HauveuoeaHlre HaceJreHr.loro nyHKra

na m.65 O13O-SEC.CENTRU

10036001 17582

La (lata emiterii prezentului certifical. restanta fald de bugetul pllblic na{ional collstituie/ Ha 4ary
Bbr4alru AaHHoft cnpaBKlr HBAorzMKa trepeA HaUr{oHaJrbHbIM ny6[uqHblM 6lo4x(eroM cocraBJlter:
0.00 lei/,refi.

4. Valabil pind la /,{efrcreu're,reF rc 26.07.2019

cu aplicarea prevederilor pct. B2-BB Ordin IFPII nr.400 din 14.03.2014 (lvlonitorul Oficial 72-7-11399,28.03.2014)
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Rechizitele bancare:

Cod fis cal/Cod TVA : I 00 3 600 I I 7 5 82/02 0 5 086
BC " Moldova-Agroindb ank " SA

filiala Iu[.Eminescu
cod: AGRNMD2XB64
cont : IBAN MD06AGA00002 2 5 I 7480 I 267 5

Ciitre
lica

In atentia grupului de lucru achizilii publice

Cu respect,

Tudor Ceaicovschi
Director ,,GBG-MLD" SRI-

GL()BAL BIOMARIfiTIIIG CROUP. MOTDOYA

GLOBAL BIOMARIGTING GROUP - MOLDOVA



mdc modical device certification GmbH
certifies that

sl ffi
sifin diagnostics gmbh
Berliner Allee 317-321

13088 Berlin
Germany

for the scope

turing and distribution of
in evices for the product groups:

blood gro reagents and cultune media as wellas
manufaQturing of raw materials for manufacturing of

in vitro diagnostic medical devices

has introduced and applies a

EN tSO 13485

MediQal devices - Quality management systems -
Requirements for regulatory purposes

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from
Valid until

flegistration no.
Report no.

Stuttgart

2018-10-231
2021-10-22
D1 058700042
P18-00745-121758
2018-07-16

KS
Deutsche
Akkredjder{nBsstelle
D"ZM*l6002.06-00

Head of Certification Body





Nous / WeWr/

s$ ffi

E G - Konfo rrn itetse rk lSre.l rE g

de Coglformit6, / tG-Declaration of e onrfo:"mdty
((

hlr./No. 1f 't

sifirl cliagnostics gmbh,
Berfiner Allee 317-321, l3qBB Berlin, Germany

erkl6ren in eigener VerantVyortung, dass
d6clgrons sous notre propre responsabilite que / <leclare on our own responsibility that

CE-Decla!'atioFn

das Medizinprodukt (lVD):
le disprositif medical (lVD):

the medical device (lVD):

Valable jusqu'au:
Vali( until:

Anrti-Shigelia dysenteriae type'!
Anti-Shigella dysenteriae tYPe 2
Anti-ShigeEla flexneri tyPe t
Anti-Shige!la flexnoni tYPo 2
Anti-ShigeEla flexneri type 3
Anti-Shigella flexneri type 4
Anti-Shigella flexneri type 5
Anti-shigella flexareri tyPe 6

Anti-Shigella flexneri groLlp 3,4 {y}
Anti-Shigella flexneri grouP 6
Anti-ShigeEla flexneri group 7,8 (x)
Anti-ShEgella sonnei S-form (phase l)
Anti-shigeila sonnai F-forrn {pthase ll)
Anti-Shigella sonnei S" and F-{orm {plrase ! and il}

DIN EN ISO 15223-1:2017, DIN EN ISO 1811s-I'.201s,
DIN EN ISO 18113-2:2013, Dllti EN ISO 23640.2015

Anhang ltrl

Annexe lll
Annex lll

2021-14-22

Sicherhe itsbea uftra gte r f ur lt/ ed i zin p rod u ktd
Agent de sdcurit6 /Safe(y Officer

Sonstiges Fro,Cukt
Other device/Autre dispositif

allefi Anforderungen der Riphiiinie 9B/79/EG entspricht,
remplitt toutes les exigences db la Dire<tive 98/79l[G qui le concernait.

ons of thd Directive 9B/79/EG which apply tct it.

onrsierle Normen: DIN EN ISO 13485:20'16, DIN EN 13612:2002,
appliqu6$: DIN EN 13(i41:2002, DIN EN ISO'14971:201:3.

cs gmbh . aeilm*eiAil"e2ll-szl. 13088 Berlin'Gernrany
70 30-0 . Fax +49-30-92 70 30-30. ilia@sifin.dg'www.sifin,de

sifin

Berlin 31.10.20'18



s$ ffi

E G- Konfo rm itiitser kl ii ru n g

CE-Declaration'r de Conformitd I EC.DecEaration of eourforrmity
((

Nr./No. 1'f S

WiqlNous/We

sifirh diagnostics gmbh,
Beilliner Allee 317-321,13088 Berlin, Germany

erkldren in eigener Verantportung, dass
d6ciarons sous notre propre iesponsabilitd que / declare on our own responsibility that

daq fifiedizinprodukt (lVD):
le dispositif medical (tVD):
the nredical device (lVD):

Sonstiges Produkt
Other device/Autre dispositif

alfefi Anforderungen der Richtlinie 9B/791EG entspricht,
rempllt toutes les exigences $e la Direciive 98/79/EG qui [e ccrncernait'

meets all the provisions of thE Directive 98/7S/EG which apply to it.

Anti-Shigeila I

Anti-Shigella ll
Anti-Shlge!la lli
Anti-Shfg+lla fNexnuni

DIN EN ISO 13485:2016, OIN EN 13612;2002,
DIN EN 13641:2002, DIN fN ISO 14971:2013,
DIN EN ISO 15223-1:2017, DIN EN ISO '18113-1:2013,

DIN HN [S0 181 13-2:2013, DIN EN ISO 2364A:2O15

Anhang ll!
Annexe lll
Annex lll

2021-1A-2?.

Angewandte harmonisiert$ l.lonlen:
Norm r-'s harmonisr9s appl iquQs:

Applierd harmonized standar{s:

Valgble jusqu'au:
Valid until:

Ber]in, 31.10.20'18
'.

S icherheitsbeauflragter fur lVedizinprodukte
Agent de s6curite /Safety Officer

sifin diagno gmbh . Berliner Altee 3'l 7-321 ' 13088 Berlin ' Oennany
p5on6 +49_ 70 30-0 " Fax -r-49-30-92 70 30-30 . lnts@jtnn-ds . www.nifin.de



s$ ffi

EG-K tiitse ii
GE-Seclaration de Ccn I EC- c ion of Sonforrnity

Nr"/No. 103

sifip rJiagnostics gmbh,
Belliner Allee 31 7-321, 13P88 Berllin, Germany

erkliiren in eigener Verantjvortung, dass
deqlarons sous notre propre fesponsabilit6 c

Wiri / Nous /We

dad Medizinprodukt (lVD):
le dispositif m€dical (lVD):
the medicsl clevice (lVD):the medical device (lVD):

Gulfig bis;
ValqbJe jusqu'au:
Valid until:

Berlin, 31 .10.2018

oue / declare on ouf own responsibility that

Anti-sahnonella &67 + Vi, omnivalent
Anti"Salrnone!{a I (A-6 + Vi}
Anti-Salrnonella ll {F-67}

$onstiges Produkt
Other devlce/Autre disPositif

DIN EN ISO 13485:2016, DIN EN 13612:20A2,
DIN EN 13641:2002, DIN EN ISO 14s71'.2013,
DIN EN ISO 15223-1:2017, DIN EN ISO 1Bl 13-1:2A8,
DlrV EN ISO 18113-2:2013, DIN EN ISC 23640/,?-015

Anhang il!
Annexe Ill
Annex lll

2021-10-22

Sicherheitsbeauftragter fur Med izinprodukte
Agent de s6curit6 /Safety Officer

sifin cliagno

onisiertd Normen:
appliqugs:
standards:

Phone +49-30
cr gmbh . Berliner Allee 3'17-321 ' 13088 Berlin ' Germany
70 30-0 . Fax +'49"30-S2 70 30-30 ' infoGPsitin.rle . wwlv.sifin.de



ffi$ $re

EG - Konf o rrrr i tfr tse r$tB d raxl g
de Gos':forrnit6 / EC-Deelac'atfon of ConforrnityCE-Dec!aratiotlt

(€
Nr,lNo. 1S7

Wir/Nous/We

sifirl cliagnostics gmbh,
Brmany

que / declare on oLtr own responsibility that

Anti-$almonelEa H:m
Anti-Salmonella l'l:p
Anti-Salmonella H:q
Anti-Salmoneila H:s
Anti-salmonella H:t
Anti-Salmonella H:u
Antfr-SaNmorrella l-i :v
Arirtii-Sairnanella H :w
Antfi-Salmonella H:x

Anti- Sa lrno ne I la N :24,z23

Anti-Salmonella H:ze
Anti-:SalmonElla H:zrs
Anti-;Sa Imonella l-'t :zza

Anti-Sa lmernel f,a Fl :zze

Anti-lSalrnonel [a F{ :zzg

Anti-Saimonei In l'{ :z:z
Anti-:Salmonella H:5
Anti-lSalrnonel la Fi :7

Sonstiges Frodukt
Other devicelAutre d isDositif

ir;ht.
i ile concernait.
arpply to it.

E:N lSCt 13485:2416, DIN EN 13612:20A2,
Norn\es harmonises appliqu6g: DIN E:N 13641 .2002, DIN EN lsr) 14971:2013,
Applied harmonized standardd: DIN EN ISO 15223-1:2017, DIN EN ISO 18113-'1:20'13,

DIN EhJ lSCt 18113-2:2013, DIN F.N ISO 23640:2015

ng lll
xe lll
x lll

-10-22
Valaple jusqu'au:
Valid until: r-.-

Berlifr, 31 .1 0.201 8 Dr. T. Schutarz- / -.'.- - 
t. . 

\. .t:5:-
$icherhe itshrea uttragter f ur Med izinp rodu kte
Agent de s6curitd /Safety Officer

siiin diagnpstics gmbh " Isifin diagnpstics gmbh " Berliner Ajlee 317-321 , 13088 Berlin ' Germany
Phone +49"30-P2 70 30-0 . Fax +49-30-92 70 30-30 " lfoldSfi-DdP ' rwwv.sifin.de



CE-Declaratiopr
E G-Konfo rm itdtse rk $ eiru n g

de Conformit6 I FC-DecEanatiot't of Cenformity
C€

illr./No. J0S

Wirl/ Nous / We

sifin diagrrostics gmbh,
Berliner Altee 3'17-321 , 13pBB Berlin, Germany

erkldren in eigener Verant$rofiung, dass
decfarons sous notre propre responsabilit6 que / declare on our own responsibility that

das: Medizinprodukt ( IVD):
le dispositif medical (lVD):
the lnedicat device (lVD):

Ailti-Sailmonel la Ft: a
Anti-Salrnoneltra H:b
Anti-SalmonElEa H:c
Anti-salmonel!a H:d
Anti-Salmonelta H:e
Anti.SalmoneNla ll:f
Anti,Salmonella fi-l;g
Ar;ti-Salrnonel la l"l : g, m
Anti-Salmonella H:h
Airti-Salmonella H:i
Antil-Salmonella H;k
Afiti-Satmone!!a H:L

Anti-SalmoneIla l'l:n
Anti-Salmonella H:r
Anti-Salmonella l-{:y
Antl-Salmeirrel la h{ :z
Anti-$almonella H:zro
Anti-Salmoglella H :ars
Anti-Salmonella H:zss
Anti-9alnronella F{ :ear

Anti-SalmoneEla [-{ :'l
Anti-Salnrone!ia Fl:2
Anti":Salmonella l-f : 6

Sonstiges Produkt
Other device/Autre dispos itif

icht.
i le concernait.
arpply to it.

E:N lSCt 13485:2016 DIN EN 13612:2002,
E"N 13641:2002, DIN El{ ISO 14971:2013,
EN ISO 15223-1:2017, DtN EN ISO 1s'113-1:2013,
EN ISO 18113-2:2013, DIN FN ISO 23640:2015

KonformitAtsbeweftungsvefahren: Anhanrg lilt
Procedure d'6valuation de la Conformitzi: Annexe lll
Gonformity assessment proceflure: Annex lll

Gultig bis:
ValaQle jusqulau:

2021-10-22

Valid until:

Berlip,31.10.2018

-l
13osb B*ilr " c'",t '*y

Phone +49-30-92 70 30-Q " Fax +49-30-92 70 30-30 " info@sifin,de'www,sifin.de

-l 
fr {r: "' "7:--Dr. T. Schwarz

S icherheitsbeauftragter f Lir Med izirr produkte
Agent rle s6curit6 /Safety Officer



EG -Konforrn itai tsea'kl Sru n g
de Conformitd I EG.Oee las atEoffi of e *mformEty

(€
Nn*/No, 1&5

Wir / Nous /We

sifin diagnostics gmbh,
Berlirrer Allee 317-321 , 13088 Berlin, Germany

erklairen in eigener Verantwortung, dasi;
dtlclarons sous notre propre riesponsabjlit6 que / declare on our own responsibility thal,

das Medizinprodukt (lVD):
le dispositif medical (lVD):
the nrr:dical device (lVD):

Anti-i5almonellaO:8 Ant!-SalamolrellaG:28 Anti-$atn'rclnellaO:48
Anti-l$almonellaCI:9 Antd-SaInnonella$:30 Anti-Salm*rreilaO:5S
Anti-i3almaneila S:'10 Anti-salmron*lla O:34 Anti-$relnrotrella 0:5'!
Antfi-lSalmonella O:11 Anti-$alnnone,lla CI:35 Anti-$ialnn*rie&la 0:52

Sonstiges Produkt
Other device/Autre d is posltif

allen Anforderungen der Riphtlinie 9?tl7 sprir:ht,
remplili toutes les exigences dp la Directive qui le concernait
meets all the provisions of the Directive 98/ ich erpply to it.

CE-Declaratisn

Angervandte harnronisierte Noimen:
Norme,s harnonis6s appliquel:
ApplieC harmonized standard$;

Konform itd ts bewe rtu n g s ve rif a hren :

Proc$ciure d'evaluation de la donformil)
Conform ity assessm ent proce]rlure:

Gultig bis:
Valable jusqu'au:
Valid until:

Berlin,31.10.201B

Avrti-Sal momel la f!: 58
Anti-Saln'ronel la t!: 59
Avrti-Sa lmomeS'la Cl :60
Anti"$a I moneliia C!:S J

Anti-Salmonella Cl:62
Anti-Salmone$fia e):S3
Antl-Salmcnelha Ct:65
Ariti,$aimonelIa el:6$
Arrti-Salmonel la Cr:67
Anti-Saimsne!Ea VI

DIN E:N ISO 13485;2016, DIN EN 13612:2002-,
DIN EN 13f)41 :2002, DIN El\l ISO 1497'1:20'113,

DIN EN lSCt 152.23-1:2017, Dlhl F-N ISO 181 13-1:2013,
DIN EN ISO '18113-2:2013, Dlf\l EN ISO 236210:2015

Anltang llt
Annexe ill
Annex lll

2021-10-22

Dr. T. Schwarz
Sicherheitsbea urftragte r fur Medi zinprod ukte
Agent de securite /Safety Offieor

rilr ,Ji,rg.*tk. grbh . U-tfir* Ail.e 312-lz flsoiJs Betit 'dunlary
Phone +49-30.]92 70 30-0 " Fax +49-30-92 70 30-30 " lnfo(Qsrnl:!.dc " ww'r'r.sil]n de



sifih diagnostics gmbh,
Beilirrer Altee 3"1 7-321, 1 3088 Berlin, Germany

erkldren in eigener Verantj,,vorlung, dass
d6olarons sous notre propre i'esponsabilit6 que / declare on our own responsibility that

das Medizinprodukt ( IVD):
le dispositif mddical (lVD):

the medical device (lVD):

Sonstlges Pnodukt
Other devicelAutre dispos itif

allen Anforde inie 9B/79/EG entspricht.
remplit toutes I Directive \B|TS|EG qui le concernait'
meets; all tlre p ective 9B/79/EG which apply to it,

s$ ilT

EG-Konfo rsn itiitse rkl iii rLs !'l E
ConformEt6 I EC-Declarat9on of Corrforrmity

(€
Nr./No. 1$4

CE-Declaration de

Wir/Nous/We

Angewandte harrnonisiert$ Nornren:
Nofnres harmonis6s appliQuds:
Apqlied harmonized standbrds:

Korf form itfr tsbelve rtu n g svQrfa hren :

Probedure d'evaluation de la conformitd:
Codformity assessnrent procpdure:

Gfftig bis;
Val;rble jusqu'au;
Valid until;

Berlin,31.10.201B

sifin diagno
Phone +49-30-9

Anti-Saimonel!a GrouP ts

Anti"Salmonella GrouP C

Anti-Salmonella GrouP il
Anti-salmone*la GrouP E

DIN EN l$rl) 13485:2016, DIN EN'13612:2002,
DIN HN 13641 :2002, DIN EN ISO 14971:2013,
DIN EN ISO 15223-1',2017, DIN EN ISO 18113-1:2013,
DIN EN ISO 18113-2',2013, DIN EN ISO 23640:i2015

Anhang lll
Annexe lll
Annex lll

2021-14^22

.. \_--.r. ta

$ icherheitsbea uftrag ler fur Medizinp rodukte
Agent de s6curii€ /Safety Officer

cs gmbh . BerlinerAllee 317-321 ' 13088 Berlin ' Germany
70 30-O . Fax +49'30-92 70 30-30 ' info(c)sifin.de 'vnnnv,sifln"de
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