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1 ) Manltacturer (N€ms, depart nenl): HiMedia kboJatories Pvt Ltd.

Addre€s: 23 Vadhani Industrial Estate,LBS Marg, iilumbnai - a6, MS, India

2) Eurooe€n aLrlhorized representstive: CEiarlrer4u BV,

Address: ESoooRNLAAN't3, 3951D9 MMRN, THE NEftEfit-Ar,tDsi
(oo poduct labels pinted as:
CEparlner4u, ESDooRNTMN 13,3951DB MAARN,ifHE NrirERLANDs. $iwwc€partnef4u.e!)

P I odu cl(s\ ( 9 mu p n a n es /. ).

type ancl model numbe6: see appendix

in

5) Additionef infomation (Confomity procedqre, Notiftgd Body, CE cenifrcate,

Confofiily assessment procedure for CE marking: /, viro Dagnostc Direclive, Annex lll

({
IUumbai, hdia; 2019-04-22

Director

(Place & dale of i$ue (ywy4nn-dd)) anal signafurc of

Subgmups: R6ady Prepaiod Platos, Rsady P.opared Liquid A Sotd Medlum, R€ady

Prepaed Slants,Ready PrGpared D!.!M?dia, HlDip Slidss, H(;afe Blood Culluring Sysbm,

Tr3nspon M€dium W swabs, Viral llansion edium w/ swabs, LJ.lredun Sh,rts & Kits,

Bloch6..ical Kils tor Mycobacleda, UTI Kis, Bioch€mrcal ld€nllicalion hits

Epidemiological Sc.eenlng

Subgmups: Hi AUEUS Conlinnelion Kits

Subgroupsi Ssnsilivity Discs€ingle &

l\tlc Slipsi Blcomb $nps & Ezy MIC

Diff€renlialion Aids

Subgtulps: Roadymado Stains, lfflicato|s & R€agents in liquid, Oir€lsnlistlon Djscs &

SIrips. Hiole.t tupid ldenlilicalion Discs

sobsEupsr Karyoqping Modia, Srem C6ll Oiffs€nrbrion liledia & Supplgm€nts. St6m Con

F€ezing Medium, Siem Cell O;fferentiation Kns ,virar Transpon i,,ledium, Balanced 56ll

Solullons, Antlblotlcsolouons, anima, cerl Cuhure Medrum uqurd

NL-C4002-2013-26446

Subgbups: ONA & RNA lsolslion Kils, Lat€x Agglutinalion Kts, fternatcrkrgy Ki!s. Oanstiy

sradbd Sepai:tlon lledium, PCR Kits

l,m;:1

/n vdio Diagnoslic Modical Dwices Dkectiv€



IVD solutions ihrough padnershlp

lno* @
Group

EC DECLARATION OF CONFORMITY

Wehercby declare lhat the devices described below comply with those provisionswhich apply to them

of the European okective gBlTglEC on in vitro dlagnostic rnedical devices, as set oul in UK Slatutory

Instrument 2002 No. 6f8 "The l\,ledical Device Requlations."

This declaration is valid fo. the IVD medicaldevices described belowwh:ch a.e placed on the market by

ourselves on of afler the date hefeoland which bear the CE mark. lt is also valid for allthe IVD medical

devices described belowwhich are manufaclured by us and placed on the marketon or aftef lhe date

hereof by third parfies wath our consenl and which bear the CE ma*. Allsupporting documents relating

to lhis declaralion arc rctained al the manufacturer's oremises.

Shndards applied: EN ISO 13485:2016, ISO 9001:2015, EN ISO 14971:2012, EN ISO 181 13Jr2011,

EN ISO 181'13-2:20'11, EN ISO 15223-1r2016, EN ISO 15223-2,'2010.

Document valid lillr 31 December2021

Regislercd b €ngland 632512

l&st Hous€, Derby Road, Eootle, Me6aystdo, 120 1E!A, United Kingdofl

Prodrcl lvD Dilggivo blassilioalion

MASTo lD ldsntllicetlon t6st papor products -

discs, ngs and slrips, Producls lot presumptive

identificalion of biochemical reaclions or

deteclion ofa spedtic reaclion prctiles In

Self cerlilicalion Annex lll

oxcluding s€cllon 6

1402020100. 1402020200,

1402020400, 1402020800,

1402029000.

(codos ,ogrsbred - 24103/2003)
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Dlagnostiade laborator sl dlspozitlve medicale d€ uzpersonal

Adresa: mu n. Ch i9in6u, str. PetricaniS8/1, etaj 3, of.10
tDNO: 1@3602008154

Telefonfa\t 022 623 032j 060155788
Email: sanm€dico.off ice@grnail.com; inf o@sanmedico.md

Website: www.sanmedico, md

C5tre trupulde lucru Achizltll Publlceal
Agenliel nallonale pentru sinitate publicd

Achizitle.u costuri mici nr. 202rc68 din 140&2020
Datai 14.08.2020

DECLARATIE

Prin prezenta, compania SRL Sarmedico, pentru pozifiib cattigitoare la procedum de
achizi{ie cu costuri mici nr. 21027068 din 14.081020, garanteazd cd:

l. Termenul de valabilitate, la livrare, indicat pe ambalaj de producitor va fi nu mai mic de
80-90% din cel ini{ial;

2. In momentul livrerii bunurilor se va prezenta certificatul de calitate gi oertificatul IVD
(pentru pozifiile,

Cu respect,

Goreacii Vitalie

Administrator S

$
Ssnmedico

B sanm€dico @sanmedico www.sanmedico.rnd
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