
For Life is Precious

HiMedia Laboratories pvt. Ltd.

Date: 0l,t Decembel. 2017

STATEMENT

We, HiMedia L|bor.atories prt, Ltd,, having a registered office at 4_516,
Swastik Disha Business park, Via Vadhani Induskial Estate, L.B.S. Marg, Munbai _ 400
086, INDIA, assign SRL SANMEDICO having a registered ofiice at A. Corobceaa!
street 7A, apt. 9, Chiqindu MD-2012, Moldova , as authorized l.epresentative in
correspondence with the conditions of dilective 9g/j9lEEC.

We declare that the company mentioled above is althorized to rcgister, notify,
renew or modifr the registratioll of medical devices on tbe territory of the Reoublic of
Moldoya.

For HIMEDIA LABORATORIES pVT. LTD.,

Mr. V,M ARKI!.

DIRECTOR _ SALES & MARKETING

x€6rsrrFtDorEro 7J,vr'd1'ni.rdtln,rBs!:.g Mr_
r.r 0o9r.1241r5979'/rs0o !50?

.^.516.9*!!r\D5hasu$n!$pa.,,ur.\,adtn1'tMtFr,LEsrir,S,rrumbr, 
100 035, ,nd.aTel 009!?r5l{i rglg/rnct/./ . LTait ,.rD@hrmedirtaos.(m

web : www. h'he,lialabs..o'n
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Declatalian of Confomty
Document ref.t DoC 2019 vs. 1l

Page 1 oI72

OECLARATION OF CONFORMITY

1) [aanuiacturer fMame, depadnerl): Hilt€dia Laborarortes pvr. Lrd.
A.ldress: 23 vadhani Indusrriat Estare.LBS ltarg, M!mbai -86, M, India

2) Eurooean aulhorized reoresentaUve: CEpanner4u BV,
Address: EsoooRNLM! 13,395,lDB IVAARN, THE NETfiERLANDS:
(on prodlcl labels printed asl
CEpanner4U, EsDooRNLMN 13,395tDB N4AARN, THENETHERLANoS. \awwcopartngr4u.eu)

3| Prcducts\ (sraupnanes/ ):

enyorareo currure,veora a-uplGmiiG
Ready Prepar€d M€dia

Subgrcups: Ready Preparcd ptates. Ready propared Liquid & Soiid ti,todium Ready
Pr€pared Sants.Ready preparsd OlatMeda. HOp Sridos Hisaie B ood cutrurino Syslem.
T.anspon Medium wswabs Vtrarlanspod Medum W sv/abs, L J.Medium SEnrs & Kils,
aiochem cerKils ror My.obacte.€, Ul| Oiagnostic Kits, SFch€mr€l tden[Ucatjon K]ls

subgroups: Hi Aurous conn.maron Krts

crooiat suscspLbilily systems
Subgroups: Senstivity Oiscs-Single & Mu rj Discs

[,llC Sl ps:HComb Strps & EzyM C Skips

6acranobgrcal Ditterontial on Ards

Subgrolpsi Readymade Slains. t.dr€rors & R€ag.dts tn tq!id, Dfererriation Oiscs &
Slips, HiDtocl R.prd rdonrncalon Oiscs

Slbg@ups: Karyotyprng Media, Stom C6 tOiffer€nl arion Ntedta & Suppomenis, St6m C6l
Free2ing Modium, Stom Cell Di'ie€ntialton Kits ,Virat Transporl Medilnr Batancod Satt
solutions,Antrbiolic soutons Animatc€ltc!hu.eMediunrqud

Suboroups DNA & RNA tso aticn Kits Latex Aggtlthation Kirs, Haemarotooy Kirs, Oansity
96dient S6paraiio. tV€drufr pCR Kits

type antl modet rumbets see appendx

The orooucttsl des(r beo rtrove s.r conrolnirv 6irh.

Do(Lrment No

98/79/EC

4)

5) aoorr,orat rro.rarion lcan,bnny prccld"te,
Confomity assessment procodure for CE markingr ,,

2018-30-10

(Place A dab ot issue ltyyy-mn-drt)) d signaturc ot manufactwet)

Nolified Bady, CE cedifi Rogistration m., etc.)

c€ Oirective, Annex l

Dr. G M.Warkd g D r€clor

NL-CAo02-201

NL-CA002-201

NL-C4002-2012-24117

NL-CA002-2013,26444

L-C4002-2013-26445

NL-CA002-201

Nt-cAO02-2013-2644t

/, yn o Diagnostic L18dica Devices Dtrcctive

ve.2011-X
formi srandaid tso/i€c 17050n:2010
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