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Confonns to the applicable national/ international Standards.
(List ofUDl -DI covered by this declaration are enlisted in the Annexure _l)l we declare that our products i. litlgq below, cornply witir the requirernents t" v.ator device Directive 93/42/EEC as arnended by directive2007l47lEC,cotrtmission Regulation (EU) No. 722l2ol:2'of 8 August 2d12, Annex I and this declaration is sole responsibility of cornpany.

A. DafodilrM Pericardial Bioprosthesis,
o DafodilrMpericar<iialBioprosthesis(Aortic):

An Aortic DalodilrM P^ericardial Bioprosthesis is indicated for use in patients whose aortic valvular disease is sufficiently advanced towarrant replacernent oftheir natural valve with a prosthetic one. It is aiso intended for use in puti"ntr *itl, u previously implanted aorticvalve prosthesis which is no longer functioning adequately and requires replacernent. rn in. ruttr, .ur"i the previously implant 1prosthesis is surgically excised and repraced by trre replicement prosthesis.
r DafotlilrMPericardialBioprosthesis(Milral):

The Mitral Dafodil'r'M Pericardial Bioprosthesis is indicated fbr use in patients whose rnitral valvular disease is sutficiently advanced towarratlt replacernent oftl,eir natural valve with a prosthetic one. It is aiso intended tbr use in prti.i i. *iti, 
" 

pieviously irnplanted mitralvalve prosthesis wlrich is no longer functroning adequately rra r.qulr.r r.piacernent. In'the latter.ur.i'tr.,. previously irrplantedprosthesis is surgicaily excised and repraced by tlie replicernent prosthesis.
o DafodilrM Aortic/Mitral sizer Set: A srzer.asserrbly is provided for deterrnining appropriate size ofthe prosthesis to suit theimplant site anatomy. A handle is provided to hold the uioprosttiesls Jiri,rg"itri pro..our".

' ifi1f},:X'Jf,it,jtTlfigti: the products as per National/ intemational staiaa,al and folowing qualiry managernenr system as per rSo
3 cornpany authorizes the notrfied body to.carry out necessary insp^ectron and agrees to supply the required infonnation & data,/documents fiom time to time.4 corrpany agrees to make available all relivant Docurrents'& Data oith"e products'tJ tn. Nationut and competent eulrorlty fbr a period ending l5(Filteen) years after the last product has been manufactured.
5 Corrpanyorhisauthorizedrepresentrtrve.shall fulfill theobligatronsirnposecl byAnnexl[(Full QualityAssurancesystem)ofMedical DeviceDirectrve93/42|EEC as amended & ensures & declares that the cornpa'ny's Products shail me.lorLpiorson oftlre directive as applicable.6 cornpany tuldertakes to keep up to date a systernatic pro..drr. to review experience gai,ieJ Juring post production phase and to implernent appropriate
- ^rneans 

to apply any necessaryconectiveaction taking account of the nature &risk in re"tation to tne froOuciT cornpanyundertakestonotifuimmediatelyanyrnalfi.inction/deteriomtionoftheperforro"..or0,.a"uicetotheappropriateauthorityandshallrecallsu-ir
devices already placed in the rnarket.

8 conrpany shall fulfill the obligations irnposed by Annex I ofMedical Device Directive 93/42lEECas arnended & ensures & declares that the cornpany.sProducts shall meer all provision olthe directive as aoolicable.
9 Conpany declares that Dafodil'rM Pericardial nioprosthesis contains rnaterial ofanimal tissue derivative.

Manufacturerts Name:

Manufacturer's Address:

Product Name:

Product Details:

List of Standard Applied:

Conformity Assessment
Routc:

Device Classification:

Certificate No.:
Ccrtificate Issue Date:
Ccrtificate Valid till:
European Authorized
Representative:

Notifl,ing Body:

Notifying Body No.:

Signa turc:

Name:
Designation:

N,IEIIIL LIFE SCIENCES P\TI, L'I'D.

Muktanand Marg, Chala, Vapi - 3961 9 I , Gu jarat, India.

Dafotlilrn - Pericarclial Bioprosthesis

CMDN Code P 60242 &.60244

Batch No.:
Batch Released

Quantity::

Control No. :RO/DOC/DDL/Rev.00

Mfg. Date:

Expiry Date:

EN ISO 13485:2016/AC2016, EN tSO 14971:2012, tEC 62366-t:201s, EN ISO 15223-l:2016, EN ISOl04l:2008+Al 20l3,ENISol0993-l:2018/AC20l0,ENrSolr607-l:20i7,ENiso t607-z:2017,ENrso11737-t:2006,1So lll35-l:2014,ENISo22442-1:20t5,ENISO2244r-r:iojieN rSo2242-3:2007.ENrso
80369-1 2017' EN ISo 14155:2011, ASTM F 1980:2016; MDo c)ltqztiEciigqj,6tr..tir" 2007-47-EC, MDD2001/83/EC,6h Nov 200l.as arnended by 2012/26IEU,MEDDEV 2 l/3, Decembei zooq, vgoorv 2.411 Rev.9,June 2010, MEDDEV 2.711' Rev . 4 Jurie 2016 & Appendix l, lcH Harmonized Tiipartite Guidelines q r Ain2jFebruary 2003.
Annex: II. of MDD/93\42|EEC on Medical Devices as amended.

DafodilrM Pericardial Bioprosthesis rs a surgically invasive long term use and implantable device used in directcontact with heart and incorporatcs aninral tissue derivative, heice it is ctassiReJ'as iiClass lli,,medical device asper Annexure IX, Rule 8 and Rule lj of MDD|93\4ZIEEC, r4u' June r99t 
"; 

;;;"; by 2oo1/47/EC.
EC Certificate No,: 1434-MDD-3S21ZO2O
EC Design certificate No.: )434-MDD_351/2020
2020- 10-09
2024-0s-21
Obelis s.a,,
Bd_. General Wahis 53,1030 Brussels, Belgiun
Tel: +32. 2. 732. 59. 54 Fax: +32.2.132. 60.03 E_mail: mail@obelis.ner
Polskie Centrurr Badan i Certyfikacji S,A.z siedziba w Warszawie
(PoIsh cerrtre for Testing and certiircation pcBC) ul. pulawska 469, 02-g44 warszawa, porand
website: www.ocbc.gov.pl phone: +4g 22464s200 Fax: +4s22464s2sr'
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Annexure I - List of UDI -DI for Dafodilru Pericardial Bioprosthesis (Aortic and Mitrat)

Product Name

Dafodil'Meerica@
Mitral)

Biq$lstem
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1434



*1 ll U).r.
.+\* * i'1,.

{e.ffiffirti*,-Wf +''-4fi{f;.y-i\-'',r*l.S/

CHHTITI[AT.[

EC CertiFicate No. 1434-MDD-351 l2O?.O
EC Design-examination

Directive 93lA?|EEC concerning medicaI devices

Polish Centre tor Testing and CerLiFication certifies
that the documentation submiLEed by:

Merit Lite Sciences Pvt. Ltd.
Muktanand Marg, Chala, Vapi-395 191

Gujarat, lndia
retated Eo the medicaldevice, class lll

Pericardiat Bioprosthesis
Brand names: DaFodi[, DaFodit Neo, Flomero, Freesia

The list of medicat devices covered by this certificote is provided in the onnex 1

was examined in accordance with Annex ll (Section 4) to Directiv e 93/42/EEC (as amended) implemented into
Potish [aw, as evidenced by the audiL conducted by the PCBC

Vatidity oF the CerEiFicate: from 2020-10-09 Eo 2024-05-27

The date oF issue of the CertiFicate: 2020-10-09

The daEe of fhe first issue of the CertificaEe: 2019,10-09

r*,$3sterr

( (',4a4
lssued under [he ConLract No. MD-73/2018
Application No: 268/2020
Certificate bears the quatified signature.
Warsaw, 09110/2020
Modute H1

Anna Elektronicznie
podpisanv orzez Anna

Malg o rzata t"ratso,zaia'wv,oba

wyroba ?;:1i3'.%','#
Anna Wyroba
Vice-President

pOLISH CENTRE FOR TISIING AND CERTIFICATION oz-e+a warsaw,46e Pr.rfawska Street, tet. +4s;'2 4645 200, e-rnait:pcbc@,i.;bc.gov.pt
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ANNEX 1 TO THE CERTIFICATE
VALID ONLY WITH CERTIFICATE

No 1434-MDD-351 12020
List of medical devices covered by the certificate:

Product name:

Ceneric name :PericardiaI BioprosLhesis

Brand names: DafoditrM Pericardiat BioprosLhesis

DafodiI NeorM PericardiaI Biopros[hesis

FtomerorM PericardiaI Bioprosthesis

FreesiaTM PericardiaI BioprosLhesis

CMDN Code:60242&60244

ProducL Description: The Pericardial Bioprosthesis is comprised of three leaflets made from bovine pericardial

tissue, a frame and a sewing ring. A sizer assembly is provided for determining appropriate size of the prosthesis to

suit the implant site anatomy, A Handle is provided to hold the bioprosthesis during the procedure.

Modet/VarianI

a. Model Numbers of DaFodil'" pericardiaI Bioprosthesis

Model

Reference / Catalogue Number

Available
Bioprosthesis

diameters (mm)

Dafodil'"
Pericardial
Bioprosthesis

Dafodil Neo'"
Pericardial
Bioprosthesis

Flomero'"
Pericardial
Bioprosthesis

Freesia'"
Pericardial
Bioprosthesis

Aortic
Model

1.9 DDL19A DDLNl9A FLOMl9A FRS19A

2t DDL21A DDLN2lA FLOM2lA FRS214

23 DDL23A DDLN23A FLOM234 FRS23A

25 DDL25A DDLN25A FLOM25A FRS25A

27 DDL27A DDLN2TA FLOM2TA FRS274
Mitral
Model

23 DDL23M DDLN23M FLOM23M FRS23M

25 DDL25M DDLN25M FLOM25M FRS25M

27 DDL27M DDLN2TM FLOM2TM FRS27M

29 DDL29M DDLN29M FLOM29M FRS29M

31 DDL31M DDLN3lM FLOM3lM FR531M

ffi 4
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3.

PoLlsH CENTRE FoR TESTING AN D CERTIFICATIoN oz-sq+ warsaw, 46e putawska sreet, ter. +48 22 46 4s200, e-mair:pcbc@pcbc.sov.pr

".1t 
llA,{q*'

-,1*'rr. ;1 .. i'r..
.swfr# Eg ' 

' .,'$"- '"' $fr*t*ffi;; *w



b. Model Numbers of Dafodil'" pericardial Bioprosthesis Sizer Set*

Available Sizer Set Reference / Catalogue Number

AORTIC SIZER SET DFA1927

MITRAL SIZER SET DFM233L

*Note: Dafodil'" Pericardial Bioprosthesis Sizer Set is compatible with additional brand names, DafodilTM Neo pericardial
13ioprosthesis, FlomerorM Pericardial Bioprosthesis and FreesiarM pericardial Bioprosthesis also.

( (ro*4
lssued under the Contract No. MD-73/ZO1B
Application No: 268/2020
Certificate bears Lhe quatiFied signaLure,
Warsaw, 09/i0/2020

A n na Etektronicznte

M atq o rza ta [,".ilHHt11iil*

wyrlua ?i:1,3?'.%l'#

Anna Wyroba
Vice-president
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