EC CERTIFICATE
Full Quality Assurance System
Directive 93/42/EEC on Medical devices, Ainex TL exeldding (4)
Ko. 5-665:200-1011
! Institute for Hegltheare Quality Improvementand Hospital Enginee ring (EMKI)
certifiesthat the wmanufacturer
Internacional Farnmcéutien, 8, A, de C. V.
Carreteraco No. 44, Col. Parque San Andrés, Coyoacan
México D.X; GR. 04040, MEXICO
with authorized representative in EU
Obelis s
Boulevard Général Wahis 53
1030 Bruxelies, Belgiium
for the productsipraduct categories
Absorbable and non absorbable surgical sutures;
! non absorbable and partially absosbable surgical nieshes;
; bonevaxy
temipurary epicardic pacing wire:
applies a qualify system which enisures that the products coriform to the provisions of the Direetive
at every stage from design to-final inspection,
Registry number of the related Avditreport:  42:143-2007
This Certificate is valid until 2015-11-02 supposed that the results of the regular yearly
_ sugveillance andits avesatisfactory,
! Issued by EMKI as a Notified Body for the Council Directive 9342/EEC with identification humibes

1011,

This-certificate is valid only with theattachnmsnt,

EMKI 5243

The validity of the certificate (s verifisble-at the:Certification Office of EMK],

Egeszségiigyi Mindségfejlesztésiés Kiorhaztechnikai Intézet
Institute for Healtheare Quality Tmprovemenst and Hospital £n gincering

1! ii ’ g H-1125 Budapest, Dids 4rok 3,
i Tel: 736 1.356-1522  Fax; #3611 375 7253 {nfermet; wwiv.einki.hu




CE SERTIFIKATAS

Kokybés uZtikrinimo sistema |
Direktyva 93/42/EEC medicininiams prietaisams, priedas I1 (4)

Nr. 5-665-200-1011 ‘
Medicinés inZinerijos instituitas (EMKI) patvirtina, kad gamintojas ‘
Internacional Farmaceutica, S. A. De C. V
Carreteraco No. 44, Col. Pargue San Andres, Coyoacan
‘Mexico D.F., C.P. 04040, MEXICO
‘kartu su jgaliotu atstovu Europoje,
Obelis s.a.

Boulevard General Wahis 53
1030 Bruxelles, Belgium

produktams/ produkty kategorijoms

Besirezorbuojantys ir nesirezorbuojantys chirurginiai siailai;
Nesirezorbuojantys ir dalinai rezorbuojantys tinkleliai;
Kauly vaskas;

Laikinos epikardo stimuliacijos vielos

suteikia kokybeés sistema, kuri uZtikrina, kad produktai atitinka Direktyvos nuostatas kiekviename
etape nuo projektavimo iki galutinio patikrinimo.

Audito protokolo Nr.: 42-143-2007
Sertifikatas galioja iki 2015-11-02, atlickant kasmetinj patikrinima.

I3duota EMKI - Notifikuotos [staigos dél Tarybos direktyvos, identifikacijos numeris 1011.

Sertifikatas galioja tik su priedu,

Budapestas, 2010-11-03

Generalinis direktorius Sertifikavimo biuras EMK]I
/parasas/ /anispaudas/ HAogotipas/
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ATTACHMENT TO EC CERTIFICATE

Page ] of ]

Additional Information for Certificate Number 5-665:200-1011

The Certificate is valid for the following manufactiiri g sites/facilities;

IFSA LOMEXICO) ; ,
C.P..04040, MEXICO

[FSA 1L and I (LERMA) Circnifo de la Industria Poniente Lote 10-C

Lerma, Estade de México, C.7. 52000, MEXICO

The Certificate is valid for the filowin g produets:

Carreteraco No. 44, Col, Parque San Andrés, Coyoactn, México D.E,

» Col. Parque Industrial ¢f Gerrillo,

l?rndits;ﬁtjgpc,s Clags, spplied rale
: AtramulSi !k"S'txrgicaI Stitures ' HY  rule 8; pederal
Atramat Nylon Surgieal Sutures 1B rufe 8, geusial
z&:pﬁfﬂﬂfiﬁgiygs{n:-§}u§fqﬁ’1’$;}ﬁm¢s. Iy rule 8, gerieral
Atramat Polypropylens Surgical Sutres UL riie & péreril 4
Atrimral Saiuless Siee! Surgical Sutures b rule 8, geireral
| Aframat Polyesior S.urgimz.l,ﬁg‘_mu;s I rulg 8, cardise Aapphication
Atramat Pﬁi}}ﬁpl‘ép)ﬁéhﬁj?&ﬁbxﬁfﬁ‘fmnciit‘rﬁurg_ftai Sutues T il 8, cardide application
Aframiat PGC25 Poly(glycolide-ca eps’i‘ioriecﬁpztj_{ac(bnq)_iskirgiw3 Sutyrss: I rale & absorbabic
Ateamat PGLASE Polyglactin 910 Poly(glyeolide-ce-L-Tactide) Suigical Sutares I8 ol 8 absorbable
Atramat PGLAY) RAPID Polyglactin 910 Poly(gtycolide-co-l-facide) Quick HI s 8, sbsorbable
Absorption Surgleal Siitures
Atrgmrat PGA (Bolyglycolic Acid) Surgical Sbtures IIE  rule & absorbable
Alramat PGA RAPID {Polyglycolic Acid) Quick Absorpiion Surgical Sutures OE  rule 8, absorbable
Ateamat PDX (Polydioxsnoné) Surgical Sunres I ruics, absorbable
Atramat Stainless Steel Surgical s B nile'8, eardinc upplicadion |
Atrumat PVDF (Polyvinylidene Fluoide) Surgleal Stitares I calni§, card iéxc‘&gpi ication |
Adramat Temporasy Eplardic Pacing Wire nr sule, cardiac appliciiion
 Atramac Bone Wax ‘ 1tb  tule 8, peneral
Atrmnat Propy-Mesh Polypropyienc Sonoliliment Surgfoal Mash b rinded, seneml
Atramat Neoliex 25 Synthotic Partially AbsorbableSurgical Mesh 11 rulsBoabsorbable

‘This certificate permitsthetise o EMKTs identification niifnber on Class I protucts énly togatler with

design examination certificate.

Issue: 1 Date: 2010-11-03 Eirst issued:

3/ Certification Office

HG L ’J/L =

2010-11-03

Egészségiigyi Mindségfejlesztési 63 K6

dztechnikai Intézet

Institiste for Heultheare Quality Buprovemei and Hospital Engireorin}

E' 3] BK@ H-1125 Budapest, Dios frok 3.
R Tel: #3061 356 1522 Vax: #3611 375 7253

Internet: wwwemk: it

d



PRIEDAS PRIE SERTIFIKATO

Puslapis 113 1

Papildomo informacija prie sertifikato Nr. 5-665-200-1011

Sertifikatas galioja $ioms gamybos vietoms/ irangai:

IFSA [ (MEXICO) ,
P 04040, MEXICO
IFSA Il (LERMA)

Sertifikatas galioja Jiems produktams

Circuito de la Industria Poniente Lote ] 0-C, Col. Pargue Industrial e}
Cerrillo, Lerma, Estado de Mexico, C.P. 52000, MEXICO

Carreteraco No. 44, Col, Pargue San Andres, Coyodcan, Mexico D.F. C. |

Produkias

Kiasé, taikoma norma

Atramat Silko chirurginia sitilai

[Ib, norma 8, paprastas

Atramat Nailono chirurginiai siiilai

I1b, norma 8, paprastas

Atramat Polysterio chirurginiai sitilai

1ib; norma &, paprastas

L ——

Atramat Polipropileno chirurginiai sitlai

IIb, norma &, paprastas

Atramat Neridijan&io plieno chirurginiai sitlai

1ib, norma 8, paprastas

Atramat Polysteric chirurginiai siilai

111, norma 8, ¥irdies taikymo

Atramat Polipropileno vienagijai chirurginiai sitilaj

111, norma 8, Sirdies taikvmo

Atramat PGC25 poli(glikolio-epsilono-kaprolaktono)
chirurginiai itilai '

111, norma &, rezorbuojantys

Atramat PGLAY0 Polyglaktino 910 Poli(glykolido-1.-
|_laktido) chirarginiai sitilai

[11,.norma 8, rezorbuojantys

Atramat PGLAS0 RAPID Poliglaktine 910
Poli(glykolido-L-laktido) greitos absorbeijos chirurginiai
sitilai

Ii1, norma 8, rezorbucjantys

Atramat PGA (Poliglikelio rigstis) chirurginiai sialai

11T, norma 8, rezorbuojantys

Atramat PGA RAPID (Poliglikolio riig3tis) greitos
absorbcijos chirurginiai sifilai

I, norma 8, rezorbuojantys

Atramat PDX (Polidioksininas) chirurginiai sidlai

11, norma 8, reZorbusjantys

Atramiat Neriidijantio plieno chirurginiai sitlai

II1, norma 8, $irdies taikymo

Atramat PVDF (Polyvinilinis Fluoridas) chirurginiai
sitilai

I11, norma 8, irdies taikymo

Atramat Laikinos epikardo stimuliacijos vielos

11, norma'7, Sirdies taikymo

Atramat Kauly vaskas

{ib, norma 8, paprastas

20y PO

Atramat Polipropileno vienagijis chirurginis tinklelis

Ilb, norma 8, paprastas

is
Atramat Sintetinis dalinai absorbuojantis chirurginiy

tinklelis '

IIT, norma 8, rezorbuojantis

~ Sis sertifikatas suteikia teise naudotis EMKI identifikaci;

projekto patikrinimo sertifikatu.

Leidimas: 1 Data; 2010-11-03

Generalinis direktorius

/parasas/ Jantspaudas/

Sertifikavimo biuras EMKI
/ogotipas/

os numeriu 111 klasés produktams tik su

Pirmas leidimas: 2010-11-03
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INTERNACIONAL
FARMACEUTICA, S.A. DE C. V' |

13" January 2003
Certificate of Conform ity

To whormn #t may concern:

It is hereby certified that our products that are listed below:
1. Surgical Suture of Plain Gut {Class HI!): |
2 Surgical Suture of Silk (Class lfa).
3. Surgical Suture of Nylon (Class Ila).
4. Surgical Suture of Polyester (Class lla). |
5. Surgical Suture of Polypropylene (Class I1a)
6. Surgical Suture of Polidioxanona (Class 1N
7 Surgical Suture of Polyglycolic Acid (Class ).
is In conformity with the essential reguirements and provisions of Directive MDD/G342/ECC |
15 In conformity with the Internacional Standard 1SO 13488, |f

is subject to the procedure set out in Annex 3 of Directive 93/42/EEC under the supervision of i
Notified Body Number 0197, TUV Rheinland of North America; Inc. 1815 Aston Avenue, Suite

104, Carlsbiad. CA 92008,

Carateraca No. 44, Col. Parque Sen Andrés, Coyoacan, C.P; 04040, Meéxico, .5,
Tel {Phone; (52} (55) 55-44-87-60 alilo 62, 55446147, 55-49-88-62, §5-44-93-73
Ventas/Sales: (52} (55) 56-85-76-74, 5B-89-77-61. 56-89-653-50, 56-88-77-34-

Fax: (52) (55) 55-48-42-84; hitp./fwww.ifsa.com.mex, e-mail:atramat@ifea. com.mx



INTERNATIONAL
FARMACEUTICA, S.A. DE C.V

Atitikimo sertifikatas

Kam skirta |

Zemiau iSvardinti produktai

Chirurginiai ketguto sitilai (ITI klasé)

Chirurginiai Silko sitilai (I a klase) ;
Chirurginiai nailono sitilai (11 a klase) |
Chirurginiai poliesterio sitlai (II a klasé) :
Chirurginiai polipropileno sitlai (II a klasé)
6. Chirurginiai polidiaksanono sitilai (11l klasé)
Chirurginiai PGA sitlai (I1I klasé) |

S0 i) s

|

atitinka MDD/93/42/ECC direktyvos reikalavimus ir nuostatas, tarptautinj standarta ISO 13488 ir
93/42/EEC direktyvos 3 prieda, kuri patvirtino jgaliotas juridinis dsmuo nr. 0197 (TUV Rheiland of
North America, Inc. 1815 Aston Avenue, Suite 104, Carlsbad, CA 92008).




