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CE SERTTF'XKATAS

Kokybes uitikrinimo sistema
Direktyv* 93/42|EF,C mediciuiniamr priefaisanrsn priedas Xl (4J

Nr. 5-6S5-29-0-1011

Med icines iniinerijio s i nstitLrtas (Elv{Kl) patvirtina, kad gaiaintojas

Intennacional Farmaceutica,'S- A, De C. V
Carreteraco No. 44, eol.n Pargue San Anrlres, Coyoacan
Mexico D.F,, C.F., 04040, MHXICO

Icartu su igaliotu atstoru Europoje,

Ohelis s.a,
Boulevard General Wahi* -53
1t)30 Bruxellcs, Belgium

produktams/ produktq kategorij oms

Besirezorbuoj nnt-vs ir nesirezorbu ojan fys chiru rginiai sinlai ;
Nesirezo rbuoj anfys ir dalin ai rezorbuoj antys tinkleliai ;
Kaulq v*$kasl
Laikinos epik*rtlo stirruli*cijo$, vielos

suteikia kokybes sistem4, kuri uZtikrina, kad produktai atitinka Direktyvos tluostatag kiekviename
etape nuo projektavimo iki galutinio patikrinimo.

.Attdito protokolo Nr.: 42-143 -?0A7

Sertifi katas, gal ioj a iki ?0 1 5 - I I -0?, atl iekant kasmetini parikrinim4.

I$duota EMKI - Notifikuotos [steigos dOl Tarybos direkt-1ruos, ideritifikacijos ntrmeris l0 t 1.

Sertifikatas galioja tik su priedr-r.

Budape$tas, 2010-1 I -03

Gener+linis direkteirius
lbaralas/

Se*ifikaviflio biwas, pna-i(t
/untipnuda.s/, /logoIipepf
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Issue: Date:
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EMKI

The" Certi jl+*re .i s vnl ld fii1. tft e ft llowing,pi:od Liotsi

f$itlrsflly.ocs.:---::'--:_"***..".'****
Atirnrnl.$ilkjSurgical $irru.es

Atrnrna I Nylnn Surgi cal.sunrrcs

Clnss, *pplicrl rulc

tll) ruir 8;:,gdnefal

IIb nr.{e g, g,ei$fttl
r\tra.mnf llolycstcr $rrrgicai'sutures Iltl rule S,gencrrrl
At r{nt lr r 1)olypropl4circ Sulgital liuturcs

!!t r:rilc 8. gcneriil
JurgJqai bu(ufcs

,Itb rulc 8rgg1rsry1
.? r ll o | ),ps r -c.rl FJlrglplui iiu hrt;-5 I{! rqle: S" eardiq,r 4ppfjunjj6}r

rIFfolrylenc. vtotrofl tfi lncnt'Sufgical.Sulitres ilt rrric 8, carcliac opptalfio^
*i"o*ur pCczs Futy(giyrol i t.-.0-ep;ito;;m;;;AlGffi;ffi; IU rut" S, atsorbobil

i 'LtL-19t) l,ot),Eto.xin 9l 0 I)ol).(glycolide,co-|,-lactit ic:! Surgical Srrrrr.n* III rulc 8, nbsorbablc

"y'j,'":j 

har-rv rurltrircun v,ltJiliol$:[gglcoli4ecr,"litasriddj Qoir:ltAbsorption,Surgica[_ljuturcs
III rulc 8, *bsorhr.blc

;u:t[]{r rLrl\ (rolygt},co.ttc Actd) suf I sirtufcs IIf rrrlcS.:ablorbalrtc
rrtrrntr t FCA RTTPID (Prirlygi),colic Acidi quir:k,AUsorpiion Surfi*iliG IJI ilJl$ 8, nbsorbablc
4 t rnrir + PD { (Potlloxenolfa],suryicaltuunes-

III rutc 8, ahsorbarblq.
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jltryo+* ftqUti
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.Serti.fik atas gali oj a

rFsA I {MEXlcO)

IFSA it (IERMA)

Sertifikalas

LEidimas: 1

Genelalinis direktorius
/par:aius/

FRIEDAS PRIE SERTIFIKATO

f)ata; 2010-1 1-03

Settifikavimo biuras
/untspaudas/

Pinnas leidimas: 201 0.1 I -03

EMKI
llogotipas/

Fapilcionio inforrnacija prie sertifikato Nr, 5-,665-?00=101 i

Siams gaill;vb$$ vietoms/ ir-angai :

Ctrrreteraca 
{?, _11, Co}, pargue San Andres, Coyoacan, Mexico D.F. C,

P 04040, h4EXICO
clircuito de la Industria poniente Lote i0-c, col. Fargue Indusfuial pl
Cerillo, Lerma, Estado de Mexico, C.F, 52000, MEXICO

$is sertifikatas sutett<la:te-irsg naudgtis EMKI identifikacijos numeriu,trIX,klases prodrktarns tik suprdekto patikrini mo rS ertifi katu.

$iems dirktams
Produktas Klase, [aikonra norna

Atramet Silko clrirurginiai siElai IIb, non:ra 8-,nanrasla
Atramat Nailono chirrrroir i iei  einlr

I  r u r  r r u t  a r r 4  o ,  P a t p t a S l i : 1 5
r retysleflq cntnlrgtnlar sriilal IIb. norma 8. paf:rastas

r  v r  r [ , r  v F r r v r r v  w r t l l  u  H i l l t d l  5 i u l a l

Alranat l{e_rUdUandio plieno chinrginiai siU}ai
Atramat Polysterio.chirureiniai siulai 

-"---
llb, nomla. E. paprastas
IIb, norma 8, paprastas-
lII, ngrma 8, Sirdies taikynro
III- norma 8- (irdiet taikw^Atramat Potipropileno vienagiiai ctrirurefi iaGmai

Atramat PGC25 polifglikolio-epsi lono_kaprotakrono)
chinuginiai iulai

lll, norma S, rezorbuojantys

lrrr arlar rtrLn'yu rotyglartlno 9lU poli(glykolido-L_
laktido) qhirurginiai siirlai

III, .nonna 8, rezorbuoj-antys

Atrarnat PGLA90 RAPID poliglalit ino O t O
Poli(glykolido-L-laktido) gr.eiros absorbcijos chirurginiai
sitilai

lrr, lloffna u, rezorbuojantys i
j
I
I

nrramar rLrA KAl,rD (poliglikolio rtigstis) greitos
gb$orbcijos chirurginiai siElai

Iil, norma 8, rezorbuojantys --._':-
]

Atramat PDX (Pslidioksininas) chirureiniai si[lai
Atramat Neriidijandjo pti*no ch;rurginiai;il] lll. norma 8. (irdies t:i!.
Atramat FVDF (Polyviniiinis Fluoridas) chixurgniai
siilai

III, uorma 8, Sirdies taikymo

Atramat Laikinos eoi karlc <tinru lisrii*c wipt^a
r r r i  u v r r r r q  / ;  > l l s t v $  l i t t K y l n o  J

lq  vasKas I ]b.  norrnn R nanr:qt
Atramat Polinranilcnn rribnrciiio nf,i- ,ru. {rurrlra o, papraslas
?r1 4 rlrd I D ur raur.lru. ualtnal ft D,8of Duqjanllq snirulglnis
rinklelis

III, norma 8, rezorbuojanii-



n F 1

trl ENt, ?Aitq

INTEWACIONAL
FARIV{ACEUTTCA, S"A, DE Ctt

t i ih Janudry 2001.

6er f  i f  ics te a, f  'Corr for :mi fV

Ta wllom ril tnay cancern,

It is hereby certified lhat oilr products that are iisted below:

1" Surgical $irrure of piain Gut {Olass llt}.

? Surgicat $Llture of Sitk {Claes lla},

3, Surgieal s-uture of Nylon (Cl.ass lla),

4. Surgrcal $uh.rre of polyester (Class lla).

5. Surgieal $uture of Fotypropylene (Class l la)

6 Surgical $uture of pofidioxanona (Class f ll)

7 Surgicat Suture of potyglycotic Acid {Ctass ftt}.

is rn eonformity witfr the essential reguirernents and provlsions of Dir*ctive MDDlgg/a?/ECc

is rn conformity with the Internaciailal.standatd ISO X34gg.

is sublect to the procedure set out in Annex 3 of Direetive g3t42tEEC, under Ihe supervrsion oi
f:'lotified Bo'dy Number 0tb7', TUV Rrreintand of North Anrerica; Inc. 1B1s A$fon,qveflue, sur,re
104, Cartsbad cA 9?008.

A.F.B,
Quality
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CErrsrsraco N&, 44. Col nrlgul_Sq: Algrts_. Coyoecan, C.p. O4CIO, M6xico, O,F-Tel lPhone; (szl {ss) ss.+q"#.oo_aql9_6?, ssj;bi#, i*s.8F-6r, s$,441sa-rgvenras/sate$: {sz} {ss} s6.Es-76_74, gs+'s-n€r. ss{i}..s*sorS+ie.rg** 
, -

Fax: (52) (5s)5f4042-34i nnp:/1vlr^T/.ifs€.n"*^*. oiruit"t"liiar**,**.""



INTHR]TTIATIONAL
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;ttitiklrrro::s'erfi fi k*tas

atitinlca MDDIE3/4zlgCe direkt5.vos rcikalrrvimris ir nuostatas, taffiautini standalt4 ISCI I1488 ir i
93/4?IEEC dircktyr,os 3 pried4 kuri patr''irtino igaliotas juridinis asnruo nr. 0j g? ( fUV Rheilanrl otJ
Nortb America. Inc. 1815 Aston Avenue. Suite t 04, Carisbad, C'A 92008) 

i
j

l

Kohybes .uidlruinim :Xd#i
Q. F, B. FrffitGeo'J,,i]liv*esM,


