INGAMED

MATERIAIS MEDICO HOSPITALARES

o
WA CERTIFICADO DE ANALISE

Produto | Micropipeta Denudag&o 175 um Cédigo | 50090018
ol R . Ingamed 21080598
A_p_fgsentagﬁor # 20 unidades Lote Fornecedor 44210203
Fabricagao 06/2021 Validade | 04/2024
el Indicado para procedimento de Fertilizag&o in Vitro. Manipulagdo e denudagéo

dicAcHa Hitsc de odcitos e embrides humanos.
Material Policarbonato transparente, flexivel e reto.

Armazenar em temperatura ambiente, em local livre de umidade e fontes de
annasanamonta calor para garantir a integridade do produto.

Nao utilizar o produto caso a embalagem esteja danificada, aberta ou umida.

Analises e Ensaios Resultado
Analises Microbioldgicas Endotoxina Conforme*
. . ; Bioensaio com embrides de .

Analise Biologica camundongo Conforme
Esterilizacdo Esterilizagao por radiagao gama Conforme*

*Vide Certificado de Analise do Fornecedor em anexo.

K00 \Junagh,
Lais A. Yamada
CRBio 108303/07-D
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DECLARATION OF CONFORMITY

We

Reproline medical GmbH
Zeissstrasse 15
53359 Rheinbach

REF 447275/20 Soft Denudation Tip 275 pm
REF 447175/20 Soft Denudation Tip 175 um

Germany

hereby declare that products stated below

LOT 44210303 Manufactured 07/2021  Expired 07/2024
LOT 44210203 Manufactured 06/2021  Expired 04/2024

Classification lla

in compliance with annex V and Annex VII

meet the provision of the
medical Device Directive 93/42/EEC dated June 14", 1993

The Validity of this declaration is limited to 3 Years after signing

July 30", 2021
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fax: +49 (A S n®y
Reproline medical GmbH Geschdtshuheer Sparkasse KonBonn / Swifl-Code COLSDEIINXX Vo'ksbank Bonn Rheln-Sieg / Switt-Code GENODED1BRS
Zelssstr. 15, 53359 Rheinbach, Germany Ludger Hoppe / Thomas Viilutzbi IBAN DES6 3705 0198 0005 4049 26 IBAN DE38 3806 0186 0708 9230 12
Tel: 449(0)2226-90050 HRB 10589/ AG Bonn Rafleisenbank Voreifel I Swift-Code GENODEDIRBC Kreisspartasse Koin / Swift-Code COKSDEIIX
Sthir.: 222i5116/1135 IBAN DE96 3706 9627 0035 433015 1BAN DEJ8 37050299 0045 8438 69

Fag; +49(0)2226-9005-55
In‘ofreprotine-h de / wiww reprolng-med cal com

USHID hr.DE 812344275



s P ON -

| A BRI R F AP T YO A
v - -

1997.2017

| REPROLINE

to order of BRAZIL

Certificate of Sterilization

relating the products manufactured by us and sold mentioned in
INVOICE No. 402111783 dated July 30", 2021

REF 447275/20 LOT 44210303
REF 447175/20 LOT 44210203

All raw materials were adapted optimally to the validated sterilization
by gamma irradiation during the developmental phase.

We guarantee the sterility of our products according to DIN EN 11137

Rheinbach/Germany

July 30th, 2021 i

Reprotine medcal GmbH Geschafisfubrer Sparkasse Ko'nBonn / Swift-Code COLSDE 3O Vo'ksbank Bonn Rhein-Sieg / Swift-Code GENODED1BRS
Zelssstr, 15, 53359 Rheinbach, Germany Ludger Hoppe / Thomas Vfilulzsi IBAN DES6 3705 0198 0005 404926 IBAN DE38 3606 0186 0706 9230 12

Tel: +49(0)2226-0005-0 HRB 10589/ AG Bonn Rafeisenbank Voreifel / Swilt-Code GENODED1RBC Krelssparkasse Koin / Swift-Code COKSDEIINNX

Fax: +49(0)2226-9005-55 SUNr: 22257161135 IBAN DES6 3706 9627 0035 4330 15 IBAN DE38 3705 0299 0045 8438 69

infoffreprotne-fvi.de / waw.reprone-med cal com USHID KO 812344275



