@)
APOSTILLE

(Convention de La Haye du 5 oclobre 1961)

1. Country: United States of America

This public document
2. has been signed by Capt. Sean M. Boyd, MPH, USPHS

3. acting in the capacity of Deputy Director for Regulatory Affairs

4. bears the seal/stamp of U.S. Department of Health and Human Services

Certified
5. at Washington, D.C.
6. the sixth of December, 2018
7. by  Assistant Authentication Officer, United States Department of State

8. No. 190184330

9. Scal/Stamp: 10. Signature:

Gt

Leo J Muldoon




U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

. fda.gov

' ;a-te No. 2027-11-2018
CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries , the U.S. Food and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed below:

Name of Product(s ' Name of Manufacturer/Distributor, Address
See Attached List See Attached List
(Three Pages) “ne Page)

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Fec ral Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
inspections. The last such inspection showed that the plant(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the produci(s) listed above.

%%2)

CAPT Sean M. Boyd, MPH, USPHS
Deputy Director for Regulatory Affairs
Office of Compliance

Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from November 29, 2018 to November 28, 2020,




U.5. Food & Drug Administration
10903 New Hampshire Avenue
Silvar Spring, MD 20993
wiwwfda.goy

rtificate No. 2027-11-2018
Certificate to Foreign Government - Name of Manufacturer/Distributor Attachment Page 1 of 1

Name of Owner Operator
BECTON, DICKINSON & CO.
One Becton Drive
Franklin Lakes, NJ USA 07417

Name of Manufacturer
BECTON DICKINSON INFUSION THERAPY SYSTEMS INC.
S.A.deC.V.
PERIFERICO LUIS DONALDO
COLOSIO No. 579
NOGALES, Sonora MEXICO 84048

Becton, Dickinson and Company
ROUTE 7 AND GRACE WAY
CANAAN, CT USA 06018

BECTON DICKINSON AND COMPANY
2153 12th Ave
COLUMBUS, NE USA 68601

BECTON DICKINSON MEDICAL (SINGAPORE)
30 TUAS AVENUE 2
SINGAPORE, South West SINGAPORE 639461

BD Caribe LTD.
RD 31, KM 24.3
Juncos, PR USA Q0777

-—--—-END OF MANUFACTURER/DISTRIBUTOR LIST—--




IRUG U.5. Food & Drug Administration
Naee 10902 New Hampshire Avenue
Silver Spring, MD 20983
www.fda.gov

Ertificate No. 2027-11-2018
Certificate to Foreign Government - Name of Product(s) Attachment Page 1 of 3
Mame of Owner Operator

BECTON, DICKINSON & CO.

One Becton Drive

Frankiin Lakes, NJ USA 07417

Name of Manufacturer
Becton, Dickinson and Company
ROUTE 7 AND GRACE WAY
CANAAN, CT USA 06018

Name of Product(s)

309659 BD Syringe Oral 1ml LS 200 S/C
309646 BD Syringe Oral 5ml LL SP125
305851 BD Syringe Oral 1ml clear Sterile
305853 BD Syringe Oral 3ml clear Sterile
305855 BD Syringe Oral 5ml clear Sterile
305857 BD Syringe Cral 10ml clear Sterile
305863 BD Syringe Oral 60ml clear Sterile
309658 BD Syringe Oral 3ml LL EURC 200S/C
309649 BD Syringe 5ml clear LL Euro 125 S/C
309628 BD Syringe 1ml LL W/O DN

309606 BD Syringe Safety -lok 3ml

Name of Owner Operator

BECTON, DICKINSON & CO.

One Becton Drive

Franklin Lakes, NJ USA 07417

Name of Manufacturer

BECTON DICKINSON AND COMPANY

2153 12th Ave

COLUMBUS, NE USA 68601 '

Name of Product(s)

309653 Syringe 60mL LL TIP 1mL 2 oz IN 1/4 oz
309654 Syringe 60 MI S/T

309620 Syringe catheter Tip 20z

305106 BD Precision Glide Needle 30G 1/2 (0.3mmx13mm)
305180 BD Blunt fill needle 18Gx1-1/2in

305181 BD Blunt fill needle 18Gx1in

305211 BD Blunt fill filter needle 18Gx1-1/2in

305236 BD Blunt fill needle filter NS 18Gx1-1/2in
305200 BD Nokor filter needle 19Gx1-1/2in

305201 BD Nokor filter needle 18Gx1-1/2in thin Wall
305214 BD Nokor filter needle 18Gxin thin Wall

305215 BD ‘Admix Nokor needle 18Gx 1-1/2in thin Wall

Name of Owner Operator
BECTON, DICKINSON & CO.
Cne Becton Drive

Franklin Lakes, NJ USA 07417

Name of Manufacturer
BD Caribe LTD.

RD 31, KM 24.3

Juncos, PR USA 00777

Name of Product(s)




ertificate No, 2027-11-2018 -

" Certificate to Foreign Government - Name of Produci(s) Attachment Page 2 of 3
306225 BD Syringe Filling Conector

400273 8D Perisafe kit 18G

400286 BD 19G Durasafe minkit

400287 BD 206G Durasafe minikit

406018 BD Epidural Needle 18Gx3 1/2inTouhy Type Point

405028 Needle epid S/SU 20GA TW3-1/2in tuchy

405092 BD Epidural Needle 17Gx3 1/2inTouhy Type Point

405160 Spinal needle 20Gx1-1/4in intraducer

405185 BD Epidural Needle 20Gx2in Weiss type point TW

405188 BD Epidural Needle 18Gx3-1/2in Weiss type point TWW

405121 BD Epidural Needle 17Gx3-1/2in Weiss type point TW

408262 BD Westcott Needle 20Gx3-1/2in

408263 B Westcott Needle 20Gx5-1/2in

408254 BD Westcott Needle 20Gx7in

408265 BD Westcott Needle 22Gx3-1/2in

408267 BD Westcott Needle 22G 7in

408268 BD Chiba Needle 22Gxin TW

408269 BD Chiba Needle 22Gx8in TW

408270 BD Angiography needle 18Gx2-3/64in

408273 BD Angiography needle 18Gx2-7/8in

408300 BD Angiography needle 18Gx2-3/4in

408348 BD NEEDLE REGIONAL BLOCK S/8U 22G 1-1/2IN

409442 BD Whitacre Spinal Needle 25GA 4-11/16in

409443 BD Whitacre Spinal Needle 27GA 4-11/16in

405234 BD QUINCKE Spinal Needle 25GA 4-11/16in

495081 BD Quincke Spinal Needle 27GA x 3-1/2in

405138 BD Whitacre Spinal Needle 25GA 3-1/2in TW

405292 BD EPILOR SYRINGE

Name of Owner Operator
" BECTON, DICKINSON & CO.

One Becton Drive )

Franklin Lakas, NJ USA 07417

Name of Manufacturer = -

BECTON DICKINSON MEDICAL (SINGAPCRE)
30 TUAS AVENUE 2

SINGAPORE, South West SINGAPORE 639461

Name of Product(s) .

305761 BD ECLIPSE
305762 BD ECLIPSE
305763 BOD ECLIPSE
305764 BD ECLIPSE
305765 BD ECLIPSE
305766 BD ECLIPSE
305767 BD ECLIPSE
3056768 BD ECLIPSE
30576¢ BD ECLIPSE

Needle25Gx1in
Needle 23Gx1in
Needle 22Gx1 1/2in
Needle 21GxTin
Needle 21Gx1 1/2in
Needle 18Gx1 1/2in
Needle 25Gx1 1/2in
Needie 22Gx1in
Needle 23Gx1 1/4in

Name of Owner Operator
BECTON, DICKINSON & CO.
One Becton Drive )

Franklin Lakes, NJ USA 07417

Name of Manufacturer
BECTON DICKINSON INFUSION THERAPY SYSTEMS INC. S.A. de C.V.
PERIFERICO LUIS DONALDGC

.S, Food & Drug Adminisiration
16303 New Hampshire Avenue
Sifver Spring, MO 20993

wwws fdagov




U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
voww.fda.gov

ertificate No. 2027-11-2018
Certificate to Foreign Government - Name of Product(s) Attachment Page 3 of 3

COLOSIO No. 578
NOGALES, Sonora MEXICC 84048

Name of Preduct(s)
305224 BD Disposable CORNWALL Syringe System
END OF PRODUCT LIST.
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REPUBLICA FEDERATIVA DO BRASIL
MINISTERIO DA SAUDE
AGENCIA NACIONAL DE VIGILANCIA SANITARIA
GERENCIA GERAL DE TECNOLOGIA DE PRODUTOS PARA SAUDE

CERTIDAO PARA GOVERNO ESTRANGEIRO

A Agéncia Nacional de Vigilancia Sanitéaria, vinculada ao Ministério da Saude,
CERTIFICA que o produto abaixo indicado, é fabricado de acordo com as leis vigentes no
Brasil, com a sua venda autorizada em todo o Territério Brasileiro.

Esta CERTIDAO esta sendo concedida especifica e exclusivamente para
EXPORTAGAO com as suas caracteristicas a seguir discriminadas, ndo sendo valida a sua
utilizacao para outros fins que ndo os aqui previstos.

RAZAO SOCIAL: BECTON DICKINSON INDUSTRIAS CIRURGICAS LTDA.
CNPJ: 21.551.379/0001-06

ENDERECO: RUA CYRO CORREIA PEREIRA, 550 - CIDADE INDUSTRIAL - CURITIBA - PR CEP:

81170-230
NOME TECNICO Seringas Descartaveis
NOME COMERCIAL BD PLASTIPAK SERINGA HIPODERMICA COM AGULHA
CLASSE DE RISCO Il - MEDIO RISCO

LOCAL DE FABRICAGAQ [BECTON DICKINSON INDUSTRIAS CIRURGICAS LTDA. - BRASIL - Fabricar

REGISTRO N° 10033430024
DATA DO REGISTRO 24/05/1994
VALIDO ATE VIGENTE

Documento emitido eletronicamente as: 17:18:31 do dia 03/01/2018 (Hora e data de Brasilia - DF)
Codigo de controle do comprovanie: SF6E.DF14.98B8.21F2.19A3.B1BE.2CC7.07FD.444C.8FBO

Conforme §2°, Art. 6°, RDC n° 27 de 15 de maio de 2013, qualquer alteragdo ou inclusdo pés-registro ou pos-
cadastro deferida que altere as informagbes do documento emitido, torna-lo-a invalido.
Verifique a autenticidade deste documento no endereco: http://www.anvisa.gov.br/validacertidaoggtps

Pagina 1 de 2




MODELD COMERCIAL:

Embalagem contendo: 1, 10, 50, 100, 150, 400, 450, 600, 700, 1000 & 1400 unidades.Volumes das seringas: 1ml; 2ml; 3ml; Smi; 10ml; 20mi, Tipos
de bico: Luer Lok (80 Luer Lok Tipj ou Luer 3lip,0.30 X 13/ 306G 1/2'0.38 X 13/ 27.5G 1/2"0.40 X 13/ 27G 1/2"0.45 X 10/ 26G 3/8"0.45 X 13/ 26G
V2"0.50 X 25/ 25G 170,50 X 20/ 25G 3/4"0.50 X 15/ 2506 5/8"°0.55 X 25/ 24G 1"0.55 X 20/ 24G 34"0.60 X 40/ 23C 1 1/2°0.60 X 30/ 23G 1
4080 X 25/ 23G 1"0.70 X 40/ 22G 1 1/2"0.70 X 30/ 22G 1 1/4"0.TQ X 25/ 22G 1"0.80 X 40/ 215G 1 1/2"0.80 X 30/ 21G 1 1/4°0.80 X 25/ 291G
1°0.90 X 40/ 20G 1 1/2"0,90 X 30/ 20G 1 1/4"0.80 X 25/ 20G 1"1.00 X 40/ 19G 1 #/2"1.00 X 30/ 189G 1 1/4"1.00 X 25/ 193 1"1.20 X 40/ 18G 1
1/2"1.20 X 30/ 18G 1 1/4"1.20 X 25/ 180G 1™1.60 X 40/ 186G 1 1/2"1.60 X 30/ 16G 1 1/4™.60 X 25/ 16G 1”

Documento emitido eletronicamente as: 17:18:31 do dié 03)’01/2018 {Hora ¢ data de Brasilia - DF)
Codigo de controle do comprovante: OFBE.DF14.98BR.21F2 19A3.B1BE.2CCT.07FD.444C 8FBD

Conforme §2°, Art. 6°, RDC n® 27 de 15 de maio de 2013, gualguer alteracdo ou inclusdo pds-registro ou pos-
cadastro deferida gque aliere as informacdes do documento emitido, forna-lo-a invalido.
Vetifique a autenticidade deste documento no endereco: httpffwww.anvisa.gov.brivalidacertidaoggtps

Pagina 2de 2




CONSELHO
NACIONAL
DEJUSTICA

BRASIL

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Pais:
(Country / Pays):

REPUBLICA FEDERATIVA DO BRASIL

Este documento priblico
(This public document / Le présent acte pubiic)

2. Foi assinado por:
{Has been signed by / A été signé par)

Agéncia Nacional de Vigildncia Sanitaria

3. Naqualidade de:

(Acting in the capacity of / Agissant en qualité de)

Orgdo Piiblico

4, Tem o selo / carimbo de:

(Bears the seal / stamp of / Est revétu du sceau/ timbre de)

Certidao Expedida Via Internet

Certificado
(Certified / Attesté)

5.Em: er 6.No dia:

k] Brasilia dhe Lol 04/01/2018
7O RAMILO SIMGES CORREA

(By [ Par):
8. N

(N7 Sous 1) 3502470
9. Selo / Carimbo: 10. Firma:

(Seal / Stamp / Sceau / Timbre) (Signature) Assinatura Eletrdnica

Tipo de documento:
(Type of document / Type d’acte)

Nome do titular:

(Name of halder of document/ Nom du titulaire)

lectronic Signature

\J Signature Electronique

Certiddo para Governo Estrangeiro

Becton Dickinson Indtistrias Cirtirgicas Lida

Esta Apestila cenifica apenas a ssslnaiim, a

idade do signatirio e, quandoaprop oselo
ou card d tiblico. Ela nio
certifica o conteido do documento pare o qual ol
emilida.

This Apostille certifies only the signature, the capacity
of the persan signingitand where appropdate, theseal
arstamp which the publicdocumentbears. Itdees nat
cerify the content of the document far which it was
issued.

Ci il i lasignature, laqualitéen
laquellele sipnatairede 1'acte a agi, et, le cas échéant,
Jes sceau ou le Limbre donl cet acte public est revetu.
Flle ne certifie pas lecontenu de 1'acte pourlequel elle
aéré émise,

A autenticidade desta Apostla e de sua assinatura
eletronica, bem cmo o documento pdblico
'subjacente, podem serverificadas em:

The authenticity of this Apostille and its electronic
signature, along with the undedying public
document, may bevedfied at:

Lauthenticité de cette Apostille, de la signature

électronique, ainsi que de I'acte public sous-jacent
peutéme vérifiéesur

www.cnj.jus.br/apostila/conferencia

A presente Apostila foi firmada com
assinatura eletrdnica, conforme a Lel
ne 11419/ 2006,

Porfavar, utilize este QR Code
pam checar a autenticidade
desta Apostila e de sua
assinatura eletrénica. Uma

This Apostille was i
signed in accordance with Law n®
11.418/2006.

Cette Apostille a 61¢ signée par une
signature électronique, d'aprés la
Lo n® 11,419/ 2006,

Diividas a respeiio desta Apestila
entrar em confato com & Quvidoria
doCNE

Any questions about this Apostille
maybedirecled tothe Ombudsman
ofthe CNJ:

Veuillez contacter I'Ombudsman

de la CNJ pour toute guestion
relatived cetle Apostille:

® 5561 232654607

@ ouvidoria@cnj.jus.br

cdpia dod piblico
subjacente também estd
disponivel namesmapdgina.

Please use this QR Code 10
check the authenticity of this
Apuostille and its electronic

signature. A copy of the Codigo (Code):

underying public document

s also accessible fom the 3502470

same page. CRC:
9F1C4E8B0

Veuillez uliliser ce Code QR
pour vérifier I'authenticité de
cette Apostille el de sa
signature électronique. Une
copie de I'acte public sous-
jacent est également
disponiblesurlaméme page.

&

 seil

18.0.00007955-8

T




) Validagéo de Certiddo Page 1 of 1

A Ministério da Satde

—® — do Vigildncia Sanitiri Peticionamento Eletrénico

Validacdo de Certiddo

Cédigo de Controle da Cérfidéo:
01 | Informe o codigo de controle do comprovante
i9F6E.DF14.9338.21F2.19A3.BlBE.2C .07FD.444C.8FB0

|

Resultado da Validacdo da Certidéo

o O Nimero de Certiddo (9F6E.DF14.98B8.21F2, 19A3.B1BE.2CC7.07FD-444C.8FB0), é uma CertidSo Validal

NO Certiddo: 9F6E.DF14.98B8.21F2.19A3.B1BE, 2CC7.07FD.444C.8FB0
Data de Emissdo: 03/01/2018 17:18:31

N° Registro: 10033430024
Situacdio do registro do produto: VIGENTE

Emitir Certid3o

SIA, Trecho 5, Area Especial 57, Bloco B, Térreo Brasilia -DF - CEP: 71205-050 - Central de Atendimento Anvisa - 0800 642 9782

https://www9.anvisa.gov.br/peticionamento/sat/formularios/CertificadoCertidao/frmV... 03/01/2018



REPUBLICA FEDERATIVA DO BRASIL
MINISTERIO DA SAUDE
AGENCIA NACIONAL DE VIGILANCIA SANITARIA
GERENCIA GERAL DE TECNOLOGIA DE PRODUTOS PARA SAUDE

CERTIDAO PARA GOVERNO ESTRANGEIRO

A Agéncia Nacional de Vigilancia Sanitaria, vinculada ao Ministério da Saude,
CERTIFICA que o produto abaixo indicado, é fabricado de acordo com as leis vigentes no
Brasil, com a sua venda autorizada em todo o Territério Brasileiro.

Esta CERTIDAO esta sendo concedida especifica e exclusivamente para
EXPORTAGAO com as suas caracteristicas a sequir discriminadas, nio sendo valida a sua
utilizacdo para outros fins que nao os aqui previstos.

RAZAO SOCIAL: BECTON DICKINSON INDUSTRIAS CIRURGICAS LTDA.
CNPJ: 21.551.379/0001-06

ENDERECO: RUA CYRO CORREIA PEREIRA, 550 - CIDADE INDUSTRIAL - CURITIBA - PR CEP:

81170-230

NOME TECNICO Seringas Descartaveis

NOME COMERCIAL BD Emerald Seringa com Agulha

CLASSE DE RISCO IT-MEDIO RISCO

FABRICANTE LEGAL BECTON DICKINSON INDUSTRIAS CIRURGICAS LTDA. - BRASIL - Fabricar

REGISTRO N° 10033430572

DATA DO REGISTRO 31/05/2010

VALIDO ATE VIGENTE
Documento emitido eletronicamente as: 12:37:54 do dia 27/02/2019 (Hora e data de Brasilia - DF)
Cddigo de controle do comprovante: B4B0.D34E.B561.12FD.8CBA.2A02.35DE.3969.B102.A6A6

Conforme §2° Art. 6°, RDC n° 27 de 15 de maio de 2013, qualquer alteracdo ou inclusdo pés-registro ou pés-
cadastro deferida que altere as informagdes do documento emitido, torné-lo-a invalido.
Verifique a autenticidade deste documento no enderego: http://maww.anvisa.gov.brivalidacertidaogatps




{

MODELO COMERCIAL:
3,0mL 0,30 X 13 mm (30G 1/2"); 3,0mL 0,38 X 13 mm (27,5G 1/2"); 3,0mL 0,40 X 13 mm (27G 1/2"); 3,0mL 0,45 X 10 mm (28G 3/8"); 3,0mL 0,45 X
13 mm (26G 1/2"); 3,0mL 0,50 X 25 mm (25G 17); 3,0mL 0,50 X 20 mm (25G 3/4"); 3,0mL 0,50 X 15 mm (25G 5/8"); 3,0mL 0,55 X 25 mm (24G 1");
3,0mL 0,55 X 20 mm (24G 3/4"); 3,0mL 0,60 X 40 mm (23G 1 1/2"); 3,0mL 0,60 X 30 mm (23G 1 1/4"); 3,0mL 0,60 X 25 mm (23G 1"); 3,0mL 0,70 X
40 mm (22G 1 1/2°); 3,0mL 0,70 X 30 mm (22G 1 1/4"); 3,0mL 0,70 X 25 mm (22G 1"); 3,0mL 0,80 X 40 mm (21G 1 1/2"); 3,0mL 0,80 X 30 mm
(21G 1 1/4); 3,0mL 0,80 X 25 mm (21G 1"); 3,0mL 0,90 X 40 mm (20G 1 1/2"); 3,0mL 0,90 X 30 mm (20G 1 1/4™); 3,0mL 0,90 X 25 mm (20G 17);
3,0mL 1,00 X 40 mm (19G 1 1/2"); 3,0mL 1,00 X 30 mm (19G 1 1/4"); 3,0mL 1,00 X 25 mm (19G 1); 3,0mL 1,20 X 40 mm (18G 1 1/2"); 3,0mL 1,20
X 30 mm (18G 1 1/4"); 3,0mL 1,20 X 25 mm (18G 1"); 3,0mL 1,60 X 40 mm (16G 1 1/2"); 3,0mL 1,60 X 30 mm (16G 1 1/4™); 3,0mL 1,60 X 25 mm
(16G 1"); 5,0mL 0,30 X 13 mm (30G 1/2"); 5,0mL 0,38 X 13 mm (27,5G 1/2"); 5,0mL 0,40 X 13 mm (27G 1/2"); 5,0mL 0,45 X 10 mm (26G 3/8");
5,0mL 0,45 X 13 mm (26G 1/2"); 5,0mL 0,50 X 25 mm (25G 1"); 5,0mL 0,50 X 20 mm (25G 3/4"), 5,0mL 0,50 X 15 mm (25G 5/8"); 5,0mL 0,55 X 25
mm (24G 17); 5,0mL 0,55 X 20 mm (24G 3/4"); 5,0mL 0,60 X 40 mm (23G 1 1/2"); 5,0mL 0,60 X 30 mm (23G 1 1/4"); 5,0mL 0,60 X 25 mm (23G 1");
5,0mL 0,70 X 40 mm (22G 1 1/2"); 5,0mL 0,70 X 30 mm (22G 1 1/4"); 5,0mL 0,70 X 25 mm (22G 17); 5,0mL 0,80 X 40 mm (21G 1 1/2"); 5,0mL 0,80
X 30 mm (21G 1 1/4"); 5,0mL 0,80 X 25 mm (21G 17); 5,0mL 0,90 X 40 mm (20G 1 1/2"); 5,0mL 0,90 X 30 mm (20G 1 1/4"); 5,0mL 0,90 X 25 mm
{20G 1"); 5,0mL 1,00 X 40 mm (19G 1 1/2"); 5,0mL 1,00 X 30 mm (19G 1 1/4"); 5,0mL 1,00 X 25 mm (19G 1"); 5,0mL 1,20 X 40 mm (18G 1 1/2");
5,0mL 1,20 X 30 mm (18G 1 1/4"); 5,0mL 1,20 X 25 mm (18G 1%); 5,0mL 1,60 X 40 mm (16G 1 1/2"); 5,0mL 1,60 X 30 mm (16G 1 1/4"); 5,0mL 1,60
X 25 mm (16G 1"); 10,0mL 0,30 X 13 mm (30G 1/2"); 10,0mL 0,38 X 13 mm (27,5G 1/2"); 10,0mL 0,40 X 13 mm (27G 1/2"); 10,0mL 0,45 X 10 mm
(26G 3/8"); 10,0mL 0,45 X 13 mm (26G 1/2"); 10,0mL 0,50 X 25 mm (25G 1"); 10,0mL 0,50 X 20 mm (25G 3/4"); 10,0mL 0,50 X 15 mm (25G 5/8");
10,0mL 0,55 X 25 mm (24G 1%); 10,0mL 0,55 X 20 mm (24G 3/4"); 10,0mL 0,60 X 40 mm (23G 1 1/2"); 10,0mL 0,60 X 30 mm (23G 1 1/4"); 10,0mL
0,60 X 25 mm (23G 17); 10,0mL 0,70 X 40 mm (22G 1 1/2"); 10,0mL 0,70 X 30 mm (22G 1 1/4"); 10,0mL 0,70 X 25 mm (22G 1"); 10,0mL 0,80 X 40
mm (21G 1 1/2); 10,0mL 0,80 X 30 mm (21G 1 1/4"); 10,0mL 0,80 X 25 mm (21G 1"); 10,0mL 0,90 X 40 mm (20G 1 1/2"); 10,0mL 0,90 X 30 mm
(20G 1 1/4"); 10,0mL 0,90 X 25 mm (20G 1"); 10,0mL 1,00 X 40 mm (19G 1 1/2"); 10,0mL 1,00 X 30 mm (19G 1 1/4"); 10,0mL 1,00 X 25 mm (19G
1"); 10,0mL 1,20 X 40 mm (18G 1 1/2"); 10,0mL 1,20 X 30 mm (18G 1 1/4"); 10,0mL 1,20 X 25 mm (18G 1"); 10,0ml 1,60 X 40 mm (16G 1 1/2");
10,0mL 1,60 X 30 mm (16G 1 1/4"); 10,0mL 1,60 X 25 mm (16G 1).

Documento emitido elefronicamente as: 12:37:54 do dia 27/02/2019 (Hora e data de Brasilia - DF)
Cadigo de controle do comprovante: B4B0.D34E.B561.12FD.8CBA.2A02.35DE.3969.B102.A6A6

Conforme §2°, Art. 6°, RDC n°® 27 de 15 de maio de 2013, qualquer alteragéo ou incluséo pés-registro ou pos-
cadastro deferida que altere as informagdes do documento emitido, torné-lo-a invalido.
Verifique a autenticidade deste documento no enderego: http://www.anvisa.gov.br/validacertidaoggtps




CONSELHO BRASIL
NACIONAL 3
DE JUSTICA L % AROSTILLE
{Convention de La Haye du 5 octobre 1961)

. Pais:
(Country / Pays):

REPURLICA FEDERATIVA DO BRASIL

Este documento piiblico
(This public document / Le présent acte public)

. Foi assinado por: Ageéncia Nacional de Vigildncia Sanitdria
(Has been signed by / A été signé par)
3. Na qualidade de: Orgdo Piiblico
(Acting in the capacity of / Agissant en qualité de)
4. Temo selo / carimbo de: Certidao Expedida \ia Internet
(Bears the seal / stamp of / Est revétu du sceau/ (imbre de)
Certificado
(Certilied / Attesté)
5.Em: Erasilia &Nodia: 07/03/2019
[ALS A) (The ! Le)
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By / Pan): ‘M*J
it jI;!
-f\"'@u‘”n i
8. No: i M M
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Electronic Signature A 5
il il

}/. 7 Signature Electronique i ‘I‘I‘I‘I‘I‘\::"fiﬂ"‘l
/’Z ; f/_’}%' .I‘I“ﬂpw ‘W M
|||”‘H

ih
I
Certidao para Governo Estrangeiro l ﬂ;\'i'm"‘uﬁw”,.vi:g"ﬁ'H'e“”””‘l

u‘.‘“\ i

)

Tipo de documento:
(Type of document / Type d'acte)

Nome do titular:

e o Er 6t detiimen i e i fEre Becton Dickinson Industrias Cinirgicas Ltda
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Validacdo de Certidéo

Codigo de Controle da Certiddo:
01 | Informe o cddigo de controle da comprovante
|B480. D34E.B561.12FD.8CBA.2A02.35DE.3965.B102. A6A6

Resultado da Validacdo da Certiddo

O Nimero de Certiddo (B4B0.D34E.B561.12FD.8CBA. 2A02.35DE.3969.B102.A6A6), € uma Certiddo Valida!
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Data de Emissao: 27/02/2019 12:37:54

NO Registro: 10033430572
Situagdo do registro do produto: VIGENTE

Emitir id3
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APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Country:

This public document

United States of America

2. has been signed by CAPT Sean M. Boyd, MPH, USPHS

3. acting in the capacity of Deputy Director for Regulatory Affairs

4. bears the seal/stamp of ~U. S. Department of Health and Human Services

5. at Washington, D.C.

6. the twenty-eighth of December, 2018

Certified

7. by Adssistant Authentication Officer, United States Department of State

8. No. 190136515

9. Seal/Stamp:

10. Signature:()l

Chana M Turner




U.S. Foed & Drug Administrat
New Hampshire Avenua
1D 20993

e No. 2905-12-2018
= CERTIFICATE TO FOREIGN GOVERNMENT

mportation of United States products into foreign countries , the U.S. Food and Drug

llow the i
kbl certifies the following information concerning the produci(s) to be exported listed below:

rdministration (FDA)

Name of Product(s Name of Manufacturer/Distributor, Address
See Attached List See Attached List

(Eight Pages) {One Page)
The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periadic
inspections. The last such inspection showed that the plant(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

'
CAPT Sean M. Boyd, MPH, USPHS

Deputy Director for Regulatory Affairs

Office of Compliance .
Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from December 17, 2018 to December 16, 2020,
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Government - Name of Manufacturer/Distributor Attachment Page 1 of 1

ﬂo 2905-1
3 .tD Foreign

: .'e of Manufacturer
~ Legal Manufacturer

Manufacturing Facility
N DICKINSON INFUSION THERAPY SYSTEMS INC.

BECTO
9450 South State Street

SANDY, UT USA 84070

Manufacturing Facility

BECTON DICKINSON INFUSION THERAPY SYSTEMS INC.
S.A deCV.

PERIFERICO LUIS DONALDO

COLOSIO No. 579 '

NOGALES, Sonora MEXICO 84048

Manufacturing Facility

BECTON DICKINSON INDUSTRIAS CIRURGICAS, LTDA.
Avenida Presidente Juscelino Kubitschek

273 Francisco Bermnardino

JUIZ DE FORA, Minas Gerais BRAZIL 36081-000

Manufacturing Facility

BECTON DICKINSON AND COMPANY
2153 12th Ave

COLUMBUS, NE USA 68601

Manufacturing Facility

BECTON DICKINSON MEDICAL (SINGAPORE)
30 TUAS AVENUE 2 ;
SINGAPORE, South West SINGAPORE 639461

Manufacturing Facility

Becton, Dickinson and Company
ROUTE 7 AND GRACE WAY
CANAAN, CT USA 06018

—END OF MANUFACTURER/DISTRIBUTOR LIST—
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‘ m, 2905-12-2018
Eo Foreign Government - Name of Product(s) Attachment Page 1 of 8
te

- ofManufactur_er
Sufacturing Facility
z Becton, Dickinson and Company
ROUTE 7 AND GRACE WAY
CANAAN, CT USA 06018

Name of Product(s)
mock Cannula
303340 BD Cannula (Interlink) 17 G BD blunt plastic cannula (BNS)
303347 BD 10ml Syringe with Luer-Lok™ Tip with Blunt Plastic Cannula
303348 BD 10ml Syringe with Luer-Lok™ Tip with Blunt Plastic Cannuia
303370 BD Lever Lock Cannula
303379 BD Threaded Lock Cannula
303382 BD 5ml Syringe with BD Twinpak™

" 303397 BD Cannula (Interlink) 15 G BD Interlink threaded lock cannula (BNS)
303401 BD 3ml Syringe with Luer-Lok™ Tip with Vial Access Cannula
303403 BD 5ml Syringe with Luer-Lok™ Tip with Vial Access Cannula
303405 BD 10ml Syringe with Luer-Lok™ Tip with' Vial Access Cannula

Name of Manufacturer
Manufacturing Facility

BECTON DICKINSON AND COMPANY
2153 12th Ave

COLUMBUS, NE USA 68601

Manufacturing Facility
Becton, Dickinson and Company
ROUTE 7 AND GRACE WAY
CANAAN, CT USA 06018

Name of Product(s)
303391 BD 3ml Syringe with BD Twinpak™
303393 BD 10ml Syringe with BD Twinpak™

Name of Manufacturer .
Manufacturing Facility

BECTON DICKINSON AND COMPANY
2153 12th Ave

COLUMBUS, NE USA 68601

Name of Product(s)

3032345 BD Blunt Plastic Cannula

303346 BD 3ml Syringe with Luer-Lok™ Tip with Blunt Plastic Cannula
303366 BD Syringe Cannula

303367 BD Vial Access Cannula

303376 BD Bare Cannula

303377 BD Vial Access Cannula

303390 BD Twinpak™

Name of Manufacturer

Manufacturing Facility

BECTON DICKINSON INDUSTRIAS CIRURGICAS, LTDA,
Avenida Presidente Juscelino Kubitschek

273 Francisco Bernardino

JUIZ DE FORA, Minas Gerais BRAZIL 36081-000

Name of Product(s)
381112 BD Angiocath™ |V Catheter 24GA 0.75IN (0.7 x 19 mm)

\ 7.
7
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No. 2905-1 2-2018
to Foreign Government - Name of Product(s) Attachment Page 2 of 8
A 3 8D Angiocath™ IV Catheter 22GA 1.00IN (0.9 x 25 mm)
‘-1 134 BD Angiocath™ IV Catheter 20GA 1.16IN (1.1 x 30 mm)
381137 BD Angiocath™ 1V Catheter 20GA 1.88IN (1.1 x 48 mm)
281144 BD Angiocath™ IV Catheter 18GA 1.16IN (1.3 x 30 mm)
281147 BD Angiocath™ IV Catheter 18GA 1.88IN (1.3 x 48 mm)

ificate

Name of Manufacturer

Manufacturing Facility

BECTON DICKINSON INFUSION THERAPY SYSTEMS INC. S.A. de C.V.
PERIFERICO LUIS DONALDO

COLOSIO No. 579

NOGALES, Sconora MEXICO 84048

Name of Product(s}

380408 Insyte Introducer FN OEM BNS

381154 BD Angiocath™ [V Catheter 16GA 1.16IN (1.7 x 30 mm)

381157 BD Angiocath™ |V Catheter 16GA 1.88IN (1.7 x 48 mm)

381164 BD Angiocath™ IV Catheter 14GA 1.16IN (2.1 x 30 mm)

381167 BD Angiocath™ IV Catheter 14GA 1.88IN (2.1 x 48 mm)

382258 BD Angiocath™ [V Catheter for Special Placement 16GA x 3.25IN (1.7 x 83 mm)

382259 BD Angiocath™ IV Catheter for Special Placement 16GA x 5.25IN (1.7 x 133 mm)

382268 BD Angiocath™ IV Catheter for Special Placement 14GA x 3.25IN (2.1 x 83 mm)

382269 BD Angiocath™ |V Catheter for Special Placement 14GA x 5.25IN (2.1 x 133 mm)

382277 BD Angiocath™ IV Catheter for Special Placement 12GA x 3.00IN (2.8 x 76 mm)

382287 BD Angiocath™ |V Catheter for Special Placement 10GA x 3.00IN (3.4 x 76 mm)

383312 BD Saf-T-Intima™ Safety System with Removable PRN 24GA 0.75IN (0.7 x 19 mm)

383313 BD Saf-T-Intima™ Safety System with Y Adapter 24GA 0.75IN (0.7 x 19 mm)

383322 BD Saf-T-Infima™ Safety System with Removable PRN 22GA 0.75IN (0.9 x 19 mm)

383323 BD Saf-T-Intima™ Safety System with Y Adapter 22GA 0.75IN (0.9 x 19 mm})

383335 BD Saf-T-Intima™ Safety System with Removable PRN 20GA 1.00tN (1.1 x 25 mm)

383336 BD Saf-T-Intima™ Safety System with Y Adapter 20GA 1.00IN (1.1 x 25 mm)

383346 BD Saf-T-Intima™ Safety System with Y Adapter 18GA 1.00IN (1.3 x 25 mm)

383550 BD Nexiva™ Closed IV Catheter System — Single Port with MaxZero™ Needleless Connector 24GA
0.56IN (0.7 x 14 mm) ‘

383551 BD Nexiva™ Closed IV Catheter System — Single Port with MaxZero™ Needleless Connector 24GA
0.75IN {0.7 x 19 mm) '

383552 BD Nexiva™ Closed [V Catheter System — Single Port with MaxZero™ Needleless Connector 22GA

1.00IN (0.9 x 25 mm)
383556 BD Nexiva™ Closed IV Catheter System — Single Port with MaxZero™ Needleless Connector 20GA

1.00IN (1.1 x 25 mm)
383557 BD Nexiva™ Closed |V Catheter System — Single Port with MaxZero™ Needleless Connector 20GA
1.25IN (1.1 x 32 mm)

383558 BD Nexiva™ Closed |V Catheter System — Single Port with MaxZero™ Needleless Connector 20GA
1.75IN (1.1 x 45 mm)

383559 BD Nexiva™ Closed IV Catheter System — Single Port with MaxZero™ Needleless Connector 18GA
1.25IN (1.3x 32 mm) ]

383560 BD Nexiva™ Closed |V Catheter System — Single Port with MaxZero™ Needleless Connector 18GA
1.75IN (1.3 x 45 mm)

383590 BD Nexiva Diffusics™ Closed IV Catheter System 24GA 0.75IN (0.7 x 19 mm)

383591 BD Nexiva Diffusics™ Closed IV Catheter System 22GA 1.00IN (0.9 x 25 mm)

383592 BD Nexiva Diffusics™ Closed IV Catheter System 20GA 1.00IN (1.1 x 25 mm)

383593 BD Nexiva Diffusics™ Closed IV Catheter System 20GA 1.25IN (1.1 x 32 mm)

383594 BD Nexiva Diffusics™ Closed IV Catheter System 18GA 1.25IN (1.3 x 32 mm)

383691 BD Nexiva™ Diffusics™ Closed IV Catheter System 24GA 0.75IN (0.7 x 19 mm)

383692 BD Nexiva™ Diffusics™ Closed IV Catheter System 22GA 1.00IN (0.9 x 25 mm)

383693 BD Nexiva™ Diffusics™ Closed IV Catheter System 20GA 1.00IN (1.1 x 25 mm)

383694 BD Nexiva™ Diffusics™ Closed IV Catheter System 20GA 1.25IN (1.1 x 32 mm)

383695 BD Nexiva™ Diffusics™ Closed [V Catheter System 18GA 1.25IN (1.3 x 32 mm)

U.S. Food & Drug Administration
re Avenue

Silver Spring. D 20993
v fda.gov
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e NO. 2905-1 2-2018
e eate to Foreign
5 D Q-Syte™ Luer Access Split Septum

385101 BD O-Syte™ Extensicn Set 15 cm (8 IN) 1.14 ml Std Bore
385102 BD Q-Syte™ Extension Set 15 cm (6 IN) 0.34 ml Micro Bore
285103 BD Q-Syte™ Luer Access Split Septum

385104 BD Q-Syte™ Extension Set 15 cm (6 IN) 1.14 mi Std Bore
385105 BD Q-Syte™ Extension Set 15 cm (6 IN) 0.34 ml Micro Bore
385106 Q-Syte Vial Access Adapter BD Q-Syte™ Vial Access Adapter
385108 BD Q-Syte™ Vial Access Adapter

385120 BD 1.V. Leop

385121 BD J-Loop

385150 BD Q-Syte™ Extension Set 15 cm (6 IN) 0.60 ml

385151 BD Q-Syte™ Extension Set 15 cm (6 IN) 0.25 ml

385152 BD Q-Syte™ Extension Set 15 cm (6 IN) 1.00 mi

385153 BD Q-Syte™ Extension Set 36 cm (14 IN) 0.55 ml

385154 BD Q-Syte™ Power Injectable Extensicn Set 15 cm

385155 BD Q-Syte™ Bi-Extension Set 15 cm (6 IN) 1.60 ml

385156 BD Q-Syte™ Tri-Extension Se 15 cm (6 IN) 2.25 ml

385157 BD Q-Syte™ Bi-Extension Set 15 cm (6 IN) 0.45 ml

385158 BD Q-Syte ™ Tri-Extension Set 15 cm (6 IN) 0.80 ml
385161 BD Q-Syte™ Bi-Extension Set 15 cm (6 IN) 1.60 ml

385162 BD Q-Syte™ Tri-Extension Set 156 cm (6 IN) 2.25 ml
385163 BD Q-Syte™ Extension Set 15 cm (6 IN) 0.45 ml

385164 BD Q-Syte™ Tri-Extension Set 15 cm (6 IN) 0.80 ml
385165 BD Q-Syte™ Y Extension Set 20 8m (8 IN) 1.40 ml

385166 BD Q-Syte™ Dual Y Extension Set 50 cm (20 IN) 3.20 ml
386120 IV Start Pak BD IV Start Pak™

386140 IV Start Pak BD IV Start Pak™ IV Site Prep Kit

386142 |V Start Pak BD IV Start Pak™ IV Site Prep Kit

386150 IV Start Pak BD IV Start Pak™ 1V Site Prep Kit

386159 IV Start Pak BD IV Start Pak™ IV Site Prep Kit

386162 IV Start Pak BD IV Start Pak™ [V Site Prep Kit

386170 BD IV Start Pak™ IV Site Prep Kit

386172 BD IV Start Pak™ IV Site Prep Kit

386175 IV Start Pak BD IV Start Pak™ |V Site Prep Kit

386179 IV Start Pak BD IV Start Pak™ IV Site Prep Kit

386180 IV Start Pak BD IV Start Pak™ IV Site Prep Kit

386180 IV Start Pak BD IV Start Pak™ 1V Site Prep Kit

386718 BD IV Start Pak™ |V Site Prep Kit

386719 BD IV Start Pak™ IV Site Prep Kit

386720 BD IV Start Pak™ IV Site Prep Kit

394600 BD Connecta™ Stopcock (White 360Deg "ON" Directed Tap)

Fosst o0 B

394601 BD Connecta™ Stopcock (with Colored Plugs) (White 360Deg “ON" Directed Tap)

394602 BD Connecta™ Stopcock (Blue 360Deg “ON" Directed Tap)
394605 BD Connecta™ Stopcock (Red 360Deg “ON" Directed Tap)
304908 BD Connecta™ Stopcock (White 360Deg “OFF" Directed Tap)
394910 BD Connecta™ Stopcock (White 360Deg "OFF" Directed Tap)
394911 BD Gonnecta™ Stopcock (Blue 360Deg “OFF" Directed Tap)
394912 BD Gonnecta™ Stopcock (Red 360Deg “OFF" Directed Tap)
395156 BD Connecta™ Stopcock without cap (White 180Deg "OFF" directed Tap)
395157 BD Connecta™ Stopcock without cap (Red 180Deg "OFF" directed Tap)
395159 BD Connecta™ Stopcock without cap (Blue 180Deg “OFF" directed Tap)
385162 BD Connecta™ Stopcock without cap (Yellow 180Deg “OFF" directed Tap)
395163 BD Connecta™ Stopcock without cap (Red 380Deg “OFF" directed Tap)
395185 BD Connecta™ Stopcock without cap (White 360Deg “OFF" directed Tap)
395167 BD Connecta™ Stopcock without cap (Blue 360Deg “*OFF" directed Tap)
395168 BD Connecta™ Stopcock without cap (Yellow 360Deg "OFF” directed Tap)
395169 BD Connecta™ Stopcock without cap (White 90Deg "OFF" directed Tap)
395174 BD Connecta™ Stopcock without cap (White 360 *ON" directed Tap)

Government - Name of Product(s) Attachment Page 3of8

U.8. Foed & Drug Administration
10963 New Hampshire Avenue
Silver Spring, MD 20983
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P No. 2905-12-2018 :

e cte to Foreign Government - Name of Product(s) Attachment Page 4 of 8
P 5‘75 gD Connecta™ Stopcock without cap (Red 360Deg "ON" dl.rected Tap)

295176 BD Connecta™ Stopcock without cap (Blue 360Deg "ON" directed Tap)

395177 BD Connecta™ Stopcock without cap (Yellow 360Deg “ON" directed Tap)

395179 BD Connecta™ Stopcock (White 180Deg "OFF" directed Tap)

395180 BD Connecta™ Stopcock without nut (White 360Deg “ON" directed Tap)

395197 BD Connecta™ Stopcock without plug (Blue 360Deg "ON" directed Tap)

395214 BD Connecta™ Stopcock (White 360Deg "ON" directed Tap)

395215 BD Connecta™ Stopcock (Blue 360Deg "ON" directed Tap)

395217 BD Connecta™ Stopcock without nut

395220 BD Connecta™ Stopcock (Blue 180Deg "OFF" directed Tap)

395222 BD Connecta™ Stopcock (Red 180Deg “OFF" directed Tap)

395224 BD Connecta™ Stopcock (Yellow 180Deg ‘OFF" directed Tap)

395225 BD Connecta™ Stopcock (White 360Deg "OFF" directed Tap)

395250 BD Connecta™ Stopcock without nut cap (Red 360Deg "ON" directed Tap)

395251 BD Connecta™ Stopcock with 50 cm extension tube (White 360Deg "ON" directed Tap)

Name of Manufacturer

Legal Manufacturer

Manufacturing Facility

BECTON DICKINSON INFUSION THERAPY SYSTEMS INC.
9450 South State Street

SANDY, UT USA 84070

Name of Product(s)

380510 BD Q-Syte™ Luer Access Split Septum

381012 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blood Control Technology 24GA 0.75IN (0.7 x 19
mm)

381023 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blood Control Technology 22GA 1.00IN (0.9 x 25
mm)

381033 BD Insyte™ Autoguard™ BC Shielded [V Catheter Biood Control Technology 20GA 1.00IN (1.1 x 25
mm)

381034 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blood Control Technology 20GA 1.16IN (1.1 x 30
mm)

381037 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blood Control Technology 20GA 1.88IN (1.1 x 48
mm)

381044 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blood Control Technology 18GA 1.16IN (1.3 x 30
mm)

381047 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blood Control Technology 18GA 1.88IN (1.3 x 48

mm)
381054 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blood Contrel Technology 16GA 1.16IN (1.7 x 30

mm)

381057 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blood Control Technclogy 18GA 1.77IN (1.7 x 45
mm)

381411 BD Insyte-N™ Autaguard™ Shielded IV Catheter 24GA 0.56IN (0.7 x 14 mm}

381412 BD Insyte™ Autoguard™ Shielded IV Catheter 24GA 0.75IN (0.7 x 19 mm)

381423 BD Insyte™ Autoguard™ Shielded IV Catheter 22GA 1.00IN (0.9 x 25 mm)

381433 BD Insyte™ Autoguard™ Shielded IV Cathater 20GA 1.00IN (1.1 x 25 mm)

381434 BD Insyte™ Autoguard™ Shielded IV Catheter 20GA 1.16IN (1.1 x 30 mm)

381437 BD Insyte™ Autoguard™ Shielded 1V Catheter 20GA 1.88IN (1.1 x 48 mm)

381444 BD Insyte™ Autoguard™ Shielded IV Catheter 18GA 1.16IN (1.3 x 30 mm)

381447 BD Insyte™ Autoguard™ Shielded IV Catheter 18GA 1.88IN (1.3 x 48 mm)

381454 BD Insyte™ Autoguard™ Shielded IV Catheter 16GA 1.16IN (1.7 x 30 mm)

381457 BD Insyte™ Autoguard™ Shielded IV Catheter 16GA 1,77IN (1.7 x 45 mm) no prens
381467 BD Insyte™ Autoguard™ Shielded IV Catheter 14GA 1.75IN (2.1 x 45 mm)

381511 BD Insyte-N™ Autoguard™ Winged Shielded IV Catheter 24GA 0.56IN (0.7 x 14 mm)
381512 BD Insyte™ Autoguard™ Winged Shielded |V Catheter 24GA 0.75IN (0.7 x 19 mm}
381523 BD Insyte™ Autoguard™ Winged Shielded IV Catheter 22GA 1.00IN (0.9 x 25 mm})
381533 BD Insyte™ Autoguard™ Winged Shielded IV Catheter 20GA 1.00IN (1.1 x 25 mm}
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+ BD Insyte™ Autoguard™ Winged Shielded [V Catheter 20GA 1.16IN (1.1 x 30 mm}

1537 BD Insyle™ Autoguard™ Winged Shielded IV Catheter 20GA 1.88IN (1.1 x 48 mm)

‘381544 8D Insyte™ Autoguard™ Winged Shielded IV Catheter 18GA 1.18IN (1.3 x 30 mm)

281547 BD Insyte™ Autoguard™ Winged Shielded IV Catheter 18GA 1.88IN (1.3 x 48 mm}

381554 BD Insyte™ Autoguard™ Winged Shielded IV Catheter 16GA 1.16IN (1.7 x 30 mmy)

281557 BD Insyte™ Autoguard™ Winged Shielded IV Catheter 16GA 1.77IN (1.7 x 45 mm)

381700 BD Angiocath™ Autoguard™ Shielded IV Catheter 24GA 0.75IN (0.7 x 19 mmy)

351701 BD Angiocath™ Autoguard™ Shielded IV Catheter 22GA 1.00IN (0.9 x 25 mm)

381702 BD Angiocath™ Autoguard™ Shielded IV Catheter 20GA 1.00IN (1.1 x 25 mm)

381703 BD Angiocath™ Autoguard™ Shielded IV Catheter 20GA 1,16IN (1.1 x 30 mm)

381704 BD Angiocath™ Autoguard™ Shielded IV Catheter 20GA 1.88IN (1.1 x 48 mm)

381705 BD Angiocath™ Autoguard™ Shielded |V Catheter 18GA 1.16IN (1.3 x 30 mm)

381706 BD Angiocath™ Autoguard™ Shielded |V Catheter 18GA 1.88IN (1.3 x 48 mm)

381707 BD Angiocath™ Autoguard™ Shielded IV Catheter 16GA 1.16IN (1.7 x 30 mm)

381708 BD Angiocath™ Autoguard™ Shielded 1V Catheter 16GA 1.77IN (1.7 x 45 mm)

381709 BD Angiocath™ Autoguard™ Shielded IV Catheter 14GA 1.75IN (2.1 x 45 mm)

381720 BD Angiocath-N™ Autoguard™ Shielded |V Catheter 24GA 0.56IN (0.7 x 14 mm)

381811 BD Insyte-N™ Autoguard™ Shielded IV Catheter 24GA 0.56IN (0.7 x 14 mm)

381812 BD Insyte™ Autoguard™ Shielded IV Catheter 24GA 0.75IN (0.7 x 19 mm)

381823 BD Insyte™ Autoguard™ Shielded IV Catheter 22GA 1.00IN (0.9 x 25 mm)

381833 BD Insyte™ Autoguard™ Shielded IV Catheter 20GA 1.00IN (1.1 x 25 mm)

381834 BD Insyte™ Autoguard™ Shielded IV Catheter 2Z0GA 1.16IN (1.1 x 30 mm)

381837 BD Insyte™ Autoguard™ Shielded IV Catheter 20GA 1.88IN (1.1 x 48 mm)

381844 BD Insyte™ Autoguard™ Shielded IV Catheter 18GA 1.16IN (1.3 x 30 mm)

381847 BD Insyte™ Autoguard™ Shielded IV Catheter 18GA 1.88IN (1.3 x 48 mm)

381854 BD Insyte™ Autoguard™ Shielded IV Catheter 16GA 1.16IN (1.7 x 30 mm)

381857 BD Insyte™ Autoguard™ Shielded IV Catheter 16GA 1.77IN (1.7 x 45 mm)

381867 BD Insyte™ Autoguard™ 14GA 1.75IN (2.1 x 45 mm)

381911 BD Insyte-N™ Autoguard™ Winged Shielded IV Catheter 24GA 0.56IN (0.7 x 14 mm)

381912 BD Insyte™ Autoguard™ Winged Shielded IV Catheter 24GA 0.75IN (0.7 x 19 mm)

381923 BD Insyte ™ Autoguard™ Winged Shielded IV Catheter 22GA 1.00IN (0.9 x 25 mm}

381933 BD Insyte™ Autoguard™ Winged Shielded [V Catheter 20GA 1.00IN (1.1 x 25 mm})

381934 BD Insyte ™ Autoguard™ Winged Shielded IV Catheter 20GA 1.18IN (1.1 x 30 mm)

381937 BD Insyte™ Autoguard™ Winged Shielded IV Catheter 20GA 1.88IN (1.1 x 48 mm}

381944 BD Insyle™ Autoguard™ Winged Shielded IV Catheter 18GA 1.18IN (1.3 x 30 mm}

381947 BD Insyte™ Autoguard™ Winged Shielded IV Catheter 18GA 1.88IN (1.3 x 48 mm)

381954 BD Insyte™ Autoguard™ Winged Shielded IV Catheter 18GA 1.18IN (1.7 x 30 mm)

381957 BD Insyte™ Auteguard™ Winged Shielded [V Catheter 16GA 1.77IN (1.7 x 45 mm)

382512 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blood Control Technology 24GA 0.75IN (0.7 x 18
mm)

382523 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blood Control Technology 22GA 1.C0IN (0.9 x 25
mm) )

382533 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blood Control Technology 20GA 1.00IN (1.1 x 25
mm}

382534 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blood Control Technology 20GA 1.16IN (1.1 x 30

mm)
382537 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blood Control Technology 20GA 1.88IN (1.1 x 48

mmy}
382544 BD Insyte™ Autoguard™ BC Shielded |V Catheter Bloed Control Technalogy 18GA 1.16IN (1.3 x 30

mm)
382547 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blocd Control Technology 18GA 1.88IN (1.3 x 48

mm)
352554 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blood Control Technology 16GA 1.16IN (1.7 x 30

mm)
382557 BD Insyte™ Autoguard™ BC Shielded IV Catheter Blood Control Technology 16GA 1.77IN (1.7 x 45

mm)
382612 BD Insyte™ Autoguard™ BC Winged Shielded IV Catheter Blood Control Technology 24GA 0.75IN (0.7

x 18 mm)
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sifica
238D Insyte™ Autoguard™ BC Winged Shielded IV Catheter Blood Control Technology 22GA 1.00IN (0.9
3826 i

¢ 25mm)
382633 BD Insyt

% 25 mm)
382634 BD Insyte™ Autoguard™ BC-Winged Shielded IV Catheter Blood Control Technology 20GA 1.16IN (1.1

=™ Autoguard™ BC Winged Shielded IV Catheter Blood Control Technology 20GA 1.00IN (1.1

x 30 mm) -
382637 BD Insyte™ Autoguard™ BC Winged Shielded IV Catheter Blood Control Technology 20GA 1.88IN (1.1

x 48 mm)
382644 BD Insyte™ Autoguard™ BC Winged Shielded IV Catheter Blood Control Technology 18GA 1.16IN (1.3
x 30 mm)

382647 BD Insyte™ Autoguard™ BC Winged Shielded IV Catheter Blood Control Technology 18GA 1.88IN (1.3
x 48 mm) 4

‘382654 BD Insyte™ Autoguard™ BC Winged Shielded IV Catheter Blood Contreol Technology 16GA 1.16IN (1.7
x 30 mm)

382657 BD Insyte™ Autoguard™ BC Winged Shielded IV Catheter Blood Control Technology 16GA 1.77IN (1.7
x 45 mm)

382912 BD Insyte™ Autoguard™ BC Winged Shielded IV Catheter Blood Control Technology 24GA 0.75IN (0.7
x 19 mm)

382923 BD Insyte™ Autoguard™ BC Winged Shielded IV Catheter Blood Control Technology 22GA 1.00IN (0.9
X 25 mm)

382933 BD Insyte™ Autoguard™ BC Winged Shielded IV Catheter Blood Centrol Technology 20GA 1.00IN (1.1
x 25 mm)

382934 BD Insyte™ Autoguard™ BC Winged Shielded IV Catheter Blood Centrol Technology 20GA 1.16IN (1.1
% 30 mm)

382937 BD Insyte™ Autoguard™ BC Winged Shielded IV Catheter Blood Control Technology 20GA 1.88IN (1.1
X 48 mm) ’

382944 BD Insyte™ Autoguard™ BC Winged Shielded IV Catheter Blood Control Technology 18GA 1.16IN (1.3
% 30 mm) '
382947 BD Insyte™ Autoguard™ BC Winged Shielded IV Catheter Blood Control Technology 18GA 1.88IN (1.3
x 48 mm)

382954 BD Insyte™ Autoguard™ BC Winged Shielded |V Catheter Blood Control Technalogy 16GA 1.16IN (1.7
X 30 mm)

382957 BD Insyte™ Autoguard™ BC Winged Shielded 1V Catheter Blood Control Technalogy 16GA 1.77IN (1.7
x 45 mm)

383510 BD Nexiva™ Closed |V Catheter System — Single Port 24GA 0.56IN (0.7 x 14 mm)

383511 BD Nexiva™ Closed IV Catheter System — Single Port 24GA 0.75IN (0.7 x 19 mm)

383512 BD Nexiva™ Closed IV Catheter System — Single Port 22GA 1.00IN (0.9 x 25 mm)

383513 BD Nexiva™ Closed IV Catheter System — Single Port 22GA 1.75IN (0.9 x 45 mm)

383516 BD Nexiva™ Closed IV Catheter System — Single Port 20GA 1.00IN (1.1 X 25 mm)

383517 BD Nexiva™ Closed IV Catheter System — Single Port 20GA 1.25IN (1.1 x 32 mm)

383518 BD Nexiva™ Closed [V Catheter System — Single Port 20GA 1.75IN (1.1 x 45 mm)

383519 BD Nexiva™ Closed IV Catheter System — Single Port 18GA 1.25IN (1.3 x 32 mm)

383520 BD Nexiva™ Closed IV Catheter System — Single Port 18GA 1.75IN (1.3 x 45 mm)

383530 BD Nexiva™ Closed IV Catheter System — Dual Port 24GA 0.56IN (0.7 x 14 mm)

383531 BD Nexiva™ Closed IV Catheter System — Dual Port 24GA 0.75IN (0.7 x 19 mm)

383532 BD Nexiva™ Closed iV Catheter System — Dual Port 22GA 1.00IN {0.9 x 25 mm)

383536 BD Nexiva™ Closed IV Catheter System — Dual Port 20GA 1.00IN (1.1 x 25 mm)

383537 BD Nexiva™ Closed IV Catheter System — Dual Port 20GA 1.25IN (1.1 x 32 mm)

383538 BD Nexiva™ Closed |V Catheter System — Dual Port 20GA 1.75IN (1.1 x 45 mm)

383539 BD Nexiva™ Closed IV Catheter System — Dual Port 18GA 1.25IN (1.3 x 32 mm)

383540 BD Nexiva™ Closed IV Catheter System — Dual Port 18GA 1.75IN (1.3 x 45 mm)

383541 BD Nexiva™ Closed IV Catheter System - Dual Port 24 GA 0.75 IN {0.7 x 19 mm)

383542 BD Nexiva™ Closed IV Catheter System - Dual Port 22 GA 1.00 IN {0.9 x 25 mm)

383543 BD Nexiva™ Closed IV Catheter System - Dual Port 20 GA 1.00 IN (1.1 x 25 mm)

383544 BD Nexiva™ Closed IV Catheter System - Dual Port 22 GA 1.25 IN (1.1 x 32 mm)

383545 BD Nexiva™ Closed IV Catheter System - Dual Port 18 GA 1.25 IN (1.3 x 32 mm)

383640 BD Nexiva™ Closed IV Catheter System 24GA 0.56IN (0.7 x 14 mm)
383641 BD Nexiva™ Closed IV Catheter System 24GA 0.75IN (0.7 x 19 mm)
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D Nexiva™ Closed IV Catheter System 22GA 1.00IN (0.9 x 25 mm)
a™ Closed IV Catheter System 20GA 1.00IN (1.1 x 25 mm)
™ Clased IV Catheter System 20GA 1.25IN (1.1 x 32 mm)

542 B
383646 BD Nexiv
383647 BD Nexiva
283648 BD Nexiva™ Closed IV Catheter System 20GA 1.75IN (1.1 x 45 mm

)
383649 BD Nexiva™ Closed IV Catheter System 18GA 1.25IN (1.3 x 32 mm)
383650 BD Nexiva™ Closed IV Catheter System 18GA 1.75IN (1.3 x 45 mm)
384008 BD Introsyte-N™ Autoguard™ Shielded Introducer 26 GA 19 mm
384010 BD Introsyte™ Autoguard™ Shielded Introducer 20 GA 32 mm
384011 BD Introsyte™ Autoguard™ Shielded Iniroducer 18 GA 32 mm
384012 BD Introsyte™ Autoguard ™ Shielded Iniroducer 16 GA 32 mm
384021 BD Introsyte-N™ 26 GA (1.9F) 19 mm

384030 BD Introsyte™ 20 GA (3F) 32 mm

384031 BD Introsyte-N™ 22 GA (2.8F) 25 mm

384040 BD Introsyte™ 18 GA (2.8F) 32 mm

384050 BD Introsyte™ 18GA (5F) 32 mm

Name of Manufacturer

Manufacturing Facility

BECTON DIGKINSON MEDICAL (SINGAPORE)
30 TUAS AVENUE 2

SINGAPORE, South West SINGAPORE 639461

Name of Product(s)

381211 BD Insyte-N™ IV Catheter 24GA 0.56IN (0.7 x 14 mm)

381237 BD Insyte™ |V Catheter 20GA 1.88IN (1.1 x 48 mm)

381244 BD Insyte™ IV Catheter 18GA 1.16IN (1.3 x 30 mm)

381247 BD Insyte™ IV Catheter 18GA 1.88IN (1.3 X 48 mm)

381254 BD Insyte™ |V Catheter 16GA 1.16IN (1.7 x 30 mm;

381257 BD Insyte™ IV Catheter 16GA 1.77IN (1.7 x 45 mm)

381311 BD Insyte-N™ IV Catheter with Wings 24GA 0.56IN (0.7 x 14 mm)

381312 BD Insyte-W™ IV Catheter with Wings 24GA 0.75IN (0.7 x 18 mm)

381323 BD Insyte-W™ IV: Catheter with Wings 22GA 1.00IN (0.9 x 25 mm)

381333 BD Insyte-W™ [V Catheter with Wings Z0GA 1.00IN (1.1 x 25 mm)

381334 BD Insyte-W™ IV Catheter with Wings 20GA 1.16IN (1.1 x 30 mm)

381337 BD Insyte-W™ |V Catheter with Wings 20GA 1.88IN (1.1 x 48 mm)

381344 BD Insyte-W™ |V Catheter with Wings 18GA 1.18IN (1.3 x 30 mm)

381347 BD Insyte-W™ IV Catheter with Wings 18GA 1.88IN (1.3 x 48 mm}

381354 BD Insyte-W™ |V Catheter with Wings 16GA 1.16IN (1.7 x 30 mm}

381357 BD Insyte-W™ [V Catheter with Wings 18GA 1.77IN (1.7 x 45 mm)

386801 BD Cathena™ Safety IV Catheter BD Multiguard™ Technology 18 GA 1.25IN (1.3 x 32 mm)
386802 BD Cathena™ Safety IV Catheter BD Multiguard™ Technology 18 GA 2.00 IN (1.3 x 51 mm)
386803 BD Cathena™ Safety IV Catheter BD Multiguard™ Technology 20 GA 1.00IN {1.1 x 25 mm)
386804 BD Cathena™ Safety IV Catheter BD Multiguard™ Technclogy 20 GA 1.25IN (1.1 x 32 mm)
386805 BD Cathena™ Safety IV Catheter BD Multiguard™ Technelogy 20 GA 2.001N (1.1 x 51 mm)
386806 BD Cathena™ Safety [V Catheter BD Multiguard™ Technology 22 GA 1.00 IN (0.9 x 25 mm)
386807 BD Cathena™ Safety [V Catheter BD Multiguard™ Technology 24 GA 0.75IN 0.7 x 19 mm)
386808 BD Cathena™ Safety IV Catheter BD Multiguard™ Technology 18 GA 1.25IN (1.3 x 32 mm)
386809 BD Cathena™ Safety IV Catheter BD Multiguard™ Technology 18 GA 2.00IN (1.3 x 51 mm)
386810 BD Cathena™ Safety IV Catheter BD Multiguard™ Technology 20 GA 1.00IN (1.1 x 25 mm)
386811 BD Cathena™ Safety IV Catheter BD Multiguard™ Technology 20 GA 1.25IN (1.1 x 32 mm)
386812 BD Cathena™ Safety IV Catheter BD Multiguard™ Technology 20 GA 2.00 IN (1.1 x 51 mm)
386813 BD Cathena™ Safety IV Catheter BD Multiguard™ Technology 22 GA 1.00 IN (0.9 x 25 mm)
386814 BD Cathena™ Safety IV Catheter BD Multiguard™ Technology 22 GA 2.00 IN (0.9 x 51 mm)
386815 BD Cathena™ Safety IV Catheter BD Multiguard™ Technelogy 24 GA 0.75 IN (0.7 x 19 mm)
386816 BD Cathena™ Safety IV Catheter 16 GA 1.25 IN (1.7 x 32 mm)

386817 BD Cathena™ Safety IV Catheter 16 GA 2.00 IN (1.7 x 51 mm)

386818 BD Cathena™ Safety IV Catheter 24 GA 0.75 IN (0.7 x 19 mm)

386819 BD Cathena™ Safety IV Catheter 18 GA 1.25 IN (1.7 x 32 mm) % - 18
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O athena™ Safety IV Catheter 16 GA 2.00 IN (1.7 x 51 mm}
- cathena ™ Safety IV Catheter 24 GA 0.75 IN (0.7 x 19 mm)
e Ezoﬂcn“‘ Pro Safety Safety IV Catheter 24 GA 0.75 IN (0.7 x 18 mm)
> 816210 :DD Neoflon™ Pro Safety Safety |V Catheter BD Multiguard ™ Technology 24 GA 0.75 IN (0.7 x 19 mm)
:::262 BD Neoflon™ Pro Safety Safety IV Catheter with Wings 24 GA 0.75 IN (0.7 x 19 mm)
391663 Neoflon Pro Safety BD Neoflon™ Pro Safety IV Catheter with Wings BD Multiguard ™ Technology 24

GA 0.75 IN (0.7 x 18 mm)

Name of Manufacturer

Manufacturing Facility

BECTON DICKINSON INDUSTRIAS CIRURGICAS, LTDA.
Avenida Presidente Juscelino Kubitschek

273 Francisco Bernardino

JUIZ DE FORA, Minas Gerais BRAZIL 36081-000

Manufacturing Facility

BECTON DICKINSON MEDICAL (SINGAPORE)
30 TUAS AVENUE 2

SINGAPORE, South West SINGAPORE 639461

Name of Product(s)
381212 BD Insyte™ IV Catheter 24GA 0.75IN (0.7 x 19 mm)
381223 BD Insyte™ |V Catheter 22GA 1.00IN (0.9 x 25 mm)
381233 BD Insyte™ IV Catheter 20GA 1.00IN (1.1 x 25 mm)
381234 BD Insyte™ IV Catheter 20GA 1.16IN (1.1 x 30 mm)
381267 BD Insyte™ IV Catheter 14GA 1.75IN (2.1 x 45 mm)
END OF PRODUCT LIST.
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REPUBLICA FEDERATIVA DO BRASIL
MINISTERIO DA SAUDE
AGENCIA NACIONAL DE VIGILANCIA SANITARIA
GERENCIA GERAL DE TECNOLOGIA DE PRODUTOS PARA SAUDE

CERTIDAO PARA GOVERNO ESTRANGEIRO

A Agéncia Nacional de Vigilancia Sanitaria, vinculada ao Ministério da Satde,
CERTIFICA que o produto abaixo indicado, é fabricado de acordo com as leis vigentes no
Brasil, com a sua venda autorizada em todo o Territério Brasileiro.

Esta CERTIDAO esta sendo concedida especifica e exclusivamente para
EXPORTAGAO com as suas caracteristicas a seguir discriminadas, ndo sendo vélida a sua
utilizac@o para outros fins que nao os aqui previstos.

RAZAO SOCIAL: BECTON DICKINSON INDUSTRIAS CIRURGICAS LTDA.
CNPJ: 21.551.379/0001-06

ENDERECO: RUA CYRO CORREIA PEREIRA, 550 - CIDADE INDUSTRIAL - CURITIBA - PR CEP:

81170-230

NOME TECNICO Seringas Descartaveis

NOME COMERCIAL BD PLASTIPAK SERINGA HIPODERMICA SEM AGULHA

CLASSE DE RISCO Il - MEDIO RISCO

BECTON DICKINSON INDUSTRIAS CIRURGICAS LTDA. - BRASIL - Fabricar, BECTON

FABRICANTELEGAL DICKINSON INDUSTRIAS CIRURGICAS LTDA. - BRASIL - Unidade Fabrl

REGISTRO N° 10033430030

DATA DO REGISTRO 27/05/1994

VALIDO ATE VIGENTE
Documento emitido eletronicamente as: 13:36:25 do dia 16/10/2018 (Hora e data de Brasilia - DF)
Cadigo de controle do comprovanie: F684.4B4C.FE9D.5308.8540.8025.7832.54CD.D810.191B

Conforme §2°, Art. 6°, RDC n® 27 de 15 de maio de 2013, qualquer alteracéo ou incluséo pds-registro ou pds-
cadastro deferida que altere as informac¢tes do documento emitido, torna-lo-a invalido.
Verifique a autenticidade deste documento no enderecgo: http://www.anvisa.gov.br/validacertidaoggtps
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CONSELHO BRASIL

NACIONAL
DE JUSTICA APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Pafs:

| REPUBLICA FEDERATIVA DO BRASIL
(Country / Pays):

Este documento piiblico
(This public document / Le présent acte public)

2, Foiassinado por:
(Has been signed by / A été signé par)

3. Na qualidade de:
(Acting in the capacily of / Apissant en gualité de)

Agéncia Nacional de Vigilancia Sanitaria

Orgao Pliblico

4. Tem o selo [ carimbo de;

Certiddio Expedida Via Internet
(Bears the seal / stamp of / Est revétu du sceau/ timbre de)

Certificado
(Certified [ Attesté)

5.Em: _— 6.No dia:

P Brasilia (The  Lej 17/10/2018
% Por RAMILO STMBES CORREA

(By / Par):
8. No:

(N®°/ Sous nv) hat10
9. Selo / Carimbo: 10. Firma:

(Seal / Stamp / Sceau / Tj (Signature) Assinatura Eletrémica

AROHTILE
\POSTILLE
#POB Electronic Signature

L}
& q Signature Electronique

Certidao para Governo Estrangeiro

Tipo de documento:
(Type of document / Type d'acte)

Nome do titular: TE g o
(Name of holder of document/ Nom du titulaire) Becton Dickinson Inddstrias Cirtn glcas Ltda

Apostil cenifica upenes a assinatun, o A presente Apestila fol fimada con Pucfavor, ulilize este QR Code
acidade do si i e quindo npropriade, o i 1 ica, confurmenfel  pom checar a autenticidade
catiniho constantes no docwimento piblice.  n®11.419/2006. desta Apistila v de sua

fica o conteide do dosumento pam o
gual fol emitida.

This Apwstille cedifies only the signators, the
copacity of the peson signing it and when
appmpriate, the seal or stamp which the public
documient bears. It does not cenify the condent of the
document forwhich ftwas issued.

Cete Apostille ne cenifie que lasignature, laqualité
en laquelle le signataire de Lacte o ogl, ol le cas
dchigant, le: vu le timbre dont cetLacte public
est mvitu, Elle ne cedifie pas le contenu de acte
pourleguel elleaétéémise.

A autenticidade desta Apostila ¢ de sua assh
cleaica, bew  coo o documento i
subjacente. podem serverdficadas ena:

The authenticity of this Apawstille and its electounic
signature, alonp with the underlying public
document, may beverified at:

Lauthenticité de cette Apustille, de la signanie
dlectrigue, minsi gue de acte public seus-facent
peutéinevinfide sur

www.enj.jus.brlopostila/conferencia

This apestille was dleciunically
signed in accodance with Taw n®
(R BTERY

Cette Apostille a ¢1é s
signature électronique,
Toi n® 1141972006

Dividas a respeilo desta Apastila
entmr em contotu com w Ouvidoda
dnCNE

Any quesiions about this Apostille
maybedirected iothe Ombudsmun
ufthe CNJ:

Vewilles eontacter POmbudsman

de In CK] pour toute question
relative dectte Apostille;

® 5561 2326-4607

@ ouvidoria@cnj.jus.br

assinatur eletdnica. Uma
cfpia do decumento piblico
subjacente  lombém  esti
disponivel namesma pdgina.

Please use this QR Code to
check the authes 1y of this
Apustille and its clecimonic
signalure. A vopy of the

indedying public document CaigolCode):
is alse accessible fam the
same page. 6665910
CRC:
23C3AED5

Veulllez wtiliser ce Code QR
pearvirifier 'authenticité de
telle Apostille et de sa o

3 T =
signature électnmique. Une Qi "
Sel &

copie de 'acte public sous-
jacent sl Egalement
dispeniblesurlaméme pape.

18.0.01426723-8

A33T78335




MODELD COMERCIAL:
Bico Luer Slip: 4ml; 3md; Srof; 10ml; 20ml. Bico Luar Lock: 3m; Sml; 10ml; 20ml.

Documento emitido eletronicamente as; 13:36:25 do dia 16/10/2018 (Hora e data de Brasilia - DF)
Cddigo de controle do comprovante: F684.4B4C.FEOD.5308.8540.8025.7832.54CD.D810.1918

Conforme §2°, Art. 6°, RDC n° 27 de 15 de maio de 2013, qualquer alteragfio ou inclusao pos-registro oy pos-
cadastro deferida que altere as informacgdes do documenio emitido, torna-lo-a invalido.
Verifique a autenticidade deste documento no endereco: http://www.anvisa.gov.brivalidacertidaoggtps
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America

This public document
2. has been signed by CDR Cesar A. Perez

3. acting in the capacity of Director, DRP2 Division of Establishment Support Office of Regulatory Programs

4. bears the seal/stamp of U.S. Department of Health and Human Services

Certified
5. at Washington, D.C.
6. the thirty-first of May, 2019
1. by  Assistant Authentication Officer, United States Department of State
8. No. 19039368-3

9. Seal/Stamp: 10. Signature:

2 N Bulees

Zelda IDaldy {




B 1.5. FOOD & DRUG

ADMIN]STRA?!ON

< AND RADIOLOGICAL HEALTH

GENTER FOR DEVICE

'. ‘cate No. 8807-4-2019
CERTIFICATE TO FOREIGN GOVERNMENT

llow the importation of United States products into foreign countries , the U.S. Food and Drug

In order to a It S C ( |
(FDA) certifies the following information concerning the product(s) to be exported listed below:

Administration

Name of Product(s Name of Manufacturer/Distributor, Address
See Attached List See Attached List
(One Page) (One Page)

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
inspections. The last such inspection showed that the plant(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the produci(s) listed above.

Sincerely,

- %%f—

CDR Cesar A. Perez, PhD, Director

DRP2: Division of Establishment Support
Office of Regulatory Programs

Office of Product Evaluation and Quality
Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from May 17, 2019 to May 16, 2021.
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Name of oOwner Operafor
SECTON, DICKINSON & CO.

One Becton Drive
Franklin Lakes, NJ USA 07417

Name of Manufacturer
Manufacturing Facility

BD MEDICAL - DIABETES CARE
1329 West Highway 6
HOLDREGE, NE USA 68949

Name of Product(s)

328468 - BD Insulin Syringe 0.5mL 31G x 8Bmm
928853 - Insulin Syringe 1mL 30G x 8mm
328504 - BD Insulin Syringe 1mL 29G x 12.7mm
328512 - BD Insulin Syringe 0.3mL 31G x 8mm
328466 - BD Insulin Syringe 0.5mL 30G x 12.7mm
928855 - Insulin Syringe 0.3mL 30G x 8mm
928854 - Insulin Syringe 0.5mL 30G x 8mm
928856 - Insulin Syringe TmL 30G x 8mm

324912 - BD Insulin Syringe 1mL 31G x 6mm
END OF PRODUCT LIST-
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U.S. FOOD & DRUG

ADMINISTRATION

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

B ertificate No. 8807-4-2019
Certificate to Foreign Government - Name of Manufacturer/Distributor Attachment Page 1 of 1

Name of Owner Operator
BECTON, DICKINSON & CO.
One Becton Drive
Franklin Lakes, NJ USA 07417

Name of Manufacturer
Manufacturing Facility
BD MEDICAL - DIABETES CARE
1329 West Highway 6
HOLDREGE, NE USA 68949

----END OF MANUFACTURER/DISTRIBUTOR LIST----
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APOSTILLE

(Convention de La Haye du 5 octobre 1961)

Country: United States of America

This public document
has been signed by CDR Cesar A. Perez, PhD

acting in the capacity of Director, Division of International Compliance Operations

. bears the seal/stamp of U.S. Department of Health and Human Services

Certified

. at Washington, D.C.

the ninth of April, 2019

. by  Assistant Authentication Officer, United States Department of State

. No. 19029355-0

S samp. 10. Signature:

e ffftslrree —

Leo J Muldoon




Certificate No. 7163-3-2019

CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries , the U.S. Food and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed below:

Name of Product(s)

371603- BD E-Z Scrub 160, Surgical Scrub
Brush/Sponge With Nail Cleaner

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it) is subject

Name of Manufacturer/Distributor, Address

Name of Manufacturer

Legal Manufacturer/Manufacturer

BECTON DICKINSON INFUSION THERAPY SYSTEMS INC.
9450 South State Street

SANDY, UT USA 84070

to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
inspections. The last such inspection showed that the plant(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

oz tros

CDR Cesar A. Perez, PhD, Director

Division of International Compliance Operations
Office of Compliance

Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from March 26, 2019 to March 25, 2021.




APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America

This public document
2. has been signed by CAPT Sean M. Boyd, MPH, USPHS

3. acting in the capacity of Deputy Director for Regulatory Affairs

4. bears the seal/stamp of U. S. Department of Health and Human Services

Certified

5. at Washington, D.C.

6. the fifth of November, 2018

7. by Adssistant Authentication Officer, United States Department of State

8. No. 100y549L-15

9. Seal/Stamp: 10, Signat@

Chana M Turner U




ertificate No. 511 -10-2018

CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries , the U.S. Food and Drug
Administration (FDA} certifies the following information concerning the product(s) to be exported listed below:

Name of Product(s) Name of Manufacturer/Disiributor, Address
See Attached List See Attached List
(One Page) (One Page)

The produci(s) described above (and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
inspections. The last such inspection showed that the plant(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

(L‘F) L7 . =
LT e ’;’7:) )

CAPT Sean M. Boyd, MPH, USPHS
Deputy Director for Regulatory Affairs
Office of Compliance

Center for Devices and Radiological Health
U.8. Food and Drug Administration, DHHS

This certificate is valid from October 26, 2018 to October 25, 2020.
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0. 511-1 0-2018
- to Foreign Government - Name of Manufacturer/Distributor Attachment Page 1 of 1

"u‘a-ma of Owner Operator
BECTON, DICKINSON & CO.

One Becton Drive
Franklin Lakes, NJ USA 07417

Name of Manufacturer
Manufacturing Facility
BD MEDICAL - DIABETES CARE
1329 West Highway 6
HOLDREGE, NE USA 68949

-—END OF MANUFACTURER/DISTRIBUTOR LIST-—--




P No. 511-10-2018
& to Foreign Government - Name of Product(s) Attachment Page 1 of 1

ame of Owner Operator

fcat:

wame - -~ _—_—————
BECTON, DICKINSON & CO.

One Becton Drive
Franklin Lakes, NJ USA 07417

Name of Manufacturer
Manufacturing Facility

BD MEDICAL - DIABETES CARE
1328 West Highway 6
HOLDREGE, NE USA 68949

Mame of Product(s)
328322 - BD Ultra-Fine™ Il Syringe 30G x 8mm, 0.3 mL

324916 - BD Ultra-Fine™ Syringe 316G x 6mm, 0.3 mL

328325 - BD Ultra-Fine™ Il Syringe 30G x 8mm, 0.5 mL

324917 - BD Ultra-Fine™ Syringe 31G x 6mm, 0.5 mL

326713 - BD Ulira-Fine™ Syringe 316G x 8mm, 0.5 mL

328328 - BD Ultra-Fine™ Il Syringe 30G x 8mm, 1.0 mL

326732 - BD Ultra-Fine™ Syringe 30G x 8mm, 1.0 mL

305930 - BD SafetyGlide Insulin Syringe 1ml 29G x 1/2 (0.33mm x 13mm)
305934 - BD SafetyGlide Insulin Syringe 1/2mi 306G % 5/16 (0.3mm x 8mmj}
305937 - BD SafetyGlide Insulin Syringe 3/10ml 31G x 5/16 (0.25mm x 8mm)
END OF PRODUCT LIST
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America

This public document
2. has been signed by Capt. Sean M. Boyd, MPH, USPHS

3. acting in the capacity of Deputy Director for Regulatory Affairs

4. bears the seal/stamp of U. S. Department of Health and Human Services

Certified

5. at Washington, D.C.

6. the ninth of October, 2018

7. by Assistant Authentication Officer, United States Department of State

8. No. 190011437

9. Ssal/Stamr; 10. Signature:

LeoJ Muldoon




CERTIFICATE TO FOREIGN GOVERNMENT

-

: "a-ef 1o allow the importation of United States products into foreign countries , the U.S. Food and Drug
" Admini

stration (FDA) certifies the following information concerning the product(s) to be exported listed below:

N_ajpg_gf_PLOQUﬂ(Sl Name of Manufacturer/Distributor, Address
See Attached List See Attached List
(One Page) (One Page)

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
inspections. The last such inspection showed that the plant(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

b P ;Zé b

CAPT Sean M. Boyd, MPH, USPHS
Deputy Director for Regulatory Affairs
Office of Compliance

Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from September 27, 2018 to September 26, 2020.




ate No. 15710-9-2018
ificate to Foreign Government - Name of Manufacturer/Distributor Attachment Page 1 of 1

iC:

Name of Owner Operator
BECTON, DICKINSON & CO.
One Becton Drive
Franklin Lakes, NJ USA 07417

Name of Manufacturer
Manufacturing Facility
BD MEDICAL - DIABETES CARE
1329 West Highway 6
HOLDREGE, NE UUSA 68949

---END OF MANUFACTURER/DISTRIBUTOR LIST----
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icate No. 1571 0-9-2018

Néme of Owner Operator
SECTON, DICKINSON & CO.

One Becton Drive
Franklin Lakes, NJ USA 07417

Name of Manufacturer
Manufacturing Facility

BD MEDICAL - DIABETES CARE
1329 West Highway 6
HOLDREGE, NE USA 68949

Mame of Product(s)

326678 - BD Ultra-Fine™ Insulin Syringe 1mL 31G % 6mm
326679 - BD Ultra-Fine™ Insulin Syringe 0.5mL 31G x 8mm
326680 - BD Ultra-Fine™ Insulin Syringe 0.3mL 31G x 6mm

sficate to Foreign Government - Name of Product(s) Attachment Page 1 of 1

END OF PRODUCT LIST
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