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Autoridade Nacional do Medicamento

MINISTERIO DA SAUDE "
e Produtos de Satde I.P.

Circular Informativa

N.c 129/CD/8.1.7.
Data: 07/07/2015
Assunto: Certificado CE de conformidade falso - Fabricante OMC Healthcare (Pvt.) Ltd.

Para: Divulgacdo geral
Contacto:  Centro de Informacdo do Medicamento e dos Produtos de Saude (CIMI); Tel. 21 798

7373; Fax: 21 111 7552; E-mail: cimi@infarmed.pt; Linha do Medicamento: 800 222
444

Foi detetada, no mercado europeu, a existéncia de um certificado CE de conformidade falso

relativo a dispositivos médicos de diagndstico in vitro do fabricante OMC Healthcare (Pvt.) Ltd..

O certificado falso apresenta o numero 10674 2 e referéncia a entidade CVI, s.r.o., que ndo se
encontra designada para a Diretiva 98/79/CE relativa a dispositivos médicos de diagndstico in

vitro.

O certificado falso indica que o mesmo é valido de 17/11/2013 a 17/11/2018. Este certificado é
relativo a kits de testes de diagnodstico in vitro de doencas infecciosas, hormonas de
fertilidade, marcadores tumorais, marcadores cardiacos, analise de urina e testes

rapidos de doencas entéricas & abuso de drogas, conforme anexo.

Em Portugal, ndo foi verificada a existéncia de registo da comercializagdo de dispositivos médicos
deste fabricante mas, atendendo a que existe livre circulacdo de produtos no espaco econdmico

europeu, o Infarmed recomenda que:

» Caso seja detetada a existéncia de dispositivos médicos de diagndstico in vitro do fabricante
OMC Healthcare (Pvt.) Ltd., associados ao certificado supramencionado, estes ndo sejam
adquiridos e utilizados, uma vez que nao foram alvo de avaliagdo de conformidade e ostentam

marcacao CE falsa, o que pde em causa a sua segurancga, qualidade e desempenho;

» A existéncia destes dispositivos em Portugal seja reportada a Direcao de Produtos de Saude do
Infarmed através dos contactos: tel.: +351 21 798 72 35; fax: +351 21 798 72 81; e-mail:
daps@infarmed.pt.
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Type/ Model

Device Name

—— — e / Ref No
] t for infectious Discasus = =5 e
[BsAg (Hepatitis B Virus e Anhizen), 100 Stnps/Box. Serum/P o Qo201
{BsAg (Hepatitis B Virus su Antigen) 40 Casseties/Box, Serun/Plasimi Q02-01-42
BeAb (Hepatitis B Virus surfuce Antibody ).100 Swips/Box, Serum/Plasing Q02-0 lu-41
HBsAD (Hepatitis B Virus surface Antibody), 40 Cassertes/Box Serum/Plasma Q02-01a-42
TiBeAg (Hepatitis B Virus ¢ Antigen), 100 Stips/Box Serum/Plasma Qu2-010-41
HBeAg (Hepatitis B Virus & Antigen), 40 Casseties/Box, Serum/Plasma Q02-01b-42
RBeAb (Hepatitis B Virus & # ‘Anlibody), 100 Strips/Box, Serum/Plasma_ Q02-01c-4
3 HBeAD (Hepatitis B Virus, & Antibody), 40 Cassettes/Box, Serun/Plasma Q02-01c-4.
HBCAD (Hepatitis B Virus_core Antibody) 100 Strips/Box, Serum/Plasma e Q02-01d-41
HBCAD (Hepatitis B Virus s core Anftibody), 40 Cassattes/Box Serum/Plasma Q02-01d-42
pre S1 (Pre-S1 Antigen of Hepaitis B Virus), 100 Strips/Box, Serum/Plasma Q02-01e-41
e 51 (Pre-S1 Antigen of Hepatitis B Virus),_ 40 Cassettes/Box, Serum/Plasma Q02-01e-42
p HCV (Hepatitis C Virus Antibod ), 100 Stips / Box, Serum/Plasma Q02-02-4
| HCV (Hepatitis C Virus_Antibody), 40 CasieyegB_o_xl_Serum/Plasma —10Q02:0242
| HIV (Human immunodeficiency Virus 1/2 Antibody), 100 Strips/Box, Serum/Plasma ﬁo’ -03-4
HIV (Human immunodenciency Virus 112 Antibody), 40 Cassettes/Box. Serum/Plasma__| Q02-03-4
Ql

TP (Treponema Pallidum Antibody). 100 Strps/Box, Serum/Plasma
TP ), 40 Cassettes/Box, Serum/Plasma
HP (Helicobacter Pylon Antibod 100 Strips/Box, Serum/Plasma
HP (Helicobacter Pylorl Antibody), 40 Cassettes/Box, Serum/Plasma
Mal pfipv (Malaria pfipv_Anti 100 Strips/Box, Whole Blood

Mal pflpv (Malania pfipv Antigen). 20 Casseltes/Box, Whole Biood

Mal piipan (Malania piipan Antigen), 100 Strips/Box, Whole Blood

& | Mal pfipan (Malaria pfipan Antigen). 40 Cassettes/Box, Wnole Blood
DenNS1 (Dengue NS1 Antigen). 100 Strips/Box, Serum or WB

_» DenNs1 (Dengue NS1 Antigen). A0 Casseltes/Box, Serum or WB
s Den IgG/igM (Dengue 1gG/lgM Antibody), 100 Strips/Box, Serum/Plasma of WB
% Den IgGAgM (Dengue 1gGAgM Antibody), 40 Cassettes/Box, Serum/Plasma of WB
VC0139 (Vibrio Cholerae 0139), 100 Strips/Box , Others
VCO138 (Vibrio Cholerae 0139 20 Casseltes/Box, Others
VCO1-0 (Vibrio Cholerae O1 Serotype Dgawa), 100 Strips/Box, Others
& VCO01-0 (Vibno Cholerae O1 Serot Ogawa), 40 Cassettes/Box, Others
2 VCO1-1 (Vibrio Chalerae 01 Serotype Inaba). 100 Stri s/Box, Others
VCOA- (Vibno Cholerae O1 Serotype inaba), 40 Cassettes/Box, Others
Scrub Typhus (Scrub Typhus 1gG Antibody), 100 Strips/Box, Serum/Plasma
Scrub Typhus (Scrub Typhus 19G Antibody), 40 Cassettes/Box, Serum/Plasma
Scrub Typhus (Scrub Typhus & M Antibody), 100 Strips/Box Serum/Plasma
; | Scrub Typhus (Scrub Typhus Ig Antibody), 40 Casseltes/Box, Serum/Plasma
i Kalazar (V. Leishmaniasis test 40 Cassettes/Box, Serum/Plasma
Kalazar (V. Lesshmaniasis test 100 Stnps/Box, Serum/Plasma

Infectious Combo (HBsAg, HCV & HIV), 40 Cassettes/Dox. Serum/Plasma

C0139.VCO1-0 & VCO1-1 40 Cassettes/box. Others

VCO combo
id Test for Tumor Markers
CEA (Carcinoemnbryonic Antizen), 100 Stnps/Box. Serum/Plasma Q04-01-41
CEA (Carcinsembryomc Antigen) 10 Cassettes/Box., Serumy/Plasma QU4-01-42
-02-61

JYNOJLYNYILNI NOILYOII¥3N FINVWHOINOS |

FOB (Fecal Occult Blood), 100 Siry ps/Box, F Extract
FOB (Fecal Occult Blood). 20 Casselles/Boy, Fecal Extract Q04-02-62
AFP (Alpha — Fetoprotein). 100 Strips/Box, Serum/Plasma Q04-03-41
AFP (Alpha — Fetoprotein), 40 € asseties/Box, Serum/Plusma Q04-03-42
PSA (Prostate 5 secific Antigen), 100 Sirips/ Box, Serum/Plasma QU4-04-4 1
PSA (Prostate Specific Anti 10 Cussettes/Box. Serum/Plasma -04-42
FA125 (Cancer- Associated ). 100 Strips/Box. Serum/Plasma R -05-41
A125 (Cancer- Associated / lwﬂuﬂgsxun‘/ﬂux, Serum/Plasma = Q04-05-42
t for Cardiac Murkers _—
3P (Fatty Acid - Binding Protein), 100 Stnps/Box, Serum/Plasma Q03-01-41
P (Fatty Acid - Binding Protein). 40 Cassettes/Box Serum/Plasma Q05-01-42
(Troponin 1), 100 Swps/Box. Serun/Plasma 05-02-41
"Troponin [1, 40 Cassetics/Box, Serum/Plasma Q05-02-42
3 (Creatine Kinase lsoenzymes| 100 Stripy/Box, Serum/Plasma Q05-03-41
(Crentine Kingse Isoenzymes) 10 Cussettes/Box. Serum/Plasma Q05-03-42
yoglobin), 100 Stri ps/Box, Serum/Plasmni Q05-04-41
oplobin), 40 Cassettes/Box, Serum/Plasma 005-04-42
sactive Protein ), 100 Sinps/Box, Serum/Plasma 0035-05-41
clive Protein), 40 Casseites/Box. Serum/Plasma Q03-05-42
actve Protein - 3), 100 Strips/Bok. Serum/Plasma QU5-06-41
tiye Protein - 3), A0 Cassettes/Box. Serum/Plasma Q05-06-42
l, ch-MB. & MY0O). 40 Cassenes/Box. Whale Blood QU5-07-32
\ a
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S Device Namg Type’ Mode] ‘
s —SPPTLCS s / Ref No B
pid Test for Drug of Abuse P 3
e S . .

|| AMP Amphetaming), 100 < — e Q06-01-11
AMP (Amphetamine). 4 [ Qoe-01-12
BAR (Barbiturates) ~Slps/Box, Uring = _ | Q06-02-11
| | BAR Barbiturates) 40 Ca settes/Box, Urine " Q06-02-12
BZ0 (Bezodiaz ps/Box, Urine Q06-03-11_ \
|| BZ0 (Bezodiaz Selies/Box Unine_ Q06-03-12
b_| coc )s/Box - Q06-04-11
g 40 Casseties/Box_Urin e Q06-04-12
b2 |

04NOJ

Sseltes/Box, U —— | 006-05-12
MDMA (Methylenedioy methan r

et ==2tine ~  '006-06-11
MDMA_(Meth lenedioxymeth t 2) . 40 Casset

slamine . Q06-06-12 | 8
MET Methamghe(amme[. 100 Strips/Box, Urine Q06-07-11
b2 | MET Methamphetamine) 40 Cassettes/Box, Urine Q06-07-12
p MOR (Morphine 100 Strips/Box. Urine
2

e | QO06-05-11
B-COC (Benzuylecgonmq

E

07-
PeBox Urne ~ —
PO_| MOR (Morphine . 40 Cassettes/Box, Urine Q06-08-1
D OP| Opiates), 100 Stris/Box. Urine

i
P8 | OPI (Opiates . 40 Casseties/Box, Urine R
b7 | MTD Methadone), 100 Strips/Box, Urine
b7 | MTD Methadone), 40 Cassettes/Box, Uring
E TCA (Tricyclic Antidepressant:
TCA (Tricyclic Antidep ! Q08-11-12
S| THC (Tetrah drocannabi /Box Urine Q06-12-11
¥5_| THC Tetrah drocannabinol), 40 Cas;
0| BUP Buprenorphine), 100 st
» BUP (Buprenorphine . 40 Cassettes/Box ey Q06-13-12
Multi-Drugs Test - 2 Pang] 40 Cassett :
D_| Multi-Drugs Test -3 Panel, 40 Cassettes/Box, Urine -
D[ Multi-Drugs Test 4 Panel. 40 Cassettes/Boy Urine Q06-16-12
Multi-Drugs Test - 5 Panel, 40 Casseltes/Box, Urine
[ Mult-Drugs Tesi -6 Panel, 40 Cassettes/Box, Uring = Q06-18-12
Multi-Drugs Test - 7 Panel, 40 Cassettes/Box Urine Q06-19-1
| Multi-Drugs Test- g Panel, 40 Cassettes/Box, Urina Q06-20-12
| [ Multi-Drugs Tes - 9 Panel, 40 Cassettes/Bo,
| Multi-Drugs Test - 10 Panel, 40 Cassettes/B

LEN

X, Urine
ox, U Q06-22-12

e
b a4
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d Test for Fertility
100 Strips/Box, SerumiUring
0 Cassettes/Box, Serum/Urine
00 Strips/Box, Urine
asseltes/Box, Urine
idstream/Box, Urine
ion), 100 Strips/Box, Urine
al tian), 40 Cassettes/Box, Urine
arly Detection), 01 Midstream/Box, Urine
| | LH (Luteinizing Hormone) _100 Strips/Box, Urine
i | LH Luteinizing Hormone), 40 Cassettes/Box. Urine
f | LH (Luteinizing Hormone), 1 Midstream/Box, Utne
il | FSH (Follicie Stimulating Hormone), 100 Strips/Box, Urine
1| FSH (Follicle Stimulating Hormg
FSH (Follicle Stimulating Hormon
Urine Analysis St
Glucose, 100 stripsibotile, Urine. .
Glucose/Ketone, 100 strips/bottle, Uring
Glucose/Ketone/pH, 100 strips/bo
Glucose/Ketone/pH/Blood, ul
Glucose/Ketone/pH/Blood/P
Glu/KeVpH/Blood/Pro/Bili, 100 strips/bottle, Urine
GlulKet/HlBIood/Pro/BinlUroon‘ 100 strips/bottle, Urine
GlulKel/H/Blood/Dro/BulnlL)roml/Nnt_ 100 strips/bottle, Urine
GIu/KetII-I/BIoodI’ro/BiIn/Uqul_llS Gravity/Nit, 100 strips/bottie, Urine
GIu/KeVpHIBIood/Pro/Bili/urobnlls Gravxty/Na!lLeukocy(e,s 100
stips/bottle, Urine
Glucose, 1strip/Box, Urin -
Nitrite (UTI), 1strip/ Box, Urine

5-Parameters, 1strip/ Box, Urine 5
e g

10-Parameters, 1strip/ Box, Urine
nteric tests

Cassettes/Box, Urine
Midstream/t

F dl E’ﬁﬁiﬁi‘ lii- i ii

ii

m!

Adenovirus,, 100 strips/ Box, O hers
Adenovirus 40 and 41, 100 strips/ Box, Others
Clostrdium difficile_ 100 strips/ 8o
Cryptosporidium, 100 strips/ Box, Oth

ptosporidium & Giardia, 100 strips/ Box, Others
Escherichia coli 0157, 1( 00 strips/ Box, Others L
Rotavirus, 100 strips/ Box. Others e 8
Rotavirus & Adenovirus, 100 strips/ Box, Others

Rotavirus & Adenovirus 40 and 41. 100 sirips/ Box Others

Page 3 of 3

Q01-01-51

Q01-01a-11

Q01-01a-13 N
Q01-01b-11
Q01-01b-12
Q01-01b-13
Q01-02-11
Q01-02-12

Q08-01-11b
Q09-02-11b

:

Q09-10-11b

Q08-01-61
Q08-01a-61
Qo8

Q08-05-61
Q08-05a-61
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