MAiu noi dung nhiin phu

Thuoc thir xét nghiém dinh tinh khang nguyén Streptococcus nhém B, Haemophilus
influenzae type b, Streptococcus pneumoniae, Neisseria meningitidis nhom A, B, C, Y, W135
va Escherichia coli K1
Chiing loai: Wellcogen™ Bacterial Antigen Kit
M3 san phim: R30859602

S6 lwu hanh: 2503389PKLH/BYT-HTTB.

$6 16: Xem ” trén nhan gdc.

Han sir dung: Xem “ & (ndm/thang/ngay) trén nhén gbc.

Tén / Pia chi chii s hiru thiét bi y té: Remel Europe Limited / Remel House, Clipper Boulevard
West, Crossways, Dartford, Kent, DA2 6PT, Vuong qudc Anh.

Xuit xi: Vuong qudc Anh.

Tén / Pia chi chii s¢ hiru s6 lwu hanh: Vin Phong Pai Dién Life Technologies Holdings Pte. Ltd.
tai Thanh phd H6 Chi Minh / Phong 0911, ting 9, s6 2Bis-4-6, duong Lé Thanh Tén, phuong Sai
Gon, Thanh phé H6 Chi Minh, Viét Nam.

Tén / Pia chi co sé bao hanh: San phdm khong c6 ché d6 bao hanh.

Huéng din bio quan: Bao quan ¢ 2°C - 8°C.

Cinh bio, hwéng din sir dung: Xem trong Huéng dan sir dung HOAC Website:

KT. TRUONG VAN PHONG DPAI DIEN

NGTRDUGC UY QUYEN Dlgltally Signed by
“ TRAN VAN DAN

. Date: 2026.06.25
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SCIENTIFIC

Company Name Remel Europe Limited

Address Remel House, Clipper Boulevard West Crossways,
Dartford, Kent, DA2 6PT

Product name Wellcogen Bacterial Antigen Kit

Product code R30859602

Title Primary and Secondary Packaging and Labelling

Form Control No. DF-FORM-1101

Type of Document Form Control Document

1. PRIMARY LABELLING

< Wellcogen - e Z1L 20-24/26 Wellcogen Z1.20-24/26 g‘:g;oBge?c 8C %l_egso/o/?g \é\ﬁlelgoBgen %It;gson/ozg
UAdd ter to 3.6 ml 2.3 ml
£ | |[oommmoTgy THeen [CoNTROL LATEX] 1204567 TEST LATEX] "7 1234567
£ e 1234567 123456 -20C2 YYYY-MM g YYYY-MM
8C 8C
3 EX o YYYY-MM ok g yyyy-mm wod
d Remel Europe Ltd. DA2 6PT, UK “Remel Europe Ltd. DA2 6PT, UK wl Remel Europe Ltd. DA2 6PT, UK 2L13ZL20T wl Remel Europe Ltd. DA2 6PT, UK 1L.11ZL20B
N 40 mm +/- "
Wellcogen ZL21/26 Wellcogen ZL21/26 Wellcogen el ZL22/26 Wellcogen Fer ZL22/26
H. influenzae b %0tests/07ml H. influenzae b__ 30tests/1.0mi S. pneumoni 30 tests/0.7 mi S. pneumoniae __ 30 tests/1.0mi

m- foT] 1234567 TEST LATEX 1234567 m- 1234567 TEST LATEX 1234567

"24CY™ PO | =22Ci™ e

wl Remel Europe Ltd. DA2 6PT, UK 2L11ZL21X wl Remel Europe Ltd. DA2 6PT, UK 1L11ZL21E wl Remel Europe Ltd. DA2 6PT, UK 2L11ZL22V wl Remel Europe Ltd. DA2 6PT, UK 1L11ZL22D
Wellcogen Fer ZL23/26 Well R Z1.23/26 Wellcogen ke Z1.24/26 Wellcogen el Z1L.24/26
N. men?ngitidis ACYW135 st/ N. meningitidis A C Y W135 %0 festss N. meningitidis B/E. coli K1 s/ N. meningitidis B/E. coli K1 0t/

[CONTROL LATEX| " 1234567 TEST LATEX 1234567 1234567 [TEST LATEX| [EeT1234567

=23C: [ | m23TE ™ | | "24C | " 24T

wl Remel Europe Ltd. DA2 6PT, UK 2L11ZL23V wl Remel Europe Ltd. DA2 6PT, UK1L10ZL23B

wl Remel Europe Ltd. DA2 6PT, UK BLA7ZL24G wl Remel Europe Ltd. DA2 6PT, UK 2LA7ZL24T

2. SECONDARY LABELLING/PACKAGING

R30859602A_03

.

S~

E (01)50560805009974(17)YYMMDD(10)1234567

g Wellcogen™ Bacterial Antigen Kit R30859602

® ior 1234567 & YYYY/MM/DD zL26
[ECTREP] Thermo Fisher Diagnostics B.V., Sct . g 1B, 1121 PC Land , The Netherlands

< »
<

95 mm +/-

* All tolerences +/- Tmm
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N Wellcogen™ Bacterial Antigen Kit \/30
< © EN: Latex test to detect Streptococcus Group B, H. influenzae type b,
+ (o2] S. pneumoniae, N. meningitidis ABCY W135 and E. coli K1 antigens
I I,n FR: Test au latex pour la détection des antigenes du streptocoque du groupe B, de H. influenzae de type b, de
& w S. pneumoniae, de N. meningitidis groupes A, B, C, Y et W-135 et de E. coli K1
o DE: Latextest zum Nachweis von Streptococcus Gruppe B, H. influenzae Typ b, S. pneumoniae,
o (=) N. meningitidis ABCY W135 und E. coli K1 Antigenen
N m ES: Prueba de latex para la deteccion de antigenos de Streptococcus grupo B, H. influenzae tipo b, S. pneumoniae,
N. meningitidis ABCY W135 y E. coli K1
m IT: Test al lattice per il rilevamento degli antigeni di Streptococco del Gruppo B, di H. influenzae tipo b,
di S. pneumoniae,di N. meningitidis ABCY W135 e di E. coli K1
E Cs: Latexovy test pro stanoveni antigent streptokokt skupiny B, H. influenzae typu b, S. pneumoniae,
N. meningitidis ABCY W135 a E. coii K1
DA: Latex-test til detektion af streptokokgruppe B, H. influenzae type b, S. pneumoniae,
N. meningitidis ABCY W135 og E. coli K1 antigener
EL: Aokipacia AAte yla avixveuon avilyovwv anod oTpenToKokko opadag B, H. influenzae tumou b, S. pneumoniae,
N. meningitidis twv opadwv ABCY W135 kat E. coli K1
NO: Latekstest for & pavise Streptococcus gruppe B, H. influenzae type b, S. pneumoniae,
N. meningitidis ABCY W135 og E. coli K1-antigener
PL: Test lateksowy do wykrywania antygenéw Streptococcus grupy B, H. influenzae typu b, S. pneumoniae,
N. meningitidis ABCY W135 oraz E. coii K1
PT-PT: Teste de latex para detecgéo dos antigénios de Estreptococos do Grupo B, H. influenzae tipo b, S. pneumoniae,
N. meningitidis ABCY W135 e E. coii K1
Sv: Latextest for att detektera Streptococcus grupp B-, H. influenzae typ b-, S. pneumoniae -,
N. meningitidis ABCY W135- och E. coli K1-antigener
BR-PT: Teste de latex para detectar os antigenos de Streptococcus do grupo B, H. influenzae do tipo b, S. pneumoniae,
N. meningitidis do tipo ABCY W135 e E. coli do tipo K1
1 Streptococcus B.
TEST LATEX | \/30 o CONTROL [=] 2.3 mI
1-5 3 S. pneumoniae.
4 N. meningitidis ACY W135.
5 N. meningitidis B/E. cofi K1.
6 Streptococcus B. g
[CONTROL LATEX | \/30 § prepiococcus CONTROL [+] 12 2x 3.6 ml
6-10 8 S. pneumoniae.
% 9 N. meningitidis ACY W135.
ﬁ 10 N. meningitidiis B/E. cofi K1.
N
)
™~
= remel
\
140 mm +/- * All tolerences +/- Tmm
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3DPLC6ATB

160 x 135 x 118 mm

135 mm +/-

160 mm +/-
g1v901da¢

118 mm +/-
* All tolerences +/- Tmm
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Remel House, Clipper Boulevard West Crossways,
Dartford, Kent, DA2 6PT

Product name

Wellcogen Bacterial Antigen Kit

Product code
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Title

Primary and Secondary Packaging and Labelling

Form Control No.

DF-FORM-1101

Form Control Document

Type of Document

3. PACKAGING COMPONENT DETAILS

Part code Description Packaging
W71UZL26N  Polyvalent Positive Control 2 X 5ml Clear glass Bottle + 14mm FD Stopper + Blue Cap
W74NUSA13  ZL26 Negative Control 1 X 3ml Plastic Bottle + 8mm Dropper Tip + White Cap
W74CLUSA2  ZL20 Control Latex 1 X 3ml Plastic Bottle + 20uL dropper + Royal Blue Cap
W74CLUSA4  ZL21 Control Latex 1 X 3ml Plastic Bottle + 20uL dropper + Royal Blue Cap
W74CLUSA6  ZL22 Control Latex 1 X 3ml Plastic Bottle + 20uL dropper + Royal Blue Cap
W74CLUSA8  ZL23 Control Latex 1 X 3ml Plastic Bottle + 20uL dropper + Royal Blue Cap
W74US10CL  ZL24 Control Latex 1 X 3ml Plastic Bottle + 20uL dropper + Royal Blue Cap
W74TLUSA1  ZL20 Test Latex 1 X 3ml Plastic Bottle + 20uL dropper + Pink Cap
W74TLUSA3  ZL21 Test Latex 1 X 3ml Plastic Bottle + 20uL dropper + Pale Blue Cap
W74TLUSAS  ZL22 Test Latex 1 X 3ml Plastic Bottle + 20uL dropper + Yellow Cap
W75TLUSA7  ZL23 Test Latex 1 X 3ml Plastic Bottle + 20uL dropper + Grey Cap
W75TLUSA9  ZL24 Test Latex 1 X 3ml Plastic Bottle + 20uL dropper + Brown Cap
26TILEREM Disposable Reaction Cards 2 x 7 Colour Tile (26 pk)
WBIN8275) Disposable Mixing Sticks 5 x Wooden Stick Bundles (100)
WBIN1818S Disposable Droppers 1 x 30 Polypipettes
WBIN8275) Black Rubber Teat 1 x Black Rubber Teat (No.10)

IFU

Product code IFU # Date of issue Insert Slip Date of issue

R30859602 X7713C June 2024 N/A N/A

Control Change History

Date

Revision

Description of Change

Reason for change Approved by

19/09/2024 |6

MOC-2024-0862

Update label and IFU to amend
instructions and data

S. Murray

Approved Artwork Locations

External Labels
All artwork saved as Label Part code
P drive / QA-RA / Master Artwork / CLP Artwork / Wellcogen / Vial Labels / Master

P drive / QA-RA / Master Artwork / CLP Artwork / Wellcogen / Carton Labels / Master

Internal Labels (Full and composites)
All artwork saved as Part or Filling code and suffixed with version number
P drive / In-House Labels / Labels / Master
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