Ortho Clinical Diagnostics

Felindre Meadows
Pencoed

Bridgend

CF35 b6PZ

United Kingdom

Tel: +44 (0)1656 77
Fax.  +44 (0)1656 77

Statement of Copy

To whom it may concern:

We, Ortho-Clinical Diagnostics, located at
Felindre Meadows, Pencoed, Bridgend,
CF35 5PZ, United Kingdom

As a responsible official of Ortho-Clinical Diagnostics, | the undersigned hereby certify that
the enclosed document copies of Product Labelling are true and accurate, for the following

products:

Product Product Name Packaging Label Level Label Version

Code

707155 Blood Grouping Reagents Anti-A (Monoclonal) | 1 x cassette front label 606-30-158-1
Anti-B (Monoclonal) Anti-D (Anti-D 1 x cassette back label 606-30-002-1
RH1)(Monoclonal) Control Reverse Diluent 1 x sleeve 115004-2
Ortho BioVue System (ABO-Rh Reverse 1 x shipper label 604-30-002-3
Grouping Cassette) 1 x corrugated shipper 115006-2

Generic Insert 631-99-122-1

707250 Blood Grouping Reagents Anti-C (Anti-RH2) 1 x cassette front label 606-30-161-1
(Monoclonal) Anti-E (Anti-RH3) (Monoclonal) 1 x cassette back label 606-30-014-1
Anti-c (Anti-RH4) (Monoclonal) Anti-e (Anti- 1 x sleeve 1J5004-2
RH5) (Monoclonal) Anti-K (Anti-K1) 1 x shipper label 604-30-007-2
(Monoclonal) Ortho BioVue System (Rh/K 1 x corrugated shipper 115006-2
Cassette) Generic Insert 631-99-122-1

/Wﬂ}\ﬁ%\ﬁﬁ("\ﬂ«v‘f\ date: [+ Av) 2013

Michelle Tara Kanagaratnam
Regulatory Affairs, UK

Ortho-Clinical Diagnostics Registerad in UK

2549777 Registered Office Ortho-Clinical Diagnostics Felindre Meadows, Pencosc

Bridgend

CF35 5PZ United ¥
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OCD Mechanical Info. - FOR INTERNAL USE ONLY

Designer Who Last Modified File:  Kyle Tevlin SPC Number in OTIS: SPC54071 /LBL51220 01-22-16: KD used approved 1J5004CRMU, rolled tailcode, made file 100% per
vendor request and made revs per marked up PDF for Crimson PH2 project.
. e 5. + . i 2932'x 221/32"x 10 11/16" | 01-22-16 CR signed
Date File Was Last Modified: b2:12:16 Dimension an SPC: £ 150" 02-12-15 KT deleted tail code from artwork component # and rolled it to a -2 on
2nd Designer review: - ] upper left I:Ie. name per LM email and new markup.
{layaiitand requéstad changas oiily) 2-12-16.KD Line Screen: None 2-12-16: KD signed.
PMS Colors Used in File:
PMS
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OCD Mechanical Info. - FOR INTERNAL USE ONLY

Desigaer Who Last Moditied File:  Kyle Teviin

SPCHumberinOTS:  SPCS40S6  LBL:51224

Date Filo Was Last Modihod: 021295 Dinersionon SPC. 30 xen x 286 | 0125 16 KT lgned.
Znd Designor reviowr morkp.

L, Q1216K0 raving £ urooszss
Caroutand requestod charges ooy) il @2-12-16:KD signed.
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OCD Mechanical Info. - FOR INTERNAL USE ONLY

{layout and requested changes only)

Designer Who Last Madified File: ~ Kyle Teviin SPC Numberin OTIS: SPC54071 /LBL51220
Date File Was Last Modified: 02-12-16 Dimension on SPC: ff’f"’:xzﬂﬁ?"x 10314
2nd Desigrier review: 2-12-16KD Line Screen: None

PMS Colors Used in File: .
Black

01-22-16: KD used approved IJ5004CRMU, rolled tailcode, made file 100% per
vendor request and made revs per marked up PDF for Crimson PH2 project.
01-22-16 CR signed

02-12-15 KT deleted tail code from artwork component # and rolled it to a -2 on
upper left file name per LM email and new markup.

2-12-16: KD signed.
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OCD Mechanical Info. - FOR INTERNAL USE ONLY

Ocsignor Who Last Modified File:  Kyle Teviin SPCHumborin OIS, SPCS0S6  L6L:51221

PH2 proje
Date File Was Last Moddicd. 21216 Dimension on SPC:  305mm x83mm x 286mm ”"g;:gllﬂnd
2nd Dosigaor reviow, markup.

o 2121640 Drawing £ uKoos283
fayostard requested changes ory) 9 02:12-16: KD signed.

PMS Colors Used in il .GCMI
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