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DECLARATION OF CONFORMITY Appendix
Date: 2011-09-26
1)  Manufacturer (Name, department): Monebind Inc.
Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES
Thyroid : -
and T3 — Triidothyronine 125-300 | 175-300 12.04.01.05.00 Low 2005-11-11
{T3 — Free Triidothyronine 1325-300 | 1375-300 12.04.01.0100 |  Low 2005-11-11
T4 — Thyroxine 225300 | 275-300 12.04.01,07.00 |  Low 2005-11-11
2) European authorized representative: CEpartner4U BV, T4 — Free Thyroxine 1225-300 | 1275-300 12.04.01.0200 | Low 2005-11-11
TSH — Thyrotropi 325300 | 375-300 04011100 L 2005-11-11
Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS; UL . 2 12 =l
(on product labels printed as: Rapid TSH — Rapid Thyrotropin 6025-300 | 6075-300 12,04,01,41,00 | Low 2010-06-29
CEpartnerdl , ESDOCRNLAAN 13, 3051DB MAARN, THE NETHERLANDS Tel.: +31 (0)6 516 536 26; T3U — Triidothyronine Uptake 525-300 | 575-300 1204010600 | Low 2005-11-11
or as: CEpartner4U, 3951DB; 13. NL tel: +31 (0)6 - 516.536.26) TBG — Thyroxine-Binding Globulin 3525-300 | 3575-300 12.04.01.09.00 Low 2005-11-11
Tg - Thyrogiobulin 2225-300 | 2275-300 12.04,01.0800 | Low 2005-11-11
i T3, T4 & TSH — Triidothyronine,
3)  Product(s) (name, type or model/batch number, etc.). Thyroxine & Thyrotropin Combo 8025-300 | 8075-300 12.04.01.01.00 |  Low 2005-11-11
(VAST)
Immunoassay products; T3 — Triidothyronine (SBS) 8125300 | 8175-300 12.0401.01.00| Low 2010-06-29
ELISA, T4- Thyroxine (SBS) 8225-300 | 8275-300 12,04.01.01.00 | Low 2010-06-29
CLIA T3, fT4 & TSH - Free
: Triidolhyronine, Free Thyroxine & 7025300 | 7075-300 12.04.01.01.00 |  Low 2010-06-29
Control, Thyrotropin Combo (VAST)
Instruments ( appendix) Neonatal Thyrold & Genetics e - o .
NTSH — Neonatal Thyrotropin 3425-300 | 3475-300 12.04.01.90.00 Low 2005-11-11
NT4 - Neonatal Thyroxine 2625-300 | 2675-300 12.04.01.12,00 | Low 2005-11-11
4) The product(s) described above is in conformi w_ :oT,_v —Neonatal 17 OH 5525300 12.05.01.07 Low 2008-02-01
rogeslerone
Document No. Title Edition / Date of wmm:m\_ Biotinidase 8825-300 12 07 02 90 00 Low _ 2011-09-26
L 331; 98/79/EC In-Vitro-Diagnostic Directive 1998-10-27 | Autol@imune, Thitpld it -
Anti-Tg — Anti-Thyroglobulin Antigen | 1025-300 | 1075-300 12.10.03.0400 | Low | 2005-11-11
. » . . PR —Anti-Thyroperoxidase | 4455300 | 1175300 12.10.03.01.00 |  Low 4 2005-11-11
5)  Additional information (conformity procedure, Notified Body, CE certificate, efc.).
Fertility & Prenatal - < e
Conformity assessment procedure for CE marking: IVD Directive, Annex Ili LH - Lutropin 625300 | 675-300 [ 12:05.01.05.00 | Low 2005-11-11
FSH — Follitropin 425300 | 475-300 12.05,01.04.00 | Low 2005-11-11
ﬁ—ab.? T! PRL — Prolactin 725300 | 775-300 12.05.01.08.00 | Low 2005-11-11
Lake Forest, USA;2011-09-27 PRL — Prolactin Sequential 6025-300 | 6075-300 1205.01.0800 | Low 2005-11-11
. . . hCG — Human Chorioni
Tony Shatola; QA Director, Monabind Inc. e %%o.“ﬂ_. o000 825300 | 875-300 12,05,02.05.00 |  Low 2005-11-11
(Place & date of issue {yyyy-mm-dd)}  (name, function and sighature of manufacturer} m”_oa hCG — Rapid Human 2325300 12.05.02.05,00 2005-11-11
orionic Gonadolropin
. FSH, LH, hCG, sPRL Combo (VAST) | 355300 | g375-300 12,05.01.90.00 |  Low 2006-08-24
i \U\VJ AFP, hCG, uE3 Combo (VAST) 8525-300 | 8575-300 12,05.01.90.00 Low 2010-06-29
Maarn, NL; 2011-09-27 &/ Sterol = z e
Olga Teirlinck; Consultant, CEpartner4U BV Cortisol 3625-300 | 3675-300 12.06.02.04.00 Low 2005-11-11
> = = 3 = DHEA-S — Dehydroepiandrosi
(Place & date of issue (yyyy-mm-dd))  (name; function and signature of authorized representative) sulfate ehydroepiandrosieron® | 6126-300 | 5175-300 12.05.01.02.00 Low 2010-08-29
DHEA - Dehydroepiandrosterone 7425-300 | 7475-300 12.05.01.02.00 Low 2011-09-26
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= Miscellaneous Controls
E2 —Estradiol 4925-300 | 4975-300 12.05.01,03.00 Low 2010-06-29 Anti-Tg & Anti-TPO - Positive &
uE3 — Estriol, Unconjugated 5025-300 | 5075-300 12.05.02.02.00 Low 2010-06-28 Negative - »:ﬁ_.._.:ﬁom_oac in, Anti- AIT-101 12,50.01.16.00 Low 2010-06-29
Progesterane 4825300 | 4875300 12.05.01.06.00 | Low 2010-06-29 Thyrgpernddase L
— High Level Ferlility Control - Single
Testosterone 3725-300 | 3775-300 12.05.01.10.00 Low 2007-11-01 Level - Progesterone, Estradio FC-300 12.50.01,16.00 Low 2010-06-29
Free Testosterone 5325-300 | 5375-300 12.05.01.10.00 Low 2010-06-29 Human Chorionic Gonadotropin
170HP - 17-Hydroxyprogesterone 5225-300 | 5275300 12,05.01.07.00 Low 2010-06-29 Matemal Control — Tri Level - Human
Chorionic Gonadotropin, Free Beta
- 17 pra— g q -300 12.50.01.16.00 Low 2010-06-29
mwgo_mv _M Hydroxyprogesterone | go55 300 | g975-300 12.05.01.07.00 |  Low 2010-10-18 Humnan Chorionic Genadotropin MG
= Rang Subunit, Alpha Feta Protein, Estriol
Vitamin D3 - Mw._”_<a_‘ox<<=m3_: D3 7725-300 | 7775-300 12.06.03.10.00 Low 2011-09-26 Thyroglobulin Control — Tri Level TG-300 12.50.01.16.00 Low 2010-06-29
Growth & Bone Metabolism SR A o i it
= H. Pylori 19G Conlrol - Posilive & HPy- 12.50.01.16.00 Low 2010-06-29
hGH - Human Growth Hormone 1725-300 | 1775-300 12.06.04.02.00 Low 2005-11-11 Negative 19G-300
PTH - Parathyroid Hormone 7825-300 | 7875-300 12.06.03,13.00 Low 2011-09-26 Miscellaneous Instruments
Diabetes IC hard + dedi +
= x software — Autoplex ELISA Analyzer & iNOO8 21.02.10.01 Low 2010-06-28
Insulin 2425300 | 2475-300 12,06.01.03.00 |  Low 2005-11-11 CLIA Progessor
Insulin Rapid 5825-300 12.06.01.03.00 Low 2010-06-29 {C hardware + dedicated accessories +
C-peptide 2725-300 | 2775300 12.06.01.01,00 Low 2005-11-11 mmﬁw‘quwommwﬂc_.:mx Chemiluminescence INOO1 21.02.10.01 Low 2006-08-24
Insulin & C-peptide Combo (VAST) 7325-300 | 7375-300 12.06.01.03.00 Low 2005-11-11 IC hardh - =
Cardiac Markers 1 = software — Neo-Lumax INO10 21.02.10,01 Low 2011-09-26
Chemiluminescence Strip Reader
CKMB — Circulating Creatine Kinase E
(MB) 2925-300 | 2975-300 12.13.01.02.00 Low 2005-11-11 IC hardware + dedicated accessories +
software — Impulse 2 INOO0S 21.02.10.01 Low 2006-08-24
CTnl — Troponin | 3825-300 | 3875-300 1213.01.07.00 | Low 2005-11-11 Chemiluminescence Strip Reader
DIG - Digoxin 925-300 975-300 12.08.01.01.00 Low 2005-11-11 Ic + dedi d ies +
HS-CRP — Hi e o software — Impulse 3 INOO7 21.02.10.01 Low 2010-06-29
HE O Hiah.Sensihity,C 3125-300 | 3175300 | 1213019000 | Low 2005-11-11 Chemiluminescence Strip Reader
IC hardware + dedicated accessories +
Myaglobin 3225-300 | 3275300 12,13.01.0500 |  Low 2005-11-11 e oot | 21021001 Low 2007-03-01
Infectious Diseases Chemiluminescence Plate Reader
1gG - Anti/H. Pylori 1425-300 | 1475-300 15.01.04.03.00 Low 2005-11-11 IC hardware + dedicated accessories +
" ) software — LuMatic INOOB 21.02.10.01 Low 2011-09-26
IgM — AntifH. Pylori 1525-300 | 1575300 15.01.04.03.00 | Low 2005-11-11 Chemiluminescence Plate Reader
IgA — Anti/H. Pylori 1625-300 | 1675-300 15.01.04.03.00 Low 2005-11-11 ic + dedi d jes +
Cancer Markers E E T software — Eldex 3.8 ELISA Strip IN0O3 21.02.10.01 Low 2007-09-10
Reader
AFP — Alpha-Feioprotein 1925-300 1975-300 12.03.90.01.00 Low 2005-11-11 Ic + dedi d =
CA-125 Ovarian Cancer Anligen 3025-300-|3075-300 12.03.01.06.00 Low 2005-11-11 software — Neo-Eldex ELISA Strip INCOS 21.02,10.01 Low 2011-09-26
CA 15-3 Breast Cancer Antigen 5625300 | 5675300 1205.01.0200 | tow 2010.06-28 Reader
IC hardware + dedicated accessories +
-9 - i A 002 21.02.10.01 Low 2010-06-29
b m 99 - Pancreatic Cancer 3925300 | 3975-300 12.03.01.03.00 |  Low 2005-11-11 software — Mircoplate Washer o
CEA - Carcinoembryonic Antigen 1825-300 | 1875-300 12.03.01.31.00 Low 2005-11-11
CEA - Carcinoembryonic Anligen
Next Generation 4625-300 | 4675-300 12.03,01.31.00 Low 2010-08-29
FEnCG — Free Beta Human Chorionic | 555 309 | 2075-300 12.03,01.90.00 | Low 2005-11-11
CGonadotropin
Allergy & Anemia : e
Fermilin 2825-300 | 2875-300 12.07.01,02.00 Low 2005-11-11
Folale 7525-300 | 7575-300 12.07.01.03.00 Low 2010-06-29
19E — Immunoglobu| 2525-300 | 2575-300 12.02,01.02.00 Low 2005-11-11
STR - Transferrin Soluble Receptor | 8625-30C | 8675-300 12.07.01.06.00 Low 2010-06-29
Vitamin B12 7625-300 | 7675-300 12.07.02,04.00 Low 2011-09-26
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