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A new enzymatic cycling method for

using

Fumihiko Yamaguchi®™*, Takashi Etoh®, Mamoru Takahashi®, Hideo Misaki®,
Haruhiko Sakuraba®, Toshihisa Ohshima®

“Plamova Technology Development. Asaki Kasel Pharma Corp

GAI58 Asal

Al Nodeoka Myaraki 8320347,

“Dapartment of Bidogioal Science and Tochnology, Faculy of Exgimcering. The Un by of Fkck 20 A
Tolushima 7708306, Japan
Reccived 30 Jane 2004; rocaived 8 revisad form 16 Sop 2004; ptod 16 Sepomiber 2008
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plays an important role as an amino
donor for various materials in organisms and is a final
etabolite produced from proteins and amino acids by
nterobacteria in human small intestine, High levels of
onia have strongly toxic effects on the human
entral nervous system, and increased plasma ammo-
nia concentrations are associated with some metabolic
lisorders and comatose states [1-3). Usually, axcess
‘a in tissues of animals s converted t 1
liver and excreted. However, when the urea excretion
Kystem fails 1o function properly, is accu-
ulated to toxic levels. Increase of concen-
ration in blood 5 a typical marker for liver discases
such as hepatitis and hepatic cirrhosis [4,5). In
ddition, : determination in blood s important
and indispensable for examination for the checkup in
patic anceplnlqnlhy cmsng coma, curative effect,

1. Introduction

'nxe lon-cxdnnge me!hod [6.7]. dry-ﬁlm method
sing diffuse separation [8,9], indophenol method
Fujii-Okuda method) [10,11], and enzymatic meth-
pds using ghitamate dehydrogenase (GLDH) [12] and
~glutamine synthetase (GS) [13] have been devel-
pped for determination of 1 in blood and other
body fluids. Of these, the enzymatic methods are more

convenient and higher specific than the others
assay of ammonia in blood and other body fluids. In
particular, the enzymatic method using bovine liv
GLDH has been widely utilized for clinical and
analyses [14). However, the precision and accuracy of
GLDH method are subject to effect by interferences|
such as chyle, albumin, and any insoluble materials i
plasma and serum. Thus, an altemative method which)
is less susceptible to any influence by interference |
xed (151

We recently obtamned and charactenized a stable

In addition, we developed an alter-
native method for ammonia assay using an cnzymnn:
cveling svstem

fFig.l). " was first converted 1o 4
and pyrophosphate by ¢ in the
presence of The product,

was amphfied by an enzyme cvcling svstem
consisting of coupling reactions of ,
, and the
ietermined
by increase in absorbance at . Inthis work, we
describe the analytical performances of the new
method and its usefulness in clinical analysis.
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Aapan Miyazals, Lgpan
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are selected as a target . s
O B2%: SYBARTAHAAY
1 as a Cancer Biomarker
the of i oding, RMNA.
ispr;ﬁtu:: low levels in ' Isanmfnnd?fhighlyuva—exprésmiiu of El-j;l\l-lc')rxl_xl-gl- XEI I:CI:DIJ_—I|--(2| -TIILI-7:”

evaluated, with a median  -fold uwp-regulation compared 1o
i5 undetectable in normal and malignant tissue from other organs, including
bladder and testis. Thus OVET sion is highly specific for . These
Mindings enabled the development of a noninvasive ‘or predicting
biopsy outcome, The Assay directly detects from
cells shed into following

Score: | normalized to evels in

Although i5 highly expressed in cells, it is also expressed an low
levels in benign | .l contains a mixture of cancerous and benign

To detect over-gxpression from cancers, | levels are
therefore normalized to the quantity of recovered in the urine sample. This quantity
is determined by measuring the level of | the sample. In contrast to
RNA levels are similar in benign and cancerous cells, levels in the unne
sample are therefore directly related 10 the number of | :lls present. In addition to
normalizing the levels, levels are used to confirm the specimen has a
sulficient number o1 cells for accurate resulls, The the ratio of
RMA to RMA (both in copies/mL), multiphed by to obiain a whole number.

2 [ The correlation of cancer with

EFA QTR MY AR E T3

As described above, levels are median  -foeld higher in cancer cells vs, benign [ |
cells. In contrast. evels are similar in cancerous and benign | cells, -6'_ 7H HF HH 74

and can be used 1o normalize for the amount of | cells recovered in the — = o

urine sample. Uhe is the ratie ol {poth in copies/mL),

multiplied by to obtain a whole number.

Data from the pivedal elinical study and other publications show that the quantitative
Score is associated with the likelibood that a subsequent biopsy will detect cancer,

2 MNE 27 H82 YIRS
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CO., LTD.

Tel: Fax: Ermail:

Monitoring System

use a timaed-endpoint melhaod o measune he

enzymancaly, the same as

Flasma - depleded Plasma

+H2O + RCOOH

2 MNE 27 H82 YIRS

LONCENtrations in whole Do, Serum

o plasma, T Concentration of iz caloulated by the values of
and Thi syshan Montors e change it Absorbanss At
The change in absorbance is directly proporticnal to the concentration ol the spaciman,
* I thee roacticon + mydrolyzes L il
The fres 5 ooodized 1o and by
. v reeaction or myQrogen paroxios wan
anc 1o prochece a cokened
SHRQ ———————— +RCOOH
+0r — . 4 H202
H2O2 tindicaber —— dye + H2O
Thi an tha 1851 device precigitales fhe and
beaving n the speciman. Tha concentration of this s then detarmngd
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Michols Institue rh:mu
Michols Advamtage”™ B pudort 1pG Amibodies
10k Mot fication
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1.0 510(k) SUMMARY

This summary of $10{k) safety and effectivencss is being submitied in secordance with the
requirements of SMDA 1990 and 21 CFR 80792,

S1NK) MWumber; nat knoown

1. Name of Subminer, Contact Person and Date Summary Prepared:

Wichols Instinme Diagnostics
1311 Calle Batido

San Clemente, CA 92673
Phone: 949-240-5260

Fax: 949-940-7313

AAY

Contact Person: James A, Ryhski, Ph.D,
Date Prepared: July 16, 2002

Deviee Mame:

Trade Proprictary Mame:

CormmanUzueal Mame:
Classification Name: Campyistactor pylor SCrological Keagents
Fredicate Deviee:

We claim substantin] equivalence to the Orion Diagnostica Pyloriset™ ElA-G
Imumunoassay (K97 1537, Cleared June 27, 1997).
Deviee Deseripiion:

HE&
The

chemiluminescence @ssay lor usc with

i5 @ Dwo-sie
Specialty System.

Chemiluminescence

utilizes chemiluminescence acndinium cslers as the
MNCE I s speCIany comnurinescence system. Acndimum esters emit light upon
treatment with hydrogen peroxide and an alkaline solution. The Trageer 1 solution
contains hydrogen peroxide i diluted acid and Trgger 2 solution comaing dilured
solium hydroside. The system automatically injects Trgger solutions 1 and 2 into the

EH
|

OE2%: ML LA HAAAAY

wells of the cuvette which oxidize the acndinium esier. The oxidized prodect 15 1In an
excited stote, The subsequent returm 10 ground siate resulis in ihe emaission of light,
which is guamtified in pwe seconds and is expressed inorelazive light units (RLLUY by
the integrated system leminometer,

[memuncmetric Assay

i% @ twoesite chemilumineicence
immunoassay Tor the measurement of anti-/f. podord lgGoin human serum, 11 utihzes
an acridinium-ester-labeled mowse monoclopal anti-human [pG anubody and o
biotinylated M. pulori ontigen cockiail. The semple containing ani-f. plord 1pG
antibodics is incubsted with the bistinylated anngen cockeml and magnentic particles
for 10 minwtes at 37°C. Free, anboand bictinylated amigens and anti-Mf. pelors 1gG
antibodies are separated from the complex bound i the magnetic paricles by
aspiration of the reaction mixture and  subsequent  washing,  Thereafier,
acridimium-labeled ami-hurman 1gG antibedies are added to the reaction misture ard o
goeond 10 minute incubation fallows creating the sandwich comples. Free, unbound
acridinivm-labeled anti-human G antibodies are separated from the complex boamd
w the magnetic particles by aspiration of the reaction mixiere and subsequeni
washing. The wells comaining ihe washed magnetic pariicles are wranspomed ino the
swgiem luminometer, which avbomatically inpects Trigger | and Trigger 2, initisiing
the chemilumineseence reaction. The light 15 quantidated by the leminometer and
expressnd as KLU, The amoun of bound-labeled antibody iz directly propormional wo
the titer of anti-ff. pdors 120 anibodies inthe zample.

ALLomatyom

The Nichols Advantage Specialty System avtomatically handies zample dilunion as
well a5 sample and reapent asdditions, the temperaturc-controlled  incubation,
separation‘washing step, and measurement of the light oupat. It calculates test resulis
for controls and patiend samples from the sored calibration curve, and generates a
printed peport, which ineludes patient information.

5 Intended Use:

Immunoassay s intended for use with the
the qualitative datermination of anti-1f. pirery IgL aNNDOAMES 1N NAMAN SCTUM 10 asd
in the diagnosis of infection by 8 prdors,

2 MNE 27 H82 YIRS
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. A S W) S Y .
% o ' " L o &%), DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

) i C Food and Drug Administratiof
Australian Government 1'; o %, 10903 Newmfmpmm Av:.
Department of Health and Ageing Y |T o Silver Spring, MD 20993
Therapentic Goods Administration % AP SR A e
) Products Certfication Body Fi o
i INSTITUTE FOR TESTING AND CERTIFICATION, Inc.
CERTIFICATE OF FREE SALE \r Zin, Czech Republec - i zin. 2 In order to alow the importation of United States products into foreign countries, the U.S. Food and Drug

Administration (FDA) certifies the following information conceming the product(s) to be exported listed

FOR THE MINISTRY OF HEALTH KOK /" c E RT l F I CAT E below:

Certificate Number: 10/091 ; Name of Product(s) Nami r,
J
A\ No. 12 0997 T/ITC See Attached Lis
Product name: ¥ LS ) " (One page)
: confirm that the product - n vitro diagnostic medical device - according to the Directive 98/1
Sponsor: : : y s
/ The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes 1t)
i 4 is subject to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.
» Itis certified that the above product(s) may be marketed in, and legally exported from, the United
manufactured by company States of America at this time. The manufacturing plant(s) in which the product(s) is produced is
Mansfacturer: subject o periodic inspections. The last such inspection showed that the plant(s), at that time,
L appeared to be in substantial compliance with current good manufacturing practice requirements for
)/ the products(s) listed above.
) compies with the applicable essential requirements of the European Parfiament and of
The above product is listed on the Australian Register of Therapeutic Goodlf Directive 98/79/EC on in vitro diagnostic medical devices as amended.
the Australian Listing Number AUST L 101629 and as such is available foff Referring to the intended use, the ITC Products Certification Body has conducted with
Australia and for export from Australia by the Sponsor. % results the type-examination of the certified product according to the relevant parts of Chief, Regulatory Policy and Systems Branch

1Ny mentioned Directive and appropriate harmonized European standards. Division of Risk Management Operations
The attached schedule which forms part of this certificate contains product ff - The detaled product description, documents, assessment procedures and ' HECud Conpaics

the Sponsor in support of this application for a Certificate of Free Sale. Th m are presented in the Final Report No. 313600326/2012, which is e This certificate expires 24 months
schedules comprising of five (5) pages attached to this certificate, g from the date notarized.
} Condiions of this Certiicate use and rolated information: COUNTY OF MONTGOMERY
\ J 1. Itapplies only to the above referenced models of the medical devices. STATE OF MARYLAND
\ A 2. Itdons not imply thatthe ITC has performed any surveillance or contrl of their manufacture.
Y M V. 3 e manufacturer is obigated fo assure confomity of l in vito diagnostic medical devi smammemmleﬁ_mmMmmnmyu_n

{ respective model o type assessed by the mean of this Certificate,

fin | 4. The Certificate remains valid unti the manufacturing conditions, the qualty system or relevant
3 a changed but unti the 30" November 2015 at the latest

Delegate of fhe Secretary T A 5. Aer fulfiling of the relevant EU Jog the mandfacturor shal aff fo o
Office of Devices, Blood and Tissues | A, : davice, of the above referonced models, the CE-marking according fo this example:

9" April 2010 i c €

%1 Issued in Zlin, on 30" November 2012

Address; PO Box 100 Woden ACT 2606 Website: www.tga.gov.au
Telephone: 02 6232 8444 Facsimile: 02 6232 8605 ABN 40 939 406 lI

- 25 44 25 L 25t -3 A




LR (G A])

I. Product Name

Il. Product Launch Date

1 Illl. Regions Where Marketed or Intended to Market
s currently authorized to market in the
following countries and regions: Europe, Latin America, Canada, Middle East/ Africa, E‘ gl r‘-l‘ DH _6 §.I‘
L - O
Asia-Pacific.
This list is not inclusive of all countries in the intended market.
IV. Number of tests sold to date
* has been distributed July to June
with the total of sales of
2 | V. Field Actions
+ had no recall (Field Safety Corrective Action, FSCA)
from July to June
VL Number of Adverse Events - EI = T =
No incidents leading to public health threats (reportable within 2 days according to L L~ 1O Q TT

Medical Devices Guidedine MEDDEV 2.12/1) and one incident related to death or
serious injury (reportable within 10 days according to Medical Devices Guideline
MEDDEV 2.12'1) have occurred for the

for the time range from July until June.
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Az 1 kit
A =
asmay | 1 e
Osong p21 PCR kit HZ EETH 2015,7.7
FANEH 0|2 11
2y R L 234 2Rkt | £ B0 | 2934
p2l (F) primer | &%74 5 5 5
pel Primer
p2l (R) primer | &% 5 L1 5
IC (F) prirner SR4Y 5 5 5
IC Prirmer
IC (R) prirner -1 SL 5 5 5
Taq polymerase | M&FE 10 10 0
Reaction dNTPs HEgE 10 10 0
misture
Magnesivm | yeae | 10 10 0
chloride
Al Ues
by oy

MFDS Medical Device, Co.

Pwoduct Composition

Product name : Abumin ELISA kit

Cat. No : HP01234469

Date completed : 07/07/2015

Components Purpose Ingredients Concentration Note
Latex bead
conjugated
Mouse
Main monoclonal 0.3 mgml 1 mlx 1 vial
ant-human
Reagent albumin 1gG
(done : MTT-5)
Pressrvation Proclin 300 0.4 mgml 1 mlx 1 wal
Reaction sid | D0 ™™ | o) mgml | Lmix 1 v
Albumin
Reaction aid Distill water 0.2 ml
Main Albumin 0.1 mg/ml
Control 1 Preservation Proclm 300 0.4 m&’ml 1 mlx 1 vial
Reaction aid Distill water 0.5 ml
Man Albumin 0.5 mgml
Control 2 Preservation Proclin 300 0.4 mgmi 1 mlx 1 vial
Reaction aid Disull water 0.5 ml
Signature  pare: 2015. 7. 7
QA manager
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St I—" 2| Al A-” A|-'CC'5>|- . Manufacturing Process Specification

) Batch No.__ e
Oligonucleotide Information

Section A (Oligonucieotide Description)
Product Code:
Description: N Mouse Anti-Human Troponin | Oligonucleotide Namo:
n in 10% Fetal Bovine Serum depleted of Bovine 19G % - SRS ;
Lot Number: ! Oligonucleotide Purification Halb Number
Site of Manufacture: / Batch Number: 3
Date of Manufacture: ¥ T A :
M Expiration Date: 2005 - o5 - o]
Antibedy Purification _ ltem Number;
Blological Source: Mouse, USA, Hybridoma coll culturs supernatant Extinction Coefficient; T :
cmnmoz Approval: s - S 0.2751_L / (pmol * cm) .|
FBS Vendor CoA: g, ; ; é
Specificity: Human Cardisc Troponin | Oligonucleotide Sequence: 5 3
Preservatives: :
oo hon-<a : Oligonucieotide Synthesis Halb Number /
Filtration: 0.29m Baich Number: , .
Storage Conditions: 4°C (range 2 - 8%C) Number of Tubes Shipped / Number of Tubes___I__
| Volume Shipped : Volume Shippod:_ 114, ml
W ) “Matho; Specification: | Results:
Protein Concentration A280 SSdie \ v EER N -
Pyrity HALC Section B (Quality Control Results)
pl Test vs. Reference Isoelectric Focusing T
QC Reference IT #:
1SOStrip™
Bovine IG Bovine 19G ELISA
concontration (Cygnus Technologies, Concentration:
Satalog # F-070) 1 Test Rosults e —
Purity:
A\ .
MASTER CO 4
- v 4
Effective Date Completed By: __,. Date:.
‘. ﬂ -
I Revision: Information Verified By: ___ Datel Ly toa e

Cinmed
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Anfifoam Microparticle Diluent

|

Mix

|

Dilute = M
Micropartick Concentrae, mixed

Dilute to il volume with micropartick diluent

'
Mix

Aliguot
'

i

Factory Caliraton Test

Fil nto final containers and label

Store

Lot Unifomity Tes

Microparticles

<H=EZo tiet 2FAE>

¢. Specifications

3. Preparation of Anti-
Antibody

a. Cell Culture Harvestand Concentration

Cells from an antibody
working cell bank are thawed, centrifuged, and resuspended in growth
medium. A cell count is performed, and a shake flask is inoculated. A
second cell count is performed two days after thaw. The cells are expanded
in spinner flasks and monitored for cell number and viability to the volume

required 10

After expansion, the system and

acell count is
performed and the viability determined, the culture is aseptically filtered and
then concentrated. The purified anti

monoclonal) antibody is stored at -70°C or colder.

Purification of Anti-
Antibody

The concentrated anti-

antibody harvestis thawed, mixed, and centrifuged. The supematant is
filtered. The filter is flushed with Phosphate buffered saline, and the flush is
added to the supernatant and mixed. The supernatant is loaded onto the
protein A affinity column. The column is washed then eluted, and the
fractions are collected. Based on the Ay of each fraction, the fractions are
pooled and mixed. The pH is measured and, if necessary, adjusted. The Ay

of the pool is measured, and the protein concentration is determined.

2 MNE 27 H82 YIRS

Routine testing of all production lots of purified anti

antibody is performed as summarized in

Table 1 below.
Table 1
Specifications for
Purified Anti-
Attribute Test Method Specification
Identity SDS-PAGE/ (One heavy band in the
Molecular Weight  |One light band in the |
Immunospecificity |Western Blot Major band present at
Minor band present at
Purity SDS-PAGE/
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1 PURPOSE
This Stability Report is to document the results of the testing to determine the storage and shipping
stability characteristics for the

reagent

2 SCOPE

'rmm-ddrnmlmmmm
stability |

J. open vial, inveried stability. transport
and on board reagent stability.

Stability Report

3 REFERENCES

5 PROCEDURE

nlumwnmewmnummm moeum\mmmam
clmmhldplm 2 and the Ry is were run in
mnuoodbrm.lmnamum

A of three
was calculated and verified that was within specifications.

51 ACCEPTANCE CRITERIA
The reagents were considered stable at a given temperature until one of the following criteria was not

~The control materials recovered within target value 1
<The intra-run %CV for the panels was s

Accoptance Crteria targot

For the On Board stability testing, the ranges for the and were calculated based
mmm1mmmmmmmmmmmnwmm

6 RESULTS
6.1 INTENDED STORAGE STABILITY (IS)

A study was conducted to determine the shelf-ife integrity of
when stored at the recommended storage condition of 2 to 8°C.

Stability Protocsl | )
4 MATERIALS 7_| IL
Name = feiened ol = 41 COMPONENTS ON-TEST DA|-X-||E
e o C
M'M%'WTW
] 2011:124:1_
Signature ] 201209-16 |
They contain microparticles and conjugate ( )3
Date 4.2 INSTRUMENTS
- Ingtrument software:
HF1OI K| |
ol O
—
Yewont Version 1
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Product namo: Product name:
REPORT REPORT
Tifle : Gut off ) Title : Cut off
[ | i ssued on nov 29 2010) |
| —
= INE=E=RS
Name Function Date Signature ‘ 0O —1 i

! - ) C

Responsiblo [ 3\
/
- Approver | m .
Freateitithagy _ ! ) CL8 Standard BP12-A2
. Nameo Department methodology.
Informed _
Nomi Name Department
TABLE DE MODIFICATION / REVISION HISTORY: 4 MATERIAL AND METHOD | 74 A X iT
i 41 Samples and reagents (- E
"Ravigion Paga(s), Date : Dll;lgpﬂu?pm!:mmn:l.lun
N cﬂlﬂl:g:lnl.ﬂ:hlp]li is) | o 0r I . p———
ot lot:
= . imedia <ot ‘explration date
| « Frozen samples stored at UK. All the samples Included are
o _ patient -submitted to the Mhﬂ laboratary to rule out suspected
' . The samples were characterized wi performed with
posilive samples (1 Jand'  negativa samples ( ).
XHO x|.o| A—| ":"O'X|- 42 Protool - _
Ihis stuidy was perormed faf lat Al samples wiere 1eslad In gingle replicate and In a randomized — —_
1 S urder over a period of sfor’ ilesls, Al O'I 7:” O'" _T'_I-Ol- X-I E
" For the slandard { ) waa lested in duplicats every  days and the Sonlrols ( and [ - L O

) ware tastod in a singla rapiicate In aach run ko validata the salibratien,
Hepeal tashng was parﬁrmsﬁ n ihe avent of an invalid control. |h this case the mpiem series miist be

re-tesled,

T'age 110
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Product name:
Product name: e
REPORT
REFORT ‘ Titlo : Cut off
Titlo : Cut off : —
— | '
43 Method o{HEH Ol |7<
A | 0o -d X 7 LI
surve eslablishment '
The discriminatory ability of seay was evaluated by surve analysls In which
tha true positive rate (sensilivity) was plotied in function of the false posilive rate or 5.3 Sensitivity and specificity for
different cul-off points. X
. Sensitivity and specificity and their confidence were calculated with the determined cut-off
The llong with % confidenca and the ware value. The results are precented in the table below :
R Tablo# 2 : Summary of perf d with a culoff set
Lots L S _
Cut off
. Sensitivity [ %CI) ]
Sensitivity [ %Cl] i
| Performances reached | |
" Spacificity | %CI] i
Spedificily [ %CIl )
Performances reached YES
o RESULTS | 6 CONCLUSION |

Analysis wera performad usina software and Y% calculations were The cut-off values of | was based on the and defined at
partormed using ne

acoording to the EP12-AZ guideline, Tha interpretation of i as follow:
: ) Index of concentration %
61 Analysis 7 Positive

MEEALAIHEN A EE
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MFDS Molecular Systems, Inc. MFDS-A-mSEPTS Detection Kit

Osong, Chungbuk 28166 Clinical performance study report MFDS Molecular Systems, Inc. MFDS-A-mSEPTS Detection Kit
Osong, Chungbuk 23166 Clinical performance study report MFDS Molecular Systems, Inc MFDS-A-mSEPTS Detection Kit
Osong, Chungbuk 28166 Clinical performance study report
.
En s 5. Results
gm CONTENTS gg

Three hundred clinical specimens were tested with three lots. Results from

this study demgnstrated sufficient correlation to reference method (Table 5).

1. Study objectives 1
MFDS-A-mSEP9 Detection kit: 1-1. Overview of study desian ! Correlation between the MFDS-A-mSEP Detection Kit and Osong Pro mSEP9
— 1.2. Study criteria 3
Clinical Performance Study Report Assay s below.
1.3. Sample enroll t 5
1.4. Institution Table 4. Between the MFDS-A-mSEPO Detection Kit and Osong Pro mSEP9
1.5. Duration 9 Assay
2. Introduction 10 Sample size (n=300) Osong Pro mSEPY Assay
2.1. Intended use 10 Posttive Negative Total
2.2. Testing device description 11 Positive 20 1 81
MFDS-A-mSEPY Detection Kit
OI AI. —'—_I xH OI |3. Procedure 12 Negative 1 218 219
oo Al CI):I ~ 5 X|- 2.1. Overview of procedure 12 Tota o 219 0
_6_-' A—l I—' A OI X A 2.2. Sample collection 14
0o/ 6 ! DOI 2.3. Sample handing and storage 15
2.4. Testing device method 18 Clinical sensitivity and specificity of the MFDS-A-mSEP9 Detection
Kit compared with Qsong Pro mSEPO Assay are below.
Principal Investigator Name : 2.5. Reference method 18
Principal Investigator Signature: 2.6. Acceptance criteria 19 Table 5. Clinical sensitivity and specificity
2.7. Statistical analysis 20
Date: 4. Results 22 MFDS-A-mSEP9 Detection Kit
_ 5. Conclusion 30 Sensitivity 98%
6. Reference 3
Specificity 99%
7. A di 40
27 Aug 2015, FINAL 27 Aug 2015, FINAL
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'ﬂ'ﬂ kl [Standard Operating Procedure]

HFEH A{ [Standard Operating Procedure]

g4 Hurle AEEE
[Title]

MU N 0
[Document Mo, [Version Mo.]

Amuzt EE 3

[Effective on] [Page Ni]
1 s
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A 200000 4 3 i) 5. 55 AWAE U A3t Per Test citeria & Result)
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VuRRG (e Y4z L) 2ewt i
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2. 4BEFEYM (Working Standard) e .
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7|ZAM [Record Sheet]
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7|2 M [Record Sheet]

EME
T ETEY BEYY
§2007:
EZEY HZ= 7B
Ingredients: K2HPOa ' iﬂ l"' l -
Lg% E0| BF YL BYE 45U
Release date; 2 MUY 24 45U
Explty date; 3 EREEY:
Tests ptance Specifications Results 4 HE2Y:
KzHPOa Assay 2 5. M7k
Purity 6 AE 3 HAYY
7. H =X
Assay is a measure of the raw material property
or concentratlon, due to the very pure material B HZ/NE
{chemicals), the analytical variation of a tew He
percent could reveal values higher than ) BEEY T2 LN
@) BERH 22 7184
Scientific Support Loordinator
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VERIFICATION REPORT - Preservation of Amplifiable DNA in Samplo Buffer Tube forthe | 4. Resultsand ntorpretation | 8. List of Appendices
L
Appendix 1
41 Assay Results
Project / product Appendix 2
;’:’:ﬂ o ::;"L'c;:" oo 44 Liguid Anies Appondi 3 |
a - i
PSS | Auibut Targl Tostmotod e HeL e o N s T i o
Posiive
24 | Deeatnd e [ ok e As shown n Table 1, the amplfablly of ONAL_____Jrteri of at leas
(ihsoplumcap) | 10t 3B hours al226°C 206% agreement with expected conforming assay results for all o1
. 9, Approbati
0 ’ on
Wmﬁmﬁ o 36 hours at 25°C ppro
n ! A P J |
pymsght v d5hoursal 25° g
o 120 hours at 28'C R
L o150 hours at 2-8°C Report Author Vi ’Q::Lny Ropmo'molv;w e
IT N N\ The informalion represented roviowed s
%EE_I.__QQOII Tﬂ E ERIIE a0 acouralo relecion o (ho exparinenls | aqree el s  complanco wih gualy
performed. | altest the accuracy and integnly  requirements.(A)
25 COAM ZLCH 48A10F ANy o the dala. Tho corcusors ond
= o 442 Liguid Stuar onmnns " those of tho R & D
Management team. (R)
Detalled resuls for each storage condiion are presented in appendices 1 and 2. Summary of = 5
results are reported in Table 10, d Fn
As shown in Table 10, the amplfia™—=""""""""""1% acceplance crleria of at leas! Reprosentative oprosontative
205% agreement with expected conforming assay results forall e  have reviewed the contents of this report | have reviewed the conlents of Ihis repor, |
' LTRSSy Bt e
before A
v %housa280 e W ol
o 45hours af 25°C
Compatvilyof il sepl 4
3 pe I +1housal24C
+ 150 hours at 2-8°C
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Material Safety Data Sheet
Aufiragsart: Iaion D 47 B30 02

[fe<tion 1. Product and Company Idensdication ]
505 Name

Catslog Humbed

KBt Conteat

lntended Uie [Py i wiry et e iy
‘Compafry Identfle stiss - -

| - parameter; |

HBaAg:

Anti HIV | + 11 [Se<ticn 2. Hazards Iduntificason ]

WARNING! Ths matenal contans subsience of human ongin. Even fhough lests ane negatve for inflecious
Antl HEV: dasae, the product showid Be fandied s 8 pobenialy nieciow bologoal material The produd may Caue ey,
i, St MRCK, B DRy FiCE ROn. The ieccsopcal propenie s of T maerial have nol been fully
WG

HIV =1 NAT Rewtes ol sxposure: Inhaisoos, sin 30e0mion and eyefsiin conied

EU Hagard Sl and Slatement par 13720008 EC (CLA

HCV NAT

GHOT Hiw ikl o Wesal
WA e dinhaind

HIM Tome when n contect wii skin.
FIEE ey e i f pmaowed.
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