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Y COMPANY PROFILE

©ENESIS

GENESIS is an Egyptian Company Started up in 2014 for Biotechnology
develops and manufactures high quality in diagnostic reagents.

OUR VALUL

is absolutely self-directed, with the influence of our Diagnostics expert team,
violently researching team.

Giving — up our liquid chemistry reagents the maximum affordable stability
which enhances linearity, reproducibility, reliability and sensitivity.

OUR VISION

To gain the respect and trust of our customers worldwide by continuously
finding better solutions across all features of our products as one of the
leading manufacturers of Diagnostics Products in the world.

OUR MISSION

provides the value of uniqueness.

We improve existing and add new qualities to products at every stage of
their production, Delivers exclusive and supreme services stating
partnership prospective ,supporting customers satisfaction guarantees
successful over the world, commitment to quality.

PHIL.OSOPHY

Our philosophy in words:

Partnership Q}‘Environment Q:;;,Attroction & retention @ Accuracy

9N b - - . .
Y= sustainability @ Stability @Productlwty & Creativity /. Uniqueness
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©ENESIS

GENLESIS PRODUCTS

e 1. Clinical Chemistry

l.I. Substrates
1.2. Enzymes
1.3. Electrolyte

2. Hematology

/3. Coagulation

4. Serology (Latex)
e 5. Blood Group
e 6. Bacteriology

e /. TurbiLatex
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EDA Reg. No. - ROILIVD23V1

Albumin

GENESIS

Albumin
(BCG METHOD)

(BCG Method)
’\:‘"‘m’ Ap?

n""m "mwl #
"0y ,.J'

|
—o
tandard @

1. CLINICAL CHEMISTRY
1.1. SUBSTRATES

Instructions For Use

GENESIS
Bilirubin (lendrassik &

Graff (T8D))

Bilirulﬂ"j
(Jendras: ™

Bilirubin
JENDRASSIK
(Total, Direct)

e Size: 2*100 & 4*100 & 2*50
Method: End Point
Wavelength: 578 nm
Linearity:7.0 g/dL

Shelf life: 21 months
Storage :2-8°C

;

-9

Bilirubin
(DMSO T&D)
SS ] 10/11/2028
[(REF] 1102203
Ovp 2
BD1125009
el @ 072027
2X25ml

Bilirubin Bilirubin

N (OmMso 1zp) -~ (DMSO T&D)lmt‘
e1s . ) far] ot iRy
Bilirubin DMSO Fj’jﬂn R = «;1

. my itrite (R3)
(Total ,Direct) e b e

» Size:2*100 & 2*60 & 2*25
* Method: End Point

* Wavelength:546 nm

o Linearity:18 mg/dL
 Shelf life: 21 months

e Storage:2-8°C

. Size:265 ml
e Method: End Point
e Wavelength:
Total :578 nm & Direct:546 nm
o Linearity:20 mg/dL
e Shelf life: 24 months
e Storage: Store at 20-25°C

Instructions Far Use
GENESIS
CHOLESTEROL (CHODIPAP METHOD)

¥
Cholesterol ::“r:b@m "
(CHOD/PAP Method) e

» Size:4*25 &2*50 & 4*50 & 2*25
* Method: End Point

e Wavelength: 546 nm

o Linearity:1000 mg/dL

« Shelf life: 21 months

e Storage:2-8°C
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Creatinin¢ | -

J
(affémethod) -~
. . p A 0| w\
Creatinine U o
ml o e |
(Jaffe Method) T

/

9) Creatinine
(Jaffé method) ‘

ol Sua. |

‘? "k oxiaq gy i07] CRI

Waozy g o
100y /
(0] o«

¢ Method: Fixed-time

e Linearity:20 mg/dL
¢ Shelf life: 21 months
e Storage:20-25°C

¢ Size:2*100 & 4*100 & 2*50

e Wavelength: 492 nm

Instractions For Use

GENESIS

reral (Praciptaniag Methed)

HDL Cholesterol
(Precipitating Method)

e Size:1*50

* Wavelength:546

e Storage:15-25°C

¢ Method: End Point

nm

o Linearity:150 mg/dL
 Shelf life: 24 months

GENESIE
Ghacese (GOD/PAP Mettod)

Glucose
(GOD/PAP Method)

* Size:2*100 & 4*1002*250
& 4*250

* Method: End Point

e Wavelength: 546 nm

« Linearity:500 mg/dL

« Shelf life: 24 months

e Storage:2-8°C

0 —
.

Total Protein
(BIURET Method)

e Size:2*100 & 4*100 & 2*50
* Method: End Point

e Wavelength: 546 nm

« Linearity:15.0 g/dL

« Shelf life: 21 months

e Storage:2-8°C
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1108 104

IEE. CE! TG1025018
%)
"ﬁ*
T

Trigly
Reagent
Standard

UREA

Triglycerides
(CalorimetricMeb

(6PojPAP METHOD

Triglycerides

"‘hm 151“’ ', Porpap meTHOD Batrer ray (1] 091 L o—
Triglycerides “jmz(vm %“,} Samtard® ::::) wﬂ, Urea ) g""}‘;%“ B
Smi [ivo] m.,.ga. B b . i 100 mt ) <
(GPO / PAP Method) | \uu” "= (Colorimetric Method) v @ v

e Size:4%*25 & 2*50 & 4*50 & 2*25
¢ Method: End-Point

* Wavelength: 546 nm e Wavelength: 578 nm
* Linearity:600 mg/dL « Linearity:300 mg/dL

* Shelf life: 21 mo:\ths « Shelf life: 24 months
e Storage:20-25°C e Storage:2-8°C

e Size:2*100 & 2*50
¢ Method: End Point

[J) — o —
-~
|

UREA UV @

(UREASE GLUTAMATE DB =
& 20/112025
1109 205
UV1125015

- Uric Acid ™ Uric Acid
ummw" C— — :'::% . . ::‘;’ M“::;. &mm\pww:; ]
?S;m, g‘,jh_m@ i e Uric Acid | o @m e
im fhee =@ W (Urease/PAP Method) |65 ./ Ystm o g )™
» Size:5*10 &10*10 & 5*20 * Size:4*25 &2*50 & 4*50 & 2*2Y
. & 10*20 & 2*25 e Method: End Point
» Method: Fixed-time e Wavelength: 546 nm
¢ Wavelength:340 nm o Linearity:25 mg/dL
o Linearity:300 mg/dL o Shelf life: 21 months
« Shelf life: 21 months » Storage:2-8°C
o Storage:2-8°C
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9 Instructions For Use

GEMESIS

~»
HDL

(DI rect Enzymatic)
e 301212024
[REF] 1112101

LOT| HDL1224015

H LDL Dleach - i),
&“1 LDL, Direct [ h.::;,mﬂi gbmedﬁnmmem @ .‘:‘h“““ g:‘:,
s ent @ - Sy, (5" ol Reagem(Rﬂ ey |
(Direct Method) “1 i‘ | & w o _- .
» Size:1*40 & 2*40 e Size:1*40 & 2*40
» Method: Fixed-time e Method: Fixed-time
¢ Wavelength: 578 nm  Wavelength: 578 nm
* Linearity:400 mg/dI * Linearity:200 mg/dL
 Shelf life: 20 months « Shelf life: 20 months
e Storage:2-8°C e Storage:2-8°C

9 Instructions For Use

GENESIS

Micro Total Protein (M. TP) (Colorimetric Meikod)

Reagent (R) 2X 100 mi
Standard 1XSml

Micro total protein

<
(M-TPD) | B

» Size:2*50 & 2*100 & 4*100
e Method: End point

* Wavelength:578 nm

* Linearity:400 mg/dL

« Shelf life: 24 months

e Storage:2-8°C
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Alkaline-Phosphatase
(4+1)
(DGKC Method)

¢ Method: KINETIC

¢ Wavelength: 405 nm
« Linearity:900 U/L
 Shelflife: 18 months
e Storage:2-8°C

e Size:5*10 & 5*20 & 10*10 & 2*25

1.2. ENZYMES

GENESIS

reatine Kinase (1) e
AFEC Mathod (a1
i 2911012024
1202 103
NAC1024018

CK-NAC (4+1)
(IFCC Method)

Creatine kinase (CK) -
Gmmuna lomibreos «-.-‘2» s

o 1910612025

L | men
1203 103
_|[EOT] mBos2s008

ent (R1)
" S0
By

CK-MB (4+1)

(Immunoinhibition Method)

CK-MB
(mmun inhipition (!

Iﬁ‘.....
f)

CK-|
g foBiont!

']
w gy [co7]
= ME
pol €[TR Sy o |

e Size:5*5&10*5 &1*25
» Method: Fixed-time

e Wavelength:340 nm

* Linearity:1000 U/L
 Shelflife: 18 months

e Storage:2-8°C

e Size:5*5&10*5 & 1*25
¢ Method: KINETIC

e Wavelength: 340 nm
« Linearity:400 U/L
 Shelf life:21 months

o Storage:2-8°C

0 1911112025
[REF] 1204105

LOT! GOT1125014 I

GOT (AST) (4+1)

10*20 & 2*25
¢ Method: KINETIC
e Wavelength: 340 nm
o Linearity:400 U/L
 Shelflife: 21 months
o Storage:2-8°C

e Size:5%10 &10*10 & 5*20 &
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nstrutions For Use
g Instructions For Use

GENESIS

L0w | DGR Method (8411}

1206 101
nna2ANNA

=|- @ 072027
2 X 25 ml
GPT (ALT)
Reagent (R1) 2X 20ml
Reagent (R2) 11X 1iml

GPT(ALT)

LDH (b @)
(LACTATE DEHYF LoH!
Reagent (R1) ' » (ACTATEDH

(4"‘ ¥rec matod ¢, I.DH (4+1 Q 0472026 @ Mg’;’:m’ﬁ
GPT (ALT) (4+1) (Pyruvate-Lact(ate l\/zethod) o a ‘) 2""-'2‘ 4'

» Size:5*10 &10*10 & .
e Size:2*25 & 5*20
5%20 & 10%20 & 2*25
¢ Method: KINETIC
e Method: KINETIC
e Wavelength: 340 nm
e Wavelength: 340 nm . .
. . * Linearity:1250 U/L
o Linearity:400 U/L .
. ¢ Shelf life:21 months
« Shelf life: 21 months . Storage: 2-8°C
e Storage:2-8°C 9

GENESIS
¥+ GT (FCC Method) (441}

[REF] 1211 101

/l, oy BEERE e o1 GeTi225000
‘Alpha Amylase
Reagent (R) 2X25m
IO i - Reagent (R1) - 2X225m =
\Rj':n}(ml,,  ixem h i
Alpha Amylass | Alpha Amylase |
(NPG3 . Kinetic Meti* | (CNPG3 . Kimetic Meth L.:cc = -1 mmwn
teagent AMY amma-Glutan| i
a- A 1 2 ®) 3 GT ' ml)@’”f e : (m)@"‘:’
= my ase [Sw2027  [ees] 10 y' n;"’“" (%“Il léem;em(m) E“ :"lm %"1
(CNPG3) —_— - (IFCC Method) | =/ o=

* Size:2*25 & 4%25 e Size:2*25 &5*20

¢ Method: KINETIC ¢ Method: KINETIC

e Wavelength: 405 nm ¢ Wavelength: 405 nm
o Linearity:1500 U/L o Linearity:300 U/L

» Shelf life: 18 months o Shelf life: 21 months
e Storage:2-8°C e Storage:2-8°C
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9 Instrustions For Use

aaaaa

Calcium

e
Calcium (Two Reagent) E kg
(OCPC Metho% ' —

e Size:2*25 & 4*25 & 2*50
e Method: End-Point

e Wavelength: 546 nm

* Linearity:20 mg/dL

« Shelf life: 21 months

e Storage:2-8°C

Chloride
q sing;'?qneag.nty
= = 0310512025
CIE
1309 101
CL0525002

(Single Reagent)

Instructions For Use.

Calcium

Size :2*25 & 4*25 & 2*50
Method: End-Point
Wavelength: 620 nm
Linearity: 20 mg/dL
Shelf life: 21 months
Storage :2-8°C

Instructions For Use
GENESIS

MagnOsim (e Blut, Coseimetric)

Magnesium
( Xylidyl Blue )

o~ 2910812025

1303 101

Magnesium
(Xylidy! Blue )

(Xylidyl Biue)

Magnesium

Chloride

1"::.@ ot v m‘"‘) ‘;”:"
Magnesium RS0 e
(Single Reagent)

(Xylidyl Blue)

e Size:2*25 & 4*25

¢ Method: End point

* Wavelength: 500 nm
o Linearity: 190 mmol/L
« Shelf life: 21 months
e Storage:2-8°C

e Size:2*25 & 4*25

¢ Method: End point

e Wavelength: 546 nm
o Linearity: 6 mg/dL

« Shelf life: 21 months
e Storage:2-8°C
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GENESIS

PHOSPHORUS [V - E40 POMT)

[tor] PHE— vn.,mt ® yw‘]

Instructians For Use

Phosphorus
(Vv _ EnD POINT/

@”"1‘ 121y, 10
Phosphorus UV |F% @ 2w & -
osphorus ol W D

* Size:2*25 & 4*25 & 2*50
¢ Method: End-Point

e Wavelength: 340 nm

o Linearity:20 mg/dL

« Shelf life:21 months

e Storage:2-8°C

GENESIS
‘Sodium (Ceiermeuie Method)

agent )
0201012025
1304101
SOD1025002

Sodium

 (Single Reagent)

"‘ﬂ'ti(n) sOW

= Sodium
~ (Single Reagent)

Tagent (R)

e Size:2*25&4*25

e Method: End point

e Wavelength: 630 nm
* Linearity: 180 mmol/L
 Shelf life: 21 months
e Storage:2-8°C

€

GENESIS

[T Y I ——————

Instructions For Use

GENESIS

Potassium
(Single Reagent)

Potassium
(Single Reagent)

e Size:2*25&4*25

e Method: End-Point
 Wavelength: 630 nm
o Linearity: 20mmol/L
 Shelflife: 21 months
e Storage:2-8°C

( Single Reagent
] 08/2025

1315104

Zinc

(Single Reagent)
et Ry P

"y faar] gy [aar]

Zinc SR PR

e Size:2*25&4*25

¢ Method: End point

e Wavelength: 546 nm
o Linearity: 500 mg/dL
¢ Shelflife: 24 months
o Storage:2-8°C
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2. HEMATOLOGY

GENESIS Insteuctions For Use

CENESIS Instrustions For Use

HEMOGLOBIN | Destiin Reagens 3+1) ) HEMOGLOBIN | Drabskin Reagent (49:111

globin
Reagent (49+1))

: 2101 201
HB1124015

= -
\ n
Reagent (R) 2X20ml

Hemoglobin Hemoglobin
(Drabkin Reagent 4%+ (Drabkin Reagent (49+1)

agent (R) HBOZ = ligent (R) o

Hemoglobin - " Heml)globil:ww
(Drabkin Reagent®! | (Drabkin Reagent
Tgent R oty e

1 201! 201
Hemoglobin ig;"“’“ "f'f—E“R;T‘ ﬂ_'_ll‘ Hemoglobin [E:T ,JEEZ:N b
( Drabkin Reagent (9+1)) | (™ o Q 7l ( Drabkin Reagent (49+1))| Nt
e Size:2*20 & 4*20 e Size:2*20&4*20
¢ Method: End-Point ¢ Method: End-Point
e Wavelength: 546 nm * Wavelength: 546 nm
o Linearity: 20.0 g/dI « Linearity: 20.0 g/dI
 Shelf life: 24 months  Shelflife: 24 months
e Storage:20-25°C e Storage:20-25°C

9 Instructions For Use

GEMNESIS
HEMOGLOBIN [Colorimeric Method)

T T i ]

Hemoglobin
(Ready For Use)
. Hemoglobin
e Size:2*250 & 4*250 \‘
. (Ready For Us¢)
¢ Method: End-Point : Reagene ) [0 HBI"
e Wavelength: 546 nm \ o e | A\ 2 o0 "
* Linearity: 20.0 g/dI o s @
@ o
 Shelf life: 24 months = € Em
e Storage:20-25°C

d GENESIS LAB FOR DIAGNOSTIC REAGENTS
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Mool 3. COAGULATION

Prothrombin Time Reagent

(PT)

PROTHROMBIN TIME
THROMOFLASTIN

M Naeal v, (1 i
Instructions For Use mlmnwlim.uinw
SENRSES GEMESIS

-]
ASTEN, 3

e Size:6*5&6*8 & 6*4
e Shelflife: 24 months
e Storage:2-8°C

(Thrombopiaatn D),
4 1211012024
2102103
PT102400%

Instructions For Use

Partial Thromboplastin
Time Reagent ( Aptt)
( With Calcium Chloride)

GENESIS

PARTIAL THROMBOPLASTIN TIME {CENDCELLINE-E) (Agglutination Method)

[——
[T RS R———
D] forivios moviesnn . AT, comvl et
B -

GEl| i sy

TIE  tommsasstne | Teagernsstna

MARLAL METHODS
1. B e the eagens iboukd be mued wl by geeale swieling. o ot

e Size:6*3&6*5
e Shelflife: 24 months

e Storage:2-8°C e

o the i pasteeray 5 i e prvsrnce of croggaltion inkibiscen Ml

shabe
2 Angirans {sam he svagrest vial eroagh neagen bt the immedise

s srepuinvemend i exisrenely +lean and dry st nube. Hring i
gt 12 e oy Bfors prsarmsing & 17 G for

bt i e brrghi 1a. 37

e b 811 e plasana s €11 0

- S

ety s

hoparin,

COMPOSTTHRN

Thir gt s ) 1ol e e wieh plcmphsliphh devived froam 7. Vil the svreage froem the cupBcate bt sl Thin b the Artiamed

Scrytn Vb, BT, wetiftrers, ane perrreathves Rive v, sed Partlal Thiussbghistia Tie (APTT i st )

8. Stemsarly ey o sy 3-8 Pk, e v vabers wing PP i
v of e plessma | AFTT of FRF)

CALEULATIONS

STORMGE.
T i b bl s b bl i B il Bl bt

e erigersied o 1 - 8°C

REAGENT PREPARATION

1 Simgl rragoni radly fot e

2-CaCl DT Imater]

ADHTIONAL EQUIFMENT
[

gt e s grefies) pepes
Water Bath o heating biock & 17°C

bl bry clesn vrin penaore.
1 p pr

19M10I12024

2103 101
-ﬁm PTT1024014
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)

NESIS

4. SEROLOGY (LATEX)

©E

Ingtructions For Use

GENESIS

RF Turbilatex (4+1) [Turbidimetiic Method)

GENESIS
T ey iy

o q -
ASOT Latex = RF Latex =
e Size: ¢ Size:
50 Test & 100 Test (With Controls) 50 Test & 100 Test (With Controls)
50 Test & 100 Test (Without Controls)| 50 Test & 100 Test (Without Controls)
¢ Shelflife: 30 months ¢ Shelf life: 30 months
e Storage:2-8°C e Storage:2-8°C

@ Insiructions For Use

GENESIS

CRP Turbilatex (4+1) (Turbidimetric Methad)
3 e ]

CRP Latex

e Size:
50 Test & 100 Test (With Controls)
50 Test & 100 Test (Without Controls)
o Shelf life: 30 months
e Storage:2-8°C

Www.genesis-egy.com
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Instructions For Use
GEMESIS

Anti-8 & Anti-As8 [Agghaination Mathod]
—=—T ]

GENESIS
The mcoscaey ot sageosts

- - (MonocLOM
N
Anti-A Anti-B

¢ Size:1*10 & 10*10
¢ Shelf life: 24 months
e Storage:2-8°C

¢ Size:1*10 & 10*10
¢ Shelflife: 24 months
e Storage:2-8°C

mmmmmmmmmmmm 3¢
GENESIS

GENESIS
Arwi-A, Anth-B & Aath-As8 [Agghetioation Method]

Asti-0 {Agziutination Method)

ADB1025007

= 092027
3X10mi

. 3X10ml___

A Anti A,B,D &
nti-A 1X 10 mi

Anti-B 1X10mi

Anti-D 1X10mi

GENESIS j

D Anti-B
"chNA"“ s %cmm,,_.ge (MoNocLOW
—— — ‘I 0 4 \.(R) e ) m(n) ]
I o) ol i/ E“ﬂ ‘1 ':‘l?r g = “'“:’2027 E_
Anti-D S Anti A,B,D S I

¢ Size:3*10
¢ Shelf life: 24 months
e Storage:2-8°C

¢ Size:1*10 & 10*10
¢ Shelf life: 24 months
e Storage:2-8°C

ﬂ GENESIS LAB FOR DIAGNOSTIC REAGENTS

Ist industrial area, Obour City, Cairo, Egypt &4 . .
@ Y gyp info@genesis-egy.com PAGE 16
& (+202) 44891632 Fax:(+202) 44891632 ) www.genesis-egy.com



GENESIS

Antl-A, Anti-B & Anti-AsE [Agghtination Method )

Instrisctions For Use

Anti-AB

T

¢ Size:1*10
¢ Shelf life: 24 months
e Storage:2-8°C

Bovine Serum Albumin

(BSA) 22%

e Size:1*10

¢ Shelf life: 24 months
e Storage:2-8°C

GEMNESIS

Anti-Hi

Imstructions For Use

— e — —r——

A 34 { Coornly

Ew@ g
£F

Anti Human Globulin

AHG

e Size:1*10
¢ Shelf life: 24 months
e Storage:2-8°C

Instructions For Use
GENESIS

Bovine serum albumin 22%

“=Ming Serum AlbY
(BSA (22%)
— i (Ry 8

7 n
|

oy #d
.

ﬂ GENESIS LAB FOR DIAGNOSTIC REAGENTS
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6. BACTERIOLOGY

Eraconae | a5 / / 2
o a.—uce“a QQQ"E:‘
HH i LI
FREESE 88585 585E: 5
| L; g “E H < gg,’
v [ Cz //
GENESIS GENESIE SENEs;s
Brucella Rose Bengal Brucella A&M
. Size: * Size:
50 Test & 100 Test (With Controls) 50 Test & 100 Test (With Controls)
50 Test & 100 Test (Without Controls) 50 Test & 100 Test (Without Controls)
« Shelf life: 24 months * Shelflife: 24 months
« Storage:2-8°C e Storage:2-8°C

9 Instructions For Use

GEMESIS
Widal Reagent |Agghatination Methed]

[ ———

[—

Widal Test

» Size:
50 Test & 100 Test (With Controls)
50 Test & 100 Test (Without Controls)
(8 Antigen)

o Shelf life: 24 months

e Storage:2-8°C

‘ GENESIS LAB FOR DIAGNOSTIC REAGENTS

Ist industrial area, Obour City, Cairo, Egypt (& . fer
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7- TURBILATEX

Instructions For Use

GENESIS
ASOT Turbitates (4+1) [Turbidietric Method)

ASOT Turbilatex

e Size:50 Test & 100 Test & 200 Test
¢ Shelf life: 24 months
e Storage:2-8°C

RF Turbilaex
4+1

o 22/102025
6103 102

RF1025007

RF Turbil.atex

¢ Size:50 Test & 100 Test & 200 Test
¢ Shelf life: 24 months
e Storage:2-8°C

GENESIS

CRF Turblabex (4+1) (Turbidimetic Meihod)
— T ——

& CcRP

(TurbiLatex (a+1))
[15] |®=EE] e102102
VD LOT| CRP0825015

CRP Turbilatex

¢ Shelf life: 24 months
e Storage:2-8°C

e Size:50 Test & 100 Test & 200 Test

GENESIS

RE Turbillades (4+1) (Turbldimetric Meshad)

Instructions For Use

H GENESIS LAB FOR DIAGNOSTIC REAGENTS
@ Ist industrial area, Obour City, Cairo, Egypt

"ﬁb (+202) 44891632  Fax: (+202) 44891632

info@genesis-egy.com
@ www.genesis-egy.com
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PRCEIEES
o 291012025
6104 101

FE1025018

Ferritin TurbiLatex (9+1)

e Size:25Test & 50 Test & 100 Test
& 200 Test

¢ Shelf life: 24 months

e Storage:2-8°C

Instructions For Use
GEMNESIS

[Ferifin Turbllotex (9+1) (Turbidimetric Method)

0112026

HbAlc

e Size:50 Test & 100 Test
& 200 Test

¢ Shelf life: 24 months

e Storage:2-8°C

Insiructions For Use
GENESIS

HbAlc (Turbidimelic Method)

I ———

o s T T

w3 308 s

T

Temogiobia. AIE rapes o lmndsd G the i viie 1
o R— deberminsin o o AL a8 L

menin Hoeed

ELAGIXT DETTRIORATION

P o8 pureles s by

s i rergrn e gen Aiferen b msbers
Dt Beere the renpent

©

GENESIS
Feitin Turbilatex (3+1) Table
Tinesr | Forsin Come | Limnar | FroriimCone | Linwar | Ferviti Cone

v T VAT ey PR
T ey W roa—— TA ey 39
P g ——) T iy 158 TE iy 98
T ey W T ey T TR g 38
LU= I E—— VBT w39
FT—— TET iy 1 T ey 39
Wy W Fo T Ty V30 ey 38
T oy W THE 18 TET ey W0
CE == T w18 LIa—==3 )
Cyrg———— T iy VE TH ey W9
IE A w17 HIT
TIHE) iy W TG w1 VAT ey W9
T ey W E T g——— T [T =y T}
T iy 8 W = T by W8

T . ® B TRy

— ETE g ey T} T by

£ T [Ty

m—— —

—_—

—_

—_—

—

—

—_—

M Wbt e, Haracin
engs ALE P 200K, Mdngs-Leain

GENESIS

HbAle Table

H GENESIS LAB FOR DIAGNOSTIC REAGENTS

@ Ist industrial area, Obour City, Cairo, Egypt

"ﬁ"b (+202) 44891632  Fax: (+202) 44891632

info@genesis-egy.com
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Arab Republic of Egypt S A i g ) g
Egyptian Drug Authority LR TPV Y
C.A. of Operations Silglaall 4538 pall 5 151

L
0195298

CERTIFICATE OF GMP COMPLIANCE

Centifizate Number: M-1212/2025
Part 1z

EDA cenfirms the following:
Name of Manufacturing Ste: Genesis Lab for Diagnostics

Address of Manulaciuring Site: Rented Factory = Unit no. 356 in the 19 Floar - Talaat Hars Bulseg 54

Parts no. (b, gk ne. (12077~ Obour Industrial Comglex - Obour city.

Licenss Numbe VD2022005/0032022

o3¢ of 1he cortificale: To be inlreduced to Ceniral Admisistration of Medical Devisas

[ Famed during inspection of (s manufacturer, the Lates! of which was conducted
sedered thal it complies with the principles and guidetines of Goad Manufacturing
to WHO guidelines/ ather Bpproved internadional gusdelines for the production lines

listed intha pars 2
Pari 2

Froduction line

Diagnostic Kits:
L Soletions (clinécal charmistryl bt

*  The responsibility for the guatity of (b idividual batches the in vilre siagostic (NDs)

manstactured Ehrough this process lies with the manulachrer.
Thes coriifizate reflects the status of the manitacturing site a1 the lime of the inspection noled abave
and the period of valiity may be reduced or extanded using regularity risk managemest prisciple
by an anary i iR Restrictions or Claritying remacks field.
te remains walsd until 15/01/2026 it becomes invalis if the activities certified Bere are
il I #ite i6 no longer considered 1o be in complisnce with GMP,

Dir. Sally Abd EL Rasoul
o Tatey, b6 Re

f Admisistration of Medical
E inwitrs diagnoatic inspection

e ABC CERTIFICATE

| manager ol penesal
eatien bl tistery inspction

s Auhstiited,
= , Dr. Amirs Mahgoph :ljé L
A |
49 Amid -'{.?;J}ffr‘ S
R I e

/
Ceniral Admisistration of Operations
ssun Dute of epetificate: V030005
Tha isthaniticy of thes Certicate can be verified via scaning ihe OR-Code a1 the upgr righl comsr

I

kil 00701 Issue/Revio 31 lssue date: 12/11/2023 Res. date: 03/09/2024 ABC CERTIFICATION hereby certifies that ]
GENESIS LAB FOR DIAGNOSTIC REAGENTS

UNIT NO. {356) | FIRST FLOOR OF TALAAT HARE BUILDING / OBOUR INDUSTRIAL
COMPLEX PROJECT/ OBOUR CITY/ QALYUBIA - EGYPT.

Has been audited by ABC CERTIFICATION and has implemented
Medical Devices - Quality Management Systems

ISO 13485:2016

2 EU REP

r i :
( M ( Scope of Certification
IVD DESIGN, DEVELOPMENT AND MANUFACTURING.

Medical Devices Spain

Hereby confirms that CMC Medical Devices & Drugs 5. Llocated in C/Horacio Lengo, 18, Cade: A4
29006, Malaga, Spainand with SRN ES-AR-000000293is the Authorised Original Date: 20.11.2023
resentative (EC REP) of Re-centification: 1811, 2026
e Approval Date: 15.11,2025
CHOSTIC REAGENTS Valid Persod : 20.11.2025 - 19.11.2026
(L A EAr Certificate No: ABC-781-MDZ3

1st,industrial area, obour city, Egypt

The certificate remains valid until the expiration date of the EC REP agresment or until % : 3 0 m
manufacturing conditions, the quality system or relevant legislation are modified. EGAC : g

Accredited e CHIEF EXECUTIVE
The validity is subject to positive results of periodic surveillance audits. G-~ -

The product liability rests with the manufacturer in accordance with the applicable

directive/regulation mentioned in Annex | of this certificate and the applicable UK Ofice: Kevnp Mouse, 152-160 City Riad, London EC1V 2K, United Kingdom EutE
o ot o 25 M08 Bie,Salah e 5, Pl 1, Pt 14, Cabr Bt
standards. Tel: #2012 24015033 - 01555 D555 26 444 307 015901946 L.

After fulfilling of the relevant EU legislation requirernents, the manufacturer shall affix Einadifoubrrerianm (SRR sensoderLam =

relevant CE marking to the relevant models of the medical devices mentioned below.

The table in the Annex 1 lists, where applicable, the registration status with the Spanish
MOH (AEMPS) and thefr registration number (RPS).

Issue date: 18th of November 2025

Manuel Mateos
Chief Executive Officer

Expiration date: 17th of October 2026
Certificate #: ECREP20251118.1

Ver: CERT-EC-2407
ememedicaldevices.com
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“Quality, accuracy, and trust — at the core of
everything we deliver.”
“Your trusted partner in diagnostic excellence.”
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