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Certificate of
C€-Registration

This is to certify that, in accordance with the In Vitro Diagnostic Medical
Device Directive 98/79/EC, Medical Device Safety Service GmbH
(MDSS) agrees to perform all duties and responsibilities as the
Authorized Representative for:

Egyptian Company for Biotechnology-
Spectrum Diagnostics
Obour City Industrial Area, Block 20008
Piece 19 A, PO Box 30
Cairo
EGYPT

as stipulated and demanded by the aforementioned Directive. The
European Databank on Medical Devices (EUDAMED) is established as
of May 1, 2011. The German Competent Authority is notified of the
manufacturer's in vitro diagnostic medical devices and has allocated
registration numbers shown in:

Annex A dated June 08, 2022

The Manufacturer has provided MDSS with the appropriate
Declaration(s) of Conformity confirming that the in vitro diagnostic
medical devices fulfill the applicable requirements of Directive 98/79/EC.
In compliance with German law, a safety officer has been appointed for
Germany.

2022-06-08

) / Digitally signed by Ceaicovschi Tudor
/ Date: 2022.10.28 15:50:49 EEST
// 7 / / / ; Reason: MoldSign Signature
o

Location: Moldova

Dr. Philipp Hohenbrink
Director AR Services
MDSS GmbH

MDSS - Medical Device Safety Service - Schiffgraben 41 - 30175 Hannover, Germany



Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF

Device Names
(notified)

Optional
information

Nomenclature
(notified)

Code
(notified)

Description
(notified)

Class
(notified)

EC Certificate No.
& Expiry
(notified)

262 001
262 002
262 003
262 004
262 005
262 006

Alanine aminotransferase
(ALT/GPT) - Liquizyme (9+1)

EDMA

11010103

Alanine Amino-Transferase

Other

German Registration Number

N/A

DE/CA09/0170/E05/1VD/039-02

263 001
263 002
263 003

Alanine aminotransferase
(ALT/GPT) - Liquizyme (1+1)

EDMA

11010103

Alanine Amino-Transferase

Other

N/A

DE/CA09/0170/E05/1VD/039-02

264 001
264 002

Alanine aminotransferase
(ALT/GPT) Colorimetric

EDMA

11010103

Alanine Amino-Transferase

Other

N/A

DE/CA09/0170/E05/1VD/039-02

265 001
265 002
265 003

ZL -265 001
D-605 001
D-605 002
D-605 003

Alanine aminotransferase
(ALT/GPT} - single reagent

EDMA

11010103

Alanine Amino-Transferase

Other

N/A

DE/CA09/0170/E05/IVD/039-02

292 000
292 001
292 002
292 003
292 004
292 005
292 006
292 007
292 008

Alanine aminotransferase
(ALT/GPT) - Liquizyme (4+1)

EDMA

11010103

Alanine Amino-Transferase

Other

N/A

DE/CA09/0170/E05/IVD/039-02
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Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF Device Names Optional | Nomenclature Code Description Class EC Certificate No. | German Registration Number
(notified) information (notified) (notified) (notified) (notified) & Expiry
(notified)
D-604 001 Alanine Aminotransferase - EDMA 11010103 Alanine Amino-Transferase Other N/A DE/CA09/0170/E05/1VD/039-02
D-604 002 (ALT/GPT)-(4+1) UV Kinetic
D-604 003 Method
D-604 004
ID-604 005
215 001 Alkaline Phosphatase (ALP) - EDMA 110101 05 Alkaline Phosphatase - Other N/A DE/CA09/0170/E05/1VD/038-02
215 002 Liquizyme (1+1) IFCC Total
214 001 Alkaline Phosphatase (ALP) - EDMA 11 01 01 05 Alkaline Phosphatase - Other N/A DE/CA09/0170/E05/1VD/038-02
214 002 Liquizyme (9+1) IFCC Total
214 003
214 004
214 005,
ZL -214 001
216 001 Alkaline Phosphatase (ALP) - EDMA 110101 05 Alkaline Phosphatase - Other N/A DE/CA09/0170/E05/IVD/038-02
Colorimetric Total

217 001 Alkaline Phosphatase (ALP)- EDMA 11 0101 05 Alkaline Phosphatase - Other N/A DE/CA09/0170/E05/1VD/038-02
217 002 Liquizyme (single reagent) Total
217 003
D-602 001 Alkaline Phosphatase (4+1) - EDMA 11 01 01 05 Alkaline Phosphatase - Other N/A DE/CA09/0170/E05/IVD/038-02
D-602 002 (Kinetic IFCC Method) Total
D-602 004
D-602 005
D-652 001 Alkaline phosphatase (9 + 1) - EDMA 11010105 Alkaline Phosphatase - Other N/A DE/CA09/0170/E05/IVD/038-02
D-652 002 (Kinetic IFCC Method) Total
D-603 001 Alkaline Phosphatase (Single - EDMA 11 01 01 05 Alkaline Phosphatase - Other N/A DE/CA09/0170/E05/IVD/038-02
D-603 002 Reagent) (Kinetic IFCC Method) Total
D-603 003
D-603 004
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Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF Device Names Optional | Nomenclature Code Description Class | EC Certificate No. | German Registration Number
(notified) information (notified) (notified) (notified) (notified) & Expiry
(notified)

219 001 Amylase - single reagent EDMA 11010107 Amylase - Total Other N/A DE/CA09/0170/E05/IVD/009-02
219 002
ZL-219 001 Amylase (4+1) EDMA 11010107 Amylase - Total Other N/A DE/CA09/0170/E05/IVD/009-03
D-606 001 Alpha Amylase (4+1) GALG2-CNP |- EDMA 11010107 Amylase - Total Other N/A DE/CA09/0170/E05/IVD/009-04
D-606 002
258 001 Aspartate aminotransferase EDMA 11010110 Aspartate Amino- Other N/A DE/CA09/0170/E05/IVD/041-02
258 002 (AST/GOT) - Liquizyme (9+1) Transferase
258 003
258 004
258 005
258 006
259 001 Aspartate aminotransferase EDMA 110101 10 Aspartate Amino- Other N/A DE/CA09/0170/E05/IVD/041-02
259 002 (AST/GOT) - Liquizyme (1+1) Transferase
259 003
260 001 Aspartate aminotransferase (AST) EDMA 110101 10 Aspartate Amino- Other N/A DE/CA09/0170/E05/IVD/041-02
260 002 Colorimetric Transferase
261 001 Aspartate aminotransferase EDMA 11010110 Aspartate Amino- Other N/A DE/CA09/0170/E05/IVD/041-02
262 002 (AST/GOT) - single reagent Transferase
261 003
261 004
261 005
261 006
261 007
ZL-261 001

Page 3 of 34




Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF

Device Names
(notified)

Optional
information

Nomenclature

(notified)

Code
(notified)

Description
(notified)

Class
(notified)

EC Certificate No.
& Expiry
(notified)

German Registration Number

291 000
291 001
291 002
291 003
291 004
291 005
291 006
291 007
291 008

Aspartate aminotransferase
(AST/GOT) - Liquizyme (4+1)

EDMA

11010110

Aspartate Amino-
Transferase

Other

N/A

DE/CA09/0170/E05/1VD/041-02

D-607 001
D-607 002
D-607 003
D-607 004
D-607 _00S

Aspartate aminotransferase
(AST/GOT) (4+1) UV Kinetic
Method

EDMA

11010110

Aspartate Amino-
Transferase

Other

N/A

DE/CA09/0170/E05/IVD/041-02

D-608 001
D-608 002
D-608 003

Aspartate aminotransferase
(AST/GOT) (Single Reagent)

EDMA

11010110

Aspartate Amino-
Transferase

Other

N/A

DE/CA09/0170/E05/1VD/041-02

418 001
418 002
D-662 001
D-662 002

Cholinesterase DGKC

EDMA

11010111

Cholinesterase

Other

N/A

DE/CA09/0170/E05/IVD/076

238 001
238 002,
238 004
D-614 001
D-614 002

Creatine Kinase (CK)

EDMA

11010113

Creatinine Kinase - Total

Other

N/A

DE/CA09/0170/E05/IVD/073-01

ZL -238 001

Creatine Kinase - CK (4+1)

EDMA

11010113

Creatinine Kinase - Total

Other

N/A

DE/CA09/0170/E05/IVD/073-01
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Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF Device Names Optional | Nomenclature Code Description Class | EC Certificate No. | German Registration Number
(notified) information (notified) (notified) (notified) (notified) & Expiry
i (notified)
239 001 Creatine Kinase MB EDMA 11010114 Creatine Kinase - MB Other N/A DE/CA09/0170/E05/IVD/047-02
239 002 "Activity"(CC)
239 003
239 004
ZL -239 001 Creatine Kinase MB - CK- MB EDMA 11010114 Creatine Kinase - MB Other N/A DE/CA09/0170/E05/IVD/047-02
(4+1) "Activity"{CC)
D-615 001 Creatine Kinase MB (CK-MB) - EDMA 11010114 Creatine Kinase - MB Other N/A DE/CA09/0170/E05/IVD/047-02
D-615 002 "Activity"(CC)
246 001 y - Glutamyltransferase (GGT) — EDMA 11010116 Gamma Other N/A DE/CA09/0170/E05/IVD/048-02
246 002 Liquizyme (9+1) Glutamyltransferase
246 003
246 004
246 005
ZL -246 001
247 001 y - Glutamyltransferase (GGT) — EDMA  [11010116 Gamma Other N/A DE/CA09/0170/E05/IVD/048-02
247 002 Liquizyme (1+1) Glutamyltransferase
D-621 001 X- Glutamyl transferase (GGT) |- EDMA (11010116 Gamma Other N/A DE/CA09/0170/E05/IVD/048-02
D-621 002 (4+1) Glutamyltransferase
D-621 003
D-622 001 ¥- Glutamyltransferase- (GGT) - EDMA 110101 16 Gamma Other N/A DE/CA09/0170/E05/iVD/048-02
(9+1) Glutamyltransferase
D-629 001 Lactate dehydrogenase (LDH 4+1) |- EDMA 11010119 Lactate Dehydrogenase L (| Other N/A DE/CA09/0170/E05/IVD/079
D-629 002 LDH-L-->P)
D-629 003
D-629 004
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Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF Device Names Optional | Nomenclature Code Description Class | EC Certificate No. | German Registration Number
(notified) information (notified) (notified) (notified) (notified) & Expiry
(notified)

278 001 Lactate dehydrogenase (LDH) — EDMA 11010120 Lactate Dehydrogenase P ( | Other N/A DE/CA09/0170/E05/IVD/054-01
278 002 Liquizyme (9+1) LDH-P-->L)
278 003
278 004
278 005
279 001 Lactate dehydrogenase (LDH) — EDMA 11010120 Lactate Dehydrogenase P ( | Other N/A DE/CA09/0170/E05/iVD/054-01
279 002 Liquizyme (1+1) LDH-P-->L)
283 001 Lactate dehydrogenase (LDH) — EDMA 11010120 Lactate Dehydrogenase P ( | Other N/A DE/CA09/0170/E05/1VD/054-01
283 002 liquizyme (4+1) LDH-P-->L)
283 003
283 004
283 005,
ZL -283 001
283 001 Lactate dehydrogenase (LDH) EDMA 11010120 Lactate Dehydrogenase P ( | Other N/A DE/CA09/0170/E05/IVD/054-01
283 002 (Single Reagent) LDH-P-->L)
283 003
281 001 Lipase w. Calibrator EDMA 11010123 Lipase Other N/A DE/CA09/0170/E05/IVD/006-02
ZL-281 001 Lipase (4+1) EDMA 11010123 Lipase Other N/A DE/CA09/0170/E05/IVD/006-02
D-632 001 Lipase Colorimetric (DGMRE) - EDMA 11010123 Lipase Other N/A DE/CA09/0170/E05/IVD/006-02
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Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF

Device Names
(notified)

Optional
information

Nomenclature
(notified)

Code Description

(notified)

(notified)

Class
(notified)

EC Certificate No.
& Expiry
(notified)

210 001
210 002
210 003
210 004
211 001
211 002
211003
211 004
Z1-211 001

Albumin

EDMA

110201 01 Albumin (CC)

Other

German Registration Number

N/A

DE/CA09/0170/E05/IVD/037-02

D-601 001
D-601 002
D-601 003

Albumin - BCG

EDMA

1102 01 01 Albumin (CC)

IC=>12.0

1.03.01, IC

RT/POC => 12.70.01.01

Other

N/A

DE/CA09/0170/E05/IVD/037-02

305 001
Z| -305 001

Total Bile Acids (TBA)

(3+1)

EDMA

11020102 Bile acids

Other

N/A

DE/CA09/0170/E05/1VD/034-01

222 001
222 002
D-609 001
D-609 002

Bilirubin (TOTAL AND DIRECT)
Jendrassik Grof

EDMA

1102 01 03 Bilirubin

Other

N/A

DE/CA09/0170/E05/IVD/042-02

224 001

Bilirubin (Direct)

EDMA

1102 01 03 Bilirubin

Other

N/A

DE/CA09/0170/E05/IVD/042-02

225 001
225 002

Bilirubin Total/Direct DMSO

EDMA

11020103 Bilirubin

Other

N/A

DE/CA09/0170/E05/IVD/042-02

223 001
223 002
ZL --223 001

Bilirubin Total - single reagent

EDMA

11020103 Bilirubin

Other

N/A

DE/CA09/0170/E05/IVD/042-02
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Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF Device Names Optional | Nomenclature Code Description Class | EC Certificate No. | German Registration Number
(notified) information (notified) (notified) (notified) (notified) & Expiry
(notified)
365 001 Bilirubin Plus 5+1 EDMA 11020103 Bilirubin Other N/A DE/CA09/0170/E05/1VD/042-02
365 002
365 003
D-658 001 Bilirubin (Total & Direct) DMSO, |- EDMA 11020103 Bilirubin Other N/A DE/CA09/0170/E05/IVD/042-02
Colorimetric

D-663 001 Pediatric Total Bilirubin - EDMA 1102 01 03 Bilirubin Other N/A DE/CA09/0170/E05/1VD/042-02
D-610 001 Total Bilirubin (Single Reagent) - EDMA 1102 0103 Bilirubin Other N/A DE/CA09/0170/E05/1VD/042-02
D-610 002 MODIFIED BERGH & MULLER
D-610 003 METHOD
D-610 004
D-657 001 Bilirubin Direct - EDMA 1102 0103 Bilirubin Other N/A DE/CA09/0170/E05/IVD/042-02
319001 Urea/BUN - Liquizyme (UV) EDMA 11020104 Urea/Blood Urea Nitrogen Other N/A DE/CA09/0170/E05/IVD/061-02
319 002
319003
319 004
319 005
318 001 Urea/BUN - (Modified Urease - EDMA 1102 01 04 Urea/Blood Urea Nitrogen Other N/A DE/CA09/0170/E05/IVD/061-02
318 002 Berthlot Method)
318 003
318 004
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Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF Device Names Optional | Nomenclature Code Description Class EC Certificate No. | German Registration Number
(notified) information (notified) (notified) (notified) (notified) & Expiry
(notified)

320001 Urea/BUN - single reagent EDMA 11020104 Urea/Blood Urea Nitrogen Other N/A DE/CA09/0170/E05/IVD/061-02
320 002
320003
320 004
ZL -320 001
D-640 001 Urea Colorimetric - EDMA 1102 0104 Urea/Blood Urea Nitrogen Other N/A DE/CA09/0170/E05/IVD/061-02
D-640 002
D-640 003
D-641 001 Urea/BUN — (UV)(4+1) - EDMA 11020104 Urea/Blood Urea Nitrogen Other N/A DE/CA09/0170/E05/IVD/061-02
D-641 002
D-641 003
D-641 004
D-664 001 Urea/BUN - LS (Modified Urease- |- EDMA 11020104 Urea/Blood Urea Nitrogen Other N/A DE/CA09/0170/E05/IVD/061-02
D-664 002 Berthlot Method)
321001 Urea/BUN - LS (Modified Urease- |- EDMA 110201 04 Urea/Blood Urea Nitrogen Other N/A DE/CA09/0170/E05/IVD/061-02
321002 Berthlot Method)
321003
321004
D-650 001 Urea/BUN — (UV)(9+1) - EDMA 11 02 01 04 Urea/Blood Urea Nitrogen Other N/A DE/CA09/0170/E05/IVD/061-02
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Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF

Device Names
(notified)

Optional
information

Nomenclature |

(notified)

Code
(notified)

Description
(notified)

Class

(notified)

EC Certificate No.
& Expiry
(notified)

German Registration Number

230001
230 002
230003
230 004
230 005
230 006
230 007
230 008,
230 009
230010
230011

Cholesterol - Liquizyme CHOD-
PAP

EDMA

11020105

Cholesterol

Other

N/A

DE/CA09/0170/E05/IVD/044-02

ZL-230 001

Cholesterol - Liquizyme CHOD-
PAP (Single Reagent)

EDMA

1102 01 05

Cholesterol

Other

N/A

DE/CA09/0170/E05/1VD/044-02

D-613 001
D-613 002
D-613 003
D-613 004
D-613 005
D-613 006
D-613 007

Cholesterol CHOD-PAP

EDMA

11020105

Cholesterol

Other

N/A

DE/CA09/0170/E05/IVD/044-02

242 001
242 002

Copper

EDMA

11020106

Copper

Other

N/A

DE/CA09/0170/E05/IVD/045-02

232 001
232 002
ZL-232 001

Copper - Single reagent

EDMA

11020106

Copper

Other

N/A

DE/CA09/0170/E05/IVD/045-03

D-617 001
D-617 002
D-617 003

Copper Colorimetric Test with
Dibromo-PAESA

EDMA

11020106

Copper

Other

N/A

DE/CA09/0170/E05/IVD/045-04

73
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Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF

Device Names
(notified)

Optional
information

Nomenclature
(notified)

Code
(notified)

Description
(notified)

Class

(notified) |

EC Certificate No.
& Expiry
(notified)

German Registration Number

235 001
235 002
235003
235 004

Creatinine-Colorimetric

EDMA

1102 01 07

Creatinine

Other

N/A

DE/CA09/0170/E05/1VD/046-02

234 001
234 002
234003
234 004
234 005234 006

Creatinine-Jaffe

EDMA

1102 01 07

Creatinine

Other

N/A

DE/CA09/0170/E05/IVD/046-02

237 001
237 002
237 003
ZL-237 001

Creatinine-Jaffe - single reagent

EDMA

110201 07

Creatinine

Other

N/A

DE/CA09/0170/E05/1VD/046-02

368 001
368 002
368 003

Creatinine Plus (5+1)

EDMA

1102 01 07

Creatinine

Other

N/A

DE/CA09/0170/E05/IVD/046-02

D-619 001
D-619 002
D-619 003

Creatinine - Jaffe

EDMA

1102 01 07

Creatinine

Other

N/A

DE/CA09/0170/E05/1VD/046-02

D-618 001
D-618 002

Creatinine - Jaffé (Single Reagent)

EDMA

1102 0107

Creatinine

Other

N/A

DE/CA09/0170/E05/IVD/046-02
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Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF

Device Names
(notified)

Optional
information

Nomenclature
(notified)

Code
(notified)

Description
(notified)

Class
(notified)

EC Certificate No.

& Expiry
(notified)

German Registration Number

250001
250 002
250 003
250 004
250 005
250 006
250 007
ZL -250 001

Glucose Liquizyme GOD — PAP
(Single Reagent)

EDMA

11020113

Glucose

Other

N/A

DE/CA09/0170/E05/1VD/049-02

251001
251002
251003

Glucose - HK

EDMA

11020113

Glucose

Other

N/A

DE/CA09/0170/E05/IVD/049-02

D-622 001
D-622 002
D-622 003
D-622 004
D-622 005
D-622 006

Glucose GOD-PAP

EDMA

11020113

Glucose

Other

N/A

DE/CA09/0170/E05/IVD/049-02

254 001
255 000
255 001
255 002

Glycosylated Haemoglobin

EDMA

11020114

Glycosylated/Glycated
Haemoglobin

Other

N/A

DE/CA09/0170/E05/IVD/050-04

602 001
Z1-602 001

Glycosylated Haemoglobin (2
Reagents)

EDMA

11020114

Glycosylated/Glycated
Haemoglobin

Other

N/A

DE/CA09/0170/E05/IVD/050-04

3
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Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF Device Names Optional | Nomenclature Code Description Class | EC Certificate No. | German Registration Number
(notified) information (notified) (notified) (notified) (notified) & Expiry
(notified)
401 001 HbA1c Plus EDMA 110201 14 Glycosylated/Glycated Other N/A DE/CA09/0170/E05/IVD/050-04
401 002 Haemoglobin
401 003
401 004
401 005
401 006
D-659 001 Glycosylated Hemoglobin (HbAlc)|- EDMA 110201 14 Glycosylated/Glycated Other N/A DE/CA09/0170/E05/IVD/050-04
D-659 002 (lon Exchange) Haemoglobin
D-858 001T Hemoglobin Alc (HbAlc) Twin - EDMA 110201 14 Glycosylated/Glycated Other N/A DE/CA09/0170/E05/1VD/050-04
Alc Analyzer Haemoglobin
602 001 Hemoglobin Alc (HbAlc) Twin - EDMA 110201 14 Glycosylated/Glycated Other N/A DE/CA09/0170/E05/IVD/050-04
Alc Analyzer Haemoglobin
401 001-M HbA1c plus - EDMA 110201 14 Glycosylated/Glycated Other N/A DE/CA09/0170/E05/1VD/050-04
Haemoglobin
602 001-| Hemoglobin Alc(HbAlc) - EDMA 1102 01 14 Glycosylated/Glycated Other N/A DE/CA09/0170/E05/IVD/050-04
602 000-| Turbidimetric Immunoassay Haemoglobin
401 001 Reagents for STAT LAB T Analyzer |- EDMA 110201 14 Glycosylated/Glycated Other N/A DE/CA09/0170/E05/IVD/050-04
401 002 & Auto Chemistry Analyzer HbAlc Haemoglobin
kit
266 001 HDL Cholesterol - Precipitant EDMA 11020115 High Densitiy Lipoprotein Other N/A DE/CA09/0170/E05/IVD/051-02
266 002 Cholesterol
267 001 HDL Cholesterol - Direct Reagent EDMA 11020115 High Densitiy Lipoprotein Other N/A DE/CA09/0170/E05/IVD/051-02
267 002 Cholesterol
ZL -267 001 HDL Cholesterol - Direct Reagent EDMA 11020115 High Densitiy Lipoprotein Other N/A DE/CA09/0170/E05/IVD/051-02
(3+1) Cholesterol
623 001 HDL Cholesterol - Precipitation - EDMA 11020115 High Density Lipoprotein Other N/A DE/CA09/0170/E05/1VD/051-02
623 002 Cholesterol
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Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF Device Names Optional | Nomenclature Code Description Class | EC Certificate No, | German Registration Number
(notified) information (notified) (notified) (notified) (notified) & Expiry
(notified)

D-624 001 HDL Cholesterol Direct Enzymatic |- EDMA 11020115 High Density Lipoprotein Other N/A DE/CA09/0170/E05/IVD/051-02
colorimetric, Liquid Cholesterol

D-628 001 Total Iron Chromazurol B Single |- EDMA 110201 16 Iron (CC) Other N/A DE/CAQ09/0170/E05/1VD/078

D-628 002 Reagent

D-628 003

D-628 004

N-628 005

270 001 Total Iron and Total Iron Binding EDMA 11020117 Iron Binding Capacity - Other N/A DE/CA09/0170/E05/IVD/052-02
Capacity Reagent set Total {CC)

271001 Iron-NP Single reagent EDMA 11020117 Iron Binding Capacity - Other N/A DE/CA09/0170/E05/IVD/052-02

271002 Total (CC)

ZL-271 001

269 001 Total Iron chromazurol B (Single EDMA 11020117 Iron Binding Capacity - Other N/A DE/CA09/0170/E05/IVD/052-02

269 002 Reagent) Total {(CC)

D-653 001 Direct Serum Total Iron Binding |- EDMA 11020117 Iron Binding Capacity - Other N/A DE/CA09/0170/E05/1VD/052-02
Capacity (TIBC) Total (CC)

274 001 Lactate - Liquizyme EDMA 11020118 Lactate Other N/A DE/CA09/0170/E05/IVD/053-01

274 002

ZL -274 001 Lactate - (9+1) EDMA 110201 18 Lactate Other N/A DE/CA09/0170/E05/1VD/053-01

D-648 001

280 001 LDL-Cholestrol Direct Reagent EDMA 11020121 Low Density Lipoprotein Other N/A DE/CA09/0170/E05/1VD/007-02

280 002 Cholesterol including sd-LDL

ZL -280 001 LDL-Cholestrol Direct Reagent EDMA 11020121 Low Density Lipoprotein Other N/A DE/CA09/0170/E05/IVD/007-02
(3+1) Cholesterol including sd-LDL
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Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF Device Names Optional | Nomenclature Code Description Class | EC Certificate No. | German Registration Number
(notified) information (notified) (notified) (notified) (notified) & Expiry
(notified)
D-631 001 LDL Cholesterol Direct Enzymatic |- EDMA 11020121 Low Density Lipoprotein Other N/A DE/CA09/0170/E05/iVD/007-02
colorimetric, Liquid Cholesterol including sd-LDL

290 001 Oxalic acid EDMA 1102 01 23 Oxalate Other N/A DE/CA09/0170/E05/IVD/056-01
282 001 Micrototal Protein (MT-P) EDMA 11020130 Total Protein Other N/A DE/CA09/0170/E05/IVD/055-02
282 002
282 003
Z1.-282 001
310001 Total Protein (Single Reagent) EDMA 11020130 Total Protein Other N/A DE/CA09/0170/E05/IVD/055-02
310002
310003
310 004
310 005,
ZL -310 001
D-634 001 Micrototal Protein (MT-P) - EDMA 11020130 Total Protein Other N/A DE/CA09/0170/E05/1VD/055-02
D-634 002 Pyrogallol - Red
D-634 003
D-634 004
D-638 001 Total protein (Biuret Reagent) - EDMA 11020130 Total Protein Other N/A DE/CA09/0170/E05/1VD/055-02
D-638 002
D-638 003
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Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF Device Names Optional | Nomenclature Code Description Class | EC Certificate No. | German Registration Number
(notified) information (notified) | (notified) (notified) (notified) & Expiry
(ieer

314 001 Triglycerides (Single Reagent) EDMA 11020131 Triglycerides Other N/A DE/CA09/0170/E05/IVD/060-02
314 002
314 003
314 004
314 005
314 006
314 007
314 008
314 009
314 010
314 011,
ZL-314 001

D-639 001 Triglycerides GPO-PAP - EDMA 11020131 Triglycerides Other N/A DE/CA09/0170/E05/IVD/060-02
D-639 002
D-639 003
D-639 004
D-639 005
D-639 006

322 001 Uric acid — Liquizyme (9+1) EDMA 11020132 Uric Acid Other N/A DE/CA09/0170/E05/IVD/062-02
322 002 Uricase - PAP
322003
322 004

e

L VIDSS +
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Annex A dated June 08, 2022
Manufacturer: Egyptian Company for Biotechnology Spectrum Diagnostics

REF Device Names Optional | Nomenclature Code Description Class [ EC Certificate No. | German Registration Number
(notified) information (notified) (notified) (notified) (notified) & Expiry
(notified)

323001 Uric acid - single reagent EDMA 11020132 Uric Acid Other N/A DE/CA09/0170/E05/IVD/062-02
323 002

323003
323 004
323 005
323 006
ZL-323 001

D-643 001 Uric acid - EDMA 11.02.01.32 Uric Acid Other N/A DE/CA09/0170/E05/IVD/062-02
D-643 002
D-643 003
D-643 004
D-643 005
D-643 006
D-643 007

330 001 Zinc - single reagent EDMA 11020133 Zinc Other N/A DE/CA09/0170/E05/IVD/004-02
330 002

ZL -330 001

D-644 001 Zinc Colorimetric Test with 5-
D-644 002 Bromo-PAPS
D-644 003

EDMA 11020133 Zinc Other N/A DE/CA09/0170/E05/IVD/004-02

218 001 Ammonia — Liquizyme (9+1) EDMA 11030101 Ammonia Other N/A DE/CA09/0170/E05/IVD/040-02

220001 Ammonia - single reagent EDMA 11030101 Ammonia Other N/A DE/CA09/0170/E05/1VD/040-02
220 002

ZL -220 001

-
A S.7 A
< N\ o
W W

* W
| » MDSS *
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Doc.No : CR/SD-15282/01 —_—
Initial Certification : 09/03/2020 Tu

SOUTHWEST

CERTIFICATE

This is to certify that Management System of:

Egyptian Company for Biotechnology (S.A.E)
Spectrum Diagnostics

Has been assessed and found compliant with the requirements of below:

ISO 13485:2016

Certificate No:
CR/SD-15282/01

Scope of Registration:

IVD Design, Development and Manufacturing.

IAF Code(s): 12

NACE Code(s): 20

Registered Site(s):

PO Box 30, Block 20008, Industrial Area Obour City Piece 19A, Cairo,
Egypt.

Certificate Issued : 11/03/2022 Certificate Expiry : 08/03/2023

For the issuing office:
TUV swW

h Tuv CERTIFIED -
E ;! - -l ] 1Lk southwest SO 13485:2016
To Verify scan QR code or visit

WWW.TUVSW.COM Authorized Signatory

TUV SW STANDARDIZATION CERTIFICATIONS
P.0.Box 232991, lliyaa Tower 2, Office # 201, Al Qusais 3, Dubai, UAE

This certificate’s validity is subject to the organization maintaining their system in accordance with TUV SW requirements for system
certification. Validity can be confirmed by visiting the www.tuvsw.com. This certificate will remains the property of TUV SW & must be returned upon request.
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SPECTRUM Approach to Bioscience

Declaration of Conformity

Egyptian Company for Biotechnology — Spectrum Diagnostics

We, Egyptian Company for Biotechnology — Spectrum Diagnostics -Obour city,
Industrial area, blocks 20008, piece 19 A. Cairo, Egypt.> hereby declare under our own
responsibility that the following product:

RPR Syphilis Test with:

REF: 725 001
REF: 725 002
REF: 725 000

Meet the provisions of the of Directive 98/79/EC Annex. Il (excluding section 6)
The above-mentioned device has been classified as Article 9, section 1, "Other” IVD
This declaration is supported by the Quality Management System certification ISO
13485 certificate number CR/SD-12995/01 issued for the first time on 18/03/2021
issued by < TUV SW STANDARDIZATION CERTIFICATIONS >

Applied harmonized standards:

Harmonised Standard

Medical devices. Quality management systems - Requirements

EN IS0 13485:2016 for regulatory purposes (ISO 13485:2016)

EN 13612:2002 Performance evaluation of in vitro diagnostic medical devices

Medical devices - Application of risk management to medical

EN ISO 14971:2012 .
devices

Medical devices - Symbols to be used with medical device labels,
EN ISO 15223-1:2016 labeling and information to be supplied - Part 1: General
requirements.




Harmonised Standard

In vitro diagnostic medical devices - Information supplied by the
ENISO 18113-1:2011 manufacturer (labeling) - Part 1: Terms, definitions and general
requirements.

In vitro diagnostic medical devices - Information supplied by the
EN ISO 18113-2:2011 manufacturer (labeling) - Part 2: In vitro diagnostic reagents for
professional use.

In vitro diagnostic medical devices - Evaluation of stability of in

EN ISO 23640:2015 . . :
vitro diagnostic reagents.

In vitro diagnostic medical devices - Measurement of quantities
EN ISO 17511:2003 in biological samples - Metrological traceability of values
assigned to calibrators and control materials (ISO 17511:2003)

EC Authorized Representative: Medical Device Safety Service GmbH (MDSS)
Schiffgraben 41
30175 Hannover Germany

Signature: Date: 20/03/2021

wl Egyptian Company for Biotechnology (S.A.E)
Obour city industrial area. block 20008 piece 19 A. Cairo. Egypt.
Tel: +2024489 2248 - Fax: +202 4489 2247
www.spectrum-diagnostics.com
E-mail:info@spectrum-diagnostics.com

MDSS GmbH Tﬂv CERTIFIED
EC REP Schiffgraben 41 150 13485:2016

30175 Hannover, Germany

IFUFCCO07 Rev.(2), 20/03/2021




SPECTRUM

Approach to Bioscience

RPR Syphilis Test

REF 725 000 100 test
REF 725 001 200 test
REF 725 002 500 test

A qualitative and quantitative test for the detection of Non-Treponema
in serum or plasma

INTRODUCTION & PRINCIPLE

Besides other antibodies, Treponema Pallidium produces
non-Treponemal antibodies (regain) in syphilitic persons.
These antibodies can be detected by RPR antigen.
SPECTRUM RPR card test is a macroscopic screening test
for the qualitative and quantitative detection of reagin
antibodies in serum or plasma. The kit contains RPR
antigen which is based on the easy to use VDRL carbon
antigens. In the presence of the reagin, the antigen causes
flocculation of the carbon particles, which appears as black
clumps. The charcoal particles contained in the antigen
suspension enhances the visual appearance of the
coagglutination in positive samples.

PREPARING THE SPECIMEN

SPECTRUM RPR kit can be used with either unheated
plasma or heated serum samples. Serum samples can stay
stable for up to 5 days if stored at 2 to 8°C. Plasma samples
collected with EDTA can stay stable up to 24 hours if stored
at 2 to 8°C.

MATERIALS PROVIDED

1- SPECTRUM RPR carbon antigen reagent

2- Positive controls

3- Negative controls

4- RPR tests cards

5- 20 G dispensing needle (16ul/drop)

MATERIALS NEEDED BUT NOT PROVIDED
Saline 0.9 %, rotator (100rpm), accurate pipette to deliver
50ul and timer.

PRECAUTIONS

1. The reagents in this kit should be stored in an upright
position and refrigerated between 2 to 8°C. Never Freeze.
Test cards need not to be refrigerated and can be kept at
room temperature.

2. Reagents should be brought to room temperature and
mixed well to obtain a uniform suspension of carbon
particles.

3. After use, dispensing Dropper and needle should be
washed well with distilled water then air dried.

4. Stability of the antigen may be reduced if stored in the
plastic dispensing Dropper for a long time. It is highly
recommended to return the antigen to the original glass
Dropper at the end of the testing session.

5. Always use a fresh pipette tip for every test.

QUALITATIVE PROCEDURES

1. Bring reagents to room temperature.

2. Dispense 50ul of sample onto a single circle on the test
card.

3. Repeat step 2 for the positive and negative controls.

4. Spread the sample of each test specimen over the entire
test circle.

5. Mix the carbon antigen suspension well.

6. With the needle suck up reagent sufficient to the testing
requirements.

7. Dispense one free-fall drop of the carbon antigen onto
each test circle containing specimen. Do not mix the
antigen with the sample.

8. Using the rotator, rotate the card at 100rpm for 8
minutes.

9. Read the results in good light immediately after 8
minutes.

READING THE QUALITATIVE RESULTS

POSITIVE - If large aggregates appear in the centre or the
periphery of the test circle containing the sample. If the
aggregates are visible, but weak or small, then the test
should be read as WEAK POSITIVE. If test is positive, then
results should be confirmed by the quantitative procedure
mentioned below.

NEGATIVE - If no aggregates appear and the specimen has
smooth grey appearance.

QUANTITATIVE PROCEDURES

1. Dispense 50ul of 0.9 % saline onto to test circles
numbered 2 to 5. Saline should not be spread. Dispense
50ul of specimen onto test circle 1.

2. Dispense 50ul of specimen onto test circle 2. Prepare
serial two-fold dilutions by drawing the mixture up and
down the pipette 5-6 times ( avoid any bubble formation.)
Transfer 50ul from circle 2 to 3, to 4 and to 5. Dispose
50ul from circle 5 after mixing.

3. Starting from circle 5 and onto 4,3,2 and 1, mix and
spread the serum over the entire area of each test
circle.

4. Continue with steps 6 - 9 of the qualitative procedure.

READING THE QUANTITATIVE RESULTS
The dilutions of the circles are as follows:

Circle 1 2 3 4 5
Dilution - 1:2 1:4 1:8 1:16
The titer of the sample is read as follows (P: Positive,
N: Negative)

Positive 1:2 P P N N N
Positive 1:4 P P P N N
Positive 1:8 P P P P N
Positive 1:16 P P P P P

Positive and negative results are read as in the reading
qualitative results procedure.

If the result in circle 5 is positive, then further dilution to
1:32, 1:64, 1:128 and 1:256 is required. Use steps 3 in
quantitative procedure and steps 6-10 in qualitative
procedure to obtain the required dilutions.

PROCEDURE LIMITATION
1. This test provides a presumptive diagnosis of syphilis.
Physicians should evaluate all clinical and laboratory
findings before making a definitive diagnosis.
2. In positive specimens, it is recommended to confirm the
result by another serological test such as the TPHA.

REFERENCES
1. McGrew B.E., Stout G.W., Falcon V.H., AM. J. Med. Techs.,
34:634, 1969
2. Manual of Tests for Syphilis, PHS publication No.411, 1969.
3. Larsen S.A., et. al., ata on file, Treponemal Research and
Immunology lab, CDC.

Egyptian Company for Biotechnology (S.A.E.)

Obour city, Industrial area, block 20008 piece 19 A, Cairo, Egypt.
Tel: 02 4489 2248 Fax: 02 4489 2247

E-mail: info@Spectrum-diagnostics.com
www.Spectrum-diagnostics.com

MDSS GmbH
EC|REP

Schiffgraben 41
30175 Hannover, Germany
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SPECTRUM Egyptian Company for Biotechnology (S.AE.)

The creative Approach to Bioscience

Statement

Addressed to: TO WHOM IT MAY CONCERN

We, Egyptian Co. for Biotechnology (Spectrum Diagnostics) manufacturer of high
quality in vitro diagnostic reagents located at Obour city industrial area, block
20008 plot 19 A — Cairo - Egypt, confirms that our RPR Syphilis Test, REF 725
000 -Kit of 100 tests; REF 725 001- Kit of 200 tests; REF 725 002 Kit of 500
tests have got the following specific performance characteristics: Specificity >

98%; Sensitivity - 95%.

Date: 12 October 2022
Chairman & CEO : Dr. Khaled Raafat Alyan
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Tel : +2 02 44 89 22 48

Fax: +2 02 44 89 22 47

www. Spectrum-diagnostics.com

E-mail: info@Spectrum-diagnostics.com
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