Date: 30/06/2018

STATEMENT

We, Atlas Medical having a registered office at William James House, Cowley
Road, Cambridge, CB4 0WX, UK assign SRL Sanmedico having a registered
office at A. Corobceanu street 7A, apt. 9, Chisindu MD-2012, Moldova , as

authorized representative in correspondence with the conditions of directive
98/79/EEC.

We declare that the company mentioned above is authorized to register, notify,
renew or modify the registration of medical devices on the territory of the Republic
of' Moldova.

On behalf of the Manufacturer _—~
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Head Office William James House, Cowley Rd, Cambridge, C OWX, United Kingdom,

Tel: +44 (0) 1223 858910, Fax: +44 (0} 1223 8BRS 4

Middle East Site © King Abdullah the Second Industrial Estate, Street 19, Sahat
Digitally signed by Rodnitchii Andrei
Date: 2019.03.19 10:37:41 EET
Reason: MoldSign Signature
Location: Moldova

fla, P.0. Box: 204, Amman 11512, Jordan




Declaration Ref No: DC11-0051 At!GS Medica’

CE Declaration of Conformity
According to Annex Ill of the IVD Directive 98/79/EC

We,
Atlas Medical

Head office: William James House, Cowley Road, Cambridge, CB4 OWX, UK
Tel: +44 1223 858 910
Fax: +44 1223 858 524
Email: info@atlas-site.co.uk

Middle East Site: Sahab Free Zone Area, P. 0. Box 212555, Amman, lordan.
Tel.: +962 6 4026468
Fax: +962 6 4022588
Email: info@atlas-medical.com

Declare our responsibility that the following product:

See Attached list

Comply with all essential requirements {(Annexl) of the IVD Directive 98/79/EC. This

compliance has been properly documented and covers the items listed in Annex | of the
IVD Directive,

This product is produced under Atlas quality system (IS013485:2003) issued by Lloyd’s
Register Quality Assurance.
Comply with the essential requirements of following standards (EN 18113-1, -2,-4:2011,

EN 1SO 15223:2012, EN 1SO 13532: 2002, EN 1SO 14971:2012, EN 1SO 13640:2002, ISO
2859/1:1999, EN I1SO 13612:2002, EN ISO 13641:2002.

And
Intended for In-Vitro Professional use only.

Manufacturer

Atlas Medical

William James House, Cowley Rd.,
Cambridge, CB4 OWX, UK

Issue date I Date of review o Management approval

| Atlas . MRXDO10F.10
4 J i
l Medlcal December.2011 .let of March,2018 | _F,ﬂﬁf—w/’ J“ | 08.02.2011

|

- - — = LAELSETERE, HE)

ﬂvd AT



Atlas Mgw&wmlw

CE Declaration-of-

Accordmg to Annex III of the IVD Directive 98/79/EC

| Catalouge No | Description T T —
LatexKits e _ P | 80248 Calcium Chioride T
L E;QF}-_QQ_ﬁ__n?RP latex Kits A 8.02.69 ' Flbrmog:en.Reagent _
_ 80001 | CRP latex Kits with buffer -Hemoglobin Rﬁ%“'"“ ks SR |
5 “‘8‘@65 = ASO latex Kits —'—NJ . 8.02.46 Drabkins Reagent, 40x |
80003 | ASOlatex s withbuffer | | 20250 | Hemoglobin Standarg, T -
__ 8.0004 | RF LatexKits_ T TG L]
8.00.05 | RF Latex Kits wlth buffer “—___] = SR L -S :ckie cell Klt T o
= —g“ﬁga;‘*—[hm ey Klts e J © 8.02.68 :Ieikle Cell positive & negative control
........ 13 LALE: sy |
B —
| 80012 —l Staphylococcus Jaten Kits: |~ | } 8.03.01 1 3}25 i p:::::::: gr;::sne """" f
L 8 8 00 13 Streptococeus Latex kits _ [:_ """"" 8. 03'02 | URS 1 Parameter: Ketone |
8 00 15 EsColi Latex e —_—— 8.03.03 ] URS 2 Parameters: Gldcuse Ketone
_.__3_0(1.1_5_ Rota Virus Latex Kits ] f__ 8.03.04 ) L URS 2 Pafamete_r-s_Gl't}E)s_ErProtem T
'_ _z.gg.g_ o Ev:;?’ef Latex kits e ;—__“5—03_65 URS 2 Parameters: Urobilinogen, T
er £08 Lat?x Kits - | Bilirubin (Liver Function Test)
L&MMﬂigmmtm seRun SRR TR  8.03.06 | URS 3 Parameters: Protein, pH, Glucosgi
} 8.0100 Brucella RUSE Bengai R R |'  8.03.07 | URS3 'Parémeters'GIucose, Protein,
BOLOL _ IsoimonelaOAResgent | | | etona o PO
L_&Oﬁ{m _I Sa!monella o8B 3 Reagent o r— 8.03.15 ‘ URS 9 Parameters: Nltrlte Protem,pT}
I' 8.01.03 | Salmonella OC Reagent _ﬂ | Blood, Specific Gravity, Ketone, i
80104 [ salmonella OD Reagent NN e Bilirubin, Glucose
8.01.05 Salmonella HA Reagent ‘ 8.03.16 I URS 10 Parameters: Leukccytes Nltnte]
N "8’0_1'66“‘ Salmonella HB Reageﬁt_ """""""" ™ Urobilinogen, Protein, pH, Blood,
’ LS_EIETL ﬁ_Swaimoneila HC HC Reagent | | éT:ES;ZGraVIty, Ketone, Bilirubin, ‘
801—98— ___§§_l_r_1}onetla HD Reagent e L k_- 8:3_ - URS 10 Parameters; | Nltnte - 1
S0L.30, Brucella Abortus Reagent ] Urobilinogen, Protein, pH, Blood, '
L 80111 | Brucella Melitensis Reagent __‘ | Specific Gravity, Ketone, Bilirubin, |
[ 8.01.12 Proteus OX2 Reagent B | Glucose, Ascorbic Acid
| 80113 Proteus OX19 Reagent | 8.03.18 ] URS 11 Parameters: Leucocytes, Nitrite,
[ 8.01.14 ; Proteus OXK Reagent . ‘ Urobilinogen, Protein, pH, Blood, {
,[ 8.01.15 Brucel!a Antigens Kits ‘ Specific Gravity, Ketone, Bilirubin,
| 8.01.16 | Salmonella Antigen Sets | | Gluclo?er Ascorbic Acid e
80117 | Febrile Antigen Set (10 Antigens) _ __*1 _Fertility Rapid Tests .~~~ i
; 8.01.17 Febrile Antigen Set (10 Antigens) | 8.04.00 1 hCG"I?st Cassette, Urine L
L | Withcontrols - | 80401 | hCG Test Cassette, Urine/Serum
‘ 8.01.18 Salmonella Antigen Set, WIdal Kit {6 i 8.04.04 hCG Test Strip, 5.0mm, Urine -
e Antigens: OA, OB, OD, HA, HB, HD) l 8.04.05 hCG Test Strip, 3.5mm, Urine .
‘ 8.01.18 Salmonelia Antugen Set, Widal Kit (6 T 8.0406 | hea Test. Strlp, 2.5mm, Urine
' Antigens: OA, OB, OD, HA, HB, HD) with ‘ - ___]
’ controls . [ 8.04.10 }» hCG Test Strtp, 5. Omm Uru.‘\_ej’_SE_rnm__J
| 80119 | TFebrile Antigens Positive Control | (R0%42 | DCSTeststrip, 2.5mm, Urine/Serum
I 8.01.20 Febrile Antlgens Negatwe Control 8.04.88 { hCG Test Strip, 3.5 mm, Urine/Serum |
- Co-aggulation Reag ents Wb LA T L ~ 8.04. 90 _ hCG Test Strip, 2.5 mm, Urine/Serum |
8.02.40 ' PT Calcium Rabbit Brain ) t 8.04.14 "1 LH Test Cassette, Urine ___]
‘ | Thromboplastin, liquid ] | LH Test Strip, 3.5mm, Urine ;
f 8.02.41 | APTT (PTT) Micronised Silica Platelet ous | apldﬁ*eﬁ“‘hnt!bd‘d“\h"esﬂhg |
| | Substitute, Liquid A | — 8.04.20 | H.pylori Antibody Test Cassette, ‘.
8.02.60 ' Normal Coaggu_latmn Contrel N | Whole Blood/Serum/Plasma |
8026 | Abmormal Coaggutation Contral _
T ewa e
,I’ 80245 APTT (PTT) Kit :

A




~ Al

[Catalg}ﬂ No [ Descrlation

8.04.21 | H. pylgrs Antibodv Test Cassette; S, -
|_I 804,22 | H.pylori Antibody Test Strip, /P |
| 8.04.41 SypﬁlT:s_Anubody Test Cassette, Whole

Blood/Serum/Plasma
,}- 8.04.42 Syphllis Antlbody Test Cassette, SfP
' 8.04.43 Svph:iis Annbody Test Strip, S;’P :
" 80444 | Dengue IgM/IgG Test Cassette WB/S/P
F nfectious Disease Rapid Test - Antigen Testing | |
8.04.23 H.pylori Antigen Test Cassette, Stool |
IN— ... ‘
8.04.24 “1 H.pylori Antigen Test Strip_,ESrt‘I‘fﬁ,_Sgel !
| SEINpE
8.04.69 | Rotavirus Antigen Test Cassette, Stool
_ Sample |
il 8.04.70 | E;t_e\';iua-s'"Antigen Test Strip, 3.5mm, !
| . Stool Sample L B |
8.04.71 ] Adenovirus Antigen Tes?t:ass.-ette Stool
o LIITORNE e
8.04.72 Adenovirus Ant;gen Test Strnp, 3. Smm i
________ Stool Sample | |
18.04.73 Rota-Adeno Anugens Combotest |
! Cassette, Stool ool Sample :
8.04,74 | Rota-Adeno Antigens Combotest Strip,
s el oY Stoot Sample | |
. 8.16.42 | Rota Virus Positive Centrol D
81643 | Adeno Virus Positive Control |
8.04.86 | lnfluenza A+B Test est Cassette, Nasal B :
|___8.04.96 | Influenza A+B Test Strip, Nasal Sample

| 80497 Astro Virus Test Cassette, Nasal Sample,
Buffer to be - supplied in Extraction Tube

a5 —oater to be supplied in Extraction Tube

8.04.98 Astro VirusTest Strip, Stool Sar Sample,
L Euffer to be supplied in Extraction Tube
‘ ~ 8.16.20 RSV Test Cassette, Swab Sample e )
| 81622 | RSV Test Strip, Swab Sample
8.16.31 Glardia testgssette,st_goj sample
8.16.30 l Giardia test strip,stool sample

| Cancer Markers Rapid Tests -' ' |
f 8.04.38 ecal Occult Blood Test (FOB) Test
| Cassette, Stool Sample

8.04.85 Fecal Occult Blood Test [FOE} Test Strip

Cardiac Markers Rapid Tests 33y

8.04.45 | Troponin | Test Cassette, we/sfp
8.04.48 Cardiac Triple Test Cassette [Troponln l, |
| CK-MB, Myoglnbm)
1 DOA Rapid Tests o i
. 80449 | Morphine Test Cassette, Urine 1
}___ _8_._0i§0___‘_ Morphme Test Strip, Urine e
. 8.0451 | Marijuana (THC] Test Cassette Urme

8.04.52 *{ Marijuana (THC) Test Strlp, Urine '_ |

|
! 8. 04 53 Amphetamine Test Ca_ssette Urln“e___ .
{ 8.04.54 Amphetamine Test Strip, Urine -
[ 8.04.55 Barbiturates Test Cassette, Urine |
__8.04.56 55 Barblturates Test Str:p, Urine o
: 8.04.57 | { Benzodlazepmes Test Cassette Urine ) ﬁ'
8.04.58 | Benzodiazepines Test Strip, Urine
| Catalouge Description
_No_ I
‘Alkaline Phos;:hata;e_lanetlc, DGKC l

8.05.03 ’
L[ Method (Tablets) l

JLU.

Descrlptiun

T Coca:ne Test Cassette Urlne

8 04 60 Cocaine Test  Strip, urine _j
,[ 8.04.61 Methamphetamme Test Casset{e, Urm '
8.04.62 Methamphetamine Test Strip, Urine ’
8.04.63 | Methadone e Test Cassette, Urine
_8.046 64 j Methadone  Test Strip, Urine 4{
| 8 OQE_S__M . Test Casset-t_e: Ua?_*:__:
| 8.04.66 Ph _Test Strip, Urine |
! 8.04.67 Tneycllc Anti- Depressants Test Cassette,
| | Urine |
{ 8.04.68 ] Tricyclic Anti-Depressants Te:;t*gtrip, m_'
L Urine —
8.04.99 Buprencrphlne Test C Cassette Urine |
'"_ 8.16.23 ] Buprenorphlne e Test Strip, Urine f
| 8.16.15 Methylenedmxymethamphetamme |
. ) | [(MDMA) Ecstasy Test Cassette, Urine
j— 8.16.05 . Methyiened|oxymethamphetatn|ne ﬂi
e . (MDMA) Ecstasy Test Strip, Urine
 8.16.06 | Opiates Test Cassette, Urine ]
| 8.16.07 Opxates Test Strip, Urine
8.16.68 | Tramadol Test Cassette, e, Urine |
‘ 8.16.44 Tramadcl | Test Strip, Urine.
8. 16. SS Cot:mne e Test Cassette' Urme _ ___4
— 81659 Cotlnme Test Strnp, Urme o
f__s.;g._fu__ Dclantm Test Strtp, Urme L
b 8. 16 62 Oxycadone Test Cassette, Urine _J
t, 8.16.63 | Oxycodone Test Strip, Urine N—
| 816,64 | Ketamine Test Cassette, Urine ;
8.16.65 Ketamine Test Strip, Urine |
8.16.66 Proxyphene Test Cassette, Urine g
| 81667 | Proxyphene Test Strip, Urine |
. 8.16.69 | EDDP Test Cassette, Urine .
| 81670 | EDDP Test Strip, Urine ]
[ 8.04.93 | boA Pane!:__g_l?rugs,Urine —
80454 | DOA Panel: 3 Drugs,Urine l
_8.04.95 | DOA Panel: 4 Drugs,Urine e
| _B.0479 | DOAPanel:5 DrugsUrine |
| 8.04.80 DOA Panel: 6 Drugs,Urine )
8.04.81 | DOA Panel: 7 Drugs, Urine |
8.04.82 DOA Panel: 8 Drugs, Urme e __I
i _________ 8.04.83 DOA Panel: 9 Drugs, _Ur_me S
8.04.84 _DOA Panel: 10 Drugs,UrIne ]
{ 8.16.03 DOA Panel: 11 Drugs,Urine L
| 8.16.04 | DOA Panel: 12 Drugs,Urine
_ Kidney Functign RapidTests =
8.16.52 | Microalbumin Test Cassette

F
|
i1
i
l
|

Cllnical Chemistry Kits

1 e

Albumin Bromocrescl Green

8.05. 00 -
8.05.01 Amylase
8.05.02 Acid Phosphatase Kinetic, Hilmann

: | Method (Tablets)

| 8.05.02 Acid Phosphatase Kinetic, Hilmann

Method (Tablets)




AtlAc

Medi

al

. 8.05.04 Alkaline Phosphatase Kinetic, DGKC * '\"““'3 “Catalolge NG " Description ]
| 80572 | Alkaline Phosphatase Colorimetric Method 8.05.43 Pathological Control for Clinical Chemistr\J
— p—— | 8.05.44 Normal Control for Clinical Chemistry, |
| 805.05 | B”'”‘b'“_.Tma'.....{DMSQ._M.QE’Pdl_W. - i | Lyophilized, Human Source
. 8.05.07 ’ Bilirubin Total & & Direct (DMSO Method] n Hurmcne Elisa Kits i e f
| 80508 | Calcum Arsenazo | e S
~ 8.05.09 | Calcium O- O-Cresophthalein | 8.10.03 | FSH Elisa Kit |
f 8.05.10 Chioride Tt Thyocmnate Colorimetr_l_c__ ___________ _;I 8.10.04 LH Elisa Kit ‘4
| 8.05.11 _Cholesterol Liguid ( (CHOD -POD) | 8.10.05 Prolactin Elisa Kit |
" 8.05.26 HDL Cholesterol Precipitating Reagent 1 8.12.00 T3 Elisa Kit -
3 8.05.51 | HDL Choelsterol, Enzymatic Colorimetric | 81201 | T4 Ehsa Kit B
\— ______| Direct Method E——— T N TSH Elisakit |
E__é_iﬁl_%__ CK-MB Kmenc{Tablets}' I " 8,12‘03 —1
r_ 8.05.13 | CK- MB 1B Kinetic (Liquid) T 8.12.04 = |
| 80514 | CK-NACKinetic (Tablets) | Al ool Tests R o o s
8.05.15 | CK-NAC Kinetic (L’q..”'d] ____| 8.25.01 saliva Alcohol Test Strip __1
| 8.05.16 Creatinine Jaffe Coler-Kinetic 5 __5‘55_0"2'__ Breath Al_c_nm)i_‘i_'ést ['5'52%} =SS [
8.05.17 | Glucose GOD-POD (Liquid) | | 82503 | Breath Alcohol Test (0.05%] ]
8.05.18 | GOT (AST) IFCC C Kinetic (Tablets) _ R i 82504 | Breath mm;m@:j - _-t;
8.05.19 | GOT (AST) IFCC Kinetic (Liquid) Home Test (OTC) e
Chos20 . | GOT (AST) Re|;nl:ln_F_rgnkel Coléﬁj@ij‘ ‘ 70170001 J Atlas Home Pregnancy Test Cassette 1
8.05.21 GPT (ALT) IFCC Kinetic (Tablets) Test/Box
8.05.22 ‘}vGFT (ALT) IFCC Kinetic (Liquid) | | 70180001 | Atlas Home Pregnancy Test Strip (With |
___8_(_]_5 23 +GPT (ALT) Reitman-Frankel Colorimatric | l ________ Handle), 1 Test/Box |

8.05.24

Gamme GT Kinetic, Carboxy Substrate ]

| (Tablets)

8.05.25 Gamme GT Kinetic, Carboxy Substrate f
| ltiquid) I
8.05.27 Iron Ferrozine Colorlm__etr:c ]
8.05.28 | LHD IFCC Kinetic (Tablets)
80529 | LDHIFCC Kinetic (Liquid) 1 ]
©8.0530 | i Lipase Kinetic (Liquid) ______
8.05.31 Magnesium Calmagite Colcnmetrlc
. 8.05.32 ' Phosphorus Phasphomolvbdate uv ]
8.05.33 Potasswm Colorimetric ]
8.05.34 | Sodium Colorimetric
| 8.05.35 | TIBC(Total lron Binding Capacity] |
_____ 8.05.36 | Total Lipids Phosphovainilline Cclorrmg}ng_J
L.&Qﬁ‘.?‘_? _Total Protein Biuret Colorimetric —
‘ 8.05.38 | Total Protein inCSF L !
~_8.05.39 | Triglycerides GPO-POD Colorimetric N
8. 0§_:§0 | Urea Urease- GLDH Kinetic (UV)
. 8.05.41 ] Urea Berthiot C_o_lgr@_gtnc ]
 8.05.42 ! Uric Acid Uricase-PAP Colornmetrlc

L 8.05.71 ' Uric Acid Uricase-PAP Colorimetric {Mono

| Reagents)

!

| Atlas Home Pregnancy Test Cassette 1

. Test/Box
?01?4001 Atias Home Ovulation Test Cassette, 5
Testsf Box
70175001 g Atlas Home Ovulation Test Midstream, 3 |
| | Tests/Box
] 70177001 * Atlas Home Menopause Test Cassette, 1 |
L Test/Box R
'i 70178001 | Atlas Home Menopause Test
- Midstream, 1 Test/Box
| 70003001 | Atlas las Home Diabetes Test, 2Tests/Box
170021001 Atlas Home Uhrl_nary Tract Infection Test,
| 2Tests/Box .
?0022001 Atlas Home ney Function Test, 2
| Tests/Box
70023001 | Atlas Home Liver Function Test, 2

_ | Tests/Box




Medical

_ f‘nh alouge No ----- Description ]
Ar Vity % 8.39.24 CEPHALORIDINE (30 pg)-CH{5Cartridge x50 J
| AMIKACIN (30 pg) - AK (5 Cartridge x 50 | Discs with Cartridge Applicator per Box)
L Lscs with Cartridge Applicator per Box) i 8.39.25 CEPHALOTHIN {30 ug) CA(SCartndgex 50 |
. 8.39.02 AMOXICILLIN {10 pg) ~ AX (S Cartridge x 50, | - ~_ Discs with Cartridge Applicator PE_E_B_U?SL__i
s ] |D_|§_c_sl_v_|£h_@_;trldge Appllcator Q_ga_r__i}_gg} E [ 8.39.26 ICHLORAM PHENICOL (30 pg)-CK{ 5 Cartridge |
| 839.03 pmomcnuu /CLAVULANIC ACID (20 pg+ 10, | 50 Discs with Cartridge Applicator per Box)
‘ |ug} AC ( 5 Cartridge x 50 Discs with ‘ r 8.39.27 CIPROFLOXACIN (5 ug)-CL( 5 Cartridge x 50|
o Cartndge App!lcator perBox] | iscs with Cartridge Applicator per Box) :
[ 8.39.04 AMPICILLIN (10 pg)~AP (5 Cartridge x 50 83928 CLARITHROMYCIN (15 ug)-CL(5 Cartridge :
| Discswith Cartridge Applicator per Box) | | x 50 Discs with Cartridge Applicator per Box)
| 8.39.05 AMPIC!LLIN /SULBACTAM (10 pg -10 pg - Asj T 8.39.29 FUNDA@}&]R] (2 pg)-CM( 5Cartridge x 50
‘ l{ 5 Cartridge x 50 Discs with Cartridge | ________ Discswith 1 Cartridge Applicator | per Box) .
- _fpplicator per Box) || 8.39.30  CLOXACILLIN (5 ug) - CV ( 5 Cartridge x 50
‘ 8.39.06  AZITHROMYCIN (15 ug)-AZ(5Cartridge x 50 | | Discs with Cartridge Applicator per Box)
_— Discs with Cartridge Applicator per Box) | r 839.31  CO-TRIMOXAZOLE (25 ug)-CT(5Cartridgex 50
839.07  AZTREONAM (30 pg)-AT (5Cartridge x 50 | iscs with Cartridge Applicator per Box) ]
| . [Discs with Cartridge Applicator per B°")..__‘ ‘ 8.39.32  |DOXYCYCLINE (30 ug) - DO 5 Cartridge x 50
| 839.08  CEFACLOR (30 pg) - CG ( 5 Cartridge x 50 i Discs with Cartridge Applicator per Box) |
______________________ Discs with Cartridge Applicator perBox) | [~ 3933 ERYTHROMVYCIN (15 ig) - €R (5 Cartridge x
" 8.39.09 FEFADROX!L (30 pg) - CD{ 5Cartridge x 50 P FO Discs with Cartridge Applicator per Box) |
L __Discs with Cartridge ge Applicator per Box) 8 39.34 FURAZOLIDONE (100 pg)-FZ( SCartridge x 50
' 8.39.10 CEFAZOLIN (30 ng) - CF ( SCartridge x 50 ‘ | o §3|scs with h Cartridge Applicator per Box) i
i Discs with 1 Cartridge Applicator per Box| _i ! 8.39.35 ATIFLOXACIN (5 pg) - GF (5 Cartridge x 50 |
. 83911 CEFDINIR (5pg) - CN(5Cartridge x 50 Discs ‘ ________ iscs with Cartridge Applicator per Box) !
with Cartridge Applicator per Box) | 8.39.36 ENTAMYCIN (10 pg) - GM ( 5 Cartridge x 50
Bl e | 53937 F&ffig‘:L‘&ﬁ"’é‘,[ﬁfﬁ’.’n‘i'ﬁ‘é‘ﬁ; 5 .ﬂ’
with Cartridge Applicator per Box .39. gl -
| 83913 CEFOPERAZONE (75 ug)-Pz(5Cartridge x 50 | ‘ { 5 Cartridge x 50 Discs with Cartridge
. [iscswith Cartridge Applicator per | Box) I Lo - ;ﬁpp{icatgr per Box) _
8.39.14  CEFOPERAZONE / SULBACTUM (75 ug 30 ug) 8.39.38  KANAMYCIN (30 yg)- KA(5 Cartridge x 50
FCS (5 Cartridge x 50 Discs with Cartridge | | i |DISCS s with Cartridge Applicator p perBox) |
i Apphcalor per Box) B.39.39 LEVOFOLXACIN (5 ug) - LV ( 5 Cartridge x 50 _
| 83915 CEFOTAXIME (30 pg)- CX (5 Cartridge x50 _‘ F ______________________ ___[Discs with Cartridge Applicator per Box) |
L Discs with Cartridge Applicator per Box) __{ 8.39.40 LINCDMYCIN (15 pg) - LN ( 5 Cartridge x 50
' 8.39.16 hEFPIROME (30 ug) - CE ( 5 Cartridge x50 {__ Discs with Cartridge Applicator per Box) ) |
D{SCS with Cartridge Applicator per Box]) _4 | 83941 INEZOLID (30 ug) - LI { 5 Cartridge x 50
8.39.17 fCEFPODOKIME (10ug)—CO(5Cartridge x50 i o ilI-Jl*:,cs with Cartridge e Applicator per Box) -
o |D|scs with Cartridge e Applicator per r Box) N 8.39.42 EM EFLOXACIN (10 pg) - LF ( 5 Cartridge X
8.39.18 |CEFPROZIL (30 ug) - FP (5 Cartridge x 50 L 50 Discs with Cartridge Applicator per Bo Bc_n;}____
N |D|scs with Cartridge Apj Applicator per Box) | l 8.39.43 ’M—ROPENEM (10 ug)-MR (5 Cartridge x 50
8.39.19 CEFTAZIDIME (30 pg)- CZ(SCartrldge x50 _ _______ Discs »ﬂt_h@rlc_lg_gﬁpphcatomer Box) |
Discs with Cartridge Applicator per Box) | )
| 83920  CEFTIZOXIME (30 pg) - FO(5 Cartridgex50 ‘
iscs with Cartridge Applicator per Box)
8.39.21  CEFTRIOXONE (30 ug) - FR( S Cartridgex 50 |
o Discs with Cartridge Applicator per Box] |
83922 lcEFURoxmnE (30 ug)-CR(5 Cartridge x 50
___ [piscs with Cartridge Applicator per Box) |
8.39.23

EPHALEXIN (30 ng)-CP(5Cartridgex50 Discs |
with Cartridge Applicator per Box) |




Qataloﬁgé No

Descriptlon i

8.39.44 MINOCYCLINEBI}pg) MN( SCartndge x50
| iscs with Cartridge Applicator per Box) I
| 8.39.45  |MOXIFLOXACIN (Spg)-MF(SCartridge x50 1
. ... [DiscS with Cartridse ApplcstorparBox) |
| 8.39. 46 INALIDIXIC ACID (30 ug)- -NA(5Cartridge x50
| Discs with Cartridge Applicator per Box) |
83947 NITROFURANTOIN (300 ug) - FU (5 |
| Cartridge x 50 Discs with Cartridge
: ﬁppilcatar per Box)
| 83948  NORFLOXACIN (10ug)-NF|( 5Cartridge x50 ‘
[ IDiscs with Cartridge Applicator per Box)
" 83949 OFLOXACIN (5 ug) - OF ( 5 Cartridge x 50
I__ﬁ . [_}lscsn\:uith Cartrldge Applicator per Box] .
_ 8.39.50 PEFLOXACIN (5 ug) — PF ( 5 Cartridge x 50
_ Discs with Cartridge Applicator per Box) ] _,
| 8.39,51 PENICILLIN-G(10 IU)~PG(SCartridgex50
g' Discs with Cartridge Applicator per Box) ‘
[_8.39.52 PIPERACILLIN(100ug)~PC(5Cartridgex50 ‘
B Discs with Cartridge Applicator per Box)
!» 8.39.53  PIPERACILLIN / TAZOBACTAM (100 pg + 10 |
‘ g) - PT ( 5 Cartridge x 50 Discs with |
- - lCartndge Applicator per Box) |
’ 8.39.54  RIFAMPIN (5 ug) - RN {5 Cartridge x 50 ]
i iscs with Cartridge Applicator per Box) i
8.39.55  |ROXITHROMYCIN (30pg)- ~RO( 5Cartridge x _l
[ L 50 Discs with Cartridge Applicator per Box) |
i 8.39.56 SPARFLOXACIN(Sug)-SP(5Cartridge x50 I
b IDisggrt_}l_(;g_rfndge Applicator per Box) J
8.39.57  STREPTOMYCIN (10 ug)-ST{5Cartridge x 50 | |
e ) EISCS wit Cartrld_ge Applicator per Box)
.39.58 SULPHADIAZINE (300ug)-SD (5 Cartrtdgo X
50 Discs with Cartridge Apphcatc_:_r_gt_a[_ﬂ_g{(_i_
8.39.59 TEICOPLANIN (30p.g)-TC(5Cartridge x50 |
Discs with Cartridge Applicator per Box)
8.39.60 TETRACYCLINE(30ug)-TE{5Cartridge x50

ICARCILLIN / CLAVULANIC ACID (75 HE +
:2 5 ug)-TC ( 5 Cartridge x 50 Discs with

- ‘Eiscs with Cartridge Applicator per Box) |
8 39 61

Cartndge Applicator per Box) o _4
TOBRAMYCIN (1041g)-TO(S Cartridgex 50
iDiscs with Cartridge Applicator per Box}

*17

[
o i i e
M@& 66 J Description

ood u ure ottls, Pediatric Size
Blood Culture Bottles, Adult Size

8.38.00 B
8.38.01

R AN SR ]
|__8.00.18 RPR Carbon Antlgen_{c_o_a_r_s_e_ Grain) Kit |

__8.00.18.1 _LPR Carbcn Antigen (Fine e Grain) K:t —
| 8.0019  TPHA Kit

L 300 20 "‘ODRant

__8.15, 013

. 8.15.032

| 8.15.038 Eosin Y (5% Aqueous) _
8.15.039  Eosin Y (1% Alcoholic) _ o }
|| 815041  Field stain (SolutionA) |
8.15.042  Field Stain (Solution B) 1
8.15.047  Giemsa Stain (Modified-Glycerol/ Methanoq
__8.15.083  Gram's lodine ;
_ 8.1?55_1 Lsram 's Decoioursser o _1
_8_1_5—059 Haeﬂ;n_é_zaylm H;r_rls._t_no Acetic Acnd) ]
l 8.15. 06(_1 Haematoxylin Harris s (with Acetlc Acnd)
- EIS___EQ_'— Leishman Stain . “J
815074 Lugolsiodine, |
8.15.076  Malachite Green (Aqueous) i
| 8.15.078 [May Grunwald Stain (Mogf%fied}__ j‘
__Eili.l_o_S__ New Methylene Blue_fur Retic:}iocvtg___m:_;
815110 Papam:olaou Stain EA35 S

|| 815, 111 Papan colaou Staln EA36

_8__1_ 2 |Papan-.col_aou Staln EAGS

815114 Papanicolaou Stain EAS0 o _

| B.15.115 f’apamcolanu Stain OG6 _—__J

| 8.15.126  Safranin (1% Aqueous) |
| 8.15.143  Wright's Stain (Modified) |
| 815144 7N Decolouriser e

! 8 15. (517 } ___Carbol Fuchsin {Gram} IM__— m L '_
| 815019 Karbol Fuchsin (Ziehl-Neelsen) !
815032 Crystal Violet (for Gram Stain) |

_____ 8.15.037  Eosin Y (1% Aqueous) |
815038 [osinY (5% Aqueous) |
| 815.039  [osin Y (1% Alcoholic) p—

; r I_S +17.003 Periodic Acid Schiff (PAS) st Stain Kr |

_ 8.17.004 _iron Stain Kit- Perl )
3__17 009  Gram Stain Pack o

817 010 1Co_ld ZN- Kinyoun Stain P Pack

| 817011 PNpackStandard |
r 8.17.015 Diff 3 stain pack
’ Papanicolau stain kit { EA35, EAG5, OG6
8.17.015 { ! ! ! |
1 EASO) _
I: __,.-"

thPp



Lloyd's
Register

Certificate of Approval

This is to certify that the Management System of:

Atlas Medical

King Abdullah Il Industrial Estate, Street No. 19. Sahab Free Zone Area, Amman, 11512, Jordan
has been approved by LRQA to the following standards:

1SO 13485.2003

L® b 3 O 20

(7@ e

Basem Obaid - Area Operations Manager
Issued By: Lloyd's Register EMEA
for and on behalf of: Lloyd's Register Quality Assurance Limited

Current Issue Date: 23 March 2018 Original Approvals:

Expiry Date: 31 March 2019 ISO 13485 28 February 2009
Certificate Issue Number 10067833

Approval Certificate Number: ISO 13485 — 0046833

The scope of this approval is applicable to:
1SO 13485:2003
Design Mapufacturing and Supply of Medical
Diagnostic Reagents and Kits

&

v

UKAS

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limded, its affisates and subsidiaries. ncluding Llvyd's Regrster Quality Assurance Limited (LRQA), and their respectve officers employees or agents are. individually and collectively, referred 10 in this clause as *
Lioyd's Hegister Lloyd's Regrster assumes no responsdiity and shall not te kable to any person 1or any loss, damage or wxpense caused by rehance on the inlormiation or advice in (his document or howsaever provided, eniess that
Rerson has signed a contract with the relevant Lioyd's Register entity for the provision of s information or advice and in that case any Y of hability is e y on the tams and condhions set out in that contract.

Issued By: Lioyd's Register EMEA. Swefieh Salah Subaimat S1, Aded Hajarat Bld No. 17, 2nd Roor, Office No. 208, Amman, Jordan for and on behall of: Lloyd's Register Quality Assurance Limied, 1 Trinity Park, Bickenhill Lane,
Birmingham 837 7ES. United Kingdom
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