
, Ailfcs Medicsf

offrce at A. Corobceanu
authorized represeniative
98i79mnc.

street 7A, aPt. 9,

in conespondence

Date; 30106/2018

Chiginiu MD-2012, Moldova , as

with the conditions of directive

We declare rhat the company nrentionecl above is author.ized to register, notify,

renew or modily the regisiration of medicai devices on the terrilory of the Republic

of Moldova.

Head Citice 'frirl'atr) iamet Ho!se. Cowley Rd' Cnmbridge' CB4 0wX' United Kiogoo '

rcri +art lO) 1::3 859910, tox: 'a! (O) 1?23 958514

Middle Ertt site ' (ing Abdullah th. second I'dtntial tttate' Sireel l9' sah'b Free z'ne Area P o- Boxr 204' Amftan 1:51"2' Jo'd6n
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STATPMENT

We, ,\tlas Medical havin,g a registered offi1g 
-at ^William 

James House' Cowley

Road, Cambridge, CB4 tlwx, ix assign SRL.Sanmtip^**tq,i,i19l:"tt^1

On behal{ of the Manutacturer



Declaration Ref No: 0C11-0051

Manulactur€r
Atlas Medical
Willianr James House, CowleY Rd'.,

Cambridge, CBA 0WX, UK

Atfcs Medtcol

Date of review

CE Declaration of ConformitY
According to Annex lll of the IVD Directive 98/79lEC

We,

Atlas Medical

Hoad office: william lames House, Cowley Road, Cambridge, CB4 OWX, UK

Tel: +44 1223 858 910

Fax: +44 1223 858 524

E mail: inf q@atlas-sjte,cg. u.k

Middle East Site: Sahab Free Zone Area, P. O. Box 212555, Amman, Jordan

Tel,: +962 6 4025458

Fax: +962 5 4022588

Email: in{.q@atlas:m ecf ical co.m

Declare our responsibility that the following product:

See Attached list

Comply with all essential requirements (Annexli of the IVD Directive 98/79lEC' This

compliance has been properly documented and covers the items listed in Annex lof the

IVD Directive.
This product is produced under Atlas quality system {tSO13a85:2003) iss'red by Lloyd's

Register Quality Assurance.

Comply with the essential requirements of following standards (EN 18113'1, -2,-4:2QIt'

El\ ISO 1s223:2012, tN l5O 13532: 2002, EN ISO 14971:2012, EN lS0 13640:2002, lsO

2859i 1:1999. €N l5O 13612:2002, tNl l5O 13641:2002.

And
Intended for In-Vitro Professional use only,

lssue date MRXDOlOF,lO
08.02.2011

December.2011 2lrt of Mafch,2018



According to Annex lll of the IVD Directive 98179/Ea

0escr
Calcium (hlorrde

pU on

8.0?.69 I risri

8.00.11

CRP latex Kits

CRP latex Kits with but{er
ASO latex Kits

ASO latex Kits wirh buffcf

Rf latex (its with buffer

E,Coli Latex Kits

8,00,17

Rota Virus Latex Kits

Erucella Rose Eengal

Salmonella OA Reagent
_,gq!g! *

8,01.01

l*,-r9l!'-
i 8.01.03

PT Calcium Rabbit Brain

APTT tPfTl Mlcronired Silica Platelet
Thrombo

8.00.02

8.00.03

:-*i:99:01
s.00.05

-- Tooit

l- -'.lc+L-I 8.00.13
I - -soori -
[-lc*F-

5almonella HD Re

Brucella ALlortus

91$l!!9rlEr!9i918et! ,- ,_ --l
Proteus OX2 Reasent l

Waaler rose Latex Klt5

Posltive Control
ative Conlrol

i Urobilinogen, Proteln, pH, Blood,
I Specific Gravity, Ketone, gilirubin,

A5corbic Acid

y Test Cassette,
8.02,4r

Substitute



, 8i.04"21

I lroa,zi
I g.oq.qr

lcatatouge ruo l

Syphilis Antibody Test Cassette,
Plasma

Syphilis Antibody Test Cassette,

Syphilis Antibody fest Strip, S/P

DenBUe lgMllgc Te5t Casselte

t'.04.23 H,pylorl Antigen Test Cas5elte, Stool

13.04,71

s"lnplL
Adenovi.vs Antigen Test Strip, 3.5rnm,

.!nlluejrz;: Ar9_ _es!:strIpl!asa]-.Sa.[glg*
8.04,97 Astro Virus Test Ca5sette, Nosal SJmple.

.glxjjlg iljgrpltpq j!-Exg3!tio-!,rub_9 . :

8.04.98 Astro VirusTest Strip, Stool Sample,

i aiiari^" pr''iispr.,it;;" Ki;;;i, riirc -- :
I uethoa (Iattets) _- .,,..,_l

Urin e'- 
it.04'd--llri.v.ll. A;ti-D;pr"r;*di"rt siiip, 

" --.

-] v.rllg,- --.9.04.!f*, .rengJphue J::! 9q::9t1!.-u,!ine _l
8.16,23 I Buprenorphine Test Strip, Urine

f" s.1als -l M"th/"r,eoio*vr,jtri"."pt*t;n ln€ --
_. _.*.. __.i lrvrglyA).EcstasJ lesr cassell_gr p rllle . .-,,

8,16.05 | Methylenedioxymethamphetami|e 
II . (MOMAi gcstasyTest strip, Urine i

i 8t6o6'. -T oirt"r r"tt cJri"tte urin. - - - 
l

l--g:eo; ..'l iti;i"'r;;t strk;,Gi;;--'- -
i--s. tir.-] &rqlet,rra a::e,rrgid --'' l
i 8.16.44 Tramadol Test Strip, Urine

Description

Cocain€ Tesi Cassette, Urine
Cocain€ Test 5trip, Urine

DOA Panel: 9
DOA Paneli 10 Dru Urine
OOA Panel: Ll, U rlne

DOA Paneli 12

8.16.52 Mi.roalbumin Test Cassette

8.04.61 tMethamphetamine T€st Cassett€, Ufine i

| 8.04,62 I Methamphetamine Tesi strip, Urlne l

8.04.63 i Methadone Test Cassette, Urlne I

T 8o+.o4 | Meth"d;;e r;;istrip, G;e ---f
'J o*t 

-fherlcvclidrne 
rest c*t"ttu, u'',* -.

I 8,04.66 I Phencyclidine Test strip, Urine I

8.04.67 Tricyclic Anti- Depressants Test Cassette,

.. , . ,-. sroo,l sarp]g .. . 

-. 
-.-.. , - ,--l

8.04.73 I Rota-Adeno Anligenr Combotest

_ _ _l c_1s_:9tt9rst"ool_sarngF_ __ l
8.O4.74 , Rota-Adeno Antigens Combotest strip,

' 3.5mm, Stool Sample ,

-a r_e ."2__ n.iti119t c351rygto1tio;
8.16,43 I Ad€ne Virus Positive Control

Dolantin Test 5trip, Urine
Test Cassette. Urine
T€tt Strip, Ufin€

Albumln Bromocresol Green

Method {Tablets} _
Acid Phosphatase (ineticFtrirann 

- 
I

- - 
9stl9rl9-91-:!.P P-ll* il- EJir?!!]g! 

-r!be - .,
8.16.20 _ RSV Tesr Ca55ctte, Swablample
8.16.22 _l RSV_Tesl strip, Swab:el1pl"_ _ _
U!if-.: S'lfqiilglt cassette/stool sample --,-l8.16.30 I 6iardia test strip,stool sample

Occult Blood Tcst (FOB) Test

ssette, Stool Sample
Occult Blood Test (FOg) Test Stri!

TIfo.ponin I Test-Clsserte, wB,/VP _
Cardiac lriple lest Casrette (Tropanln l, l



fr.05.04 /\lkaline Phosphatase Klnetic,

/\lkaline Phosphatase

8.05.15 | CK-NAC Kinetlc ltiquid

19!.1? i lhg:lho,lls llgsplgnglybda,re u! 
,

8.05.33 PotasslumColorimetrlc
;:;--r -,. -^ 

-i-.

i 8.05.16 I Creatinin€ .Jafte Coler-Kinetic 
I

i].05.17 Glucose cOD.pOD lLiquio) iF-. j ._. -__ _
R.05.18 | COr (AST) tFCC Kinet c (TaDtets)

t lB Ssjll ..i,Gor t{!I|l!! (ou!l9lii.qs!.i- 

- 
-* l

r i8.05.20 I 60T {AST) Re;tman-Frnnkel Colorimetric 
)

| .r1,0s,11 _rgprlAillirg K!ell.,U{r991 * _,*1
I J,05.22 GPI (,cLT) IFCC Kinetic (Liquid)

[- .s.oi.zi-- cpr tLLrf n.lt."n-rr"*nt"-r cot*trn"tri. I

i- 
-s"0sr4 1*0"**" er [,*ttii;,;;; s"b;.t*t" -l

I (rautets) |I I (rablets) |

| 8,05.25 i Gamme Gf (inetic, Carboxy Subslrate
I r{Llquid}
L 8.05.2i lron Ferrozine Cotorimctric8.05.27 __lron Ferrozine Colorimctric i

q,g:.zq . i_ll,o trcqjite& i;!G15) -- ___ 
- 

. l8.05.29 LDH lfCC Kinetic {tiquidJ
8.05,30 I Lioase Kinetic lLiouid)

---l8.05.31 Magnesiurf CalmaS;te Color;..retric I

q!l:11 __lg9lxTsoro-j|l,l1"rA. , _ _ __l
8.05.35 TIBC (Total lron Bildins Capacity)

I control for Clirical
Normal Control for Clinical Chemlstry,
tyophilized, Human 50urce

hCG Elisa Kit

FSH Elisa Kil
LH Elisa (it

8.12.04 Free T3 Elisa Kit

Breath Alcohol Test {0.0
Ereath Alcohal Test (0.05%l
greath Alcohol Test (0.08%)



{30 Fg) - AK (5 Canrid8e x 50

E {30 gg)-CH{5Cirtrtdse x50

Box

8.39.25 PHAI0THIN {30 [c) -CA{5Carhidsex 50

I 8.39.26

t-

sc!.ryt|' lert&seAplljelgl se'l'qg4_,1
{LORAMPHENICOI {30 [g)-CK{ 5 Cartridge,

8.39.0 s

{30 fg)-AI t5Caftridge x 50

ACIOR (30 [g) - CG { 5 Cartfidge x 50
with Cartridge Applicator per Box)

ADROxlt (30 F8) - CD{ 5Cartrldge x 50

50 Discs with
8.39.2 7 ROFI-OXACIN (5 Fg) - C[ { 5 Cartrldge x

\i/ith Cartridge Applicalor per oox)

NDAMYCIN (2 pg)-CM( 5cartridge x 50

s with Cartridge Applicatgr per Bqx):,:::' .t-,:- :"-t-.9.;--_I!,:--=: .t:_ : _--::l

XACILLIN ts Bg) - cV { 5 Crrtridge x sd l

cs.wiih cartridge App.llqtgr pgtggll, ..,r

"TRIMOXAZOIE {25 ggl-CTl5Cartridgex 50r

l-...-.*
j 8.39.34

I

i*r.:s.il

f,xlcrlllN /Cl"AvULANlC ACtD {20 pg+ 101

-Ac ( 5 Cartridge x 50 Discs with

{15[B)-Ca(SCaftridse

8.39.07

CYCLINt (30 pg) . DO ( 5 Cartridg€ x 50

,_ .._ ._ ll?!:.t *.1!h 99lt'jd€gApplicatorlg.B_oj) ,_ .

l].39.10 CEFAZOttN {30 Fg) - CF ( scartridge x 50

I l)lscs with Cartridge Applicator per Box)
' ri-lgrr i:tto-rrurii tsr-re) Lr'rtscrarid8€* so oir* 

_-l

.,r,/ith Cartrid8e Applicator per Box)*- 
li.:g.r: -':erurr,rr ti rret-ix lscarvioi" *o oiia - r

I ,.. .____ _lg,l! r9!Ilg$ iptlj,9.a!,o-t p9l9o") __ _ l_ __ _lgt!_99illg$ iptlj,9.a!,o-t p9l9o") __ _ J

I 8.39.13 i:EFOpERAZONE {75 pg}'Pz(scartridSe x 50 I

Discs with CartridBe Applicato'per Box) .

.s,jblq :clTo pEinlo ru e / suroa-ruM 1zs y.,g r0 rrgi' l.CS { 5 Cartridge x 5B Discs with Cartridge 
I

L-- 
- - 

:lgp rla !glq! r Box) - --' 8.39,15 ICIFOTAXIME (30 ps)- CX {5 Carrridge x50 
]

i_ _ _ _Discs wlth Cartridge Appligglqr !g Bix) j
8.39.16 CEFPIROME {30 |tg) - CE ( 5 Cartrid8e xso '

8.39.36

pATIFLOXACIN {5 Fg} . Gr ( 5 Cartridge x 50 
i

Dlgcs wiih Cartridse ADDllcator oer Eoxl
5 CartridSe x

ENEM / CIIASTATIN 110 UB + 10 trg) - lS

CIN (3o 
'lC)- 

KA{s Cartridge x 50

!i!]r!9!tjidg€ Ap-icjlg.rle, BjII_- I

LXACIN (s |rgl - lV ( 5 Canridge x 50

lD {30 r.rg) - tl ( 5 Cartrldge x 50
licatof

: * _ _ Discs with Cartridge Appllcator per Boxl 
--l

8.39,17 CEFPODOXIME{10$g}-CO(SCartridgex50'

8.39.18 iCEFPROZII. (30 r.ig) - FP I 5 Cartridge x 50

j!!.SgIIgc_q,.Apglicator per sox) __ j
AZIDIME {30 [8)*CZ(5Cart.idge x 508.39.19 CfF AZIDIME {30 [g)*Cz(5cart.idge x 50 ]

Discs with Cartridge Applicaror per Box) I

mm -F::,:':-':::ii::"t*::::,;:: 
ilolscs with cartridge Appllcator per gox)

t, *---t
0 io t'r L'clTornvarNr /rn,,dl - ED/ c a-rlri.1,dw cn ,, -t3rl1-- hrrrRloioNE {r0 r.fu) . FR( s cartridseN s0

- - - -r?trlyi!! 
!{!rlgse APjlicgtor per 8ox) -,., 8.39.22 KTFUROXIME {30 l.(g)-CR(s Cartridge x 50

*- joi..ly-illc."Jyjgl9 &!"!'l9l9|lS s,!_ 
l

i 8.39.23 ICEPHATEXIN (30 Bg)-CP{5cartridgexso Discs i
i __ ia,lith carlrldge Applicator pC1*god, _ i

COMYCIN (r5 Fg) - LN (5 Cartrldge x 50



Cataloug€ No

s 39.44

I Desc.lptiDn

tulNOcYCLlNt(30u9)-MN( 5cartridge x50

]0lscs with CartridCe Applicaior per gox) Culture Eottles, Pedlatric Size

i 8.39.45
i

i 8.3s.46

8.39.50

I r'.39,s1

8.15,:q37

8.15.038

8.15.039
I s.tr,oo:

.--. !.17 9,94

, -Ui:99s.,
-- r:19.19-

rLOXACIN (5Fg)-Mf (scartridge x50

8.00.18 'RPR Carbon AntiSen {Coarse Grnin) Xit

l1:'::lt'"::'dg: lpJltil"'ri_'_i1 i

8.00,18,I I Carbon Antigen (Fine 6rain) Kir l

RANTOIN (300 pC) -FU (5
(artridge x 50 Discs with Cartridge

'- f'!tii9E$s-qo"l . , -.- --]i 8.39.48 ORTLOXACIN (10p9)-Nr{ sCartridge rso 
l

l0lsc5 with cartridge Applicator per gox)
' 

e .rg.qg rxloxnor., is r.,ei-ori s ci''t'ioiu Go--.

i 8.00.19 :IPHA Kit

8.15.03 2 Vio'et (for Gram Stain)

iodic Acid schifl (PAs) stain Ki!

on Stain (it'Perl

| _ , ll)iscs with Cartridge Apgls'lgfp3l Bo)q. _.- , .- n Y (1% Aqueous)

XACIN {5 l1g)- PF ( 5 Cartridge r 50 osin Y i5% Aqueous)

ryIh q1|!!idge.&gicator per.B.ox). 
_

lCltllN-{( 10 lU}-P6{5Ca rtridsexso
8.15,039 Alcohollc)

8.15.041 Stain (Solution

's Decolouri5er

-_l

r

I

ri,39.52

8.39.S3

L39.63
wlth Ca

with Cartridge Appllcator per Boxl 8.15.042

N{100F9)-PC{SCartridgexS0

8.15.049

uox)

8.3 9.54 AMPIN (5 trg) - RN { 5 Cartridge x 50

with Cartridge Applicator per Box)

oMYclN (3089)-Ro( 5cartridge x

Dlscs with Cart

LPHADIAZIN€ (300p9)-5D {5 CartridBe x
Discs with Ca

(30[g)-TC{5Cartridge x50

8.39.61 LLIN / CLAVUIANIC AclD (75 gg r
[g)-TC (5 Cartridge x 50 Discs with 8,15.019

icator per Box) 8.15.0 32

8.15.037

8.15.038
8.39.63

ICOpLANIN(30FS)-TC{5Cartridgex50 l

5cs with Cartridge Applicator per gox)

rancvcLrnr e pOueFrl.f SC"ruiieJ50 -
scs witn cartridge ApplicJtor per Bo'()

rn Stain Pack

ZN- Kinyoun Stain Pack

8.17,011

8,17.015 3 stain

ryllh q{!{{se lppllletjrp!! BqU

)lXlC ACID {30 gg)-NA{SCartridge x50

LLIN / TAZOBACTAM {100 lr8 + 10

PT ( 5 carlridge x 50 Di5cs with

ARFIOXAClN(5pc)-SP(SCartridgexS0 l

Dlscs with Cartridge Applicator pe,r BoxJ__ j

8.15.017

lioc,.relv^Y{rrr I rlrr I i i

I 8.15.060 'Haematoxylin Harris (vvith Acetic Acid)

i- g-15,oe s r."irt -an siain
f- _- .-- -... 

-..--i 8.15.074 lugol's lodine, 
I

I 8,15,076 Malachite Green (Aqueous)

i-4r5.078 -vuy c*n*"ro stai" lrvroolnJl - I

- ;',. * -;;.. ^;^.;-,^-^.,..^.-.;,...,^-.;^- 
-

i 8.39.57
I

STREPTOMYCIN {10 [gi-sT{5cartridge r 50

. . 8:1,i 
-1-11

8.15.017

yllYj 1q"9"!tl _ -* _

RAMYCIN (1099)-I015 cartridser 50

' 
*Ir, cl,ldc:lptl!'{:i |e' 1"-) _ I

ttHOPRIM(5Bg)-l Rt5Cartridgex50
with Carlridge Applicator per gox) 

I

ITHoiRIM(5r^8)-.] R(scirr|, ogerso -

Glucose Visual Te5t Stri

Dlrect Enzvmatic colorimetric Kit

nicolau siain kit { €A35,8A65, OG6,

r_. 8,a!.09



Lloyds
Register

Certificate cf APPrnval

This i6 to cortiry that the Managament Sy$teln of:

Atlax iMsqjlc{il l-itnit*d
f.r !-l iN.i. :l{ I'r'!5 i!id!l]i'|' l1 '}tl":r"rr':rl ti1:ti'i! i''!ir']ll'r'' 'il:1: "ltr1:f!

hss b6€n epproved by LRQA to tha following slandarft:

iSL:,r i'::,1*,i/ .:lii 1f

Brs6m obaid - Gtobal Head o{ Training tnd lmprovsfiertt geruice$

l*aued bY: LloYd'c Registsr €MEA

lsr snd on b€h8lf of: Uoyd's Register Quality Assurance Limit6d

C.rry*nl is$ * d*14 31 March 2019

F'.tr)r r ,:ale 2? February 2021

"'"lt,ir;;:t rJ!:1r't, 
" 

:':i'' 10182087

t.Ji.i,i!'tr A il l.r!:: I i! ii. t'

lS0 13485 - 28 F€bruarY 20O$

Approvsl numba(Elr lgo 13486 - 0046€33

The scop€ of this appralal ir apBlitable lo:

Se*,gr lt!;r'riar:',i"; oitt's''p'tlt ii l'' '''.t'r i:iit;n:'lr"'i li'*.ti)':irl$ i:trr::1 Kr'11
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