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No. Lab Tests uaadl) a
HEMATOLOGY o> sl silasgl

1 |CBC pladl adl) paad | 1

2 |Blood E.S.R odl) i 5 A8 o | 2

3 |BT,CT A g iy Al cBg and| 3
BIOCHEMSTRY dg gaal) eluasl

4 | Blood Glucose Test ( Fasting) pla JsSela| 4

5 |Blood Glucose Test (Random) Hsie Jessla| 5

6 |Blood Kidney Function Test S iy | 6
SIROLOGY (513 ) AsLid)

7 | ASO Titer G g ol gl Jidas | 7

8 | Rheumatoid Factor 5S ygilag ) Julad| 8

9 |C- Reactive Protein G g IS CRP Jalasi| 9
OTHERS s A

10 | Urine Analysis deadl alad| 10

11 | Stool Analysis ol ddadi] 11
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HEMATOLOGY > silagl)
' | cBe plal) adll gaad | g
2 | Blood ESR ol o fde |
3 |BT,CT AAg iyl cdg gasd |y
4| Blood Sickling pally Adadal) LAY co calsl)
S | Blood Coagulation Profile pll JlSClagabic para | o
6 | Blood Group identification pl) Ascd g |

BIOCHEMSTRY 4y sal) Ll
' | Blood Glucose Test ( Fasting) pla oSl |
Y | Blood Glucose Test (Random) lade JsSsls | )
¥ | HbAIC S Sl gaad |y
¢ | Blood Kidney Function Test sl iy |y
o |Liver Function Tests 28 il g
1 |Cardiac Enzymes Al a3
Y |Lipid Profile R A gaaq
A Blood Enzyme Profile Glag Y de garg )
4 Blood Hormones Profile cligasgl 4o sama
)+ Blood Electrolytes pal) sty
VY gfggdltrycmllron Binding i yal) pasdlg aaall
'Y Blood Amonia Lisa¥) yy
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SIROLOGY (> 3hs0mm) Aclial)
\ | ASO Titer G g gl dadas | g
Y | Rheumatoid Factor S8 gy, s | g
Y | C.Reactive Protein Gfsn ESSCRP Jidad | 3
¢ TPHA AN dad
> |Rubella Mg a3 o
" Brucella S gl Jadad 4
YV [Toxoplasmosis QS g gill Jlay
A Widal Test i gallaall Jlad Jilay

MICROBIOLOGY G G
) |Routine Bacteriology Tests gl e il dllasl g

OTHERS s Al
) [Complete Urine Analysis dalsll Joad) Jlad g
Y (Complete Stool Analysis Jalslh Sl Jlag -y
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1 |Auto Hematology Counter 8 parameters or more adll gasd Glga 1
1 | Auto Clinical Chemistry Analyzer s g 2
1 | Spectrophotometer Uv & Vis e 9998 5 i Jlga 3
1 | Complete ELISAS System Jals A1 15l allad 4
1 | Totalsolid meter for urine Sp Gravity Jaall (B due i) ABUSY (Ll Slga 5
1 | Coagulation System paally JiASl Jal e (bl g 6
2 | Binocular microscope ddnll AU Qg8 g Saa T
1 | Electrical centrifuge 24 tubes 450l 24 A 5 S0 34k g 8
3 | Electrical centrifuge 6- 24 tubes A5 12-6 A 53800 2k g 9
1 | Incubator , electrical iy ¢S ddala 10
1 | Hotair oven electrical R A 11
1 | Analytical balance e Ol e 12
1 | Water bath with thermostat SN aliiay le alea 13
1 | Safety Cabinet Class I daa i al) Jlee S clal Adls 14
1 | Shaker Ja 15
1 | Vortexmixer Ll 16
1 | Stopwatch algidely 17
1 |Bacteriological Loop sterilizer OR benzene burner Gl B ga gl agll alnd 18
2 | Inoculating loops of platinum or chrome with handle caiall pa a9 S ol ity gl 19
1 |Blood cell electric counter for Differential count AL adl) a2 a9 3 ad e g 20
1 |Blood staining Set for Differential Count R AL aal) 2 dSlua pll 21
1 | Domestic Refrigerator ath 20-12 Jallaall Jdad 4535 22
9 |Blood Sample Collection Chair adll cilie vl (o S 23
1 |Rock & Roll Blood Samples Mixer adll cilim! WA 5 5158( 24
3 JAutomatic Variable pipettes 10 - 200 g YooY e v alaa¥l 6 e Akibegil dald 25
3 JAutomatic Variable pipettes 200 - 1000 A asSa e e eaY e alaad) 8 e Al gl Auald 26
yasie P ﬂ\ e sl Jia L,,J\S A g 5 AN Ale liaall jid o8 ) AdlaYU dualia bl Jal g 97
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2=l Dtead) sl N
1 | Cell Dotting Instrument LA bdli jlea | 1
1 | Sera Dotting Instrument poadl AT Slga | 2
1 | Terasaki Trays Rea System Glbl 3518 e | 3
1 | Terasaki Trays Oilier 7 Shal s bl <3 e | 4
1 | Flowcytormeter System G > | 5
1 | Cell Preparation Instrument Gl yuani jga | 6
1 Full ELISA System Jals 1 3al) Sl I
1 | Safety Cabinet Class 11 52 Al diyls | 8
1 | Thermocycler @Al el Jga | 9
1 | Automatic DNA logarithm Syst caasl) I3l Salagigh Sga | 10
1 | DNA Quantization Instrument oaaal) (bl Slea | 11
1 | Refrigerated Centrifuge A g S m sk g | 12
1 | Centrifuge ¢80 b Sl | 13
1 | Micro Centrifuge el 3800 b S | 14
1 | Thawing Water Bath (e alaa | 15
1 | Cooling & Heating Water Bath Bajlad ) A da 2 93 (e alaa | 16
1 | Fine Pipettes Glalaw adh | 17
1 | Refrigerator axdi | 18
1 | Ultra Low Freezer —80 ¢ p80—2axa | 19
1 | Ig Subclasses Identification O sl g gual) o o aill allai | 20
1| Fliorescence Microscope wsfie sl e | 21
1 | Light Microscope G (Aga e | 22
1 | !dentification Instrument Ao el laldaal) iy s Sl 93

Human Leukocytes Ag by DNA 953 paaal) Ao gy
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22l Jleadl aul a
1 |Processing Machine Gl ol Slga | 1
1 Embedding Machine raddl ua g | 2
1 Microtome Machine A bl Slga | 3
1 (Cytospin G s 3S,m kb g | 4

@ G pidall) A5 A g Saa g
1 Cryostat (S bl G 5 3 cbidioal) 5
{(PCR) 4saad) clijad) andy Lalil) 5562Y) @

22| Sleall aul -
1 DeepFreezer (-10t0-87c) (87 — () 70 - ) Aisead) Baana | 1
1 Deep freezer (- 20c) (p20-) “Areadi 3ara | 2
1 [Refrigerator (2-8 ¢) (p8H12)4add | 3
1 |Laminar flow hood (safety cabinet) Olal A | 4
1 |ordinary bench centrifuge sk g | 8
1 |Micro centrifuge i S e )b g | Y
2 Mortex Mixer his | v
1 |Ultra-Refrigerated Centrifuge (20800) Ao yuud) (38 3 yua 5 3S ja 3k g | A
1 hot Plate or water bath le alaa g GALw dily s | 4
1 ispecial equipment for PCR detection dg gaal) by jal) AuiEal) AdalS <) jugas | Ve
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Gl paadl) aladinly ey ¥ Immune-assay ) 3¢l aladiul;
(Rapid test)

Blial) aa giidall gal Bdad g (g pall cilila g cilibud) 4y Jo d3blal) -
COpaidall Jd cra lgale £30Y) 43 gaaa o

3 5
2]l Sleall and a
1 |GasChromatography with head space | 45tada JalSy (g 3tad) A1 sila g S Juaidll Slga
1 (Complete GD/MS ALl Gulibal (g 31 A1 55 9 <1 Jualll g
] Immunoassa}ylnstrumentfor TDM & Lol L ) aiall g ¥l b Jes| 3
drugscreening i
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Structural Organization & Building

() quilad)

Overall

There is sufficient space for the intended
purpose

Gslhall (2l 23 A ola dlia
.] wiﬁ -

General

There is suitable space allocated for patient
reception/waiting area

JLiiy Jawda culia olSa dllia
I ddlaia g o sal)

There is appropriate phlebotomy/sample
collection room

il s pal) cunadd 86 b g

There is suitable space for washrooms
available in compliance with individual
privacy

There is space for specimens’ collection
area

Sliad) paad (lsa Sl

There IS suitable space for o . .
.. i . wgdaid) aslaill Culia (e LA
decontamination/autoclaving/sterilization HEE g d‘;.m\ 2138
available (if done in-house) | ‘
There is a_cle_arly defined Iaboratqry SF?CS saad 1S g 5a3ae cilalica llin
for establishing the FISH operational la sl cieal)

and FISH analysis lab/area

Specific

Cytogenetic and Molecular Genetics

If live samples are to be received, there is
space for tissue culture, harvest & slide
preparation (dropping) room available




daladd) 4y ) ganll
Ol g dalad) daal) 341 59

(el i ) il i il ol

There are clearly defined areas for pre/post
hybridization, analysis and reporting

Designated

There is separation between technical
(“non-clean”) and analysis (clean)
maintained

10

There is an assigned dark room for FISH
based applications available

11

There is separate space for microarray-
based applications allocated

12

There is sufficient and safe space for
chemical storage allocated

13

There is space for Cytogenetics filing
cabinets allocated (unless paper policy is
not applicable)

14

There are separate rooms for DNA
extraction, pre and post-PCR with
appropriate

humidity and pressure controls allocated

15

There is space for NGS-based applications,
space-in-space (bioinformatics, IT, cloud
etc.) available

16

Unidirectional workflow is maintained or
separate rooms (as an alternative) for pre
and post PCR are available
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(ol |t Ml |) e | i o Gl | g0 L
B | Design & Infrastructure Afadl) Al g asasall)
Overall
Provided space design is safe for clinical use ward) aladiud Gl aveaill
General
1 Security access to laboratory sufficiently | — akigdasal g (sl shll z jlia clia
described and maintained Lhilba
Fire exits are clearly described and T w s .
) Aaua) daal) 7 A
2 implemented 39825k Gl g
3| Fire doors are planned or installed BSAg G Al all s
4| Eve wash system is located within the CSba¥) (B 5 A gia (s gard) Juslia
required distance from the working area A sllaal)
= | A safe distance from the roof and storage o) i) (e Adal dalisa dUia
cabinets is maintained LAY qll g2
5 | An emergency communication system is 15 )l Al g i
installed
- | A biohazard waste disposal mechanism is Cr galiill Aiaf g daual g 4,00 Sia
described and available Bkl il
8 | Floor is anti-slip Y M Balias cilua Y
o | Clean/dirty sinks with shields are clarified | Jal Apalia 9 8 gl i ) 9 Juslica
and designed oA
Antl-_V|brat|on benches are mstal_led (as Salian g Aundid i CILELY o
10 | required) and not wooden to avoid botatt st st a
. S glil) adadd ) madld
contamination
Specific
Cytogenetics and Molecular Genetics
11 Working benches and analysis benches are

in compliance with ergonomics
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For microarray, NGS and sensitive
12 | applications, anti-vibration benches are

planned
Clean/non-clean areas are clearly Badaa ALBLY e g Addaill ghlial)

13 (.7 =
indicated and allocated A2 249
Monitors for temperature dependent

14 : i
equipment are planned and installed

C | Lab Equipment lanall g 3 3¢l
Overall
Provided equipment appropriate for pl AL dpuilia 5 3 giall 3 j¢aY)
clinical use g )
General

1 List of equipment/instruments are Clanal) g 5 gl daild 8 g

provided .58 grial)

Clear demarcation between capital and
secondary equipment is described

Capital equipment in duplicate for back-
up is preferable

Provided equipment well known in the B I A8 g ma B A gial) il jugail)
field for clinical/research use wead) aladia) Al g Jeaad) Jlaa

5 | Back-up plan for equipment provided
Specific
Cytogenetics and Molecular Genetics

FISH analysis (microscope with
6 | appropriate digital analysis system) is
available
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Essential equipment for Karyotyping and

ol panill L) 5 3¢l

" | FISH are available B 2 gl
g | Temperature and Gas-dependent Sl e Baainall g 4y ) adl 3 3¢
equipment are available B A gia
9 Equipment for tissue culture room are rapedl) paadl) aa ol & Jugail)
available B A gia
10 | Fume hood is available
11 | Chemical cabinet is available B8 gla Apilpassl) o gal) Bada ) g
12 | Incubators and backup are available B A e clialal)
Essential equipment for molecular . cry g G, &
: | sandll Ll ¥
13 | techniques (e.g., PCR, gPCR, etc.) are i " °i§}u
available )
14 | NGS based equipment are available B8 gla 4l ) ugasl
15 | Sanger sequencer is available
The bioinformatics pipeline including
servers, computer systems for large data
storage and
16 | analysis, in-house or off-the-shelf software
that are established for data processing,
analysis, storage, and management is
available
D | Staffing sidall Jalad) avall jalsl)
Overall

Personnel are qualified for clinical
laboratory services

Sladd aaBil ¢ ola ga ¢y glalal)
PN

General
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Trained phlebotomist or another qualified
individual is available for specimen
collection

Sliad) el Gald 5a Galale Sl

Senior personnel qualifications are clearly
defined and provided

Badaa dllald) (atidal) cMA ‘ga
S Ay

Quialifications of technical personnel are
clearly defined and provided

S A5 g Baraa ALY jalsl) <D 5a

The laboratory director is a qualified
clinical laboratory scientist or pathologist
registered

o) i) B A sa suidall juaa
) aadl)

and licensed by the Yemen Medical
Council as ""Consultant™.

) gudaall e gl i Jang
.éJLA.ﬁMlS uﬁﬁ\i\

Specific

Cytogenetics and Molecular Genetics

For cytogenetics, a minimum of one
technical staff, licensed by the Saudi
Council for Health Specialties as
"'specialists’ or technologists must be
available

For PGD testing, a minimum of one
technical staff, Saudi licensed by the Saudi
Council for Health Specialties as
"'specialists’ or technologists must be
available, and with a minimum of 2-year
experience in PGD.
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For cytogenetics report signing-off, a
minimum of one ""consultant’’ level
cytogeneticist with at least 2-years’
experience in clinical cytogenetics
available, must be available.

For molecular genetics technical staff, at
least one specialist or technologist licensed
by the Saudi Council for Health Specialties
is available.

For molecular genetics report signing-off,
one consultant level or one clinical lab
scientist licensed by the Saudi Council for
Health Specialties with at least 2-years’
experience in molecular genetics is
available

10

For NGS, a bioinformatician available or
licensed analysis platform is available

Quality Control & Lab Management

oaidall 30 gall s

Overall

Laboratory, Procedure Manual (PM),
Quality Assurance (QA) plan, Quality
Management Plan (QMP), and
Organization structure (OC) for clinical
lab must be sufficient in detail and
awareness of QA is sufficient

3agall v ¢ pidall Jerds Ada
BTl JSgd) (33 gadl 3 03] s
A gala B gall ABIEL ¢ il

The laboratory must have a defined
organizational chart, and scope of service.

Gl el JSa 860 O g
A2 g ) g Cladd

The Laboratory has an Initial procedure
manual.

i) Jala Al sal gy
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Laboratory is planning (with
documentation provided) for the
proficiency testing (PT) programs or other
means of external assessments with other
recognized laboratories

B gia (Giligl g yidall & hadadl
P QL YT VY PRPEEN| Pl

Laboratory is planning the necessary
validation processes (as required) before
starting the clinical service

O el reanad Ay kel o 3
(ilatdl) asii g yodall iy gl

Laboratory is aware of the clinical
reporting criteria and its requirements

mlaa Jga 43 aa il gl
Lgtlathia g il 58 63

Clear definition of result requesting &
reporting process, and where applicable,
to define the LIS (or alternative manual)
result management process

ﬁ\g&mb\\gﬁjﬁﬂ\‘g@uﬂ‘#@\
udl) Gﬁcﬂ]SSJ‘J‘gdﬂhﬁﬁ

Plan for staff training and retraining
provided in sufficient clarity and detail

il gl 5 Cpplatal) qu il Aad ia
Adald g dauda) g el

ce 38 sl 4l

slaia — Sl g daladl daual) 3 ) jg ale () gay yola

aY o YedanVeto
duady Lagh DS LT 5 4 gay Jard) Apinal) cilgad) e
OlSd) g dalad) daal) 439
JS siall daaf dda /2]




