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NIMGENETICS, GENOMICA Y MEDICINA, S.L.

Direccion / Address: Avenida Isla Graciosa, 3 - Planta Baja 28703 San Sebastian de los Reyes (Madrid)
Norma de referencia / Reference Standard: UNE-EN 1SO 15189: 2013
Actividad/ Activity: Laboratorio clinico (medical laboratory)
Acreditacion / Accreditation n2: 1212/LE2336

Fecha de entrada en vigor / Coming into effect: 29/07/2016

ALCANCE DE LA ACREDITACION

SCHEDULE OF ACCREDITATION
(Rev./Ed. 9 fecha / Date 06/10/2023)

GENOIMICA/ GENOMUCS c.eeveeeeeeeeeeeeseresesesessesssessssssesssesssessssssssssesssesssessssssssssesssesssessssssssssesssesssessanes 1

GENOMICA/Genomics

ESPECIMEN / MUESTRA

Specimen/Sample

PRUEBAS/ESTUDIOS
EXAMINATIONS

Método
Method

PROCEDIMIENTO
(método comercial, procedimiento
interno, protocolos reconocidos,
equipos)

PROCEDURES
(commercial methods, in-house
methods, recognized protocols,

equipment)

Sangre, ADN extraido de
sangre

blood, DNA from blood

Deteccion de alteraciones genéticas por cambio en
numero de copias de ADN (CNVs) relacionadas con
retraso mental y sindromes polimalformativos
mediante Hibridacién Gendmica comparada con array
CGH (postnatal, 60K)

Detection of genetic alterations due to copy number
variations (CNVs) related with mental retardation and
polimalformative syndromes, using Compared Genomic
Hybridation with array CGH (postnatal, 60K)

Procedimiento interno

Internal procedure.

KaryoNIM® Postnatal 60K

PG0501 Ed.5
PG0601 Ed.8
PG0701 Ed.6
PG0801 Ed.7

Deteccion de alteraciones genéticas por cambio en
numero de copias de ADN (CNVs) relacionadas con
retraso mental, sindromes polimalformativos vy
regiones de interés neuro pedidtrico mediante
Hibridacion Gendmica comparada con array CGH
(postnatal, 180K)

Detection of genetic alterations due to copy number
variations (CNVs) related with mental retardation,
polimalformative syndromes, and regions of neuro pediatric
interest by Genomic Hybridization compared with CGH array
(postnatal, 180K)

Procedimiento interno

Internal procedure.

KaryoNIM® Postnatal 180K
Autismo

PG0501 Ed.5
PG0601 Ed.8
PG0701 Ed.6
PG0801 Ed.7
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PROCEDIMIENTO
(método comercial, procedimiento

PRUEBAS/ESTUDIOS interno, protocolos reconocidos,
ESPECIMEN / MUESTRA EXAMINATIONS equipos)
Specimen/Sample Método PROCEDURES
Method (commercial methods, in-house
methods, recognized protocols,
equipment)
Sangre, Estudio de variantes (SNVs, Indels, CNVs) en | Procedimientos internos (2)
Saliva linea germinal (postnatal): In-house methods
ADN extraido de las - Ezomadcl|n;coa(jlc|rl|g|<:!o mediante paneles de genes | pGo501 Ed.5
muestras anteriores octa o? ] P f).o.glas ., . PG0603 Ed.6
- Exoma clinico dirigido segun fenotipo PG0703 01 Ed.4
Blood, - Exoma clinico Trio PRPG0703-02 Ed.4
Saliva Study of variants (SNVs, Indels, CNVs) in germinal line | PRPG0O703-04 Ed.5
DNA extracted from the (post-natal): N . PRPG0803-01 Ed.3
above samples - Directed clinical exome by gene panels associated to PRPG0803-02 Ed.2
pathologies PRPG0803-03 Ed.2

- Directed clinical exome by phenotype

- Clinical Trio exome
e  Cardiovascular/ cardiovascular (1)
e  Endocrinoldgica/ endocrinological (1)
e Nefroldgica/ nephrological (1)
e Neuroldgica/ neurological (1)
e Neuropediatrica/ neuropediatric (1)
e  Oftalmoldgica/ ophthalmologic (1)

Secuenciacidén Masiva en Paralelo (NGS) del exoma
clinico (CES) por terminacion reversible ciclica

Next Generation Sequencing (NGS) of clinical exome by
cyclical reversible termination

Técnicas de confirmacion: Sanger, array y MLPA.

Confirmation techniques: Sanger, array and MLPA

(1) Alcance flexible: el laboratorio puede incorporar nuevas pruebas dentro de la categoria y dispone de una lista de anélisis
acreditados a disposicion del cliente de acuerdo con NT-48.

(1) Flexible scope: the laboratory can incorporate new tests within the category and has a list of accredited analyses available to the customer in
accordance with NT-48.

(2) Alcance flexible: el laboratorio puede cambiar los equipos/kits y dispone de una lista de andlisis acreditados a disposicion del
cliente de acuerdo con NT-48.

(2) Flexible scope: the laboratory can change the equipment/kits and has a list of accredited analyses available to the customer in accordance with
NT-48.

Accreditation will remain valid until notification to the contrary. This accreditation is subject to modifications, temporary suspensions and withdrawal. Its validity can be confirmed at
www.enac.es
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PRUEBAS/ESTUDIOS
ESPECIMEN / MUESTRA EXAMINATIONS PROCEDIMIENTO
PROCEDURES
Specimen/Sample Método
Method

Sangre, ADN extraido del | Cribado de aneuploidias fetales (cromosomas 13, 18, | Método CE-IVD
plasma 21, X e Y) y determinacién del sexo fetal en sangre CE-IVD method
materna por secuenciacion masiva NGS
NIFTY® (Non-Invasive Fetal
TrisomY test)

Screening for fetal aneuploidies (chromosomes 13, 18, 21, X | MGISP-960 Automated Sample
and Y) and determination of fetal sex in maternal blood by | Preparation System

NGS massive sequencing DNBSEQ-G400 sequencer
NIFTY Software anélisis
bioinformatico

Blood, DNA from plasma

PG0602

PRPG0602-01
PRPG0602-02
PRPG0602-05
PRPG0602-06
PRPG0702-01
PG0802
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