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Talwan Accreditation Foundation

Certificate of Accreditation
(Certificate No - L3062-231023)

This is to certify that

NEWCL Biomedical Laboratory
NEWCL Biomedical Laboratory
8F., No.172, Sec.1, zhongshan Rd., Yonghe Dist., New Taipei City 234, Taiwan (R.O.C.)

is accredited in respect of laboratory

Accreditation Criteria - ISO 15189 : 2012
Accreditation Number + 3062
Originally Accredited - July 10, 2015

Effective Period - July 10, 2021 to July 09, 2024

Accredited Scope * Medical Field, see described in the Appendix

g i

oo Ching-Chang Lien
S —_— President, Taiwan Accreditation Foundation
October 23, 2023
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Certificate No : L3062-231023

Accreditation Number : 3062
Laboratory Head : KU, Chi-Ming

P HE0409 Specific allergen test

Serum

BIOIC Allergy examination (SOP-HE0409)

Testing Site: 1.11F., No.168, Sec. 1, Zhongshan Rd., Yonghe Dist., New Taipei City 234017,
Taiwan (R.O.C.)

F HF0702 HCV viral load examination
Serum, Plasma
HCYV viral load examination (SOP-HF0702)

PP HF0703 HBYV viral load examination
Serum, Plasma
HBYV viral load examination (SOP-HF0703)

P HF0732 Hepatitis C virus (HCV) genotyping test
Serum, Plasma
HCV Genotype examination (SOP-HF0799-01)

P HJ0106 Fragile X Syndrome Genetic Testing-FMR1 Gene

Blood

Standard Operation Procedure for Fragile X Syndrome Genetic Testing-FMR1 Gene
(SOP-HJ0106-02)

Testing target: FMR] gene

Testing Site: 1.11F., No.168, Sec. 1, Zhongshan Rd., Yonghe Dist., New Taipei City 234017,
Taiwan (R.O.C.)

V HJ0106 Huntington's Disease Genetic Testing

Blood

Standard Operation Procedure for Huntington's Disease Genetic Testing-HTT Gene (SOP-
HJ0106-03)

Testing target: H7T gene

Testing Site: 1.11F., No.168, Sec. 1, Zhongshan Rd., Yonghe Dist., New Taipei City 234017,
Taiwan (R.O.C.)

P HJ0106 Spinal Muscular Atrophy Genetic Testing-SMN Gene

Blood

Standard Operation Procedure for Spinal Muscular Atrophy Genetic Testing-SMN Gene
(SOP-HJ0106-01)

Testing target: SMN/ gene, SMN2 gene

Testing Site: 1.11F., No.168, Sec. 1, Zhongshan Rd., Yonghe Dist., New Taipei City 234017,
Taiwan (R.O.C.)

PP HJ0199 Folate Metabolism Genetic Testing-MTHFR Gene

Blood

Standard Operation Procedure for Folate Metabolism Genetic Testing-MTHFR Gene (SOP-
HJ0199-01)

Testing target: MTHFR gene

Testing Site: 1.11F., No.168, Sec. 1, Zhongshan Rd., Yonghe Dist., New Taipei City 234017,
Taiwan (R.O.C.)
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Certificate No ' L3062-231023

P HJ0199 Non-Invasive-Fetal-Trisomy Test (NIFTY)

Blood

Standard Operation Procedure for Non-Invasive-Fetal-Trisomy Test (NIFTY) (SOP-HJ0199)

Testing target: The 22 pairs of chromosomes in human

(1) Twins NIFTY (3 Items)

Trisomy 21, Trisomy 18, Trisomy 13

(2) Single Birth NIFTY (7 Items)

Trisomy 21, Trisomy 18, Trisomy 13, Monosomy X, Trisomy X (XXX) , XXY Syndrome

(XXY), XYY Syndrome (XYY)

(3) Single Birth NIFTY (39 Items)

Trisomy 21, Trisomy 18, Trisomy 13, Trisomy 9, Trisomy 16, Trisomy 22, Monosomy X,

Trisomy X, XXY Syndrome, XYY Syndrome, Chromosome 1p36 deletion syndrome,

Chromosome 2q33.1 deletion syndrome, Cri-du-chat syndrome, Langer-Giedion syndrome,

DiGeorge syndrome complex 2, Jacobsen syndrome, Angelman syndrome, Prader-Will

syndrome, Chromosome 16p12.2-p11.2 deletionsyndrome, Smith-Magenis syndrome,

Chromosome 18q deletion syndrome, DiGeorge syndrome complex 1, Other

duplication/deletion syndromes (= 10 Mb) , Other autosomal Trisomies

(4) Single Birth NIFTY (111 Items)

Trisomy 21, Trisomy 18, Trisomy 13, Trisomy 9, Trisomy 16, TriSomy 22, Monosomy X,

Trisomy X, XXY Syndrome, XYY Syndrome, Chromosome 1p36 deletion syndrome,

Chromosome 2q33.1 deletion syndrome, Cri-du-chat syndrome, Langer-Giedion syndrome,

DiGeorge syndrome complex 2, Jacobsen syndrome, Angelman syndrome, Prader-Will

syndrome, Chromosome 16p12.2-p11.2 deletionsyndrome, Smith-Magenis syndrome,
hromosome 18q deletion syndrome, DiGeorge syndrome complex 1, Other autosomal

Trisomies, Chromosome 1p31 duplication syndrome, Chromosome 1p32-p31 deletion

syndrome, Chromosome 1q41-q42 deletion syndrome, Chromosome 2p12-p11.2 deletion

syndrome, Chromosome 2p16.1-p15 deletion syndrome, Split-hand/foot malformation 5,

Chromosome 2q31.1 duplication syndrome, Chromosome 2q35 duplication syndrome,

Holoprosencephaly 6, Chromosome 3pter-p25 deletion syndrome, Chromosome 3q13.31

deletion syndrome, Dandy-Walker syndrome, Chromosome 3q29 deletion syndrome,

Chromosome 3q29 duplication syndrome, Wolf-Hirschhorn syndrome, Chromosome 4q21
deletion syndrome, Chromosome 4q32.1-q32.2 triplication syndrome, Chromosome 5q12
deletion syndrome, Chromosome 5q14.3 deletion syndrome, Chromosome 6pter-p24
deletion syndrome, Chromosome 6q11-q14 deletion syndrome, Chromosome 6q24-q25
deletion syndrome, CHDM (Chordoma) , Chromosome 7q deletion, Chromosome 7q11.23
deletion syndrome, Chromosome 7q11.23 duplication syndrome, Chromosome 8p23.1
deletion syndrome, Chromosome 8p23.1 dur ication ?ndrome, Chromosome 8q12.1-q21.2
e

deletion syndrome, Chromosome 8q22.1 deletion syndrome, Chromosome 8q22.1
duplication syndrome, Chromosome 9p deletion syndrome, Chromosome 10q22.3-q23.2
deletion syndrome, Chromosome 10q26 deletion syndrome, Potocki-Shaffer syndrome,
WAGR syndrome, WAGRO syndrome, Chromosome 12q14 microdeletion syndrome,
Chromosome 13q14 deletion syndrome, Chromosome 14q11-q22 deletion syndrome, Frias
syndrome, Chromosome 15q11-q13 duplication syndrome, Chromosome 15q14 deletion
syndrome, Chromosome 15q25 jeletion syndrome, HCD (Congenital diaphragmatic
hernia) , Chromosome 15q26-qter deletion syndrome, Levy-Shanske syndrome,
Chromosome 16p deletion syndrome, Chromosome 16p13.3 deletion syndrome,
Chromosome 16p12.2-p11.2 microduplication syndrome, Chromosome 16q22 deletion
syndrome, Potocki-Lupski syndrome, Yuan-Harel-Lupski syndrome, Chromosome 17p13.3
deletion syndrome, Chromosome 17p13.3 duplication syndrome, Chromosome 17q12
deletion syndrome, , Chromosome 17q12 duplication syndrome, Chromosome 17qg21.31
duplication syndrome, Chromosome 17q23.1-q23.2 deletion syndrome, Chromosome 18p
deﬁetion syndrome, Chromosome 19q13.11 deletion syndrome

Holoprosencephaly 1, Cat-Eye syndrome, Chromosome 22q11.2 deletion syndrome,
Chromosome 22q11.2 duplication syndrome, Chromosome Xp21 deletion syndrome,
Chromosome Xp11.23-p11.22 duplication syndrome, Chromosome Xp11.3 deletion
syndrome, Chromosome Xq21 deletion syndrome, Chromosome Xq22.3 telomeric deletion
syndrome, Chromosome Xq27.3-q28 duplication syndrome, Chromosome Xq28 deletion
syndrome, Other duplication/deletion syndromes (=5 Mb)
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