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csztéféaafs of c/@-:g (stration

f/jsuy goénwnicﬁsgéstzau, ﬂna., has audited
the _Qua[éty dl/(anagsmsnt éyaﬁm foz dl/(ac[éaa[ Devices:

Leinco Technologies, Inc.
410 Axminister Drive, Fenton, MO 63026 United States

( o’-/s'zeinaﬂm called the Ozganézatéon ) and K&u&y dealanes that @zganézatéon (s (n con/o’mzanaz with:

IS0 13485:2016
This c}?zgistza{:éon (s i zszpsct to the fo[)[’oszg sco/zg:

Design/Development and Manufacture of Human Diagnostic Components and Reagents for Use in
the Medical Device Industry

(Product Category: Reagents and Reagent Products, Calibrators, and Control Materials for: Clinical Chemistry, Immunochemistry (Immunology),
Haematology/Haemostasis/Immunohematology, Microbiology, Infectious Immunology, Histology/Cytology, Genetic Testing)

This (Rs‘gutmtéon is 9wntsa{ iuﬁ/&at to the %gmsm wules governing the c&){gutmh’on zsfsuso[ to a[;ous, and the
Ozganézation. /L)s’zagy covehants wét/i tés 04usumsnt goc[y c[uty to ogis'u]s cm,c[ aom/)[}/ wié/zi t/ﬁs aaic{ 'zu[)si.
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ANSI National Accreditation Board Tel’['y BObOigC President
ACCREDITED i

AN —— S — : Perry Johnson Registrars, Inc. (PJR)
552.%%232‘,5.3'3 M CERTRCATION BODY 755 West Big Beaver Road, Suite 1340
Troy, Michigan 48084

(248) 358-3388
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The Uafa[ity a[ this m:zti/iaate is r{s/zslu[znf wpon ongoing suroeillanze.
Effectioe 'Date: gx/ﬂzation Date: Csztéﬁ'cat& /No.:

July 10, 2025 July 9, 2028 C2025-03891
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