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| 820. 100 (b)

1SO 13485:2016: 8.2.1, 8.2.5,
8.3.1, 8.5.2, 8.5.3;

TG(MD)R Schl P1 2,

TG(MD)R Sch3 P11.4(3) (a), (b),
(5) (b) (iii), (f);

RDC ANVISA 16/2013: 2.4, 6.5,
7.1.1.3, 7.1.1.4, 7.1.1.5:

MHLW MO169: 55, 57, 60, 63, 64:
21 CFR 820.100(a) (3), 820.100
(a) (4), 820.100(a) (6),

V IS0 13485:2016: 7.1, 7.3.9;

| 21 CFR 820.30(i), 820.30(g)

TG(MD)R Schl P1 2;

RDC ANVISA 16/2013: 2.4,
4.1.10;

MHLWMO169: 26, 36;
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| 820.75(c)

ISO 13485:2016: 4.1.2, 4.1.4,
4.1.6, 4.2.1, 7.1, 7.5.6,
7.5.7;

TG(MD)R Schl P1 2; Sch3
P11.5(4) ;

RDC ANVISA 16/2013: 2.4, 5.6,
7.1.1.4;

MHLW MO169: 5, 6, 26, 45, 46:
21 CFR 820.100(a) (4),

820. 100 (a) (5), 820. 70 (b),

—{ TGOD)R Sch3 P1 1.5 () |

—{ wHLY Mo169: 29 |

IS0 13485:2016: 5.6.2;

TG(MD)R Sch3 P1 1.4(5) (b) (iii);
RDC ANVISA 16/2013: 2.2.6,7.1.1.7;
MHLW MO169:19;

21 CFR 820.100 (a) (7)




