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ANNEX VI

COMMUON PRINCIPLES FOR THE EVALUATION
OF DOSSIERS FOR BIOCIDAL PRODUCTS
ASSESSMENT
Effects on human and animal health
Effects on human health

34, When conducting the exposure assessment, special consideration shall be given to
adequately measured, representative exposure data where such data are available.
Where calculation methods are used for the estimation of exposure levels, adequate
models shall be applied.

These models shall:

— make a best possible estimation of all relevant processes taking into account realistic
parameters and assumptions,

— be subjected to an analysis taking into account possible elements of uncertainty,

— be reliably validated with measurements carried out under circumstances relevant for
the use of the model,

— be relevant to the conditions in the area of use.

Relevant monitoring data from substances with analogous use and exposure patterns or
analogous properties shall also be considered.
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Art. 8(2A) inserted by S.I. 2019/720 Sch. 2 para. 68(5)

Art. 8A inserted by S.I. 2019/720 Sch. 2 para. 69

Art. 8A word substituted in earlier amending provision S.I. 2019/720, Sch. 2 para. 69
by S.1. 2020/1567 Sch. 2 para. 24

Art. 9(1)(a) words substituted by S.I. 2019/720 Sch. 2 para. 70(2)(c)

Art. 9(1)(b) words substituted by S.I. 2019/720 Sch. 2 para. 70(2)(d)

Art. 9(1A) inserted by S.I. 2019/720 Sch. 2 para. 70(3)

Art. 12(4) inserted by S.I. 2019/720 Sch. 2 para. 73(d)

Art. 14(4)(a) words substituted by S.I. 2019/720 Sch. 2 para. 75(5)(d)

Art. 14(4)(b) word substituted by S.I. 2019/720 Sch. 2 para. 75(5)(e)

Art. 14(4A) inserted by S.I. 2019/720 Sch. 2 para. 75(6)

Art. 14(4A) word substituted in earlier amending provision S.I. 2019/720, Sch. 2
para. 75(6) by S.I. 2020/1567 Sch. 2 para. 26

Art. 14(5A) inserted by S.I. 2019/720 Sch. 2 para. 75(8)

Art. 17A inserted by S.I. 2019/720, Sch. 2 para. 78A (as inserted) by S.I. 2020/1567
Sch. 2 para. 27

Art. 19(1)(a) words substituted by S.I. 2019/720 Sch. 2 para. 80(a)

Art. 19(4)(a) omitted by S.I. 2019/720 Sch. 2 para. 80(b)

Art. 24A inserted by S.I. 2019/720 Sch. 2 para. 85

Art. 25(1)(a) words substituted by S.I. 2019/720 Sch. 2 para. 86(a)

Art. 25(1)(a) words substituted by S.I. 2019/720 Sch. 2 para. 86(b)

Art. 26(2A)-(2C) inserted by S.1. 2022/1291 reg. 2(2)(a)

Art. 26(3A)(3B) inserted by S.I. 2022/1291 reg. 2(2)(c)

Art. 28(3)-(7) substituted for Art. 28(3)-(5) by S.1. 2019/720 Sch. 2 para. 89(c)
Art. 29(1A)(1B) inserted by S.I. 2022/1291 reg. 2(3)

Art. 29(2)(a) omitted by S.I. 2019/720 Sch. 2 para. 90(4)(b)

Art. 29(2)(b) omitted by S.I. 2019/720 Sch. 2 para. 90(4)(b)

Art. 30(1A)-(1C) inserted by S.1. 2022/1291 reg. 2(4)(b)

Art. 30(2A) inserted by S.1. 2022/1291 reg. 2(4)(d)

Art. 30(4) inserted by S.I. 2022/1291 reg. 2(4)(f)

Art. 55(4)(d) and semicolon omitted in earlier amending provision S.I. 2019/720,
Sch. 2 para. 102 by S.I. 2020/1567 Sch. 2 para. 28(a)

Art. 55(7) Art. 55(9) renumbered as Art. 55(7) in earlier amending provision S.I.
2019/720, Sch. 2 para. 102 by S.I. 2020/1567 Sch. 2 para. 28(c)

Art. 55(7)(8) omitted in earlier amending provision S.I. 2019/720, Sch. 2 para. 102
by S.I. 2020/1567 Sch. 2 para. 28(b)

Art. 55(7) words substituted in earlier amending provision S.I. 2019/720, Sch. 2
para. 102 by S.1. 2020/1567 Sch. 2 para. 28(d)

Art. 58(9) inserted by S.I. 2019/720 Sch. 2 para. 105(6)

Art. 60(4)(5) inserted by S.I. 2019/720 Sch. 2 para. 107(3)

Art. 60(4)(5) words substituted in earlier amending provision S.I. 2019/720, Sch. 2
para. 107(3) by S.I. 2020/1567 Sch. 2 para. 29

Art. 69(2)(c) words omitted by S.I. 2019/720 Sch. 2 para. 115(3)(a)

Art. 69(2)(0) words substituted by S.I. 2019/720 Sch. 2 para. 115(3)(b) (This
amendment not applied to legislation.gov.uk. Sch. 2 para. 115(3)(b) substituted
immediately before IP completion day by S.I. 2020/1567, reg. 1(2), Sch. 2 para. 32)
Art. 69(2)(o) words substituted by S.I. 2019/720, Sch. 2 para. 115(3)(b) (as
substituted) by S.I. 2020/1567 Sch. 2 para. 32

Art. 83A83B inserted by S.I. 2019/720 Sch. 2 para. 125

Art. 83B(1) words substituted in earlier amending provision S.I. 2019/720, Sch. 2
para. 125 by S.1. 2020/1567 Sch. 2 para. 35(a)

Art. 83B(4)-(7) omitted in earlier amending provision S.I. 2019/720, Sch. 2 para.
129 by S.I. 2020/1567 Sch. 2 para. 35(b)

Art. 88(2) words substituted in earlier amending provision S.I. 2019/720, Sch. 2
para. 129 by S.1I. 2020/1567 Sch. 2 para. 36(a)

Art. 88(3)(d) omitted in earlier amending provision S.I. 2019/720, Sch. 2 para. 129
by S.I. 2020/1567 Sch. 2 para. 36(b)
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- Art
2019/720, Sch. 2 para. 129 by S.I. 2020/1567 Sch. 2 para. 36(d)
- Art
para. 129 by S.I. 2020/1567 Sch. 2 para. 36(e)
- Art
by S.1. 2020/1567 Sch. 2 para. 36(c)
- Art
- Art
- Art
- Art
- Art
- Art
- Art
- Art
- Art
- Art
- Art
- Art
135(2)(b) by S.1. 2020/1567 Sch. 2 para. 37
- Art
- Art
applied to legislation.gov.uk. Sch. 2 para. 137 omitted immediately before IP
completion day by virtue of S.I. 2020/1567, reg. 1(2), Sch. 2 para. 38)
- Art
2020/1567 Sch. 4
- Art
- Art
- Art
- Art

88(6) Art. 88(8) renumbered as Art. 88(6) in earlier amending provision S.I.
88(6) words substituted in earlier amending provision S.I. 2019/720, Sch. 2
88(7)(8) omitted in earlier amending provision S.I. 2019/720, Sch. 2 para. 129

89(7) words inserted by S.I. 2022/1291 reg. 2(5)(a)

89(7A)-(7C) inserted by S.I. 2022/1291 reg. 2(5)(b)

89(8) words substituted by S.I. 2022/1291 reg. 2(5)(c)

89(9) words inserted by S.I. 2022/1291 reg. 2(5)(d)

89(9A) inserted by S.1. 2022/1291 reg. 2(5)(e)

89(12) inserted by S.I. 2022/1291 reg. 2(5)(f)

92(1A)-(1C) inserted by S.I. 2019/720 Sch. 2 para. 133

93(a) word substituted by S.I. 2019/720 Sch. 2 para. 134(3)(a)
93(a) words substituted by S.I. 2019/720 Sch. 2 para. 134(3)(b)
93(b) word substituted by S.I. 2019/720 Sch. 2 para. 134(4)
94(1)(a) words substituted by S.I. 2019/720 Sch. 2 para. 135(2)(b)
94(1)(a) words substituted in earlier amending S.I. 2019/720, Sch. 2 para.

95(8) inserted by S.I. 2019/720 Sch. 2 para. 136(6)
95A-95L inserted by S.I. 2019/720 Sch. 2 para. 137 (This amendment not

95A-95N inserted by S.I. 2019/720, Sch. 4 para. 2 (as inserted) by S.I.

95B(4A) inserted by S.I. 2022/1291 reg. 2(6)
95C(4A) inserted by S.I. 2022/1291 reg. 2(7)
95H(4A) inserted by S.I. 2022/1291 reg. 2(9)
95FA and cross-heading inserted by S.I. 2022/1291 reg. 2(8)
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