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Annex B

Bf ¢+ B

Pharmacy and Poisons (Amendment) Bill 2019
(019 FHEHMERBE (BEDBRGAEE)

Committee Stage Amendment Proposed by the Government
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Mark-up Version

BRRRAE

Regulation 39 amended (period of keeping of records)
Regulation 39, heading—

()

(2)

©)

(4)

()

Repeal

“Period of keeping”

Substitute

“Keeping and transfer”.

Regulation 39—

Renumber the regulation as regulation 39(1).
Regulation 39(1)—

Repeal
“All—"
Substitute

“Subject to paragraph (2), all—".
Regulation 39(1)(e)—

Repeal
“all”.

After regulation 39(1)—

Add

“(2) For an advanced therapy product—

(@)

(b)

all books, records and documents required to be kept or retained in respect of the product
under regulations 28 and 35(1)(a), (b), (c), (ca) and (h) (specified documents) must be
preserved by the relevant licensed wholesale dealer or licensed manufacturer (specified
person) for a period of 30 years after the expiry date of the product;

if, before the period referred to in subparagraph (2) expires-the-specifiedperson—

(i) for a specified person that is a natural person—the specified person becomes bankrupt
or enters into a voluntary arrangement as defined by section 2 of the Bankruptcy

Ordinance (Cap. 6) with the person’s creditorsbecemes-insehvent-or-bankrupt; or

(ii) for a specified person that is a company as defined by section 2(1) of the Companies
Ordinance (Cap. 622)—the specified person is commenced to be wound up or is
dissolved without being wound uphas—entered—into—a—voluntary—arrangement—as

Ordinanee N6l \with tha cna a)
V—HCHd oot O D




(©)

the specified person must transfer the specified documents to the Board as soon as
practicable after the event mentloned in sub- subparaqraph (i) or (ii) occursthe-specified
! aFFa ; and

if, before the period referred to in subparagraph (a) expires, the specified person ceases to
operate as a licensed wholesale dealer or licensed manufacturer, the specified person must
transfer the specified documents to the Board within 14 days after the cessation.”.
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