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https://www.mdd.gov.hk\nn[>Zmz

醫療器械科

電話：3107 8484

傳真：3157 1286

電郵：mdd@dh.gov.hk
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Medical Device Division
Tel : 3107 8484
Fax : 3457 1286
Email : mdd@dh.gov.hk https://www.mdd.gov.hk



192D 2B6 <:89Dq32C65 4?C=6D:4 @B?465EB6Cz

H[YZf0TSeWV Uae_Wf[U bdaUWVgdWe SUZ[WhW TWSgf[Xk[`Y WXXWUfe ^[]W e][`

dW\ghW`Sf[a`/id[`]^W dW_ahS^ S`V b[Y_W`fSf[a` dWVgUf[a` Tk Sbb^k[`Y a`fa

fZW e][` egdXSUW UWdfS[` ][`Ve aX ^[YZf TWS_e h[S ^[YZf0TSeWV Wcg[b_W`f egUZ

Se ^SeWd ad [`fW`eW bg^eWV ^[YZf -FLH. SbbSdSfge S`V _S][`Y geW aX fZW ZWSf

W`WdYk fdS`eXad_WV Xda_ fZW STeadTWV ^[YZf W`WdYk fa VWefdak g`e[YZf^k

e][` f[eegWe egUZ Se ZS[d Xa^^[U^We/ T^aaV USb[^^Sd[We S`V b[Y_W`fe1

/C6C ?7 <2C6B 2>5 *-+y

s t

N][` USdW egUZ Se
e][` dW\ghW`Sf[a`/

f[YZfW`[`Y aX
e][` badWe/

VWb[Y_W`fSf[a` aX
XdWU]^We/ WfU

ES[d dW_ahS^
Qd[`]^W dW_ahS^

OSffaa dW_ahS^

N][` dWegdXSU[`YNUSd dWh[e[a`

ES[d dW_ahS^

N][` USdW egUZ Se
e][` dW\ghW`Sf[a`/

f[YZfW`[`Y aX
e][` badWe/

VWb[Y_W`fSf[a` aX
XdWU]^We/ WfU

*-+

-B:>4:@<6

+2C6B

F`fW`eW TWS_e aX Z[YZ^k

UaZWdW`f S`V _a`aUZda_Sf[U

^[YZf W_[ffWV Tk ^SeWd SbbSdSfge

SdW Sbb^[WV a`fa e][` f[eegWe

fa SUZ[WhW VWe[dST^W fdWSf_W`f

WXXWUfe1

@k _S][`Y geW aX S `a`0

UaZWdW`f TdaSVTS`V ^[YZf

X^SeZ[`Y ekefW_/ S eWf aX `a`0

UaZWdW`f [`fW`eW TWS_e aX

ebWU[X[U iShW^W`YfZe SdW

bdaVgUWV1 ? X[^fWd [e b^SUWV [`

Xda`f aX fZW X^SeZ^S_b fa efab

TWS_e aX g`iS`fWV ^[YZf iShWe

S`V bWd_[f a`^k TWS_e

VWe[dST^W Xad fZW fdWSf_W`f fa

bSee fZdagYZ1

vx{yz

uwv



***r,D96B 5:C?B56BCp :>4<E5:>8y

41 E[degf[e_

51 P[dS^ iSdf

61 ?U`W eUSd

71 EkbWdfdabZ[U eUSd 2 ]W^a[V

81 RS`fZW^Se_S

**r-:8=6>D2D:?> 5:C?B56BCp :>4<E5:>8y

41?Ucg[dWV T[^SfWdS^ `SWhge aX KfS0^[]W _SUg^We 0 ?@JKI 2 Ead[,e `SWhge

51 ASXW0Sg0^S[f _SUg^We

61 HW`f[Y[`We

71 IW^S`aUkf[U `SWhge

81 IW^Se_S 2 AZa^Se_S

91 JSWhge aX KfS

:1 NWTaddZaW[U ]WdSfae[e

u vl

|? H?E 92F6 D96 7?<<?G:>8 4?>5:D:?>C
D92D 2B6 >?D CE:D23<6 7?B <:89Dq32C65
4?C=6D:4 @B?465EB6Cz

HaUS^ ad YW`WdS^[lWV
[`X^S__Sfadk

V[eadVWde/ WebWU[S^^k
[`X^S__Sf[a` aX
XSU[S^ e][` egUZ Se

T^[efWde

F_bS[dWV
[__g`[fk

LdWV[ebae[f[a` fa
]W^a[V Xad_Sf[a`

LZafaeW`e[f[h[fk

MWUW`f geW aX
bZafaeW`e[f[hW

VdgYe
?`j[Wfk `Wgdae[e AaSYg^Sf[a`

V[eadVWde

LdWY`S`Uk Cb[^Wbek
MWUW`f
eg`Tgd`

vl

Y
V[eadVWde

MWUW`f
eg`Tgd`

{B6 D96B6 2>H C;:> 4?>5:D:?> G9:49 C9?E<5 7:BCD 36
=2>2865 3H B68:CD6B65 =65:42< @B24D:D:?>6BCz

OZW Xa^^ai[`Y e][` Ua`V[f[a`e eZag^V TW V[SY`aeWV Tk dWY[efWdWV _WV[US^

bdSUf[f[a`Wde X[def fa iad] agf fZW Sbbdabd[SfW fdWSf_W`f b^S`e=

*r 02C4E<2B 5:C?B56BCp :>4<E5:>8y

41?`Y[a]WdSfa_S

51 ASb[^^Sdk ZSW_S`Y[a_S

61 AZWddk S`Y[a_S

71 Ladf0i[`W efS[`

81?U`W daeSUWS 2Q[`W WdkfZW_S 2 MaeSUWS

91 Nb[VWd JSWhge

:1OW^S`Y[WUfSe[S

NgebWUfWV
VWd_Sfa^aY[US^
_S^[Y`S`U[We



w x

192D 2B6 D96 C:56q67764DC 2>5 B:C;C ?7 <:89Dq32C65
4?C=6D:4 @B?465EB6Cz

Laee[T^W e[VW0WXXWUfe [`U^gVW bS[`/ T^[efWd Xad_Sf[a`/ dWV`Wee S`V eiW^^[`Y/

eUST Xad_Sf[a`/ ZkbWdb[Y_W`fSf[a` ad dWV _Sd]e1 CjUWee[hW ^[YZf W`WdYk

WjbaegdW _Sk USgeW e][` Tgd` ad bWd_S`W`f eUSdd[`Y1 B[dWUf WjbaegdW

aX fZW WkWe fa WjUWee[hW ^[YZf W`WdYk _Sk WhW` dWeg^f [` h[egS^ ^aee1

.B256 .6CD 7?B D96 *>D6>C6 -E<C65 +:89D n*-+o
}AE:@=6>D ,@6B2D?B

OZWPaUSf[a`S^ OdS[`[`Y Aag`U[^ -POA. X[def ^Sg`UZWe fZWOdSVWOWef Xad fZW

F`fW`eW Lg^eWV H[YZf -FLH. Ccg[b_W`f KbWdSfad [` 533: Xad ha^g`fSdk
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