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(—) Class Is (—3RXKE™m)

A020102 —INFUSTION AND IRRIGATION SYRINGES, SINGLE-USE (— Itk

NG WER IR )

A020108 - ENTERAL FEEDING SYRINGES (fiz PN i35 9% 5 8)

A020101 - LOSS-OF-RESISTANCE SYRINGES ({FH /77357 #%)

A070502 - CAPS OR OBTURATORS, PERFORABLE CHJ B3 ()M 7B 3 b #8)

T020603 - MEDICAL USE FACE MASKS, TYPE I (NOT FOR HEALTHCARE

PROFESSTONALS) (EEHEHE, T8 CAREH FETAREEIA GG D

T020604 — MEDICAL USE FACE MASKS, TYPE II AND IIR (EfA ML=, 11 A

A TIR)

A1101 - SAMPLE COLLECTION NEUTRAL SWABS (HFfAKAE T

A99 —-DEVICES FOR ADMINISTRATION, WITHDRAWAL AND COLLECTION — OTHER
CHT &, FRBURIUSCER 82— At

A019001 — BLUNT NEEDLES (fli%t)
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A010180 — NEEDLES FOR INFUSION AND COLLECTION — ACCESSORIES (i
AgEEE L - B

A0704 - SYSTEMS FOR RECONSTITUTION AND (Z4#il4 %%t )
A070199 - ADAPTERS AND CONNECTORS - OTHER (& & Ei )
A070501 - CAPS OR OBTURATORS, NON-PERFORABLE ( ] 53 () i 1~ B3 b1 28 )

(=) Class Im (—JEHNEINREF= M)

A020102 - INFUSION AND TRRIGATION SYRINGES, SINGLE-USE (— k4%
M RER N e

(=) Class IIa (Z=3K/~=M)

A010101 - HYPODERMIC NEEDLES (Jz FyESH4t)

A020102 - INFUSION AND IRRIGATION SYRINGES, SINGLE-USE (—Xik:#ii

A e 2

A010102 - BUTTERFLY NEEDLES CHift4t)

A020106 - INSULIN SYRINGES, SINGLE-USE (JHE&&yESI%s, —kPEEHD

A010105 - NEEDLES FOR COLLECTION UNDER VACUUM (- T-7EEL 4 NUcsEHI%T
So))

A020108 — ENTERAL FEEDING SYRINGES ()i N MEFEV:4T#%)

A010601 - CARPULE NEEDLES (¥ /K%t)

A01010502 - NEEDLES FOR COLLECTION UNDER VACCUM, W/O SAFETY SYSTEMS
(HTERT RN L, MR ZERGD)

A01010501 - NEEDLES FOR COLLECTION UNDER VACUUM, WITH SAFETY SYSTEMS
(HTERZ TWERE L, o2 RS

C010101 - PERIPHERAL I.V. CATHETERS (4hE#E:Ik S5 )

A030201 - EXTENSTONS (ZEKA)

A02010701 - PREFILLED SYRINGES WITH STERILE PHYSIOLOGICAL SOLUTION
AT B A B W TOE 78 7 2 28
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	二、对公司的影响
	MDR，即Medical Device REGULATION(EU) 2017/745，是欧盟最新医疗器械法规，以替代旧版医疗器械指令MDD（93/42/EEC）和有源植入医疗器械指令AIMDD（90/385/EEC）。此前已获得欧盟MDD认证的产品在到期前需申请按照MDR规则认证。MDR法规在技术文档审查、临床评估、上市后监管等各方面提出了更严格的要求，标志着欧盟当局对医疗器械领域监管的加强。
	公司上述部分产品先前已获得欧盟MDD认证，此次获得欧盟MDR认证，表明上述产品符合欧盟最新医疗器械法规要求，具备欧盟市场的最新准入条件，可以持续在相关海外市场合法销售，对公司产品在相应市场的推广和销售起到推动作用。
	三、风险提示
	四、备查文件

