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91 | mM—& 20;?21‘]4%0??08 — UM P v e ol | 2029-05-07
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(2) BEAh™ ShE T

(D3k15 FDASL10K 297 284877 S v i F A

P B TB R FEEAE HIRIRUERT 8] Trade/Device Name BRG] RAUET
1 =% AV 2005-01-06 Y1 XIN Safety Syringe II K042102
2 == IT 2005-08-30 Y1 XIN Sterile Syringe For Single Use 11 K050999
A 025
3 %ﬁf”’q””m =ET 2015-05-18 1.V. Catheter 1l K142797
BEH R
4 =T 2020-12-11 Disposable Medical Face Masks Il K202719
5 =% /N 2021-08-10 SANSIN Tubing Sets for Hemodialysis 1 K202796

@3R3 WHO &7 &350 St E W VF AT

s WEHALZIR FREEME B URIRUER ] Trade/Device Name RHES BFREAEILH
1 =EET 2010-09-02 AD syringe 0.5ml E008/043 2026-05
2 —EET 2013-01-13 AD syringe 0.1ml E008/049 2026-05
3 —EREIT 2010-09-02 RUP 1ml Sanxin E013/057 2026-05
4 =#EET 2013-09-11 RUP syringe 2ml E013/097 2026-05
5 WHO =T 2013-09-11 RUP syringe 5ml E013/098 2026-05
6 =EEIT 2013-12-03 RUP retractable 1ml E013/101 2026-05
7 =T 2013-12-03 RUP retractable 3ml E013/102 2026-05
8 = /i 2013-12-03 RUP retractable 5ml E013/103 2026-05
9 =T 2024-10-21 0.5ml AD syringe E008/104 2026-05

BFR1F CE L2yT St dhiE M vl
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S | REERAR | FEFEE | BXKIRIERE Trade/Device Name RAES
1 =T 2020-08-02 Sterile Infusion Sets for Single Use
2 —EEyY 2020-08-02 Sterile Syringe for Single Use
3 —BRyT 2020-08-02 Sterile Hypodermic Needles
4 = V¥ 2020-08-02 Sterile Intravenous Needles
5 —EZEyY 2020-08-02 Burette Type Infusion Sets for Single Use
6 =T 2020-08-02 Bag Type Infusion Sets with Needles for Single Use
7 —BRyT 2020-08-02 Sterile Transfusion Sets for Single Use
8 =Ry 2020-08-02 Sterile Hemodialysis Blood Circuits for Single Use
9 =% /i 2020-08-02 Extension Lines
10 =% 13 2020-08-02 V. Catheters
11 CE (MDD) =% '3id 2020-08-02 Sterile Insulin Syringes for Single Use HD 601510580001
12 =% AN 2020-08-02 Auto-disable Syringes
13 = /T hd 2020-08-02 Sterile Safety Syringes for Single Use
14 = Ui 2020-08-02 Blood Collection Sets
15 =1 i 2020-08-02 Sterile Dispenser Syringes with Needles for Single Use
16 =% /3 2020-08-02 Sterile Needles for Drug Dissolution for Single Use
17 =% /g 2020-08-02 Urine Drainage Bags for Single Use
18 = Ui 2020-08-02 Disposable Medical Infusion Plasters
19 =1 i 2020-08-02 Sterile Auto-Disable Syringes for Fixed Dose Immunization
20 =1 i 2020-08-02 Infusion Sets with Precision Filters for Single Use with Needles
21 =% /3 2020-08-02 Hemodialysis Concentrates
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S | REERAR | FEFEE | BXKIRIERE Trade/Device Name RAES
22 =T 2020-08-02 Heparin Caps for Infusion
23 —FEIT 2020-08-02 Dialysis Kits for Single Use
24 —BRyT 2020-08-02 Light-resistant Infusion Sets for Single Use with Needles
25 =1 i 2020-08-02 Retractable Auto-disable Vaccine Syringes with Needles for Single Use
26 —EZEyY 2020-08-02 I.V. Catheter Infusion Sets for Single Use
27 =T 2020-08-02 Sharp Injury Prevention 1.V. Infusion Needles for Single Use
28 —BRyT 2020-08-02 Precise Filter Infusion Sets for Single Use with Needles
29 =% Vg 2020-08-02 Positive Pressure 1.V. Catheters
30 =% 3/¥id 2020-08-02 Disposable Oxygen Masks
31 =1 i 2020-08-02 Disposable Nasal Oxygen Cannulas
30 —EE 2020-08-02 Auto Stop Fluid Precision Flllijeerem?mn Sets for Single Use with
33 =% AN 2020-08-02 Accessories Tubing for HDF
34 = /I hd 2020-08-02 Hollow Fiber Haemodialysis Dialysers for Single Use
35 =1 i 2020-08-02 Hemodialysis Powders
36 =% 'Sid 2020-08-02 Sterile Syringes with Integrated Needle for Single Use
37 =% /3 2020-08-02 Disposable Medical Face Masks
38 =% /g 2020-08-02 Surgical Masks
39 R 2020-01-23 HAEMODIALYSIS MACHI\I/II\'IAECfILIRIIéALYZER REPROCESSING C685683
40 | CE (MDR) =BT 2024-12-13 Hollow Fiber Dialyzers
41 =% /i 2024-12-13 Hollow Fiber Hemodialysis Dialyzers iz 20213964
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S | REERAR | FEFEE | BXKIRIERE Trade/Device Name RAES

42 =T 2024-12-13 Auto-Disable Syringes

43 =% /i 2024-12-13 Auto-Disable Syringes for Fixed Dose Immunization

44 =% AN 2024-12-13 Disposable Syringes

45 =N 2024-12-13 Hemodialysis Blood Tubing Sets

46 =HEBEST 2024-12-13 A.V. Fistula Needle Sets

47 =T 2024-12-13 Sterile Hypodermic Needles

48 —BRyT 2024-12-13 Sterile Retractable Safety Syringes for Single Use

49 =Ry 2024-12-13 Precise Filter Infusion Sets for Single Use

50 = /T hd 2024-12-13 Sterile Infusion Sets for Single Use

51 ZEEFRH 2025-08-18 sterile retractable safety syringes for single use

52 ZAEN 2025-08-18 Sterile Hypodermic Needles

53 ZEER 2025-08-18 Sterile Infusion Sets for Single Use

54 ZEER 2025-08-18 Precise Filter Infusion sets for single use

@FRAF oA = 2 T 37 LR ST #8980 a2 IV 7T

5 BEBER FFUE E 4k B IRIRIERT H] Trade/Device Name RHIES BROABIER
1 =% /g / SANSIN A.V. Fistula Needle Sets 20805220537 2027-10-14
2 =EEIT / SANSIN A.V. Fistula Needle Sets 20805320557 2027-10-14
3 Bl J2 7 =3RS / SANSIN Hemodialysis Powders 20805320558 2027-10-14
4 =% /i / SANSIN Hemodialysis Powders 20805320559 2027-10-14
5 =&Y / SANS'B‘i;)‘;;fr‘gf?rb;{nglaeeﬂgfia'VSis 20805320561 2027-10-14

1-1-134




TP = ZZ T BB A R A 7]

[ ANKFRE 6 GURAT R A ) i 0 SR AR U

PS5 REEX FHIEEE B IRIRIUERT ] Trade/Device Name RHAES FRHEARIEH

— ) SANSIN Sterile Hemodialysis Blood

6 =% /g / Circuits for Single Use 20805220549 2027-10-14
— ) SANSIN Hollow Fiber Haemodialysis

7 —ERST / Dialysers for Single Use 20805320570 2027-10-14
— ; SANSIN Hollow Fiber Haemodialysis

8 =% 3/¥id / Dialysers for Single Use 20805320606 2027-10-14
— ) SANSIN Hollow Fiber Haemodialysis

9 =% '3id / Dialysers for Single Use 20805320605 2027-10-14

10 =BT 2024-02-20 A.V. Fistula Needle Sets DM27573E 2029-02-20

1 Fih e = Vg 2024-04-18 Dializador de fibra hueca DM27993E 2029-04-18
— \ 11 L meas de Sangre para Hemodidisis/ 11

12 =FZEIT 2024-11-22 Hemodialysis blood tubing set DM?29663E 2029-11-22

13 o =EEIT 2024-07-11 Sansin Dializador de Fibra Hueca 1963C2024 SSA 2029-07-11

Gl

14 =% 3id 2024-12-17 Sansin hemodialysis blood tubing set 3558C2024 SSA 2029-12-17

15 ZEENH 2025-07-22 Hol low Fiber Hemodialysis Dialyzers 9223036. ABUB115 -

16 21 ZEER 2025-07-22 Hollow Fiber Dialyzers 9223036—ABUB114 -

T H K
17 ZEEST 2025-07-22 A.V. Fistula Needle Sets 9223036—-ABUB112 -
18 ZEEFRH 2025-07-22 Hemodialysis Blood Tubing Sets 9223036—-ABUB113 -
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