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ECCERTIFICATE

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex I

(Excluding Section 4)

M.2021.106.14365-1 Desingn Examination Certificate Was Prepared for Class Il Products Defined in This Certificate.

Company Name

Company Address

Related Directives@nd Annex

Product

Certificate Number
Report Number

Initial Assessment Date
Registration Date
Revision Date /No
Expiry Date

UDEM hereby declares that the requirements of Annex Il, excluding section 4 of the 93/42/EEC Directive have be
met for the listed products. The above named manufacturer has established and applies a quality assurance system,
which is subject to periodic surveillance audits, defined by Annex II, section 5 of the forementioned directive. According
to Annex II, section 4 an EC design- examination certificate is required for placing the Class Il devices on the market.
UDEM's responsibility for class | devices covered by the EC sertificate is limited to manufacturing issues related fo
safeguarding and maintaining sterile conditions, if the device is sterile; and manufacturing issues related to product’s
conformity with metrological requirements, if it has measurement function. This certificate remains as the property of
UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must be returnedupon
request. The above named company and UDEM must keep a copy of this certificate for 5 years from the registration
of the certificate. Usage of the CE mark is under the responsibility of the manufacturer with thecompletion of EC

: Beijing Target Medical Technologies, Inc., Ltd.

:No. 60, Shunren Rd. Shunyi District, Beijing 101300, P.R. China

(Excluding Section 4)

- Class lI

1 60879

Product Types are aftached.

1 M.2021.106.14365

- MD.3969.1
£ 26.11.2020 Fwﬂrfeqo %nc eifcor
-10.03.2021 entre Industry

:27.05.2024

Declaration of Conformity. The above mentioned company must notify all changes relatedwith the approved product
to UDEM. If UDEM will not renew the expiry date of this certificate in question, thementioned

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76
E-mail: info@udemltd.com.tr  www.udem.com.ir




This document containing 2 (two) pages is the Annex of the Certificate with the number

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S
Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:10 Umitkdy — Cankaya — ANKARA

\ R M.2021.106.14365 and with the registration date of 10.03.2021 issued for “Beijing Target
re, Medical Technologies, Inc., Ltd.” by UDEM Uluslararasi Belgelendirme Denetim Egitim
LA Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292
UDEM according to 93/42/EEC Medical Devices Directive.
No.
N Blue |Y-introd{Hepa|.. .
Name He{;ﬁgﬁg” Guide wire| Dilator In;r:e(ijtiger introducer| ucer | rin Syreln Nf:d S(zjlp
Model syringe | Needle | cap g
Spec N | Spec | N | Spec | N| Spec | N N Spec/|N| N | N | N | N
1 | TGHCBSJ2-115-13 [11.5F-[ S|, [0.038* . .
> T Tonceeie1s | 13 (cl1l| eo |1 [12F*14 1 /18G*7| 1 1 Il 2111
3 | TGHCBSJ2-115-16 [11.5F-| S| . [0.038*
4 | TGHCBCI2-115:16 | 16 [C| 1| 6o |1 [F2F™4 1 |18CT7| 1 ! o e e
5 | TGHCBSJ2-115-20 [11.5F-[ S|, [0.038* . N
s T Tonceoiisao | 20 (cl1l| eo |1 [2F*14 1 /18G*7| 1 1 Il 2111
7 | TGHCBSJ2-12-13 S|, [0.038*| , [12.5F* .
8 T ToncBeho1s 132F18Ma1 1| 60 | 1| 14 |1 [18G*7|1 1 I {12 (1]1]|1
9 [ TGHCBSJ2-12-16 | S|, [0.038*]  [12.5F* .
10 ToRcBc 1216 112K 16Ma1 | g0 | 1| s |1|18G*7| 1 1 I (12111
11| TGHCBSJ2-12-20 S|, [0.038*| , [12.5F* .
5T ToRcBCI1o20 12F20ra1 L | o | 1] s |1 |18G*7| 1 1 I {12 (1]1]|1
13| TGHCBSJ3-12-13 | S|, [0.038% , [12.5F* .
1T TorcBoa s 2R 181l | o |1 qa |1 [18G*7| 1 1 Il 3111
15| TGHCBSJ3-12-16 S|, [0.038*| , [12.5F* .
16 ToRcBCI1o1s 112K 16ra1 | g0 | 1| s |1|18G*7| 1 1 Il 3111
17| TGHCBSJ3-12-20 | S|, [0.038% , [12.5F* .
18T ToRcBCIE 220 112F 2011 | Tgo | 1| 14 |1 [18G*7| 1 1 I (13111
19 | TGHCBSJ2-115-13D [11.5F-| S | . [0.038*| . [10F*14[ 1 [ .,
20| TGHCBCI2-11513D | 13 [c| 1| 60 | ! [oraa 1 18C77| 1| 1 izt
21 | TGHCBSJ2-115-16D [11.5F-| S | ., [0.038*| ., [10F*14[ 1 ., .,
22 [ TGHCBCJ2-115-16D | 16 [C|*| 60 | ! jroF=14 1 *8C77| ! ! Pzt
23 | TGHCBSJ2-115-20D [11.5F-[ S| . [0.038*| . [10F*14] 1
24| TeHCBCI2-115200 | 20 [c| Y| 60 |t [oFr1q[1]28C™7| 2 ! et
25| TGHCBSJ2-12-13D S| [o038+|  [LOF*14 1]
_ . * *
26| 1oucBCI2-12-130 |F2F13[Cl 1| g |1 12iiF 1 |186*7| 1 1 Il 2111
27 | TGHCBSJ2-12-16D S| oosgs| [HOF 14 1]
_ . * *
28| 1oncBCI-12-16D [12F16[C| 1|76y | 1 12iiF 1 |18G*7| 1 1 Il 2111
29 | TGHCBSJ2-12-20D 1S | [oo038+  [LOF*14 1]
_ . * *
30| toHeBCI-12200 |F2F20[C |1 (g |1 12i54F 1 |186*7] 1 1 Il 2111
31| TGHCBSJ3-12-13D S| [o03g+|  [LOF*14] 1]
_ . * *
32| 1oncBCis12-130 12F18[C| 1|7y |1 12iiF 1 |186*7| 1 1 I (131111
33| TGHCBSJ3-12-16D S| oosgs| [OF*14 1]
_ . * *
34| 1oHeBCIa-12-16D [12F16[C| 1|y |2 12iiF | |18G*7| 1 1 I {713 1]1]|1
35 | TGHCBSJ3-12-20D S| [o038+|  [LOF*14 1]
_ . * *
36 | ToHeBCIs-12200 [12F20[C| 1|7y |1 12iiF 1 |186*7| 1 1 I (131111
37 | TGHCBSJY2-115-13 [11.5F-| S|, [0.038* . 18G*
38| TGHCBCIY2-11513 | 13 [c| | eo |P[fF 4L /| 1 a2t
39 | TGHCBSJY2-115-16 [11.5F-| S | , [0.038* . 18G*
a0 TGHCBCIY2-11516 | 16 |[c] | e0 || 1 |/ / ANEE
41| TGHCBSJY2-115-20 [11.5F-| S|, [0.038* . 18G*
42 | TGHCBCIY2-11520 | 20 ||| 60 |1[2F 4L /1 |/ / ANEAEE R
43| TGHCBSJY2-12-13 S|, |0.038*[ , [12.5F* 18G*
24| ToHCBCYV2-1213 [ Bt e [t e (Y T M P Tt 22 ]
45| TGHCBSJY2-12-16 S|, |0.038* , [12.5F* 18G*
26 | Toncecivziz-ie |2 el 60 |t 1a |1 [ |/ ! L2 el T
-
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This document containing 2 (two) pages is the Annex of the Certificate with the number

ot M.2021.106.14365 and with the registration date of 10.03.2021 issued for “Beijing Target
ré, Medical Technologies, Inc., Ltd.” by UDEM Uluslararasi Belgelendirme Denetim Egitim
LA Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292
UDEM according to 93/42/EEC Medical Devices Directive.
47 [ TGHCBSJY2-12-20 S 0.038*| , [12.5F* 18G*
48| TGHCBCIY2-12-20 |-2F20r¢] 60 14 |1 7 111
49 | TGHCBSJY3-12-13 S 0.038*| , [12.5F* 18G*
50| TGHCBCIY3-12-13 |22 (¢t 60 14 |1 7 111
51| TGHCBSJY3-12-16 S 0.038*| , [12.5F* 18G*
52 | TGHCBCIY3-12-16 -2 20c 1| 60 14 |1 7 111
53 | TGHCBSJY3-12-20 S 0.038*| , [12.5F* 18G¥
54| TGHCBCJY3-12-20 |-2F201¢] 60 14 |1 7 1!
55 [ TGHCBSJY2-115-13D [11.5F-[ S |, [0.038*| . [10F*14] 1 | 18G* 1|
56 | TGHCBCJY2-115-13D| 13 |C 60 12F*14] 1 7
57 | TGHCBSJY2-115-16D [11.5F-| S | ., [0.038*| . [10F*14] 1 | 18G¥ 111
58 |[TGHCBCJY2-115-16D| 16 |C 60 12F*14 1 7
59 [ TGHCBSJY2-115-20D [11.5F-[ S |, [0.038*| . [10F*14] 1 | 18G* 1|
60 |[TGHCBCJY2-115-20D| 20 |C 60 12F*14] 1 7
- - *
g; TOHEESYAA2I0 12F-13% 0.038* llngFlj*1i 18G* 1|1
TGHCBCJY2-12-13D 60 |1 7
gi TOHEBSIVRAZLD 12F-16% 0.038* 112F5*F1fi 18G* 1|1
TGHCBCJY2-12-16D 60 |l 7
- - *
gg TEHEESYEA220 12F-20% 0.038* 113F5Flji 18G* 1|1
TGHCBCJY2-12-20D 60 | ! 7
- - *
g; TOHEBSIVEAZL 12F-13% 0.038* ingéfi 18G* 1|1
TGHCBCJY3-12-13D 60 ! 7
- - *
sg TEHEESYAA20 12F-16% 0.038* 11%F5Flfi 18G* 1|1
TGHCBCJY3-12-16D 60 |1 7
- - *
% TOHEBSIVEZZD 12F-20% 0.038* 11(;F5Flfi 18G* 1|1
TGHCBCJY3-12-20D 60 e 7
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UDEM

@ -

ECDESIGN EXAMINATION
CERTIFICATE

93/42/EEC Directive of Medical Devices Annex II, Section 4

With the expire of the cerfificate M.2021.106.14365 the validity of the certificate
M.2021.106.14365-1 will also end.

Company Name

Company Address

Related Directivesi@nd Annex

Product

Certificate Number

: Beijing Target Medical Technologies, Inc., Ltd.

: No. 60, Shunren Rd. Shunyi District, Beijing 101300, P.R. China

: 93DePe Mon 4)

: Sterile, Disposable Hemodialysis Catheter Kit - Class |l

Product Types are attached.

:M.2021.106.14365-1

ertification

on
- MD.3969.1B 5 Centre Industry
1

Report Number
Initial Assessment Date :26.11.2020
Registration Date :10.03.2021
Revision Date /No i-

Expiry Date :27.05.2024

The EC desing examination certificate refers to the above mentioned product. UDEM hereby declares that the
requirements of Annex I, section 4 of the 93/42/EEC Directive have been met for the listed products. The above
named manufacturer has established and applies a quality assurance system, which is subject to periodic surveillance
audits, defined by Annex Il, section 5 of the aforementioned directive. This certificate remains as the property of
UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must be returned
upon request. The above named company and UDEM must keep a copy of this certificate for 5 years from the
registration of the certificate. Usage of the CE mark is under the responsibility of the manufacturer with the completion
of EC Declaration of Conformity. The above mentioned company must notify all changes related
with the approved product to UDEM. If UDEM will not renew the expiry date of this certificate in question, the
mentioned company should stop placing the product on the market. The validity of the certificate can be checked
through www.udem.com. tr.
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\ X M.2021.106.14365-1 and with the registration date of 10.03.2021 issued for “Beijing Target

5 Medical Technologies, Inc., Ltd.” by UDEM Uluslararasi Belgelendirme Denetim Egitim
= Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292

UDEM according to 93/42/EEC Medical Devices Directive.

No.
N Blue |Y-introd{Hepa|.. .
Name He{;ﬁgﬁg” Guide wire| Dilator In;r:e(ijtiger introducer| ucer | rin Syreln N:eeedS(;z:Ip
Model syringe | Needle | cap g
Spec N | Spec | N | Spec | N| Spec | N N Spec/|N| N | N | N | N
- - - *
; Igﬂggiﬁﬂiﬁ 111.2F % 1 O'%%B 1 [12F*14] 1 [18G*7]| 1 1 flrl 2111
- - - *
S porcasetits T e T, 0% s forad  mo[ 1] 1 |/ [/] 2 2] 1]
- - - *
2 Ig:jgsggﬂzig 112.gF % 1 O'%%B 1 |12F*14] 1 [18G*7]| 1 1 Il 2111
7 | TGHCBSJ2-12-13 S|, [0.038*, [12.5F* N
s T ToncBeI s 2P 13ai | a0 | 1| 14 |1]186*7|1 1 A 2 I I T I R I |
9 | TGHCBSJ2-12-16 (S|, [0.038*], [12.5F* N
10T Torcee1o1s 112F 1811 | e | 1| 1s | 1]186*7| 1 1 Il 2111
11| TGHCBSJ2-12-20 S|, [0.038*|, [12.5F* N
T Toncee 1220 112F20 11| 60 | 1] 1s | 1]186*7| 1 1 A A I I T I R |
13| TGHCBSJ3-12-13 S|, [0.038*| , [12.5F* N
14T ToRcBel o 1s 2P 13at L a0 | 1] s |1 |18G*7| 1 1 2 I - T I T O R I |
15| TGHCBSJ3-12-16 (S|, [0.038*] , [12.5F* N
6T ToncBel1o16 112F 1811 | 60 || 1s |1]186*7| 1 1 Il 3111
17| TGHCBSJ3-12-20 S 0.038*| , [12.5F*
18T ToRcBeI 220 112F20ra1 | g0 | 1] s |1 |18G*7| 1 1 Il 3111
19 | TGHCBSJ2-115-13D [11.5F-| S|, [0.038*| , [10F*14[ 1 |, .,
20| TGHCBCJ2-115-13D | 13 |[C| 1| 60 |* [ioF=14 1 |18C77| 1] 1 Fyrp2 111
21 | TGHCBSJ2-115-16D [11.5F- S | , [0.038*| , [10F*14[ 1 | . .
22 | TGHCBCJ2-115-16D | 16 [C| Y| 60 |1 [ior*1af7 [18C™7| 1 1 Fprpe2 1t
23 | TGHCBSJ2-115-20D |11.5F-| S 0.038*| , [10F*14] 1
24| TGHCBCJ2-11520D | 20 [C| Y| 60 |1 [ioFr1af7 (18C™7| 1 1 Fprpezprp1ige
25| TGHCBSJ2-12-13D ST 10038+  [FOF*14[ 1]
26 | ToHeBCI-12.130 P2F13[Cl LT |1 12.1521F* | |186*7| 1 1 Il 2111
27 | TGHCBSJ2-12-16D ST o038+  [FOF*14[1]
_ . * *
28| TGoHeBCI-12.16D |12F16[C 1 [T e [ 1 12.1§1F | |18677| 1 1 Il 2 1] 1] 1
29 | TGHCBSJ2-12-20D ST 10038+  [FOF* 14 1]
30 | ToHCBCI2-1200D 112F20[Cl 1|76y |1 12.154F* | [186*7| 1 1 Il 2111
31| TGHCBSJ3-12-13D ST oosgs|  [t0F*14 1]
32| ToHeBCI12.130 |2F18[Cl L [Ty |1 12.13F* | |186*7| 1 1 Il 3111
33| TGHCBSJ3-12-16D ST 10038+  [FOF*141]
3| ToHeBCR12.160 |12F16[C L [Te |1 12.15:1F* | 18677 1 1 P 2 < T I T O R |
35 | TGHCBSJ3-12-20D ST oosg+|  [H0F<14 1]
36| ToHCBCI1200D |12F20[Cl 1 [Ty |1 12.13F* | |186*7| 1 1 Il 3111
37 | TGHCBSJY2-115-13 [11.5F-[ S|, [0.038* N 18G¥
38 | TGHCBCJY2-11513 | 13 [C| | 6o |L[2F4 L) 7 |/ 7111212 1]1
39 | TGHCBSJY2-115-16 [11.5F-[ S| . [0.038* N 18G*
20| TGHCBCIV2-11516 | 16 |c| Y| eo | L [P 41| /1 |/ / 711212 ]1]1
41 | TGHCBSJY2-115-20 [11.5F-[ S|, [0.038* N 18G¥
42| TGHCBCIY211520 | 20 |c| Y| eo |1 [2F4 1| /1 |/ / 71121211
43| TGHCBSJY2-12-13 S 0.038*| , [12.5F* 18G*
22| ToRceCivzaz1s |28 et eo |t 1a [Y] |1 711212 1]1
45| TGHCBSJY2-12-16 S 0.038*| , [12.5F* 18G*
26| TGHCBCIV2-12-16 |2 16¢] ! ! A / 2211
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This document containing 2 (two) pages is the Annex of the Certificate with the number

\ X M.2021.106.14365-1 and with the registration date of 10.03.2021 issued for “Beijing Target

é Medical Technologies, Inc., Ltd.” by UDEM Uluslararasi Belgelendirme Denetim Egitim
= Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292

UDEM according to 93/42/EEC Medical Devices Directive.

47| TGHCBSJY2-12-20 0.038* 12.5F* 18G*

S

48| TGHCBCIv212.20 1F 01t 6o 1] 1a (1] T |/ / 7121211
49| TGHCBSJY3-12-13 S|, [0.038%| . |125F* 18G*
50| TGHCBCIY31213 |18 c it 60 1] 2a |1 1 |1 ! 7 (131211
51| TGHCBSIY3-12-16 S|, [0.038%| . |125F* 18G*
52| TGHCBCIY3-1216 |* 2 81| 60 1] 2a |1 T |1 ! 7 (31211
53| TGHCBSJY3-12-20 S|, [0.038%| . |125F* 18G*
54| TGHCBCIY3-1220 11220l 60 1| 12 |1 1 |/ / 7 (131211
55 | TGHCBSJY2-115-13D [ 1L5F-| S | , [0.038* , 0P 1] | | ;| 865 [ , | 5 | 1 | 4
56 [TGHCBCJY2-115-13D| 13 |C 60 | L [12F*141 7
57 | TGHCBSIY2-115-16D | 1L5F-| S | | 0038+, 014 1] , |, [, 8G9, , | 5 | 1 | 1
58 [TGHCBCJY2-115-16D| 16 |C 60 |1 [12F*14[ 1 7
50 [ TGHCBSJY2-115-20D [ 1L5F-| S | , [0.038* 0P 1] | | ;| 865 [ , | 5 | 1 | 4
60 [TGHCBCJY2-115-20D| 20 |C 60 | T [12F*14[ 1 7
61 | TGHCBSJY2-12-13D ST |oosge| [OF14 1] .

- : *
62| Toncecrvatz1an 12F13C L 0y |1 12.1iF o] Flafa 2|11
63 | TGHCBSIY2-12-16D ST |5 osge|  [OFIA 1] .

- N *
64| ToncacIva1a160 |12F16[C | 1 70 |1 12.1&'le R Sl 22 )11
65 | TGHCBSIY2-12-20D ST |oosge| 0PI L] .

- : *
66 | ToncacIva12.200 12F20[C 1 170 |1 12.15:1F R Flafa 2|1
67 | TGHCBSIY3-12-13D ST |5 osge|  [OFIA 1] .

- * *
88 | ToncecIvatatan 12F13(C L oy |1 12.13F R Sl s |21
69 | TGHCBSIY3-12-16D ST |oosge| OFA L] .

- : *
0| Toncacrvatzion 12F16C| L 170 |1 12.15:1F R Plafs 2|11
71 | TGHCBSIY3-12-20D ST o osge|  [OFIA 1] .

- : *
72| TencecIvaizaon 12F20[C 1 70 |1 12.154F R Bl s 21|

0.
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