CHENGDU OCIMEDICAL DEVICES CO., LTD
No.2401, West Por{ Avenue, Southwest Airporl Economic Development Zone, {Y\.
StwanghinDistrict, Chengdu, Sichuan Provinee. China, !

Tel.: +86-28-67085899 Fax: +86-28-67085880 W '

To whom it may concern

Manufacturer's Authorization

Date: January 10, 2024

We, Chengdu OCI Medical Devices Co., Ltd., located at No. 2401 West Port Avenue, Southwest
Airport Economic Development Zone Shuangliu District, Chengdu, Sichuan Province, China,
who are official manufacturers of OCI polyethersulfone hollow fiber hemodialyzer with model
number is: OCI-HD14L; OCI-HD16L; OCI-HD18L, do hereby declare that

"ECHIPAMED-PLUS" SRL

str. Valea Trandafirilor 24 “B", of. 2-7
MD-2001, Chisinau

Republic of Moldova

is our official distributor and local representative for OCI polyethersulfone hollow fiber
hemodialyzer with model number is: OCI-HD14L; OCI-HD16L; OCI-HD18L of Chengdu OCI
Medical Devices Co., Ltd., in the territory of the Republic of Moldova.

We declare that above mentioned company is authorized to do registration, quote, sell, as well
as to perform after sales service of OCI polyethersulfone hollow fiber hemodialyzer with model
number is ; OCI-HD14L; OCI-HD16L; OCI-HD18L manufactured by us,

We hereby extend our full warranty with respect to the goods offered by the us.

This authorization letter will remain valid until 10% January, 2025. It will be terminated by either
party with 3 months’ written notice.

# L 2

RSt

Digitally signed by Iurchevici Valeriu
Date: 2024.01.12 17:54:20 EET
Reason: MoldSign Signature
Location: Moldova

LOA-OCISS3LCYMD20240111EP



Certificate CN14/30418

The management system of

Chengdu OCI Medical Devices
Co., Ltd.

No. 2401, West Port Avenue, Southwest Airport Economic Development Zone, Shuangliu District,
Chengdu, Sichuan Province, 610299, P.R. China

has been assessed and certified as meeting the requirements of
1SO 13485:2016
EN ISO 13485:2016

For the following activities
Design and Manufacture of Sterile Polyethersulfone Hollow Fiber Hemodialyzer,
Sterile Hemodialysis Blood Tubing Sets and Sterile Arteriovenous Fistula Needle Sets

This certificate is valid from 24 March 2023 until 02 April 2026 and remains valid subject to satisfactory surveillance audits.

Issue 6. Certified since 02 April 2014

ok, 'N"Y/4

Authorised by
Jonathan Hall
Global Head - Certification Services

SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN, UK
t +44 (0)151 350-6666 - www.sgs.com

o

TITTTTTTT
Lyl

MANAGEMENT
SYSTEMS
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This document is an authentic electronic certificate for Client' business purposes use only. Printed version of the electronic certificate are permitted and will be considered as a copy.
This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to the limitation of Ea w4
liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or falsification of the content or : o,
appearance of this document is unlawful.
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https://www.sgs.com/en/terms-and-conditions/

Themanagemmt 5

Chengdu OCI Medlcal Dev:ces_,_
- Co,Lid

No.2401, West Port Avenue, Southwest Azrpart Ecenomuc Develcpment;\
Zone, Shuangliu District, Chengdu, Sichuan Province, 61{}299 PR ‘Chma

has been assessed and cerifﬁed as meehng tbe reqwrem nts of

Dgrectlve 93/42/EEC

:if[ces Annex I {excludmg Section 4)

Forthe fo!lawmg pa‘oﬁucts

Sterile Polyethersuifone Hoilow Fiber Hemodialyzer,
i Sterile Hemodialysis Blood Tubing Sets,
Stersle Arteriovenous Fistula Needie Sets

Where the above scope includes class tilmgdical-éevice(s)._a valid EC _Design Examination
Certificate according to Annex Il {Section 4) is a mandatory requirement for each device in
additicn fo this certificate to place that device on the market.

This certificate is vaild from 16 December 2019 until 24 May 2024
and remam 5 vali d subject lo saisfactory surveillance audits.

; . Issue 1. Certified since 02 April 2014
/ SGS Beig um N smse 16 December 2019,

Cemﬁcahon is based cn repvms nvmbered CN/SZX g 49&98

A !E;iérised by

SGS Belgium NV, Noified Body 1639

/8BS Holise Noorderlaan 87. 2030 Antwerp Belgium
t+32(0) 3 545»43418 f+32{0)3 545-48- 4‘3 i, sgs comy

LFWMT uamfp ot CE1639 Alnex -3 E“‘wv D?

‘This document is issued by the Company subject to its Géneral Condifons of

i Certfication Sefvices. unless otherwiss agreed; actesiible sr_ —

W 553 comerns .and_conditions i ARenfion ts draim 1o the frlitéSons et T

Rabilty, indemnifization and jurisdicbonal issues @: éwm}ho sALse|

,-mmormmtmhmrma:mnm;;mmhmm-- e

el ""‘",v_, chent-gseciony. 3 55
or fzisfication of the contant o 8p mmdowm!kmm!w >
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’ f?’“@ Technical File File No. CE-PHFH-002
i @ EC Declaration of Conformity Page No. 1/6

EC Declaration of Conformity

Manufacturer: Chengdu OCI Medical Devices Co., Ltd. (SRN: CN-MF-000009700)
Address: No.2401, West Port Avenue, Southwest Airport Economic Development Zone, Shuangliu

District, Chengdu, Sichuan Province, China.
Tel.: +86-28-67085899  Fax: +86-28-67085880

European representative: Lepu Medical (Europe) Cooperatief U.A. (SRN: NL-AR-000000551)
Abe Lenstra Boulevard 36, 8448 JB, Heerenveen, The Netherlands
Tel: +31-515-573399 Fax: +31-515-760020

Product: Polyethersulfone Hollow Fiber Hemodialyzer
Specification(s): Refer to Annex 1
Classification: According to Annex IX, Rule 3 of the MDD 93/42/EEC, Polyethersulfone Hollow

Fiber Hemodialyzer is in class 11b.
Conformity Assessment Route: Conformity Assessment Route: MDD 93/42/EEC, Annex II

(excluding Section 4) N
We herewith declare that the above mentioned products meet the provisidns'of ‘the Council

Directive 93/42/EEC for medical devices.

(€.

SGS Belgium NV
Certificate No.: CN19/41099
Issue date: Dec., 16™, 2019
Expiry date: May, 24", 2024
All supporting documentation is retained under the premises of the manufacturer and Notified

Name: Tu Yuping
Signature: -~
iy

< Ay, _’.’fﬁf.f
Title: Person respon.'g5 for regitihti(m.f}fﬁapliance(PRRC}
= o
Place: Chengdu, China

Date; Dee,, 317, 2022
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GMDN CODE: 47072
Annex 1-Product specifications
Table I Product Specifications
Product | Business o diiak Effective
Name Name Ddsorsoit Specification | Model Surface Basic UDI-D1 | UDI-DI
escription ; 5
Area(m?)
High-Eiiix OCI-HD150 L5 PHFHO0IXS | 6937909301508
Polysthersulfone | yrop gy | OcLHDI®0 | 1% PHFHOOIXS | 6937909301805
Hollow Fiber _
Hemodialyzer OCL-HD200 | 2.0 PHFHO0IXS | 6937909302000
OCLHD14L .| 1.4 PHFHOOIXS | 6937909300143
Low-Flux e
Polyethersulfone | | OCLHDIGL | 1.6 PHFHO01XS | 6937909300167
Hollow Fiber OCLHDISL |18 PHFHO001XS | 6937909300181
Hemodialyzer
OCLHD20L | 2.0 PHFHO01XS | 6937909300204
OCL-HDI30M | 1.3 PHEHO01XS | 6937909305339
OCL-HDI40M | 1.4 PHFHO0IXS | 6937909305346
OCI-HD150M | 1.5 PHFHO0IXS | 6937909305353
e OCLHDI60M | 1.6 PHFHOOIXS | 6937909305360
iddle Flux
P(}Iigcthcr OCL-HDI7OM | 1.7 PHFHO01XS | 6937909305377
sulione %
Hollow | Purifier® OCI-HDISOM ' | 1.8 PHEHO01XS | 0937909305384
Fiber or OCI*
TSt OCI-HDI90M | 1.9 PHEHO0IXS | 6937909305391
yees OCL-HD200M | 2.0 PHFHO01XS | 6937909305407
Hollow Fiber OCLHDI3M | 1.3 PHFHOOIXS | 6937909305131
Membrane '
Hemodialyzer OCLHDISM | 1.5 PHFHO01XS | 6937909305155
OCLHDI6M | 1.6 PHFHOOIXS | 6937909305162
OCLHDITM | 17 PHFHO01XS | 6937909305179
OCIHDISM | 1.8 PHFHOOIXS | 6937909305186
High Flux :
OCI-HDIOM | 1.9 PHFHOOIXS | 6937909305193
OCLHD20M | 2.0 PHFHOOIXS | 6937909305209
OCLHD2IM | 2.1 PHFHOOIXS | 6937909305216
OCLHD23M | 2.3 PHFHOOIXS | 6937909305230
OCLHD2SM | 2.5 _-PHEHO0IXS | 6937909305254
HoliowRiker | Low Blux OCEHDIIOL | 1.1 /g/. FPHFHO0IXS ™Y, 6937909307111
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YVe Technical File File No. CE-PHFH-002
PV EC Declaration of Conformity Page No. 3/6
Dialyzer OCI-HDI30L | 1.3 PHFHOOIXS | 6937909307135
OCL-HDI40L | 1.4 PHFHOOIXS | 6937909307142
OCI-HDISOL | 1.5 PHFHO0IXS | 6937909307159
OCI-HDIGOL | 1.6 PHFHOO1XS | 6937909307166
OCLHDI7OL | 1.7 PHFHOOIXS | 6937909307173
OCLHDISOL | 1.8 PHFHOOIXS | 6937909307180
OCI-HDI9OL | 1.9 PHFHOOIXS | 6937909307197
OCI-HD200L | 2.0 PHFHO0IXS | 6937909307203
OCI-HD210L | 2.1 PHFHO0IXS | 6937909307210
OCI-HD230L . | 2.3 PHFHO01XS | 6937909307234
(OCLHFI60 . | 1.6 PHFHO0IXS | 6937909302161
locturize |17 PHFHO0IXS | 6937909302178
Hollow Fiber | Super High | OCI-HFI80 1.8 PHFHOOIXS | 6937909302185
Hemodiafilter | Flix OCLHF200 | 2.0 PHFHOOIXS | 6937909302208
OCI-HF230 2.3 PHFHO0IXS | 6937909302239
OCI-HF250 6937909302253

£ ™ dea
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O, | Standara Descripti Vo Compliance
NO. tandat eseription date(avallable) omy
£ eal § lood prirification - Part 1: Haemodialysers, i
| ENISO §637-1:2020 Lx(mcox‘wr;a! systems for!w ood purification - Part 1: Haemodialysers 2630.04.15 Full
haemodiatilters, haemofilters and haemoconcentrators
3 EN IS0 10093 12020 E}i(ohhsgicaf evaluation of medical devices - Part 1: Evaluation and testing 2020.12.16 Full
within & risk management process
3 ENISO 10993330 14 Bioif)gicuﬁ :e\"alumion ofnscdif:al dc&'.icfzs - Part 3; Tests for genotoxicity, 2014.10.15 Full
carcinagenicity and reproductive toxicity
4 EN SO 10993-4:2017 ‘1310105,'1%:11& e\'u'lualmn of medicol devices-Part 4; Selection of tests for 20171018 Full
: interactions with bload
5 EN 1SO 10993-5:2000 Binlogi.ca'l evaluation of medical devices-Part 5: Tests for in vitro 2000.06.01 Fuil
cylotoxicity
& EN1SO 10993-6:3016 'Bmlmglca'i evaluation of medical devices-Part 61 Tests for local effeets after 0161214 Full
implantation ;
1 ENISO 10993102023 Binlf;gicn‘i evaluation of medical devices - Part 10: Tests for skin 2003.00.08 Full
sensitization
. iy 5 r . i ] 7 ; W 4 Part applicable and
8 EN IS0 10993-11:2018 Biological evaluation of medical devices-Part 11: Tests farsystemic toxicity | 2018.05.30 complisng
] . e
6 EN SO 10993-12:2021 Bif)?ngic_al cvall‘.!ali(.)n-ofmcdical devices-Part 12: Sample preparation and 2021.06.16 Part a;?plicnbic and
reference materials compliance
14 EN1SO'10993: 17:2009 Biological f:\"n.llw}iiﬂﬂ of medical devices - Part 17: Esleabiishmcmof 20015.04.29 Full
allowable limits for leachable substances
Biological evaluation of medical devices - Part 18: Chemical
8] EN 180 10993-18:2020 characterization of medical device materials within a risk management 2020,05,27 Full
process i
1 EN ISO 14155:2000 Cim:f:al :nvesngal_;qj pfl}mdma! devices for human subjects - Good ¢linical oD 0BG i
prictice
oy ] Part applicable and
13 EN IS0 14971:2019 - Medical devices-Application of risk managemient to medical devices 2019.12:18. cjmp!l;fnlfe "
EN TS0 ' : 75 % % | FartepplicaBionnd
14 14971 :2-019-.’!\.! 12021 Quality mannge?ueul and cormspomiiqg general aspects for medical devices .2021.]2.(18 - G(:;;::ﬂ'cc S
Y : Part applicable ¢
15 ISO/TR 24971:2020 Medical devices — Guidance on the application of (50 14971 2020.06 ttkspplicablcaod
; : ; compliance
R Modi oo STabAlE > usod will ical device labels, Labelling
1% ENISO 1522312021 ch‘im‘ﬂ dt\{c‘ts Symbals l{) be us xxii h medica (_]e\m,? labels, Labelling: 30210929 Full
and information to be supplied-Part 1:General requirements
17 ENISO [1607-1:2020 Packugi.n.g for ren.:xina]!ylslcriiizud medical dc\’if:éﬁ -Part It Require_mm!s 20300115 il
A formaterials, sterile barrier systems and packaging systems
18 EN 1SO 11607-2:2020 i‘ark.aging furicrmiua.liy slcrii?zcd medical devices - Part 2; Validation 2020.01.15 Full
requivements for forming, sealing and assembly processes e
Sterilization of health care products-Radiation-part 1: Requirements for Q,@WE",“ Ui
19 EN1SO 11137-1:2015 development, validation and routine control of a sterilization process for 2015.06.10 “uly ;
medical devices A.‘ 2 /
EN 1SO 11137- Sterilization of h‘.:amT care pmdu?ts - Rmixéimn ?-i m:t‘l: T‘lwuzremcnls for i RP
20 1:2018/A2:2019 development, validation and routine control of o sterilization process for 2019.11.20
. AL
medical devices - Amendment 2: Revision to 4.3.4 and 1.2
2 EN SO 11137:2:2015 Slcxfil‘izaivion pl’hcnhh care products-Radiation-part 2: Establishing the 20150610
sterilization dose
2 EN SO 11137-3:3017 Slcr‘!i(?;uvum of health care products-Radiation-part 3: Guidance on 20176796
dosimetric aspccl:
3 EN IS0 14644-13015 Cﬂimnruu!ns and associated controlled environments-Part |: Classification of 20150213 Bl
air cleanliness
Cleanrooms and associated controlled environments-Pan 2:
24 ENISO 14644-2:2015 Specifications for testing and moniloring 16 prove continued compliance 2015.12.13 Full
with ISC 1464441
25 ENISO 14644-3:2019 Cleanroonis and assaciated controlled environments-Patt 3: Test mathods 2019.10.16 Full
Cle 5 and pssuciated o odd envi 5 - Mt Design. :
26 EN SO 14644-4:2033 § umm()fn‘: ind ussociated eontrolled environments - Mast 4 Design 20931307 Fuil
construction and start-up
37 MEDDEV 2.72/1 Rev, 4 " Clinfeal ey aleation: Guide for mumufacturers and sotified bodies 201600 Fult
28 MEDDEV L1214 Rev.§ 2013.0 Full

Guidelines on a niedical dovices vigilanee system
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29 MEDDEV 21272 Rev.2 Post market clinical follow-up studies 2012.01 Full
s Medical devi Part 1: Application of usabili ineeri lical P licable and
i vices - Part 1: Application of usability engineering ta medics art applicable an
130 {01 SABIDI 2000 3 e('n.a evices- Pa pplication of usability engineering to medica 202006.17 ]?p
devices compliance
Csy
31 EC/TR 62366-3:2016 Mm’iscai ficncm - I’.art 3 (:'ulcianc.c on the applnc_nliun of usability 016,047 Full
engineering to medical devices
1 ASTM F1929:15 Slaﬁdﬂi:d Test Method for I?ewchng Seal Leaks in Porous Medical 2015.10.01 Full
Packaging by Dye Penviration
- Standard Guide for Accelerated Aging of Sterile Barricr Systems £ ; ; :
% | ASTM 198021 o SRich R ravessoisd Aniy L 2021.12.15 Fall
Medical Dévices
actice for Po ce Testi " Shipping Containe
- ASTM D4160-23 Standard Practice for Performance Testing of Shipping Containers and S016:04:01 Full
Systems
Sterilization of health care ts - Microbiologival mei - 1
35 ENISO [1737-1:2018 hlcnhm‘nm? of health care !)roduc s- \’Ilcr{\b.mlug,u.dl methods - Part | 20180131 Full
Determination of a population of microorganisms on products : :
EN1SO 11737, Sterilization of health care products - Microbiological methods - Part 12
i B * s p 2t ) o T AR S 2 3 06,
6 [-301RIAT 2021 l})&t\.nmnmonofa population of microdrganisms on products - Amendmem 021.06.16 Full
Sterilization of health care products - Microbiological methods - Part 2:
37 ENTSO 11737-2:2020 Tests of sterility performed in the definition, validation and maintenance of a

sterilization process
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- Revision Table -
Rev. No. Description of Change Originator Date
1/0 Firstly released. Yu Huang 2015.12.08
2/0 Update according to latest regulations. Yu Huang 2018.02.22
30 Update according to latest regulations. Yuping Tu 2019.02.22
4/0 Add new models. Lei Lei 2020.09.01
5/0 Update according to latest regulations. i Yupiz_xg Tu 2021.04.16
51 Add UDI Lei Lei 2022.12.31
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