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- REGISTRATION NO. 04720Q10000066

CERTIFICATE OF QUALITY MANAGEMENT

SYSTEM FOR MEDICAL DEVICES

".].

| This is to certify that ‘the qualm’ management system of

‘ Beijing Chunlizhengda Medical Instruments Co., Ltd.
Registered Address: No.l0 Xinmi West 2nd Road, Seuth Region _of Tongzhou Economie
Dev clopment Zone, Tongzhou Distriet, Beljing, 101112, Chma
Manufacturing Address: Address 1t No.13, Xinyu 3rd Street, Southcrn Dlsmet Tongzhou Econamie
Development Zone, Tongzhou District, Beifing; 101112, China
Address 2: No.I10 Xinmi West 2nd Rwd, South Region of Tongzhon Economxc Development Zone,
Tenszhou District, Beijing, 101142, Chma

Has been assessed and conformed to the follomno standard(s)
YY/T 0287-2017 idt IS0O.13485; 2016

The certificate is valid for the following scope:

Address 1: No.E3, Xinye 3rd Sirect, Soathern District, Tongzhou. Economie Development Zone, Tengzlion
District, Beijing: 101812, China Desizn, Development, Production and Sales of CF posterior spinal internal fixator
¢lbow jotn: prusthesis, shoulder joint prostiiesis, ip joint prosthresis, pasterior cervical fixation system, CS anterlor
spinal jnternal fixatien system, anterior cervical fxatlon system; Kuec jolmt prosthesfy, cemcat sfeeve assembly,
intcrfocking intramedullary fixation systen (only for cxport), metal bnnc needie (pnly for export), metal bone plate
tonly far export), metai bonc screw (only for export).

Address 2r No.I9Xioml West 20d Road, South Region of Tcn;ahoa Ecopumie Developnieat Zoae, Tougzhou
Distriet. Beljing, 101112, China Design, Development, Production and Sales of CF posterior spinal Internal fixator
clbow joint prosthesis, shoulder joint pruslhcs:s, ‘hip-joint prusthesis, posterior cervical fi xation system. CS anterior

‘"sp’fml internal fixution system, anterior; cervical fixation system, knee joint prostheslsy ccmcnt alecye .mscmbiy,
Tnterlocking lnrramedullary fxation system {only for expoct), metal bone needle (aniy fosexport), metzl bone plute
{ouly for export), metal bancscrew(oniy {for export)Nos:ahso rhuble belt 2anchoi metal epble fixiug system.

» « - - Date of issuer Febraary 24 2020
jé ) Date of expiry:, February 23;; 02_3‘ ;
General Manager: % ’

BELING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

.
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'Related Direclives and Annex  : 93742/BEC Medical Devices Directive - Annex i

]

Product : Sterile Hip Prosthesis System - Class Il ¥ omm ;

Sterile Knee Prosthesis Systerm - Class | \&’1‘(4?’1 fay (2 a

X e : 2

™, g i

. eI 3

\?}a :

gk b by ot o B v g
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Full Quality Assurance System
Medical Devices Direclive 93/42/EEC Annex.Ii

(Excluding Section 4)
M.2026.106.13652-1 Design Exemingtion Cerlificaie Wos Prepared for Closs il Products Defined in This Cettificale.
Company Mome : Beifing Chunilizhengdc Medicat instrumenis Co., Lic,
Compony Address : No, 10 Xinmi Xi Er Road, Southem District of Tongzhou Economic

Development Zone, Tongzhou District, Beljing, Ching

GMEN : 34204, 33181, 33715, 61784, 32831, 32832, 34199, 446585, 4806

Proviug! Types are chicchad,
Certificate Mumber D MLZO20.106.13452 - !I
Reporf Number : MD.4055.18 -
Inifial Assessment Date $24.12.2019 ™ ]
Regisiration Date : 23.06.2020 ey ,EEE"TV?@%'%_”C‘ ot
Revision Date /No .- fing T gd Cenire InAusity

ﬁw o. i

Expiry Date 1 27.05.2024
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TEST CERTIFICATE

Orthopiastlcs PUR - 1050 Medlcal Grade UHMWPE

bcamsmrewccmxs TOISO 533&2 26 1 and AST-'-! FE!S-‘M»

lﬂ‘ﬁ 4' 67:{:‘:21

Egict Ne 5042784 180 Type 2 Powsdsr Lot o Q000612448 Polymar Grade GUR
a0 HEltrle] Has Boon Procussed fy  Compransion Mouiting Prosa? oun

Customer  3ERTEEEr tﬁcg,’-‘fggg.::ﬁ 55 18] Order Number  0S0SC0044  Osthoplastics Ref  021835/55 “

Address 1 HTH RS Size 1065 x 500 % 45mm !
EEHFTFRIEERS 177 partNumber  SH10B4SWS4/CLS ' i i
£355 101122 Nuraber off Rad/Slab ref. #'s "3
Reffing Churtizhergaz Megeal Instumants Co. L. §ofi. ' .
Mo, 17, Hinmi Roed, Jinsanfao Deveipment Zene . t

oz Town, Tengzhou Distict, Beifng ; .

STATEMENT ACCORDiHG TO ASTH FG48 -NO STABILIZERSQR: FRQGES&ING— AIDS WERE AUE}EB ¥ THE VIRGIN
POLYMER DURING KANUFACTURE OF.THE FABRRJATED FUR&!S

i . HATEH!AL SUPPLIED AGAINST THES CERTWWICATE HAS BEEN ARUEALED 1N ACCORDANCE WlT’-[ CRTHUPLASY IS QUALITY PRO&EDURES
f SEGTION Wi DMUAODZ. ND num'u:;:nsmccs (LIGHT PATCHES) OR PARTICEES #3080 jiin WERE FOUND QN TEST,

Gurtlﬁcaie Number 021885155—5042755-13 . . . Date-of Test 04082014
Foperly - Stimdlang (Test et} LR+ 32'.;..-"3-:m Tost Razult
: B2 B AYTR N
- Cenaity BAZI01t 1 F548.14 kgie® SAT/B4E 533 ) :
(g (0159840)
» Ash* 24541 2053 mgiky 3 12§ 40 “
w Pitiels Count <360 pm sdademny Fe.ad-14 Number 5 10' ]
» Light Parch <360 am 334201 1 FEIGI4 Numbar z 10 0
| " Marpnoiogy index SBULSICAS 4 FA4Sd Murriser NA 8
! 150 5834-2 2011 rsgulty me ,
i | Crarpy Impact Steagit =332z (H1Za2.0 *ard = 90 L1 .
Tensilo Sress ot Yield 2213204 (221} MP3 Zz 13 e '
ttimale Tenslls Stengih  M-22045 @201 MPa z 27 a9
. Ecryation o Breek sea20n (ST % = 300 135
ASTM Fat3-14 reaults ASTM
zod impact Streagth Fd.18 (Digsy ‘im? 2 71 94
Tensie Stress &t Yieig Fe-8-14 (SHIB-10) Mea z
Ultimata Tensiia Stengih  Fazeaq {3538.40) MPz x -"_
Elengalion i Brask Fag-14 {C638. 1) * z

* Test camied gt by e:demal‘subconhzctor nol covered by Orthoplastics’ aceresitibans

** Dimaliy seg menbod ISOA43:2 uperuadtss 11831
v (D288} 2 privcpie Maticd thoudh OnNsplasses 140 por e moadied reeheg shtad it FESE.1d annga!

o KOT UKAS ACCREDITED

"t

1 lnnm"ds wa;’;{t!h: .nln;q‘:‘-mm-tranmim hnmiﬁ*‘?munﬁmmmmu Prtest . 3
Signed _ﬂ%/ em &g 3 W r,w, "
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. 5 ﬁf\‘ "/A S \.\\. r :
Orthoplastics Lid., Unil A, aeb?;lﬂggus‘:ft:n'&g%'ﬁ'ﬁrfﬁp' HRSER b__pg‘sfﬁ? HERg. S,
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/8 Celanese

Ticona Qrnbi

Werk Oberhausen
Kénigstrasse ¢ Tar 5
D-46147 QBERHAUSEN

ORTHOPLASTICE LTD
BEECH INDUBTRIAL ESTATE
BACUP

Lancashire

CL139EL

UNITED KINGOGM

Inspaction Cerfificate EN 10204-3.4

GUR 10546 o Bag {(R1}
Lugtomer No.,: 1692857 Cert lsuw Bale: 213 Au- 2014 i
Keatarist No.: 20004581 Oy Shipped: 5.000.000 K
Custofer Matestash  XV1{H0S08E Ovast s idate: 1481920 134 11 Aug 2014
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Orthoplastics PUR - 1050 Medical Grade UHMWPE

CERTIRCATE ACCORDING TG IS0 8834-2 2011 und ASTM 643100

I 2 ‘. o

‘BathNo  44108M - ISOTwe 2 ¥ PowderLotNo 0600862570 PolymerGrede GUR 4050

; .. T Hatdal e Been Frocesistiby _ Cofmpirash siMould! G Prassy ., .- Ceuniny of Grinth - UK _;_ég‘:’,—‘?‘i‘“-‘
‘ =TT e T e A R o Pl — " TR T e o
Customar Enslagar China Co Ltd Crder Number 103%0C0718 Onhcplasqts Ref 01£906/M49
AGTeSS 17 Building A3 Siee 1000 x £40 x 55mm 7 i
Ha. 1528 GumerRoad PanNumber  SHIOSSEWSICUS
: Shanghai Kumbor oﬂ'ﬂﬁ’g;sﬂb mc.%?sg:,-
" & Chinp 3ot "

TED'

Requiremants. Test Result

50} ASTH
8271044 33

Densty ' 533422011 { FG4BI0A
Ash® 3451-1 262 ) = 180 a8
Particie Count <300 e spoe 201t ¢ FeaRage < W0 g
Light Pateh <300 um 2042 2041 ’f'ﬁ . Number = 10 a
Noschatogy lndex ot Numger NIA 0 .
1SO 5334:2 2006 cesuls ;&
xJime x 80 50
MPa x 18 H ! i
MP3 > 27 58
55302 2041 % 2 0. 380 {
AT .
PEdB.Ma dtm® > o2 ;
F&L8.10a MPz z 19 24
Uilmale Tenste Strength 8 spainy MPa : 070 %a S !
Elengefion &t Break FEB-104 % - 250 %Q(\‘“L -8 '?],? B
* Test canicd out by vMemal suheontractor not covered by Qrhoplastes® acereditationa ) - Ae)\
p— : " e ] i
{This canifizais sons ot atet thg atigesion 1> pertom anwicaing prass | ;ﬁf . Trib ceriflzaio el n eemi it ool B ‘iﬁgkﬂéﬂ ﬁ?:‘%!’ 5 ;
| I-Dg A5 ;vﬂ:qa;nji-‘r“q'%nr K S Loy i end = 3,,;

£} -
e,
'y,

[;Q..\ﬁt"> :

i
o "\.":\?
08333.. ..‘....Uszﬁ'mns'sﬁh '.Q'ﬁ
Ovthaplastics ki fuma.ﬁagcnb‘m‘% siale. Sasup s g OL13 OEL, EnglaTgamss=ner
P 4 ? J‘ﬂ%q - ‘f mﬁ% ;’ e .
A

Teleghone: +44 (O)1 705870171, Fax: ~44 § B8
an &Y a' TEmese "“""Q} ------ P TYY T VY P rorrrry n’iuﬂ’"




: &
Ensingsr o9
To: CHUNLIZHENGDA From: ENSINGER (China) Co., Ltd
1F,Building A3,No. 1528 Gumel Road
Shanghai 200233
Attn.: SHU TONG YUE Name: Christoph Lutz
Fax No.: 010-80561890 ~ Deparntment. Technicat Support Asia
Date: 2013-10-10 Phone: + 86 (0)21-52285111-1047
Mabile: + 86-15201813978
No. of pages: Fax; + 86 (0)21-52285222
E-Mail: c lutz@de.ensinger-oniine.com

Certificats of Conformity according to EN 10204-2.1 .
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Total weight (kg ) - 78.44 (e T, . B

i ;i"'?-,,- >
Orthoplastics Oeder No, ' ES RTR
Qrhapiastics: Ref : D18906M8 L,
Orthoplastics Invoice Mo. : 28159 e -
Batch no. TRz Y A
Povider Lob-no. {raw mateﬁai) P "QOOO&SEST&
S iy, F ,:* g

We herby confirm: that for he defive 'rkfz: 3 ove mentioned order, matenial GUR 1050 (UHMW—PE) of

i e
" B Orﬁmplastms Led,,
i ‘r Beach Industrial Estate,
v - Bacup,
T Lancashire
O3 98l UK

is ysed.

Please find the Test cenifisale according to (80583472 for the semi-finished p
material attached

Lec e et bl Mmﬂhmmﬂamﬁﬂru-ﬂh-nu WE S AT A Ko w W Ade At

We confinn‘that th&dei"ﬂxezy is. conform 10 the agreement taken dunng the orl

mﬂguhﬁ:-.—,

i
ENSINGERﬁmt‘:h

“..-\J--..

LA Chnslnph!:tziz NTSUNTINT

5 - a8 - ;
Technical, SupportAé;a} o y ? g 'xﬁ'
S e @B e sesesee S e UTEETUNSSUNTRS U4 & rg A%
B s , ¥
!S.a*ﬂ%?']......... \} ASSUMS

) W\(

.5 5000 N3NNI




[T A
TR LR .

. . s ¥

u[ REH 51 m-um&r
I w" cmﬁzmhmmllmm

frafp T

P I

oy
L

LIRS

',29nﬁm (liu_cknm&mﬂ

Vi

e




-

. 4" P
AR
LNty
‘;’(;/J‘\ ':\\' o
i \:{\ -
f[ { f .
LN ! .
H ~ *
\.;\ L "«
Wi .
o N
e T R

i a .
.
L2 v s
[t

P

-5

AP
LR
L e

g
} L
IR
;

\“ ’



9 suranslngwnriisd
SIAM COMMERCIAL BANK

002 aoeuiyn 30000y

BOCIPA (WASIRAT HERT 1
in UTEM 19037 Sin
NAME
Way 2 vt ANBINYN DLANIARIAIMESTN AHLAR 19IWETEN ARDIRIY

ADGRESS  ngamvamuns 10600

Tuusessemsludtuasin
STATEMENT OF CURRENT ACCOUNT
WRITNT 012-300995-1
ACCOUN] NO.  OD

s 310108

DATE

[ 3
SUIBAEUNIYNABS

'
]

]
o~ fa

) ¥ 3
ovaudwduiiumstwhdyyFovio Fyunsdosnu Avsonn uazauy
diudnedluonmsang luenmsiidggrozdoszruuyusimnd hididmliue

1 L - 4 w u w o
gadouivuuuy emstanszgnefiadiuiminninefou s T lduvudabdy

; aa . o 22
Tuiudsinfosdilsznounszgnduywuuiafifior S1um 80 ga santhuduiaiu

A ] o U‘ [
3,272,000,00 1M (ud e waudaniugsniuuming fufmiaunsigy

(Tsanonnaunasiigu)

&2

--------------------------------------------------




