Nao. Siri:

Serial No.: n 3 5 5 4 5

ASAL
ORIGINAL
PIHAK BERKUASA MEDICAL DEVICE
PERANTI PERUBATAN AUTHORITY
PIHAK BERKUASA PERANTI PERUBATAN
MEDICAL DEVICE AUTHORITY
AKTA PERANTI PERUBATAN 2012 {AKTA 737)
MEDICAL DEVICE ACT 2012 (ACT 737)
SIJIL PENDAFTARAN PERANTI PERUBATAN
MEDICAL DEVICE REGISTRATION CERTIFICATE
Seksyen 5{1) Akta 737
Section 5(1) of Act 737
No. Pendaftaran: GC5565720-44511 Tarikh Sah Pendaftaran:  22/06/2020 - 21/06/2025
Registration No.: Registration Valldity Date:

Sijil ini adalah dengan ini diberi kepada: JOINT IMPLANT SYSTEMS SDN BHD
This certificate is hereby issued to:

NO 12, JALAN INDUSTRI PBP 12 TAMAN

yang beralamat di: ' INDUSTRI PUSAT BANDAR PUCHONG
which is located at: PUCHONG,
: 471060

SELANGOR DARUL EHSAN

bagi mengesahkan peranti perubatan seperti yang dinyatakan dalam Lampiran 1 adalah berdaftar di
bawah Seksyen 5{1) Akta 737. '

to confirm that the medical device as detailed out in Attachment 1 is registered under Section 5{1} of Act
737.

Pendaftaran ini diberikan tertakluk kepada peruntukan-peruntukan di hawah Akta 737 dan peraturan-
peraturan yang dibuat dibawahnya serta syarat-syarat sepertl di Lampiran 2.

This registration is granted subject to the provisions under Act 737 and its subsidiary legisfations and the
conditions as in Attachment 2. :

AHMAD SHARIFF BIN HAMBALI

KETUA EKSEKUTIF

CHIEF EXECUTIVE

'PIHAK BERKUASA PERANTI PERUBATAN
MEDICAL DEVICE AUTHORITY




LAMPIRAN 1
Attachment 1

No. Pendaftaran: GCH565720-34511

Registration No.:

Butir-butir peranti perubatan yang didaftarkan

Particulars of the registered medical device

Nama Peranti Perubatan STEMSYS FEMORAL STEM AND HEADS

Medical Device Name
Kelas CLASS C jenama STEMSYS
Class Brand

EAMILY

ITEM
TStindard Eamentel Miffor
Polished-Stém* ¥ ¥ *
HASSO1 I _gg?irswgzédscténn:;nted Mirror
4 gtzgsgisz eStlazndard Cemented H45 S012 g(t}aluir;gggdsig;nented Mirror
5 ggzmsgisz eStla;dard Cemented H45 5013 ﬁ;a!:rszgz;ds t(;;ezmmented Mirror
6 gigﬁsg:‘; eStleard Cemented H45 S014 gzaﬁaggi;ds t(‘,eer;nented Mirror
7 gg:mssyé eStiaSndard Cemented H45 S015 ;g?izgzédsgzgented Mirror
8 g&zgsgé E?tlasnciard Cemented H45 S016 %?ggzgds(i:gented Mirror
9 Fsstt:gmsgisz :t{asndard Cemented H45 S018 ggﬁzﬁgd&:xented Mirror
10 gizﬁséx‘!iszé‘zteralised Cemented H45 SLO9 l[;(a;?ghaeliszie{i;mented Mirror
11 gigﬁsgészé_altgratised Cemented H45 SL10 ;z?g;}a;i{is%(iecr{e!mented Mirror
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LAMPIRAN 1

Aftachment 1
NO | NAME AS PER DEVICE LABEL | IDENTIFIER pRIET DESCRIPTION OF
12 gg:xsg; é_itfraiised Cemented H45 SL11 |E?jiesrhaeiijescti‘?(;nemented Mirror
13 gigﬁssyiszé.?tzeralised Cemented H45 SL12 ;gtg;aégesgecrsmented Mirror
14 gg:xssﬁé_a;t;ralised Cemented H45 SL13 ;g?;;afj%cie(;smented Mirror
Stemsys Lateralised Cemented H45 5114 Lateralised Cemented Mirror

Stem Size 14

Stemsys Standard Cementless

Palished Stem

Lateralised Cemented Mirror
Polished Stem

Lateralised Cemented Mirror
Polished Stem

Standard Cementles Stem
Titaniun & HA Coated

Siza«ﬂdg&rdﬁgemeggigs Stem
2 A Go

2T Etamug & 'A_'C?ateu‘ 2

Y‘a*“iu”ﬁ,

Standard Cementles Stem

Tltamun & HA Coated

StAndarat Cémeéties Stem

T:tamun & HA Coated

Standard Cemeniles Stem

Cementless Stem Size 9

23 Stem Size 12 H45 0012 Titaniun & HA Coated
24| Gemeys Sapied Comeness |y g
25 | Gameys Sapcr comentess |y 0ng
26 | Somel Saperd Cementess | s s
27 | ey Sapaar Cementess | s o1
26 | Gameys Sapdar comentss 1501
20 | Sameye Stanamd Cementes |50
30 Stemsys Standard&_Coiiar@d H45 €008 Standafd&;etlared Cementles
Cementless Stem Size 8 Stemn Titaniun & HA Coated
7 Stemsys Standard&Colfared H45 C009 Standard&Collared Cementles

Stemn Titaniun & HA Coated
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LAMPIRAN 1

Attachment 1

NO | NAME AS PER DEVICE LABEL | IDENTIFIER ﬁ,“;f: DESCRIPTION OF
Stemsys Standard&Colfared Standardé&Collared Cementles

32 Cementless Stem Size 10 H45 C0010 Stem Titaniun & HA Coated
Stemsys Standard&Collared Standard&Collared Cementles

33 Cementless Stem Size 11 H45 L0011 Stem Tifaniun & HA Coated

34 Stemsys Standard&Collared H45 C0012 Standard&Collared Cementies
Cementless Stem Size 12 Stem Titaniun & HA Coated

15 Stemsys Standard&’(:oiiared H45 CO013 Standard&Collared Cementles

38

37 -

39

40

41

43

Stemsys Lateralised

Stem Titaniun & HA Coated

Standard&Collared Cementles
Stem Titaniun & HA Coated

Standard&Collared Cementles
Stemn Tianiun & HA Coated

Standard&Collared Cementles
Stem Titaniun & HA Coated

Standard&Collared.Cementles
stem Tikgnign S HA Coated

Lateralised Cementles Stem

Cementless Stem Size 10

Cementless Stem Size 12 H45 10012 Titaniun & HA Coated
w |Semseialeed o wesioons el Cemertes s
o5 |Semlsatied 1y |wsoon el Comantes e
5 |Serostatiied o Jmsuos Lt Comertes tem
o [Serenstaaieed - wasots Lterled et tem
i |Semoslazail Ly |wsue Lt Caertes s
o |Semspioeied s aa Lterae Cemertes i
0. |Comes S g ! |Mas 10009 e o
51 Stemsys Lateralised&Collared Ha5 ﬁfﬁ-ﬁq | Lateralised&Collared Cementles

Stem Titaniun & HA Coated
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LAMPIRAN 1

Attachment 1

NO | NAME AS PER DEVICE LABEL | IDENTIFIER DRy D oCRIFTION OF

52| Camentess stem Size 11+ |45 LCoo11 Stem Titaniun & A4 Conted

3| Comentiess stomsize 12 | M43 L0012 Srem Tianun & A Costed

54| Comentiess Stem Size 13 | 145 LC0013 Stem Titaniun & HA Conted
Stemsys Lateralised&Collared H45 LCO014 Lateralised&Collared Cementles

Cementless Stem Size 14

'S:;Z.zrﬁ;ys Staﬁaard Cemér;tless

Stem Titaniun & HA Coated

Lateralised&Collared Cementles
Stem Titaniun & HA Coated

wn

Lateralised&Collared Cementle
Stem Titaniun & HA Coated

Lateralised&Collared Cementies
Stem Titaniun & HA Coated

Standard Cementles Stem HA

Stem Size 20

63 Stem Size 10 H73 0010 Coated

54 gigms‘cﬁ eStlalndard Cementless H73 0011 gi;zr;gfird Cementles Stem HA
65 ggggsgr:;— szazndard Cementless H73 0012 éiaaréggrd Cementles Stem HA
66 gtggssyisz EStlzaandenrd Cementless H73 6013 giaar;ggrd Cementles Stem HA
67 gzzﬁs&%f; :tla;}dard Cementless H73 0014 gt}aarlggrd Cementles Stem HA
68 ggggsgg eSif;ldard Cementless H73 0015 gézr;ceigrd Cementles Stem HA
69 ggggssyis; eStlagr\u:lard Cementless H73 0016 g::)a:;ggrd Cementles Stem HA
70 gggrmnsgisz Efslgtaandard Cemantless H73 0018 ggaa;;{ei?jrd Cementles Stem HA
71 Stemsys Standard Cementless H73 0020 Standard Cementles Stem HA

Coated
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LAMPIRAN 1

Attachment 1
NO | NAME AS PER DEVICE LABEL | IDENTIFIER BRIEF DESCRIPTION OF
2 Stemsys Standardg(:ollared H73 C008 Standard&Collared Cementles
Cementless Stem Size 8 Stem HA Coated
73 | Comentioss Stem Sizes |73 €008 Stom ta Conteg e
o |gmrsSonrdscalired s cooo S alard Cemercs
75 Stemsys Standard&Collared H73 CO011 Standard&Collared Cementles

Cementless Stem Size 11

Stemsys Lateralised

Stem HA Coated

Standard&Collared Cementles
Stem HA Coated

Standard&Collared Cementles
Stem HA Coated

Standard&Collared Cementles
Stem HA Coated

| |BtemitAeoEted T

Standard&Collarad Cementles

‘Sthndard&Collared Cernentles

Stern HA Coated
7 (AR R B

Lateralised Cementles Stem HA

Cementless Stem Size 20

83 Cementless Stem Size 10 H73 L0010 Coated

o |Semmloteised o |wstoon Lteraed Cementes tem 4
o | |02 e Cementes s o
so | Sems atelied 1y |wratom: e Cments S P
o7 |Semos e, |wraons Lteraled Cmentis a1
o |Jemsslazle 1 |t s Coments S
o |Semmslateniend o |wanoos e Comentes s 1
o |Semsslazall o |waLoe Ltrased Cmentessam
91 Stemsys Lateralised H73 L0020 Lateralised Cementles Stem HA

Coated
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LAMPIRAN 1

Attachment 1

NO | NAME AS PER DEVICE LABEL | IDENTIFIER DT PESCRIPTION OF

2 s o asalred 73 oo
il [ e e
o4 |G s |y oo o= Cemertes
95 Stemsys Lateraliseq&CoHared Lateralised&Collared Cementles

s

Stemsyé éndard Cémentléés

H73 LC0012

Stemn HA Coated

T T R e e

1

Lateralised&Collared Cementlézs
Stem HA Coated

Lateralised&Collared Cementies
Stem HA Coated

Lateralised&Collared Cementles
Stem HA Coated

=+

5

‘Zt_a%efga!%ﬁe%écéﬂgaregd Cgemehti 25
Stem HA Coated

5

Standard Cémentles Stem HA
cated ~ v 17 ¢

" Standard Cementles Stem HA

Revision Stem Size 18

103 Revision Stem Size 9 H731C009 Coated

104 ;t;:gisgr? g;:nmdgirgecleomentiess H73 TC0010 Séizr;ceigrd Cementles Stern HA
105 gt;i:r;?g: gt:%dggfeclelmentless H73 TC0011 Ség?tzgrd Cementles Stem HA
106 FS{Zth:fgs gg:z}dgirgeclezmentless H73 TCO012 ggzr;cégrd Cementles Sterm HA
107 :;i?;?gg gzg?ndgirge(gmentiess H73 TCO013 g;aaqggrd Cementles Stem HA
108 gzirir;sg: git::rr;dgirjeclimenUess H73 TCO014 (S:té}aaréggrd Cementles Stem HA
109 gir‘r’\;gi g;t:?ndgirgeclesmentless H73 TCO015 gzaaréggrd Cementles Stem HA
110 gze;r'r:grs! ggz;dgirgeclesmeﬁtiess H73 TCO016 {S:iaaréggrd Cementies Stem HA
111 Stemsys Standard Cementless H73 TC0018 Standard Cementles Stem HA

Coated
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LAMPIRAN 1

Attachment 1
NO | NAME AS PER DEVICE LABEL | IDENTIFIER BRIEF DESCRIPTION OF
112 giﬂfgs g%:rr:}dgsegegmntiess H73 TCO020 g;aar;gzrd Cementles Stem HA
113 ggrgz; Fzr?;;;aéana:i diameter HI0 1279 ;;g;orat Head in Cobalt-Chrome
114 ggn(w:r; anj;gaf; ::azgiiameter HI0 1280 gﬁgx;rat Head in Cobalt-Chrome
115 Co-Cr Femoral Head diameter H10 1281 Femoral Head in Cobalt-Chrome

28mm & O0mm neck

T

diaméter

Co-(:r Fermoral Head

Alloy

Femoral Head in Cobalt-Chrome
Alloy

Femoral Head in Cobalt-Chrome
Alfoy

Femoral Head in Cobalt-Chrome
Altoy

2]

e
Alloy

Feimora ea& :/n obalt—Chrome
rAﬁ-o-y ¥ E et HF *

Femoral Head in Cobatt-Chrome

diameter 32mm & Omm neck

123 36mm & -4mm neck H10 1360 Allay
124 ggrgn an(;;:g‘g: 2:;? diameter H10 1361 iﬁg‘n;)ral Head In Cobalt-Chrome
125 ggrgr; Fgﬁ%r;léizzi Eiameter H10 1362 ;ﬁ?yoral Head in Cobalt-Chrome
126 g;r:::ti;:zeénrsg l¢‘Sai’§~e3{-%(51mifn neck H14 (1280 éim?)r;;igead i Cerame
128 | Gomeier 2o a5mm | 14 CL282 ii”nlgfs'igead In Ceramic

neck
130 Ceramic Femoral Head H14 C1221 Femoral Head in Ceramic

Composite

Halaman 7 daripada 8
Page 7 of 8




LAMPIRAN 1
Attachment 1

NO | NAME AS PER DEVICE LABEL | IDENTIFIER ﬁ.fg’: DESCRIPTION OF
Ceramic Femoral Head Femoral Head in Ceramic

131 diameter 32mm & +4mm neck H14 C1222 Composite
Ceramic Femoral Head Femoral Head in Ceramic

132 diameter 36mm & -4mm neck H14 1360 Composite
Ceramic Femoral Head Femaral Head in Ceramic

133 diameter 36mm & Omm neck H14 1361 Composite
Ceramic Femoral Head Femoral Head in Ceramic

134 diameter 36mm & +4mm neck_| 114 1362 Composite
Femorat Head in Ceramic

Composite
Femoral Head in Ceramic

Composite

Femoral Head in Ceramic
Composite

faF

Femoral Head

Stainless Steel

Stainless Steel Femoral Head | 1) 1500 Femoral Head in Stainless Steel

diameter 28mmé&-3.5mm neck

143 Stainless Steel Femoral Head H11 1281

diameter 28mm& Omm neck Fermoral Head in Stainless Steel

Stainless Steel Femoral Head H11 1282

144 diameter 28mm&-+3.5mm nack Fermoral Head in Stainless Stesl
Stainless Steel Femoral Head . ,
145 diameter 28mm&4 7mm neck H111283 Femoral Head in Stainless Steel
"End Of Product List"
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Lampiran 2

SYARAT - SYARAT PENDAFTARAN PERANT! PERUBATAN
MEDICAL DEVICE REGISTRATION CONDITIONS

1.0  SYARAT AM
GENERAL CONDITIONS

1.1

12

1.3

1.4

1.5

1.6

1.7

1.8

1.8

1.10

Syarat-syarat pendaftaran peranti perubatan ini dibuat adalah berdasarkan kepada
Seksyen 7 (1), Akta Peranti Perubatan 2012 (Akta 737). Kelulusan ini diberi
berdasarkan makiumat-makiumat yang telah diterima.

Medical device registration conditions are prescribed in accordance to Section 7(1) of
Medical Device Act (Act 737). Approval is granted based on informalion received.

Establisimen hendaklah mematuhi segala arahan yang dikeluarkan oleh Pihak
Berkuasa dari semasa ke semasa.

Establishment must comply with all instructions issued by the Authority from time to
time.

Pihak Berkuasa berhak untuk meminda syarat-syarat pendafiaran dari semasa ke
semasa.
The Authority reserves the rights to amend the registration conditions from time to time.

Pihak Berkuasa berhak untuk membuat lawatan atau pemeriksaan ke atas establismen
pada bila-bila masa tanpa dimaklumkan terlebih dahulu,

The Authority reserves the right to conduct visit or inspection at any time without prior
notice.

Pihak Berkuasa boleh membatalkan Pendaftaran Peranti Perubatan atau mengambi
tindakan undang-undang sekiranya Establismen gagal mematuhi mana-mana syarat
Pendaftaran Peranti Perubatan.

The Authority may cancel the Medical Device Registration or take fegal action if the
Establishment fails to comply with any medical device registration conditions.

Sijil Pendaftaran Peranti Perubatan yang dikeluarkan oleh Pihak Berkuasa tidak boleh
dipindah mikik.
Medical Device Registration Certificate issued by the Authority shall not be transferable
or assignable.

Sijil Pendaftaran Peranti Perubatan hendakiah dikemukakan sekiranya diminta oleh
mana-mana pegawal yang diberi kuasa.

Medical Device Registration Certificate must be presented upcn request by any
authorized officer.

Establismen tidak boleh membenarkan Sijil Pendaftaran Peranti Perubatan
disalahgunakan oleh individu/syarikat lain dalam apa-apa cara.

Establishment shall not permit the Medical Device Registration Certificate to be abused
in any way by any individual / ancther party.

Tempoh sahlaku Sijil Pendaftaran Peranti Perubatan adalah lima (5) tahun dari tarikh
pendaftaran melainkan jika pendaftaran itu dibatalkan oleh Pihak Berkuasa sebelum
habis tempohnya.

The validity of the Medical Device Registration Certificate is five (5) years from the date
of registration unless the registration is cancelled by the Authority before its expiry.

Pengiklanan peranti perubatan hendaklah tidak mengandungi apa-apa kenyataan yang
boleh membawa maksud, sama ada secara langsung atau tidak fangsung bahawa
penggunaan peranti perubatan adalah dicadangkan, dipromosikan atau disahkan oleh
Pihak Berkuasa atat mana-mana pihak yang berkaitan.

Advertising of medical device shall not contain any stafement, whether directly or
indirectly that the use of that medical device is suggested, promoted or endorsed by the
Authority or another related party.



1.11

1.12

1.13

1.14

Lampiran 2

Tujuan yang diniatkan bagi peranti perubatan hendaklah dinyatakan dengan jelas
dalam iklan produk, termasuk brosur, risalah dan lain-lain, dan tidak boleh merujuk
kepada mana-mana 20 jenis penyakit yang tidak boleh diklankan seperti yang tertakiuk
kepada Seksyen 3(1) Akta Ubat (Ikian Dan Penjualan} 1956.

Intended purpose of medical device shail be clearly stated in the advertisement of
products, including brochures, pamphlets and etc., and shall not refer to any 20 fypes
of diseases that cannot be advertised as prescribed in Section 3 (1) of the Medicines
(Advertisement and Sale) Act 19586,

la adalah menjadi tanggungiawab Establishmen untuk memastikan peranti perubatan
mematuhi mana-mana keperluan undang-undang lain yang berkaitan. Sijil inf tidak
mengecualikan manamana keperluan peraturan yang terpakai untuk peranti perubatan
tersebut. (contoh: Peranti Perubatan yang mengandungi racun berjaduai tertakluk
kepada Akta Racun 1852; peranti perubatan menggunakan sinaran mengion adalah
tertakiuk kepada Akta Perlesenan Tenaga Atom 1984.)

it is the responsibility of the Establishment to ensure that medical device complies with
any other requirements of the law. This certificate does not exclude any regulatory
requirements applicable to medical device (for examples: Medical Device containing
scheduled poison is subjected fo the Poisons Act 1952, medical devices using lonizing
radiation is subjected to the Afomic Energy Licensing Act 1964 } .

Establismen hendaklah melaporkan insiden melibatkan peranti perubatan yang
didaftarkan kepada Pihak Berkuasa seperti tertakluk di bawah Seksyen 40 Akta 737.
Establishment shall report any incidents involving registered medical device to the
Authority as prescribed in Section 40 of Act 737,

Peranti perubatan yang diniatkan bagi kegunaan professional hanya boleh dibekalkan
untuk kegunaan professional perubatan sahaja dan tidak boleh diletakkan dipasaran
bagi kegunaan orang awam.

Medical device intended for professional use may oniy be supplied for use by medical
professionals only and shall not be placed in the market for general publk.

2.0 PINDAAN PENDAFTARAN PERANT! PERUBATAN
AMENDMENT OF MEDICAL DEVICE REGISTRATION

2.1

Sebarang pindaan kepada makiumat yang berkaitan peranti perubatan yang berdaftar
hendaklah dimakiumkan kepada Pihak Berkuasa secara rasmi mengikut garis panduan
yang ditetapkan oleh Pihak Berkuasa. Pihak Berkuasa berhak memberikan kelulusan
atau menclak permohonan pindaan tersebut.

Any amendments to the information concerning registered medical device shall be
notified to the Authority in accordance to the guidelines set by the Authority. The
Authority reserves the right to grant approval or reject the application for such
amendments.

3.0 PEMBATALAN SLJIL PENDAFTARAN PERANTI PERUBATAN
CANCELLATION OF MEDICAL DEVICE REGISTRATION CERTIFICATE

3.1

32

Sijit Pendaftaran Peranti Perubatan boleh dibatalkan seperti yang dinyatakan dalam
Seksyen 9, Akta 737.
Medijcal Device Registration may be cancelled as prescribed in Section 9 of Act 737.

Mana-mana peranii perubatan yang dibatalkan Sijil Pendaftarannya, fidak boleh
diimpart, dieksport atau ditetakkan dalam pasaran.

Any Medical Device which the registration certificate has been cancelled shall not be
imported, exported or placed in the market.



Lampiran 2

4.0 HAK PiHAK BERKUASA
THE AUTHORITY CWNERSHIP

4.1 Sijit Pendaftaran Peranti Perubatan yang dikeluarkan secara manual atau elektronik
adalah Hak Milik Pihak Berkuasa.
The Authority retains the ownership of every Medical Device Registration Certificate
issued by any means.

42  Sekiranya berlaku kehilangan atau kerosakan Sijil Pendaftaran Peranti Perubatan,
hendaklah dimakiumkan kepada Pihak Berkuasa dan setiap penggantian sijif akan
dikenakan caj perkhidmatan.

Any foss or damage fo the Medical Device Registration Certificate shaff be notified to
the Authority and every replacement of certificate shall be liable with service charge
rendered.

50 TUGAS DAN TANGGUNGJAWARB
ROLES AND RESPONSIBILITIES

5.1 Establismen hendaklah mematuhi Akta 737, peraturan-peraturan di bawah Akta dan
syarat-syarat Pendaftaran Peranti Perubatan,
Establishment shall comply with Act 737, its subsidiary regulations and registration
conditions.



