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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and I1I

By Royal Charter

MDR 730261 R000

Date Reference number Action

2022-08-09 3719986 Supplemented — Addition of "Cementless Femoral Stems —
Restoration Modular & GMRS" Class III. Add Tecomet, Inc.
as critical subcontractor.

2022-10-21 3754337 Supplemented — Addition of "EXETER® V40™ Femoral

Stems”, “ETS Hip Endoprosthesis” (Class III), and addition
of devices categories "Hip Prosthesis Centralizers” and
“Femoral Intramedullary Caps/Plugs”
Amended — Approval of Ethylene Oxide sterilisation method
for Class I1I Custom Made Implantable devices.
Amended - Addition of subcontractor “Nelipak Healthcare
Packaging” for the activities "Assembly, Final Inspection,
Packaging”. Addition of subcontractors “Orthoplastics Ltd”,
"Technical Metal Finishing” and "Vaupell Molding & Tooling,
Inc” for the activity "Manufacture”, Addition of critical
subcontractors "Mack Molding Company” and "“Praxis
Powder Technology Inc” for the activities "Manufacture,
Final Inspection”. Addition of activity "Final Inspection” for
o subcontractor "Millstone Medical Outsourcing, LLC".
2023-02-10 3811137 Supplemented — Addition of “Triathlon PKR”, “Secur-Fit
Advanced, Secur-Fit Max, and Secur-Fit Plus Max hip
stems” and “"Measurement devices 'Clinical measurement
devices' (Class Im) to the device schedule.
Amended — Approval of subcontractors.

First Issue Date: 2021-05-25 Starting Validity Date: 2023-04-04
Current Issue Date: 2023-04-04 Expiry Date: 2026-05-24
I ..making excellence a habit”
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EU Quality Management System Certificate

Regulation (EU) 2017/74S, Annex IX Chapter I and III

. is_x'i-'. i g .
By Royal Charter

MDR 730261 R0O00

Date Reference number Action
Current 3896971 Supplemented - addition of “Sterile orthopaedic
instruments”.

Amended — Groups "Reusable orthopaedic instruments
connected to an active device” and "Sterile orthopaedic
instruments” merged and named "“Sterile and non-sterile
orthopaedic instruments”.

Amended - Approval of subcontractors.

First Issue Date: 2021-05-25 Starting Validity Date: 2023-04-04
Current Issue Date: 2023-04-04 Ur Expiry Date: 2026-05-24
..making excellence a habit’
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Howmedica Osteomcs Tnathlon Total Knee Replacement System

swandunadosiiounnd mmand'ﬁuwmu

Fonariaun e TITNANARDIUYNE ANUBNAITUUUVY

N anuMmhtrIsallaunwmdde usw a'lm'una'i ('L]'i mﬁ‘lm)) im

angiaui 555 a'm"ﬁia'lm'n'm 2 uum 1104 it 1

fsON/Toy 8 Uy wuaTuau wmm -
A/ IS gune/vm WINT

Janin n;amwumuﬂs waluswdd 10900 Insémd 0293? 1189 Tnsans 02937 1176
'lwummwn11ﬂ"maﬁwm'ﬁﬂnwmaw 31 Sunew e 2569 waslnldianie

amwn%mq‘li’lu'lmuumwumwsasmummwu
a“ -J -1 -y
panlv f Jud 3 \Wau fiquieu e 2565

|
(GRENEED)! ?huna'mﬂm-fn'i'mmﬁmmma.,m
(AUnUY) n's..mwmﬁﬁmdtr

WO IR

¢

J




LONEITLUUNNY

d - -
Tufuudsemsazdean 6322 20008509

swanduaniosdowmd
Howmedica Osteonics Corp.’s total knee systerns include fernoral tibial basep[ates tibial bearlng tnserts patellar

components, stem extensions, metaphyseal cones and bone augments, which are designed to be used together
for total reconstructive replacement of the knee joint. The characteristics specific to each device are detailed on
the product label. Femoral Components: Femoral components are designed in right and left configurations and
are available in cruciate retaining (CR), cruciate sacrificing (posteriorly stabilized - PS) and total stabilizing (TS)
designs. Optional femoral pegs are available for use with the PS and TS femoral components. Tibial Components:
Metal tibial baseplates are available for use with polyethylene tibial inserts in cruciform and universal designs.
Optional bone screws are available. Refer to product label. The tibial inserts are available in cruciate retaining (CR),
posterior stabilized (PS), condylar stabilizing (CS) and total stabilizing (TS), designs. Tibial inserts are available in a
range of thicknesses and in various degrees of constraint. The Triathlon All-Polyethylene tibia is available in
Condylar Stabilizing(CS) and Posterior Stabilizing(PS) configurations. Patellar Components: Patellar resurfacing
components are available in symmetric and -asymmetric options in both all-plastic and metal-backed designs. Use
of a patellar component is optional. Bone Augmentation Components: Metal bone augmentation components are
available to fill bone defects encountered during total knee reconstruction. Bone augments are intended for use
when there is insufficient bone stock available for implantation. Modular Stem Extensions, stems and offsets:
Modular stem extensions, stems and offsets are available in a variety of stem lengths and diameters. Modular
Stemn Extensions, stems and offsets are not intended for use when there is insufficient bone stock available for
implantation. Tritanium Femoral and Tibial Cones: Femoral and Tibial Cone Augments are available in a variety of
styles and sizes. Tritanium Femoral and Tibial Cones are intended to be used where there is a femoral and/or

tibial metaphyseal defect secondary to trauma, failed previous prosthesis, or severe degeneration.
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HOWMEDICA OSTEONICS CORP aka Stryker Orthopaecﬁcs 325 CORPORATE DR. MAHWAH, NJ USA 07430
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STRYRER IRE_AND LEATED RELANDY 04 brausry. Estate Carmtwntil
£5380) 03204575 Triathlen FRIM SEAD FA SZL2 BP 5524-8-800 " =
STTOVKEN IRELAND LIVETED IAELANG)Y D Ingusaral Estate Carimiwebd)
653801036044T6 TR TS AASFRL ATE Sive | <521 A 100 ' %
. SOYES W AN F AT O DML ANDT TR b | el G I"ndl.k
6538010300447 TRI TS BASFPLATE Sive 2 5521 B 200 )
1K
STRYLER IRELAND LIMITED IRELAND) DA Inckusa, EMare Carbquerstiidl
£5380103008278 IRi 15 BASLPLATE Size 3 552141300 N ) o .
il
STRYLER IRE_AND UPETED IAELANT! DR nchusry'. Estate  Coar-igiwechil
6538010300447 TRI TS BAMEPLATE Size ¢ 5521-8-400 :t J el :
STRYRER IRELAND LIVETED [RELAMD) DA Industra. Estate Carttmcdal
653801 03004480 TRI TS BASEPLATE Size 5 §521-8-500 " S .
CTREYKLR (1) ARE | BETED DRFLANG) DA Indutra) [atstey Car il
65380105004281 TR TS BASEPLATE $ire 6 5521 8 800 & sl s
STEYRI R IR AN (%71 TG ANS) 1 bxkrarm | = Carl ol
(5380103004487 TRITS BASEMATE Sie 7 55218700 ' L P el Sy
Il
STHYEER IRELAND LIMWTED INELANS) DA Ivdusriai £ Sariqechi
653801 03004483 11 15 BASLPLAIL S22 B 5521-8-800 i Fa SN .
STRYMER IKEAND LRTTED ORELAND) DA Ircustrly, Estate Carbmawctil
6538105004264 Haton 1 CRINSERT St 5530-P-100 e S 3
- STRYKER IRELAND UNTES IRELAND) 104 lnaustry. Estate Cariimaehi
6532010300485 THathion 2 CA INSCHT SAA 55300-200 ; s 4 .
STRYRLR IFL_ARD LTED SRILAND) DA Iskndne L4 Car
65380103004286 “ration 3 CRINSERT el 55309-300 e I
STHYKEH IFELANG LINGTED UHELANLD) D4 Industra, Eitaty Lorrtachal
£53801 03004287 Triathion 4 C2 INSZRT SRt 5540.P.404 . Sl
STEYRER M AND LRETED IMTLANGE TR Ik i Fulate G {0 §
5360103004488 “riathion § €2 NSERT M £530.p.509 st e Gy
-y
STICOLER IREAND L O URELAY A b dusran Est A
5380113004289 Irlatrilon & CRINSERT 9HiA 5590609 : HRHER IS f:; DL CaReR
STTOYER RE_AND LPATED TRELAND) 0w dusry. Extate Caritwchel
€538010320449) Tration T O3 NSERT S 3-3 5530 P 709
-
SN R IRY CRREDVE B D AN RO Eescharl Dl L ariglweda,
| 65380105004291 Triat e B CA INGERT ShN 5530 1 809 ! u: T I G aniglwebal ‘
|
STIONER (REAND LITED 0AELAND) D¢ industra. Estare  Carighwctis
‘ 65380103004292 Iathize 1 R INGER' 11MM 5530-P111 : H:. ! »
) STRYKER (RE_AND LIVETED URELAND) DA Idusta. Estate < ori ‘
55380103004493 Trather: 2 CRINSERT 1184M 5530.P.211 ¢; e L
|
STRYRER RELAND LSITED JRELAMT) O Pdusta Estate Sartwelul
L
STRVCG R (RF AN R TEN OS] AN Ma b= Faate o W. o
£5380103004455 Trathlon & CR MSEAT 5 1MM s50.p-a11 p: RO I A ¥
TTRVIO R R ¢ ARG AETED R0 AN Om duvra Faale ©arigivweidd
E5380 103204296 Triathior 5 CR INSERT 11MM 5530-p-511 " -
L 8

|
L
€5368010320a£%4 Triathion 3 CR INSERT 1M 3530-P-311




NEWCODE dandadouof identifier vivngnda duq
- STRYKER IRELAND LIMTED JRELANDY DA bdusty Extate Carirmwotld
65380103204297 frathlon 6 TR INSERT 1148 $530-P-511 C b " .
STEYFER WELAKD LUATTED IRELANDY DA batra. Edtets Corwihwehidl
65360103004458 Triath e 7 CRREERT 11504 S530-P711 B = Sy
- - STREYRER BELARD LMTED SRELANDY D2 bukeara® Bulate Sariihwoldd
£5380105004299 Triathlon 8 CRINSERT 113484 5550.p.811 s e
STRVELE IR0 AND & DTED (R AND) OO0 Induserind = b,
£53B0103004500 Triathlon 1 CRINSERT 1304 5538113 . s ey s
STRYKEN IRELAND LIITED JAELANDY OA Inckaszr'at Estate Carprwweabil
€5380103304501 Trigthlor 2 TR INSERT 134 5530-p-213 N . .
STRYVIER HEANG LIATED JRELANDY 104 hausra. Estate Carimivratinl
653301 03004502 Trialhlon 3 CR INSFRT $3WM 5P 36 iy = :
T YRR SR ARD: DRV ORE ] ANGY R bukidii | dals Carrkbaecsbild
5380103004503 Tristihon & CR INSERT 134 =50Pa3 ) o g
. e
ETRYHER MELAND LITED IRELANG) W Inckisral Estere & il
5380103004504 friathlon 5 CRINSLR ' 13t 5530-P513 HESAND L N i) Butere Corbiiti )
- ETRYEER SRELAND LIWTED DRELANDT 104 Industrel Estatre Carigbaehil
£5380103004505 Triathlon 6 CRINSER™ 134M 5530-P413 2 5
i ETRYRER IRELAND LIMITED RELAND) DA Industra. Eatate Corkacdul
6538010304506 Triathlon 7 CR INSER™ 1300 5530-F-713 "
STEYKER (RELARND LIVITED USELANGE W0 pichuviral Detete Carighwohil
6538010304507 Triathon 8 TR INSEHT 1304 5530 P.813 : i Sl
STEVIKER 1R AND LRE T DSE ANG) Da frouaral st O il
5360105004508 Triathon 1 CR INSERT 16500 530 p116 ' ' _“: s
i STRYKES SE_AND LIMTED JRELAND) TW indusry: Esate Cariqneechd
£5360103004509 Irtathion 2 CRANSLAT 164M 3 .3 S530-P-216 = g
F STRYKER HE_AND LIMETED WNELANTY DA Indieoia: Estate Carigtwwiril
€5280103004510 Iniathlon 3 2R INSLA' 16444 5530-5-316 ’ . ;ﬁ :
" " STRYKER {RELAND UMITED IRELAND] ©OA Instustrat Estare Carfgtimchi |
6533010300451 1 Triathion & CR INSLR' 1688 5530-P-216 & .
s STRYKER IFCLAKD L PATID IRTLANDY DA ehained Baate © Tl
65380103004512 Tiiathilow: 5 CR INSERT 16MM 55307511 ' N P e T
[
= STHYKER IFELAND UMTED RELANDE O nchestr o Estate Corigtachild
65380103004513 TriatHon 6 CRINSERT T6MM 5530.P414 N
CTEYRFE iRE ARD LIRETED IRELANEY DR bokiers Falale \‘.ﬂ'kg‘:m.l
A5360103004314 Tristhior T LR INGEAT 164N 5530-P-716 i
STIONER IRELAND LAATEL URELAND) 1DA Indusry, Estate Jarbmrctid
6538010300451 5 Triathion 8 CRINSER " 1644% 5530-P-816 W
STRVPER |RELAMD LWETED JRELAND) Dhindustry, Extate Oaririwchil
€538010300451 TriatHon | CR INSFRT 19444 5530 P.116 : 3 o
. . SIRYKE K B ANIT LIV ()4 D0 ARG B Erdunitad |shile Cariebewehi [
6538010360451 7 Triathlor 2 CR INSERT 19MM 5530 P 219 N
TTYKER IRELAKND LIAETED IRELANTS O trcusry. Estare Carigractil
5380103004518 [Hathice 3 CRINSLRT 19440 5530-F-319 o .
STRYMER RELARD LIMTED URELAND) DA Indhusira. Ectats Tarighworll
3538010504519 Triathizs & CRINSERT 19044 5530P41% @
= STREYVRER AL AND LNETED RILAND) v bhdusre Ditets Corpbveodnl
£5380103204520 Triathioe 5 CF IHSERT 19814 5530--519 =
~ SYEVIR TREAND EISTETHDRET AND) DA ki baate T arkgtwoli ]l
£538010320452) Tnathlon & CRINSERT 19%M 53307619 i
SIRYIER U AT AVETEDL R0 L AT B0a ncduit s Futire ©arignachdd
5380103004522 Trlathlon 7 CR INSLR? 19MM 5530-P-719 N :




NEWCODE dondadanl identifier vivngnan Sw]
_ STRYKER IRELANE: LIMITED URELANT) DA Indu i
65380103004525 Inathion BCRINGLAT 190 3.3|  ss30pa1s ’ e 4 Biese CAmipwoed .
LORTRLR L AND L TED RELANDY DA Prdusual b = Coamdh i
6538010300452 Triation X3 INSERT CR 1 9N04A 55306109 7 5 P St S :
B STRYRER IRE_AND LUATED JRELANDY D& bk, Eatatr Ca et d
5380103004525 503 Triztnion BSERT CR 2 984 $530.6. 709 L MR S
STRVELE IFF AND c0TD JRELANT) DA Idasral bitate L2
65380103008526 Triathion CR X3 Tha INSERT $530.6.30% Lo s, i
STRVKEN IREAND LIMITED DAELAND) 04 lngusin ' Estate Carimtwotil
£5380103004537 Tiiathion CR X3 Thial INSCRT 5530-G-£00 = oo g s
il
STIRVKEN IREAND LINMITED ELAND) 0n haustras, B Lariptiedil
653801 03004528 Trlathion G X3 Thinl INSERT 3530 509 . . o e e
SRR IR AN INE L DR AN Nk h\ 0 adatys G el |
5380103004529 Tilathion CR X3 Tiael INSERT 5530 C, 609 i NI LN Sy
CTRYMER IRELAND LITED IRELANT) T Indumra: Estare Carbiwe
6538010300453 X3 Iintnion RSLET CR 7 OVA 5530-G- 109 e . N e .
STRNER IREAND LESTED MRELANT) D s Carighwoti |
6538010300453 X3 Triathion MSERT CR 8 i $530.6-80% g o ity " .
STRYRER IRELAND: LIMITED JRELAND) 104 Industryl Estate (o i)
6538003004537 X3 Triathhon INSERT CR 1 11Mb 55306111 ' N e
!
STRYKER IBELAND LINVTED DRELANT: DA induviral Dette O ol
6538010300453 X3 Triathion INSERT CR 2 113M 55906911 N BV AL DTS
STEYRD R L ANIY LI I AN A Inchaatral ) e £l webil |
A%38010300453a Trathion CR X3 Titwal INSFRT 5530 6-311 I R i b '
STRVKER (RELAND UASTED DNELANT) D4 hdustry, Enane Cariqmwvohd
653801 03004535 fristhion CR X3 1hiak INSER! 55306411 e ' !
"=
STRYKER INEAND LITED IELANT) ©A ledusa'a, Extate Sarbaiwont
€5380103004536 Friathion CR X3 | it INSLRT 55306511 . RTRNE SRR :
STRYKES IRE_AND: LMTED RELANTE O nousr'a: Estate Cartmivechi
6538010304537 Tniathyon CK X3 1bfal INSLR! 55306611 i e ses .
STRYRCR RU_ANG LMITED URCLANDS W iskast ! Evtate Carviytwohi |
6538010300453 X3 Triathion INSERT CF 7 11MM 55306711 : . P
i
R STHKER IFELANG LIMTED BHELANLY D8 kst Estoty Cormtyohi |l
65380 103004539 X3 Triathlon INSERT CR B 11MM 5530-G-R11 i
X UTRYRER JPEAND LRETED IRFANDD) Tt lrchiwra Filate Ciebslwahd|
£5360103004540 ¥3 Triathian INSERT CR 1 13MM 55306113 ?
STROLEA IRE_AND LPETED JREAND) DA Industy, Bitate Taribwel
6535010300454 X3 Iathion INSERT CR 2 13%AM £530-6-213 ! e
STROVER IREAND UPSTED JRELAND) OA Aoy, Estate Corvtwly
5380103004542 Tristhion CR X3 Taval INSFRT 5530 G 313 : ' '
=]
o o SRV IR AR D AT EA Induncren ) ulsle Caraiwedad
5380105004503 Tiisthion Ch X3 Tk INSERT 530G 413 4
. STIKER IKE AND LIMETED IIRELANS) 100 Ingusery Ertare Carigtwstl |
£5380103004544 athlon € K3 1 ial INSLH! 5330513 " :
- ) STRYKER IRELAND LIVTED IRELANT) DA Insuptran Eftats Carkgtwori |
65380 103000545 Triathons CR X3 Tyl INSERT £530.G.613 )
.
STROLR (R AND LOETES DREANTT D Indhusyr o Estate Carijiwol il
€5380103004545 3 Tikathion HSZAT CR 7 1304 £520G-713 “
. IR & I ANT LRETET R AND) 1A obiera Fuste $arwphecsi |
€5380103004597 %3 Triathion INSERT CF B 13084 §536 46813 o
ORVIO W AN | NETITE N AT e e betate Carighweld i
65380103004542 X3 Trlathian INSCRT CR 1 1340 5330.5-116 . :
L




- -
NEWCODE dondasus identifier vigninie fuq
STRVKER IRELAND: LIMITED URELAHE) A Indusa o Extate Sariptectll
6538010300458 3 X3 Taiztrion €5 INSCKT 2 19024 55316219 i .
N STHKER SBELAND LN TED [HELAND) I0A Inchastran Batats Caritwebll
6538010700465 K3 Tristmon €5 INSERT 3 1504 5531.G-319 4
y STRVEER RELAND LPATED DRELANDS DA bubasu o Estte Cavimolsd
€5380103004655 %3 Triazhion €5 INSERT 4 19044 55316219 A
i B STEVII R IRFCAND EIVITED ORELAND) D& Idusiral Extate Carlglwebld
5380103000656 X3 Trizchion C5 INSERT 5 158 §531.G.519 5
STRMGER IRE_AND LIWTED JAELANDY ©OA Pantry Estate Carmmwtil
5380103304657 X3 Triataion €5 INSLAT 6 19304 55316619 . .
= STHYKEN IREAND LIMITED IRELANCSH 100 naustry. Estate Larmtvwehid
65330103004658 X3 Trinthian €6 INSERT 7 1980 8531 G718 .
NOEVER K B AN LR DRI AN W kel ket Carigiwealil
65350103004659 X3 Triatnien €5 (NSSAT 8 §90AM 5531 G819 )
irl
ETRVLER FELAND LIWTED DPELAND) DA Inchustrat Estare Carbuvechiil
5380103004660 X3 Tiatnion €5 INSLRT 1 224 4531.6-122 ' . ” .
R
CTRYLER IRE_AND LIMITED DRELAND I0& bwiusere Estae Corlqtwchi
(6538010300466 X3 Triatnion €5 INSERT 2 Z294 5316222 ﬂ SRR g
LTRVRER HRE_AND LIMITED DAELAMEY DA Indusira Estate Carl &
65380103004662 X3 Tratalon €5 INSERT 3 2244 55316322 & R
STRYKER IKFLANG LIMITED ORELANT) DA bvdusiral Fiste Car g
6538010504563 x3 Trathlan €5 1S Sired 2204 5531 G a2 o = s ey
*l
SIEYR & 1R AND o ) & T r £ Towetd
(5380103008664 X3 Tratnina €S INGFRT § 22 5531 6522 . FIILILIRCL N0 D o Tt Samigtiecki
Eo]
. STRYKER MELAND UMITED UASLANDY) DA I L Estaze Jarin A
§53501G3004665 X3 Triathion TS INSCRI 6 220k 55316622 i - R e .
ol
STROKER IRE_AND LPATED ORELANT) I a, S
5380103704666 X3 THathon €5 INSERT 7 22V04 §5316-722 = ﬁm Pt R e :
STRYKER (RELAND: UMITED BRELANTY IDA Inctustra: Estate T =]
6533010304667 X3 Triation C5 INSERI & 22040 55316822 = e
STRYEDR [RECARD LM TLD ML anly chuiral Eitate 1
6535010300466 X3 Triatien €S INSERT § 2504 53316125 - = DA B S
STRYKEH [BELAND LIWCED QHELAHLY D4 Industre. Eatate Coritwohil
65360103008669 X3 Trathinn £ INSERT 2 25V 5316225 e o e
w1
STEVMFR ML AND LDNTES IRELANT) TR bolywre Fataiz O {owd
65360103004670 ¥3 Triatninn €5 INSERT 3 2504 S531.6325 : A Brelise e
()
STTONER TRELAND LEATED IRELAND) A Industra: Extere Cxhtwibil
6538010300947 ¥3 Tristhion €S INSERI & 250 53316625 ;i o &
STROVER (REAND LMTED IRELAND) O indusry, Estace  Tariets A
65380103004672 3 Teathian €S INSERT § 2544 5531 ¢, 525 ) ]“ das
®)
SOEVRDE BT ANED LW D0 De0 AR B ehucren | ataie {arigleadal
5380103008673 X3 Triatnian €S INSFRT & 28004 5831 G 625 = t
STRYKEN IRELAKD LIMITED INELAND) G state 1 I
653601030045 74 X3 Triatnion €5 INSCRI 7 250 553163125 EYRER IRELAIRDS "l“"”““ Reute Canitwetll
STRYKER IRELAND LIMITED DRELAND 3iTa. Estaze © X i
5380103604675 X3 Tristhuon CS INSERT 6 25844 55316825 ; e Sy Cmmee
STRTRER RELAKD LY TED IRELan D) DA 1 tate ot ]
£5380103204676 Trathlcn | PS5 MSEAT 98341 532,410 HELANDL ‘1&' Juszre, Bstare Coriwel i
L
STEVET S (R Akl | 8717 R AN " wra baate Taw Ee
£5380103004677 Trathicn 2 5 INGEAT Suaw 3.3 5532.p- 209 TR RLARI. i e H e
1=
SEEVI B R AN T INIETED L ANTY BaA dosora betate Tarigived 4
65380103004478 [rathler 3 5 MELRT 938) £532.P.300 ;

L




-
NEWCODE dondafoust identifier visngnda duq
55326809 STRVEER (RE_AND LIMTED ORELAHCE DA IndusT i Estare Carigtwotidl
d4 ¥ SLRT 9k -
65360103004579 Trathior & 5 INSLRT 9 =
oM 5532 P 509 STRYFER (RC_AND LVA (B IRELANEY DA bkt o Estetes Carsgiwohild
¥ 1, tl P
65380103004680 Triathler 5 75 INSERT i
8582.0200 STRYKER (RE_AND LIATED DRELAND) 04 bviusiia. Estats Corflmodeld
F, 'y ] |
6538010300068 Trathlon 6 PS INSERT 9ain .
7 SEET 9N E545.0.700 STRYELR 15 LAKD LIMTED JRILANT) U8 Indusiral Estate Crrighwehil
5 ¥ ] P
65380103004662 Trathion 7 1S INSFET 961 E532.0.708 .
ot —— 55 STRYKER IRE_AND LITED FELANDY 104 Industr o) Estate Camwotil
£5380103004483 Triathlon 8 PS INSE : 12-F-800 o,
5 T S STIVKER IFEAND LIMTED IRELAND) DA Ingustra. Estate. Carmtmatid
{1 12 b X
£5380103004681 aihlon ) 2
275 NSERT ™ !m?:[[ NEYED B R AND B DR ANT) DA pahoadiin ! okl O W haki |
g Trialt a7 11 .
65380103004685 alhlon 11 na
£5350103004684 Ivatrion 3PS INSERT 11044 54320311 SraErEabE ﬂm: ARARA: Cte Qi
STRVLER (RELAND LMITED DRELANT 0K ohsre Estare Corbibwectd
6538010300468 Tratnion 4 PS RSERT 1104 ss32p.a11 o R ]
180103004682 Teathlon 5 5 INSERT 11146 §532E.511 STRVEER [RELAND LIMITED 0RELAMT) DA Induszral Extate Caritachel
65 . ath 1 .
: S TRYER (RELAKS LIV TED URELAR Cerighachi |
6538010500468 Trathlan & PS5 INSFRT 11MM 5532 P61 5
L
STFYIDR R ARD L IETRD DRTTANL) DA Induar Fudate Carigleohl]
5360103004450 Trathien 7 P5S RSERT 1IN 5B PTI
R ]
STRKER {RELAND LIMTED INEAND) DA hustra: Esass Cariweti 4
65350103004691 Iriatnlon B PS5 WSLR1 11RIM 3.3 55324811 A N
TTYKER IRE_AND LIMITED ORELANT) FuFry. e Cartreecril
5380103004492 Iiathien 1 PS INSLR] 12KM 55326-113 s s 1; Ui b it :
STRVKER IRELAND: LIMITED (AELANT) ©a Ingusers! Estate Carmiwenl
6533010300459 tiathlon 2 P5 IRSERT 138iM 55%52.p-213 ! s ki 4
R STRYKLS (RL_ARD (W7D NTLARLE DA Pounl o Datate Caigtwolil
65380103004494 Triatnlon 3 PS INSERT 138404 3532.p-313 %
STRYKER [MECAND LIMITED BHELANDT D& Industral Estote Coriitwolbd,l
65380103004695 Tratnlon 4 PS INSERT 131404 55379413 .
STRYRER RELAND LOWTES RS 0} D behpwry, Falalte Carkel
5360103004696 T-athion $ PS NSERT 130404 5532P.513 ladei i dida bttt T
"
£5380103008697 Iriataden § PS NSLRT |36 5532613 STRYLER [PESND LUANTED RELANT) DA IndusTa. Estere Carwnwilid
atder -
STRMER IRELAND UNTED IRELAND) ©A broustry Estate Carimtamin L
65380103004698 Trathlan 7 15 INSFIT 13640 5532 0 713
™
380105004675 Trathion B PS RSERT 12642 5532 P 813 5KV K I ¢ AN 1) D] RNE) A bl § Wste S arigiwedal
i nal n 1 &
6538010504699 i
65380103004 700 Iathlan 1 FS INSERT 15N 5532P.116 STIYKER fRE_AKD LINTED :r-waii O Indusra. Estare Carigtwctil
3538010300470 Trathilon 2 S INSERT 15488 55327216 STRVRER FEAND LWYTED IRELAND) DA 3uraa. Estate Carfpivechi
Trathibon 1 * 21
05 1 &
E53801030047 T " 3B NSEFT 160414 5532.0.316 STRVRLR SRE_AND LONTED DRELAMD) A Irdhustra, Estare Cariivwedu ]
& 2 nathilon L 3. i
1 (% Al i
STENUER IFE ANE L PNTED DRELANTH A chuer s Fstate ariptvciil
£5380103004705 Trarhbon 4 75 NSERT 168480 5532Pa16 =
RTRYIOR 1 AN T EATNTY A Icdusir a, beate Darkimddl]
5380103204704 Tatrden § PS5 NSLRT L8k 5532.P.516 3

ifL




duq

NEWCODE dondaiousl identifier widnguda
65380103504 705 [rathicn & PS INSERT L&KM 5326516 FTRYKER (RELAND: LIMITED URELAHD) DA ndustr at Extase Carigtwothl i
AL
653R0103504706 Toathlon 7 PS5 RSERT 160400 S512P-T16 STHYFLR IRELAND LI '|=;H1uml‘: O Ickastial Betats Corpitvehil
£5350103C04707 Trathlon & P RSERT 18HES 55320516 S wm;i i
£5580 103004708 Toathlon 1 76 RSERT 190 55320115 STRYVEER [FE: AR LINESTD 0RELAND) DA Indusiral Balale Corighwotill .
®
£5380103004709 vavlon2es astRT ke 3 B | smeam | T OEEE '“"""""‘i OAlaustry: Extate. Cartwotil ;
653301030047:0 Tralhion 3PS RSERT 15114 s532p 318 DI BERGIRTRD w‘”""‘:" O N L Exace LariRiohi
. 8
6538010300471 Trathlon 4 75 RSERT 1900 5532F 419 s ""‘T”“:"”"":“‘:“ A PR (e Corrimohi)
"1
£5380103004712 Irathion 5 P5 BGLE L 19h 55929519 SR BRI LT “"'n‘*“ls’ B sz Exsane: Coroncrid )
AL
(5380103004713 Tratnion 6 PS HSERT 15kt 5532.P619 P PR W‘:‘t 0% ncinrek Estars: Curgiatid .
6538010304714 Tristhlon 7 5 NSERT 154104 e e .
RL
65380103004715 Trathlon 8 25 KSERT 19MM 5532.P.819 ARSI ““‘-"-‘“: T induveal Estate Carighvehi
5380103004714 Trattlon 1 P NSFRT 2260 383122 STHYRIR (R AND LN RO ARAN). A Prdirod F et Sarhjiveehid
w4
T —_—" RS S G ST PR, STRVKER ELAND LIVTED BRELAND) D4 Indhusra: Estate Carmvechil )
L)
€52801030047 18 Iiathion 3 PS NSLET 22K 5532:P-322 STRIERAREAND CAENRELANDI IO Induscrac ERibe Cotminirs] :
L
653301030047 19 fiatalon 4 BS INSERT 2261 s3zpaze R Mw"':‘ DATKMEIL Extice Carimaaiid .
IRL
65380103004720 Teiatnlon 5 PS INSERT 22Wits 5532522 STRIKER (BLLARL LRATED ISELANED 04 odustia! Estate Carigtwabit
#H
5380103004721 Trathion & P5 INSERT 22MM 5531-P-622 STRVIER [RELANG LIMTED JAELANC) D& ot Esute Coritwobil
iR
6536010304727 Teathion 7 PS WSEAT 22041 ssszepay | TV PLAND LONTEIRERELANGY TF Inchisiin Bt Sarrgivoliil
i
4536010300477 iriatnlon § PS INSERT 23044 55325832 STRYVEER REAND LIMTES IRELAND: 04 bdusra. Extare Carieniedil
IRt
£5380103004724 Trathlon 1 75 RSFRT 25044 5597 P 195 STRYYER IREAND UMTED w‘-.':‘-.).-‘t;’:: D rausy, Estare Carletaeshad
#
£5380103004725 Triathlan 2 P§ INSERT 25him 5532 P 225 STWYRT R 402 A0S | A0 RS A, B3 bRatircd | Wl Camigtnciid
e
65380103004 726 iathlon 3PS RSLRT 2500 55324325 e i .
AL
5538010300727 Trgtilon 4 S RSERT 2504 s | T RIS RS anmhe
]
E538010300a728 Trathilon 5 FS KSERT 257400 5537 F-325 STRVEER BELARD LEAITED JRELAMDE) D Industrar Estate Carigct il
WL
€5380103004729 Trathlon & P5 KSERT 256 5537 7625 STEVKER IRRUARE LA TED IRELANG) (04 bndui Bt Coyigpaniii
L]
65380103004730 Tatnken 7 #5 INSERT 250408 S532F-725 DENERIANCTBEHI I SR Madocdmcak b Cocgticlel :

PL




NEWCODE dondadnl identifier vidnguin duq
. HREECA NTERNATIONAL 5 OE ALITELANDY Fahee Buli~ess Tark
£5235133008597 X3 Trathlan MSLRT FS 7 190 55326119 .
Lomasicle IR
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that: Howmedica Osteonics Corp
325 Corporate Drive
Mahwah
New Jersey
07430
USA

Holds Certificate No: FM 84568

and operates a Quality Management System which complies with the requirements of 1SO 13485:2016 for the
following scope:

Design, development, manufacture and distribution of sterile and non-sterile orthopaedic
implants, bone cements, antibiotic bone cements and synthetic bone substitutes, sterile and
non-sterile manual and powered surgical instruments, and surgical cases/trays for the
treatment of bone fractures, joint replacement and reconstruction in the area of orthopaedics.
Servicing of orthopedic surgical instruments, sterilization trays and cases.

For and on behalf of BSI: q\t“"‘”’""‘ \ . %

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2004-09-10 Effective Date: 2022-06-26
Latest Revision Date: 2022-06-24 Expiry Date: 2025-06-25
p— Page: 1 of 2

- T ..making excellence a habit’



Certificate No: FM 84568

Location

Registered Activities

Howmedica Osteonics Corp
325 Corporate Drive
Mahwah

New Jersey

07430

USA

Design, development, manufacture and distribution of sterile
and non-sterile orthopaedic implants, bane cements,
antibiotic bone cements and synthetic bone substitutes,
sterile and non-sterile manual and powered surgical
instruments, and surgical cases/trays for the treatment of
bane fractures, joint replacement and reconstruction in the
area of orthopaedics. Servicing of orthopedic surgical
instruments, sterilization trays and cases.

Stryker Ireland Ltd
IDA Industrial Estate
Carrigtwohill

County Cork

Cork

Ireland

The manufacture, inspection, sterilization and distribution of
sterile and non-sterile orthopaedic implants, prostheses and
associated instrumentation for the treatment of bone
fractures, and joint replacement.

Howmedica International S de R.L.
Raheen Business Park

Limerick

Ireland

Original Registration Date: 2004-09-10

Latest Revision Date: 2022-06-24

This cernificat s the | arty of B51 and shall be ra

watzd goling. Print

o above or the attact

An electro
To be reac

Amenicas Headguarters: BSI Group Ame
A Member of the BSI Group of Companies.

The manufacture, inspection, sterilization and distribution of
sterile and non-sterile orthopaedic implants, non-sterile
instruments, non-sterile trials, sterile orthopaedic bone
cements, antibiotic bane cements and synthetic bone
substitutes for the treatment of bone fractures and joint
replacement.

Effective Date: 2022-06-26
Expiry Date: 2025-06-25

Page: 2 of 2

diately upon reguest,
be validated at www.bsigroup.com{CliecnmtDirectory

a Inc, 12950 Worldgate Drive, Suite 800, Herncon, VA 20170-6007 LISA
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| COPIEDNo.:1 COPIED DATE: 08/0224 |
{ SUBJELCT TO CHANGE WATHOUYT NOTICE l|

Certificate of Agsessment

GOOD DISTRIBUTION PRACTICE FOR MEDICAL
DEVICES AND DIAGNOSTICS (GDPMDD)

Certificate No: GDPMDD-ZP-001

This is to certify that

ZUELLIG PHARMA LTD

99/19, 99/20 Moo 3, Bangna-Trad Road Km.23 Tambol Bangsaothong, Amphoe Bangsaothong,
Samutprakarn 10570, Thailand (Main Distribution Centre)

has been assessed against the scope of work defined for the activity of

Receipt, Storage, Order Processing and Distribution Services for Medical Devices and Diagnostics

As conforming to the requirements of

Good Distribution Practice for Medical Devices and Diagnostics as referenced within:

ASEAN Maedical Device Directive (AMDD), September 2015
Good Distribution Practice for Pharmaceutical Products, World Health Organization, Annex 5, WHO TRS No. 957, 2010

Guidelines on Good Distribution Practice of Medicinal Products for Human Use (2013/C 343/01), European Union, November 2013
Medical Devices Quality Management Systems - Requirements for Regulatory Purposes, 150 13485:2016

Medical Quality System Regulation, U.S. Food and Drug Administration, CFR Title 21 - Food and Drugs: Part 820, 2021

US FDA Medical Device Quality Systems Manual, September 2018

Explanatory Notes for Industry on the Preparation of a Site Master File, PE 008-4, PIC/S, January 2011

« & & 8 8 =

LOCATION REGISTERED ACTIVITIES

Zuellig Pharma Ltd. Head Office
8-3/F Ploenchit Center,

2 Sukhumvit Road,

Kwaeng Klongtoey, Khet Klongtoey,

Bangkok 10110, Thailand

Zuellig Pharma Ltd, Warehousing, Secondary Repackaging and Distribution of
99/19, 99/20 Moo 3, Bangna-Trad Road Km.23 Pharmaceutical, Veterinary Medicinal, Healthcare, Cosmetic and
Tambol Bangsaothong, Amphoe Bangsaothong, Food Products, Medical Devices and Diagnostics, Clinical Trial
Samutprakarn 10570, Thailand (Main Distribution Centre) Materials. ;

Saju S Pillai
Director

Endorsing Business Excellence™ ’

Audit Date: 21 October 2023 Date of ssue: 7 February 2024 Expiry Date: 6 Febhruary 2026

This certificate is awarded with respect 1o client organisation’s compliance with the stated criteria and terms and conditions laid down by 150Cert, This certificate may not be reproduced ,'
(}

except with the written permission of 1SOCert. For further clarifications you may contact us at: 150Cert Pre Lid, 21 Bukit Batok Crescent, WCEGA Tower #16-76, Singapore 658065, |
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Certificate of Agsessment

GOOD DISTRIBUTION PRACTICE FOR MEDICAL
DEVICES AND DIAGNOSTICS (GDPMDD)

Certificate No: GDPMDD-ZP-004

This is to certify that

ZUELLIG PHARMA LTD
88/21 Moo 5, Tanon Thepharat Km.39, T-Park (W2/1),
Tambol Bangsamak, Amphoe Bangpakong, Chachoengsao 24180, Thailand

has been assessed against the scope of work defined for the activity of

Receipt, Storage, Order Processing and Distribution Services for Medical Devices and Diagnostics

As conforming to the requirements of

Good Distribution Practice for Medical Devices and Diagnostics as referenced within:

ASEAN Medical Device Directive (AMDD), September 2015

. Good Distribution Practice for Pharmaceutical Products, World Health Organization, Annex 5, WHO TRS No. 857, 2010

. Guidelines on Good Distribution Practice of Medicinal Products for Human Use (2013/C 343/01), European Union, November 2013

. Medical Devices Quality Management Systems - Requirements for Regulatory Purposes, I50 13485:2016 |

. Medical Quality System Regulation, U.S. Food and Drug Administration, CFR Title 21 — Food and Drugs: Part 820, 2021 E

. US FDA Medical Device Quality Systems Manual, September 2018 i
:'
il
H
i
|
!

Explanatory Notes for Industry on the Preparation of a Site Master File, PE 00B-4, PIC/S, January 2011

LOCATION REGISTERED ACTIVITIES
Zuellig Pharma Ltd. Head Office

8-9/F Ploenchit Center,

2 Sukhumvit Road,

Kwaeng Klangtoey, Khet Klongtoey,

Bangkok 10110, Thailand

Zuellig Pharma Ltd. Warehousing, Secondary Repackaging and Distribution of
88/21 Moo 5, Tanon Thepharat Km.39, T-Park (W2/1), Pharmaceutical, Veterinary Medicinal, Healthcare, Cosmetic and
Tambol Bangsamak, Amphoe Bangpakong, Chachoengsao 24180, Food Products, Medical Devices and Diagnostics.

Thailand

GLA?_‘__

Saju S Pillai
Director

Endeorsing Business Excellence™

Audit Date: 20 October 2023 Date of Issue: 5 February 2024 Expiry Date: 4 February 2026

This cartificate is awarded with respect to client arganisation’s compliance with the stated criteria and terms and conditions laid down by 180Cert. This certificate may not be reproduced
except with the written permission of ISOCert. For further clarifications you may contact us at: ISOCert Pte Ltd, 21 Bukit Batok Crescent, WCEGA Tower #16-75, Singapore 658065. J
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Certificate TH20/13535.00

The managemenl syslem of

Inter Express Logistics Co., Ltd.;
Inter Express Home Delivery Co., Ltd.

HQ & Bangkok site: 1 Rama 3 Sol 37, Bang phongphang, Yanawa, Bangkok 10120, Thailand

has been assessed and cerlified as meeting the requirements of

World Health Organization Good Distribution Practices (GDP)
WHO Technical Report Series, No. 957, Annex 5, 2010 Including Storage and Distribution Practices.

For the following aclivilies
Transportation Services for Pharmaceutical Products under the conditions of -15°C to -20°C, 29C - 8°C, below 25°C and below
30eC

The responsiility for the qually of the individual baiches of the producis labeled, packed and distribuled lies wilh the organization
This certificalion is nol iniended lo imply that the organization has been inspecled or certified by WHO.

This cerificate is valid from 03 Seplember 2023 unfil 03 September 2026 and remains valid subject lo salisfactory surveillance audils.
Issue 3. Certified with SGS since 03 Seplember 2020

Cerlified aclivilies performed by additional siles are lisled on subsequenl pages.

Ben Tsang

SGS Hong Kong Limiled
Unils 303 & 305, IFF., Building 22E, Phase 3, Hong Kong Science Park, New Terilories, Hong Kong
14{852)2334 4481 - v 528 2o

l
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Certificate TH20/13535.00, continued
Inter Express Logistics Co., Ltd.;
Inter Express Home Delivery Co., Ltd.

World Health Organization Good Distribution Practices (GDP)
WHO Technical Report Series, No. 957, Annex §, 2010 Including Storage and Distribution Practices.

Issue 3

Sites

Inter Express Logistics Co., Ltd.
HQ & Bangkok site: 1 Rama 3 Soi 37, Bang phongphang, Yanawa, Bangkok 10120, Thailand

Transportalion Services for Pharmaceutical Products under the conditions of -15¢C to -209C, 2:C - 80C, below 25°C and below
30°C

Inter Express Logistics Co., Lid.
Samut Prakarn Site: 9/89 Moo 7, Kingkaew Road, Racha Thewa, Bang Phi, Samut Prakam 10540, Thailand

Transportation Services for Pharmaceutical Products under Ihe conditions of -150C o -20°C, 2¢C - 8°C, below 25°C and below
30°C

Inter Express Logistics Co., Lid.
Hal Yai site: 233 Moo 14, Tachang, Bangklam, Songkhla 90110, Thaitand

Transportation Services for Pharmaceutical Produels under the condilions of -15°C lo -20°C, 20C - 8°C, below 25°C and below

Inter Express Logistics Co., LId.
Nakomsawan sile; 134/4 Moo 7, Klangdad, Muang, Nakornsawan 60000, Thailand

Transportation Services for Pharmaceutical Products under the conditions of -15°C to -20°C, 2°C - 8°C, below 25°C and below

30:C

£ u
563 a

ﬁhmlbmuﬂmﬁea‘«.&uﬁcwﬁ:ﬂhﬂnﬂmmmpummm.%m-smdumwm&abm, died and wil be conzidered as a copy.
This documsnt is issued by Me Company subject 1o SGS General CondiBons of cariicaion services avalable on Teqrs a=2 Jond L= | G52 AttenBon is drawn 1o the imilation of I}
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sppeacance of this docurment i uniawhd.
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Certificate TH20/13535.00, continued
Inter Express Logistics Co., Ltd.;
Inter Express Home Delivery Co., Ltd.

World Health Organization Good Distribution Practices (GDP)
WHO Technical Report Series, No. 857, Annex 5, 2010 Including Slorage and Distribution Praclices.

Inter Express Logistics Co., Lld.
Nakornratchasima site: 360 Moo 2, Jorhor, Muang, Nakornralchasima 30310, Thailand

Transporlation Services for Pharmaceutical Products under the conditions of -15°C to -20°C, 2°C - 8°C, below 25°C and below
30C

Inter Express Logistics Co., Lid.
Wang Noi site: 178 Moo 4, Phayom Subdistrict, Wang Noi Dislrict, Phra Nakhon Si Ayutthaya Province 13170, Thailand

Transporlation Services for Pharmaceutical Products under the conditions of -15°C to -20°C, 2°C - 8°C, below 25°C and below
30:C

Inter Express Home Delivery Co., LId.
HQ & Bangkok site: 1 Rama 3 Soi 37, Bang phongphang, Yanawa, Bangkok 10120, Thailand

Transportation Services for Pharmaceutical Products under the condilions of -15°C to -20°C, 2°C - 8oC, below 25°C and below
30-C

Inter Express Home Delivery Co., LId.
Samul Prakarn Site: 9/99 Moo 7, Kingkaew Road, Racha Thewa, Bang Phi, Samut Prakarn 10540, Thailand

Transportalion Services for Pharmaceutical Products under the conditions of -15°C lo -200C, 20C - 8¢C, below 25°C and below

30°C

Inmkmaﬂmhe‘mmwmwmwpﬁamw.wnmdu&tm:ﬁiﬂ‘anmrhodrdwhwmunam. OF
This document is issved by the Company subjact lo SGS General Congions of cartiicaion senvices availgble on Tenms s Conbans | G5, Altenonis drawn lo the Emilabon of  isS

lizhily, indemnifcation and jurisdicticnal clauses contained therein. This document ks copyright protected and eny unaulhorized ailerzbon, forgery o fatsification of the contenl of fed, i
appearance of this document is unlawful Ee
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Certificate TH20/13535.00, continued
Inter Express Logistics Co., Ltd.; S
Inter Express Home Delivery Co., Ltd.

World Health Organization Good Distribution Practices (GDP)
WHO Technical Report Series, No. 957, Annex 5, 2010 Including Storage and Dislribution Praclices.

Inter Express Home Delivery Co., Lid.
Hal Yai site: 233 Moo 14, Tachang, Bangklam, Songkhla 80110, Thailand

Transportation Services for Pharmaceutical Products under the conditions of -15°C lo -20°C, 2C - 8°C, below 25°C and below
30oC

Inter Express Home Delivery Co., Lid.
Nakormsawan site: 134/4 Moo 7, Klangdad, Muang, Nakornsawan 60000, Thailand

Transportation Services for Pharmaceutical Products under the conditions of -15°C lo -20°C, 2¢C - 8C, below 25°C and below
30C

Inter Express Home Delivery Co,, Lid.
Nakornratchasima site: 360 Moo 2, Jorhor, Muang, Nakomralchasima 30310, Thailand

Transporlation Services for Pharmaceutical Products under the conditions of -15°C to -20°C, 2C - 8°C, below 25°C and below
30:C :

Inter Express Home Delivery Co., Ltd.

Wang Noi sile: 178 Moo 4, Phayom Subdistrict, Wang Noi District, Phra Nakhon Si Ayutthaya Province 13170, Thalland

Transportation Services for Pharmaceutical Products under the conditions of -15°C lo -20°C, 2°C - 8°C, below 25°C and below
30:C
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