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3EC International a.s,, Hranicna 18, 821 05 Bratislava, Slovakia
SKTC-113 and Notified Body No, 2265

EC Certificate

No. 2017 -MDD/QS-201

issued in compliance with the Council Directive 93/42/EEC as amended by 2007/47/EC,
which is implemented by the Slovak Government Order No. 582/2008(Collection of Laws)
certifies that the medical devices of Class llb

Orthopaedic Implants & Spinal Implants
Product Types: Interlocking Nails, Locking Plates, Locking Screws, Bone Plates,
Bone Screws, Arthroscopy Implants :
Brand Name: SSEPL
(for detailed list refer to Annex; page 1 to 5)

manufactured by company

Sharma Surgical & Engg. Pvt. Ltd.
Office: 1st Floor, Girikandra Complex, Near HDFC ATWM, Opp-Bapod Talav,
' Waghodia road, Vadodara-390019, Gujarat, India :
Works: 654 & 655 GIDC ESTATE, Waghodia-391760, Dist.: Vadodara, India

- is manufactured under conditions fulfilling the quality system requirements of Annex I,
Section 3.2. of the Directive 93/42/EEC as amended by 2007/47/EC..

The Notified Body No. 2265 has performed an audit of the above products quality system. The full quality
assurance system has been assessed, approved and is subject to continuous surveillance according to Annex
ll, Sections 3.3 and 5, of the Directive 93/42/EEC as amended 2007/47/EC. The detailed description of the
system, requirements and measures applied by the manufacturer are presented in the Final protocol No.
310056/2012 thatis enclosedtothis certificate.

This certificate is issued under the following conditions:

It applies only to the quality system maintained in the manufacture of the above referenced model of medical
device and it does not substitute the design or type-examination procedures, if requested. The certificate
remains valid until the manufacturing conditions or the quality system are changed but until May 5th, 2022 at the
latest. The cerlificate validity is conditioned upon positive results of surveillance audits. After fulfilling the
relevant EU legislation requirements, the manufacturer shall affix fo each in vitro diagnostic medical device, of
the above referenced model, the CE-marking followed by the number of the Notified Body.
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“CAT. NO.

ANNEX TO EC CERTIFICATE No. 2017-MDD/QS-201

Issued for the company

Sharma Surgical & Engg. Pvt. Ltd. Bk

Office: 1% Floor, Girikandra Complex, Near HDFC ATM, Opp-Bapod Talav, Waghodia road, e
Vadodara-390019, GU}arat, India

Works: 654 & 655 GIDC ESTATE, Waghodia-391760, Dist.: Vadodara, India 331

List of medical devices covered by the EC Certificate:

03 MAYIS 2P

[ BRAND

I TYPE DA | LENGTHHOLES |
NAME | i B |
Interlocking Najl w.th Naif CaE& Accessorias |
SSEPL.001 | SSEPL | IMSCNailaB L 08-A3mm 151030
SSEPL 002 [ SSEPL | Ankls Artnodes's Nai e Bieds |
_SSEPLLG3 | SSEPL | DAMSC Nai 10-13mm 151030
SSEPL.004 SSEFL | versal Femur Nail 0i2mm | 30tdd | it
SSEPL 005 SSERL | al Tiia Nail - R %1040 ,- it
SSEPL G5 SSEFL Ender Nail (3.5mm) T —0z05mm | 4&cm : i
SSEPL.GAT SSEPL | Femurm.mrade lal 13006 W 09-12mm Ntodd ' 12
| SSEPLLO8 SSEPL i £9-12mm 0 iod4
|_SSEPL 9 | SSEPL T TToRimm | %m0 ' Lot
|_SSEPL.10 SSEPL T | OBOwEm | w3 Bl B
[ 'SSEPLOTT | SSERL | eEomm | 201030 | [
| SSEFLO1Z | SSEPL umerus N f—_Thr-e Holes . 6 T 25 7
SSEPLO1TI | 8SEPL T Gamiail | 161044 [Firis
| SSEPLOTA | SSEPL T Proximai Humerus Lo oot | 18em g 5
| SSEPLOTS | SSEPL | Proximal Humerus Nail [ 0608mm | ibem !
{_SSEPLO15 SSEPL | Redius-Una Nall i Al | 0345mm | 141030 | |
| SSEPLO1Z [ SSEPL | Reconstructon Naf . T T 08iZmm _ 0w ; f
[ SSEPLO18 SSEPL | RetrogradeFemureNai I~ 92mm s ] |
| SSEPLO1O | SSEFL | Subtrochanteric Trochan: teric Nal 12006 (SSTN) | 0-13mm ] 24 1044 |
| SBEPLLZ0 SSEPL | Stander Femular Nai | Getemm | o dd | fies A
[ SSEPLO21 | SSEPL | SubtrochanercNaioo 135 S 5\ 4tdd ] 1= il
SSEPL.022 | SSEPL |~ Supracondyiar Nai | Wi%mm i 151030 ! i
SSEPLO23 | SSEPL Bup far Locked Nail | 043mm__ | 15030 | i
SSEPLG2 SSEPL T_Tlhia Nail N e T osdimm %040 et 1y
| SSEPLLZE SSEPL | Universal Femoral Nail_ T o8tiam 010 dd ! i)
| SSEPLJ26 SSEPL | Unwersal Ticia Nal . _. [ e Tmm 261040
ISS*PLGE'?_" | SSERL Ibia Nal S % | "ostimm | J6wA0 |
SSEPLO28 | SSEPL | DIMSClockedNail | 043mm | 51030 |
" Bone Plales & Bone Screws i - |
| SSEPL | Anztomical Prcmmal HJI"EJUS {oe) 3.5mm, 4 5mm 4l0i2
| SSERL | “Angho Blade Plaie | G2rcts |
| SSEPL D(‘D F‘Ia‘e fNarrou.1 B ) | 021016
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3EC

ANNEX TO EC CERTIFICATE No. 2017-MDD/QS-201

issued for the company

Sharma Surgical & Engg. Pvt. Ltd. I
Office: 1% Floor, Girikandra Complex, Near HDFC ATM, Opp-Bapod Talav, Waghodia road, ?
Vadodara-390019, Gujarat, India '
Works: 654 & 655 GIDC ESTATE. Waghodia-391760. Dist.: Vadodara, India

List of medical devices covered by the EC Certificate:

i CAT. NO. BRAND T TYPE i e e | DIA [ TLENGTHHOLES |
NAME | J |
T 5 ! = e e s
[ SSEPLT04 [ SSEFL | DCSPlate 950G e T 0B
| SSEPL.105 SSEPL ] DHS Long Barel (OC Holej N i | (21016
( SSEPL.106 SSEPL | DHSLengBarel(RH} I N X i
| SSEPLYG7 | SSEPL | DHS Shot Barcl (OC Hole) AN s e ey e
SSEPL.108 | SSEPL DHS Shod Barel {Rourd Hoke] . ) | s | 0210 16
SSEPL.10 SSEPL | Distal Tivia Anatomical Plale i T R s 0210 12 ke
SSEPL110 | SSEPL | H-Plafe = ST | | iAtodtmm A )
| SSEPLATT | SSEPL | K-Plate(TTHolks) 02rtd | i
SSEFL 12 SSEPL | L -Butiress Plate 1 | i ‘:
[ SSEPLT13 | SSEPL LCOCP amad ] T o3was e
{ SSEPL.114 ~ wil I !
SSEPLA1E | 0312 |
SSEPL.116 ST (¢
| SSEPLIYT. [ 021013 | | i
SSEPLATE [ 8 . . ] Flis , 041012 , fie== 1
SSEPL 119 [ SSEPL | Reconstucion Pl 4 Simm (RH) = g b 031018 | fiie 4
SSEPL 120 ["SSEPL | Reconstriclion Plate 4 5mm (DG] i i | 0406 liz 4
SSEPLizt | SSEPL | Recanstuction Plale 3 5mm {RH} o [ . 0wl -t
SSEPLA22 _SBEPL Reconstruction Plate 3. 5mm (B€) RO < i 1 i Vil 041216 tie
SSEPL 123 SSEPL___| DCP Piale S RS B T 02wi2 1 1=
SSEPL.124 SSEPL | SmallL-PI S| R I B YT | i
SSEPL25 SSEPL | SmallLCDCP {8 Holes) D ] G N Y i Rwi2__ | H==f
SSEPL 126 SSEPL | SpoonPhie 5 ‘ _ Ohla 12 | i e
“8BEPL 127 | SSEPL__ | DistalFemuigr DCHole i iy 021018 |
| SSEPL.128 SSEFL | Proximal Femur OC Hele AR e b = G212 | et
| SSEPL.129 | SSEPL | Calcanium Pate e N R, S.ML . e 1
[ SSEPL.130 1 SSEPL | Cobra Head Plate ) | | :
[ SSEPL13T | SSEPL i Vi N TR A 109
SSEPL !32 ! L : T SR A% — e e s it F S . - |
SSEPL133 | SSEPL | T-BuffressPlate B I N 1 -
SSEPLIZA r SSEPL | Tibial Latera! Bullress Plale A RN |
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IEC

ANNEX TO EC CERTIFICATE No. 2017-MDD/QS-201

Issued for the company

|.
Sharma Surgical & Engg. Pvt. Ltd. '
Office: 1 Floor, Girikandra Complex, Near HDFC ATM, Opp-Bapod Talav, Waghodia road,
Vadodara-380018, Gujarat. India
Works: 654 & 655 GIDC ESTATE, Waghodia-391760, Dist.: Vadodara, India |
List of medical devices covered by the EC Certificate: i ez
[CAT.NG. | BRAND | TYpe T T T "Dia | TLENGTHIHOLES
. NAME | O T S Dy |
[ | Bong Plates & Bone Screws BEL A i R D A AP . T S
| SSEPL. 195" T SSEPL T VPlaw ¥ o PRSI ST N
5 | SSEPL | ZPlale e - T T | 20 to 75mm
| [ GSEPLA37 SEEr-L | Caleaniu  Plata (0 Typs) . e ST AT
| SSEPL.138 SSEPL | Calcanium 1 Plate {P Typa) a . =i S ML |
[(SSEPL1TY SSEPL 3 S,M.L_
[ SSEPL T f
58 SSEPL 04 Holes | '
SS::FL1 ~I'SSERL F ~ OdHoles |
[SSEPLT43 ~ ['SGEPL P N W OdHoles | ;
SSEPL.144 _"__ﬁ;ﬁ: I____.__.’:_i_"‘_ﬁ"'il‘a"éaﬂh Pate. . ' A= =, ) el
SSEPL145 1 2€mm ‘ RSN i) il | G S | o it
| N |
; ibia &natomical Locking Piate T T R, W T hwi ! !
] Femaral C ar Laﬂmq Slate S K 0410 16 | It
| DCP Broag L | 0i018 | f
04018 | i
Odto18 | I
~ 02w12 |
02 i¢] ‘Z | }
(21012 | i
021012 |
: §
ssaD' 7 [ SsR[L
_SSEPLISE 4 SSEFL__
GSEPL158 | SGEPL
“SSEPL 180 SSEFL N
SBEPL 161 3SEPL
|.SSEPLI62 SSEPL .'
SSEP 163
I"SSEPL 164
| SSEPL.I6S | r"a‘@ 2 (LG F“J (4 ‘fr '1“ s P
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ANNEX TO EC CERTIFICATE No. 2017-MDD/QS-201

issued for the company

Sharma Surgical & Engg. Pvt. Ltd.

Office: 1 Floor, Girikandra Complex, Near HDFC ATM, Opp-Bapod Talav, Waghodia road, |I

Vadodara-390019. Gujarat, India

Works: 654 & 655 GIDC ESTATE, Waghodia-391760, Dist.: Vadodara, India

List of medical devices covered by the EC Certificate:

[CAT.NO. | BRAND [ TYPE ' ' A T LENGTH/HOLES
NAME 3B = P L
Bone Plates & Bone Scraws ' !
SSEPL_T_ﬁ@____ ; g 0ate 12 1
| SSEPL.167 [ Ghwiz
| SSEPL.168 0210 12
I 'GGERL 160 | 03to12 i
SSEPLZ01 | 35 Corical Screw {14TPIZ20TFI) = | 10l80mm | :
SBEPL.202 | 45mm Corlical Screw e P 1010 50mm t
SSEPL.203 | SSEPL r‘mmCE'uc:.[qu Screw V {Full, 18,32, |'1rea:“} s . | 10 to 60mm | it
SSEFLZ04 [ SSEPL | dmm Cancellous Serew (Cannutes) - R AR Wto75mm | ;
SSEPL205 [ SSEPL | 5mm Cancelous Screw (Cannulated) ML [ ot e _ 20lo75mm | 4
[ SSEPL2G6 | SSEPL | ”rlmCer'ce-Eous s Screw (Ul 16, '2 Thread) R | #12mm | i
SSEPLZ0T | 'SSEPL | & 5rim Canoslious Screw (Cannifated] {16, 32, Full Treag) I TR
SSEPL.208 SSEPL cus Screw (Cannulated) ! 25010mm | [|"
| SSEPL 208 SbEPL | Bmm Cancellous Ser __:'_Q?E_r}y_l:t“gg} QiGN ) T [ 2510 120mm | | e
| SSEPL21G | DHS Comorelion Serewr " 80tc120mm | {74
| SSEPLZI 1 | Malleglar Screw (4 Smin) N | e L 25175mm | X
CSSEPL2IZ . J 3.7mm Snack Thread e ) | b iBlo36mm | Pl
Hisg_l—:_L_zjf______ |3 mm Lacking B o | | 18o30mm | o
SSEPL2 ! 3mm Snact i 12 15 32mm CoApE
SRz TS 4 = [ owlom |
[SSEPL216 [ SSEPL |5 i T 1 B 18 10 86mm ol
SSEPL.217 I SSEPL B B 50 to 120mm [543
'SSEPL21E | SSEPL g i ] | S0wi20mm | o i
SSEPL.21S |'SSEPL | €mm Locking Bat{C.C) - ] 50to 120mm | e
SSEPL.220 SSEFL _ETQ"_G_F*’.‘ BOl{GG) .~ - _AEes s T e ] | i ____jg@_gﬂm:p___l ! ?
{ SSEPL.221 SSEPL ' Z.7mm Cortex Locking Screw SRR | 12 to 70mm f
SGEPL 222 8BEPL |4 m Cancellous Locking Screw Bl AN = ___10_!:;_595_1}_!!__ ks
SSEPL 223 SSEPL 4 mm Universal Coriex Screw = 121060mm ) [t
S5EPL 224 5mm Cancellous Locking Screw | 1010 8Imm 1
SSEPL225 Smm Universal Gortex Screw . | . [ ____‘I2  100mm i h
SSEPL 226 | 6.5mm Corex Screw (16mm) = il
“SSEPL 227 Mourting Blogk [(4mm) ] ] t
[ SSEPLZ3B | Wounting Block (Smm) e |
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ANNEX TO EC CERTIFICATE No. 2017-MDD/QS-201

issued for the company

Sharma Surgical & Engg. Pvt. Ltd.
Office: 1% Floor, Girikandra Complex, Near HDFC ATM. Opp-Bapod Talav, Waghodia road,
Vadodara-390019, Gujarat, India
Works: 654 & 655 GIDC ESTATE, Waghodia-391760, Dist.: VVadodara, India

List of medical devices covered by the EC Certificate:

I"CAT. NG | BRAND TTY?JE"' R e DIA | LENGTHIHOLES
| NAME | | . |
|_Spinal Implants P e s SR Y i
| SSEPLADI I SSEPL | Spondylostnesis Reduction Screw (5mm] Loty AT | _ Btosémm |
| SSEPL20Z [ SSEPL_ | imnerSerew i Standard 1
SSEPL.4G3 SSEPL | ’I?_e;'nina;'ijpo'r: Ang! L] Stancard
SSEPLA0A SSEPL Standard
SSEPLA0S SSEPL LE"1 "mrl‘.;r Reduced Distance Standard
SSEPL.40A . SSEPL [ eminar Hook Wide Blade 2 = d | Slendard i
SSEPLADT SSEPL M-Jno SacralSerew . L 5565mm . | 3DteS4mm
SSEPLACS SSEPL | Ped: T 3 Standard Standard ]
SSEPL.AGY | SSEPL | dono Sacral Screw 30 lo 34mm
SSEPL.4MD $SEPL | Red{dmm) | 75 to 300mm .
SSEPLAT1 | SSEPL | Poly Sacral Screw | 30 to 5¢mm |
SSEPLA12 SSEPL | Slepple e Gl 18,7 S wgard | Slandard |
SSEPLA1S SSEPL | TransverssCommegtor [ | Stendard ~__ Slandard |
. SSEPL414 | SSEPL _I_'I:ansvnr;a Progess Hook (Lefl). sl e __ Standard | Standard |
SSEPL 415 [ SSEPL Cage B ) 0-28mm | Dipl0mm |
| Arthroscopy Implants, Pin & Wires R DS |
| SSEPL30T | SSEPL i i i | 8085mm 050mm |
| SSEPL302 | SSERL B =T I Swendad | Standarg
[ SSEPL303 | SSEPL _ Du' T R S Y S R T 301050mm
| SSEPL304 [ SSEPL [ Disc i R M T VR L T, e ‘ Standard_
| SSEPL 305 SSEPL | Kirschnar Wire (K-Wire) . _ 60to12lnch |
| SSEPL20B SSEPL | KnowlesPin S v o 1 E0bimm
SSEPL.307 8SEPL ! Moars Pin with Two Huls _ : w 4010 100mm__ |
SSEPL 308 SSEFL Square Naii for Sadivs g s 1535mm | 10 46 30mm
" SSEPL30Y | SSEFL Ausnfial : | 1535mm [ 10te30mm
SSEPL.310 SSEPL SchppiGeray wl e, o) o - 100 to 250mm
SSEPL A1 SSEPL | Screw(Bmm) ST i 5.0- QG"'\N 2010 30mm
SSEPL.31Z SSEFL | Stginman Pin __— _3.0-80mm 60t0i2lncy |
MEHSE_F’E'I?SH‘;E_P‘ __'L f;‘C?IOI‘I.bC"E'ﬂ N 40-65mm | Stancard
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