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Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

EC Certificate - Full Quality Assurance System
No. 19 0466 QS/NB

The quality system of manufacturer

HARDIK INTERNATIONAL PRIVATE LIMITED

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.I.D.C., Kalawad Road,
Metoda — 360021, Rajkot, India

has been certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il excluding (4)

for the following product category(ies):

Orthopedic Implants

The Notified Body No. 1023 declares that the aforementioned manufacturer has
implemented a quality assurance system for design, manufacture and final inspection of
the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subjected to
periodical surveillance. For placing on the market of Class lll devices covered by this
certificate, an EC Design-Examination Certificate according to Annex il (Section 4) is
required.

Valid from: 2020-12-15
Valid until: 2024-05-27
First Issued: 2019-09-27
Revision: a

Mgr. Jifi He§
Reprasentative of the Notified Body No. 1023

Date: 2020-12-15
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HARDIK INTERNATIONAL PRIVATE LIMITED

ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomae Bati 209, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.I.D.C.,

Kalawad Road, Metoda — 360021, Rajkot, India

Product(s):
Name: Bone Screws
Trade name(s): HARDIK®
Model(s):
Son | ssnisivn] Tieai ltom Narme = Length
101 T 7mm
125 L125 T125 Washer 10mm -
201 201 T201 13mm
- TOO1 1.5mm 2.0mm to 30mm
T025 20mm 2.0mm to 50mm
051 T051 24mm 2.0mm to 50mm
076 LO76 T076 Cortex Screws 2.7mm 2.0mm to 80mm
126 L1286 T126 3.5mm 5.0mm fo 120mm
127 L127 T127 3.5mm 5.0mm to 120mm
202 L202 T202 4.5mm 5.0mm to 150mm
128 L128 T128 Cancellous Screws (Short Thread) 3.5mm 10.0mm to 150mm
129 L129 T129 Cancellous Screws (Full Thread) 3.5mm 10.0mm to 150mm
130 L130 T130 Cancellous Screws {Short Thread) 4.0mm 10.0mm to 150mm
13 L131 T131 Cancellous Screws (Full Thread) 4 0mm 10.0mm to 150mm
205 L205 T205 Cancellous Screws {16mm Thread) 6.5mm 10.0mm to 200mm
206 L206 T206 Cancellous Screws (32mm Thread) 6.5mm 10.0mm to 200mm
207 L207 T207 Cancellous Screws (Full Thread) 6.5mm 10.0mm to 200mm

Date: 2020-12-15

Revision: a

R0

Mgr. Jifi He$
Representative of the Notified Body No. 1023
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HARDIK INTERNATIONAL PRIVATE LIMITED

S ®

ITG

<

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
ffida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.I.D.C.,

Kalawad Road, Metoda — 360021, Rajkot, India

146 L146 T146 3.5mm 10.0mm to 150mm
165 1165 T165 Locking Compression Screws 27mm 10.0mm fo 150mm
225 L225 T225 5.0mm 10.0mm fo 200mm
147 L147 T147 4.0mm 10.0mm to 160mm
148 L148 T148 4.0mm 10.0mm to 160mm
178 L176 T176 3.5mm 10.0mm fo 160mm
177 L177 T77 3.5mm 10.0mm to 160mm
226 L226 T226 . 6.5mm 10.0mm to 200mm
Locking Cancellous Screw
227 L227 T227 6.5mm 10.0mm to 200mm
228 L228 T228 6.5mm 10.0mm to 200mm
244 L244 T244 5.5mm 10.0mm to 200mm
245 L245 T245 5.5mm 10.0mm to 200mm
246 L246 T246 5.5mm 10.0mm to 200mm
322 L322 T322 6.5mm 10.0mm to 200mm
324 L324 T324 Locking Cannulated Screw 6.5mm 10.0mm fo 200mm
325 L325 T325 6.5mm 10.0mm fo 200mm
204 1204 T204 Malleclar Screw 4.5mm 20.0mm to 150mm
251 L251 T251 DHS/DCS Lag Screws - 50.0mm to 150mm
263 263 T263 Pediatric DHS Screws - 50.0mm to 150mm
265 L265 T265 Compression Screws - 20.0mm to 40mm
306 L306 T3086 4.0mm 10.0mm fo 160mm
307 L307 T307 4.0mm 10.0mm fo 160mm
310 L310 T310 Cannulated Screws 6.5mm 10.0mm fo 200mm
N L311 3N 6.5mm 10.0mm to 200mm
312 L312 T312 6.5mm 10.0mm to 200mm

Date: 2020-12-15

Revision: a
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Mgr. Jifi Hes
Representative of the Notified Body No. 1023
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HARDIK INTERNATIONAL PRIVATE LIMITED

ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.I.D.C.,

Kalawad Road, Metoda — 360021, Rajkot, India

313 L313 T313 7.0mm 10.0mm to 200mm
34 L314 T314 Cannulated Screws 7.0mm 10.0mm te 200mm
319 L319 T319 7.0mm 10.0mm to 200mm
316 L316 T316 Herbert Screws Cannulated 2.5mm to 4.5mm 12.0mm fo 50.0mm
323 - T323 Suture Anchor Screws 2.5mm fo 5.0mm -
350 1.350 T350 2.9mm 16.0mm to 100mm
351 L351 T351 . 3.4mm 16.0mm to 100mm
Interlocking Boit
352 L3s2 T352 3.9mm 16.0mm fo 100mm
353 L353 T353 4.9mm 16.0mm to 100mm
354 L354 T354 Hip Locking Belt 5.0mm to 7.0mm 50.0mm to 160mm
365 L365 1385 Proximal Femoral Neck Screws 6.0mm to 10.0mm 50.0mm to 160mm
414 L414 T414 Cervical Bone Screws 3.5mm to 4.0mm 12.0mm to 50.0mm
415 L415 T415 Cervical Locking Screw - -
075 LO75 T075 2.7mm 8.0mm to 150mm
451 L451 T451 Cortex Screw (Self Tapping) 3.5mm 8.0mm to 150mm
452 1452 T452 4.5mm 8.0mm to 150mm
478 L478 T478 1.5mm to 7.0mm 75.0mm to 300mm
479 L479 T479 1.5mm to 7.0mm 75.0mm to 300mm
480 L480 T480 1.5mm to 7.0mm 75.0mm to 300mm
481 L4g1 Tagy | ooz Sorews 15mmto7.0mm | 75.0mm o 300mm
482 L482 T482 1.5mm to 7.0mm 75.0mm to 300mm
483 L483 T483 1.5mm to 7.0mm 75.0mm to 300mm
198 L198 T198 2.4mm 8mm to 70mm
199 L199 T198 Locking Compression Screws Star Head 2.7mm 8mm to 80mm
200 200 T200 3.5mm 8mm to 100mm
395 L395 T395 - 50mm to 150mm

Date: 2020-12-15

Revision: a
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Representative of the Notified Body No. 1023
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HARDIK INTERNATIONAL PRIVATE LIMITED

ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomage Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.1.D.C.,

Kalawad Road, Metoda — 360021, Rajkot, India

- - T012 Cortical Screw (Self Tapping) (Cross 1.5mm 4mm to S0mm
- - T024 Head) 2.0mm 4mm to 50mm
T502 1.5mm 4mm to 50mm
- - T532 Locking Cortex Screws 2.0mm 4mm to 50mm
- - T562 2.4mm 4mm to 50mm
- - T503 1.5mm 4mm to 50mm
i Locking Cortex Screw {Self Tapping)
T533 (Cross Head) 2.0mm 4mm fo 50mm
T563 2.4mm 4mm to 50mm
Class: lib
GMDN: 56642
Name: Bone Pins, Wires & Staples
Trade name(s): HARDIK®
Model(s):
Ref. No. Ref. No. Ref. No. "
SS316L | SS36LVM | Ti-6AI4V tiem Name . Length
326 T326 Stainless Steel Wire Spool 14swg to 32swg
327 - T327 Carclage Wire with Eye 0.8mm to 2.0mm 150mm to 600mm
Kischner Wire (K Wire) (Double Side
328 L328 T3z Trocar Tip) 0.8mm fo 5.0mm 100mm to 300mm
329 329 Ta29 .ﬁ:,““"er Wire (K Wire} (Single Trocar | o smmto 5.0mm | 100mm to 300mm
330 L330 T330 Kischner Wire (K Wire) Thread 0.8mm to 5.0mm 100mm to 300mm
Small, Medium,
334 L334 T334 Coventry Staples Lerge -
335 L335 T335 U-Staples 1.5mm to 3.0mm 10.0mm to 50mm

Date: 2020-12-15

Revision:

a
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Mgr. Jifi Hes
Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,

tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

HARDIK INTERNATIONAL PRIVATE LIMITED
Plot No. G-2041/42/A, Kishan Gate, Lodhika G.I.D.C.,
Kalawad Road, Metoda - 360021, Rajkot, India

336 - T336 Ligament Staple 1.5mm to 3.0mm 10.0mm to 50mm
476 L4786 T476 Steinman Fin 1.5mm to 6.0mm 125mm to 300mm
477 L477 T477 Steinman Pin (Cenlral Threaded) 2.0mm to 6.0mm 125mm to 300mm

Class: lb

GMDN: 35685 & 61691

Name: Bone Plates

Trade name(s): HARDIK®

Model(s):

AR o | o
002 - T002 1.5mm 2hale to 20hole
026 - T026 Mandible Plate with Center Space 2.0mm 2hole to 20hole
052 T052 2.4mm 2hole to 26hole
003 - T003 1.5mm 2hole to 20hcle
027 T027 Mandible Plate 2.0mm 2hole to 20hole
053 - T053 24mm Zhale to 20hole
004 TOO4 1.5mm 2hole to 20hole
028 - T028 Orbital Plate with Centre Space 2.0mm Zhole to 20hole
054 - TO54 2.4mm 2hole to 20hole
005 TO05 1.5mm 2hole to 20hole
029 - T029 Orbital Plate 2.0mm Zhole to 20hole
064 - T064 24mm 2hole to 20hole

Date: 2020-12-15
Revision: a

Rl

Mgr. Jifi Hes
Representative of the Notified Body No. 1023
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HARDIK INTERNATIONAL PRIVATE LIMITED

g - ®

ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.I.D.C.,

Kalawad Road, Metoda — 360021, Rajkot, India

006 - T006 1.5mm 2hole to 10hole

030 - T030 2.0mm 2hole to 10hole
L Plate Angle 2hcle

055 - T055 24mm Zhole to 10hole

103 L103 T103 2.7mm 2hole to 10hole

007 - TO07 1.5mm 2hole to 10hole
L Piate Angle 3hole

031 - TO31 2.0mm 2hole to 10hole

008 - T008 1.5mm Zhole to 10hole

032 - T032 2.0mm Zhole to 10hole
T Plate Head 2hole

056 - T056 24mm 2hole to 10hole

104 L104 T104 2.7mm 2hole to 10hole

009 - T009 1.5mm 2hele to 10hole

036 - T036 X Plate 2.0mm 2hole to 10hole

057 - T057 24mm Zhole to 10hole

™0 - T010 1.5mm Zhole to 10hole

037 - T037 Y Plate 2.0mm Zhole to 10hc_)le

058 - T058 2.4mm 2hole to 10hole _

038 - T038 2.0mm 2hole to 10hole
Double End Y Plate

059 - T059 24mm 2hole to 10hole

039 - T038 2.0mm 2hole to 10hole
Z Plate

060 - TO60 24mm 2hole to 170hole

145 L145 T145 3.5mm 2Zhole to 30hole
Reconstruction Plate Round Hole

484 L484 4.5mm Zhole to 3Dhole

r
Date: 2020-12-15 Mgr. Jifi Hes

Revision: a

Representative of the Notified Body No. 1023
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HARDIK INTERNATIONAL PRIVATE LIMITED

ITC

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
ffida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

Pilot No. G-2041/42/A, Kishan Gate, Lodhika G.1.D.C.,

Kalawad Road, Metoda — 360021, Rajkot, India

062 : Togp | Reconsitucton Pate Angled Round 2.4mm 2hole to 30hole
063 . Toes | Reconstnucion Plate Manditle Shape 2 4mm 2hole to 50nole
078 L078 TO78 2.7mm 2hole to 30hole
135 L135 T135 3.5mm 2hole to 30hole
210 L2190 T210 poP Plate 4.5mm 2hole to 30hole
213 213 T213 4.5mm 2hole to 30hole
102 L102 T102 Quarter Tubular Plate 27mm 2hole to 20hole
133 1133 T133 One - Third Tubular Plate 3.5mm 2hole to 30hole
136 L136 T136 3.5mm 2hole to 30hole
211 211 T2H1 LC-DCP Plate 4.5mm 2hole to 30hale
214 L214 T214 4.5mm 2hole to 3Chale
137 L137 T37 T - Ellis Plate 2.7mm to 3.5mm 2hole to 14hole
138 L138 7138 T Plate, Right Angled 3.5mm 2hole to 14hole
139 L1389 T138 T Plate, Oblique Angled 3.5mm Zhole to 14hole
140 L140 Tiag | prelT R Right Angled (Head 4 27mmio35mm |  2hole to 14hole
061 L061 T061 2.4mm 2hole to 30hole
077 Lo77 TO77 2.7mm 2hola to 30hole
141 L141 T141 Reconstruction Plate Straight {DC Hole) 3.5mm 2Zhole to 30hole
224 224 T224 4.5mm 2hale to 30hole
484 L484 T484 4.5mm 2hole to 30hole

Date: 2020-12-15

Revision: a
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L

Mgr. Jifi He$
ve of the Notified Body No. 1023
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HARDIK INTERNATIONAL PRIVATE LIMITED

ITe

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomage Bati 298, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.I.D.C.,

Kalawad Road, Metoda — 360021, Rajkot, india

142 L142 T142 3.5mm 2hole to 30hole
223 1223 T223 Flook Plte 4.5mm 2hole to 30hole
143 L143 T143 Cloverleaf Plate 3.5mm to 4.5mm 2hole to 20hole
144 L144 Ti44 | Calcaneal Plate 3.5mm to 4.5mm Sma'l'_'a“r"gzdi“m'
185 L1856 T185 Superior Anterior Clavicle Plate 2.7mm to 5.0mm Zhole fo 30hole
172 L172 T172 Locking Proximal Radius Neck Plate 2.7mm to 3.5mm 2hole to 14hole
173 L173 T173 Locking Proximal Radius Rim Plate 27mmfo 3.5mm 2hole to 14hole
149 L149 T49 | 3.5mm 2hole to 30hole
229 L229 T228 Locking Compression Plate 4.5mm/5.0mm 2hole to 30hole
230 230 T230 4.5mm/5.0mm 2hole to 30hole
150 150 T150 ";“l’];‘l‘;'f Compression T Plate, Right 27mmio50mm | 2hole to 20hole
151 L151 T151 k‘r’l‘g"l‘g"jg Compression T Plate, Obliaue | 5 7mmto5.0mm | Zhole to 20hale
200 1200 T200 mfgghig’ggm"“ TFiate, Obliaue | 9 7mmto50mm | 2holeto 20hole
153 L153 T153 Locking Proximal Humeral Plate 2.7mm {0 5.0mm 2Zhole o 30hole
154 L154 T154 Locking Medial Distal Tibial Plate 2.7mm to 5.0mm 2Zhole to 30hole
156 L155 T155 Locking Cloverleaf Plate 2.7mm to 5.0mm 2hole to 30hole
156 L156 Tiss | pockingLong Head ProximalFumeral | o 7mmio 5omm | 2holeto 30hole
157 L157 T157 g‘:fp'ﬁ'”[‘ﬂ sl AL 27mmio50mm | 2nole to 30hole
158 L158 T158 Locking Distal Humeral Plate 2.7mm to 5.0mm 2hole to 30hole
159 L159 T159 Locking Medial Distal Humeral Plate 2.7mm to 5.0mm Zhole to 30hole

Date: 2020-12-15

Revision: a

f“r\%&Q

Mgr. Jifi Hes
Representative of the Notified Body No. 1023
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HARDIK INTERNATIONAL PRIVATE LIMITED

ITe

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.1.D.C.,

Kalawad Road, Metoda — 360021, Rajkot, India

160 L160 T160 Locking Superior Anterior Clavicle Plate 2.7mm to 5.0mm 2hole to 30hole
161 L161 Tiet | onking Superior Anterior Clavide Pl | 5 7mmto5.0mm | 2hole to 30hole
163 1163 Tigy | Lopking Medil Distal T Plate wihout | 5 7mmto5.0mm | 2hole to 30hole
164 L164 T164 Locking Hook Plate 2.7mm to 5.0mm 2hole to 10hole
166 L166 T166 Locking Volar Distal Radius Plate 2.7mm to 5.0mm 2hole to 10hole
168 Li68 T168 Lecking XVA Volar Distal Radius Plate 2.7mm to 5.0mm 2hole to 10hole
169 L169 T169 Locking Distal Ulna Plate 2.7mm to 5.0mm 2hole to 1Chole
170 L170 TI70 Locking Ulna Osleotomy 2.7mm to 5.0mm 2hole to 10hcie
167 L1867 T167 Locking Calcaneal Plate 2.7mm to 5.0mm 2hole to 10hole
178 L178 T178 Locking One - Third Tubular Plate 2.7mm to 4.5mm 2hole to 30hole
178 L179 T179 Locking Distal Radius Plate 2.4mm to 3.5mm 2hole to 15hole
180 L180 T180 Locking XVA Distal Radius Plate 24mmto 3.5mm 2hole to 15hole
175 L175 T175 Locking Distal Fibula Plate 24mm to 3.5mm 2hole to 15hole
269 L269 T269 Trochanter Stabitization Plate For DHS — 138mm to 148mm
162 L162 T162 | Locking Clavicke Hook Plate LS Dgg‘n';r:‘zmm 1 3ngle to 10hole
247 1247 T247 Locking Anterior Ankle 4.5mm 3hole to 10hole
174 L174 T174 Locking Anterolateral Distal Tibia Plate 2.4mm fo 5.0mm 4hole to 25hole
181 L181 T181 Locking XLP Proximal Humeral Plate 3.5mm 2hole to 20hole
182 1182 Tig2 | ooking Posteror Medal Proximal Tibia 3.5mm 2hole to 20hole
183 L183 T183 roximal Radius Plate 2.4mm to 3.5mm 2hole to Shole
Date: 2020-12-15 Mgr Jli‘l Hes

Revision: a

Representative of the Notified Body No. 1023
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ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATICN, Inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

HARDIK INTERNATIONAL PRIVATE LIMITED

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.1.D.C.,

Kalawad Road, Metoda — 360021, Rajkot, India

171 L171 T Locking Olecranon Plate 2.4mm to 3.5mm 2hole fo 20hole
243 1243 T243 Locking TomoFix Plate 3.5mm to 5.0mm 2hole to 20hole
208 1208 T208 Semi Tubular Piate 3.5mm to 4.5mm 2hole to 30hole
218 L216 T216 T Plate 4.5mm Zhole to 30hoie
215 1215 T215 T Buttress Plate 4.5mm 2hole to 30hole
217 L217 T217 L Buttress Plate 4.5mm Zhole fo 30hole
218 L218 T218 L Plate 4.5mm 2hole to 30hole
219 L219 7219 Spoon Plate 4.5mm 2hole to 10hole
220 L220 T220 Lateral Tibial Head Butfress Plale - 4.5mm Zhole to 30hole
22 L221 T221 Condylar Buttress Plate 4.5mm 2hole to 30hole
222 1222 T222 Cobra Head Plate 4.5mm 2Zhole to 30hole
152 L152 T152 3.5mm 2hole fo 30hole
23 231 T231 S 4.5mm 2hole to 30hole
232 L232 T232 Locking L-Buttress Plate 3.5mm to 5.0mm 2hole to 30hole
233 1.233 T233 Locking T-Buttress Plate 3.5mm to 5.0mm Zhole to 30hole
234 1234 T234 Locking T- Plate 3.5mm to 5.0mm 2hole to 30hole
235 L235 T235 Locking Lateral Tibia Plate 3.5mm to 5.0mm 2hole to 30hcle
236 L236 T236 Locking Proximal Tibial Plate 3.5mm to 5.0mm 2hole to 30hole
237 L237 T237 Locking Distal Femoral Plate 3.5mm to 5.0mm 2hole to 30hole
238 1238 T238 Locking Condylar Buftress Plate 3.5mm to 5.0mm 2Zhole to 30hole
239 L239 T239 Locking Proximal Femoral Plate 3.5mm to 5.0mm 2hole to 30hole

Date: 2020-12-15

Revision: a
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Mgr. Jifi Hes
Representative of the Notified Body No. 1023
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HARDIK INTERNATIONAL PRIVATE LIMITED

ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Toméase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.I.D.C.,

Kalawad Road, Metoda — 360021, Rajkot, India

241 L244 T241 Locking Metaphyseal Plate 3.5mm/4.5mm/5.0mm 2hole to 30hole
184 L184 T184 Locking Medial Proximal Tibial Plate - 3.5mm to 5.0mm Zhole to 30hole
261 L261 T261 Locking DHS Plate 38mm Barrel 120° to 150° 2Zhole to 30hole
262 L262 T262 Locking DHS Plate 25mm Barrel 120° to 150° 2hole to 30hole
270 L270 T270 Locking 95° DCS Plate 95° 2hole to 30hole
252 1252 T252 DHS Plate {DC Hole} 38mm Barrel 120° to 150° 2hole to 30hole
253 1253 T253 DHS Plate {DC Hole) 32mm Barrel 120° to 150° Zhole to 30hole
254 L254 T254 DHS Plate (DC Hole) 25mm Barrel 120° to 150° 2Zhole to 30hole
255 L255 T255 DCS 95° Plate (DC Hole) 95° 2hole to 30hole
264 L264 T264 Pediatric DHS Plate (DC Hole) 120° to 150° 2hole to 30hole
257 L2567 T257 DHS Plate {Round Hole) 38mm Barrel 120° to 150° 2Zhole to 30hole
258 258 T258 DHS Plate (Round Hole) 32mm Barrel 120° to 150° 2Zhole to 30hole
259 1259 T259 DHS Plate (Round Hole) 25mm Barel 120° to 150° 2hole 1o 30hole
260 L260 T260 DCS 95° Plate {Round Hole) g5° 2hole to 30hole
26 1266 1266 | 95° Condylar Plate (DC Hole) Blade Smm 1o shole to hole
267 L267 1267 | 130° Angle Blade Plate (D.C. Hole) i 2hole to 30hole
268 268 T268 | 95° Angle Blade Plate (Round Hole) Blade SMM0 | nole o 0hole
453 L453 T453 Pelvic Reconstruction Plate 2.7mm to 4.5mm 2Zhole to 30hole

- - TO11 1.5mm 40mm to 300mm

Titanium Mesh
- - T040 2.0mm 40mm to 300mm

Date: 2020-12-15

Revision: a
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HARDIK INTERNATIONAL PRIVATE LIMITED

ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 298, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.I.D.C.,

Kalawad Road, Metoda — 360021, Rajkot, India

187 L187 T187 | Locking Distal Redius Plate 27mm 2hole to Bhole
188 L188 T188 }'}ﬁg‘gm‘;" el BIEsS TSt 2.7mm 2hole 10 Bhole
189 L189 T189 kﬁfgh?gr?;ﬂzbﬁﬂl‘g FEEEia 27mm 2hole to 6hole
190 L190 T190 kﬂ’,‘gﬁﬁgﬁ‘ﬁg PSS 2.7mm Zhole to Bhole
191 L191 T191 Locking Distal Radius Plate Straight 2.7mm 2hole to Bhole
192 L192 T192 '2-‘;2::;‘9 Distal Radius L Piate (Head 2.7mm Zhole to Shole
193 1103 T193 gﬁg::’;g Disted Radius L. Plate (Head 27mm 2hole to Ghole
194 L194 T104 kﬁ;’f;’;gtﬁzg' m‘f;‘;s LiFiakeColes 2.7mm Zhole to Ghole
195 195 T195 'B'ﬁsl‘;’)'g Bl el T Rlae(ied 2.7mm Zhole to Bhole
196 L196 T196 Locking Anatomical Proximal Tibia Plate 3.5mm Zhole to 18hole
187 L1g7 97 Locking Proximal Tibia Plate 3.5mm 2Zhole to 18hole
. - TO13 1.5mm 2Zhcle to 10hole
- - T041 Curved Plate 2.0mm 2hole to 10hole
- - T064 2 4mm Zhole o 10hole
- - T014 1.5mm 2hole fo 10hole
: : Tog | e Anale (Without Bar 2,0mm 2hole to 10hole
- - T015 1.5mm Zhole to 10hole
- - T043 Angular Plate 2.0mm 2Zhole to 10hcle
. - T0B5 24mm 2hole to 10hole
Date: 2020-12-15 Mgr Jlﬁ He$

Revision: a

Representative of the Notified Body No. 1023
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ITG

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
fiida Toméase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

HARDIK INTERNATIONAL PRIVATE LIMITED

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.1.D.C.,

Kalawad Road, Metoda — 360021, Rajkot, India

R - T017 1.5mm Zhote to 10hole
- - T045 L Shape 120° Oblique Angled Plate 2.0mm : 2hole to 10hole
- - T067 2.4mm .| 2hole to 10hale
- - T8 1.5mm 2hole to 10hole
- - TO46 Nose "Y* Shape Plate 2.0mm Zhole to 10hole
_ - T0GS 24mm 2hole to 10hole
- - T019 1.5mm 2hole to 10hole
- - T047 Nose "H" Shape Plate 2.0mm 2Zhole to 10hole
- - T069 2.4mm 2hole to 10hole
- - T020 1.5mm 2hole to 10hole
- - T048 Chin Plate 2.0mm 2hole to 10hole
R - T070 2.4mm 2hole to 10hole
. - T021 1.5mm 2hole to 10hole
- - T048 | Plate 2.0mm 2hole to 10hole
- - To7 2.4mm 2hole to 10hole
- - To22 1.5mm 2hole to 10hole
- - T050 3D Ptate 2.0mm 2hole to 10hole
R - T072 2.4mm 2hole to 10hole
_ - T504 1.5mm 2hole to 20hole
j i T534 Iét:;l:gg Mandibie Plate with Center 2 0mm 2hole 1o 20hole
- - T564 2.4mm Zhole to 20hole

Date: 2020-12-15

Revision: a

AT,
Mgr. Jifi He$

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomas$e Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

-issued for manufacturer:

HARDIK INTERNATIONAL PRIVATE LIMITED
Plot No. G-2041/42/A, Kishan Gate, Lodhika G.I.D.C.,
Kalawad Road, Metoda — 360021, Rajkot, India

- - T505 1.5mm 2hole to 20hole
- - T635 Locking Mandible Plate 2.0mm 2hole to 20hole
- - T565 2.4mm 2hole to 20hole
- - T506 1.5mm 2hole to 20hole
- - T536 Locking Orbital Plate with Centre Space 2.0mm 2hole to 20hole
- - T566 24mm 2hole to 20hole
- - T507 1.6mm 2hole to 20hole
- - T637 Locking Orbfl Fete 2.0mm Zhole to 20hole
- - T508 1.5mm Zhole to 10hole
- - T538 Locking L Plate Angle 2 2.0mm 2hole to 10hole
- - T568 2.4mm Zhole to 10hole
- - T509 1.5mm 2hole to 10hole
- - T539 P ARSSEE 2.0mm Zhole to 10hole
- - T510 1.5mm 2hole to 10hole
- - T540 Locking T Plate Head 2 2.0mm 2hole to 10hole
- - T570 24mm 2hole to 10hote
- - T511 1.5mm 2hole to 1Chole
- - T541 Locking X Plate 2.0mm 2hole to 10hole
- - T571 2.4mm 2hole to 10hole
- - T512 1.5mm 2hole to 10hole
- - T542 Locking Y Plate 20mm Zhole to 10hale
: . 24mm ZNG\S J0fioe)

Date: 2020-12-15

Revision: a

Mgr. Jifi He§ ™
Representative of the Notified Body No. 1023
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Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomae Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

HARDIK INTERNATIONAL PRIVATE LIMITED

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.1.D.C.,

Kalawad Road, Metoda — 360021, Rajkot, India

- - T515 1.5mm Zhaole to 10hole
- - T545 Locking 3D Flate 2.0mm Zhole to 10hole
- - T575 24mm 2Zhole to 10hole
- - T516 1.5mm 2hale to 10hole
- - T546 Locking Curved Plate 2.0mm 2hole to 10hole
- - T576 24mm 2Zhale to 10hole
i - 517 Locking 1.5mm L Plate Angled 2 1.5mm Zhole to 10hole
- : To47 | (Without Bar) 2.0mm Zhole to 10hole
- - T518 1.5mm 2hole to 10hole
- - TH4B Locking Angular Plate 150° 2.0mm 2hole to 10hole
- - T578 24mm Zhole to 10hole
- - T519 Locking 1.5mm L Plate Angled 3 1.5mm 2hole 1o 10hole
. - To4g | (Without Bar) 2.0mm 2hole to 10hole
- - T520 1.5mm 2hole to 10hole
: - Ts0 | Locking’L’ Shape 1207 obliue Angle 2,0mm Zhole to 10hole
- - T580 24mm 2hole to 10hole
- - T521 1.6mm 2hole to 1Chole
- - T651 Locking Nese "Y*" Shape Plate 2.0mm 2Zhole to 10hole
- - T581 24mm Zhole to 10hole
- - T522 1.5mm 2hole to 10hole
- - T552 Locking Nose "H" Shape Plate 2.0mm 2hole to 10hole
: : 1562 m 24mm N 2ngle fo 10f6R

Date: 2020-12-15

Revision: a

Mgr. Jifi Hes 4 \(}JULU

Representative of the Notified Body No. 1023
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Plot No.

ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomasge Bati 229, |ouky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

HARDIK INTERNATIONAL PRIVATE LIMITED
G-2041/42/A, Kishan Gate, Lodhika G.I.D.C.,
Kalawad Road, Metoda - 360021, Rajkot, India

- T523 1.5mm 2Zhole to 10hole
- T553 Locking Chin Plate 2.0mm 2hole to 10hole
- - T583 24mm 2hole to 10hole
- - T524 1.5mm Zhole to 10hole
- - T554 Locking | Plate 2.0mm 2hole to 10hole
- - T584 2.4mm 2hole to 10hole
- T526 1.5mm 40mm to 300mm
- TH56 rockng Tentum Mesh 2.0mm 40mm to 300mm
- - T543 2.0mm 2hole to 10hole
- - 1573 SRS 2.4mm 2hole o 10hole
- - T544 2.0mm 2hole fo 10hole
- - T574 SR UEESe 24mm 2hole to 10hole
- - T585 Locking TMJ Plate 24mm 2hole to 10hole
- T586 Locking Angled Reconstruction Piate 24mm Zhole to 2Chole
Class: lIb
GMDN: 61573
Name: Bone Nails
Trade name(s): HARDIK®
Model(s):
SSYSL | so3isluM | TieAY tom Name sts Longt
356 T356ih kamg Tibial Nai! 8.0mm to 14mm _260mm to 5I09mq1
Date: 2020-12-15 ‘ Mgr. Jifi He < \G&U

Revision: a

Representative of the Notified Body No. 1023
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HARDIK INTERNATIONAL PRIVATE LIMITED

ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.1.D.C.,

Kalawad Road, Metoda — 360021, Rajkot, India

357 - T357 Universal Interlocking Femoral Nail 8.0mm to 14mm 260mm to 500mm
358 L358 T358 XL Inferlocking Tibial Nait 8.0mm to 14mm 260mm to 500mm
359 L359 T359 XL Interlocking Femoral Nail 8.0mm to 14mm 260mm to 500mm
369 L369 T369 XL Inferlocking Tibial Nail {Distal Tip) 8.0mm to 14mm 260mm to 500mm
360 L360 T360 Reconstruction Femoral Nail 8.0mm to 14mm 260mm to 540mm
362 L3g2 T362 Supra Condylar Nail 8.0mm io 14mm 150mm to 300mm
363 L363 T363 Humeral Nail 5.0mm to 10mm 100mm to 500mm
364 L364 T364 Proximal Femoral Nail 8.0mm to 14mm 150mm to 300mm
361 L361 T381 Long Praximal Femoral Nail 8.0mm fo 14mm 260mm o 540mm
366 - T366 3.5mm 150mm to 500mm
Enders Nail
367 - T367 4.5mm 150mm to 500mm
368 - T368 K Nail 5.0mm to 16mm 200mm to 600mm
an L371 Ta71 Rush Nail 1.5mm to 8.0mm 100mm te 500mm
372 L372 T372 Square Nail Radius 1.5mm to 5.0mm 100mm to 500mm
373 L373 T373 Square Naif Ulna 1.5mm to 5.0mm 100mm to 500mm
374 L374 T374 Elastic Nail 1.5mm {0 5.0mm 100mm to 500mm
375 L375 T375 Smart Tibial Nail 8.0mm to 14mm 260mm to 500mm
360 L380 T380 Expert Tibia Interlocking Nail 8.0mm to 14mm 260mm to 500mm
381 L381 T381 Expert Femoral Interlocking Nail 8.0mm to 14mm 260mm to 540mm
377 L377 T377 Antegrade Femoral Nail (AFN}) 8.0mm fo 14mm 240mm 10 440mm
382 L382 T382 ‘M_IIJ_ItEJ_cEFemoraI Nail ~_80mmtot4mm _| 240mm to 440mm

Date: 2020-12-15

Revision: a

¢
[y

l

Mgr. Jifi Hes

Representative of the Notified Body No. 1023
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HARDIK INTERNATIONAL PRIVATE LIMITED

ITC

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.I1.D.C.,
Kalawad Road, Metoda — 360021, Rajkot, India

376 L3786 T376 Trochanteric Femoral Nail 9.0mm to 12mm 150mm to 200mm
383 L383 T383 Multilock Humeral Nail 6.0mm to 10mm 100mm to 500mm
378 L378 T378 Unreamed Femoral Nail 8.0mm to 14mm 260mm fo 540mm
379 L379 T379 Unreamed Tibia Nail 8.0mm te 14mm 260mm to 540mm
355 L355 T355 End Cap  —

392 L3%2 T392 PFN-2 Nail 125°1135°1130° 9mm to 12mm 170mm to 460mm

Class: ilb

GMDN: 60411

Name: Spine Implants

Trade name(s): HARDIK®

Model(s):

B [ [ o | o
401 L401 T401 Monoaxial Screw 3.0mm to 8.0mm 20.0mm to 70.0mm
402 L402 T402 Polyaxial Screw 3.0mm to 8.0mm 20.0mm to 70.0mm
403 1403 T403 5.5mm
v T — Connecting Rod Py— 50mm to 500mm
405 1405 T405 Connecting Block -

406 L406 T406 Reduction Screw 3.5mm to 6.0mm 20.0mm to 70.0mm

407 L407 T407 Threaded Staple - -

408 L408 T408 Pedical Hook

400 L409 T409 m&made Hook - . -
Date: 2020-12-15 Mgr. Jifi Hes ./( C%
Revision: a Representative of the Notified Body No. 1023
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HARDIK INTERNATIONAL PRIVATE LIMITED

ITG

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.I.D.C.,

Kalawad Road, Metoda — 360021, Rajkot, India

410 L410 40 Laminar Reduce Distance Hook - -

411 L411 T4 Laminar Angle Blade Hook - -

412 L412 T412 Inner Nut -

413 1413 TH3 Cervical Plate - 15.0mm to 100mm
416 L416 T416 Spinal Eco Cage 10mm te 20mm 5.0mm to 100mm
417 L417 T417 Expendable Cage 10mm to 20mm 5.0mm to 100mm
418 L418 T418 Tiif Cage (Kidney Cage) 4°8° & 11° 4.0mm to 20mm
419 L419 T419 Plif Cage 20mm & 25mm 4.0mm to 20mm
433 L433 T433 Spine H Plate Shole to 20hole

Class: Ib

GMDN: 61325

Name: Arthroscopy Implants

Trade name(s): HARDIK®

Model(s):

AP o | o
315 L315 Tats | e ererenoe ST AL 7 ommto f0.0mm | 200mm o 50mm
7 37 Endo Buttons - -

318 - T318 Suture Disc
384 L384 T384 Spiked Washer 4mm to 6.5mm -
385 L385 T385 Spm’ed_ugwn Staple T 6mr11\to ]Orpm,__\ -

Class: G ~ |

Date: 2020-12-15 Mgr. Jifi Hed

Revision: a Representative of the Notified Body No. 1023
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ITG

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0466 QS/NB

issued for manufacturer:

HARDIK INTERNATIONAL PRIVATE LIMITED
Plot No. G-2041/42/A, Kishan Gate, Lodhika G.I.D.C.,
Kalawad Road, Metoda — 360021, Rajkot, India

GMDN: 62399

Facility(ies):

HARDIK INTERNATIONAL PRIVATE LIMITED

Plot No. G-2041/42/A, Kishan Gate, Lodhika G.1.D.C., Kalawad Road, Metoda —
360021, Rajkot, India

Certificate History:

Revision Date Reference Action
Number

- 2019-09-27 | 803602703 | Certification

a 2020-12-15 | 803602874 | Approval of company name change

,.\

Mgr. Jifi Hes
Representative of the Notified Body No. 1023

Date: 2020-12-15
Revision: a
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