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Certificate

3 W ICMPL

et [NTERNATIONAL

is s to Certify that the
Quality Management System
af

GLOBAL ORTHOSYS

Plot No. - 130, Golden Green Industrial Park, Survey No. - 111,
Khambha (Shapar) Rajkot - 360311, Gujarat, India

Has been independently assessed and is compliant
with the requiremants of

1SO 9001:2015

This Certificate is applicable ta the following product or service ranges -

S,

Ny
.I*I-

Certificate of Compliance
This is to certify that

GLOBAL ORTHOSYS

at
PLOTNO, 130, GOLDEN GREEN INDUSTRIAL PARK, SURVEY NO - 111,
KHAMBHA, SHAPAR, RAJKOT - 360311, GUIARAT, INDIA

has been independentl;

with the requirements o

asscssed by VRS and is complian
jood Manufacturing Practice”

GMP

Good Manufacturing Practice

For the following scope Trading, lwplants
P i
MANUFACTURING, TRADING. EXPORT, IMPORT AND DESIGNING i Certificate No. - QM24GI3377 Rew. 02
OF ORTHOPEDIC IMPLANTS & INSTRUMENT, MAXILLOFACIAL v e R el =

IMPLANTS & INSTRUMENT AND OTHER RELETED PRODUCTS

ATE | SERTIFIKA | WHTUTT | Sertifikat | 8% | Zertifikat | & s

Date of Cervification : 18 February 2020 2nd Surveillance : 17 February 2022
Certificate No. : 2245/GMP/20 .ﬁ}
1
< O\ : %
é?d{f/ s
Authorised Signatory Cerificate No. : CE-337 e G ™ o s e
aceca) v e G b <hwchimg e

ICM Certification Private Limited
83262, It Flas, Taajpue Paivad, oigpur Rowl, Bodargur, Ve Delbi-15044, Tndis

~
-
=
E
=
=
[ =]

“This Carttizate is v Preesty of ICM Carifcalion {F) i and $hall bs Reumed Inmediarely on Request

—Certificate -
OF COMPLIANCE

Drecive (MDD, Dieciive reguiated by 93/42/EEC of June 1993,
Manufocturer: GLOBAL ORTHOSYS

Address : Plot No. - 130, Golden Green Indushial Park. Survey No. - 111, Khambha (shapar)
Rojkot - 360311, Gujorat. India

Products : Orinopaedic Implants & Instruments, Maxllofacial Implants & Instuments

The Cer o monufaciure
o

Technical Fie Ref: GOOTEO1 3

This Cartica i issved under the ollowing Condifons:
1.1t applies only
o subsftute fhe design of ype examination procedures, f requested.

2
3.Te.

£C Decloration {MDD)
of June 1972
1doss not mply on cssessment of the whale production

Date of inifial registration : Sep 28, 2021 Cerificate expiry : Sep 27, 2022
Date of this certificate : Sep 28, 2021 Re-certification due : Sep 28, 2024

To check the status of the certificate, visit: “http://eac-council.org/validity”

MCE 2\ Kt ( )

-3
S gt
e [ — Central Drugs Standard Control Organisation
E European Certification Council Directorate General of Health Services
& 101,Colbrand Grove Bitmingham, B15 285,United Kingdom. Ministry of Health & Family Welfare
4 (Medical Device & Diagnostic Division)
This is to Certify that the Management System of
FDA Bhaswan, Kotla Road

o GLOBAL ORTHOSYS & 4 New Delhi-110002
9 Phone No-011-23236965
= X Eile No& AZINIDI2010/000057 Fax 23236973

Plot No. 130, Golden Green Industrial Park, Survey No. 111, Dated: 11-0CT-2019
o Khambha (Shapar), Rajkot - 360311, Gujarat, India
=3 Mis GLOBAL ORTHOSYS,
ui
o has boen found Medical Devi 0 standard:
.

1SO 13485:2018
'E 9427217406 Email
E3 This certificate is valid for the following scope of operations: bharatsanofi@gmil.com
=)
L4 Sub:-  Licence to manufacture for Sale or for Distribution of Class C or Class D medical devices in
= . , i S, Form MD.9 undor Medical Device Rules, 2017- rogarding.
& Manufacturing, Trading, Export and Import Designaing of
‘;‘ Orthopedic Implants & Instrument, Maxillofacial Implants Manufacturing licence No. MFG/MD/2019/000181 in Form MD-9 is hereby forwarded to you.
& Instrument and Related Products. This licence is subject to following conditions:
< Certificate No :: INS4ISTH 1. Licence shall be produced when requested by the Medical Device Officer or any other senior
officer under the control of Cenral Licensing Authoriy.
Surs. Re tion D 2. The licence holder shall inform the Central Licensing Authority of the occurrence of any

crember 2 - PRSI suspected unexpected serious adverse event and action taken thereon including any recall
within fifteen days of such event coming to the notice of licence holder

This Certfcate remains vaid subjec o satisactory surveilance auds. 3. The licence holder shall obtain prior approval from the Central Licensing Authority, before

=
=3
o
=
&=
o
(v)
.

o any major change as speeified n the Sixth Schedule is carrid out and the Central Licensing

Voo Authority shall indicate its approval or rejection within forty five days and in case where no
communicaton i received within the stipulted time from such Authorty. such change shll
Director e deemed o have been approved
4. DR R1AS SRER 2BRERN Sy minor change as speified in th Sixth Schedule to the

Wi Sostesa s T g s emmely more B e e s Central Licensing Authority within a period of thirty days after such minor change take place

STAMOLY WAOTMINT D SYSTEM StTICES eTER 5. The icence Holde sall cary out est o cach batchof product mamufactured prior 1 s

release for compliance with specifications either in his own laboratory or in any other

+ ZERTIFIKAT

laboratory registered under sub-rule (3) of rule 83;




OTHER INSTRUMENTS

Bone File/Rasp

Category No.

1161
Tendon Tunneling Forceps
] | @,
)
Category No. Size
1163.01 8" Straight
1163.02 8" Curved
1163.03 10" Straight
1163.04 10" Curved
Cartilage Crusher
Round
Rectangular
Category No. Category No.
1165.01 1165.02

[\
© Global

Commitment To Com mmliry

Killien Nasal Speculum

Tendon Stripper

-
> T

Gigli Saw Wire

Category No.
1164.01
1164.02
1164.03

Category No.
1162

Size
4 mmx16”
5mmx16”
6 mmx 16"

Category No.
1166



Gigli Saw Handle in Pair

Category No.
1167

Tessier Maxillary Mobiliser
Right & Left in Pair

%,

N

Wi\

Category No.
1169

Finger Saw

Category No.
1171

[\
© Global

Commitment To Com mmliry

Gigli Saw Guide
- Cet
Wy
—
Category No.
1168
Nasal Saw

Straigt
e — —

Category No.
1170.01

Category No.
1170.02

Category No.

1170.03
Fickling Dental Mallet
Category No.
1172




Nylon Faced Hammer

©glebal
1
Category No. Size
1173.01 Small
1173.02 Medium
1173.03 Big

Calipers Castroviejo

20 mm

[\
© Global

Commitment To Com mmliry

K Wire Introducer

Category No.
1174

K Wire Bender/Cutter/Plier-3in 1

Category No. Size
1176.01 Small
1176.02 Big

Category No. Size
1175.01 Short - Straight
1175.02 Short - Curved
1175.03 Long - Straight
1175.04 Long - Curved

Suction Cannula - Mastoid

Category No. Size
1177.01 No. 1
1177.02 No. 2
1177.03 No. 3
1177.04 No. 4
1177.05 No. 5
1177.06 No. 6




Lipo Suction Cannula

=

Standard 3 Holes

P e s snssfeded] |
. i 3 Ve
/ . ey FY R
Short - 10” Long - 12”

Category No. Size Category No. Size
1184.1S3 Straight - 3mm 1184.2S3 Straight - 3mm
1184.154 -4mm 1184.254 -4mm
1184.1S5 -5mm 1184.2S5 -5mm
1184.1S6 -6mm 1184.2S6 -6mm
1184.1C3 Curved - 3mm 1184.2C3 Curved - 3mm
1184.1C4 -4mm 1184.2C4 -4mm
1184.1C5 -5mm 1184.2C5 -5mm
1184.1C6 -6mm 1184.2C6 -6mm

Drill/Screw/Wire Gauge Scale
Category No. Size
1185.02 6"
Deaver Retractor with Fibre Optic
)
Category No. Size
1193.01 1/2"
1193.02 1

[\
© Global

Commitment To Com mmliry

S. S. Scale Simple

Category No.
1185.01

Killien Nasal Speculum with Fibre Optic

Skin Grafting Handle ( Humby’s Knife )

Size
6"

Category No.
1192

Category No.
1195



Suction Cannula - Frazier

//
Category No. Size
1178.01 No. 1
1178.02 No. 2
1178.03 No. 3
1178.04 No. 4
1178.05 No. 5
1178.06 No. 6

Tongue Depressor

Fenestrated Serrated
Category No. Category No.
1180.01 1180.02

Mouth Props

Taareg,

Category No. Size
1182.01 Setof 3
1182.02 Setof 4

[\
© Global

Commitment To Cummunify

Suction Cannula - Frazier with Ball Tip

Category No. Size
1179.01 No. 1
1179.02 No. 2
1179.03 No. 3
1179.04 No. 4
1179.05 No. 5
1179.06 No. 6

Bone Trephine

T—— ©Global

Category No. Size

1181.01 Small
1181.02 Medium
1181.03 Big

Lipo Suction Cannula

L

Modified
Glol i &
e Donnoce
(A
Short - 10” Long - 12”

Category No. Size Category No. Size
1184.3S3 Straight - 3mm 1184.4S3 Straight - 3mm
1184.354 -4mm 1184.454 -4mm
1184.3S5 -5mm 1184.4S5 -5mm
1184.356 -6mm 1184.4S6 -6mm
1184.3C3 Curved - 3mm 1184.4C3 Curved - 3mm
1184.3C4 -4mm 1184.4C4 -4mm
1184.3C5 -5mm 1184.4C5 -5mm
1184.3C6 -6mm 1184.4C6 -6mm




O RTH O S Y S
Commitment To Cammuniry

Corporate Office

“Shree”, New Balmukund Soc., Street No. 1, B/h. Copper Height, Opp. Raiya Municiple Chowk,
Sadhuvashwani Raod, Rajkot - 360 005. Mob. : +91 94272 17406, 98989 40227
Email : inquiry@globalorthosys.com, globalorthosys18@gmail.com

Manufacturing Unit
Plot No. 130, Survey No. 111, Golden Green Industrial Park, Khambha (Shapar) Rajkot - 360 311
Mob. : +91 98259 76543, Web. : www.globalorthosys.com
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