F NO : HQ/FSC/MD/2024/000126

Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation
Ministry of Health and Family welfare

FREE SALE CERTIFICATE

FSC Number S EINIDIERO0REE Dated : 03/05/2024

This is to certify that M/s. Orion Sutures (India) Private Limited ,M/S.

_situated at address
,9845632004,

I is holding Manufacturing License no. MFG/MD/2021/000276 issued on 27-AUG-2021 Under this
license, the said firm is permitted to manufacture the products for their manufacture and sale in

domestic market as per Indian Law and for export as per law of importing country (ies):-

Name of the products with their product name and dimensions if any mentioned below':

S.NO 2 Medical Device Details

1 1. Generic Name :Non Absorbable Surgical Suture USP, Monofilament Polypropylene
2. Brand Name.:SYNTHALIN, ORILENE, LIFE LENE, SUPER LENE

3. Notified Category :Sutures

4. Class of Medical Device :Class G

5. Shelf life :5 Years

6. Sterile/Non-Sterile:Both

7. Intended Use :Intended for use in general soft tissue approximation and/or ligation
including use in ophthalmic surgery, cardiovascular and neurological surgery.

8. Material of Construction: Polypropylene

9. Dimension: USP Size (Metric Size): 2 (5), 1(4), 1-0 (3.5), 0 (3.5), 2-0 (3), 3-0 (2), 4-0
(1.5), 5-0 (1), 6-0 (0.7), 7-0 (0.5), 8-0 (0.4), 9-0 (0.3), 10-0 (0.2)

10. Model/Catalogue No./Name :Sterilized Surgical Suture Needled Suture - - ,Sterilized

Surgical Suture without Needle - -
RAJEEV SINGH S sme o

ORGANIZATION, ou=RAJEEV SINGH RAGHUVANSHI,

2.5.4.20=80c626a23e4ealbe8a239774cdeb03c27690

RAG H U VA N S H 41015a065641e67(54b765db1cb,
PstalCode=600034, st=TAMIL NADU,
serialNumber=657F5E47D940985D8F03BDCI02D0E |
FE73CFA12A1A126EAQ4FAS701124A19013,
I cn=RAJEEV SINGH RAGHUVANSHI

Date: 2024,05.03 17:05:27 +05'30'

DVt
D. VASUMATHI

Manager - Admin & Rrograms
The Madras thamber of Commerce & Indystry



Admin
Highlight

Admin
Highlight

Admin
Highlight

Admin
Highlight

Admin
Highlight

Admin
Highlight


CHUNG NHAN / HOP PHAP HOA LANH SV

CONSULAR AUTHENTICATION
1.Quéc gia . VIET NAM
i Gidy 1o, tai ligu nay
This public document
2.do Ong (Ba) RAJ KUMAR SINGH ky
has been signed by
3.véi chiic danh. Can bd Lanh sy
acting in the capacity of
4. va con déu cla B& Ngoai giao An Do
bears the seal/stamp of

dwoc chirng nhén / hop phép héa lanh sy
Certified

5. tai Niu Dé-li 6.ngdy 09/10/2024
the

at
7.coquan chp  Daisir quan Viét Nam tai An DS

by
856  0289.12/24-HPH

NO Ky tén va déng ddu
SIgmtun and seal/stamp
TL DAI SU/ FOR THE AMBASSADOR

\NG
(RAJ KUMAR S aﬂi |
Saction Officer (Anasmnon / Osl‘ )r
QA wH/ C.P.V. Divisio
fad, ﬂt

gl Afairs, New Ced'




2 1. Generic Name :Non-Absorbable Surgical Suture USP, Black Braided Silk
2. Brand Name :DURASIL, ORISILK, LIFE SILK,SUPER SILK &
3. Notified Category :Sutures
4. Class of Medical Device :Class C N
5. Shelf life :5 Years
6. Sterile/Non-Sterile:Both
7. Intended Use :Intended for use in general soft tissue approximation and/or ligation
including use in ophthalmic surgery, cardiovascular and neurological surgery.
8. Material of Construction: Braided Silk
9. Dimension: USP Size (Metric Size): 2 (5), 1 (4), 1-0 (3.5), 0(3.5), 2-0 (3), 3-0 (2), 4-0
(1.5), 5-0 (1), 6-0 (0.7), 7-0 (0.5), 8-0 (0.4), 9-0 (0.3), 10-0 (0.2)
10. Model/Catalogue No./Name :Sterilized Surgical Suture Needled Suture - - ,Sterilized
Surgical Suture without Needle - - ,Non-Sterilized Surgical Suture (Reels) - -
3 1. Generic Name :Non Absorbable Surgical Suture USP, Braided & Coated Polyester
2. Brand Name :NEOBOND, LIFE BOND, SUPER BOND
3. Notified Category :Sutures
4. Class of Medical Device :Class C
5. Shelf life :5 Years
6. Sterile/Non-Sterile:Both
7. Intended Use :Intended for use in general soft tissue approximation and/or ligation
including use in ophthalmic surgery, cardiovascular and neurological surgery.
8. Material of Construction: Polyester
9. Dimension: USP Size (Metric Size): 5 (7), 2 (5), 1 (4), 1-0 (3.5), 0(3.5}, 2-0 (3), 3-0 (2), 4-
0 (1.5), 5-0 (1), 6-0 (0.7), 7-0(0.5),8-0 (0.4), 9-0 (0.3), 10-0 (0.2)
10. Model/Catalogue No./Name :Sterilized Surgical Suture Needled Suture - - ,Sterilized
Surgical Suture without Needle - - o
4 1. Generic Name :Non-Absorbable Surgical Suture USP, Monofilament Polyamide
2. Brand Name :ORLON, LIFE LON, SUPER LON
3. Notified Category :Sutures
4. Class of Medical Device :Class C
5. Shelf life :5 Years
6. Sterile/Non-Sterile:Both
7. Intended Use :Intended for use in general s'oft tissue approximation and/or ligation
including use in ophthalmic surgery, cardiovascular and neurological surgery.
8. Material of Construction: Polyamide (Nylon.6-6.6)
9. Dimension: USP Size (Metric Size): 2 (5), 1 (4), 1-0 (3.5),0(3.5), 2-0 (3), 3-0 (2), 4-0 (1.5),
5-0 (1), 6-0 (0.7) 7-0 (0.5), 8-0 (0.4), 9-0 (0.3), 10-0 (0.2)
10. Model/Catalogue No./Name :Sterilized Surgical Suture Needled Suture - - ,Sterilized
Surgical Suture without Needle - - ,Non Sterilized Surgical Suture (Reels) - -
5 1. Generic Name :Non-Absorbable Surgical Suture USP, Monofilament Stainless Steel
2. Brand Name :ORISTEEL, LIFESTEEL, SUPER STEEL
3. Notified Category :Sutures
4. Class of Medical Device :Class C ¥
5. Shelf life :5 Years
6. Sterile/Non-Sterile:Sterilized :
7. Intended Use :Intended for use in closure of sternum, orthopaedics, abdominal wall
closure & hernia repair.
8. Material of Construction: Stainless Steel 316 LVM .
9. Dimension: USP Size (Metric Size): 9 (11), 8 (10), 7 (9), 6 (8), 5 (7), 3 & 4 (6),2 (5), 1 (4), 1-
0 (3.5),0(3.5), 2-0 (3), 3-0(2), 4-0 (1'.5), 5-0 (1)
10. Model/Catalogue No./Name :NIL RA I,EE\./ SINGH  Faismamis
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S

. Generic Name :Absorbable Surgical Suture USP, PLAIN CAT&UT

.Brand Name JJJlll LiFecuT (). suPERGUT (P)

. Notified Category :Sutures .

. Class of Medical Device :Class C

. Shelf life :5 Years

. Sterile/Non-Sterile:Sterilized

. Intended Use :Used in general soft tissue approximation and/or ligation, including use in

N O O W N -

ophthalmic surgery, but not in cardiovascular or neurological surgery.

8. Material of Construction: Purified connective tissue (mostly collagen) derived from the
sub-mucosal fibrous layer of healthy sheep intestines.

9. Dimension: USP Size (Metric Size): 2 (6), 1 (5), 1-0 (4), 0(4),2-0 (3.5), 3-0 (3), 4-0 (2), 5-
0(1.5),6-0(1)

10. Model/Catalogue No./Name :Sterilized Surgical Suture Needled Suture - - ,Sterilized
Surgical Suture without Needle - -

. Generic Name :Absorbable Surgical Suture USP, CHROMIC CATGUT

. Brand Name :ORICHROME, LIFE GUT,SUPER GUT

. Notified Category :Sutures

. Class of Medical Device :Class C

. Shelf life :5 Years

. Sterile/Non-Sterile:Sterilized

7. Intended Use :Indicated for use in general soft tissue approximation and/or ligation,

D O BA W N -

including use in ophthalmic surgery, but not in cardiovascular or neurological surgery.

8. Material of Construction: Purified connective tissue (mostly collagen) derived from the
sub-mucosal fibrous layer of healthy sheep intestines treated with chromic salt.

9. Dimension: USP Size (Metric Size): 2 (6), 1 (5), 1-0 (4), 0(4),2-0 (3.5), 3-0 (3), 4-0 (2), 5- | & -
0 (1.5),6-0(1)

10. Model/Catalogue No./Name :Sterilized Surgical Suture Needled Suture - - ,Sterilized
Surgical Suture without Needle - -

1. Generic Name :Absorbable Surgical Suture USP, Braided & Coated Polyglycolic Acid
. Brand Name :ORYL,ORICRYL,LIFE DEXON,SUPER DEXON

. Notified Category :Sutures

. Class of Medical Device :Class C ‘
. Shelf life :5 Years

. Sterile/Non-Sterile:Sterilized

. Intended Use :Used in general soft tissue approximation and/or ligation including use in

N OO OB W N

ophthalmic but it is not for use in cardiovascular & neurological tissues, it is used where
only short term wound suppoit is required and where the rapid absorption of the suture
would be beneficial.

8. Material of Construction: Polyglycolic Acid -100%

9. Dimension: USP Size (Metric Size): 2 (5), 1 (4), 1-0 (3.5),0(3,5), 2-0 (3), 3-0 (2), 4-0 (1.5),
5-0 (1), 6-0 (0.7}, 7-0 (0.5), 8-0 (0.4), 9-0 (0.3), 10-0 (0.2)

10. Model/Catalogue No./Name :Sterilized Surgical Suture Needled Suture - - ,Sterilized
Surgical Suture without Needle - -
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. Generic Name :AbsorbableSurgical Suture USP, Braided & Coated Polyglactin 910
. Brand Name :ORYL910, ORICRYL910, LIFE CRYL,SUPER C.RYL

. Notified Category :Sutures

. Class of Medical Device :Class C

. Shelf life :5 Years

. Sterile/Non-Sterile:Sterilized

. Intended Use :Indicated for use in soft tissue approximation and/or ligation, including

~N O O W N -

use in ophthalmic surgery, peripheral nerve anastomosis and microsurgery for vessels less
than 2 mm diameter.

8. Material of Construction: Glycolide-90% and L-lactide-10%

9. Dimension: USP Size (Metric Size): 2 (5), 1 (4), 1-0 (3.5), 0(3.5), 2-0 (3), 3-0 (2), 4-0
(1.5), 5-0 (1), 6-0 (0.7), 7-0 (0.5), 8-0 (0.4), 9-0 (0.3), 10-0 (0.2)

10. Model/Catalogue No./Name :Sterilized Surgical Suture Needled Suture - - ,Sterilized
Surgical Suture without Needle - -

10 1. Generic Name :Absorbable Surgical Suture USP, Monofilament Poliglecaprone 25

. Brand Name :ORYLMONO,ORICRYL MONO,LIFECRYL MONO,SUPER MONO

. Notified Category :Sutures

. Class of Medical Device :Class C

. Shelf life :5 Years

. Sterile/Non-Sterile:Sterilized

. Intended Use :Used in general soft tissue approximation and/or ligation including use in

~N o OB W N

ophthalmic. But it is not for use in cardiovascular & neurological tissues.

8. Material of Construction: Poly (Glycolide)-75%, and Co-caprolactone-25%

9. Dimension: USP Size (Metric Size): 2 (5), 1 (4), 1-0 (3.5), 0 (3.5), 2-0 (3), 3-0 (2), 4-0
(1.5), 5.0 (1), 6-0 (0.7), 7-0 (0.5), 8-0 (0.4), 9-0 (0.3), 10-0 (0.2)

10. Model/Catalogue No./Name :Sterilized Surgical Suture Needled Suture - - ,Sterilized
Surgical Suture without Needle - -

. Generic Name :Absorbable Surgical Suture USP, Monofilament Polydioxanone

. Brand Name :ORYL PD MONO, ORICRYL PDS,LIFE CRYL PDS,SUPER PDS

. Notified Category :Sutures

. Class of Medical Device :Class C

. Shelf life :5 Years €

. Sterile/Non-Sterile:Sterilized

. Intended Use :Intended for the use in all type of soft tissue approximation including
ophthalmic surgery. These sutures are particularly useful where the combination of

~N o O A W N =

absorbable suture and extended wound support is desirable.

8. Material of Construction: Polyether, Poly-p-dioxanone

9. Dimension: USP Size (Metric Size): 2 (5), 1 (4), 1-0 (3.5), 0 (3.5), 2-0 (3), 3-0 (2), 4-0
(1.5), 5-0 (1), 6-0 (0.7), 7-0 (0.5), 8-0 (0.4), 9-0 (0.3), 10-0 (0.2)

10. Model/Catalogue No./Name :Sterilized Surgical Suture Needled Suture - - ,Sterilized

Surgical Suture without Needle - - :
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12 1. Generic Name :Bone Wax f Sterilized Bone Wax
2. Brand Name :Oriwax,. Lifewax, Superwax, Genwax .
3. Notified Category :Surgical Dressings
4. Class of Medical Device :Class C :
5. Shelf life :5 Years
6. Sterile/Non-Sterile:Both
7. Intended Use :Used to control local bleeding from bone surfaces. It achieves local
hemostasis of bone by acting as a mechanical (tamponade) barrier. It is commonly used in
patients undergoing orthopedic surgical procedures.
8. Material of Construction: Each 2.5 gm Sterile Bone wax Contains a Mixture of
(Beeswax, Paraffin Wax, Isopropyl Palmitate) Or (Beeswax, Petroleum Jelly)
9. Dimension: 2.5 g Pack & as per customer requirements
10. Model/Catalogue No./Name :Sterilised Bone wax - -, Non-Sterile Bone wax - -

13 1. Generic Name :Monofilament Polypropylene Mesh
2. Brand Name :Synthalin Mesh, Orilene Mesh, Lifelene Mesh, Genlene Mesh, Superlene
Mesh
3. Notified Category :Internal Prosthetic Replacements
4. Class of Medical Device :Class C
5. Shelf life :5 Years
6. Sterile/Non-Sterile:Both
7. Intended Use :MONOFILAMENT POLYPROPYLENE MESH is used for abdominal wall
reinforcement, treatment of incisional, inguinal, femoral, umbilical and ventral hernias. It is
used in both colposcopy and laparotomy. It is used for the repair of herr{ia, utero-vaginal
prolapse and other facial deficiencies that require the addition of a reinforcing or bridging
material to obtain the desired surgical result
8. Material of Construction: Polypropylene N~
9. Dimension: 2cm X 20cm, 5cm X 20cm, 5¢cm X 10cm, 6cm X 11cm, 8cm X 12cm, 7.6cm X
15cm, 8cm X 15cm, 10em X 13cm, 11.5cm X 1.2cm, 10cm X 15cm, 15cm X 15cm, 20cm X
30cm, 30cm X 30cm, 22.5cm X 35cm, 25cm X 35¢cm, 2cm X 2¢m, 5cm X 5cm, 10cm X
10cm, 12cm X 12cm, 15cm X 15cm, 20cm X 20cm, 30cm X 30cm, 5cm X 5cm, 7cm X 7cm,
5cm X 5cm, 4.5cm X 10em, 6cm X 11cm, 7.5cm X 12.5cm, 8.5cm X 15cm, 15cm X 15¢cm, h R.8
cm X @3cm, h 3.1 cm X @3.4cm, 1.5 cm X 45.cm Tape, 8.5cm X 12cm, 7.5cm X 15cmé& as fer
customer requirements
10. Model/Catalogue No./Name :Hernia Mesh - - ,Monofilament Polypropylene Mesh - -,
Mesh TVT Tape - - ,Mesh TOT Tape - -

14 1. Generic Name :Absorbable Surgical Sutures USP, Braided & Coated Polyglactin 810 -
Antibacterial Triclosan Coated
2. Brand Name :ORYL910 PLUS, ORICRYL 910 PLUS SUPERCRYL PLUS LIFECRYL PLUS
3. Notified Category :Sutures
4. Class of Medical Device :Class C
5. Shelf life :5 Years
6. Sterile/Non-Sterile:Sterilized »
7. Intended Use :Indicated for use in soft tissue approximation and/or ligation and should
not be used where extended approximation of tissue is required or in cardiovascular and
neurological tissues. :
8. Material of Construction: Glycolide-90% and L-lactide-10%
9. Dimension: USP Size (Metric Size): 2 (5), 1 (4), 1-0 (3.5), 2-0 (3), 3-0 (2), 4-0 (1.5), 5.0
(1), 6.0 (0.7) "
10. Model/Catalogue No./Name :Sterilised Surgical Needled Suture - -,Sterilised Surgical
Suture (Without Needle) - - RAJEEV-SINGH- -
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15 1. Generic Name :Non Absorbable Surgical Sutures USP, Ultra-high-molecuiar-weight
Polyethylene (UHMWPE) ¥
2. Brand Name :ORION-FIBER
3. Notified Category :Sutures i
4. Class of Medical Device :Class C
5. Shelf life :5 Years
6. Sterile/Non-Sterile:Both
7. Intended Use :Intended for use in general soft tissue approximation and/or ligation
including use in ophthalmic surgery, cardiovascular and neurological surgery.
8. Material of Construction: Ultra-high-molecular-weight Polyethylene(UHMWPE)
9. Dimension: USP Size (Metric Size): 5 (7) 2 (5), 1 (4), 1-0 (3.5), 2-0 (3), 3-0 (2), 4-0 (1.5),
5.0 (1)
10. Model/Catalogue No./Name :Sterilised Surgical Needled Suture - -,Sterilised Surgical
Suture (Without Needle) - -

16 1. Generic Name :Absorbable Surgical Sutures USP, Braided & Coated Polyglactin 910 -
Undyed
2. Brand Name :ORICRYL 910 FAST, ORYL 910 FAST, SUPERCRYL FAST,LIFECRYL FABT
3. Notified Category :Sutures
4. Class of Medical Device :Class C
5. Shelf life :5 Years
6. Sterile/Non-Sterile:Sterilized
7. Intended Use :Indicated for use in soft tissue approximation and/or ligation and should
not be used where extended approximation of tissue is required or in ca"rdiovascular and
neurological tissues.
8. Material of Construction: Glycolide-90% and L-lactide-10%
9. Dimension: USP Size (Metric Size): 2 (5), 1 (4), 1-0 (3.5), 2-0 (3), 3-0 (2), 4-0 (1.5), 5.0 =4
(1), 6.0 (0.7)
10. Model/Catalogue No./Name :Sterilised Surgical Needled Suture - - ,Sterilised Surgical
Suture (Without Needle) - - i

17 1. Generic Name :Absorbable Surgical Sutures USP, Braided & Coated Polyglycolic Acid -

Undyed

. Brand Name :ORYL FAST, ORICRYL FASI, SUPER DEXON FAST, LIFE DEXON FAST
. Notified Category :Sutures ;

. Class of Medical Device :Class C

. Shelf life :5 Years

. Sterile/Non-Sterile:Sterilized

. Intended Use :Used for surgeries likes episiotomy and circumcision& Closure of Skin

~N OO OB WN

where fast absorbable suture required.

8. Material of Construction: Polyglycolic Acid -100%
9. Dimension: USP Size (Metric Size): 2 (5), 1 (4), 1-0 (3.5), 2-0 (3), 3-0 (2), 4-0 (1.5), 5.0
(1), 6.0 (0.7)

10. Model/Catalogue No./Name :Sterilised Surgical Needled Suture - -, Sterilised Surgical
Suture (Without Needle) - - ‘
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1. Generic Name :Absorbable Surgical Sutures USP, Monofilamgnt Polydioxanone - Barbed
Suture

2. Brand Name :ORIBARB,SUPERBARB,LIFEBARB

3. Notified Category :Sutures

4. Class of Medical Device :Class C

5. Shelf life :5 Years

6. Sterile/Non-Sterile:Sterilized

7. Intended Use :Intended for for cases where extended wound support and strength are
required for rectussheath closure or fascia closure and can also be used on patients
suffering from chronic ailments like cancer or diabeteswhere the healing period may be
long.

8. Material of Construction: Polyether, Poly-p-dioxanone

9. Dimension: USP Size (Metric Size): 2 (5), 1 (4), 1-0 (3.5), 2-0 (3), 3-0 (2), 4-0 (1.5), 5.0 (1
10. Model/Catalogue No./Name :Sterilised Surgical Needled Suture - -, Sterilised Surgical
Suture (Without Needle) - -
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