License Number : IL/MD-000803 - RC/MD-000261

DATED :29-Dec-2017 VALID UPTO :20-Dec-2020 File Number : IMP/Form8/MD/2017/15806

GOVERNMENT OF INDIA
Ministry of Health & Family Welfare

Central Drugs Standard Control Organisation
FDA BHAWAN, NEW DELHI (INDIA)

LIST OF MEDICAL DEVICES WHICH MAY BE IMPORTED UNDER IMPORT LICENCE NO
IL/MD-000803 - RC/MD-000261 DATED 29-Dec-2017 VALID UPTO 20-Dec-2020

S.NO | Notified Category ' Device Details

|"A. Generic Name: Absorbable Gelatin Hemostat
B. Brand Name : GELITA |
C. Model No.: GELITA - SPON STANDARD (GS |
003/GS 004/GS 010 SP/GS 010 DP/GS 015/GS ‘

|

|

030/GS 060/GS 110/GS 210/GS 310/GS 325/GS
610iGS 950),GELITA - SPON RAPID3 (GR 005/GR
1GR 01( 3R 610), GELITA - SPON
4TA TUFT - IT (GF 7365)

el for use as an adjunct to
§8 8ffect. in particular where

i and arteriolar bleeding. by
ponventional [
orimpractical |

gllulose Hemostat 1

BLX SORB (GX 603/GX Il
) GELITA - CEL |
JGE T10/GF 711) |

€ 501/GC 507/GC |




ADDENDUM

Belonging to certificate 2141242DED1

EC DESIGN-EXAMINATION
MEDICAL DEVICES

Nonactive implants: Absorbable Gelatin Sponge and Non-Woven Hemostat

Issued o

GELITA MEDICAL GmbH

Uferstrasse 7
69412 Eberbach
Germany

This certificate covers the following product(s)
Addendum 1

GELITA-SPON® STANDARD

i 2 ED Amham, The Nethedands
y ragistrafion 09085356

12



Date :-30/11/2018

To

The HOD

Dept. of Neurosurgery
CNC AlIMS
New Delhi

Respected Sir

BOHR

Bohr Scientific (P) Ltd
OFFICE NO.:-5, G.F, NG-12,
JWALA HERI, PASCHIM VIHAR
NEW DELHI -110063

M: - 9871996432, 011-25217147
DL: - MDP-110092/93 -20B, 21B
GSTIN: - 07AAGCB6240G1ZV

ents of GELITA TUFT IT & GELITA RAPID Spong



File Number : IMP/Form8/MD/2017/15806

Form 10
(See rules 23 and 27)
Licence to import devices (excluding those specified in Schedule X) to the Drugs
and Cosmetics Rules, 1945

Date = 29-Dec-2017

License Number : IL/MD-000803 - RC/MD-000261

1. M/s Cardiomed India Ltd., Office No.-108 Ist Floor, Property No-29, Firoj Gandhi Link
Road, Lajpat Nagar lll, Delhi (India) - 110024 is hereby licensed to import into India duning
the period for which this licence is in force, the devices specified below, manufactured by M/s.
GELITA MEDICAL GmbH, Uferstrasse 7, 69412 Eberbach, Germany (Germany ) having
actual manufacturing premises at M/s. GELITA AG, Gammelsbacher Str. 2, 69412
Eberbach, Germany (Germany) and any other device manufactured by the said
manufacturer as may from time to time be endorsed on this licence

2 This licence shall be in force from 29-Dec-2017 to 20-Dec-2020 unless it is sooner suspended
or cancelled under the said rules
3. Name of the devices to be imported

As per list enciosed

VENUGOPAL
Item(s) Three Only  GiRDHARILAL
_ SOMANI
NS LICENSING AUTHORITY
: Seal/Stamp

placein a part of the premises, and

nied with a detailed batch test report
icated by the manufacturer with date
reports. The imported batch of each
licensing authority deems fit prior to

s of the manufacturer in India along

1 in writing in the event of any change
licence. Where any change in the
2 shall be deemed to be valid for a
the change takes place unless, in
sing authority in the name of the
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GeLITY

Thic nrad e ot
'1is product list belongs to the Declar

ation of Conformity identified by GELITA

OHREG s WS it
Speciies the CE marked products that GELITA MEDICAL GmbH inte

provisions of the Council Directive 93/42/EEC of 14 June 1993 r:r,-r|r-t-_-rr:.J|i..f:.t:-(.-.-.':
The following list identifies the products by Device Name and sizes
Device Name Product information
. REF |  Quantity | Size
| GELITA-SPON® STANDARD | &
GELITA-SPON" STANDARD [ GS-002 (@y2) |  80x50x10mm
GELITA-SPON” STANDARD | G5.003 (Qty 4 x 50) | A% T %2 mm
GELITA-SPON” STANDARD GS-004 (Qty 4 x 25) ax4x4mm
GELITA-SPON” STANDARD GS010DP | (Qy10) |  80x50x10mm
| GELITA-SPON” STANDARD GS-010 SP (Qy10) |  80x50x10mm |
| GELITA-SPON” STANDARD GS-015 (Qty 10) 80 x 50 x 10 mm high density
= 5 RD | GS- (Qty 10) 80 x 40 x 10 mm
y (Qty 10) 60 x 20 x 7 mm
(Qty 50) 10x 10 x 10 mm
(Qty50) | 10x10x 10 mm high density |
(Qty 20) 80 x50 x1 mm
(Qty 20) 200 x 70 x 0.5 mm
(Qty 10) ~ 125x80 x 10 mm
B0 x diam 30 mm
80 % 25 x 4 mm S = Vi)
80 x 50 x 4 mm 8
10x10 x4 mm |
125x80x4mm~

§5x15x?mm—

_19rar_n o AT _g‘
A |

75 % 50 mm




ADDENDUM

Belonging to certificate 214174291y

EC DESIGN-EXAMINATION
MEDICAL DEVICES

GELITA MEDICAL GmbH
Uferstrasse 7

69412 Eberbach

Germany

Addendum

GELITA® ENT X-DENSE
GELITA® ENT X-BLOD
GELITA® ENT X-PAND
GELITA® ENT X-PASTE




Patent Apphication Fubnication Pub. et LS 200 10071227 Al
Ablers et al Pulbs, Dase Mar. 24, 2011




License Number : IL/MD-000803 - RC/MD-000261

DATED :29-Dec-2017 VALID UPTO :20-Dec-2020  File Number : IMP/Form8/MD/2017/15806

S.NO | Notified Category | Device Details

'l A. Generic Name: Absorbable Cellulose Hemostat
| | B. Brand Name ;: GELITA ; S
| C. Model No.: GELITA - CEL CA POWDER (GA 260)
| - | D. Components: NIL
3 Wound Dressings | g Contains Drug: No
| | F. Intended Use: Hemostat for use in capiliary
| bleeding of venous Or artericlar origin
G. Sheilf life: 5.00 Years




Cardiomed--*ﬂ"' i SR AT I

October 15™ | 2018

To,

The Chief,
CNC,
AlIMS,
New Delhi.

Dear Sir,

Cardiomed India Ltd. is the sole importer for Gelita Surgical Hemostats manufactured by
Gelita Medical, Germany.

Cardiomed has appointed M/s Bohr Scientific Pvt.Ltd. with offices at:

#5, NG-12 GF, Jawala Heri Market,
Paschim Vihar, New Delhi 110063

as our authorized distributor for Gelita Medical, Germany for All India Institute of Medical

14" October 2020.

medindia com




# 108, 28-29, Link Ros

Tel, : +4

Emiail; customersuppe

 PROFORMA INVOICE
CARDIOMED INDIA Lio.

1, Feroze Gandhi Marg,
Lajpal Nagar IIl, New Dalhi-110 024
1838540, 20840210

26th Dec. 2018

ot ‘I
Ta Proforma involce No 0 ‘
THE CHIEF (Chailan No S
CNC Dreler No. |

|AIMS Order Date
ANSARI NAGAR, NEW DELH) Fm— |
Deapatch ———

1 Custonwes Tax Datails
S, Description R (s} ay RSN Amaurt (s )
3 [|GF-7365 Gelita Tuft-It 50x75mm 3600 1 3
i
- r] .I
i Total Amount 3.600.00
| a5 Ap @5% 180.00
"
|

Total 3,780.00

LTD.




EC CERTIFICATE

Number: 2141242CE01

N
ki
) Full Quality Assurance System
Directive 93/42/EEC on Medical devices, Annex Il excluding (4)
o (Devices in Class lla, Ilb or Ilf)
Manufacturer:
g GELITA MEDICAL GmbH
5 Uferstrasse 7
B pax 69412 Eberbach
] Germany
l::; For the product category(ies) i1
r ] .l I:
:“’: Sterile non-active non-woven porcine gelatlu im;;/uw ﬁ,}d wouad.dmﬁ U& ,'
x Ll J 4 i
ol DEKRA grants the right to use the EC Notified Bcdy @ ' i _rcm bilow, o accompany .”
pEREA the CE Marking of Conformity on the produpts b m ﬁpﬁ‘ "fat)mbar M |
A DO Docurmentation and meeting the prumiuns 01' tha' : _p1y’lb" il h."-
B s s 7/ I

0344 7 *///// // ,/,W/

Documﬂulhmhmufﬂb i

mﬂeslthedlsme {1

’bcmmmh'lg Madlical

Asgurance system for

1o i proyvisy

. wmﬂnw For pladng bn Ihe

BEA Socortiing o Anhnax 1| (4] is mandatary: /
f ymanufactyiér, including facities and the ||

L aiiuunenm peiformed, are stated in the




k Cﬁl’di(‘l]"ﬂt‘.d"‘. e et

October 15™ , 2018

o,

The Chief,
CNC,
AllMS,
New Delhi.

Dear Sir,

Cardiomed India Ltd. is the sole importer for Gelita Surgical Hemostats manufactured by
Gelita Medical, Germany.

Cardiomed has appointed M/s Bohr Scientific Pyt.Ltd, with offices at:

5, NG-12 GF, Jawala Herl Market,
Paschim Vihar, New Delhi 110063

or for Gelita Medical, Germany for All India Institute of Medical

B Fax - +91-11-41716615



ADDENDUM

Belonging to certificate: 2141242CEQ01

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Sterile non-active non-woven porcine gelatin implants and wound dressings.

Issued to:

GELITA MEDICAL GmbH °
Uferstrasse 7

69412 Eberbach
Germany

212



RAPIOLY WETTING MATERIAL CONTAINING HYURGCOLLOID, $ETHOD FOR THE MANUFACTURE THEREDF AND LSE TH ..

Cumem Sy | Sowh,

] L [ — Yk 108 s Buap 10 My

Patont application ttle: RAPIOLY WETTING MATERIAL CONTAINING HYOROGOLLOID, METHOD FOR THE
MANUFACTURE THEREOF AND USE THEREOF

irventors. Michnel Ahlers (Eberbach, DE) Steffen Ovsnar (Glucksburg, DE) Michas! Greini (Bchwaikheim,
DE) Klaus Flachsenhar (Eberbach, DE)

Assignoes: GELITA AG

IPCH Clans: AAGKATAZE)

USPC Class: 514774 "

Clans nume: Dusignatad organic nonactive ingredient containing other than hydrocarbon peptide containing
gelatin or detivative

Publication date: 2011-03-24

Patent application number: 20110071227

Inventors list Agents st Asignaes list List by ploce

Yoo ey H06 gania Tog 180 Aasigrans

et PR

: RAPIDLY WETTING MATERIAL CONTAINING HYDROCOLLOID,
| THE MANUFACTURE THEREOF AND USE THEREOF

i Kiaus Flechsenhar Staffen Oesser Michael Grzinia

vl il quickly

wtacial tootining nturnl the foem o
inrotnlisid in the form of = shaped body & erpcsed 1o 3 plasma.

natur oot e fonm of 8 shaped body, comprsing
shapad bocy 10 & plawma,

i U group compeging cotigen, QUISEN. catesn whay
S, RENAlNS, hyomlsmes Momol, danvitees el s




seLITA

Declaration of Conformity

Manufacturer GELITA MEDICAL GmbH
WHersirasse 7
69412 Eberbact

Cermany

oucl Hemaostatic, Surgical, brandname
SELITA-SPON™ Absorbable Ge r
GELITA-SPON" RAPID” Absorbable
GELITA-SPON" POWDER A
GELITA™ ENT Absorbable Ge
GELITA TUFT-IT” Absorbable Ge
Sterile non-active non-woven porcine
dressings
UMDNS Code 16791
GMDN Code 4B170
Product Code(s) See addendum product list for details
Applicable Directives and Medical Device Directive: Council Directive 93/ of June
Standards 1993 concerning medical devices
All other relevant Harmonized Standards as pub
Journal of the European Communities are app
product.
Classification MDD Annex IX, Class lil, Rule 8 and 17
Conformity Assessment MDD Annex I, section 3 and 4

DEKRA, Certification BV
i er 1051

~ 2141242CE01
1™ December 2018

| 2141242DE01
1" December 2018

‘mentioned products meet the provisions of the
lards. All supporting documentations are



ADDENDUM

Belonging to certificale: 2141242CEQ1

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Sterile non-active non-woven porcine gelatin implants and wound dressings.

Issued to:
GELITA MEDICAL GmbH
Uferstrasse 7 e

69412 Eberbach 2
Germany

This certificate covers the I"olluw’iné prbdud{s_}:
Addendum 1: Class Ill, GELITA Absorbablé Gelatin

INEL VIS IS,
- GELITA-SPON® STANDARD / j ; /




EC DESIGN-EXAMINATION
CERTIFICATE

Number 21412420F01

Directive 93/42/EEC on Medical devices, Annex |l (4)

(Devices in Class IH)

Manufacturer

GELITA MEDICAL GmbH

Ulerstrasse 7
69412 Eberbach
Germany

For the product
Nonactive implants: Absorbable Gelatin Sponge and Non-Woven Hemostat
Documents, that form the basis of this certificate:

Certification Notice 2141242CN, initially dated 9 February 2011
CE Marking of Conformity 2141242CE01
Addendum, initially dated 20 November 2015

DEKRA hersby declares that the design of the produci(s) falling within the produet categary mentianid above, fullils
the relevant provisions of 'Besluit Medische Hulpmiddelen', the Dutch ranspasition of the Couneil Dirdetive 83/42/EEC
of June 14, 1993 concerning Medical devices, including all subseqglent amerndments, based oo an examipation i
accordance with Annex Il {4) of this Directive, The manufacturer has implemented a quality assurance system for the
above mantioned product category in accordance to the provisions of Annex |l (4} of Council Direclive 834 2/EEC of
June 14, 1893 and is subject to penodical surveillance.
The necessary information and the reference fo the relevant documentation, of hie products concerned and the

BRI y ) M are stated in the Certification Notice which forms an integrafive part of this




Central Drugs Standard Control Organisation

Directorate General of Health Services

Mi_nistry of Health & Family Welfare
(Medical Device and Diagnostic Division)

FDA Bhawan, Kotla Road
New Delhi-110002
Phone No-011-23236966
2 Fax: 23236973
File No. : IMP/Form8/MD/2017/15806

—_—

Date: 29-12-2017

To,

M/s Cardiomed India Ltd.,

Office No.-108

Ist Floor, Property No-29, Firoj Gandhi Link Road
Lajpat Nagar lll, Dslhi (India) - 110024

Sub: Import Licence under the Drugs & Cosmetics Act 1940,and Rules 1945 thereunder -
regarding.

import licence forwarded to this office, | enclosed
D-000261 dated 29-12-2017. This/These licence(s)
etics Act, 1940 and Rules 1945 thereunder.

Sosmetics Act 1940 and Rules 1945 are in addition
being in force and as such the licence(s) issued
‘addition to and distinct from any licence(s) which
Regulations made of the Government Of India,

will not accordingly to itselffthemselves be
that/those licence(s) if under the Import Trade
rate licence(s) are required for import of such

sary licence(s) for import of devices in question
or any matter stated on the label should not
es (Objectionable Advertisement) Act.

Officer of the Central Drugs Control

to inspect the premises of importers
& Cosmetics Act and Rules thereunder.

Yours Faithfully



PROFORMA INVOICE |
CARDIOMED INDIA LTD.

& 108, 28-29, Link Road, Feroze Gandhi Mar
Lajpat Nagar I, New Dalhi-11

Tal, - «8 2083

rdiomed:

THE CHIEF hation No. Trnage—
CNC |Oeder Mo i = N
| AIME ,U_nni____.___-—-—-—]
ANSARI NAGAR, NEW DELH Payment R ———|
| Dispaten TR
{ Custrmprs Tan Ditails |
|
I BiMat, Descriptinn Rate (fn. ) a HEN Amourt (R
1 GR-D05 Gelita-Spon Rapid BOxZ5x4mm 1500 1
2 |GR-007 Gelita Spon Rapid 80x15x7mm 2100 1
3 IGR-010 Gelita Spon Rapid 80x50x4mm 1600 1
4 JGR-310 Gelita Rapid 10x10%4mm 300 1
[ 125x80x4mm 3000 1

L licable @5 %

Tatal =

oA L0,




