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Terms snd Conditions of the Certificate / License

1.
2.

This Certification / License is valid for the period specified in the certification / License.

No modification or change can be made to the brand name, formulation, specifications, the
methods of manufacture, shelf - life, storage condition, pack type, pack size, packaging
material, labels, commercial presentation of the product, information in the product
information leaflet or any modification which would affect the quality, safety and efficacy
of the product, without the prior approval of the NMRA.

Any modification, alternation, change or adaptation to this certification / License without
the approval of the Nztional Medicines Regulatory Authority (NMRA) is considered as a
violation of the National Medicines Regulatory Authority Act (NMRA Act) No. $, 2015.



Form A

Kegutation 3 (2)

No. D-003128-PR

Sri Lanka

-+ CERTIFICATE OF REGISTRATION - MEDICAL DEVICE

Certified that the following device i¢ herebv registered undar the National Medicines Reguiatory Authority

Oftficial Name of
Ievies

Brand Name

Type of Devies

Size S Modsat

Name & Address

ot Manutacrurer

Country ot
Manutacmrsr

Nams & Address
of [istrbutes
Class

Nama & Address

ot Importer
Pravious

Registration No

Registration Tvpe

Provisional Registran

. FZra B =
LJalc Ui anue i1a.v

Recaipi Ne - 24

Date o 08

Act No 5oF2015
FAVE AWV 4 VL L\ ot

z2/Gciten Gauze

Non-Sterile Dressing (Shelf Life:08 Years) =

New Kuveniter (Pvt)itd. Matugama Indusirial estate, Pallegoda, Pahe Kanuws,(w.p).8ri

. -
i Tm -
ol Lal =
VEEL S5 voen) 2B S » B BT T BRS8N R AR ER R S SRS TSRO RGO Prrsrerieisiiersisiasrssisssrissessrres s2ssses ssrsesssezrs srresrrsasasis
- s ssres sistresisssesssszaarasrsasssan
B £rerirsessrrsssesssassiie B R PIPPP sas
S N s isee s ey RSN i ss RS IE SR TPResRIRIRSPERIRIR IR LIRSS

Period of Validiy

YVisicial

2021

SiriiiziiEssczrissrzirierssisszies

on shail b2

valid tor the period stipulatzd.

e a——

chmato:)f Authority

ey Ao

REF : D-1731-L
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the approval of the Natonal Medicines Reguiatory Authority (NMRA) is considered as a
vioiaton of the Naional Medicines Regulatory Authority Act (NWEA Act) No. 5, 2015.




CERTIFICATE

Certified that the tollowing device is herebv

4} [‘

aifie
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Devies

Brand Nams

Fvpe of Device
Size / Mog
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Terms and Conditions of the Certificate / License

1. This Certification / License is valid for the period specified in the certification / License.

2. No modification or change can be made to the brand name, formulation, specifications, the
methods of manufacture, shelf - life, storage condition, pack type, pack size, packaging
material, labels, commercial prescntation of the product, information in the product
information leaflet or any modification which would affect the guality, safety and efficacy

of the product, without the prior approval of the NMRA.

3. Any modification, alternation, change or adaptation to this cortification / License without

the approval of the National Medicines Regulatory Authority (NMRA) is considercd as a
violation of the National Medicines Regulatory Authority Act INMRA Act) No. 3, 2013.

S



Form H

tegulation 29

No. DMF-00043

027362

LICENCE TO MANUFACTURE MEDICAL DEVICE/s

L icence Number : DMPF-00043

M/s New Kuvenitex (Pvt)Ltd of Matugama Industrial estate, Paliegoda, Pahe Kanuwa is hereby
licensed to manufacture the Device/s «pecified below at the prem:ses situated at Pahe Kanuwa

This licence is subject to the conditions prescribed in Regulat on 28 of the Drugs Regulation. made under the
Mational Medicines Regulatory Autherity Act No 5 of 2015 and shall be in force during the period stated in this

Licence, unless it is earlicr suspended or cancelled.

Name/s of device/s to which this licencs is applicable. - D-00281)0-PR

White Onen Woven Bandage ( Kuvernitax)

n
B
Nt

Type of Device : Non Sterile Surgical Dressing (Shelf Life: 03 Years) (7.5cm x 4.

Pzriod of Validity : 21.11.2018 t0 20.11.2019

Dateofissue : 13.02.2019 ’h"“ Executi - MHecar
Ny o2 e Bag i ,
ReceiptNo : 047443 o =0 N0 Langi Ring Authoriy
Date . 13.02.2019 Bt
R3F :  NMRA/CC/DMF/02/20189
8

National Medicines Regulatory Authority, No. 120, Norris Canal Road, Colombo 18, SriLar

f



Teirms and Cuanditions of the Certificate ' Licer ae

1/ Ligense it valid for tse peried s ecificd in the certification / License.

methods of vack type, pack size, packagmg

naterial, . COmT 1 of the pracuct, information in the product
information lsavlel or any modifi s which woulld affect the quatity, safety and efficacy
of the product, wiiaout the prior approval of the NV RA

3. Anv modifieanon,
the approval of

violanion of the M

Nz § Gzrity (NMRA) is considered as a
ational Medscu gs Requlatory Auti orry Act (NMEA Act) No. 3, 2015.




Form H

Regulation 28

No. DMF-00044
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LICENCE TO MANUFACTURE MEDICAT DEVICE/s

Licence Number :

Alis New Kuveniiex ¢ ;6 of Matugama Industrial esiaze, Pallegoda, Pahe Xanuwa 1s hereby

irArean th maniitactiire ‘s e ra'c enacifiegd halaua ot the nrarvicas sitiatad ot Bashe Karuiws
LCSTIRCC WS aniila =Regls SV 02T SDROCLIICT TITA OU UG PIKIANSE SIBKC 2L 20T Lol LES

i th2 conditions or
National Medicines Reculators: Authority Act Mo S

Licence, uniess 1L s earier suspended O ¢ance lied.

Name’s of device's o

vhich this

icence 1s applicabie. - D-003123-PR

st

Tvpe of Device © Noxn-Ster:le Dressing : Shelf Life:08 Te

(A%
L]

o

B ol L T i S : Y 3
Period of Vatidity UL O 24

~T RSV LT

NIERAZCCDMFIQR/:R2019

Bty A -qe il N } 3 R SV A T3 } 0
Authonin, XN %. N Tis Canal Read. Coiombe 12 Srilanka
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