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INTERNATIONAL CERTIFICATION

ESNAS

Reg. No. 672/Q-084

CERTIFICATE

This is to certify that the Quality management system for medical devices of company

ASTER MEDISPRO PVT. LTD.
S. P. 181, 10* Main Road, 15t Stage, Dr. B. R. Ambedkar Industrial Estate,
Jigani Industrial Area, Jigani, Bangalore - 560 105, Karnataka, India

Company’s Logo

/4" ASTER

... Whene Researnch o Routine

has been found in compliance with requirements of the standard

EN 1SO 13485: 2016

for the following scope:

Design, Manufacture and Sales of Medical Devices for Urology, Gastroenterology, In-
Vitro Fertilization, Oncology, Intervention Radiology and Brachytherapy Accessories
Catheter;
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Manufacture and sales of electrodes used for Ablation purpose;

Certificate no. : QMS-13-015-2021 Date of issue: 01/10/2021
Initial certificate issue: 01/10/2021

On condition that the organisation will maintain an effective quality management system for medical devices, this certificate remains
valid to 30/09/2024.
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Digitally signed by Rusu Ghenadie
Date: 2021.12.15 07:18:45 EET
Reason: MoldSign Signature
Location: Moldova

Ing. Lubica Skrovanova
Head of Certification body

Procedo International Certification s.r.o. ulica Svornosti 42, 821 06 Bratislava, Slovakia, www.procedo.sk, Tel. :+421 907734958,

ICO: 52327230
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ASTER MEDISPRO PVT.LTD Ref No.: DADO7F(18)

7+ ASTER ]
Revision No.: 06
. Wiy Rt %o Roeoms EC DECLARATION OF CONFORMITY
o * Revision Date: 03-12-2020

PWe:

Company Name ASTER MEDISPRO PRIVATE LIMITED

Company Address | S.P 181, 10™ Main, 157 Stage, Dr. B.R Ambedkar Industrial Estate, Jigani Industrial
Area, ligani, Bangalore- 560105. Karnataka (INDIA)

Declare under our scle responsibility that the:

Product Name(s) MEDICAL DEVICES FOR UROLOGY Model/Type Ref(s) | Listed in Annexure 1

Classification and

. Listed in Annexure 1
Classification Rule

GMDN Code Listed in Annexure 1

Product Details Listed in Annexure 2

Conformity Assessment : Annex Il, Excluding Section 4 of Council Directive 93/42/EEC and its
Revised Version.

We declare that the above-mentioned products meet the provisions of the Council Directive
93/42/EEC, all prior amendments and as transposed into'national laws. All supporting documentation
is retained under the premises of the manufacturer.

Standards Applied: EN ISO 13485: 2016, EN ISO 14971:2012 , EN ISO 11737 1:2006/AC:2009,
EN 1SO 11737-2:2009, EN 1SO 11140-1:2009, EN 556-1:2001/AC:2006,
- EN 1SO 15223-1:2016, EN 1041:2008, EN 1SO 10993-1:2009/AC;2010,
EN ISO 10993-5:2009, EN ISO 10993-6:2009, EN ISO 10993-12:2012,
-ENISO 11135-1:2007, EN 1SO 11138-2:2009, EN 1422:1997+A1:2009

ISO 11140-1:2014, 1SO 10993-1:2018, ISO 10993-3:2014, SO 10993-5:2009
E 150 10993-6:2016, I1SO 10993-7:2008/AMD 1:2019, ISO 10993-10:2010,
150 10993-11:2017 1SO 14644-1:2015, ISO 14644-2:2015, ISO 14644-9:2012
" ','I_SO 11138-1:2017, BS EN 13868:2002, IEC 62366-1:2015,
“ASTM F1980-07:2011, ASTM F88-15, ASTM F1140-13

’

MTIC Intercer S.r.|

Via G.Leopardi, 14
Proposed Notified Body 20123 - Milano (M)

Italy

Notified Body Number: 0068

Certificate(s)Number: Urology Catheters - 0068/QC0O-DM/244-2020
Urology Dilators - 0068/QC0O-DM/245-2020
Urology Retrievers - 0068/QC0O-DM/247-2020
EC Certificate
Issued On: 03/12/2020
Valid up to: 27/05/2024




ASTER MEDISPRO PVT.LTD

Ref No.: DADO7F(18)

EC DECLARATION OF CONFORMITY

Revision No.: 06

Revision Date: 03-12-2020

European Representative

M/sCMC Medical Devices& Drugs S.L
Located in C/Haraciolengo

N 18, CP 2900¢,

Malaga, Spain

E-mail : mmateos@cmcmedicaldevices.com

Website : www.cmemedicaldevices.com
Tel: 434951214054

Fax: +34952330100
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ASTER MEDISPRO PVT.LTD

Ref No.: DADO7F(18)

EC DECLARATION OF CONFORMITY

Revision No.: 06
Revision Date:; 03-12-2020

LIST OF PRODUCTS WITH MODELS, CLASSIFICATION RULE AND GMDN CODE

LISTED IN ANNEXURE-1

GMDN CODE PRODUCT TYPE AND DESCRIPTION CLASSIFICATION CLASSIFICATION
RULE
Urology Catheters
10761 Ureteral Catheter with variant Close I1a 5
Tip,(CT),0pen Tip (OT),Angle TIP (AT), Cone
Tip (CT),Whistle Tip (WT)

10735 Malecot Catheter 1la 7
10735 PCN Catheter Ila

10735 PCN Catheter with Needle lla

10735 Suprapubic Catheter Ila 7
10765 CIC Catheter I1a 5
10764 Tiemann Catheter lla 3
10735 Re-Entry Malecot Catheter Ila ?
10735 PCN Catheter Set la 4
10735 Malecot Catheter Set Ila 7
10761 Urodynamic Catheter IIa 5
14235 Amplatz Sheath lla 7
11254 Ureteral Access Sheath Ila 7
11265 Ureteral Balloon Dilation Catheter Ia 5

Urology Dilators
16468 Ureteral Dilator Ila 5
15215 Fascial Dilator e 7
16468 Nottingham Dilator ] 5
11254 Meatal Dilator 11a 5
11254 Amplatz Renal Dilator Set Ia 7
11265 Urethral Filliform Dilator I1a 5
11254 Fascial Dilator Set 1la 7
16468 Urethral Dilator 11a 5
16468 Ureteral Dilator Set ITa 5
11254 Renal Dilator 11a 5
Urology Retrievers Products
it
17574 Stone Basket - Stainless Steel -7 P\CHAF&S&'RNB 5
A o Oc

17574 Stone Basket - Nitinol 5
17574 Stone Grasper 5 o

Page 3 of 5




ASTER MEDISPRO PVT.LTD Ref No.: DADO7F(18)
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Revision Date: 03-12-2020

15809 Bladder Evacuator Ila 2
14301 Track Finder Bulb Irrigator lla 2
15256 Toomey Tip Syringe lla 2
16040 Stent Remover e 5
14301 TUR Set lia 3
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" LISTED IN ANNEXURE-2

List of products covered in the Declaration (Ref......... )

Quantity Lot Number

REF Description

Name Manikandan Thachat Signature with Seal

Designation Director-Marketing

Place & Date of Issue 22-12-2020
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FULL QUALITY ASSURANCE SYSTEM APPROVAL EC CERTIFICATE

n. 0068/QCO-DM/244-2020

according to Annex Il of Directive 93}42/EEC on Medical Devices as amended

MTIC Intercert hereby declares that an examination of the under mentioned Full Quality Assurance System has been carried
out following the requirements of the legislation to which the undersigned is subjected, transposing annex Il {with the
exemption of section 4) of the Directive 93/42/EEC on Medical Devices. MTIC Intercert certifies that the Full Quality
Assurance System conforms with the relevant provisions of the aforementioned legislation. The validity of this certificate
is subjected to the positive result of required surveillance audits.

MANUFACTURER: Aster Medispro Private Limited

5.P.181, 10th Muain Road, 1st Stage, Dr. B. R. Ambedkar Industrial Estate, Jigani
Industrial Area, Jigani, Bangalore — 560 105, Karnataka (INDIA)

DEVICE/S: Urology Catheters
MODEL/S: v Ureteral Catheter with variants:
Close Tip (CT), Open Tip (OT), Angle Tip (AT), Cone Tip (CT), Whistle Tip (WT)
v Malecot Catheter v" PCN Catheter v PCN Catheter With Needle
PR EMBER S~ v
{""'\ CHAMBERS o Suprapubic Catheter ¥ CIC Catheter ¥ Tiemann Catheter
L w ¥ o
e ~0

é};\./," \,f%_-, e-Entry Malecot Catheter v PCN CatheterSet  v' Malecot Catheter Set
3 :

odynamic Catheter v Amplatz Sheath v" Ureteral Access Sheath

2306 %

FIRST ISSUE: ~ 03/12/2020 CURRENT ISSUE:  03/12/2020 REVISION Nr.: 00 EXPIRING DATE:  27/05/2024

ATTESTED
Fadaration of Karnataka Chamhers
of Commerce and Industry

SABU SjPRIYAN.P.

F-PCOM-18-01 01 Rav 0.1 en Secretawlc lNTERCERTS?L L Via Moscwa. 11-20017 RHO IM” - |TAL‘{ &

www.mticeri.org
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INTERCERT

CERTIFICATE

A

FULL QUALITY ASSURANCE SYSTEM APPROVAL EC CERTIFICATE

i ooes/ch._-bM/245-zozo

according to Annex Il.of Directive 93/42/fEt on Medical Devices as amended

n examination of the under mentioned Full Quality Assurance System has been carried

on to which the undersigned is subjected, transposing annex Il (with the
tercert certifies that the Full Quality

islation. The validity of this certificate

MTIC Intercert hereby declares that a
out following the requirements of the legislati
exemption of section 4) of the Directive 93/42/EEC on Medical Devices. MTIC In

Assurance System conforms with the relevant provisions of the aforementioned leg
is subjected to the positive result of required surveillance audits.

8 MIZTOMNOIHTIKO & 33

MANUFACTURER: Aster Medispro Private Limited

5.P.181, 10th Main Road, 1st Stage, Dr. B. R. Ambedkar Industrial Estate, Jigani Industrial
Area, Jigani, Bangalore — 560 105, Karnataka {INDIA)

DEVICE/S: Urology Retrievers
MODEL/S: v Stone Basket — Stainless Steel v" Stone Basket - Nitinol
| v' Stone Grasper v" Bladder Evacuator
! v" Track Finder Bulb Irrigator v Toomey Tip Syringe
v Stent Remover ' v TUR Set

EXPIRING DATE:  27/05/2024

- -v
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FULL QUALITY ASSURANCE SYSTEM APPROVAI.'._EC CERTIFICATE
n. 0068/QCO-DM/245-2020
according to Annex |l of Directive 93/42/EEC on Medical Devices as amended
MTIC Intercert hereby declares that an examination of the under mentioned Full Quality Assurance System has been carried
out following the requirements of the legislation to which the undersigned is subjected, transposing annex |l (with the
exemption of section 4) of the Directive 93/42/EEC on Medical Devices. MTIC Intercert certifies that the Full Quality
Assurance System conforms with the relevant provisions of the aforementioned legislation. The validity of this certificate
is subjected to the positive result of required surveillance audits.
. MANUFACTURER: Aster Medispro Private Limited
o) T y
8] S.P.181, 10th Main Road, 1st Stage, Dr. B. R. Ambedkar Industrial Estate, Jigani Industrial
5 Area, Jigani, Bangalore - 560 105, Karnataka (INDIA)
b
”
tu) DEVICE/S: Urology Dilators
MODEL/S: v Ureteral Balloon Dilation Catheter v Ureteral Dilator v Fascial Dilator
v"  Nottingham Dilator v Meatal Dilator v Amplatz Renal Dilator Set
v" Urethral Filliform Dilator v Fascial DilatorSet v Urethral Dilator
v
FIRST ISSUE:  03/12/2020 CURRENT ISSUE: ~ 03/12/2020 EVISION Nr.: 00 EXPIRING DATE:  27/05/2024

i -'“E I:.STED

Fadaosiion of Karnalaka Chambers
of Commerce and Industry
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TIC/INTER ERTCerti}ilalion Body

SABU SUPRIYAN.P.

Secr@tBCYNTERCERT sr. - Via Moscova. 11 - 20017 RHO (M1) - ITALY
www.mlicert.org

F-F{-DM-14-01-01 Rev.0.1 en
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URETERAL ACCESS SHEATH

Product Code Catheter Length Catheter I.D Catheter 0.D

(Uriin Kodu) (Kateter uzunlugu ) (Kateter ic capi) (Kateter Dis capi)
UAS-9,5/11-35 CM S5 9,5 fr 11,5 fr
UAS-9,5/11,5-40 CM 40 cm 9,5 fr 11.5fr
UAS-9,5/11,5-45 (M 45 cm 9.5 fr 11,5 fr
UAS-9,5/11,5-50CM 50 cm 9,5 fr 11.5fr
UAS-9,5/11,5-55 CM 55 cm 9,51r 11,5fr
UAS-10,5/13.5-35CM | 35¢m 10,5 fr 13,5 fr
UAS-10,5/13.5-40 CM 40 cm 10,5 fr 13,5 fr
UAS-10,5/13.5-45 CM 45 cm 10,5 fr 13,5 fr
UAS-10,5/13.5-50 CM 50cm 10,5 fr 13,5 fr
UAS-10,5/13.5-55CM 55cm 10,5 fr 13,5 fr
UAS-12/14-35CM 35cm 12 fr 14 fr
UAS-12/14-40 CM 40 cm 12 fr 14 fr
UAS-12/14-45CM 45cm 12fr 14 fr
UAS-12/14-50 CM 50 cm 12 fr 14 fr

55cm 12 fr 14 fr

\ | UAS-12/14-55 CM
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