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LICENCE FOR OPERATION OF RADIATION TESTING FACILITY USED FOR COMMERCIAL PRODUCTION
OF RADIATION GENERATING EQUIPMENT

WA Soll AT, 1962 T URT -16 b 6 Jed AThAT &1 JINT A §U, WATY] St (FATehoT Fefon)
s 2004 5 Fd 3% AY ué, WA] FoAT fAumHs TRuE (TSHREN) TdGgRT Mr. JOHN DAVID KUMAR,
ALLANS MEDICAL SYSTEMS PVT. LTD., Mumbai 38% d¢ & BOUYRE & & H Teiad, B Rfecar
JeIfae TFER 3UPIUT & IIAATAS ScuTea %_g’ ABHT Ul HAT &1 In exercise of the powers conferred

under section 16 of the Atomic Energy Act, 1962 read in conjunction with Rule-3 of the Atomic Energy (Radiation
Protection) Rules, 2004; Atomic Energy Regulatory Board (AERB) hereby grants the licence in favour of Mr. JOHN
DAVID KUMAR, ALLANS MEDICAL SYSTEMS PVT. LTD., Mumbai hereinafter referred to as the Licensee, for
commercial production of medical diagnostic x-ray equipment.

DIRECTOR, ALLANS MEDICAL SYSTEMS PVT. LTD. and Mr. JOHN DAVID KUMAR & UAGgRT U]
ot (faferor xeton A, 2004 # AEE SedeRal & diua & 3227 F wan: @A 3R asdaud &

¥ H UEIET ST &1 The DIRECTOR, ALLANS MEDICAL SYSTEMS PVT. LTD. and Mr. JOHN DAVID

KUMAR are hereby identified as the employer and licensee respectively, for the purpose of assigning the responsibilities
specified in the Atomic Energy (Radiation Protection) Rules, 2004.

Additional directive : “The Allans Medical Systems Pvt. Limited, Mumbai has outsourced testing activities at their manufacturing site
to the NABL accredited agency M/s PZ Medical India Private Limited, Bangalore Urban for carrying out radiation testing of the x-ray
equipment. This approval stands cancelled in case of NABL accreditation/AERB approval to outsourced QA agency is
expired/cancelled or outsourcing agreement terminated, whichever is earlier”.

T 3R ATSHURS STRGRIT § The Employer and Licensee are responsible for,

. U raemr o 3IUTeT YA B Ensuring compliance with the relevant provisions of the

L. O Soft AfAFIH, 1962 Atomic Energy Act, 1962

. GRHI] Sl (fafaur HRemr) 79 , 2004 Atomic Energy (Radiation Protection) Rules, 2004;

iii. SITRET HReM IS (TSTREl/waH!/Rifdhear — 2), 2001, Hengd 2012, 3R IHqwT Hangd
AERB Safety Code (AERB/SC/Med-2), 2001, Amendment 2012, and the revisions thereof

iv. SWRIh BRI & oY TEIRE gRT SR it IuGeh FRE DISH, Med 3R TSR GRT T FI
W IR RS SFaEs| All applicable Safety Codes, Guides issued by AERB for the above
practice and regulatory documents issued by AERB from time to time.

A it T TR, AT stae, AUpfeaeeR, Has 400094 (FERTST) AN
Atomic Energy Regulatory Board, Niyamak Bhavan, Anushaktinagar, Mumbai 400094 (Maharashtra) A ( /.]

An IS/1ISO 9001:2008
Organisation

FETEE/ Website: www.aerb.gov.in TN/ Tel: 91-22-2599 0604 trerm/Fax: 91-22-2599 0344




v. & RSN GRT S99 99 R SR S9N | Directives issued by Competent Authority from
time to time.

Il. W IaN ¢ FRAET IR ol BT 3FuTer GHTAT BRATI Ensuring compliance with terms and conditions stated

overleaf.

I Note:

IE AT haot fafewor wRem o gt & SR famar mar 81 oy soft SR Heifara Tod/ et/ g wfeeRy St off
Ffl'l"'t[\% & UTH faT SITE | This Licence is issued ONLY from the RADIATION SAFETY VIEW POINT. All other
clearances shall be obtained from concerned state/central/local authorities as applicable.

T AT & U U duet & IRIR & A ¥fH 5 uefeid _AT 81 A copy of this Licence shall be displayed in a

prominent location in the Company premises.

(CRi@at afe®RT Issuing Authority )
MR. JOHN DAVID KUMAR
ALLANS MEDICAL SYSTEMS PVT. LTD.
NO1 NSS ROAD OPP DATTA MANDIR, NEAR JAMBLI PADA STOP ASLPHA GWHATKOPAR WEST BACK OF
DISHA HOPITAL
MUMBAI, MAHARASHTRA-400084

Copy to: DIRECTOR, ALLANS MEDICAL SYSTEMS PVT. LTD., MUMBAI
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3139'% T& 2 TERMS AND CONDITIONS

3rgen § ST Sl & oifdfs @IS o Tfafafdr amuds e gRT =& fawar Smem|

No activity shall be carried out by your institute for purposes other than those specified in this Licence.

TFE — X IUGHRUT T FIFRROT TYa07 STgAIfRd SlaTsSe & STgER ¥ TR f3 S|

The radiation testing of the x-ray equipment shall be carried out in the location as per approved layout.

URATY] ol (ffehRoT FRam) 1M, 2004 AT TSITRET AR IS (TSARS/THAN/HS - 2) Bl Aga deng o FaiRa i,

SIS 3iR JTRTHIN BT s IaRaricd 8rm|

The regulatory responsibilities of the employer, licensee and RSO as laid down in the Atomic Energy (Radiation Protection)

Rules, 2004 or the latest revision of AERB Safety Code (AERB/SC/Med-2) shall be adhered to.

I g Ui prfirept qeim A0 HHIRT @1 Hif R didTet St 6 Iucesdr It T AT & JEH | Availability

of qualified and trained personnel and personnel monitoring service to radiation workers shall be ensured all the time.

TR g9 3R TaR od 3 & F1 il Bl AT / ° H & FfHT A & folv TeliRT & H1ewd A TgaRet §
USlipd et B

All models of x-ray tube and x-ray tube insert to be imported/indigenously manufactured shall be registered with AERB
through eLORA.

TFER TF (H)/ TR TE $TC o 3TN/ W07 & foly Sedeend e fEeaRt | STTd & folt THaied/ Jmur & fog ergafa
UTH & |

For import/procurement of x-ray tube(s)/x-ray tube inserts, the manufacturer shall obtain NOC for import/permission for
procurement from the competent authority.

TR IUPRYT b TP AISd b TIHTRIP SUET P Ugel SUTG-Dhd! YR SUDRUT P HeIegy & fsures & ueeH= &
3ER TR TR HeF FIEHR I TIST STgHIGT UTH v |

Prior to commercial production of every model of x-ray equipment the manufacturer shall obtain Type Approval from
the competent authority, on demonstration of performance of the prototype of x-ray equipment.

IUTE R H T {RI0T fehaT b UTer febarm STe v GAfAT & fb e1ey SrgHIfad Hieel i ureiT B ¢ |
Shall abide by the Quality Control procedure in manufacturing and ensure quality of the type approved model/s is
maintained.

TGl 3MYfct & Uget AT e s, a1 smgfclandt (IS $1S) TSTRET & UTferan=or UTH o |

Manufacturer shall ensure that before supply, their supplier(s) (if any) obtain AERB Authorization.

freafRa gu= iR amgfat & armafere wxen AR RUIE TSam=dt &1 ST FH=1 89|

The periodic safety status report in the prescribed format and frequency shall be submitted to AERB.

39 oged A (ST g1 H et gaR & aRRac™ S aIhT, ageaet, S &l A7 gRadd 8F 1R AreaaRt gHfad e
5 ATSTT § 3T IR BT 3MALTD TN T TR T UTH b mm &1

In case there is change in information specified in this licence after its issuance, such as change of Employer, Licensee, name of
institution it shall be ensured by licensee that the necessary amendment to this effect to the licence is obtained from the
Competent Authority.

TN & uget e @l =ra°r3ﬁ @R R The Licence shall be renewed before expiry.

s @ ol ft w97 ARewr =7 & ol Fam wiert & et g Ates @ glae wem o 8F| fmfory
SATY{T/AIUTErTT 378 UR1&10T/ TTSY JTgHIGH T RepfS Bl IUTed] T 2

Facilities shall be accorded to any authorized inspector of the competent authority to inspect the facility at any time. Records on

manufacturing/supply/Quality Assurance Tests /Type Approvals shall be made available.

gfe fmfor &t afiferes a1 ot AfAfer SETH GRT fohet Toret ol STSTHN df ST 8, A I8 G I & folg ST &t
fSrerY grft 35 fafemfor & aft Jora vietore @ faferad arer fhar S SIS R AR 89 dTel fFrRimie Mo gRT Jeed
o 7S ot a1 oft FRYeroT e ST
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If part or complete activity of manufacturing is outsourced by the OEM, to any agency, it shall be the responsibility of
the OEM to ensure that all the quality protocols in the manufacturing are duly complied with. The outsourced agency
shall also be subjected to inspection by the regulatory body as applicable to OEM.

foret off g o eafeh @t fafaor arTeRoT off anfirer & ot TSaTRet @l deater i e B

Any incident involving radiation exposure to person shall be intimated to AERB immediately.

SIS SIS 48 DR b eIy , AGHAURT 3D1S Bl 98 B b folq i Fedfa ume e qer J+t wifdiepd smyfded! @
IR BT F_1 & uger 1M Fa=T AT BT

For closure of manufacturing facility, the licensee shall obtain the requisite consent for decommissioning of the facility. All
authorized suppliers shall be intimated in advance prior to actual decommissioning.

ATSHT b IIRIh A/ TH/DPISH AT et Ud raei DI Ieie Il R, AT Hort (ffeh=or gram) =M, 2004 5 s
9 & AR A1HH B eifad, GeNferd a1 e f5ar ST HadT 21 $9 YR &l geHT ger W FRIkh1/ gt & g
TR ST off IR BT SSIHD PRATS PR Tabel! B

This license may be suspended, modified or withdrawn as specified in the Atomic Energy (Radiation Protection) Rules, 2004,

in the event of contravention of the provisions of the above Act / Rules / Codes or terms and conditions of the Licence. Where

deemed appropriate, AERB may also initiate penal action against the Employer/licensee in such an event.
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