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T T ICH HATAT
(sl faw)
EIEE SR
TE fawett, 21 S[TE, 2020
o T Suwr qrat & SaEa deEt Fee
H&4T 31026/08/2020-THET.—
1. uqf

1.1. T ITFRT I TF AT JATT FT AATTF Yol Tgd AR g T 0 fow =2
SRRt & fEaTa /ST it SaeTshaTl Brdl gl ATAHRTT Fre-2h qAHYT IcATE ST SRR
U FAhied Tal-[Aeeq dT TaFauT 9% ¥ 30 gt g, P o1+t aa § 9 a8 @ ewtaa
T ST 2

1.2, Ff% 90T ST ST giagret & ARt § v Faer fi sraegwar v g, A A
TLHTT FIRT 20 AT 2020 T "FA{Hear STHT0r qrat 7 S =" A0 UF JIoT 67 HoLT &f T8
gl T 9T UF B T U AqTHAT AT 3T FARTLTAT IAemd / g T&m w2 o Efastor
AT | AT FHT AT T <9 | F=fercar S A & e uF aseqa o’ ghom
FT § Tee oot

2. SELOE
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2.1  fawtET gaetst & o fGeg T a1t sEaadrd® qiaersi & g9q & qiedq | 9196
TV UF STTEAAT GIALTHAT T TLA Tg o [oreeh TROTHEAEY fHfehedT SUFIUT & ITATEA =l
ANTT | Ieer@ T FHT AT S| o 9o § e S @it agay Sudsaar i
FgArIar gHATEd gl

2.2 HEATYAT % ATHAT AT THI 0l TAAAEAT | ITT B AT ATHI I ITH FHLATI

3.  SATYHAT: TF ALHTA GILT TEATET 37T TH FISAT o sfeaqiid Fafad =¥ F=ihedr Iusheor qreht &
AT FIAATET AT o oI o (T 6 AT % q&d (a1 TEIaar &1 sl STus|

4., T agman @t e st s % o it agrar |t e gaes i
TRATSAT AR AT 70% FRIT @A AT 37 Tgrel Al (Ram=e v, ITrEs, 579 T
FOHIT g TR TR9T 3i¥ AT g oTfRd w=on) & 7rae ¥ g fa<h agrar aRarsmET o
#T 90% BT T F=fehcaT ITHTor 9% & forT JET F dga Afeshan dgraar 100 FE w99
e AT g

5.  GTHAT AEETAATHE gaeu: TR ITHET 9T § STeRT-37eT fefehca T ST SRSl &l
FEe o Ferguasiug/ i/ da9 ®Eferd), soa-Auied Sehid g Toadl-
Tifes wrtefafordy dex, armtefae/arsiteated grmefes ufsir 2R e, aw
T Hifeew/ftemT/z=rmeed Aifcew/mefin/zem de, S I ot & fow 337 RemsfHr
st fuifesT, e fierestem/Edtsn /AT S, ufame d siv i offtar dex, HEuaw e
Hax, et STt ATt gEgrd Y& it STt 2|

6. ot afemw: =0 FomT 1 F1 fast =T 400 F20E =917 )

7. AT T AFTA: TH AT A e a9 2020-21 7 2024-25 T FT R

8. S HTEIT TSI

8.1 TH ST & IFraiid I U Hhcar STFor uts afRASHT F1 TST FATTEIT USTeHT
(THATET) LT FTATead AT SITOm)

8.2 THALU fTHcAT ITFHTOT UTeh TTRATSAT F FATTAAT F TIIST & (77 T T TR G
ST T FTIAT TSIl g

9.  JqIMT €A AT

9.1  TH ASET % Avqed T&=qTal &l 0y AR g I5d AT g9 aiffa (Tauaey) g
AL T&TH T ST

9.2 THUHHT T HYHAT TH TR gHA:

o=, oy e - 3TETeT
o= gemes, sivy AT - FEE
T A=, THE, g9 ST TAaryg ThRadT - qTEy
T A=, IANT G4 A0 3w i == - T
Th =, T 3T TRATE Fed 107 (AT - gae
Th = (IT), siroer AT - GATSTH

THUAHT, FHT-T9T 92 TATIITF €T § UM T, ALUSST HEATH1 < o777 ghrey / At e
& 9T WA & TTATea & & €7 T AT # THhdt gl

9.3 THUHHT TISAT F T FIATAT F o0 qerers qi2a, T e 21, swaeash g+t fAofr o)
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10.
11.

TS o faeqa fRermaer foramT 7 qaarse 92 suere &y o

7g Ffo=T @ v w) osiwy framr f R 28 #wE, 2020 T qHadt stfgg=AT "
31026/08/2020-THET =T ATAFHHIT FLAT 2l

Tt Rar, w3 a=a

MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
NOTIFICATION
New Delhi, the 21st July, 2020

Subject:—Scheme for Promotion of Medical Device Parks.

1.2

No. 31026/08/2020-MD.—
Background

The medical device industry is highly capital intensive with a long gestation period and requires
development and induction of new technologies. It also requires continuous training of health providers to
adapt to new technologies. Most of the hi-tech innovative products originate from a well-developed eco-
system and innovation cycle which is yet to be fully developed in India.

Since the creation of testing and laboratory facilities requires huge investment, a scheme called “Promotion
of Medical Device Parks” has been approved by the Government of India on 20" March 2020. The parks
will provide common testing and laboratory facilities / centre at one place reducing the manufacturing cost
significantly and will help in creating a robust ecosystem for medical device manufacturing in the country.

Objective

Easy access to standard testing and infrastructure facilities through creation of world class common
infrastructure facilities for increased competitiveness will result into significant reduction of the cost of
production of medical devices leading to better availability and affordability of medical devices in the
domestic market.

Reaping the benefits arising due to optimization of resources and economies of scale.

Scope: Financial assistance under the Scheme will be provided for creation of common infrastructure
facilities in four Medical Device Parks proposed by State Governments and selected under the scheme.

Financial Assistance: Financial assistance to a selected Medical Device Park would be 70% of the project
cost of common infrastructure facilities. In case of North Eastern States and Hilly States (Himachal
Pradesh, Uttarakhand, Union Territory of Jammu & Kashmir and Union Territory of Ladakh) financial
assistance would be 90% of the project cost. Maximum assistance under the scheme for one Medical Device
Park would be limited to Rs. 100 crore.

Common Infrastructure Facilities: The common facilities provided to individual medical device units in
the Medical Device Park such as component testing centre/ESDM/PCB/sensors facility, electro-magnetic
interference & electromagnetic compatibility centre, biomaterial/biocompatibility /accelerated aging testing
centre, medical grade moulding/milling/injection moulding/machining/tooling centre, 3D designing and
printing for medical grade products, sterilization/ETO/gamma centre, animal lab and toxicity testing centre,
radiation testing centre etc.

Financial Outlay: The total financial outlay of the scheme is Rs. 400 crore.
Tenure of the Scheme: The tenure of the scheme is from FY 2020-2021 to FY 2024-2025.
State Implementing Agency

A Medical Device Park project selected under the Scheme will be implemented by a State Implementing
Agency (SIA).
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9.2.

9.3.

10.
11.

SIA shall be a legal entity set up by the concerned State government for the purpose of implementing the
Medical Device Park project.

Scheme Steering Committee

The proposals under the scheme will be approved by the Scheme Steering Committee (SSC) constituted by
Department of Pharmaceuticals (DoP).

The composition of the SSC is as follows:

Secretary, DoP - Chairperson
Financial Adviser, DoP - Member
Joint Secretary, Ministry of Environment, Forest and - Member
Climate Change

Joint Secretary, Department for Promotion of Industry - Member
and Internal Trade

Joint Secretary, Department of Health and Family Welfare - Member
DCGl, Central Drugs Standard Control Organisation - Member
Joint Secretary (Policy), DoP - Convenor

The SSC may invite representatives of Industry Associations, R&D Institutions and other Government /
Private sector expert organizations as special invitees as may be necessary from time to time.

The SSC shall take all decisions required for successful implementation of the scheme, including any
modifications if required.

The detailed guidelines of the scheme will be uploaded on the website of the Department.

This Notification supersedes the earlier Notification of the Department of Pharmaceuticals issued on this
subject vide no 31026/08/2020-MD dated 28™ May, 2020.

NAVDEEP RINWA, Jt. Secy.

st
S faoett, 21 S[TE, 2020

faw: R Suhn & oy AT i agEr 31+ fog saree fise g s

=T 31026/08/2020-THET.—

1. R

1.1, AT ® = R STl &7 I ST 9% agd A9 Y 8 ST IS 85% # ATaT
H AR 4T 2

1.2.  9a ® T s @fFator &= sreraears £ gfaeqdt & graee adft 1 991 997

R s Y FH FT "mEer w7 @y g1 Fhar Suwwr ARt & ser S At e,
e & sterwar it A= @ & = TET & S| Frer Fe e

F)  gATE FEATE g, T Argi e s S i T,
T) 39 AT @,
M) UTET Tf<h o STTATH IqeedT,

o

) Hitaa e e,
F) AT UF T T Fe A 9% FH7 £ FHEoT|
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1.3. O 997 A ¥ o= W@ AfAuior speferaears £ qoar § T suwon & [ §
FEAFAT HI L FA 6 (U, “THfehcar ITHRLUT & =] AT % @949 % o 3ameq s
TR ATSAT AT FTSHT W T3 ZIT faA1 20 AT, 2020 T AqAIT il TS 2

2. SRR ATSAT  FT I29F AL [AAATT &1 FEraT 347 o e Suwew e # a2 [aer &
AR AT 2

3. SATIHAT: TTSAT 6 A, ATerd Gl | A (A {ehedr STHLON 6l HHT [aer ofiw gigeha
oY (3= ™) % swame a7 FaiAT wutaEt # st Tearge i s

4. TIETE T /AT TISET  siasta wed § Al avqst s de o= § Faw o u aeget
& Frgefter T (e v & a1e) o2 =9 q At F 90 a9 (5) a9l AT & T sreAiq
i a7 2021-22 & A< a 2025-26 TF 5% #iT &% & &g TrcdTe" TaTe fFhar ST

5. T A T ATSHT hacl TATohedT STHLI & AT &A1 o (70 AN NI ST o6 Aqerash- &

feraor T T 8

6. ATIAISAAT: T ATSAT e H I hiee TRATSATEA 6 10 T 2|

7. RIECI

7.1 TH ASET F AT Faq AT § AT A F AT FAL 6T TS qegell & fA=wior § 7t g2
FataT & A<= qgmEar Y& it STt

7.2 urar A v AR awqen @ ghgefie f@eht (@ &= % ofaiq Fav) & dEei &
Sreefie gt

7.3  UF AGEH Bl AT & HEaLor & 7 975 g & o gt =9 aat &0 Q@ FAT1 R
qTAAT AT HIAGST H1 4207 SIqad-a # <47 47 2

7.4  3caTed foiee TIcHTE TISMT o dgd qT=dT el 7 TTST & J8d 3T T8 [aa<rd qr=rar &l
TATIAT Al Hll

8. JISTAT FT HIERTS; ST T HTAHRT BT a5 2020-21 & fA<frr a0 2026-27 7 2
9. sraee gt srees aT we F forw smeree fargeht 120 o % foro @reft strosfh

10. e Ay o< a 2019-20 Fr Faer =iw AR aeqet Fit f@ehr fit ot F forg sreme ad
F = H AT 10

11. T 9Rera: FisET 1 g o< aiverT 3420 F0E 9T 3l

12, icaTes I Faet: I FFaeT Semes s a9 % v A aeqer f gigshe e (s
STITI FECEN & FT 8) I AT 2T S stterepresma afafa g aarfaatia srfesray
& T R

13.  TRTOMT T e AT awqen & aer i =i gigefte T o1 srwad e / §amet
| TSR S Fifates @r aies® THITA § TE I (@an 9% A g

14,  FqHEIEA S "faawr iEar
141  FISET % TEq AAET AT § S0 TRl 9 FHaT gIT 6T ST a&hat g
14.2  fafeEa =9 & qT, UF YA sTaed, aad el 9% ST FHAT g

14.3  IUIE ATFEAT HT eATHA AT SATUIT T =799 % forw = B s
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14.4

14.5

15.
15.1
15.2

15.3

16.
16.1

16.2
16.3

16.4

16.5
16.6
17.

TICHTEH AT AT AIFEEST &l T e aTel I Araant T e & & a1 w9 §
T ST, 1 ST 3T Sroam

TH AT 6 q8d HarIar 91 (5) a9 o14iq fa<hia a7 2021-22 & f&=fia a¥ 2025-26 TF =t
Faty & foro gere i STt

TRASAT TG TS
TH A(SAT HT TF A1 USHT F q1eaw § A0 B s

THT Ao usid) aRESET Taue uSHY (fugn) F w7 § w0 w0 6w s, gdadi e
FATAT HETAAT TS A & oIy Saearl grft o aug-a97 9% faanr grar /i 7 o7
SRRt &1 @1 FGi FUAT it @Ega ST, FHE 3T SAEIAE! 1 (@9 JreET
romfReent & T ST

TroET & Trareasd | |@&faq FAEAdl w W #3960, =0 & qr-ard, oA
ferferfera & oo of o 2t

15.3.1. ST % Tgd FEIAAT & [T STAGHT T T o 3T TTAAT HT HeATIH,
15.3.2. ITSHAT % qZA VT  HIqLT & o0 9T qrel il ST,

15.3.3. ST & aqVa FHAAI1 & o J47 feer s BT aeqger i gigefie B afga
TISAT 1 AT i A fAsaTes & Gafed SATFe! FT S|

FrfesT W affa (3H)

sirorer T g Mo |5t ATt U atereRTe wTe |iAt (S6T) F T AT -
s, i ST, (srewe)

qf=a, =g faemT

=, TETEST T T Fedmor fa9mT

qf=a, arforsT faamr

=, SART AT ATF AT Gag 9w T

qi=a, TATE, a9 3T T Taa T

AT, e AR

THT-THT 9T AT SME9TF THAT 70 7 Frerost frery sriafyr & =7 § syata By S a6 21
Tg THT, AT % FATd TTOAT FTT ST ITT T TG I TAHIEA 6 for F=m F:3f

Tg oI, TIUHT g7 (1= 0 T ST sreitea w70 arat o, Meiia giar qo fRenf=aert
F ATET A & forw = wa

g SHT ATSAT o Sad qT FHAAIT o o a9, TSR oI 3 AT 6 Saqid IeATad it
et THYeT Fh

THT T TH AT TAT AT fRerfaaernt § AT Hemred T FT IR g
THT FT SATTF TATIAT, FIATVTAT 37T IALETAAT T Ta2or AT fRert=raert & far smom
TH ATSAT & foeqa feermasr fFramT #F qa@rse 92 dqudre &< QU ST
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18. I SAfeg=AT faei® 28.05.2020 it stferg=er &. 31026/08/2020-UHET & siavid sfoer faramT
FT I ATEEEAT T SATLHAIT AT 5l

T e, w3 at=a
AATF-H
TISHT & AT STLH FAThcdT STHTUT & 78T &1

T A FH. | 8T AT F FAad AT STHTUN FT 909
T &7 1 FHT FIT/ IUFTO fFET YAt
TS ofT TR RriheT ITHTr (raATH U - YRuee

T 6 2 3TATE J1A1) T =FaY TSR STHI

T B 3 waefeRy S wriEar-refrvedt i ST S A el oot
& Y T T e =T ST orfee g

T A7 4 aft TrATed Bad TFATCad TAFeiE RATsd " FFAIT TFATEH 3T

THHFHT ATHA &

feoquft; v i Tew ST aA ST ST (S LT UAIR S, A UAE S[d, THaATEE
e, e 99 fRedes o =2 T % 9ed) & THE AN &1 54 Fal §, 3 eH6 (o0 TH
FNT TAUH IS AT ¢, T e d&T & §  QIiHe HET [0

AATR-T
gt Meiia €T aeee
S TIETET 3T FAaw HaT A R Tt &t
(RfAfT awgsi & giesher st =maw €=
Fghar fasht )
fFrfEreaT ST a5 1: 5% 399t # 180 FIE *qT FT 1: 120 FUE 0T
F AT AT AT v 2: 5% FT 2: 240 FIUE TIT
(HFTTF-F H g 3: 5% AqH AT (F) U 9 3: 360 FIE TT
fEra=or oo T4 4: 5% 1:60 i 4: 460 FIIS FIT
2) Tv 5: 5% Fg2:120 FT 5: 560 FIE TIT
F9 3 :180

feroquft: ot 1 & st fasfir 3 2021-22 2

NOTIFICATION
New Delhi, the 21st July, 2020

Subject:— Production Linked Incentive Scheme for Promoting Domestic Manufacturing of Medical
Devices.

No. 31026/08/2020-MD.—
1. Background

1.1. Domestic medical devices market in India is heavily dependent on imports which contribute to more than
85% of the market.
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1.2.

1.3.

7.2.

7.3.

74.

10.

11.
12.

13.

14.

14.1.
14.2.

The medical devices manufacturing sector faces in India lack of a level playing field vis-a-vis competing
economies. The medical devices manufacturing sector suffers from a considerable cost of manufacturing
disability, among other things, on account of:

a. lack of adequate infrastructure, domestic supply chain and logistics,
b. high cost of finance,

c. inadequate availability of quality power,

d. limited design capabilities,

e. low focus on R&D and skill development

With a view to address the disability in manufacturing of medical devices in India vis-a-vis other major
manufacturing economies, a scheme called “Production Linked Incentive Scheme for Promoting Domestic
Manufacturing of Medical Devices™ has been approved by the Government of India on 20" March, 2020.

Objective: The Scheme intends to boost domestic manufacturing and attract large investments in the
Medical Devices Sector.

Scope: Under the Scheme, financial incentives shall be given to selected companies based on threshold
investment and incremental sales (over Base Year) of medical devices covered under target segments.

Quantum of Incentive: Under the Scheme, financial incentive shall be given to selected companies at the
rate of 5% of incremental sales (over Base Year) of goods manufactured in India and covered under Target
segments, for a period of five (5) years i.e. from FY 2021-22 to FY 2025-26.

Target Segments: The Scheme is applicable only for target segments of medical devices as detailed in
Annexure A.

Applicability: The Scheme is applicable only for greenfield projects.

Eligibility

Financial incentive under the scheme shall be provided only to companies engaged in manufacturing of
goods covered under target segments in India.

Eligibility shall be subject to thresholds of investment and incremental sales of manufactured goods
(covered under Target Segments) over Base Year.

An applicant must meet all the threshold conditions to be eligible for disbursement of incentive. Eligibility
threshold criteria is detailed in Annexure B.

Eligibility under Production Linked Incentive scheme shall not affect eligibility under any other Scheme
and vice-versa.

Tenure of the Scheme: The tenure of the scheme is from FY 2020-21 to FY 2026-27.
Application Window: The application window for receiving the applications shall be 120 days.

Base Year: Financial Year 2019-20 shall be treated as the base year for computation of incremental sales
of manufactured goods.

Financial Outlay: Total financial outlay of the Scheme is Rs. 3,420 crore.

Incentive Per Company: The incentive per company will be applicable on incremental sales of
manufactured goods over Base Year subject to ceilings as decided by the Empowered Committee.

Basis of Computation: Assessment of threshold investment and incremental sales of manufactured goods
shall be based on details furnished to the Departments / Ministries / Agencies and Statutory Auditor
certificates.

Approval and Disbursement Process
Application under the Scheme can be made by any company registered in India.

An initial application, complete in all aspects, will have to be submitted within the application window.



[\TT I—avE 1] RIEGICIEENE EE IS R IR

14.3.
14.4.

14.5.

15.
15.1.
15.2.

15.3.

16.
16.1.

16.2.
16.3.

16.4.

16.5.
16.6.

17.
18.

Eligible applications will be appraised and considered for selection.

Incentive shall be released to selected applicants meeting the required thresholds and whose disbursement
claims are found to be in order.

Support under the scheme shall be provided for a period of five (5) years i.e. from FY 2021-22 to FY
2025-26.

Project Management Agency
The Scheme shall be implemented through a Nodal Agency.

Such Nodal Agency shall act as a Project Management Agency (PMA) and be responsible for providing
secretarial, managerial and implementation support and carrying out other responsibilities. Detailed
constitution, functioning and responsibilities of the PMA will be elaborated in the scheme guidelines.

For carrying out activities related to the implementation of the scheme, PMA would, inter alia, be
responsible for:

15.3.1. Appraisal of applications and verification of eligibility for support under the Scheme,
15.3.2. Examination of claims eligible for disbursement of incentive under the Scheme,

15.3.3. Compilation of data regarding progress and performance of the scheme including threshold
investment and incremental sales of manufactured goods for companies under the scheme.

Empowered Committee (EC):

An Empowered Committee (EC) shall be constituted by DoP with following composition:
CEO, NITI Aayog (Chairman)

Secretary, Department of Pharmaceuticals

Secretary, Department of Health & Family Welfare

Secretary, Department of Commerce

Secretary, Department for Promotion of Industry & Internal Trade

Secretary, Ministry of Environment, Forest and Climate Change

Director General of Foreign Trade

Experts may be invited as special invitees, as may be felt necessary, from time to time.
The EC will consider applications, as found eligible by the PMA, for approval under the Scheme.

The EC will consider claims, as examined and recommended by the PMA, for disbursement as per the laid
down procedure and guidelines.

The EC will conduct a periodic review of eligible companies with respect to their investments, employment
generation and production under the Scheme.

The EC will be authorized to carry out any amendments in the Scheme and the scheme guidelines.

Detailed constitution, functioning and responsibilities of the EC will be elaborated in the Scheme
guidelines.

The detailed guidelines of the scheme will be uploaded on the website of the Department.

This Notification supersedes the earlier Notification of Department of Pharmaceuticals issued on this
subject vide no. 31026/08/2020-MD dated 28.05.2020.

NAVDEEP RINWA, Jt. Secy.
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Annexure A
Target Segments of Medical Devices Eligible under the Scheme

Target Segment No. Description of Medical Devices covered under Target Segment

Target Segment 1 Cancer care/Radiotherapy medical devices

Radiology & Imaging medical devices (both ionizing & non-ionizing

Target t2 . . :
arget Segmen radiation products) and Nuclear Imaging Devices
Tardet Seament 3 Anaesthetics & Cardio-Respiratory medical devices including Catheters of
g g Cardio Respiratory Category & Renal Care Medical Devices
Target Segment 4 All Implants including implantable electronic devices like Cochlear

Implants and Pacemakers

Note: A key component which constitutes major part of a finished medical device (such as Rotating Anode Tube,
Stationary Anode Tube, MRI Magnet, Flat Panel Detector and similar components), and has a distinct HS
code for itself, will be considered as included in the corresponding target segment.

Annexure B
Eligibility Threshold Criteria
Segment Incentive Rate Threshold Minimum Threshold Minimum
(on Incremental Sales Investment Incremental Sales of
of Manufactured Manufactured Goods
Goods)

All four segments Year 1: 5% INR 180 Crore over 3 Years Year 1: INR 120 Crore
of medical Year 2: 5% Year 2: INR 240 Crore
devices (detailed Year 3: 5% Cumulative Minimum Year 3: INR 360 Crore
in Annexure A) Year 4: 5% (Crore): Year 4: INR 460 Crore
Year 5: 5% Year 1: 60 Year 5: INR 560 Crore

Year 2: 120

Year 3: 180

Note: Year 1 means Financial Year 2021-22
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