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-

T T 4 JATAT
(3trwer farwmT)
AT
¢ faeett, 3 W, 2021
sirwer % forg IeaTeA foiae Mg FeHT (fuees).

. 31026/60/2020-Ffq-sftwer fawmr.— 1.q9qf

1.1.

1347 GI/2021

AT S SN AT % A1 & AT § a0 q9a99 987 SN ¢ AT oI & qara §
TN Hq 40 faferae st Ste 81 391 A &9 & [aiq S S areft T sirofert

ST ATl | 3.5 Wiaerd &1 TN HTaT gl ATd 93<h o7 du e, e, T 9,

FATST afe S8 ofq AT awm af@a 200 & st 3ot & &= # (3iw)
R ewed o Faiq #2ar g1 9=a #§  &fvy & f@Fwm s @i % oo us qor

TTRfRfaht a4 8, oaH STy gy s orfa Fera/asme il STers aretl Ha e
g 2T H FT Thg JAferE T aqEdT vy §EAEl ST §ag SN # UF AT
e fRerfay d= «ff 2

)
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1.2. A H, FH T H SHRE G2 AT AT [T F THE qeF §, Tarh 9ee w18
FATSAT & U AFT #7 Uw F27 BET AT F 6redwW ¥ QT AT gl W iy
(FTHTEEHR) & § ATALTF FIHT AT Ud A Aigd 3g ATAT & ScATEA &l T4
THHT F g1 T IcTE ATAT § FHarer 3T Icamae a@™ & forw afas sfiw =g Haest
T TreTed #w & forw, fafore 3g gox a a3 & araremiertesa, stee
ST TATSAT, Te TATSAT AT Ude THTIH o AsTal® aTe a1 3i¥ Hel AT IT Sie Jdt
TATAT T TTATRT FA F (7T UF =5t g ¥ =BT 3 IUes &9 F aAferq geaay
#T ArFeTFRAT T 2

1.3.  =H% ATARH TaT et 1 gedl AHarddr ©7 3@d gu, JTgdl dAeshi o T 797 S
& o 3 eI AT w3 & T Udlere/fAuaud § 9 ScA1ad aHal &l =ia
AT FeA T Y saeThar 81 F uge HLawar sy uw 3or ¥ o g § g wareey
AT % IF A& FI T FIA & [T Tgeaqol ARTETT FH2 FHT G ff T2 FTdT 2

SR TH ASHT & 32T &7 | a9 oY IcaT § Flg Feeh 37 ofiue & § 35 94 &

AT % 3T fafarefrmeor & Trrem™ ik wed it Ao Aqwqreit w1 agmr g1 7 TS F:7
U ¥ 29T 9A F AT ATHaT Giord FLAT g ST AAT AT qThei s T STTNT Hh AT AT
AT 7 FE & &7 AaT T & o s T A o Eare #§ 9 w7

TISET 6T H&g fRward:
31 AT UHE: ATRA H IS U (FHTELCHA) TEQAT 6 [AHATara Hi ioer I2ART F

TH AT o0l SATTH TASAAT AT T o 70 376 afaa @A e (STuasi?) a9 91
& AT & 22T F QT FIA & YT 9T THE A 6T SITUAT| SAEhi & oid q9g1 & (o0

(F  GHE ¥ 5,000 FIIE =9 | ATYF AT I THIT 4 ATl (FHTE[CHA) TEAT 6 d°0F
et o (= a1 2019-20) aTer sreEsh|

(@) @9 @: 500 (FuTael) FIE F0F S 5,000 FE T F A T (FHELEHA)
FEGAT % A AT o (AT a9 2019-20) a1 e

(M) "HE T:500 FUAS FTT § FF & 0L (FAELCHA) TEQE & aras S Teea
(for=fr & 2019-20) ATt swaras| fafery ATt s RfRafaat #1 T@d gu e aqg +
HTqY THUHUAT I F o0 UF IT-H9g F9 T S|

3.2. WIcaTeT T WET: TH TS F q8d TS 6 T ATAT (FATHAF =77 qiZd) TRTeT

15,000 2 FTT F| TTcHTET A& YT % HIa MHTa srated AT o -

(F) g ®: 11,000 FIE w74
(@) 99g E: 2,250 FIE 77|
(1) EEE T 1,750 FIE FT

3.3. WrEmeT fi T AT 1 T 2 F AefT Faw hu U (sfwe) wwiEERA awqe
Frgefte et (e av) 9T TreameT i 3¢ a9 2022-23 & & av 2025-26 aF & forw 10
gfererd, aw 2026-27 % forw 8 widera qar a9 2027-28  forw 6 wfaerd grft
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ot 3 % T Fa¥ FhU U (3foe) FHEICRT qeqar i grgefe f&er (e av)
Sﬁ?\“ﬂ%‘rr #Y a7 O 997 2022-23 ¥ 3 a0 2025-26 9% * forw 5 yfAea ‘@Tﬁ Tv 2026-27 F
forT 4 witera siw 2027-28 & forw 3 witera grf

34. AT faw v 2019-20 #r FARTT awqen i gigefier fashr & o & oo sram
T GTAT SATUIT
3.5. aEgal Hit AuT: AroWT H = o srqam AT (03) ATET F siavia o (FHEEH)
FEQU, ST ZITT-

()] goft 1
1. FTATRIATEL e
2. Stfeet AT 2912

3. U TATIAT AT TS FHTIH & ASTarh Za1347

4, T AT 37 S ot game i

5. Ak FATSAT

6. TRAT el e S werhuae, qerer, T At

7. whw ufiue

8. qTeT FATSAT

9. RRIERCIECIE R ECIER)

a  afr2

1. =t ga e At e araeEET deedie
() Soft 3 (Aoft 1 i< SAoft 2 F TET FaT TG A TE T9W)

1. RCEEICIEaUECCIER

2. @ TEE g, wAAET g, Udemfafen g, uddwiEed g,
FITSATACEAL T, AIZHISITUF I AT TSI @A T

3. =+ fagr s SR

4. TAT AHIRT A FATAT

5. areq ¥ AT 981 g areft st garea
3.6. HAATHI HT TAT: ATAGTHT FT I ATAT, T2 THATT TAT 7 GIS FIA il ATAT HT AHAA
FIA 6 o0 Q@-TATOT 3297 HIFEE & e U 999 TohaT SITuam| Jer fRem-fAgen § =3+
ATIET faega =9 § g
3.7. YIEIEH & (U =T AT § FHa Iaani =aaqq d=:20 [eer & SH7 qMes @i

T 77 Ifeafaa faeht & A9 Taed # Jfg & ML 9% iU (FHEIeR) Teqsl l
Fragefter fasht 9 TreaTes * o arer giv-
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giawTRET &t

i STt = g==t [asr
(z #E 3

st § =maw gfaea i (@d %
av)

g &

599t & 1000 FUT &ITC.
<t a 2021-22: 200
=it a7 2022-23: 400
fa<fir a 2023-24: 600
fa<fir 7 2024-25: 800
fa<fr 2 2025-26: 1000

g 9@

5 99T # 250 FUS TIT.
<t af 2021-22: 50
fa<fir a 2022-23: 100
=t a7 2023-24: 150
=t a7 2024-25: 200
=t 3 2025-26: 250

g T

5 a9t # 50 FUS TITC.

fasfer ad 2021-22: 10

fa=fier a 2022-23: 20

fa=fier & 2023-24: 30

o<t & 2024-25: 40

fa=fir af 2025-26: 50

* A T H THUAUHE ATl &
forg, s wnt #§ wfawnf g

o7 gfdag FAqw F=Ed [aw
AT g T

ITeT & U9 a9 & forw swrferd
T araeTs® foefy &1 = wiaerd
ITH AT T et Soer@ JrsT
oAt # yors a9z % oo
ST

7T & FUT 6 (T AR #7 99 a7
FU AqH 7 Idd Il ITH FLAT
g

3.8.

JISTHT FT FAHT: TISET A1 3ty o aF 2020-21 7 & a9 2028-29 T RN =897

AraaAl #hr ghaT (A a9 2020-21), T a9 &l daieds 3caTad qa sarer (B<ha a 2021-
22), 6 AT  forw Yreames i A< ad 2027-28 #r fosft F forw swreames * dfaawr & forg
fo<fier 7 2028-29 #it srafar smrfaer g

3.9.

T TR TSHT &1 e A< afega 15,000 F0 w97 g =Fafaa sfaswrft

T Rgiia B T siog (wETefese) aeget fi A+ glaefie @t F s uw aris
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TR TRET AT gl Td® TITARIT Al SATHad 6 qUT 6 (70 T[ATET HT GIar war
STTOATT| ST SIHTE il A 8 T a9 ol IcATad Id AT T A7 AT 35T Johel gl

3.10. sAfEraaw Tearg: Tia T ml Seare stfersmaw €T F qefim SR S areET & fRem
e # fafafee B sovm)

3.11  wfeer wta afzEt w1 ayg (SSeew): af=Et & uh deE T qyg (SSeH) #:
TrorT F qefie weq T soa S, Ffame afea (srewe), figsw AT e (@ee), ot
fAfarsarsdt (Feer g, qf=a S (@eey), afvg e (@eer), g S5 (TEe)
A gi=a Y=t omfaer €, et e FieET 8 agd =g i srateen g w3, s fuesrs
TISTATEAT & HTT THETAT A AT 377 7 R w1 F o sta wiar w7 & =0
reatfa afterr & Jae )

3.12 gwrht afaf: fituaden F wfafAte, s & Rt i forenfagt % arr 5-7 aaet
FT UF TEAT qrofa (EHET) F9TS SITOsT| ST fi qiRET AT sHE F1AT w1 FEAT AT TLdE
T % fRemfasen # et B smam

3.13  URASHT Y& THH: TH JISHT 1 U TRATSHT T vsiel (FoAw) F qreqw 7 vy
T grT @y T ST, ST oA, gE@edi ST FEEdd 9graar I8 w & o0
o™ grft ofiT I8 AISET 37 Toe fRemfaaert & g+ & fia< sy foramT grT |/idT 18 o
ST &1 Mega w4t
3.14. SIHIGH TA WA i TfHAT:

(F)  FSET & TET ATGET AT § Usiigd T ot ffamtar g fFar ST aewar g

(@  TF AEEd, g9 Tgqel § 9T, FEd aErE & 9ge ST FIAT R AraEd it
TN ST % aTg aTady STy st ST

() STAEHT FH UF TAT AT T AT 03T STUAT 3T [ARLTT 999 ATHaS] &
AT I SATHIEH o oI fa=me o s

() T ISET & dgd FAAT Irgl TTAATHIAT T STHTE ST 36T SITUarT, ST = dH
AT (AT F A@eTT AT qree Y St § =IAaH gig i T AT § 307
T foraeor & <19 79 | 970 ST 2

()  IREASET 99T TSHT g7 99T 9% TedTeq & faaeor £ AT siog faamr
ZTXT T STOR(T S SSMTeirue gTer goreht aefyerT it Sros

() TAF AR & o TcdTg T R Ttawas 6 a9t & forw ghgefe fashr 1w
B sToem)

@) (ot # PRfeE & S arer M @9 F @eg SEEAr & Tqaied #ie
TTeATE o S Edeor | ST st FARTET T e 9 T Sirusfy

o o > o=
AdcY a4, g erd di=4
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MINISTRY OF CHEMICALS AND FERTILIZERS
(Department Of Pharmaceuticals)

NOTIFICATION
New Delhi, the 3rd March, 2021
Subiject:-Production Linked Incentive Scheme (PLI) for Pharmaceuticals.
No. 31026/60/2020-Policy-DoP.—1. Background

1.1. Indian pharmaceutical industry is the 3" largest in the world by volume and is USD 40
billion in terms of value. The country contributes 3.5% of total drugs and medicines exported
globally. India exports pharmaceuticals to more than 200 countries and territories including highly
regulated markets such as the USA, The UK, European Union, Canada etc. India has complete
ecosystem for development and manufacturing of pharmaceuticals with companies having state of
the art facilities, highly skilled/technical manpower. The country also has a number of renowned
pharmaceutical educational and research institutes and a robust ecosystem of allied industries.

1.2. At present a major component of Indian exports are low value generic drugs while a large
proportion of the demand for patented drugs is met through imports. This is because the Indian
Pharmaceutical sector lacks in high value production along with world class pharma R&D. In order
to incentivize the global and domestic players to enhance investment and production in these
product categories, a well-designed and suitably targeted intervention is required to incentivise
specific high value goods such as biopharmaceuticals, complex generic drugs, patented drugs or
drugs nearing patent expiry, cell based or gene therapy drugs.

1.3.  Further, looking to the increasing imperative of drug security, continued support to
domestic production capability in APIs/KSMs would ensure higher resilience of the Indian
pharmaceutical industry to external shocks. These initiatives have the potential to contribute
significantly to achieving higher objective of affordable healthcare in the country and globally on a
sustained basis.

2. Objective: The objective of the scheme is to enhance India’s manufacturing capabilities by
increasing investment and production in the sector and contributing to product diversification to
high value goods in the pharmaceutical sector. One of the further objectives of the scheme is to
create global champions out of India who have the potential to grow in size and scale using cutting
edge technology and thereby penetrate the global value chains.

3. Salient Features of the Scheme:

3.1.  Target Groups: The manufacturers of pharmaceutical goods registered in India will be
grouped based on their Global Manufacturing Revenue (GMR) to ensure wider applicability of the
scheme across the pharmaceutical industry and at the same time meet the objectives of the scheme.
The qualifying criteria for the three groups of applicants will be as follows-

(@) Group A: Applicants having Global Manufacturing Revenue (FY 2019-20) of pharmaceutical
goods more than or equal to Rs 5,000 crore.

(b) Group B: Applicants having Global Manufacturing Revenue (FY 2019-20) of pharmaceutical
goods between Rs 500 (inclusive) crore and Rs 5,000 crore.

(c) Group C: Applicants having Global Manufacturing Revenue (FY 2019-20) of pharmaceutical
goods less than Rs 500 crore. Within this group, a sub-group for MSME industry will be made
given their specific challenges and circumstances.

3.2. Quantum of Incentive: The total quantum of incentive (inclusive of administrative
expenditure) under the scheme is about Rs 15,000 crore. The incentive allocation among the Target
Groups is as follows-

(a) Group A: Rs 11,000 crore.
(b) Group B: Rs 2,250 crore.
(¢) Group C: Rs 1,750 crore.
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3.3. Rate of Incentive: The rate of incentive on incremental sales (over base year) of
pharmaceutical goods covered under Category 1 & 2 will be 10% for FY 2022-23 to FY 2025-26,
8% for 2026-27 and 6% for 2027-28.

The rate of incentive on incremental sales (over base year) of for pharmaceutical goods
covered under Category-3 will be 5% for FY 2022-23 to FY 2025-26, 4% for 2026-27 and 3% for
2027-28.

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

3.5. Category of Goods: The scheme shall cover pharmaceutical goods under three (03)
categories as mentioned below:-

) Cateqgory 1
Bio-pharmaceuticals

Complex generic drugs

Patented drugs or drugs nearing patent expiry

Cell based or gene therapy drugs

Orphan drugs

Special empty capsules like HPMC, Pullulan, enteric etc.
Complex excipients

Phyto-pharmaceuticals

© © N o g k~ w0 Db P

: Other drugs as approved
(1)  Category 2
1. Active Pharmaceutical Ingredients / Key Starting materials / Drug Intermediates

(111)  Category 3 (Drugs not covered under Category 1 and Category 2)

1. Repurposed drugs

2. Auto immune drugs, anti-cancer drugs, anti-diabetic drugs, anti- infective drugs,
cardiovascular drugs, psychotropic drugs and anti- retroviral drugs

3. In-vitro diagnostic devices
4, Other drugs as approved
5. Other drugs not manufactured in India.

3.6. Selection of participants: The applicants will be selected based on pre-defined objective
criteria to assess their experience, capacity to grow in scale and innovate. The selection criteria
shall be elaborated in the scheme guidelines.

3.7. Eligibility for incentive: The selected participants in the scheme will be eligible for
incentives on incremental sales of pharmaceutical goods based on yearly threshold criteria of
minimum cumulative investment and minimum percentage growth in sales as mentioned below-
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Group of Minimum Cumulative Investment|Minimum Percentage Growth in
Participants per participant Sales (Year on Year)
(Rs. Crore)
Group A Rs. 1,000 crore over 5 years.
FY 2021-22: 200 For first year of
oa. production, participants shall have
FY 2022-23: 400 to achieve Minimum threshold sales
FY 2023-24: 600 which will be specified by value for
FY 2024-25: 800 each Group in the scheme
' guidelines.
FY 2025-26: 1000
Group B Rs. 250 crore over 5 years. For  subsequent years, the
FY 2021-22: 50 participants have to achieve 4
EY 2022-23 100 minimum percentage growth of 7%
' Year on Year.
FY 2023-24: 150
FY 2024-25: 200
FY 2025-26: 250
Group C Rs. 50 crore over 5 years.

FY 2021-22: 10
FY 2022-23: 20
FY 2023-24: 30
FY 2024-25: 40
FY 2025-26: 50

* For MSME participants in Group,
C, the threshold  minimum
cumulative investment shall be as
committed by the participant in
application form

3.8. Tenure of the Scheme: The duration of the scheme will be from FY 2020-21 to FY 2028-
29. This will include the period for processing of applications (FY 2020-21), optional gestation
period of one year (FY 2021-22), incentive for 6 years and FY 2028-29 for disbursal of incentive
for sales of FY 2027-28.

3.9. Incentive Outlay: Total financial outlay of the scheme is Rs. 15,000 crore. The annual
incentive outlay is estimated based on projected incremental sales of the identified pharmaceutical
goods by the selected participants. The incentives will be paid for a maximum period of 6 years for
each participant. Participants may avail of up to one-year gestation period from the date of
approval.

3.10. Incentive ceiling: Incentive per participant will be subject to ceilings which will be
specified in the scheme guidelines.

3.11. Empowered Group of Secretaries (EGoS): The Empowered Group of Secretaries
(EG0S) comprising of Cabinet Secretary (Chairperson), CEO NITI Aayog (Member), Secretary
DPIT (Member Convenor), Secretary DoC (Member), Secretary DoR (Member), Secretary DEA
(Member) and Secretary DoP shall undertake periodic review of the outgo under the scheme,
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ensure uniformity with other PLI schemes and take appropriate action to ensure that the
expenditure is within the prescribed outlay.

3.12.  Technical Committee: A Technical Committee (TC) of 5-7 members will be formed with
representative from CDSCO, experts from industry and academia. The role of the TC along with
the scope and manner of its functioning shall be laid down in the scheme guidelines.

3.13. Project Management Agency: The Scheme shall be implemented by the Department of
Pharmaceuticals through a Project Management Agency (PMA) that will be responsible for
providing secretarial, managerial and implementation support and carry out other responsibilities as
assigned by DoP within the framework of scheme and guidelines thereof.

3.14.  Approval and Disbursement Process:
(@) Application under the Scheme can be made by any manufacturer registered in India.

(b) An application, complete in all aspects, will have to be submitted before the due date.
Acknowledgement will be issued after initial scrutiny of the application.

(c) The applicants will be appraised and considered for approval, based on predefined
selection criteria.

(d) The incentives shall be released to the selected participants under the scheme who
meet the annual threshold criteria of minimum cumulative investment and minimum
growth in sales and if disbursement claims are found to be in order.

(e) Timely disbursal of incentives by the project Management Agency will be monitored
by DoP and reviewed by the EGoS.

() The incentive will be disbursed on incremental sales for a maximum period of 6 years
for each participant.

(@) The progress in approval of applications and disbursal of incentive shall be
monitored on an ongoing basis against the monitoring framework to be specified in
the guidelines.

NAVDEEP RINWA, Jt. Secy.
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