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I4 G AT WA 1A
(3frwrer fawmT)

CIELCE
TE faeeft, 21 S[ITE, 2020

By wa § agat R e el Greme)ge iRt () sk ot
FHRIEEHE T (THRE) & o [T & ggm@r @ & Pie Saea ’ive T
(fraerss) Frerm

. 31026/16/2020-q1ferdT.—1. Iovf#H

1.1, 39§ T HAT IS FA H AT TF & 0T ATt @1 At # agaT
FATES HAT & FIAT AT F & o0 TqTeaT il HEeae s aaea® gl Tarsal
AT QI H HIs AT <9 1 ST GLEAT I Tged ol ATl TAT ST Hha T 2

1.2. AT TAT AW 9747 & A & A § f6w o 9o & 918 § 1437 999 927
AN gl T afs w2 97 Rata it S areft 1 399 S qareat #7 3.5 yiaad
TR IAT g1 TAT, S ITATIT & ATa9gE, AT T AAIATar Hig q1, TATq Tk
TATAT & ATITT I Igd 8% a9 9 8, St ITTNT Fae v wigerert & fafawior
# T SITaT g1 W oY 3P | 92 99 9¥ gk qATsdT AT war gl AT v
2018-2019 % I 397 § Fef e ArArat § & 63 Fierd so Fars i 2|

1.3. o e mT geT Tea Z@T AT 9T UF GAfd 7 q97 H AT udrars & fFawen #wir
e s 53 udtems &t gg=T &, [ o 3or arma o2 aga afgw e ) v
TS T GHT AqedH-6 T &1 1% 2|

3219 GI/2020 1)
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1.4, 290 AT STy FIEAT OEIIY gow FAEAT A1 FAATEd ogfd gRfEa #w e
sraTaeRTe e Rafaat & FAues & forg seht fAfRmior erwar v srire &3 i gard ewar
% 9T FTAT g1 AT FaT= T & AT e Hear sreatdsd ara- iy gl

1.5. ATHIAHTAT ITH FTA T AZAqoT TS | AT Aar &7 &7 2T F 3297 |, "qd
¥ wgal gRamer wrRfvs arsft Guaua)ew fedHiRue (SremE) siv @t
T ewed AT (THTeS) & = AT #7 gz@r o & Ow v 3o fEe
TreaTe (Fruersrs)” FreT 39T 20 AT, 2020 T ATEd qLHTT ZTT ATHIad 6T TE g

2. 2L TH ATSAT T ATHITT T ol FUHTH/S T2HITRU i wdiems & =aeg fAfaair =
TETET AT ¢ a1l 30 & | 92 et #7 swwfa B o o o 30 g Ffteg whers &
TTEd it AT AT T w9 AT S A

3. STIHAT: AT F Faid, 41 Iqrel & forw ==fag Autarst g v 1 f&af F aw @
=i reaTes foa ST o 41 3Ieame ST a4t f=fega 53 Tdiems & F#a7 #3d 8, Aaas-a@
H gHaE Bl

4. TIHTE sl HTAT: TH TS & dgd A< Tredrge #= f&0 10 22 9% g (06) FuT * forg 41
qgAT T IcaTal Y fosht a2 sar= R sroa:

4.1, fFvae s soamet # oo, B a9 2023-24 7 &< a9 2026-27 F ™0 s
20 wfaera, faxti= ad 2027-28 F forw Trearg 15 Tiaerd =i faxir a 2028-29 F forw

TredTed 5 Iiaerd grm

4.2. THTAE T T AT IATal & oy, &= a7 2022-23 & fa<fi= a0 2027-
28 % forw Jreamg 10 Tfdera grm

5. T & 41 ITTQT 1 FAL Fd g AL AT & AqATH-T H A3 &
6. AIASAAT: AT e Yhies TRATSET & forT 90 21
7. RIEGIE

7.1, ASET % qEd Ggrddl fad AT § IS(9d Agadq0 HUaua/rers i udiens &
EIREISIEEIR RS il

7.2. ITEAT AU § 30 0 e aRsET | /9T A F sreaehia R

7.3. FATSHAT & SIq9d qr=aT et = TISET & A ST THeh [Fu<rd qredr & TAIEd gl
AT

8. QISTAT T FIEDTA : TTSIAT T FTARTA A< a9 2020-21 7 &< a9 2029-30 aF F¥ sty
& foro grm

9. e [=hl:  STaaT ITH 3 & 7w arerae fergeht 120 &1 &t g

10.  smaR ¥ fa<iT a¥ 2019-20 |

11. o< aREa: FsET &1 gt i aiverT 6940 FE 9T 3

12.  HroET FT e ARt saaret & Hwr [Raer siw o w1 s /s uStEE
e Fifafers ST aters TRl 8§ gEtstd [Far a7 rerid g

13.  SqHIEA ST "iaawor g
13.1. TISET o SIqId AEET AT H Gsiighd et |7 fafamtar g Bar ST awar 2|

13.2. g1 wEqal # qOl, UF URIWF AEed, ded  fgEAr 9% ST FAT
LR
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14.

15.

13.3. 9 @Al F HAATERA AT U7 S AR & fou fEw G
ST

13.4. VIcATEH UH FAWT el & forg Sy fham Srowm, Sy saferg A @ w47 37
Sk Fferawor @ 7 | 97 ST

TRIISAT Tag TS

14.1. Ig TISHET UF FISe USTHT & HTTH F FH] hT FATUIAT

14.2. UHT A USHT TF THRATSHET e TSl (FUHT) & 9 § w1 £330 i a4y,
TaerhIT S FTea T TETAAT T&IT F F o Iqeardy grf |

14.3. 9TUHT & @eqa 7oA, FHEAS S et & Jeer & fRemaeen & e Far
ST

14.4. AT F FATEGIT O gataq et & 9 F e, fogu ggw Jr-are
Aeforfaa & forw ft STwart grm:-

14.4.1. TTSHAT % Tgd T & [oIT SATeEAT FHT eATH AT TdT F GATIA|
14.4.2. ATSAT % Tgd T & [Aal & [o7T 91 I7al 6t S|

14.4.3. FSET H T AT T2 % T § SAHST T Tohedd (o767 JoAT & Jgd
FAAT AT 1 AT Teqel 7 HiAT Haer siw fashr eanfaer 21

FrfesT T affa (3H)
15.1 ST & favig Feforea a2 arsl U JiEee 9T Jiufa (S9T) F1 7o &

ST
i. s, ST ST, (3reae)

i. qf=a, e fFaamT

ii. CIEEARGIEC IS R AR IDERER T

iv. Tqt=rer, ST T AT AT d94+ AT

V. qif=ra, arfirsg fawmr
vi. q=E, TATE, a9 AT FTAaTg TRadd Jarad
vii.  \fEE, S| R aRER werr fFEnT

fererosTt st Ao sretAat F =9 § Hta BT ST gt g, 97 99T-a89T 9%
ATTLTh GHAT SITUITI

15.2.  srferep gra affta v ggrEar sivy fFanr g afea @ewst £ uw aewerehr ara
ZIET T ST

15.3. TISHT F Siavid STETad & forw qRIsHT Teee UsiEt gRT 97 970 M0 J&E-i 9%
FfEreRTe aTy "tata greT fF=me BT S

15.4. IRATSET Tae USiET g gt gur feier o o et 9 stde are gt
o= T e wfeaeer Rata TR T arieslt fgia & Sga = smom

15.5. erfersrme gra |fafa ==faa smagst F1 afmrsrrett it sraferss s F00 S asET F
TEd 3o [Haer, TSI GoId, IR & Hael § R

15.6. ST ITH AT TcdTed &, AR THT 7 915 ATl Hl JeOferd F3 5
T FrermT at fRem-Adert # et off wore o werres F2 & forw off wterra gl




THE GAZETTE OF INDIA : EXTRAORDINARY

[PART I—SEC. 1]

15.7. TroET & fRem-Haen § st ama qtufa & fEeqa T, Fvrme $i Sereret
7 a7 S R sTovm)

16. AT & Taega fRemfager @rmT it aedree 92 e e ST
17. =g AT=ET e foramr i =9 e a2 St g stfag=eT G\ i+ 2 99, 2020 F stfewge==T

TEAT 31026/16/2020-T 1Tt T STEHHT LT 2l

Tty Rar, w3 a=a

S A i

T4 {0 0 Iearat H g=t

w4 SRR #.9. ITE T 7

1. et 28. [ERIREIEL I

2. (IUEPIRIDIRE 29. KIGICT]

3. TRAHTE A e [ Tee 30. foreea

4. GIRERELIE] 31. arfegAe

5. ARSI 32. TICFA TR

6. T 33. ATFATFATIRT

7. fRrwrerfEFe 34. AT

8. eI A oI astiaed 35. EEAEENEL]

9. GECETR 36. IREIRSIEIIED]

10. SHATHATHA 37. ERAREE:

11. ESIECIEIG 38. ERIE I

12. Hewad 39. feffeTsier

13. UIEIRIED] 40. EIMESIEIE]

14. R 41. R

15. frerfae &t 1 42. fReetropaTE Tt

16. e fr 6 43, it

17. =T B 44, EEIGESETE:

18. ez vaHiua 45, FTate AT

19. A IR 46. AT

20. FAETZET 47. EICIIERIET]

21. SHETHTZHIA 48. SArFERTa oI

22. SECICIFETL] 49. AT

23. TEFATT FATSATT 50. AeHATEA

24. B EREEARIDESID) 51. T e

25. eI ES T 52. VAT

26. EEMPIRIRIEE] 53. EUEGIERS

27. FETHATHH
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AT &
T e FuaA/gT seHifeue
1. g e St
2. 7-uHT
3. e ofrerfiuae/ St
4. FATSATF THE
v senTRa s Fuaww/ g ewiifeus
5. TR
6. SieTaTEIE
7. FETHATHA
8. TFATHATEA
9. JefETe
10. e tee
11. Brarfam i1
12. FAISTHT A 99
13. TR AT oA
14, TgmETS AT

HEEYUl T AT ST I SATETRT FTauH/ 1 SeHIRue

15. 1,1 AT aFATZHE STAUHEH THHE (HIS)
16. 2-frarmea-5fA-z e (2-THusTs))|
17. TERETREE (SHIET)
18. =T TRHHAT fheTer
F TETAS GFTT I ETRT FTATH/ T EHI=RULS
19. HOEH
20. TIATE A
21. SAreHEEd
22. FTeEA
23. oEed
24, ToraTwATRETRA
25. emieartoT
26. TR
27. SrFATFATEA
28. TICHEAFATIRA

29. afégHe
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30. Zfemwed
31. ufeaRa
32. fRATRaTE AifeTw
33. wafa¥Thed
34. FrETSAT
35. fAgrmfaT
36. AMUATET
37. ufEEAER
38. FTETHTAIIEA
39. SFERTERA
40. faerfa= 6
41, SErEmT
ATATT-IT
1 R G A
9. K] GIGIREEK]

1 fruae samfa 04 FuaUH/eR Teafifeue 400 FIIE &9

2 fruae sraTia 10 T FUHUH/ST TeTH S Ue/UdTems 50 T &9

3 Tl THTAAE F2TT AT 04 FUHTH/S TeTHIR TS 50 FLE FIX

4 I 23 AT GO MLTRT FUAUH/ST eTH TS TS/ THTTE 20 FE T

MINISTRY OF CHEMICALS AND FERTILIZERS
(Department Of Pharmaceuticals)
NOTIFICATION
New Delhi, the 21* July, 2020
Subject:-  Production Linked Incentive (PLI) Scheme for promotion of domestic manufacturing

of critical Key Starting Materials (KSMs)/ Drug Intermediates(DIs) and Active
Pharmaceutical Ingredients (APIs) In India.

No. 31026/16/2020-Policy.—1. Background

1.1.

1.2.

Drugs play a major role in healthcare delivery in the country. Continuous supply of drugs is
necessary to ensure delivery of affordable healthcare to the citizens. Any disruption in supply
of drugs can have significant adverse impact on drug security of the country.

Indian pharmaceutical industry is the 3" largest in the world by volume and 14™ largest in
terms of value. India contributes 3.5% of total drugs and medicines exported globally.
However, despite these achievements, India is significantly dependent on import of some of
the basic raw materials, viz., bulk drugs that are used to produce the finished dosage
formulations. India imports bulk drugs largely for economic considerations. Bulk drugs
accounted for 63% of the total pharmaceutical imports in the country during FY 2018-19.
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10.
11.
12.

13.

1.3. A committee on drug security constituted by the Department of Pharmaceuticals collated the
details of APIs imported in the country and identified 53 APIs for which the country is
heavily dependent on imports. A list of such APIs is given in Annexure A.

1.4. Drug security of the country is dependent upon our ability to ensure un-interrupted supply of
quality bulk drugs and also our capacity to upscale their manufacturing to meet emergency
situations. Self-reliance in manufacturing of drugs is, therefore, highly desirable.

1.5. With a view to attain self-reliance and reduce import dependence in critical APIs, a scheme
called “Production Linked Incentive (PLI) Scheme for promotion of domestic manufacturing
of critical Key Starting Materials (KSMs)/ Drug Intermediates (DIs) and Active

Pharmaceutical Ingredients (APIs) In India” has been approved by the Government of India
on 20" March, 2020.

Objective: The scheme intends to boost domestic manufacturing of identified KSMs, Drug
Intermediates and APIs by attracting large investments in the sector and thereby reduce India’s
import dependence in critical APIs.

Scope: Under the Scheme, financial incentives shall be given based on sales made by selected
manufacturers for 41 products. These 41 products, which cover all the identified 53 APIs, are listed
in Annexure B.

Quantum of Incentive: Financial incentive under the scheme shall be provided on sales of 41
identified products for six (06) years at the rates given below:

4.1. For fermentation based products, incentive for FY 2023-24 to FY 2026-27 would be 20%,
incentive for 2027-28 would be 15% and incentive for 2028-29 would be 5%.

4.2.  For chemical synthesis based products, incentive for FY 2022-23 to FY 2027-28 would
be 10%.

Target Segments: Four Target Segments covering 41 products are listed in Annexure B.

Applicability: The scheme is applicable only for greenfield projects.

Eligibility

7.1.  Support under the scheme shall be provided only to manufacturers of critical KSMs/Dls and
APIs registered in India.

7.2. Eligibility shall be subject to threshold investment in green field projects as given in
Annexure C.

7.3. Eligibility under the 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 2029-30.
Application Window: The application window for receiving the applications shall be 120 days.
Base Year: Financial Year 2019-20.

Financial Outlay: Total financial outlay of the scheme is Rs. 6,940 crore.

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

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

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

13.3. Eligible applications will be appraised and considered for selection.

13.4. Incentive shall be released to selected applicants, meeting the required thresholds and whose
disbursement claims are found to be in order.
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14. Project Management Agency

15.

16.
17.

14.1.
14.2.

14.3.

14.4.

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.

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-

14.4.1. Appraisal of applications and verification of eligibility for support under the Scheme.
14.4.2. Examination of claims eligible for disbursement of incentive under the Scheme.

14.4.3. Compilation of data regarding progress and performance of the Scheme including
threshold investment and sales of manufactured goods of applicants selected under
the Scheme.

Empowered Committee (EC)

15.1.

15.2.

15.3.

15.4.

15.5.

15.6.

15.7.

An Empowered Committee (EC) comprising of following members shall be formed under the
Scheme:

CEO, NITI Aayog (Chairman)

Secretary, Department of Pharmaceuticals

Secretary, Department of Chemicals and Petrochemicals

Secretary, Department for Promotion of Industry & Internal Trade

Secretary, Department of Commerce

Secretary, Ministry of Environment, Forest and Climate Change

Secretary, Department of Health & Family Welfare

Experts may be invited as special invitees, as may be felt necessary, from time to time.

The Empowered Committee will be assisted by a Technical Committee of experts constituted
by Department of Pharmaceuticals.

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 the projects of the selected applicants with respect
to their investments, employment generation and production under the Scheme.

The EC will also be authorized to carry out any amendments in the Scheme and the guidelines
except revising the incentive rates, ceilings or eligible products.

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 Notification No 31026/16/2020-Policy dated 2™ June, 2020.

NAVDEEP RINWA, Jt. Secy.
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Annexure A
List of identified products
S. No. Name of the product S. No. Name of the product
1. Amoxicillin 28. Ciprofloxacin
2. Azithromycin 29. Losartan
3. Erythromycin Stearate/ Estolate 30. Telmisartan
4. Ceftriaxone 31. Artesunate
5. Cefoperazone 32. Norfloxacin
6. Cefixime 33. Ofloxacin
7. Cephalexin 34, Metronidazole
8. Piperacillin Tazobactam 35. Sulfadiazine
9. Sulbactam 36. Levofloxacin
10. Dexamethasone 37. Meropenem
11. Prednisolone 38. Paracetamol
12. Metformin 39. Tinidazole
13. Gabapentin 40. Ornidazole
14, Rifampicin 41, Ritonavir
15. Vitamin B1 42, Diclofenac Sodium
16. \VVitamin B6 43, Aspirin
17. Clindamycin Phosphate 44, Levetiracetam
18. Clindamycin HCL 45, Carbidopa
19. Streptomycin 46. Levodopa
20. Neomycin 47, Carbamazepine
21. Gentamycin 48. Oxcarbazepine
22. Doxycycline 49, Valsartan
23. Potassium Clavulanate 50. Olmesartan
24, Oxytetracycline 51. Atorvastatin
25. Tetracycline 52. Acyclovir
26. Clarithromycin 53. Lopinavir
27. Betamethasone
Annexure B

Target Segments

Fermentation based KSMs/Drug Intermediates

1.
2.
3.
4.

Penicillin G
7-ACA

Erythromycin Thiocynate (TIOC)

Clavulanic Acid

Fermentation based niche KSMs/Drug Intermediates/APls

5.
6.

Neomycin

Gentamycin
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7.
8.
9.

10.
11.
12.
13.
14.

Betamethasone
Dexamethasone
Prednisolone
Rifampicin
Vitamin B1
Clindamycin Base
Streptomycin

Tetracycline

Key Chemical Synthesis based KSMs/Drug Intermediates

15. 1,1 Cyclohexane Diacetic Acid (CDA)
16. 2-Methyl-5Nitro-Imidazole (2-MNI)
17. Dicyandiamide (DCDA)

18. Para amino phenol

Other Chemical Synthesis based KSMs/Drug Intermediates/APls
19. Meropenem

20. Atorvastatin

21, Olmesartan

22. Valsartan

23. Losartan

24, Levofloxacin

25. Sulfadiazine

26. Ciprofloxacin

27. Ofloxacin

28. Norfloxacin

29. Artesunate

30. Telmisartan

31. Aspirin

32. Diclofenac Sodium

33. Levetiracetam

34. Carbidopa

35. Ritonavir

36. Lopinavir

37. Acyclovir

38. Carbamazepine

39. Oxcarbazepine

40. Vitamin B6

41. Levodopa
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Annexure C
Eligibility Threshold Criteria

S. No. Segment Threshold

Investment
1 Fermentation based 04 KSMs /Drug Intermediates Rs. 400 crore
2 Fermentation based 10 niche KSMs / Drug Intermediates / APIs Rs. 50 crore
3 Key Chemical Synthesis based 04 KSMs /Drug Intermediates Rs. 50 crore
4 Other 23 Chemical Synthesis based KSMs / Drug Intermediates / Rs. 20 crore

APIs
st

g faeedt, 21 S[ITE, 2020

frw:- o siwfer aref & gaed= F g Tisem
%. 31026/16/2020-iferdt.—1. gogfy

1.1.

1.2.

1.3.

1.4.

2.1

2.2

2.3

I H TTESA AT TS Fid H FAT2AT U Hed et 9Tt g1 anriant &0 agaia
TATEST AT T&TH HIAT GATHT T 6 (o0 FATSTT il Heae Arqid e gl Fasai
1 AT | HIE SHATLTT 297 01 ST AT T Hged U1 TdHel THTT ST Tl T g

AT AT ST AT  gama & AT § 6T 3T o7 & 98 § 1497 999 I27
AN 8l WA AP &2 9¥ f{aia it S areft T 339 S qaredl #7 3.5 Jaad
TETETT IAT gl TAT, S STl & ATaSE, A F qAITal Hg q1, TATq a0k
TATSAT AT TL Tgd g8 a% HHL &, ST START dATT GIF A1 6 =i
H g7 SITaT g1 W oY 3P | 92 99 9¥ gk qATsdT AT war gl A v
2018-2019 % I <91 | T AWl ATl 7 7 63 Wiaad ao aar24f 8l

UTEAATE dodh ATl i STATred ATqfd qAred Fed ST AraTaeree fofaat &
F et AT & Har &7 TR F3 il AT &80T 97 | S{0er &= i 91l gia
AT Tt ) =Hfory, aoh sfutet & BfFAir § sreAfaar aga sEed= 2|

Foh g3 AT ATAHTT T § e 9 F FHT a1 F O $iT 39 a9 9w qirer
Y AEEEAATHE gagrell I% AH| Ugd YIH Fiah AL a0k SUie IR A
TIAETeTeqshar T TETaT a7 F Ig9T | AT AR g1 20 719 2020 &7 Sk iy
qTeh! T HALGT" ATHE Tk ST I HZT &f T2 gl

o STt T ARAT AR A7 See@di g & H F7 FIA AT THE G AL IO
sirorfer I=rT it afaeadl § gia F7h a0k HuTeadi # Fd &l SACHIAH a1 & 3297 9,
UH qTeht | ROd o sfufer Tareai &l fasd T ATl Saa AT qradra a ai
TET WETH F¥ 6 o0 397 | Foa Siofer Ireht it TTIAT T F@TaT 37

Tt orafory weayT TurTelt F TN T F ATETH H FH AT 9T TATG0T F JIAH
SALTFHATSAT I TIT A o [o1T J2ART %0l TZTAAT HLATI

THTLAT % AqHAT AT T TH T FREQr & HI0r (/A arer AT A7 STAET FIATI

3. TYHAT: T GLHRTL ZTLT T ST T JISAT o Sfeaiid FqAT I dodh AT areht |
ATt FEITET AT F Gl % o1 =7 TISET & dgd AT qgraar Y& il STusf|
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4. o< wgman: =g g sty arh F oo st agrar aeft g giegrst &
TR AT HT 70% R AT WAl 3T TgTel st (A= J=er, IaeEs, S 3w
FOHIT g ATHOT TR9T 3T AETG hx THET T29T) o AT § T8 AT dgraar qRAser anrd
#T 90% BRI U aoh e areh F forw Frr & qga Afsaq agraar 1000 g 99 a5
o g

5. T ATEATHE UM Foh St UTh § SoT-3TeRT aodh SHUfer THhredl &l 2o
TFUe iz Wie, Hicae RFadl vd Rffeaem wiie, €W s v Reieged yorme,
FAT Fow feed va REeged qeah, AT Alited qEgry, TSaee ddaiedl e
HaT, THESHT TEq1] He¥, Had BT TFTod ATfs STEt AT rEgrs T2 6 Sl 2|

6. o< aiRE: =8 FisET & g s 9T 3,000 #0291 8

7. o it srafar =& e it srater a 2020-21 F 2024-25 T S gHi

8. T A=A TS

8.1  ZTH AN & Aed FAAT TF doh U I TRASHT il TS FATaaT Tsiedl
(THATZT) FIRT FATTead AT ST

8.2  UHIMEU o MUTE aTeh TRATSHT F FTAT-aT F T F (10 HaA{aq T TLHTL G
ST T AT TorT ZH

9. IS g1 afa
9.1  TH TINAT & I=aiid TEaral &I e Fanr gy Iied AT 91 Jffta (Tauee)

FTET HSAT Y&TH il ST
9.2  THUHHT T HYHAAT TH TR gHA:
qf=a, =g faamT - e
fa<fter FerreaTe, e fasmr - g5
Th =, THET, a9 3T STAary aaad - 935
Hh A=, I qag @90 7 srafis AR - qT
T A=E, TATEST AT TRATT FHedTor A wT - T
Tk e (), siroeg fFramr - TATSTH

THUAHT, GUT-T9FT U TYTG9TF €T T AN T91, ATOSST G 37 o7 qeary / st
& o Terost J9raAT o Tiataiat 7 3o 7 9 s =a T gadT g

9.3 UHUHHT ATSHT F THA FIATFAAT (o7 Hefrerd qigd, A< TS gl, Araeds qdt ot amm
10. =T & faeqa fRemfager BT & J@dmee 9% saere B ST

1. 78 sfeg=ar =8 v 9w siwy f@amr i &G\ 2 5@, 2020 f q&@adt srfeg=eT de
31026/16/2020-TfereT T sferswor Fadt 8l

o o > [N
AdclH [Xa4d], d4<n di=4



[T |—=ue 1] TTET T TSI STETETIOT 13

NOTIFICATION
New Delhi, the 21* July, 2020

Subject:- Scheme for Promotion of Bulk Drug Parks.
No. 31026/16/2020-Policy.—1. Background

2.

©

1.1. Drugs play a vital role in healthcare delivery in the country. Continuous supply of drugs is

necessary to ensure delivery of affordable healthcare to the citizens. Any disruption in supply
of drugs can have significant adverse impact on drug security of the country.

1.2. Indian pharmaceutical industry is the 3rd largest in the world by volume and 14" largest in

terms of value. India contributes 3.5% of total drugs and medicines exported globally.
However, despite these achievements, India is significantly dependent on import of some of
the basic raw materials, viz., bulk drugs that are used to produce the finished dosage
formulations. India imports bulk drugs largely for economic considerations. Bulk drugs
accounted for 63% of the total pharmaceutical imports in the country during 2018-19.

1.3. Future growth of pharmaceutical sector is contingent upon our ability to ensure un-

interrupted supply of quality bulk drugs and our capacity to upscale their manufacturing
during emergency situations. Self-reliance in manufacturing of bulk drugs is, therefore,
highly desirable.

1.4.  With a view to significantly bring down the manufacturing cost of bulk drugs and thereby

increase the competitiveness of the domestic bulk drug industry by providing easy access to
standard testing & infrastructure facilities, a scheme called “Promotion of Bulk Drug Parks”
has been approved by the Government of India on 20th March 2020.

Objective

2.1. To promote setting up of bulk drug parks in the country for providing easy access to world
class common infrastructure facilities to bulk drug units located in the parks in order to
significantly bring down the manufacturing cost of bulk drugs and thereby make India self-
reliant in bulk drugs by increasing the competitiveness of the domestic bulk drug industry.

2.2. To help industry meet the standards of environment at a reduced cost through innovative
methods of common waste management system.

2.3. To exploit 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 three Bulk Drug Parks proposed by State Governments and selected
under the scheme.

Financial Assistance: Financial assistance to a selected Bulk Drug 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 Bulk Drug Park would be limited to Rs. 1000 crore.

Common Infrastructure Facilities: The common facilities provided to individual bulk drug
units in the Bulk Drug Park such as central effluent treatment plant, solvent recovery and
distillation plant, steam generation and distribution system, common cooling system and
distribution network, common logistics facilities, advance laboratory testing centre, emergency
response centre, centre of excellence etc.

Financial outlay: The total financial outlay of the Scheme is Rs. 3,000 crore.
Tenure of the Scheme: The tenure of the Scheme is from FY 2020-2021 to FY 2024-2025.

State Implementing Agency
8.1. A Bulk Drug Park project selected under the Scheme will be implemented by a State

Implementing Agency (SIA).
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8.2. SIA shall be a legal entity set up by the concerned State government for the purpose of
implementing the Bulk Drug Park project.

9. Scheme Steering Committee

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

9.2.  The composition of the SSC is as follows:

Secretary, DoP - Chairperson
Financial Adviser, DoP - Member
Joint Secretary, Ministry of Environment, Forestand - Member

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

Joint Secretary, Department of Health and Family Welfare - Member
DCGI, 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.

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

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

11. This Notification supersedes the earlier Notification of the Department of Pharmaceuticals issued on
this subject vide no 31026/16/2020-Policy dated 2™ June, 2020.

NAVDEEP RINWA, Jt. Secy.
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