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FT.AT. 1041(3).—a(F TET 09 o Fgiwor rrewr (U9, 97, 91.17) F =TI 9ed a5 &
T AT I94F AT F fadiw 29 oFeq, 1997 F e ©, 33/7/97-=ms.1 grav sdmferi/fafafdfa =
ot =t Fra/aenaT, Mt v s S0 % Frateaa w1 A w21 F o g2 off, o s=ts
f&qi® 30 #E, 2013 F F.3M. 1349(37) T 9T 9T 7 A+ard aequ Araf=aw, 1955 (1955 F1 10) &t
ST 3 3T 5 H Y& orfhadl T YT #3d g0 SI.9LEre., 2013 1 4, 5,6, 7, 8, 9, 10, 11, 12, 13, 14,
15, 16, 18, 19, 20, 21, 23, 24, 25, 26, 27, 28, 29, 30 =¥ 32 F ¥ & TA.UT. 4. T. FT FvaiT TLHT &
FTAT T H T oTiRT Seamatorg 61 2

02. 3% Saf* srfaard aequ srterfaam, 1955 #it omer 3 % siavia ST <1.91HT.3, 2013 #7 957 78
AT F3AT g T a9 F7 e st aga T Toai 97 ITd0= gl

03. &Y Safeh, VT & AT Fdled 39 AAaT § Teeqdl /. 21618/2002 (F.TH .M Ua 3+
FATH 9T G9) ¥ oA 12 7997, 2002 F I AT FIRT TR Fl g AT Hed w7 Haer far g &
Sttae v siuteat go = | 917 7 26, el IRd F AF| i Igan AT F " o gy
9218/2003 ¥ 79+ araer faAifaa 31.03.2011  Irg<TT =Ml

04. 3T Safh, WA =47 3= AT 34 faferw st siew &1 8, e & srewr 50 widerd s

39T T AT BT SITaT 8 | AT T RIHET A 9os gl SIdT gl AT, T T STaAraara 5 w1, 97 §
AT T I Y@ F AT g § gareh 9% S 99 @ 999 987 R0 2| 39 &g, adt qare w0
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RATET FAT THY TFTET TRAAT 7T FH FH FHT A T F o0 aedl ST 9491 F T80 q&7 A I
HTAT T AT T AUET

05.  &iT 5af#, @e=ue 3 @ F 14171/2008 (Fd+d1 @aiRe?iar f[afade a7ra gRamm 7 7

) F FIAAT TATT T FRATIT 3T ~A1I17T % f@71% 19.03.2013 % a7 F7 I Ze THIT 33T 79T

g):.
‘BT FT THTIT FI7 & G5 Tg @7 TAT & 13 TI1T Trf=aa7al #9a &7 & FHehiT zar #1 =7
T 3 T 900% TT ITHIES F1 39 T5T &, A1 TF1FaT a7 577 FaT [F1F871a1301 F177 36 57
TF T [FETCT & FTHITHT F1 OHT T5H J2 & T977 7 [T $1% FIH1 T8 751 51 T8 1273 #1
FIT & [F 297 T § TS IT GRT TF FIRT F1Z GERTHF T ITARIAT F7H 751 ISTAT TIT
g1 JETTT F IHIT § 13 FH & FH ST AT JIIEAFIT T STTTIT ST ITHIFEIS F1 56 T8 #1
FETTZ T THI7 # [T 8 TTARTHF F&H ISTTTI”

06. 3T STateh, TTTEHIT § Iord 6T foh FAAT | TT3H FT % A STIg=Id FRALT BT IR
16-17 faerd g, A -G i~d Farsh I UHFATT (HFA0 a8 qEtad #77 of ¢ & arus gea 3fx 10
staerd & sTferes 981 81 CFY FHaG dil F =0 WWHe § fradr H qeheaar & forg et £t s w2
TE 21 UF W FICR S GA | 3F &4T fdi ® JNE 4T, 98 I ®9 ¥ 3g AT /T
gl =TI "o 39 fiAa o aw fafawtar it/ faaet (F=me F o ge) #7 @10 a=9d § dw
T T STAH T (SATEHaH e Jod) , o 9= 7 a7 gl

07. ST Statsh WTEHTor 7 oot 3 f = wrtoie & faffame & day § qmer & 9797 § =491 §
g TETEE T G2r T A g afsa d@yg afata fi sate e § 39T T aife & |@&fea ame
o7 feEme-famel e o o7 59 799w, 2004 # wqa Bar T 9T 369 are, At fagmet & 9 a8
AT 9% qIHeT & TS, FATA 6 faenl # ‘BTS2 Ao 92 qi8td 1 09.12.2015 &1 RO1E y&qq i1 ga=dt
* ATHI ATed AT 51T ITH T(aaedt § Tg AT €T &7 97 1% gaer fEwnare w1 dqad AT AqTior
(ETTH) 1800% ST=TaT THH ATEF =TT 1Al gl =0 WA § =7 J1ai & ATF-A7 Tg TATAT 47 o6 7g 7 ar
ghgd & i 7 & aw & o g it fRaafafes it st afafafeet § aeasw wer g
g1 TS, FERTE AT GATe ST gATOT I ~ATATAT GTT FaT0 T THT AL S F ST 0 a1
F forT widearg €)1 T, STAIHT {6 UF UAT & § gl AvhY &l (F9T € F 19 Aremd S2TRT 59
TATHAT STl STHAITHT o T Fgd ¥ [T gid 8, Hl [ATHAHT HIAT TSAT gl STHIH AT SiFed T forg 10
TEE/FaT T ST fFFar AT g1 39 TR F A, e f A AT AT g F @A HAT gran
21 forelt oft Srfiefien & vt &t sgaw Har e 92t i of, s ST F o antesds wreaEiE
e & THSTTH /T AT T (AT F2 aTer 7% FA Tel g AT o8 AT it Igaw #rar i
FLAT AaeTF gl Fiuta 7 Frarfeer £ g & <21 o= arioe =t =T g7 a7 o ST 996t § S 99T T
qI-0 T I Afegi=a sgaw €T & shia g’

08. ST S@fh, AT ATAETLT AR (HETE) 7 HiHT ATohe T FiT AR Td godhaT (AFEaL
2018) sfitfe arer sraer wiferft Fie & wgr & T "wrterteher &1 #1 v g=mT fBrowar siw smyfdwat g
ST AT g ST STIHT hT THE T ATHT AT 8, ST A=l A48 | HH FT I ATSATL F (o117 AFeTF o0
B ST o AT TS T SAqareata §, B IR 279 Fold-5ad ¢ ST ST 6l T & T & 37
FAAAT & FH Fild Hl AAAT Tol ad ¢l AEA § Ig AT 6l HAdT § ANEE < arar TF THEF FH
=T Ig ATIE AT gl 3F AT TIeATed AT &aT =t geT =t averet e aree &+
w7 H 2l

09. 3T Saf, Zarsit it fasht ¥ 37 = AT & Fameey afi=at 9 59 99 9 9181 3g 99w
T @A g, TN TAgIeT, UF '€ AN ahaaadT A= & A1eqH § God HF97 % A8 i 4% HeAr
FATEAT gl ST TATCT, -sgi~a @< § Famel & [&AfHaaT & 9™ & o0 9w Tagn, @ @)
IHET FEATT HATAT GIT AAT UST-HHY FAT0 ST TH O & ITATL 6 ToIT sraeas g, Hr fimar i
I HAT AT F7F FHT F T 3 o v At o FAT Jred 21
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10. 3% Stafeh, ITfEeReor F Soorg 3T 3 'S aed § qEET 8w d-H=m TR (THEIST) g9 3 H
FAEF AT 3T G 6 THE FUN § F TF g Forg Tamey 69red (Ssequ=el) F AT & e, o w7
9T e 18 faferas amaer € i oreher W ® 1.5 faforas amer 81 wea & a7 2018 # 8 < FHY Hid
TS T a7 2040 H A | AT {IHAT T HEAT IRAT 1 ST T SATHT | F92 % A7 [ A== s afat
T TRERl & dF @ ST [Rarar st #3 & o0 a9ge 7 d96d gl Tg | e o3 Sar g & F6e
FEIAT | AT B9 9T ST G EqdTe § 9l g o SHEd &= T AT 2.5 AT 81 STath Fa¢ 6 9t
ITATL T AT 2 FAT TLE=TET TR1 (TAHTET) 3 S 3ga¥ ¢, @90a s e 37 e st s
T TEaTe IREAT AT 9 AR A, #2397 AR S 3= G F oy deeed |reaet o
AIATH 3 oI ASte #7aT g1 aTeqd §, WA 97§ ALt § o {erdr g 6 F97 sewdre § @t g %
forT swer: TR 60 30T 32 TiTerd =% SUTT 3T TNTETA (It i fodqame ) F71 98T 9d gl Tg AqH=
FNTAT AT & 1o TRTAT 50% & T8 Fie TINMr TeIsil &0 %0 qraemsti 7 AT9 I51d 5 ST HEe a=dr died
TATE Il | Sl @9 o 65% 2

11, ST Safh, FE 92 UF AR Sigd gresm @t aga fifa sfieagarst & e sqeEar #r
TAIHTT FHIAT &, ATIh Tt HIHal 92 FTET TH=AT T& Aaaiis Tgd e gl Je6l T, 868 39417
o TorT ITa9T T Ug= 519 FaTee HIAgAT § UFh Agcaqul HE Lol g, Ao AT 3304 7 1 SATIehdT,

STAT T FATL S TATIT | ATHTSE A et il 7 941 9gd o0 A5l 98 dhd| I°d H 97 %

WS St & A @ FT 2 AT G T AR FTA ST g AT ST A srferd g I
T saeTett ® el JaTe AT ST 9o ST F8T 7 SATS 694 | T § Iod@ 03T g o e

TATAT T ITASYAT 3T T AT ITATL o TTUTHT Tl TIAETEA < 3T A Fae-Trefy Favsti 7 Fiwa wr
FH FHT T, ST T ATl 6l Ag1AdT ST GeAAdT F@T a3

12. i Sath, 72 o e oy oA £ i sraear g B i g (TAuersuw) § ARt garst i
AT, ST 4T qoF Heieor Ha=r sraer (ST, 2013 &t 9gelt SagHr § o 8, # F97 F T4 &
oo Sg=eT fit S FTelt A fF anfaer €| tAuesuw § 376 =4m0 8, foWH ¥ 59 T4t ugd ¥ g udl-
et Reen/T e e, gTHT &Y U grated i Yerdes 9=t & o Saanr it s arett garst #ir
Zoft 7 € | T TS T qoA THI-THT T AT AT ey g ferieor fFz=rr syaer (Srefieist) 2013 &
ATy 7 R T smar 2

13. 3T STafh, Ty Y aiam Fearr wared f fadrs afufa avft suesy gEest/swei/gRamm
w2 forega o=, fEmme-eme sie A= e sie et gareat & amer § Ofe it sraeas gare i
FgAr T AT Fed & forw a9y defaa fareat & ar, wrarfie e 97 gea A= F for 43 et
FaTal it frrfer it 8, SET 9T g F Fw sATefHe @ife g2 gt g [Rgivor F sfawq g, &
FAATT TR T FTEL T@T 14T 2

14. o9, TETU, W TR g7 WA AT 390 wored § fAfga afseat % o §, 98 aqu 89 &
et o Ardsttae o § swmemwor afifefaat i 3@a gu, Sar & suw ey R @ 8, 9w § vage
ST, 2013 F 97 19 F AT FT AN F H HoiT T f)

15. 3R saf¥, Sdiefisn, 2013 ¥ 47 19 A AN FQ@ §T, TR TagT 30% &t AR 71isi it
Ffgman dur Al Ft § ok RfRwiast 5 afer @ (3 a9 3 ar affrso § g, gus g,
U €7 AY/egar gus 4 A f@fy f s frg fomn) § gftm 42 @t 5 &0 i desggfRa
FHALT T AT F § 797 GAag ST i f6ht F 7w fag (o g eiffe F g gwFsod
Hefia) T ger 9X sreTRa s geu gw FaiRa s s Rda i

CUGEIED

SeqTe A gE fivg = wifie ¥ g gw1 (Hd) x r"__ G

'}ﬁﬂ-_{_-"'._

Sigi fgw = ?;aﬂﬁwsoﬂaﬁaﬁ'{f%l
wigi fiéiaw = 9, 2018 % w@ ¥ fog fidtew
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CIREIRC]

EL R ety &

1 TeTiRETE

2 | STSTHIEETEA EESIRANTES

3 ELRCEIEES

4 ENIEARES

5 Frarfem

6 SENCEE!

7 SIECICIEC]

8 SRR THHITe WEaies ferdraaer Soreerm

9 TSI SHTES

10 BELEIEC]

11| zheafer asirzere

12 | zzertefhe g

13 THITHETEA HTEHE

14 EELRUEEE]

15 TRITHEeT

16 | BAaEITE

17 TOAICHT TAHIUA 2T2gTEee

18 AT

19 SATATEE At R wiT .

20 ATHCTEA

21 HiEroH e

22 [EEUEEES

23 TESTRIT

24 FCRIASTHE

25 FATISfa

26 FUCIREC]

27 THTAS TS

28 ArfemefeaaT

29 TRITEITRITE

30 [ESIRAEIEE]

31 ECUEIESES
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32 FATRETEA
33 Afefa

34 S

35 ArATITHTS

36 fteTe (TEA-aT3E ITfeTen)
37 FTATITE TR

38 EIEUENEICE
39 AATferEmTEE
40 TR EeT
41 FemrEfm
42 YIS

16.  TH ATAT, SIAHTE, 2013 F 4279 (2) F qgd ATLT HLHTL GILT THIAT ¥ 394 HATO | [Aiga
ATRFAT T ITAT Fd §U TAERT A0 @ % Aqa MRT d-srqgi=a wHeAeei & dae § ageas [ H
6 9T, 2019 T SITHHTT T&TH Fed & forw fafFwtaret v Fafer war g, =g uasredt § #rs Jfad ar
AT A 2

e

F) T fafamtar S, 2018 F @ & forw fiErus F s uw o Ioure o S aary s o &
Tl fag ¥ ST ¥ 9 THSATT 6T [HHTET I9: T0ET FH3m:

(S 2018 % e faht & forg AfemTar grer Scare i g foeht =T i
TR STET AT AT 2)

weitfaee & forg e (fidem) =

S, 2018 H o T TH T F IS T Fel qAT

) A% S, 2018 F AL F =0 FrS fofl 781 g2 8, a1 weifahee # o qo (fidime) grm

(2018 & & et & forw fafemTar grer Soame &t 9 ot awget it 7
ST T 7T 21)

wifre ¥ g e (fdwm) =
2018 H o< U TH TYg * IITE ol Hed ATAT

) fFafamtar vreredt fRerrer 3 fore o iy awq i 86T w0 (STued) StrEam)

) TH AR F TATSI  forg Foheft ot Freerer it FATaret g7 seaarat § S i S o7 &t g, af vy

qTH |, TETATA T FiTohee HTAT STTUAT

T) HeTterd qod 8 AT=, 2019 | THTET i, ST 9 19T % 927 16 % ATATY (ARG % I Iqeee/3H T

Y&t 3 T =T a7 e 2

=) e -1 # q0i % § i v 7 ST F7d U S & oy g faus o uasredt
s g s fAafAwtaret g gaddie i e BT Soer st fafREtaret g wte @etea asg sy
IBREETEIR: EiRS IRl
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T) - i=>d wrferert & AFAEr ST S a1 S|iE 91 At TEHE F wReeEl S S geer 5o (v
TIAT AN F%q 3T qAT FY) & ATerF THAHT UL 99 72 8, TSrEehl TUET qTfershT & F ST &l 1 8, U
TRTCIITAT T AT T A= T S FLTET FHT ST STUH BIHAT TAH TAT AN € AT HAT HT & 0
I A F SA(EF T g0, AT e

ST) ATITRT & o STET TUET 3hT TS GaLT Joo (T TAT AN a6 AT TAT 7)) F FF THAL ATl BIHALHL
o T His[aT AT ATAT THSRHT FA10 TR ST Tt & 6 STTa BHAT Hereme 97 et ot HA § gia
TR FAI

o) fafewtar 06.03.2019 @ MENZIUATE & ATeA®W | Srdiene, 2013 & 4771 24 F JqE ®H-V &
T 7 U G AT ST FOT {7 T T T siwey 7= sfw St F Jemm

) TS, 2013 F 43724 (4) F e, TAF Reay, T, daeqard Y 9e9 9o g1 37 aq0TH
T g1 ST o f[eiar grr |idt 7 8, AT & U &g wnn, Set 98 AT wAT §, 99 U adeh
SRS I AT qg T FLed ATl Toegeh (el WY ATk o o0 ST & g+ 2l

) FTHAYET & FAAATars F7 aauT ScaTad €q¥ &l a9 Ta SAUTerd 8| 3dd AT 3caTad ¥ &l FF
T T AT W@ araT s AT AFAEr A didie § 93 Sqafd @ S8 Sarar, 3T BT & Scarad
FT & FA AT TET @A arar &g oft AfRwiar 4 w0 it =ma ade § 79 9 59 I8 989 98
SrdrEe, 2013 & SATHAT- 11 % T05- [V H I BIHALT 6 IcATa /AT AT 6 S § FAAT TAGIIT
T I

%) Fafwtar St gaeT ge7 sfiT UL Alel FT AqITAd Tal #7798, 9 a3 aeq Afa=aH, 1955 F a7
afsa siroer (Yo fAg=rr) straer, 2013 % YS! % Tgd sATSl & |72 AG<ATS il T T STHT FA 6 o
IALETAT | SATGTHATST T T 1L ATCRT F 3 STAATE TahT % Feer § TUET AT T8 LT God 3T THemedr
(FT FT BIEHT) F A1 @2 gEMm

) T8 Y Raiia gor affg=er it ade & uF a9 F fore /e 2

) IRt & | FAaE His 91 Fied e o7 Seer F Favia T-rqegi=q Bl (T ameha e gaeh
i) % forw o Y T Frd AR R AT IH BT FT ITART 177 et Iwamm & forw B s
T 2l

W) T ATAGAAT § qTCERT @ H FATENGE UH BRI 6 qicerl & § GaT 9o BHA & Jg &
TROTTHEAEY, 97T 4 % Tgd qod HETor siraer (STelT) $rar 97 5 3T 15 & Jgd ga<T 9o, q(< w1 2, 5
STEEEAT T ITh AT | Tgel ST {31 T 2, & SJTF |

G ) IR E 7 =1 s P O 0 W o e 1 5 e 70 e R T B s e s T O e e
ST T S THATT &7 stfear w9 & RrE e suterd gl

o) 9% FEe HT AT AT TATH YT STETATAT T HE HT STIAT &, STETATAT A< (AT FEATAT o e
Tl TH AT o ATATE FIHALAT T AT FAT Ut g siv Aqumad qRted FAr gl 39 el
F foreft off oot &t i 3 e & S ST e 2

7) T siwer vy e AfRwTaei/Sie/aerarer /AT st g T\ smeer % s ured i
At w8 i fafemtan/Se/srerara/ffrar @em =a e  sqare f Qi w3 § 97 siuy
=t T AgTEraT #3439 Areer T Y Soeree A TAHIT % A | AT ST e gl

[Tu/196/64/2019/T/FT. |. 8(64)/2019/T .1t /uadrdu-f2=.-11]
graT o, sreer
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ERSEEM
faffwtar g danfa wwencdt wega w=A F forg yrew
1. Efamta/smaTas/feaaes &1 9 7 Tan
2. o =T T 9T 37 TG, Jf% FE 2

F.. T e LT 5, AN | AT &
IGRER s | 2018 ¥ | Shuedr | § @R
atershay
AR F forw
e g SN
: ClRGES
ERNENE] (Gﬁgﬁ afe)
BIEHT) (F9T)
(F9T)
(1 (2) 3) 4) ) (6) (7)
ECI gHdar | G | '
= qTH

# ATt i o 3 o e = et o e (A e 3 s
gt A = ¥ At 30 ¥ wfdeF T &
T &Y TE AT T SR A AT AT w6 )

(BETTET U HeT)
I s Sfersd =af<h +T 4TH:
e . qaATH:

TATSA/ATE T ATH:

MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
(NATIONAL PHARMACEUTICALS PRICING AUTHORITY)
ORDER
New Delhi, the 27th February, 2019

S.0. 1041(E).—Whereas the National Pharmaceutical Pricing Authority (NPPA) was established vide
Resolution No. 33/7/97-PLI dated 29" August 1997 of the Government of India in the Ministry of Chemicals
and Fertilizers to fix/revise, monitor prices of drugs/formulations and oversee the implementation of the Drugs
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(Prices Control) Order (DPCO); and whereas the Government of India by S.O. 1349(E) dated 30" May, 2013
in exercise of the powers conferred by Section 3 and 5 of the Essential Commodities Act, 1955 (10 of 1955)
has delegated the powers in respect of paragraphs 4, 5, 6,7, 8,9, 10, 11, 12, 13, 14, 15, 16, 18, 19, 20, 21, 23,
24, 25, 26, 27, 28, 29, 30 and 32 of the DPCO, 2013 to the NPPA to exercise the functions of the Central
Government;

02. And whereas the aim of the DPCO, 2013 issued under section 3 of Essential Commodities Act, 1955, is to
ensure that essential drugs are available to all at affordable prices.

03. And whereas, the Hon’ble High Court of Karnataka by judgment dated 12" November 2002 in WP no.
21618/2002 (K.S.Gopinath & others vs. Union of India) directed the Government to ensure that lifesaving
drugs do not fall out of price control, which was reiterated by the Hon’ble Supreme Court of India in its order
dated 31.03.2011 in CA No. 9218/2003.

04. And whereas, the Indian pharmaceutical industry is valued at US $ 34 billion, about 50 percent of
which is exported to other countries. India is called the Pharmacy of World. However, due to prevalent
inequalities, out of pocket expenditure on medicines is the single largest contributor to pushing families
beyond poverty threshold in the country. Thus, ensuring affordable drugs is a necessary pre-requisite for
bringing down the overall healthcare expenses and to achieve the overall goal of affordable healthcare for all.

05. And whereas, the judgment dated 19.03.2013 of the Hon’ble High Court of Punjab & Haryana in
CRL Misc. No. M-14171 of 2008 (Ranbaxy Laboratories Limited vs. The State of Haryana & ors.) noted as
under:

“Before parting the judgment it has been noticed that although the petitioner is allegedly selling the
drug in question to the consumers at about 900% of reasonable price of drug, but there appears to be
no legal provision in force to save the consumer from such naked fleecing of consumers by the
petitioner or other drug manufacturers by — pricing the drug to such an extent. It is surprising no
remedial or ameliorating step has been taken either by State or by Union of India in this regard. The
court hopes that now at least the concerned authority shall wake up and shall take some remedial step
to save the consumers from such fleecing.”

06. And whereas, the Authority noted that while the scheduled formulations currently under price cap
form 16-17 percent of the pharma industry, the only control on the remaining non-scheduled drugs is by
ensuring that the annual price increase is not more than 10 percent. The Government has been examining
options for rationalisation of prices in this segment in a graded manner. One major factor that contributes to
high drug prices in India, is the unreasonably high trade margins. Trade margin is the difference between
the price at which the manufacturers sell the drugs to stockist / distributors (price to stockist) and the final
price to patients (maximum retail price).

07. And whereas the Authority noted that the matter with regard to regulation of Trade Margin has been

under discussion since a long time. The matter pertaining to trade margins had been discussed in the interim
Report of Sandhu Committee constituted by Department of Chemical and Petrochemicals submitted in
November, 2004. Subsequently, the Committee on ‘High Trade Margin in the sale of drugs’ submitted a
Report on 09.12.2015, after holding large scale consultation with various stakeholders. Representations
received by the Committee along with drug name alleged that Trade Margin allowed to retailers goes upto
even 1800% or more. This Report inter-alia stated that ‘It is neither the desire nor is it possible for the
government to interfere in the day to day business activities of the industry. Government is, however,
committed to saving the consumers from such naked fleecing as rightly pointed out by the Hon’ble Punjab &
Haryana High Court. Consumer protection is, however, an area where the Government has to regulate
especially in the knowledge based industry like drugs where the consumer has little choice. The consumer is
guided by the prescription / medicine dispensed by a doctor. He has to pay as per MRP, with or without
discount. None of the DPCOs had capped MRP which is the guiding factor / purchase price for the consumer.
There are no laws which control MRP / trade margin. Capping of trade margins is therefore necessary. The
Committee recommends that intra trade margins could be decided by the industry subject to a cap to be
notified by the Government from time to time.’

08. And whereas, the Competition Commission of India (CCI) in its policy note titled ‘Making Market
Work for Affordable Healthcare’ (October 2018) has observed that ‘the pharmaceutical sector is
characterized by information asymmetry and supplier-induced demand that significantly circumscribes



[ 9T II—®I0S 3(ii) ] W <hT TSI : STHIYROT 9

consumer choice, a condition necessary for well-functioning markets. In the absence of agency with the
consumer, various industry practices flourish which do not allow markets to work effectively and efficiently.
One major factor that contributes to high drug prices in India is the unreasonable high trade margin. The high
margins are in form of incentive and an indirect marketing tool employed by drug companies.

09. And whereas, considering the High trade margin in sale of drugs leading to high out of pocket
expenses on healthcare, the Government hereby, seeks to undertake the matter of price control through a
‘Trade Margin Rationalisation Approach’. And therefore, in order to bring in regulation of drugs in the
‘non-scheduled’ segment the Government hereby seeks to undertake a Pilot for Proof of Concept by capping
prices of select Anti-Cancer drugs, identified by the MoHFW as being essential for the treatment of this
disease.

10. And whereas, the Authority noted that ‘Cancer is one of the leading causes of adult illness and death
due to chronic and non-communicable diseases (NCD) in India. As per WHO estimate, there are
approximately 18 million cases globally and 1.5 million in India alone. There were 8 lakhs cancer deaths in
India in 2018. The number of new cases are estimated to rise to double in India in 2040. The financial burden
associated with cancer can force patients and households to acute misery and even insolvency. It is also noted
that out of pocket (OOP) expenditure on cancer hospitalization is about 2.5 times of overall average
hospitalization expenditure. While catastrophic expenditure on cancer inpatient treatment is highest among all
NCDs, poor health financing mechanisms and heavy reliance on out-of-pocket healthcare payments compels
several cancer patients to resort to distressed means for treatment financing. In fact, some studies on India
suggest that about 60 and 32 percent households resort to borrowings and contributions (from friends and
relatives) respectively for cancer hospitalization. It is estimated that almost more than 50% cancer patients
avail the private sector facilities and out of pocket expenses in the Health care including cancer care is about
around 65%.

11. And whereas, a disease centric approach on cancer assumes salience because of specific national
policy commitments to ensure universal access to healthcare at affordable prices. Although, provisioning and
access to cancer treatment has been an important item on the public health agenda but the policy intent
cannot proceed very far without understanding the socioeconomic pattern in cancer prevalence, treatment-
seeking and financing. Cancer patients in India incur heavy out-of-pocket expenditures. The cancer drugs
needs to be affordable so that whenever required the treatment can be provided at the earliest in the early
stages when the cancer treatment is curable. The Authority noted that availability and affordability of cancer
drugs will give impetus to treatment outcomes and will bring down the cost of common anti-cancer drugs
will increase affordability and accessibility of these drugs.

12. And whereas, it is also noted that the list of medicines specified in the National List of Essential
Medicines (NLEM) which are included in the First Schedule of Drug Pricing Control Order (DPCO), 2013
also contain drugs used for the treatment of Cancer. NLEM has 376 medicines out of which 59 drugs are
already under the category of Anti-neoplastic/immunosuppressive, Hormones & Antihormones and medicines
used for palliative care. Pricing of these medicines are controlled through Drug Pricing Control Order (DPCO)
2013 as amended from time to time.

13. And whereas, the Expert Committee of Ministry of Health and Family Welfare (MoHFW) after
examining in detail, deliberating and considering all available information/data/viewpoints and all relevant
options for ensuring affordability of essential drugs to the patients, in case of Anti-cancer Medicines, has
recommended 43 Anti-Cancer medicines for price control on pilot basis, Imatinib mesylate being scheduled is
already under price cap, hence excluded from the current exercise.

14. Now, therefore, in the exercise of the powers vested by the Government of India in the Ministry of
Chemicals and Fertilizers, having been satisfied that in view of the extraordinary circumstances in public
interest, as explained above, the Government hereby decides to invoke the provisions of paragraph 19 of the
DPCO, 2013.

15. And whereas, invoking paragraph 19 of DPCO, 2013, the Government hereby puts a cap on trade
margin of 30% and directs manufacturers to fix their retail price based on price at first point of sale of
product (hereinafter referred as Price to Stockist), as formulated in Table A, of the non-scheduled
formulations containing any of the 42 drugs listed in Table B (whether individual or in combination,
irrespective of dosage strength, dosage form and /or route of administration):
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TABLE A
Retail price of the product = Price to Stockist (PTS) x t;_-'-ii—:!‘_;lj]
Where TM = Trade Margin not exceeding 30
Where PTS = PTS for the month of June, 2018
TABLE B
SI. No. Name of the Drug
1 Azacitidine
2 Bendamustine Hydrochloride
3 Bortezomib
4 Crizotinib
5 Cytarabine
6 Dasatinib
7 Decitabine
8 Doxorubicin HCI Pegylated Liposomal Injection
9 Enzalutamide
10 Epirubicin
11 Eribulin mesylate
12 Erlotinib HCI
13 Estramustine phosphate
14 Everolimus
15 Exemestane
16 Fulvestrant
17 Irinotecan HCI Trihydrate
18 Lapatanib
19 Leuprolide acetate depot for Inj.
20 Lomustine
21 Mitoxantrone
22 Nilotinib
23 Plerixafor
24 Carfilzomib
25 Cladribine
26 Triptorelin
27 Pomalidomide
28 Osimertinib
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29 Pegasperagase
30 Regorafenib
31 Ribociclib
32 Clofarabine
33 Sunitinib
34 Olaparib
35 Olaratumab
36 Paclitaxel (Protein-bound particles)
37 Cabazitaxel
38 Bevacizumab
39 Lenalidomide
40 Pegfilgrastim
41 Mitomycin
42 Pemetrexed
16. Further, in the exercise of the powers vested by the Government of India in the Ministry of Chemicals

and Fertilizers under paragraph 9(2) of the DPCO, 2013, hereby directs manufacturer to provide the
information in Annexure I in respect of the non-scheduled formulations containing drugs as per Table B,
irrespective whether there is any change in MRP or not, by 6™ March, 2019.

Notes:

a) Every manufacturer shall recalculate its MRP as stated above for its product based on the average first point
of sale computed on the basis of PTS for the month of June-2018 as follows:

(Sum of Net sales realization of product by the manufacturer
as the case may be for the sales during June-2018)

Price to Stockist (PTS) =

Total Quantity of such product sold in June-2018
b) In case there is no sale during the month of the June-2018, the Price to Stockist (PTS) shall be

(Sum of Net sales realization of product by the manufacturer
as the case may be for the sales during 2018)

Price to Stockist (PTS) =
Total Quantity of such product sold in the 2018
¢) The manufacturers may add Goods and Services Tax (GST), as applicable to arrive at the MRP.

d) For the purpose of this Order any formulation being supplied by the manufacturers directly to the hospitals,
in such case, hospital will be treated as stockist.

e) The revised prices shall come into effect from 8™ March, 2019 based on the information available /
provided by manufacturers as per paragraph 16 of this Order.

f) Annexure I contains details of PTS and MRP arrived for formulations by using the formula prescribed in
Table A, to be submitted by the manufacturers to NPPA with copy to concerned State Drug Controller.
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g) The manufacturers of non—scheduled formulations, selling branded or generic or both the versions of
formulations at MRP higher than the retail price (plus goods and services taxes as applicable) so computed as
per Table A, shall revise the prices of such formulations downward not exceeding the retail price computed by
above formula plus goods and services taxes as applicable, if any.

h) All the existing manufacturers of formulations having MRP lower than the retail price (plus goods and
services taxes as applicable) so computed as per Table A, shall maintain the MRP and not increase any price
based on the basis of formula as per Table A.

i) The manufacturer shall issue a price list in Form—V as per paragraph 24 of the DPCO, 2013 to NPPA
through IPDMS not later than 06.03.2019 and submit a copy to State Drug Controller and dealers.

j) As per para 24(4) of DPCO 2013, every retailer, dealer, hospital and institution shall display price list and
the supplementary price list, as furnished by the manufacturer, on a conspicuous part of the premises where he
carries on business in a manner so as to be easily accessible to any person wishing to consult the same.

k) The manufacturers of the formulations are required to maintain the present production levels. Any
manufacturer intending to lower the average monthly production levels will seek prior permission from
NPPA. Further, any manufacturer intending to discontinue production of above said formulations shall furnish
information to the NPPA, in respect of discontinuation of production and / or import of said formulation in
Form-1V of Schedule-II of the DPCO, 2013 at least six months prior to the intended date of discontinuation.

1) The manufacturers not complying with the retail price and notes specified hereinabove shall be liable to
deposit the overcharged amount along with interest thereon under the provisions of the Drugs (Prices Control)
Order, 2013 read with Essential Commodities Act, 1955. The overcharged amount shall be the difference
between MRP (excluding taxes) less retail price computed as per Table A in respect of sale.

m) The price so fixed shall be valid for one year from the date of notification.

n) The price computed for non-scheduled formulations (all strengths and doses form) (whether individual or in
combination, irrespective of dosage strength, dosage form and/or route of administration) under this Order
containing any of the drugs listed in Table A shall be applicable even if the formulation is being used for other
therapeutic uses.

0) Consequent to the issue of retail price formula in the Table A, of such formulations as specified in Table B
in this notification, the price order(s) fixing ceiling under para 4,or retail price under para 5 & 15, if any,
issued prior to the above said date of notification, stand(s) superseded.

p) Henceforth, all the manufacturers are required to compulsorily report PTS and MRP of their formulations
in the SUGAM portal of The Central Drugs Standard Control Organisation (CDSCO).

q) Since substantial supply of cancer drugs is directly made to Hospitals, the Superintendents of Hospitals and
Medical Institutions are required to monitor the MRP’s of formulations, as per this Order, and to ensure
compliance. Any violation of this Order is required to be brought to the notice of NPPA.

r) State Drug Controllers shall monitor the compliance of this Order by the manufacturers/dealers/ Hospitals/
Medical Institutions and the manufacturers/dealers/Hospitals/Medical Institutions shall assist the State Drug
Controllers in verifying the compliance to this order. Any violation of this Order is required to be brought to
the notice of NPPA.

[PN/196/64/2019/F/F. No. 8(64)/2019/D.P./NPPA-Div.-1I]
SHUBHRA SINGH, Chairperson

ANNEXURE : 1

Format for submission of Revised MRP by the manufacturer

1. Name and address of the manufacturer/importer/distributor.
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2. Name and address of the marketing company, if any.

SL Formulation Composition Pack Price to | Applicable Maximum
No. approved by Siz Stockist | GST Rate Retail Price
Drug © (excl. Arrived by
Control of GST) applying the
Authorities (Rs.) as in formula in Table
June, A (incl. of
2018 GST)
(Rs.)
M @) 3) C)) &) (6) @)
Drug Strength | Dosage | Brand
Form Name
- 4= —— ot 4 Applicable GST

*Formula to arrive MRP = Price to Stockist (PTS) x %

The information furnished above is correct and true to the best of my knowledge and belief.

L]
=

SuEVIEL

Where TM = Trade margin not exceeding 30
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