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dk-vk- 2668ivE-&a: 'S 3it'kg Heu FRT UIfEeRoT (TA.UILEIY) &1 RITOAT 9RA WRGR & IR 3iR
SIR$ FAGI P Qi 29 WA, 1997 & Fbed W. 33 /7 /97-ueNs.| grr kR /AR & qeal @1
fFrra /denfea, IR <@ ok LA Asl & driaad &1 e &= & fog g8 off; ok wafd fasia 30
HS, 2013 @ PIOIA0 1394 (31) FRT YRA AHR 1 Afard Ty M=, 1955 (1955 HT 10) B &RT 3 34 5
Uac el BT UANT PR g SLULALSN, 2013 & URT 4,56,7,89,10,11,12,13,14,15,16,18,19,20,21,23,24,25, 26,27,
282930 3R 32 & IR H TAN MY B S IR & HAT DI B &) Afdaai yamfag o €1

2, SAD ITATdl Sidih JATard, 9y AMAFTIH, 1955 P ORT 3 & Id SR SLULHLSM, 2013 BT ded IS
g o 2 5 & @1 smawas kR 989 I7g Jodl W SuAE Bl | S| YR & AR Seadd
TITd | UAUSdl 0 3668,/2003 (MRA WH g9 H.UAMUMR Td ) ¥ faAie 12 FdER, 2002 & UA
3T §RT WRBR DI I8 YHARAd dx &1 e far & b Siaw e kP gea Fisor | qrev =1 & |

3. gD AT, Safh MR & AFAI Seadd <aTerd | ol 3fear fafics a9m wRa |9 (2014) 2
TRl 753 # Qo foie # SuMiaael & o & fow g et & erfeeE W GRiaE dRd Y
RS sfear frfice(1987) 2 TAART 722 # AFFIK Seadd I g1 f&am a1, # Aeayel & oo arg
URMAS HUF fean R =marer 3 urm:

2. FAEIEN, W 4 & VF gV &/ WY & o el § FARIEN), gvd SIaedd e IrgT
89 @IgY yerell SV GfiaT Ve SN & di 4eae &Y H &/ I8 Y U @avl & [orey gy ¥d T 99
3¥ [FG13T YT BT SIaeId avq SffFIE, 1956 BT THE ST GIX WY H J& &/ I8 e vy g &
BT 39(@) T P FTHRTT B HifaE W B G@IHT UF [T JIRT & Gl aae &7 @R {ar 8 [ I8
Fwfed 7 dgav wy 4 fqaRa #va d TErgF &/
5011GI/2017 )
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4. gAS 3Teld], Tafdh @R iR IRAR Hearer H3Ter =1 310 f3AId 06 3TaCIR, 2005 B BIIM. 1468 FRI
31Rer gwrel B AR’ & wu # Igfad fhar €, o SRMal, 2013 W1 SRl (arfeRgfera Sua~vl wAfed)
W AL BT ® 3R TAddY k1 20 & i g9 SNt & Houl R FRET @ @ forg arfddumdiT ? fa O
AR (@ e SuaRvn) @1 Suder gHRed 8 R g8 W gHRed 8 f& w6l B did ) g
N (Y fgfud SuaRv) & A # SMfdd ®Y W BN 7 R YT 8| I8 <@l ¥ 6 iRu—gen
Slel H IIRIfRId, 89 9 SITeT 3R 3[R S I o auied @ e uRumreawy gaa! 3rcafdie g
B § o Wil & @El B gIfiad wRar 7 iR ordl WS iR ufear & forg, $9 ol drwdl @
IO BT H FqH 2| QUKW B & AR Sdd AU STexaas W #Wll, e iR sifeeie aFi
BT IFANT FRAT 1.5 F 2 BRIS AT & 9 A 415 01 A A Afd T= 7S YIS I $HBT YT
PR B R H B §; ok Safds seg va off gaifed, 2003, 81, (9) & AR SiRCIAeeiRIgied av 2020 dh
T BM DI GAEAT ©; AR TafB T (Al aRgeT &l YA Ffdd & A1—re IS 8 # i1 A ard 2 |

5. IR Iq: TRBR HT ARY glicd =g Sfd, JAFIT Td d81a7g Jed U AT U Hold a1ded o
AR 31 gfad IHRIN Td dfEEd Hodl &I Ad & oy SHH Tohlel BXA&Y el JMMaIdh © AR FIdfds,
3T A1l & AT SIARTSH, 2013 BT WRWATH 19 FDHR DI, JERR0T gRRfA] # wifdgd wxar g f& as
Ife o f2a # sawgs a9sl df fodf safer eq fora- 9 Sugad wael, fhdl si'kfer (anfer arfergfera Suavon) &t
JNMIHTH e I GaxT Jed R B Al 7; AR FTafds geoT vl & AMel § IR JeAdh & AR R I§
e Rerfey arg 7TE 2 |

6. IR Safdh TAUIYILT ERT 10 JeITs, 2014 BT SIURISH, 2013 & U7 19 & faid SN Hicad AWfeRi &
oy S @ T8 eu Fd e Gt SIRgETY A ST IRy, §98 gRT o1 iy iR ee (WRA
39T QT 99 9IRT |E) 2014 & Segul(dN) | 2700 H 26 AR, 2016 @ gRT uRyfe @ & R+ s
qral @ A1 AR ST IRy J urn

“20.......019 VH JTHAT & TN H 0T e & &7 5 Svefid qfiar » wed J [@dare a7 orar &
T vE AHIIE SIRBN & T REN BT FHEIT STeIE § Giar & 39 WY W 79 [vwled g Vel &l
JTEHAT T Id & IV BT B UgT W FTEV & i & SV vy weEf) d@wier oY g7 are & & e 7
R [AhHT 91 STer T &.....”

IR Fafh IR el veie gRT SWRIad S ot &1 g 3 arell gaedl (H1) 30089 /2016 HI IR
% AT ST AT §RT 24 TR, 2016 BT GRS B & F7em 2|

7. 3R Safds g 9 @1Rer gear Juur & el ANTd iR JAAMD FIH A & AFel IR UuIRal
P | gy fawgd wEel fdar SR gedr Auer & 9ok H "adrd v @ favelyer $l, UReERidr & frg &k

ST @1 AT @ JARTHR Bl &9 I 8T, Ufeeld SHA UR fUcrs fHam o |

8. Id: TAAGY | 10 SR, 2017 BT ARG 93%6 # Sl 14 R, 2017 B SN &, o M &R
TIHIR IS YUl & dra gaT RAuAd & BRI U e 3R fRpledtnd fAueM & adde srmerRer
gRRerferl & ofdita @1RRer gedr Iuv & Heg fuRer § ¥ da fawedi sk i Sucerdr g /e /w7l
R o, far—fawel ik Ay ®u 9 S o= @ uwanq ol fomr mar 2 % aRer get & <l @
31 Hea frad e @ fo Sif eraara et iR FRIFT SR Iaedd € Sl SHfRd @ WRETU dRe vg 6d
Sl |fRd ST ST @ 319 Hord e R METRT Sfud vd sifaege 2|

9. 31, 3ra: fdid 30 #S, 2013 & DI . 1394(1) ERT SIURAISN, 2013 & URT 19 & A IRA IHR H
AT U4 SRS AT Bl YA fFddl BT JaNT d)d gY UAUINg 9 a1d 9 9 81d gV fh SwRiad
Jorr i SrTERY aRRIAT &1 &ae H gd gU Uri & 6 SHfed § VA1 SRAT = Aaedd Aqel b
ST A BT TRIG 16 R, 2017 ¥ FrgaR e faffde, fewor |fed gean ufcrem= gormeft & fog
IR AT STl BT IMAHTH oo, TAGaRT, Fad Td AfeRgfzrd fhar Smar &—




[ R |- 3(ii) ] YT Rl TSTIS ¢ STHIENOT 3
Bkj.kn
% | AR ger g 3T g ST &l ShlS SISEE el
<. YoTTel! JMBR /AT (e #) (B0 #)
(1) @) @3) @) () 6)
ikFfed
1. | wrerfiye gedr | fedt ot am/faRredr | fecfrm e@m (@l 1 38,740
GfIReITa= YorTe] ERT GRS 3T wurR) forfua
2. | mafaw gedr | fe W 9m /fafrear | sifedfeliors Rfepitrm 1 38,740
yfoRemu goTTedt ERT BHRe 3T (NYRTSTS3TR) AT
@ wu=R) forfia
3. | uwrerfae geor | feedt it am/fafredr | sE—velew 1 25,860
EIREIRE R MIEC] ERT BIAR 3T
4. | mafas gedr | fed W 9m /fafrear | dlaree BITH 1 24,090
gfoRemu gomTedt ERT BHRe 3T (BMRARR) ottt (3t
wu=R) foIfia ik &, 9.
1,274 39 =
5. | urerfaes gedr | fe W1 9/ faftrear | S M e (3R | 1 24,280
gfoReTIe gored! ERT Jfderd "wewd W | wuwaR) ferfud
Afdere ¢
6. | mafas gedr | fe o 9m /fafrear | sifadfeliors it 1 24,280
yfoRemu= goTTedt gNT Afderd "ed AT | RNURISISIR) AT
Afdera ¢ forfda
7. | wrrthe geor | fedt Wit AW/ faRredr | deree B 1 16,990
gfoRem YoTTedt g1 Afderd wed  Ar | (WRiRieR) o fafid
Afgera ¢ IR B, . 5 7d 6 | A
8. | urerfaes gedr | fedt Wt A/ faRredr | g W Al 1 9,550
YfoReITI YoTTett N Y Ao |dg A
ERKi
9. | urerfares gedr | fedl Wt A/ faRredr | o8 W Al 1 4,090
gfoRemu gomTedt ERT Yeal
10. | wrerfiya gedr | fedt Wt am/faRredr | oifalem @ efdes 1 12,960
gfoRemu yomedt ERT U1 3T S Udhd | Uifeilded a1 9=
IPE & wY H§ e ¢ | efeibs  ifdfde ar
R e BT PIS AT ATHHT
11. | wrerfis gedr | fedt ft am/faRredr | Sfderer: werferd 9w 1 26,546
YfaReTI= gomedy ERIUET 3T S Ushd | Ufdfded a1 ®Nfeids
3PS & ©Y H AfRerd ¢ | wfafed @ S
AR g B prafeihs Wi O
DIg AT AT
iub LFkkiu
12. | G geor gfarenmdd | feedl ot 9/ faRmedn | B 9@ |l 1 62,770
YoTTed! ERT BIARS 3T
13. | g ger ufeReed | i A1 A/ faRrear | e O | 1 31,220
JoTTed! gRT dfderd "wed AT
Afgara ¢
14. | Q. ger ufeRerred | il At A/ faRrear | erg 9 | 1 15,870
JOTTeA! gNT S Ao wdg A
ERkLe
15. | g geor gfawenmdd | feedl ot e/ faRmedn | B 9@ |l 1 4,090
JOTTel! gRT U
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e

(@)  IY difcrer & W (6) H e sifered qoa WRA & 90T (YR H 59 SRREAT & YHRE e b ardg o
AN B SR wawr 99 ¥ e & fory Suder ger gwiied & W wie W A A B |

(@) i ffEd 31 g ol & o ok Wricar, srfriear, fofi fRly a1 gfRee ® e feu fomr e aftfa siftreaw
A BT IUE R PR B | qfl {4 dhe gwrel & i gue sfted qe a1 geN 49 @ R e g
Al aRardsil Wfed TAAI ¥ Wue BR Wb & |

@ R/ Al & fory Rey e gea e g aol & Hedl Bl UG | i, O el B A el At
ARHT 4 ¥ S B &, O fAFE 59 e & IR BM W 45 Al 9%, IRd § @@ gU W SN @ YRl 99 @
AT i W AT 30 IR & o1 oM Wiie God & 3R ST Jod IR Gax1 el AoRgae1 & forg vadidi a1 o
e HRAT IS |

(@) WReR gRI 39 YGR Fad @ T8 R SRR o 7E sifiew dmd (8 a%g U9 WaT ), W dr 8) 9 e eed W)
el S & gies A1 IR I aHl WUGR] Bl 97 I8 Yol swred & Wl fAfEiar, Swied Rl & @ (6) | aftfa
SfrepcH P (B, 9% T HaT %, S A1 &) AT DY © W A G W e ST B B Bl FIHE! \RT B |

() w0 ge sy fHiasl / fauorddisl @ sFftecd TaxT did IuYd ARvl & wH (6) # faffae afded i awg
TG W1 G} Afed W B 8, 1 el del 41 o] 8, NN g A oSy, 2013 & IR 13(2) & SR AT AeH GaxT
o BT 9T XEHAT BT |

@  fFER S s ey & W (9) § SwWiE Arvll & wWW (6) ¥ fafRfde of¥ead $Ma W WGR @I ad § U aR Bl
T T & 7 9 <9 § 1 9 9g Ud 9a1 BN IS Wad & &R S BIS TR T WS e |

(B) SRS 2013 & Sffa ST @ ER SWiad 9RY @ W () # i sRemm qw & sER Hdla
fafmtar / smarasdt gRT S @ fell 3% @ forg ifdiead Yoo a% 9AIg T B |

(@) o SR GRT A i it o W aeHl SR ISl AT ©, S el ST @ WA H B[ & 3R Wd @
TR & vEd B
() <oisl, 2013 & IR 24 B Ted A1 H ARG BE-V ST, SRRET @ AN ¥ FRUENETE & AR 9

WY TNY BT Th oI Gl AR ST T SHD Dd T 750 3iiwe Frzat ik a4 oo faawat / Siert / sieiufss e
foer R @ 9ft W e |

() ol (feu ) Smew, 2013 @ IR 24 (4) B ITAR TG fAqRd, SIeR IR He U IR, el BRIR Bl T YR
febam o <81 & b S99 WY & segd [ @fdd & fory ugd ST ©l, 98 Sue b1 Weeigwd W W fAfEiar / srdedi
gR1 @ TS o A AR TP Tou G, AR B B, A Gyehia o

(€) <l FE WM SN orgarel /ARG B /fadfe ge el @1 WanT va seifufed affed ufdanst &1 frered avd
gAY w0 A w6t &1 0d TR e § 9% g SWad ¥ SN sfiedd qedt @1 orguier ael g9 SWied () |fed
SR, 2013 @ T SUGHT BT SFTTCHT HRAT T 1T |

(8) @IS N WRey GdwT WM S Rudrel / IRFT—8 /oA ged s@rel & W dRd g Aeiiufed afiad afbarnst
BT TG a1 € IR A 7S (bl o el urel I | VT ST UIS $7 BT 590 © Al 98 A Bl g gedl swelT
GRS BT ATYE TEl PR [l |

() @i Rfmiams 1 s@re & 9l giel @ Suderar ARy gRREd el 8rfl ok I8 A gRRed o & b Tv wHemd
qfed B9 & HROT MRS sjEen ¥ FIE a1 I TE g8 2

(o) WM S’ SRUTT /AR B /Tl GRT el Sl $1 WA @, Y R 3R U wU § WISl A S9d
yfafAfeRl @ I AT/ AeMT SR (AR IRd WY g6a e AW, fafiar /smarasdl 99 HR) @1 A iR e faeRer
I 3 & & Wfed gl gl SiTaR B AN B Ieeid BT BN |

@ =9 IRy & yane fafwiar & afum: el & afdd 9 2 o oivfEt @ fRfwior a1 w1 Rwve awar & ol
SRR TSRO S Ge Sl &1 < A IR A1 fdey e € |

@) @ A af| o sivy i erafer AR Rm, 1945 SR FEHEel & Sfla W e AW W TR B 41 # A7 dfaor
T (STRE) ¥E gU UE HU el ST SR Bl © AR g9 3lvy U draifea, aafm, 1945 iR fEEe @
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irta IR W 41§ 0 o TRl W arel @fad gRT B 9 H AT MY 99 W AR gU WM 10 AI3Hd @ 3idd weH
AT & 1 59 3fTT T 7d DI IffEH, 1945 6 FRAEel & sfda TR o &, 39 Sy & W IR & wu
H A SIC | § fadRe! B ARG H SAIE g PR W Ugel (ORI G oI o @ foly A1 W AR B oy gAY | dud
TRAT MATAG BT |

(@) @S 0 fafmiar @ wem A @fed e 9o a1 59 FW AT fRwoll @1 sgured T8 #Rar A 9 JaWd 9wy
A, 1955 & T Ufed aiivy (e ) ofed, 2013 & SUSEl & Sl S0 W ATl Aied ARG R & TH F 5
<l & |

@) =9 ey & W19 # o RAdE ftead qea § Fad™ M iid &, S JeeHi & SR ®ig 1 3R WR 39 o
e # THe oW RfRfde, ga fiaer afed o, S W 8, 91d v dar 3%, AR B 8, e 6y a1 JTae I @
(e ITHTedT /TG | el Tl ae | faws / weifewe 3R el /IR g/ e @ fofy sifean erewr dm srgHa:
ARV BN FH W& 4, 7, 8, 9, 10 3R 11 W WAHE GeT IR Jomell & forg Ber: 3ifidad a1 16 Ui 3R 8 wfoerd
2| faRa /wifdwe 3R sruaret /AR gwa /et & for sfiiead e o igAd: AR @) &F |Ed1 1, 2, 3, 5, 6, 12,
13, 14 3R 15 R YrRIHE GeaT URRRITTA YOIell 3R : geAT Uy YoTell WR HHY: fedad SIFd @1 12 Tiaer iR 4 wiie
2| s /wifdwe <R sRudral /AR 2/ fafe & forg sifdiea erea @M &wR /SR 5 U sieifufed ger gl
& forg BHY: PR siferdad 4 @1 16 U IR 8 HioRK & T o™ Hed ST 4ol B 30 e #Md §Y Al ()
@ FTAR FIOAT B TS 7 |

@ for Awa # fafwiar el dem @1, R e @ sraadr & o ge St WY @ o /fagg axar ® @@
et /ARG 8/ faafiea & forg ifdiaam sgasrr o 16 Uferd ad gfaEfd g9 |

@ [ @ Rk (@) 4 Ffdc afe =@ om, fedl N w0 4 8, §ga ok god U 9, of-adl A ST
i /| / fafemieeli / Sl / faaRvrddiel / SRadtell §RT ‘Seeide & U H AT QM 3R Sfar awqu S R=m, 1955
& 3T SIURTISH, 2013 & SUGHl & Iocted o JIRAIGH Aled IUYH BRATS B BT QR BT |

10. T IW FId & TE ARG ST 39 IRgET @ dhE ¥ @ vE af @ qafy @ forg v S| afe feed emm
SRR T e e B g |

[@i. /180 /48 /2017 /1. H0 8(48) /2017 /Sl / GdIdIY —f&dl11]
s R, el
MINISTRY OF CHEMICALSAND FERTILIZERS
(Department of Phar maceuticals)
(NATIONAL PHARMACEUTICALSPRICING AUTHORITY)
ORDER
New Delhi, the 16th August, 2017

S.0.2668 (E).— Whereas the Nationa Pharmaceutical Pricing Authority (NPPA) was established by
Resolution No. 33/7/97-Pl.I1 dated 29th 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 (Prices
Control) Order (DPCO); and whereas the Government of India by S.O. 1394(E) dated 30th 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 powersin
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. Whereas the Hon' ble Supreme Court of India by order dated
12th November 2002 in SLP no. 3668/2003 (Union of India vs. K.SGopinath& others) directed the Government to
ensure that lifesaving drugs do not fall out of price contral;

03. And whereas the Hon'ble Supreme Court of India in its judgment in Glaxo India Limited vs. UOI reported in
(2014) 2 SCC 753, while dealing with the implementation of notified prices of drugs for the benefit of consumers,
referred to the prefatory statement made by the Hon' ble Supreme Court in Cynamide India Limited (1987) 2 SCC 722
as worth noticing, wherein the Court observed:
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“2. Profiteering, by itself, is evil. Profiteering in the scarce resources of the community, much needed life-sustaining
foodstuffs and life-saving drugs is diabolic. It is a menace which has to be fettered and curbed. One of the principal
objectives of the Essential Commodities Act, 1955 is precisely that. It must be remembered that Article 39(b) enjoins a
duty on the State towards securing ‘that the ownership and control of the material resources of the community are so
distributed as best to subserve the common good”

04. And whereas Ministry of Health and Family Welfare vide its S.O. 1468 dated 6th October, 2005, has notified the
orthopedic implants as ‘drugs’, the DPCO, 2013, is applicable to all notified drugs (including notified devices) and
NPPA is mandated to monitor the prices of these drugs under paragraph 20, so as to ensure availability of such drugs
(i.e. notified devices) and also ensure that no unethical profiteering is happening in case of any drugs (i.e. notified
devices) at the cost of patients. It is noticed that orthopedic-knee implants are having unjustified, unreasonable and
irrational high trade margins leading to their exorbitant prices which affects the out of pocket expenses of patients and
lakhs of patients are not able to pay for arthroplasty procedures because of these exorbitant prices and suffering in
pain; and whereas the estimates of such patients requiring arthroplasty intervention, both diagnosed and undiagnosed,
is about 1.5 to 2 crores out of which only about 1 lakh plus well off patients are in a position to pay for it every year
and whereas ‘osteoarthritis is likely to become fourth leading cause of disability by year 2020’ as per the W.H.O
Bulletin,2003 ,81,(9) and India is likely to be one of the leading countries of such immobilized citizens in terms of
numbers; and whereas preventing such a scenario is essential inindividual aswell as national interest;

05. And whereas the Government is under constitutional obligation to provide fair, reasonable and affordable price for
orthopedic implants and therefore its immediate intervention is imperative to check unethical profiteering and
exploitive pricing at the cost of the patients in an unregulated market; and whereas Paragraph 19 of the DPCO, 2013
inter-alia authorizes the Government, in extraordinary circumstances, if it considers necessary so to do in public interest,
to fix the ceiling price or retail price of any drug (i.e. notified devices) for such period, as it deems fit; and whereas
based on the above assessment the extra-ordinary situation in the case of knee implants does exist;

06. And whereas price fixation notifications issued for certain drugs under paragraph 19 of the DPCO, 2013 by the
NPPA on 10th July 2014 have been upheld by the Hon’ble High Court of Bombay in its judgment and order dated
26th September 2016 in W.P.(C) No. 2700 of 2014 (Indian Pharmaceutical Alliance vs. Union of India) wherein the
Hon'ble High Court, inter-alia, observed:

“20. ... when such failure is considered in the context of role the pharmaceuticals playin the area of public
health, which is a social right, the Government intervention becomes necessary especially when exploitive
pricing makes medicines un-affordable and beyond the reach of most and also puts huge financial burden in
terms of out of pocket expenditure on healthcare....”

And whereas SLP (C) 30089/2016 filed by Indian Pharmaceutical Alliance challenging the aforesaid judgment and
order has been dismissed on 24th October, 2016 by the Hon’ ble Supreme Court of Indig;

07. And whereas NPPA carried out an exhaustive stakeholder’s consultation on the issue of exorbitant cost of
orthopedic knee implants and excessive trade margins and analysis of ‘trade margins' in the market of knee implants
was uploaded in public domain for the sake of transparency and in the spirit of people’s right to information.

08.Whereas, the NPPA in its Authority meeting held on August 10, 2017 which continued on August 14, 2017 after
duly examining in detail, deliberating and considering al available information/data/viewpoints and all relevant
options for price fixation of orthopedic knee implants, under present extraordinary circumstances of a failed and
exploitative market because of information asymmetry between the patient and heathcare delivery system has
decided that it is necessary to control the excessive trade margins for fixing ceiling price of orthopedic knee implants
which isfair and reasonable based on itsintrinsic value of the implants with rational margins to protect public interest.

9. Now, therefore, in the exercise of the powers delegated by Government of India in the Ministry of Chemicals and
Fertilizers under paragraph 19 of the DPCO, 2013 by S.O. No. 1394(E) dated 30th May, 2013, the NPPA, having been
satisfied that in view of extraordinary circumstances as explained above, finds that it is urgently necessary to do so in
public interest, hereby fixes and notifies the ceiling prices of orthopedic knee implants for knee replacement system,
along with the notes, as specified herein below to be effective from August16, 2017, the date of its gazette notification:
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AR <hl TSTAA ¢ STHYRT

TABLE
Sl.  |Orthopedicknee |Component Feature/Material of theknee Units Ceiling
No. [Implant system implant (In Price
Number) | (InRs)
@ @ (©) (4) ©) (6)
PRIMARY
1.  |Primary knee Femoral component by Titanium aloy (al variants) coated 1 38,740
replacement system |whatsoever name/specification
2. |Primary knee Femoral component by Oxidized zirconium (OxZr) alloy 1 38,740
replacement system |whatsoever name/specification |(all variants)
3 |Primary knee Femoral component by Hi-flex 1 25,860
replacement system |whatsoever name/specification
4 |Primary Knee Femoral component by Cobalt chromium (CoCr) dloy (all 1 24,090
replacement system (whatsoever name/specification |variants)& other than at serial no
1,2and 3
5  |Primary knee Tibial component or Tibia tray Titaniumaloy (& it'sall variants) 1 24,280
replacement system |by whatsoever coated
name/specification
6  |Primary knee Tibial component or Tibial tray |Oxidized zirconium (OxZr) aloy 1 24,280
replacement system |by whatsoever
name/specification
7  |Primary knee Tibia component or Tibial tray |Cobalt chromium (CoCr) dloy & 1 16,990
replacement system |by whatsoever other than at Serial no 5 and 6
name/specification
8  |Primary knee Articulating surface or Insert by /Any Material 1 9,550
replacement system |whatsoever name/specification
9  |Primary knee Patella by whatsoever Any Materid 1 4,090
replacement system [name/specification
10 |Primary knee Component having Tibial tray |Polyethylene or crosslinked 1 12,960
replacement system |and Insert combined assingle  |polyethylene or highly crosslinked
unit by whatsoever polyethylene or any other material
name/specification
11 |Primary knee Components having Tibial Tray Tibia: Metalic 1 26,546
replacement system |and Insert combined assingle  ||psert: Polyethylene or Cross-
unit by whatsoever name called ||inked polyethylene or highly cross-
linked Polyethylene or any other,
material
REVISION
12 |Revison Knee Femoral Component by Any materia 1 62,770
Replacement system\whatsoever name/specification
13 |RevisonKnee Tibial component or Tibial Any materia 1 31,220
Replacement system Tray by whatsoever
name/specification
14 |RevisonKnee Articulating surface or Insert by /Any material 1 15,870
Replacement system\whatsoever name/specification
15 |RevisonKnee Patella by whatsoever Any material 1 4,090
Replacement system name/specification
Note:

a) The ceiling prices specified in column (6) of the above table shall be applicable from the date of publication
of this notification in the Gazette of India Extraordinary and shall also be applicable to al the stocks of knee
implants available for sale in the trade channel.

b) All manufacturers shall comply and implement the ceiling prices mentioned hereinabove under the applicable
category and serial number irrespective of being cementable, uncementable, gender specific or unisex. The
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manufacturer of uncemented implants, however, may approach NPPA with supporting documents, for
fixation of separate ceiling price or retail price.

Specia orthopedic knee implants for cancer/tumor etc will follow the prices of revision surgery. However, if
the import prices are higher than the ceiling price of such implants, manufacturers may add a total margin of
maximum 30 percent over the import price of the first batch of such implant launched in India as the ceiling
price for 45 days from the issue of this notification and apply to NPPA for aretail price notification at the
earliest.

All manufacturers of knee Implants, selling branded or non-branded or both versions of implants at prices
higher than the ceiling price (plus goods and services tax as applicable) so fixed and notified by the
Government, shall revise the price of all such implants downward not exceeding the ceiling price specified in
column (6) in the above Table, plus goods and services tax as applicable and paid, if any.

All manufacturers/marketers of knee implants having MRP lower than the ceiling price specified in column (6)
in the above Table plus goods and services tax as applicable, if any, shall continue to maintain the existing
MRP in accordance with paragraph 13 (2) of the DPCO, 2013.

The manufacturers may add goods and services tax and no other charges in the calculation of MRP, if they
have actually paid such taxes or if it is payable to the Government on the ceiling price specified in column (6)
of the above said Table in paragraph (9) of this order.

The ceiling price for a pack of implant shal be arrived at by the concerned manufacturer/importer in
accordance with the celling price specified in column (6) of the above Table as per the provisions under
DPCO, 2013.

The Ceiling prices mentioned in Table hereinabove are inclusive of al components and consumables, which
are used in the knee implant procedure and remain in the body of the patient

The manufacturers under Paragraph 24 of DPCO, 2013 shal issue price list in Form-V as prescribed in
Schedule I of the DPCO, 2013 to the NPPA online through Integrated Pharmaceutical Database Management
System (IPDMS) along with a hard copy and submit a copy immediately to all State Drug Controllers and all
its distributors/deal ers/orthopedic healthcare ingtitutions.

In accordance with paragraph 24(4) of DPCO 2013, every distributor, dealer and ingtitution shall display price
list and the supplementary price list, if any, as furnished by the manufacturer/importer, 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.

Wherever ingtitutions such as hospital nursing homes/clinics performing orthopedic surgical procedures using
knee implants are billing directly to the patients, they shall be required to comply with the ceiling prices
notified hereinabove and follow the applicable provisions of the DPCO, 2013 including (j) herein above.

No hedlthcare institutions such as hospitals/nursing-homes/clinics performing orthopedic surgical procedures
using knee implants shall solicit any patient to purchase knee implants from it, in case, the patient is interested
in procuring such implant from any other third-party sources.

All the manufacturers will continue to ensure the availability of all the brands of implants and ensure that no
disruption is caused in the supply chain because of printing new MRPs.

Institutions such as hospitals/nursing homes/clinics utilizing knee implants shall specificaly and separately
mention the cost of the knee implant component-wise along with its brand name, name of the
manufacturer/importer/batch no./specifications and other details, if any, in their estimate/performa
invoice/fina-billing, etc. to the patients or their representatives.

The 'manufacturer' for the purpose of this order means any person who manufactures or imports or market
drugsi.e. notified devices such as knee implants for distribution or salein the country.

Any person who imports knee implants directly without having registration certificate (RC) in Form 41 issued
under Drugs and Cosmetics Act, 1945 and Rules, thereunder in its own name and does it under Form 10
license issued on the undertaking given in Form 9 by another person having RC in Form 41, issued under
Drugs and Cosmetics Act, 1945 and Rules, thereunder, shall be construed as ‘distributor’ for the purpose of
this order under the DPCO, 2013. Such distributors will need to approach NPPA to get special ceiling price
before the product launchin India.

Any manufacturer or institution or person not complying with the ceiling 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 ceiling prices as specified in para 9 of the order are inclusive of trade margin which is sacrosanct and no
additional charge, whatsoever, over and above the ceiling price specified hereinabove, in the price notification
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shall be charged from the consumer/patient except applicable goods and services tax, if any, paid or payable.
The maximum trade margin permissible for distributor/stockist and hospitals/nursing homes/clinics is 16
percent and 8 percent of ceiling price respectively for primary knee replacement system at serial no 4,7,8, 9, 10
and 11 of the Table. The maximum trade margin permissible for distributor/stockist and hospitals/nursing
homes/clinics is 12 percent and 4 percent of ceiling price respectively for primary knee replacement system
and revision knee replacement system at serial no 1,2,3,5,6,12,13,14 and 15 of Table The maximum trade
margin permissible for distributor/stockist and hospitals/nursing homes/clinics is 16 percent and 8 percent of
computed ceiling price respectively for Special orthopedic knee implants for cancer/tumor whose ceiling price
has been computed as per note (c) considering import price plus 30 percent.

s)  Where, the manufacturer supply/sell knee implant directly to the orthopedic healthcare institutions, without
involvement of any distributor, then the maximum trade margin for hospitals/nursing homes/clinics shall be
restricted at16 percent.

t) Trade margin in excess of specified in note (r) and (s), in whatsoever form, shall be construed as ‘violation' by
the ‘ person/institutions/manufacturers/importers/ distributors/hospitals’ involved in the transactions, jointly and
severaly, and shal be liable to appropriate action including prosecution, for violation of the provisions of the
DPCO, 2013 under the Essential Commodities Act, 1955.

10.  The ceiling prices fixed hereinabove shall be maintained for a period of one year from the date of this
notification, unless revised by another gazette notification.

[PN/180/48/2017/F.No 8(48)/2017/DPINPPA/Div 1]
BHUPENDRA SINGH, Chairman
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