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AT, 4461(37).—alh TEIT AT Lo T TIAFHTOT (TAATT) At TITIAT G771 29 97e,
1997 AN 3I¥ 394 HATAT il Fear 33/7/97 /-HTes-| H AT T & HFheq gl ge o8 SEd a7
FTAT % FTI-ATT Tk Ao o AT % qoat #1 FEa F3ar o 399 g ate aaarar it streEen
AT, AR FE AT, 3T T-sTEaa qaret s ARttt & qear & A w7 qor sty (g
orert=on), straer (STAETST) F TGl % FTead" 6 a@ g HedAT AT 2|

2. Y S fe=rs 30 92, 2013 & TETAT 3f¥ IA94F HATAT F H1.30 1394 (37) F ATAW ¥,
AEALTF FE ATAHIH, 1955 FT g7 3 3T 5 FRT T& ARRAT T TART Fd g0 S r1ew, 2013,  [AfHfEE
97 & "y § orf<har U g1 o g g i A U g I 1S9 o 4T 19 T TR AT
STTET 9o 2|

3. T wat*h fU=ger a1 auf § udiens @ma § gfs, Sored ama § iy, s = %
aRumaEaEy fafee safaet & stesaw fiuar & iz &g vahfie § sraea v g1 @ 2 s asg |
Hatera FaTet & IcuTad o7 A # erfeewar e g1 Fafaa #7 Feaa & 6 Srdfiefen, 2013 F 4T 19 %
Ted T ST AT ol ATIFHAH h T | Flag il AT

4, 3T Sath foATr 21.01.2019 Fit o9t 62 AF 92 § AT T Srdete, 2013 % §TE 19
F Tgd ATHaT HHd il Tod g T TRT FId g0 FRTArsi/Hmarat & qreq UH 49 saadi 92 a=e-ame
o, Rorew 72 At anfeer 8, siw s i adyear % forw 19 AR v ot foee a2

6416 GI/2019 )]



2 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(ii)]

5. 3T &t TANTU F faqiEw 27 A1, 2019 FT AFST AGAT 65 AT 95F H Aa9qF ATIEE,
ATeEF AT o AT § [GEETT 3T Iqeey Ao affs, & A€ 92 SrdErar 2013, & 27 19 & dga
AT T ST A % forw ws gtafa =1 woa frar 8 ad Aees (geg Ryt F 990ee % agd aargse
(ARTA), TATEHIE SISHTUTATH 377 37 ity F=rsre, Sefistems enfae €1 Sraehr it 23.05.2019 7 g4t
Jo% # 7 Frwriver it w2 6 =9 19 fAfRfEfat o Srdiefer, 2013 % @21 19 % 98d go7 gf5 F forw T
TRIT STT TRt g TR 39 aTell il STeTserdl &l A 19=d [ohaT ST 9l

6. ¥ Safe TaddiT  fai® 25.06.2019 =1 AT ot 68 A do% § TN, 2013 &
97T 19 % qEd AT & A= & forg wieq afafa v Rrertert £ = 7 sfiw 7mwer w GEe-fmd #1 %
F1g faragEs A= o & Srdfieten, 2013 §37 19 F dga sfesaw qeat § 9fE gq 7 a5 #s ffaea g
ST 7 &1 Frs wrge Aeifid o @ §) Jagam, f@awer & e a2 faqiE 25.06.2019 F s ST
68 A Sz | Framar 7 12 ATt #r erfefore frm s U7 79et F 918 g9 a1 a-a<iai/ATIorTer
I¥ ANEeE % forw wamft agdir g9t s S| IdTe 9t ((TEEHuuauEd), S ST v 9
TLHTL Tl HIHAT AT

7. T St TEHUuRT=AT 9 G 07.11.2019 & ARSI 15T AATT 6 g0 doF H
formrfer #it off 3 adwm srfermaw qoat & UF a1 # 50% Ffg HF Fqata e SdEfte, 2013 F 7 19 %
Ted o7 Ifa F o yeqa forg o 12 Rttt % geat o e & gt #3 fit sraegesar 81 =9 ara i
rerteer o i 72 off & vAdhT 9o 3t & o o stfas AR ai/smgEt i ST F:T 96T g &Y
ITTERT &l eI HE FhdT gl

8. v Safe, fawi® 26 799w, 2019 #1477 19 & qgd AHEAT it = % forw wfsq afafa v st
T Jow ¥ 9 et (e tadfifiv T 7, @@ & =g fu ;i sfafes 2 AT
FArEET 50 AR, 3w 100 fomm, weger enferer 8) &t st 611 =fefa F Sgarar & aga & sreifea ama
gt Rt staers 8 @i =aar gor [Fyivor 57 Tamst 7 F#ft a7 Suersaar 7 F10 J81 [T
AT THH AATAT, FATHITSIHA FoHA 6 aT< H AH(A 7 Fgl 1o ¥ SR o FrHa § $8 O i
Tl GIF % ITAT 6 €9 § ATHA g AT AFTF | daqaTe, qHid F e #i & Srdferar, 2013 &
47 19 F qgd aAfewan fwa § i w1 F forw == 9 AR o fBew BT s gwar & =a9% semar 12
EIRICIERIR R R R EE IRl 2 S LR A

9. 3T Wath wANT 7 f9iF 09.12.2019 FT 9«1 71 =t % & SrAETar 2013 F 427 19 F
Ted Taw AR F gor gt % g 9w G-t G siv wer & Sfefer, 2013 F 8719 %
TEd UoT g T o o0 TH Sqia Aot o7 fEe=me fa <1 27 21 S B 9 e aret z9 #
ST T AT g FEEe § 21 TR | srfeenter qavsti # IUAN IUA AT Uge T uie F w7 #{ G
SITAT & 3f¥ 397 F TSI+ TATes FIAHA 6 (o7 Ageaqul &1 F% Fa=al 7 Jqagrddr & HI0 TS il 95
FT9 % forw saee o g1 s srermar, vAadi i i srferger aeft Fwdt aw g@ret it Suesyar gt we
= o 8 3T 77 e oo ot o agetiaar gatea #39 & o gaar it @a< | Jgl ST 1 96T g 8T
Sae F=TH ATeT SEeAF FAT hT T9d Feh, MW TAdT & o0 gL 0T T L@l ATNZT| THT,
TadTdiT #1 7 A § & == AR £ seeEgrar sH§ Rafy w81 gt =z, seit ¥ g9 s J§
SIS BT ST 8 S STAaT #6f Fg97 foshedt 92 qr=e # forw wsiee 3 smar 2

10. 3% Safs TAfT F S5 § ¢ % AisET AT F TqEN AR aenhd qod My g9a qgt
g1 AT-ATE T A0 F e Iooe RRafa &1 grems #3 F forw, aqam sifeewan goq § 50% & 7F aw
#T ToT gfg T qIESAF Zd H§ UH AT U % ®F § T AT @1 g, ST o THEuuHTadt ger
qATE &1 T2 g TEAAT TAIHIT F A ATIHaH o 7 50% Fit TF 997 g I 12 AT 6 hid
sqg i ARt i steeray Frat § g w3 % foro Sdiefier, 2013 % 92 19 & aga aEwtaes g &
STHTETOT erfeRat = oA foram o)

11. AT, AL 9h1T & YA AT 399k WA g1 S feqi® 30 7%, 2013 =T Fr.2m.
1394(37) % T afd sfrwer (e fA==ror) sraer, 2013 3 477 19 FTXT Ta< SAHTLTIT ohdl T TTRT F3d g0
ATASIA [2d § 3T T 37T a4 oA (LT 30T oo Heiaor ITTEhaor) § A1 Th1Y % Aael &
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arfersrr ®, = Y Areeft § sfeafea w@w . 6(0) v 6(3) § fafAfaye #1.ar. . iz Tty & 72 8, 7w
Sroer g [erieor STreEer S f q1oit & | (5) § AMete Afawan Hud & IFd qeol % &9 (3)
ST (4) Fwern: aoeT gfaftedi § fafatase g &9 ud vyeear =i s afgd 39 gt % @9 (2) § fF
FeeqTet witatte § fafRfeee syt Rt & o yos &1, avg vd @91 w2, afw 7 8, 7 GEaT
AterRaw Frad & €97 | Fad w7 2

Tt
#.9. | s At GIF &Y ST TeAdr TS | ATRa® | HIS[ET H.A. 9. i AT
g £\ (=)
(1) (2) (3) 4) (5) 6(7) 6(<f7)
1. | Siefish Sfa gfyssr | 8.75 1485(3r) 29.03.2019
#.9. 95
2. | o dSmamfEtem | S 2amaFRe s | sfads | 17.84 1485(3) 29.03.2019
qT3ET #.9. 96
3. | Sufae dfSemfafafem | Somem 6 @ 7fHe & form g ds | 11.81 1485(3) 29.03.2019
RLSEES #.9. 97
4. | o afafatem TR 10 @@ gRe s form | wfa &= 7.64 1485(%) 29.03.2019
qT3eL F.4. 100
5. | FAAtET et 150 fo. 1 AT 1.16 1485(31) 29.03.2019
.49, 176
6. | TTE et 100 TR, 1 AT 0.35 1485(3r) 29.03.2019
.9, 243
7. | wERETEE et 40 o, 1 AT 0.74 1485(%) 29.03.2019
.9, 344
8. | mEIEHTEE e 10 fam/fafer. 1 fafer. 243 1485(zr) 29.03.2019
F.9. 345
9. | farfAeTirer areat forfare 200 fomm /5 1 fafer. 0.44 1485(zr) 29.03.2019
ot #.9. 555
10. | fdrfaeTier Treft 200 . 1 7Y 0.68 1485(zr) 29.03.2019
#.9. 556
11. | AR Treft 400 . 1 7Y 1.25 1485(zr) 29.03.2019
#.9. 557
12. | ffaemie e 5001/ ./ 100w 1 fafer. 0.20 1485(%) 29.03.2019
.49, 554
13. | uesifa® ufe et 500 . 1 AT 1.34 1485(%) 29.03.2019
(Frertae =) F.5. 74
14, | Fr-fearaarsirer T 400 3T, (W) +80 1 AT 0.77 1485(31) 29.03.2019
(FemrTRetFTSe (U) | A (3 w9, 227
+ feaentsm (3)]
15. | r-fewrarmmsirer et 800 &I, (W) +160 1 AT 1.98 1485(31) 29.03.2019
(FesmTRetFTSe (U) | . (3 #.9. 228
+ fraentsm (7))
16. | Fr-fedraTse s forfae 2001/, (7) + 1 farfer. 0.32 1485(%) 29.03.2019
(FemTH TS (U) | 40fF. (<) / 5 e *.9. 226
+ fraentsm (7))
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17. | SR ZoraerT 22.75 fomm. /e 1 fafer. 1.67 1485(31) 29.03.2019
(10 fafer &t o) #.9. 639

18. | ®fAwETEA oo 22.75 fomm. / fafen (2 | 1 fafer. 2.24 1485(31) 29.03.2019
fafer e o) #.9. 638

19. | o= I 1% 1 fafer. 4.92 1485(31) 29.03.2019
F.9. 672

20. | FATHSTHTSA Foger 50 . 1 e 2.13 1485(37) 29.03.2019
.9, 199

21. | FATHSTHTSA Foger 100 fo. 1 e 3.63 1485(37) 29.03.2019
.9, 198

(m

(=)

()

(=)

(®)

(1)

(=)

WHR gRT 39 IR g @1 18 3R afgfad &) 18 aifredq ev@ (@7 955 @ Qa1 @<, <l
@y &) 9 e s wr sgyfaa fafafifoal @ gids a1 99Rs® a1 Af wuia’l & 949 W@
ayfaa fafafifaY @ af fafwfar, Swea areft & @@ (5) o affa ffrean @va (@9 9
Ud 9ar &x, ot o] &) 9 fre aft o fRfaffaay @ Sma &1 seyE g w3

Frfietar, 2013 F 927 13 (2) F WTaeTH FHA: FHiw (2) e (3) A featua gaw 7 waoar F ary
At & ey & Ftaw (5) § e sfemaw g7 9 an] 981 g

R frufaren 3 SWdd aRvll & w9 (5) 4 aftfa fredd $d R WRER &1 add § qIaE
foar € a1 g8 Q¥ 2 A1 4 9% UG WAl IR Bl WIS Gad o |

v (Yea frEzwn) e, 2013 & RAMG 11 § Ry ¢ yraum=l & qgad @wfoa fafaen &
Sugad vl & wWw (5) A fafafds sffrean ama & smar w sgyfaa el @ 49 & fag
Jftrean a FraflRa 3| FEfar sivg (qea ) e, 2013 & RATE 24 & d8d BH-V d
AR @ aE 4§ ARNIITICE & JegH 8 WA GINNY Bl U6 Jed Al Al X a2 Saa)
BIdY sy Al fFramel ik faftiar faavel & ol &3 |

v (Yea =) Qe 2013 & URT 24 (4) & IUSHT B ITAR YAPD B fJadr AR faaws
faftar g1 fRw v wu ¥ ¢ uRER, 98T dRIER &1 59 YbR fHar o1 <=1 @ & S99 wmsf ©
sgd o aafda & Ay uga maE @l 98 Sua 6 "ewged 9rT R sHd gd! 3k e g,
Ife ®I$ B, & wyshRia s

SWga aroll § den—fafifds e a1 ysaar a1 <491 @ @i sgygfaa fafafifa 1«18 wigan
fafmtar sitwer @ fFRIF0T 3w, 2013 @ URT 2(Y) @ ITIAR Pis 3 NS S @9 HRar 2 o ¢H
Hisger faffmiar @1 sitwe (qea FrRIF0) aRe 2013 @1 IGYA-1 & siava Jon faffdse wH-1 9
iy &1 ¢t 9 3wl @ qd eu IrgHIeT g e HIAT BN

Sygqd sgygfaa fafafifoay & Sacs/amaa ik i @& wweg 4 fufaeny &1 sitvg (qea
frriFon) e, 2013 & A [ @ wid [ &1 nShidigagd & areas § wxax iy &1 &v foasmd
@ RAid yxga &3 Sudad srgyfaa fafafifaat @ fmior &1 #1g fefar Saea s &3 &1
$gd Bl dl FUS I AN &I FGTd A | 39 G d R ayfuaa faffifry @
I 3R AT Bl 977 X & §98F 8 dl 95 s @ [y 4 8 787 vgad agqgd 11 &
B [V § W) gy &1 gy&ga S|

fafrmtar, Swied of¥a aoll 4 el affreaw ea ik wal &1 ure 18 ot @ a1 4 smawds
FE¢ rfSrfraw, 1955 @ @ ufsa Srffan, 2013 @ yraal & w9 wfead afrgwRa af¥r &t
ST B & forg ScaverY B8

39 AT # SWidd IRl & wWH (2) # @ acrr gyfafie #§ fafafdse o fafafifoal @ daf ot
Afrepad e a8 @ aRvImREy, sifedn a1 g o faiRa smaw afe <1 8, o e
39 QY ¥ yd &N U @, W@d: & AT 81 W |

[®1. 9./203 /71/2019 /U6 /BI1. ¥. 8(71) /2019 / 1t / gfidiu—fed)-11]
ga-eild ¥, WERe feue
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MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
(NATIONAL PHARMACEUTICALS PRICING AUTHORITY)
ORDER
New Delhi, the 13th December, 2019

S.0. 4461(E).—Whereas the National Pharmaceutical Pricing Authority (NPPA) was
established vide the Resolution of the Government of India in the Ministry of Chemicals and
Fertilizers No. 33/7/97-PLI dated 29th August, 1997, inter-alia, to fix prices and notify the changes
therein, if any, of bulk drugs and formulations, monitor the prices of non-scheduled drugs and
formulations and oversee the implementation of the provisions of the Drugs (Price Control) Order
(DPCO).

2. And whereas the Ministry of Chemicals and Fertilizers vide S.0.1394 (E) dated the 30th
May, 2013, in exercise of the powers conferred by Section 3 and 5 of Essential Commodities Act,
1955 has delegated the powers in respect of specified paras of the DPCO, 2013, including para 19 of
the said Order to be exercised by the NPPA on behalf of the Central Government.

3.  And whereas NPPA has been receiving applications for upward price revision under
para 19 of DPCO, 2013 since last two years citing various reasons like increase in API cost, increase
in cost of production, exchange rates etc. resulting in unviability in sustainable production and
marketing of the drugs.

4. And whereas NPPA in its 62nd meeting dated 21.01.2019, deliberated upon 49 such
applications consisting of 72 formulations, received from manufacturers/marketers seeking upward
revision of ceiling price under paragraph 19 of DPCO, 2013 and shortlisted 19 formulations for
further examination.

5. And whereas NPPA in its 65th meeting held on 27th March, 2019 constituted a
committee comprising Adviser (Cost), Adviser DGHS and Deputy Drug Controller, DCGI under the
convenorship of Director (Pricing), NPPA for examination of cases under para 19 of DPCO 2013
based on parameters of essentiality, market share of the applicant company and available alternatives
etc, which in its pnd meeting dated 23.05.2019 recommended that these 19 formulations could be
considered for a upward price revision under para 19 of DPCO, 2013 to ensure availability of these
medicines.

6. And whereas NPPA in its 68th meeting held on 25.06.2019 examined the
recommendations of the Committee constituted for examination of cases under para 19 of DPCO
2013 and after deliberating upon the matter at length took a view that the revision of ceiling prices
under para 19 of DPCO 2013 should be undertaken only in exceptional circumstances as there is
neither a precedent nor any formula prescribed for upward revision of ceiling prices under para 19 of
DPCO, 2013. Accordingly, NPPA in its 68" meeting held on 25.06.2019 based on the analysis,
further shortlisted 12 formulations and referred the issue to the Standing Committee on Affordable
Medicines and Health Products (SCAMHP), Niti Aayog, Government of India for guidance on the
modalities/ methodology to be followed for such cases.

7. And whereas SCAMHP in its 2™ meeting held on 07.11.2019 recommended that there
was a need to revisit the prices of the 12 formulations presented to it for upward price revision under
para 19 of DPCO 2013 by allowing one-time 50% increase from the present ceiling price. It was also
recommended that NPPA may examine any other additional formulations/ molecules for upward
price revision and present to the Authority.

8. And whereas, the Committee constituted for examination of cases under Para 19 in its
3rd meeting dated 26th November, 2019 examined the 9 formulations (including 7, earlier deferred
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by NPPA, and additional 2 formulations Clofazimine 50mg & 100mg capsules) for upward price
revision under para 19 of DPCO 2013. The committee reiterated that the seven Scheduled
formulations recommended earlier are essential and pricing of these shouldn’t be reason for shortage
or unavailability of these medicines. Further, regarding Clofazimine capsules the committee noted
that these formulations are included in National Program as first line treatment of leprosy and are
essential. Accordingly, the committee recommended that these 9 formulations can be considered for
revision of ceiling price under para 19 of DPCO, 2013 in addition to the 12 formulation already
being considered.

9. And whereas, NPPA in its 71 meeting dated 09.12.2019 deliberated upon the case of
upward price revision of the twenty one formulations under para 19 of DPCO 2013 and noted that
the twenty one scheduled formulations being considered for upward price revision under para 19 of
DPCO 2013 are low priced drugs and have been under repeated price control. Most of these drugs
are used as first line of treatment and are crucial to the public health program of the country. Many
companies have applied for discontinuation of the product on account of unviability. Further, the
mandate of NPPA is to ensure availability of drugs at affordable prices and it was noted that while
ensuring affordability, access cannot be jeopardized and the life saving essential drugs must remain
available to the general public at all times. Therefore, the NPPA is of the considered view that
unviability of these formulations should not lead to a situation, where these drugs become
unavailable in the market and the public is forced to switch to costly alternatives.

10. And whereas, NPPA is cognizant that as per the prevailing policy, cost based pricing is
not feasible. To address the situation arising due to repeated price control, one time price increase of
50% from the present ceiling price is being considered in public interest as an exceptional measure as
advised by SCAMHP. Accordingly, NPPA invoked extra ordinary powers in public interest under
para 19 of DPCO 2013 for upward revision of the ceiling prices of the twenty one scheduled
formulations of 12 drugs by giving one time increase of 50% from the present ceiling price.

11. Therefore, in exercise of extra ordinary powers in public interest, conferred by paragraph
19 of the Drugs (Prices Control) Order, 2013, read with S.O. No. 1394(E) dated the 30th May, 2013
issued by the Government of India in the Ministry of Chemicals and Fertilizers, and in supersession
of the Order(s) of the Government of India in the Ministry of Chemicals and Fertilizers (National
Pharmaceutical Pricing Authority) S.O. Number and date specified in column no. 6(a) & 6(b)
mentioned in the table below, the National Pharmaceutical Pricing Authority, hereby fixes the prices
as specified in column (5) of the Table below as ceiling prices exclusive of goods and services tax
applicable, if any in respect of the Scheduled formulations specified in the corresponding entry in
column (2) of the said Table with the dosage form & strength and unit specified respectively in the
corresponding entries in columns (3) and (4) thereof:

TABLE
SI. | Name of the Dosage form & Strength Unit Ceiling Existing S.0. No. & Date
No. | Scheduled Price
Formulation (Rs.)
@ (2) 3) C)) (%) 6(a) 6(b)
1. | BCG vaccine Each Dose 8.75 1485(E) 29.03.2019
S1. No. 95
2. | Benzathine Powder for Injection 12 lac Each Pack 17.84 1485(E) 29.03.2019
benzylpenicillin units S1. No. 96
3. | Benzathine Powder for Injection 6 lac units | Each Pack 11.81 1485(E) 29.03.2019
benzylpenicillin Sl. No. 97
4. | Benzyl penicillin Powder for Injection 10 Lac Each Pack 7.64 1485(E) 29.03.2019
Units Sl. No. 100
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5. | Chloroquine Tablet 150mg 1 Tablet 1.16 1485(E) 29.03.2019
Sl. No. 176
6. | Dapsone Tablet 100 mg 1 Tablet 0.35 1485(E) 29.03.2019
S1. No. 243
7. | Furosemide Tablet 40 mg 1 Tablet 0.74 1485(E) 29.03.2019
S1. No. 344
8. | Furosemide Injection 10mg/ml 1 ml 2.43 1485(E) 29.03.2019
S1. No. 345
9. | Metronidazole Oral Liquid 200 mg/5ml 1 ml 0.44 1485(E) 29.03.2019
S1. No. 555
10. | Metronidazole Tablet 200 mg 1 Tablet 0.68 1485(E) 29.03.2019
S1. No. 556
11. | Metronidazole Tablet 400 mg 1 Tablet 1.25 1485(E) 29.03.2019
S1. No. 557
12. | Metronidazole Injection 500mg/100ml 1 ml 0.20 1485(E) 29.03.2019
Sl. No. 554
13. | Ascorbic Acid Tablet 500 mg 1 Tablet 1.34 1485(E) 29.03.2019
(Vitamin C) S1. No. 74
14. | Co-trimoxazole Tablet 400 mg(A)+80 mg(B) 1 Tablet 0.77 1485(E) 29.03.2019
(Sulphamethoxazole S1. No. 227
(A)+Trimethoprim
(B)]
15. | Co-trimoxazole Tablet 800 mg(A)+160 mg(B) 1 Tablet 1.98 1485(E) 29.03.2019
(Sulphamethoxazole Sl. No. 228
(A)+Trimethoprim
B
16. | Co-trimoxazole Oral Liquid 1 ml 0.32 1485(E) 29.03.2019
(Sulphamethoxazole | 200mg(A)+40mg(B)/5ml SI. No. 226
(A)+Trimethoprim
B
17. | Pheniramine Injection 22.75 mg/ml(10ml 1 ml 1.67 1485(E) 29.03.2019
pack) Sl. No. 639

18. | Pheniramine Injection 22.75 mg/ml (2ml 1 ml 2.24 1485(E) 29.03.2019
pack) Sl. No. 638

19. | Prednisolone Drops 1% 1 ml 4.92 1485(E) 29.03.2019
S1. No. 672

20. | Clofazimine Capsule 50 mg 1 Capsule 2.13 1485(E) 29.03.2019
S1. No. 199

21. | Clofazimine Capsule 100 mg 1 Capsule 3.63 1485(E) 29.03.2019
S1. No. 198

Note:

(a) All manufacturers of scheduled formulation, selling the branded or generic or both the versions of scheduled
formulations at a price higher than the ceiling price (plus goods and services tax as applicable) so fixed and
notified by the Government, shall revise the prices of all such formulations downward not exceeding the
ceiling price specified in column (5) in the above table plus goods and services tax as applicable, if any.

(b) The provisions of para 13(2) of DPCO 2013 would not be applicable on the ceiling price specified in column
(5) in respect of the formulations with dosage & strength mentioned in column (2) and (3) respectively.

(c) The manufacturers may add goods and services tax only if they have paid actually or if it is payable to the

Government on the ceiling price mentioned in column (5) of the above said table.
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The ceiling price for a pack of the scheduled formulation shall be arrived at by the concerned manufacturer
in accordance with the ceiling price specified in column (5) of the above table as per provisions contained in
paragraph 11 of the Drugs (Prices Control) Order, 2013. The manufacturer shall issue a price list in Form—V
from date of Notification as per paragraph 24 of the DPCO, 2013 to NPPA through IPDMS and submit a
copy to State Drug Controller and dealers.

As per para 24(4) of DPCO 2013, every retailer and dealer shall display price list and the supplementary
price list, if any, 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.

Where an existing manufacturer of scheduled formulation with dosage or strength or both as specified in the
above table launches a new drug as per paragraph 2 (u) of the DPCO, 2013 such existing manufacturer shall
apply for prior price approval of such new drug to the NPPA in Form I as specified under Schedule-II of the
DPCO, 2013.

The manufacturers of above said scheduled formulations shall furnish quarterly return to the NPPA, in
respect of production / import and sale of scheduled formulations in Form-III of Schedule-II of the DPCO,
2013 through IPDMS. Any manufacturer intending to discontinue production of above said scheduled
formulation shall furnish information to the NPPA, in respect of discontinuation of production and / or
import of scheduled formulation in Form-IV of Schedule-II of the DPCO, 2013 at least six months prior to
the intended date of discontinuation.

The manufacturers 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.

Consequent to the issue of ceiling price of such formulation as specified in column (2) of the above table in
this notification, the price order(s) fixing ceiling or retail price, if any, issued prior to the above said date of
notification, stand(s) superseded.

[PN/203/71/2019/F/F. No. 8(71)/2019/ DP/NPPA/Div-1I]
PRASENIIT DAS, Asst. Director
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