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Minutes of the 151% and 19" mecting of Autherity woder DPCO; 20013 held on _llr"

lecembaer, 2014 af 12.00 Noon

B =+ B i i - i i \ il N .
fhe 151% overall meeting of the Authority, which is the 19" under the DPC0. 2013 was
held en 107" December, 2014 al 12.00 Noon under the Chairmanehip of Shri Injeti Srinivas.

Chairnaan, NPPA The following members of the NPPA were present:-
(1] Shr Anut Khare. Member Secretary, MNEPA

arltment ol

{11} D, G M. Singh, Member {Ex-Qfficie), Drug Contraller Ger
Health & Family Welfare e

il D KoL Prasad. Mdember (Ex-Oflicin), Adwiser, Boonmnic Drasion, Deplh o
Economic Affairs. .

fiv)  Shri .M. Kavshal, Member (Ex-Cificio). Dincctor (Cost], Deptl. of Espendilurs

Mimisiry of Finance.

The [ollowing officers also attended the meeting and assisted the Auithority in its deliberations-

{21 U'rom Department of Health & Family Welfare

(i Shri B Chondrashekar, Deputy Drieg Controlier
(ul Smi Rubina Boze, Asstt, Drug: Controlle
(b} From NPPRA E
(n Shr ALK, Gautam, Adwvizer (Jest)
(W Shri LalSanglar, Durscton (Cserchyrging, 11
(1) Shri Jagdish Kumar. Divecis s
fiv) Shei A Khueana, Dircems (Preing & Admea )
v} St Maresl Arya, Dy, Dvecios {5 os)
(vi)  Shri Suneel Chopra, Dy, Director (Legal)
.



mirmian, NPPA welcomed all the members present in the meeting
1 Agenda Hem no. 1; Confirmation of Minutes of the 15" Meeting beld on 15.9,2014

14 Members of the Authority wha participated in the |50™ and the 1g% Meeting under

DPCO. 2013 coanfirmed the minutes of the meeling
o Apends Hem no. 2: Aetion Taken Report
.0 MNoted

2.1 The Authority desired thay the tepresentationsireviews  filed, |f any. ‘apainst the
natifications tssued‘approved dunng the Previous authority meeting, may also be informed i

future, !

3. Agenda Item no. 3: ltemy of price fixation for Scheduled formulations under IE]‘{'_‘-D.

013 .

B

=
|

Fhe Authority considered, discussed and approved the prices of hree formulation paclos
for fixing/metifving the ceiling price under Para 4 of DPCO, 2013 based on data funished by
IMS-Health/Pharma Tracfcompanies. Price fixation of N/Z saline or sodium chlonde imjection
0.45%wiv was deferred since s proposed ceiling price was higher than the same of Mormal
Saline [0.9%). The Authority discussed the issue regarding higher ceiling price for lower
strength formulation and decided that a4 proposal for such cases may be sent 0 DOP
recommending that price for such lower strength formulatinng may be fixed on proporicnate

hasis as per approval of DOP or nder para 19 of DPCO 2013,

32 The Authenty considered. dizeussed and Bppraved the: prices of i fonmulation packs
for fixing/motifying the ceiling price under Para 6 of DPCO. 2013 based an the Maonupaly
conditions re where data in fespect of only ane company 15 available

a3 The Table shonwing the prices approved in respect of each such medicine is given below:




“%3 [ ~ Particulars a [ Appro ved Revised Price
: (Price in Hs. ineluding WL
but excl. local taxes)
[ Bleaching Powder [ Teifke
p Ketamine Hydrochloride Injection ' 10.54/inl
__ | Lomg/ml il s =
{ | Zine Sulfate Syrup 2 {Ilmginl e b _ Daliml
i L'pdc:g:_.l_’_llﬁs_ﬁhale S‘-‘T'ﬂ_p‘ 1 ng-’ﬁml __ . 0 'ﬁ_ETJE‘J_I ) |
Dhagepam Suppository Smg. L 5.48/suppository
Efa virenz capsule 80mg 59.50/capsule
Hormaone Reteaé]'rg IUD A= .7 01/ane ;UD
[oding Soiution Bm gfﬁ ml ' . — b3zml
& |Tsosorbide Dinitrate Tablel 20mg | 2000ablet -
14 The Authority discussed and rejected the pnce of one formulabion pack based an the

representation from the manufacturing/marketing company Since the co nditions preseribed under
the pwidelines approved in the 1 501 8™ Authority mesting held on 15092014 for considersibn

of representation Were not complied with.

35  The Chairman briefed the Authority regarding various steps taken by HNPPA to fix prices
of pending formulations which includes writing to State Governrients, State Drug Conirollers,
pharma asspciations, public notice eic and said that WPPA had tried all possible ways. I wis
decided that & note with respect to remaimng formularions whose price data 13 not gvailable, be

gent to DOP informing the status and to geek further advice in this regard.

4. Agenda Hem no. 4 Items of price fixation of the Seheduled formulations listed in

MLEM, 2011 and included in the DPCCE, 2013 as well as DPCD, 1995

4.1 The Authedty discussed and considersd the prices of 11 I:-Lllrlﬂl_']ﬂ.[il:".'l packs which are
"danumon in DPCO 2013 as well as in DECOr 1905, The Autherity discussed the provisions of
Para 10(17 and 10(2) and 16 of DFCO 2013 regarding the fixation/revision of fprices of 51:11E:'||11rr‘l
medicines. It was informed that the Para 10 deals with the pncing of the formuldtions c,me].ctl
under DRCC 1995 ag well 2 included in the DIPCO 2013, The Para 16 dealz wath the pevisin of
the ceiling prices of scheduled farmulations arelee DPCO 2013 irvespective af their inclusion in

DPCO 1983



e Authonty discussed the specific eeiling price (Le. NCP) and ceiling price fixed |

1995 and it wis noted that these ceiling limitd were adhered to while fixing prices unde
2013, for cases under constderation Further, i1 was desiced that io Fature, the ceiling
rces notified under DPCO, 1925 and overcharging cases, if any. may also be indicated in the

a_gerldﬂ - 1

45  The Awhonty considered, discusted and approved the prices of the following |1

formulanion packs for Gxngénonfying the ceiling price under Fasa o and 6 of DPCO, 2013 1

44 A Tdble showing the prices approved in respect of each such medicine is given below:

"8, No, Medicines | Revised CP (inci. WPI but
excl. locad tazes) (Rs./unit)
A | Cases ‘based on data of the IMS Health/Pharma Trac/Companies ;
1 | Ascorbic Acid 500mg Tablet _..__@EE@F" ST i
2 | Cloxacillin capsule 250mg = N l79fc3E5L1]t " 3
3 CUentamycin Injection ]Ijlmgfm] 1 [ Jl8ml
= Glucnsg_laﬁétm_n-ﬁ% .- 0.06446/m!
5 | Glucose InJc;n:tlon 5% 1 Normal Saline o 0.06167/ml
ﬂ-g% —_— SR — - -
6 | Griseofulvin 125mg Tablet ~ | 075/Tablet |
7 |Normal Saline D %% Injection | 0.085%/ml
B | Cases based on Monopaly situsitions R AL = ropa
O G Ascorbic Acid 100mg Tablet [ 0.|dfabler
2 thmpmmazm: Iﬁi&?tfﬂh Eﬁjnghnl [.22/ml
3 | Methyldopa Tablet 250mg 1.69%ablet
|4 [ VinminAcapsule S00D0TU | * OSljcapsule

5. Agenda Ttem po. 5t Price revision on the review application filed by Mis Ranbaxy in

respect of Ciprofloxacin Hydrochloride drap (:30%.

50 - The Authority discussed the proposal of price revision in respeel of Ciprofloxacin
Hydmochlaricle drop §.30%, based on the review onder dated 16,09.2014 received from the DOP
and approved the revised ceiling price at Rz 1 49 per ml {including 'v‘lv'F'I}- ngamst the eardier

ceiling price of Rs, 1.30 per ml (Rs. 138 per ml including WPT)

. Agenda Hem no. 6: Price revision on the review application of Mis Albert David Limited |



The Authonty dizcuissed the propose] of price revizion in respect of Glucgse Injecion
hased on the review order dated 16.0%2014 received from the DOP and approved the
revised oeiling price at Rs, 005316 per ml {including WPI) against the eatlier ceiling price of Rs.

¢ 0.05 per ml (inchuding WFI)

7, Asenda Ttem no. 7: Price revision on the review application of M/ LB.Chemicals &

Pharmacenticals Limited in respeet of Meglumine Diatrizoate Injection 60%.

10 The Authority discussed the propesal of price revision in respect of Sodium Meglumine
Diatrizoate Injection 50%, based on the review orders-dated 05.11.2014 received from the DOP
end approved the revised ceiling price at Fs. 803 per ml (ncluding "WPI) against the garlier

ciling price of R 493 per ml.

B Agends Item no. 8: Price revision on the review application of M/s J.B.Chemicals &
Pharmacenticals Limited in respect of Meglumine Diatrizoate Injection 76%.

-

a0 The Autherity discussed the proposal of price revision in respect of Sodium Meglnmine
Diatrizoate Injection 76%, based on the review arders dated ©5,11.2014 received from the DOP
and approved the revised ceiling price at Rs. 981 per ml {including WPl ngeinst the eaclier

ceiling price of Rs: 5.84 per ml.

9. Agenda ltem no. 9 Price revision on the review application fited by M/s Abbolt in

respect of Co-Trimoxazole tablet 160mg + 800mp,

G0 The Authority discussed the propozal of prige revision in respect of Co-Tnmoxazole
taklet 160mg + BOmg, based on the review order dated 07.07. 2014 recaived from the DOP and
approved the revised eeiling prce at Rs. 1.32 per tablet (including WPI) against the earlier

ceibmg price of Rs. 1.36 per tablet,

10. Apenda [tém neo. 10: Price revision on the review application fled by M/s Claris Life

Sceinces in respect of Mannitol Injection 20%. .

106, The Auothority discussed the proposal of price mevision in cespeet of Manmtel Injedion
0%, hased on fhe review order dated 23.12.2013 received from the DOP and apprioved the
revised ceiling price at Bs. 0.55 per ml (including WPF) apainst the earler ceiling prce of Rs:

{37 per ml



gmuin [tem nos 11: Ton'ble Delhi High Court’s order/DOPs Review order in
;ﬁjﬂ[:ﬂn order 5. O S50(E) dated 14.03.2011 for Dettol Antiseptic Liguid formulpdio
. n:-';'-gsru:ct af My Beckitt Bencliser (Indis) Ltd. under para 22 of DFCO 1995

116 Moted.

2. Agenda Item no.d2 and additional agenda item regarding hxation of retail price in

respect of new dirug,

120 The Authority discussed the cases of retail price fixation of 54 new drugs (except at S.no
23 M Eli-Lily who has withdrawn the application) based on Form-1 applications received from
the vanous company{les) [t was decided that the manufactoring permission pranted by the State
Licensing Autharity before 01.102012 and/or it renewals thereafier, 1f applicable, (as per
DCG erder F. Mo, 4-01/2013-DC (Mise |3-PSC) dated 15,0820 3) will continue ta be o
operation, therefore, Form-1 applications of new drigs based om such manufacturing permissions
will be considersd for price Axation under DPCO, 20130 There are total 27 auch cases as
mentioned below at (& -13 cases) and {b - 14 cases). In remaimng 27 cascs aof permission after
01.10,2012, a5 menticoed at (o) below, DCGL) office will E‘Kﬂ-.l'll.'iﬂ.l:‘ the new drug applications i
Form I (FDCs) in the light of the abovesaid letter and submit their cornments whether the drugs
under reference are allowed to be marketed in the country. As regards earlier applications for
new drugs in respect of which retail price has already been approved and notified. NPPA will
forward the necessary documents to DCG(1) for examination at their end whether any drug, under
reference 15 prohibited or not. The Authority alse decided that the price notifications already

made will not be withdszwn till the sutcome of examinatiop received from DG nffice

Aceordingly, the summary of such cases are as ander:-

{a) DOG(I) s permission isavailable in- 13 cases i
(b} 8DC's pormussion Ibefore 01, 10.2012} and/or its renewal. 15 avamlable in- 14 cases

(&) SDC"s penmission (mftEr 01_10.2012) is available in:- 27 cases

The details of 27 {13+14 i.e. n+b) approved prices are as under



. = n'ifa:'i_nir nam e.-'“!-'_rn&u?n ame B —ITI}F roved |
| Price {Tis,)

.L‘v_'fﬂlal_cﬁ;{_ii‘ﬁi'r_‘_llft:mli]“f.I!cJ__{h}]fctﬁfmtf.lu:'.e-l.'}- and M:.| ."f.lﬁm.l. |
Biochem Pharmaceuticals Limited {Marketing company)

Paracetamol 1 Omg/m| (Paracetzmol infusian 1 000mg!100m| |

Each ml contains: Paracetamal |0mg

12(ii) | M/s Ahlcon Parenserals (1) Ltd (Manufacturer) and M/s Cadila | 2.10/mi
Healthcare Limited (Zyus Cadila) _n:Mazk.c';:ng COmpany) ‘
Paracetamol 10mg/ml (Paracetamol Unfusion | 000mg/ |00ml)

Each ml contgins: Pazacetamol 1Dmg :

20 | M Mapra Lab. Ltd (Manufactarer a5 - well as Marketing | 160.00/6'5 |
eompany) -Ameoxycillin Trihvdrate B to Amaoxyeillin 875mg, tablet
Potassium Clavulanate Diluted eq. 1o Clavulanic Acid 125mg ; |
tabflet | ' L
Each tablet contains: |
Amornycillin Trihydrate eq. to Amaoxyeillin 875my

| Potassiund Clavulanate Diluted eq. to Clavulanic Acid | 25mg
12 {ix) M’s Acme Formulation Pvt Lid {(Manufacturer) and by
| Alembic Pharmaceuticals Limiled. (Mariceting company),
Metoprolal suceinate eq. 1o Metoprolol tartagite (in extended |
! telease form) -30me"r Cilnidipine 10mg (Cardiocil M tablet)
Eagh film coated tablet containg:

Metoprolal suceinate eq. 1o

Metoprolol Tartarate {in extended release form)  Stmg 3 |
Cilnidipine 10mg
_iz_miij_ Mz Theon F_h:arra-lﬁf:u'r}c,a_]s I_rd.'[['vlmuﬂ.w:urer} and My f-ﬁ_mai:d;t- |
Zuventus Healthcare Lid (Marketing company)- Cefixime
200mg + Azithromyein 250mg (Trusten AZ tablet) ‘
Each film coated tablet cantains. . .
Celixime (as trilyerate) tq o Anhvdrous Cefixime 200mg |

_T';-i.:;ﬁ"ltﬂbll-.’:u' |

. ——-Azithromyein (as dehydrate) eq. 1o Azithromyein 250mg = il

| 12{xiv) Mfs Hetero Labs, Lid tManufacturer) and Mys Miero Lab, | 12 15/ ablet ‘
{Marketing company) Amthromycein (as dehydrate) eq. lo

) | Azithromyein 200mgt Levofloxacin Hemidyhdrate cq 1o |

Levolloxecin 250mg {Levobact A7 230 1aklet)

Each film coated tablet contains |

Azithromyein (as dehydrate} 4. to Arrthromyein 250mg

l _____ - | Lewofloacin J-Itm:icﬂgyah_q_tg_: 24, ||J.|_,13'-‘i::ﬁl‘.|xﬂ_f.".n 2 50mg ot
12{xv) Mfs Hetero Lahs. Lid (Mamufzeturey) and Mis Micro Lab. [ 21 55%%able

(Marketing company) - Azithramycin (as dehydrate) eq. 1o

[ (Azithromyein S00mp |-1.L‘vr_~ﬂuxa{,ill Hemidyvhdrate eg. 1o

' Levofloxarin 300mge (Levabset 47 300 tablet) |

Fach film coated tahlet canfzine




12{xvi)

T Azithromyein (as dehydrate) eq. to Azithramycin 500mg

Levofloacin Hemidhydrate eq. to Levofloxacin 500mg

M/s Adpre Pharmaceuticals Pyt Lid (Manutfactuter) ind /s
Ajanta Pharma Lid,, (Marketing company) - Gatiflexacin Img
# Prednisolone Acetate 10mg + Benzalkomwm Cliloride Drops
0.01% (Eye drops).

Each ml contains '

Gatifloxacin eq. to Gatifloxacin (anh vidrous) — 3mg

Prednisolone Acetate — 10ing .
Benzalkonium Chloride 0.01% wiy {as_prese:v.m Vel

12(xvif)

12{xix)

- 12(xxi)

| (As pellets)

| Metformin 500mg

Iwlfs Orrbit LI.fESl.‘.-IEnC-I! Pt Ltd., I'M’inu é|:|_|.|'t| 1 and EV'UE {}gpx
Pharma Litd (Marketing company) - Atervastatin Calgiom [0mg
+ Clopidogrel 73 mp Capsule’ (Clopid A J'H:I capsule)

Each hard gelatin capsule cantains

Ararvastatin calelum eq. o Mlarvastatin [ 0mg

(A5 petets)

Clopidogrel bisulphate eq. lo Clomdogrel 7img

Wi/s Anphar Organies (Manufacturer) and Mfs USV Lid,
(Marketing company) — Gliclazide 60mg + Metformin S00mg
{(Glikey MF 60 sustained rélease tablet)

Each uncoated bilavered sustained release tablet contains:
Crliclazde 60mg e

M/s Theon Pharmaceuticals Ltd [Mmufac taret) -t ) and Mis Cadila
Lemused. (Marketing company)  Cefpodoxime Prosetil 200mg
& Azithromycm 250mg Tablets

Each film coated tablet contains:

Cefpodoxime Proxetil eq. to Cefpodoxime [P 200 mg
Agithromyein Dihydrate ™

Eq. 1 Azithromycin Anhydeous 1P 750 mp

12(xxvi)

| M,

J‘uipl'mr'.brganics (Manufacturer] and M/s USV Lid|
IMarketing company) —  Gliclazde 80mg + Metfornin SR
F00mg (Glikey MF 20 tablet)

Each uncoated bilayered tahlet contalins
Glicluzide 80mg

Metformn SGMESthnm release form)

B 12{xxvii)

Mis. Innova Captab (Manufscturer) and M/s  Zuventus |
Healtchare Ltd. (Marketing company) - Povidone lodine 5%
wiw and Crmidazole 1% wiw (Zoventdine OF eIntment)

Each gm contains:

Povidone [odine 5% wiw

CAvvailzble Todine §.5% wiwn

Ornidazele 1% wiw

12(xxxi}

M/s Orbit Lifescience Pvi Lid (Ma[‘ula,._mu:n and Mis Gnex |
{Marketing company)

Pharta Lid Atorvastatin caloiam |-

AT ml

| 8752710

capaule

T 17.700akler

~ d.63fablet

Tﬁh{_ﬁ,ﬁl -

110.48/10's |




12 (xxxiii)

;.f![ﬁrng and fflt‘r[‘lir!ngl_‘l:.|_.|.-}1:=1|Iph.ﬁEE 1-2511']&:, l..fCI'u]:ud AT20) s
Each bard gelatine capsule contains

Atorvastatin Caleium eq. o Atrovastann 20 mg fas pellcts)
Clopidogre| bisulphate eq. Tn Clopidogrel 125 mg (as pellets) -
Mis Windlas Biotech Lid, (Manufacturer) and MYs Cadila
Pharmaceuticals Lid. {Marketing com pany) Telmizartan
40mg, Amlodipine Smg tablet and Hydrochlrathiazide 12
Each uncoated bilayered tablet contains

Telmizarman IP 40 mg '

Amlodipine besylate IP eq. to Amlaodipine 5 mg
Hydrochlorothiazide IP125mg =~

dmg -

T 12(xxxiv)

12(xxxv)

M's Cadilz Pharma (l"ﬁmfacﬁﬂ: as well as .rr_:;I-:l_ing_
company) — Losartan Potassium 50mg and Chlorthalidane
12.5mp tahlet

Each film coated tablet contains

Losartan Potassium 50mg

Chiorthalidone 12 5mp

M/s Panacea Biotech Ltd. {Manufacturer) and /s Tarrent
Pharmaceuticals Ltd. (Marketing company) - Paclitaxel 1 00mg
(Humaen Albumin) = (NAB Tortaxel}

Each vial contains:
Paclitaxel 100mg (Human Albumin) i

-

" LZ{xxxvii)

12 [xxxV IF

Mis Sterile-Gene Life Sciences Pvt. Lid [Manufa.mlzer] and |
MUs Merck Ltd. (Marketing company) - L-Thyroxine sodium
Tablets 25meg (Uthyrox 25)
Each uncoated tablet contains
L-Thyroxine Sodium [P
Equivalent to anhydrous
L-Thyroxine Sodium 25 meg

‘Mis Sterile-Gene Life Sciences Pyt Ltd (Manufacturee) and

M/s. Merck Litd, (Marketing company) — L-Thyroxine sodium
Tablets ?5meg {Uthyrox 75)

Each uncoated tablet contains:

L-Thyroxine Sodium [P

Ejuivalent ta anhydrous

L-Thyroxine Sodium 75 mep , : o
Mlis GEM New Pharma [Manufacturer) and M/s Tntes Pharma
Ltd. (Marketing company) Rosuvastatin 10mg and Aspirin
1 50mg capsule

Each hard gelatin capsule containg

Fosuvastatin calcium eq. to Rosuvastatin [ 0mig [as graniies)
Aspirin 150mp (as enteric coated tablet)

12(X1)

[ Miz Aeon Formulations Pve |.|H--EEEETI;|1IE'EEI'I-IEEij:_a'lﬁ-'.l-_f‘-.'m-

apsiale |

tabler

o

5

4. 55 ablet

|1 14fkablet

7954 28 /vial

4.55/capsile

Ajanta Pharma Ltd. (Marketing company)

1 Ei -

Resuvastatin 10mg i

e B
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g Capzule. [

T T r——

Each hard éa[aﬁ&pﬂ&:—u}m:zins
Osuvastatin caleium eq. to Rosuvastatin 10mg (as granules)
Spin 150mg (as enteri¢ coated table) - | .
175 Curetech Skineare (Manufacturer) and M/s Lupin Lid, 2.06/pm
“\'Tar}:eul-.g company) - Clobetasol Propionate 0.05% wiw,
“omytin Sulphate eq to Neomyein 0.1% wiw and Miconazole
Hrate - 2.0% wiw tube. {Clobetavate N 10zms-cream).
=l gm contains; i
“lobetasol Propionate 0.05% wiw
“omycin Sulphate e 1o Neomycin 0 1% wiw
v isonazole Nitrate - 2.0%wiw e v
's Aevn formulations Pyt Lid. (Manulacturer) and M/s Aristo | 4.37/capsule
pl"ﬂnnnc:micnls Pyt L, (Marketing c¢ompany) - [prazole
[ﬂD'ng + Dompendone 30mg capsule (Chekeid-D SR capsules) -
“Aeh hard gelatin capsule contains: "
Uatp rzole 10mg (a5 enteric coated tabler)
r nperidone 30umg (as film eoated sustained release tablet) N
s Ajanta Pharma Lid., {Manufacturer & Marketing company) | 266.25/3ml
- Uyelosporine 0.5mg and Benzalkonium chloride 0.01% v vial -
'O (Cyclosporine eye Drop 0.05%)
“A2h ml contains:
Yelosporine 0, 5mg g
Ehzalkonium Chloride 0.01% wiv
o Preservative iy o o A SR
‘5 Pharma Force Lab., (Manufacturer) and M/s Mankind | 2. 70/ablet
harma Ll (Marketing company) - Diclofenac Potassium
Mg and Serratiopeptidase 1 5mpg tablet
hc_“:h film coated tablet contains:
- ‘Clofenac Potassivm — 30me
“Tratopeptidase —1 Smg '
l:"m-UDD units of Serratiopeptidage)
hpoericeostedgranval) - | S
! 's Curetech Skincare (Manufacturer) and M Lupin Ltd. L. ¥ g
fArketing company) - Clabetnsal propionate 0.05% wiw,
: SOmyrin sulphate 0.5% wiw. Miconazole Nitrate 7.0% wiw
0 Zine sulphate 2.0% wiw (Clobetavate GM 10gm creamn).
;,a‘-'h o contains:
l':'llmasnl propionate 0.05% wiw
Comycin sulphate eq. 0 Neomycin 0. 5% wiw
*Conazole Nitrate 2.0% wiw
TR Sulphate 2.0% wiw : BT, L
Mg Mankind Pharma Ltd. (Manulacturer as well as Marketing | 7 68/capsule
'-“nn'||:.u|-.3,-] Calcium  cathonate 200me, Caleitrinl 0 25mog,
J_:’ o balamin 1500meg, Folic Acid 1 5mg and Pyridosine EIC)



T Each saft .I:‘,I‘:h:'lu'l.'lE%ipﬁ[lfmlli!ﬂiﬂg' e |

Caleium carbonate eq. to Elemental Caleium 200mg

Caleitriol 0.23mcg ) |
Mecobalamin | 500meg |

Folic Acid | Smg : |
| Pyndoxine HCl 3mg L

13 Agenda Tiem no, 13.Amendment of Price fixation order no 5,0, Lod2(E) dated]
14062013 —rep.

130 Noted

14.  Agendn Item no. 14: Price revision on the review application filed by Mis Nitin

Lifesciences Lid. in respect of Superspas-ILF Injectiin,

t4.0  The agenda regarding the amendment of notification issuad by NPPA vide 5.0, 945(E)
dgated 27.03.2014, in pursuance with the directions jssued i the review . order of M Mitin
Lifesciences Ltd in respect of Supersgas RF Injection passed by DOP, was circulated 1o the

Authority members during the meeting and the members noted the sdme.

-
1

15.  Additional Asenda Items:

15,1 Draft proposal for Display af Dvistinguishing Marl: and Ceiling Price/Unit in respect
of Scheduled Drugs under BPCO, 2013,

The Awthority was informed that NPPA has invited commiznts of all siakehalders on chesfi
proposal for display of distinguishing mark and ceiling price / unit in respect of Scheduled .umlm'
DPCO, 2013, The comiments have been received from the eight stukeholders, namely, FOPE,
FICCL, [DMA, OFPI, KD&PMA, M/s GSK Pvi Lid. Mis Sun Pharma and Sh Ruj Vaidya -

Community Pharmacist, Goa.

[t was noted that some stakcholders have also valued this initative of NFPA and have scared
that such steps {or display of distinguish mark, ceilling price ete., will benefil the paticats, sehile

there are certain concems that need 10 e addregsed

The Authority appreciated the infliative o T NPPA to bring awareness among the consumer in
respect of price contralled drugs and ather provisions of the DPCO, 2013, The Authority was of

the view that the distinguishing features will benefit the smooth supply of essential drirgs,




) f;:cli'v'r! jmplementation of the DPCo prices and in enhancing - the rativnal use of ﬂI‘ugH..r
However, keepiig in view labeling provisions ander Lirogs and Cqmmm, Act, the Authority ws
af the view that the tall free number on the packaging may be mcomume:cl as first Icvel MEFSUrE
to imprave the consumer awareness, It was decided that r_|1,|:_,-'milm1-it:..- should carry forward ihe

propesal m consultation with all stakeholders.

|57 Scheme of consumer AwWareness and publicity was noted by the Authority. The
proposal for *building Consumer Awareness and Publicity through Print, Electronic de other
media in collaboration with Ministry of Consumes Affnirs was discussed and afler deliberation, i1
was decided that Authorty should take forward the propossd publicity campatgn on two brerad
ssues (1) Generic Medicines andNE.i':M, and {11 PPCO 2013 and the role of WPPA Tt was nlso
decided to establish o web based helphine. Far redressing CONSUTIST griévanues relafing o

shortage of drugs. refusal o sale. overcharging i L -

16 This issues with he gpproval of Chairman, NPPA

e

"
m:m: hare)
Kiember Secretary

)l



