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Proceeding Mo I.SEgl]FlﬁngE

f the 1 sl apd 20" meeting of"Aut rity under DPCO, 201 held on 05"

inutes

February, 2015 at 12.00) Noon

The 152% overall meeting of the Authority, which is the 207 under the DPCO, 2013 was
held on 05" February, 2015 at 12,00 Noon under the Chairmanship of Shri Injeti Srinivas,
Chairman, NPPA. The following members of the MPPA were presenti
(il Shri Amit Khare, hember Secretary, NPPA.
(i Dn K.L. Prasad, Member {Ex—ﬂfﬁciu‘], Adviser, Fconomic Division, Deptl. of
Eeonomic Affairs. '
(i)  Shri LM. Kaushal, Member
Ministry of Finance:
Gv) Dr R Chandershekhar, Deputy Drug Controller
Family Welfare.

-

(Ex-Officio), Director (Cost), Depit. of Expenditure,

General, Department of Health &

The following officers also attended the meeting and assisted the Authority in its deliberations:-

(i) Shri- Kalyan Nag, Adviser (Cost)
(iiy  Shri LalSanglur, Director (Overcharging -0

(i) Shn Jagdish Kumar, Director (M&E)
(iv) Shn A ¥, Khurana, Director (Pricing & Admn.)
(v} Shri Suneel Chopra, Dy. Dircctor iLegal)

Chairman, NPPA welgomed all the membars presen; .. the meeting and introdused Sh. Kalyan
Mag, Adviser (Cost) who joined NPPA on 04.02.201 5. !

1. Agenda Item no. 1: Confirmation of Minutes of the 19™ Meeting held on 10.12.2014 -

|0 . Members of the Authority who participated in the 151"
DPCO, 2013 confirmed the minutes of the meeting.

and the 19™ Meeting under

2. Agenda Item no. 3: Action Taken Report
70 Noted
I i

"




f genda Ttem no. 33 A study on NLEM 2011 incorporated in Schedule 1 of DRCO, 2013.

1 Chairman briefed about the sctionfcomprehensive study, telated 10 the drugs atready
included in NLEM, 2011 with a view 10 ensuring that all Eszential drugs of mass consumption
are included in the NLEM for safeguarding the public interest, in pursuance With directions
received from the Department of Phanmaceuticals vide their letter 1o 31026/24/2010-P11 daned
07.08.2014. Shri LM Kaushal raised the issue of medicines/drugs used mainly for institutional
supplies and nol having movement in {he retail market. 1, . Chandrashekhar wanted to know if
the recommendations are being made in the context of the Core Committes et up undet the
Chairmanship of Dr. v K. Katoeh, Sec:remr}',_l-ieﬂlth pesearch Department and DG, ICMR,
which is looking mto revision of NLEM 201 1. [t was canfirmed that the exercise was undertaken
_ onthe direction received fram the ‘Department af Phannac:utimls in the context of the ongoing
exercise for revision of NLEM 2011. The focus of NPPA is from price control angle with a view
1o making essential medicines of mass consumption affordable 1o all. On the issue regarding
NLEM drugs not having movemeit in the retail market, it was explained that a report is under
preparation o seek Further directions from the Government, 38 NPPA has not been able 10 fix
ceiling prices with respect to such medicines in the absenec of data base on their retail prices.
Thereafter, a detailed presentation of the said stody conducted by the NPPA was made by the
Director (M&E) before the Authority ,

The Authority after Jetailed deliberation in the matler approved the following for moking
recommendation o Department of Pharmaceutical for further necessary action, as deemed fit- -

{i) Correction/modifications in respeet of anomalies/discrepancies in specification/
L descriptions in e NLEM { Annexure-1).

{ii) Recommendation for addition” of 43 medicinesidugs with specified dosage/
strength in the NLEM (Annexure-2)-

(iiiy “Two separate siudies in respect of anti-cancer drugs and medical devices for
making recommendations for inclusion in the ™ LEM/Schedule-1 of DPCO, 2013

(ivy  Final report by MPPA on the study done by the NHSRC on current pricing
practice followed with regard 1o cardiac stents and reasonable pricing of Bare
Metal Stents and Drug Eluting Stent.

(v} Differential pricing of HLEM digs based on product distinctiveness i.e, SOUICE
of crigin, process differentiation, drug delivery sysiem, site specific delivery.
thempeutic benefit in terms of increased efficiency of the drug ete.

(viy  Price fixation of injectable dosnge form specified in the MLEM as per standard

dosage unit.
{vii) WMinistry of Health and Family Welfare may e requested 10 work on the list of
Life Saving Drugs.

4; Besides, the Authority discussed the issues relating 1o fixation of retail price based on Form-
applications received from the nnanufacturcrs.“ma.rkn:tmg companies for the new drug under
DPCO. 2013, After deliberations, it was decided that in continuation of decision taken by the
-z |
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thority in 19" meeting stating that the marefachuing permission granied by the State
Licensing Authority before 01.10.2012 andior fts renewals thereafier, if applicable, {as per
DCGH) order F, No. 4007200 3-DC {Misc [3-PSC) dated 15.00.2003) will continue fo be in
operation, therefare, Form-I applications of new drugs based on such manufachring
permisstons will be cansidered for price fixation under DPCO, 2013 as well as cases having
DCGH appraval before or after (11.10.201 2 will also be considered. Jt was further decided that-

(i} Cazes ha\r.in;g valid €DC’s manufacturing permission having names of both manufacturer as
well a5 marketing company, as mentioned in Form-, will be considered for price fixation under
DPCO, 20013, E

(i) As clarified by the representative of DCG(D), amended in Rule | 22E clause (¢) vide GSR
724(E) dated 07.11 2013 issued by Deptt. of Health, Ministry of Health & family Welfare, ar’
farmulation as included in Indian Pharmacopoeia (1P) il 07.11.2013 has the approval of DCGI
for manufacturing/markefing in the country. Aceordingly, cases having formulation included in
[P tilL 07.11.2013 will also be considered for price fixation under DPCO. 2011,

5. This issues with the approval of Chairman, MNEPA. ' &
- w F-
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0 {Amit Khare)
Member Secretary



description in the NLEM 2011

ANNEXURE-1

Maedicines i Route of Surengtha Correctlon [ medification
Adminlstration prapased
{2} ] i) 15}
Progaofel Imjaction ol
duspansion “10mg per mi or 1% wiv’
Paracetamal Syrup 125 mg / 5mi Strength: ==
‘a5 per 1P
Dosage;
* gral Uquids’
I 3 | Tramadol Capsule SOmg 100mg | Dosage:
‘Tablet / capsule”
4 | Sodium Valproate Syrugp ) 00 mgssml Dosage; =
" aral liguids' u
5 | Sodium Vaiproate Injestian 100ma/ml Suength:
" “20mg/mi
g | Amouicillin Powdor fof 125me/smi Dosage: )
suspension " ored suspension f Dry
ayrup’
7 | ampicilin Powder fiar 125mg/5mil H
suspension ' gral suspensbon / Dry
syrup’
8 | Cephalexin Symip 125mg/Smil Dosage:
A " aral suspension [ Dry
syrup’
3 | Clowacilin Uquid 1Z5mp5ml Dosage; =
P oral suspension f Ony
SYTUR'
10 | Erythromycin Estolate Syrup 125 mg /5 ml Medicine :
* Erythromycin'
_Mm -
" gral leuid’
™33 | Enshromycin Gstolate | Tablets 150 mg, 500 mg | Medicine; '
= *Erythromycin’
12 | Metranidazala Syrup Li0mgs mi : =
"as per 1P
Dosape;
" gral Liguids®




Clatrimazole Gel 2% | Strepgth:
‘a3 por L1
DaEagel
“tppical preparation’
14 | Didanosine | Tablets ] 750 mg, W00 Mg | Dgsage:
= | "tablet) capsube”
I_ﬁ_ Tidowiding Takler iD0mg, J00mg | Dosags; =
- L ! ablat) capsube”
16 | Efaviren: Capsules 200 mg, 600mg | Dogage!
- " tablet/ capsule’
17 | Mewirapine Capsules 200 mg Dosage;
fraklet) capsila’
" 13 | Melfinavic Capsules 250 mg Dodape:
* tablet/ capsuls’
13 | Ritonavir Capsules 100 mg. e
*tablet/ capsule’ L]
37 | Chioroquine phosphate | Syrup 50 mg,/ 5 ml Medicing :
. * Chlgrogquine’
Posage]
- " wral Hgquid®
21 | Clindarmycin Takbat 150, 300mg Dosage; -
‘ = 'Capsula’
Stpength:
- ‘150mg, 300mg’
22 | Danazal Capsules 50 mg, 100 mg | Dosage: a
‘capsube [ tablet’
23 | Gemcitabine Injestion 00 mg, lgm | Medicine:
hydrochioride ‘Gemcitabing'
14 | imatinik Tabiet 100w, 400mg | Rosage;
* ‘capsule / tablat’
75 | Ferrcos Sulphatal Tablets Tabilats Streppth: 4
Famrate = equivalent to 200mg’ or Tablets
G0 g poulvatent ta 60 mg /B3 Mg
slemental iran | elemental iron
36 | Povidone lodine Solution or T % Dosage; =
ointment a ' popical preparation’
37 | Parmethrin Lation 1%, 5% | Dossge; =T
I ‘ topical preparaton’
| = 1




r_ls_.ﬁén:nln Compaound | Tincture Lypanpth:
‘ns per P

pedicing :

antacid tatilets of
Aluminkarm + Magnasium 4
paethicaon salt f PS5 salts’

5 | Alpmintum Hydroxide =
Blagnesium Hyiroxide

Surgngth:

‘nged not 10 mentian’

Alumiridm Hysdroxida # =
sagnesium Hydroside

*pntacid oral syrup {
suspansion of Aluminium +
pAagresium + pigthicon salt

| bAPS salts’

stegneth :

‘noed not 1o mention’ -

e ————e——

rops OgsagReE:
* drops ot available’

o R
wiconazole Ohntment or Cream

pisoprostol

e ————
| 35 | 'Potassium Chiaride
11125 wiv'
SRR o — e
36 Pt vikaming (As pef H
echedule v of Drugs and r yabiet/ capsule’
Cosmetics Ru les]
N e ——
37 | Bupiwaciing injection 0.25%, 0.5%,
| I-l-.-dmchluride 0.5% to be fas par 1P .
Fs mied with
| . 7.5% glucose
i el % = p— : solution —
3% | Paracatamol Injection _ | 15omeiml strenghhs
2smatml’

: B = g =l

|_:|.§ Lignogalne == Injection 1%, gtrength:
| iy, 2% WY |

| J |‘|'J'|:|.’|:IE|'I|-EridE
I_J_______\_I__‘ _I__,—_J______,__|

* 3
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— S a S — ftonl e
Lignogaina Tepical Forms, 5% Dosage:
H-;I:I-n‘nchlari.de ‘ fopical prenaration‘
gstrenpth
N 1%, 5%
Ugnocaing Tnjectian — iR+ Swemmthi
| prydrochiorida+ Agrenalinel:20 | " per P

Adrenaling 0.9

Featanyl Injection
mamgfm
Pydraxycloronuine Dhadidineg ;
phosphat®
’H-.ldrm*pd'll-;-mqulm
sulphate’

Leflunomide

mma Charooal

Injgction Polyvalent,
Salutbon/
Lyaphilyzed,
Polyvalent Serum
Injection

i e
specific Aantlsnake
wenem

'Pral_?milme Chioeide(2
PAM]

I ST
M-acetylcysteing njection

e
sodium Yakproste

injaction

-

g

Tnhl:l_

piperazing

s
rrmldliin-rﬂafulluﬂl:

wni:ﬂllmﬂlwulhl:

R [ M= =
l 53 | Amikacin rfection 250 mg f 2mil srength:

\ w4 | Cprafiowacih npection 700 mg /104 i

Hydrochloside




Memroncdazole

Injecthon

S00mg100m

Strangthi:
Smefml’

amphatertcin B

Ingection

S0 mE

Strongth ©
‘s0mg”

Chloroguine phosphate

Tablets

150 mg base

Wiedi
"Chloroguine’
Strength @
Pt

| Ouirine sulphate

Injection

00 rmg £ ml

Medigine |

"Quinine difdrachlaride ©

—— -

Cyclasporine

Cangentrata for
Injection

100 mg,frml

Dosage:
‘Injection’

Doxorubicin

Injecticn

10 mg, 50 mg

E;rﬂ!uh )- =
2mgml

&1

Ereposide

Injection

100 mgd 5 ml
wial

Skr r
Hmg/ml'

B2

Filgrastirn

Injection

1 ml vial

“300meg

Ferrous Sulphatef
Furnirate

DOral solution

25mg
elemental irom
RS
sulphate]/mi

Dosage:
‘Oral Liguid”

Strength ; g
‘Combination with other
drug’

Siadium Mitroprusside

Infection

50 mg/ 5 mi

Strength ;
Cmg/ml”

1]

Aeyclovr

Cream

|

Dosape:
Tropical preparation’

trength:
B wiw

66

Framycetin Sulp hate

Cream

D50

Dosage:
“Trapical preparation”

SLrengan g
1% wiw's

Methylrosanilinium
Chioride {Gentlan Violat]

Agueaus solution

0.50%,

Strenpth:
‘5% wiw’ s

e

1%

Silver Sulphadiazime

i Craam

Dossge:




= Troplcal preparation’
strangth:
"1H W
Aetamethasong Cream | Dintiment il 0.05% | Dosage:
Diproplonate Trepical preparation’
Strength:
05H wiw
0 | Calamine Latlon Strength:
‘na-per 1P 4
71 [ Gantian Vielet Paint D5%, | Strensth:
B /v
72 | ondansatron Syrup z mgfml Posage;
"Gral Liquid”
Strength
‘Img f sml K
73 | Ondangetnan Injection 2mg/mi tr 1
‘as per 1P,
72 | Lipaghula Granules [+ :
‘powder granules’
75 | Ehloramphenicol Dropsf Qintméent 0.4%, 1% ngeh
k "Ear drops - SARW/N,
0.5%wfv Eye
Orap - 0.5%w/y Dintmant -
THw =
76 | Ciprofioxacin Drops/Dintment 0.30% it
- Hydrechioride “‘Ciprofioxacin’
Strength:
03w
77 | Gentamicin Drops 0.30% ; =
0, Il
78 | Sulphaceramide Sodium | Drops 109, 20% StremEthic
: ‘Lo, 205 iy’
79 | Prednisolone Acetate Drops 0.10% Strangth ;
1%y
80 | Prednisolone Sodium Drops 1% ength :
Phosphate 1wy
"B1 | Betaxeinl Hydrochioride | Drops 0,25%, 0,55 :
| 0 25 B DL S
g2 | Timalol Maleate Dirops 0.25%, (5%, Strengih:
026 M v S W




'

3 | CE] | Homatropine Drops FT Strenpth ;
s AT
ED |u11mprrimneal-ﬂlal-,rsls aof strangth ;
solusion approsimate A par available detaits”
Composition
B5 | Thaopentone Sodium Infection 0Seglg i
pewdar 05818
86 |.Enalapril Maleate Imjection L.25mgmi Madicine
"Enalagrilat’




Annexure-2

List of 43 d tion in the NLEM- on analysis of
a top 300 SKUs in terms of MAT volume based on Pharma Trae data

(A} Widely used in the domestic market and covered in the WHCO Maodel list and IP/NFI /
DCG(l} approval:

Sr. | Rank— | Name of SKU medicing MAT Value
no volume [Rs.in crore)
1 1 Ranitiidne 150mg Tablel 3427
2 79 Acelyl Salicylic Acid 150mg Tablat 128
3 104 Amikacin Inj. 500mg 2621 |
4 115 Vitamin D3 Tablet / Capsule / Powder 3o
{Cholecalciferal)
B 150 Amitriplyline 10mg Tablaet 37.9
] 164 Mupirocin Qintment { Cream 2% whw 1056
7 170 Amikacin Inj, 100mag 39.7
a8 | 248 Loperamide 2mg Capsule 25.4
L8 | 251 Betamathasone 0.1% creamfainiment 16.3
(B) Widaly used in the domestic market and specified in the NLEM- 2011 with different
dosage forms/strengths:
Sr. | Hank- | Name of SKU/ medicine [ MAT Value
- na wvolume (Rs.in crara)
El: 2 Vilamin B complex with vitarmin C capsule 255.8
11 38 Ranitidine 300mg Tablet B 100.3
12 43 Diclofenaclnf Tsmgé/mi 102.4
13 a7 Cefotaxima 1000mag Inj 108.5
| 14 40 Paracetamol 850mg Tablal £ 131.0
| 18 66 Farnotidine 40mg Tablet 18.1
16 165 Atenalol 25mg Tablet 48.8
17 188 Cefiriaxone 500myg inj ) 93.5
| 16 206 Chloroquing 300mg base/Table: .5
J T 77___| Pantoprazole 40mg Tablet aad |

(C) Widely used pediatric dosage forms sold with the approval of DCG() / Competent
Licenzing Autharity in the domestic market:

Sr. Hank - MName of SKU medicine = MAT Value
| my | wolume x {Rs.in crora)
20 23 Egghlic oral Suspension / Syrup as approved by | B3B8
i X
21 146 Ibuprofen 100mg + Paracetamad 162 5mg/Smi = ATEL
Syrup/Suspension v )
oy ! 148 Probiotic / Prebiotic Microbes Powder / Granules 1198
21 187 Paracetamol Syrup/Suspension 240ma/Smi, T 1148
250mgfSmi :
M 11 Mitamin B Complex with Vitamin G Syrup | 22.9
25 202 Xylametazoline drops a7 4
| 28 288 Cefixime 50mo!/Smi dry Powdar/Liquid - 96,4







(D) Widely used combination formulations with the approval
Licenaing Authority, as standard dosage Ireatment for

of DCG(l) / Competent
chronic disease like

tubereulosis, cardiovascular, diabetics and ather commonly used drug for gastro
- Intestinal disorder, iron and calcium deficiency, cough etc:

10mg /Smil Liquid / Syrup

Sr. | Rank- | Name of SKU/ medicine MAT Vaiue
no |  wolume - (Rs.in crore
27 53 One Kit— 1Cap Rifampicin 450mg + EE
1Tab.lsoniazide 300mg +Ethambutol 00mg +2
Teb Pyrazinamide 750mg each
28 73 One it — 1Cap Rifampicin 450mg + 78
1Tab.Isonlazide 300mg +Ethambutal 800mg A
79 262 Rifampicin 150mg + Isaniazide 100mg 281
+Ethambutol 275mg + Pyrazinamide 500mg Tablet
30 28 | Atenolal 50mg + Amlodipine Smg Tabiet 3300
3 10§ Atorvastatin 10mg + Aspirin 75mg capsule 628 A
| 32 273 Lorsatan 50mg + Hydreclorthiazide 12.5mg Tablet 2053
| 33 | 281 | Aspirin 75myg + Clopidrogel 75 Tablet / Capsula 529
3 25 Clipizide Smyg + Melfarmin 500mg Tablet 52.3
35 82 Glibenclamida 2.5mg + Metformin 500ma Tablet 51.8
| 38 134 Glimepride 1mg + Metformin 500mg Tabiel 2340
37 n Aluminium + Dimethicene+ Magnasium Tablet 389
3 (Antacid Tab) )
33 266 Aluminium + Magnesium + Simethicons Tablet CY T
{Antacid Tab) b
39 296 Aluminium + Dimethicone | Simathicona + 758
Magnesium Liquid cid Syri
40 15 Iron + Vit B12 +Falic Acid Liquid / Syrup 505.8
41 162 Iran + Folic Acid Tablat 3224
43 67 Calcium Salt 500mg +Vitamin D3 Tablet 213.1
{Cholecalciferal)
52 Chiorpheniramine 4mg + Codeine Phosphate 510.7




