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U Sicid H BB Uldfee drisd FEfefad €

1. STLURT ¥ A WR FHIT g DI MR @ |

2. 40 9L 0. FES], A SE w3 WRed Ud uRAR e,
HRA WRGR GIRT ARURA H NAqemg &1 am—<iiRew fAfRor
DE BT I |

3. AT {3, R WRPGR gRT MeW—2014 & IRPE 2016 &1
o= |

4. AFFI A, WRA WREGR ERT ARG TSR BReN
(THTHANS)—2016 BT faHT= |

5. TR AW SdNeTT & S Sl BRIH H 9T o
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ARA AR RT USHAM SRR Bferier Sdeie &1 faHre |
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Jh € ih- uMMK] ekuuh; dUnh; e=h LokLF; o ifjokj dY;k.K] Hkjr Bjdkj rFkk €ujy iMk% of-d- flig

klokfuory] fon’k jkT; e=h] toklh Hkjrh; dk;! W[ ;dh ,o dk;@e dk;klo;u ivko@ It u LokLF; ,o0

ifjokj dY;k.k e=ky;] Hkjr 1jdkj d ofj'B vi/kdkfj;k dh mifLFkfr e 14 uocj] 2015 dk vkb' ih Ih e
vixe Lrj vul/ku din* dh vi/kjf’kyk djokri g,A

Jh € i uMMK] ekuuh; dnh; e=h] LokLF; ,o0 ifjokj dY;k.K Hkjr Bjdkj vkb ih Ih e 14 uocj] 2015
dk ih oh ih vkb di ykk&tkf[ke fu/k(j.k d{k dk mn?kVu djr g,A
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Jh € ih- uMMK] ekuuh; dinh; e=h LokLF; ,o ifjokj dY;k.k] Hkjr Bjdkj rFk tujy Mk oh- d- flig

ilokfuort fon’k JkT; e=h] moklh Hkjrh; dk;] I[;dh ,o dk; e dk;ko;u ivkb@ Ik Fjk 14 uocj

2015 dk LokLF; ,o ifjokj dY;k.k e=ky;] Hkjr Bjdkj d ofj'B vi/kdkfj;k dh mifLFkfr e: Hkjrh; Hd'ke
1fgrk&2014 d ifjf’k'v 2016 rFkk ,u ,Q wvkb 2016 dk foekpuA
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MrJ P Nadda

Jh - ih- uMMK] ekuuh; dUnh; e=h LokLF; ,o ifjokj dY;k.K] Hkjr Bjdkj] virjgk'Vvh; vk vuohdk.k
d MY; ,p vk dk; @e e Hkx yu oky: jk'Vh; dink d ifrfuf/k;k d 38 o MCY;: ,p vk okf'kd IEeyu
dk mn2kVu rikk Bck/ku djr g,A
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Jh € if- uMMK] ekuuh; dinh; e=h] LokLF; ,o ifjokj dY;k.k] Hkjr Bjdkj rFk Mk- fern flig] ekuuh;
JKT; e=h] ih ,e vk ,o Mh vk ih Vi] Hkjr Bjdkj 3 Qjojh 2015 dk ubl fnYyh e , ih vkbl vK'kf/k
ikB;iLrd d 10 o BLdj.k dk foekpu djr g,A bl iLrd e '€ Irdri nokvk dh Bj{kk vuonfk.k*
rikk j'Vh; LokLF; nikji[k i.kkyh ei Hkjrh; jk'Vh; Qkelyjh dh Hfedk 1j v/;k; "kkfey gA

vkb ih Ih e 1 tu 2015 b 12 tu 2015 rd Bh Mh 0 Bh vk d Bg;kx B jk'Vh; fusked ikf/kdj .k
h,uvkj,% dk eter cuku d fy, dinh; vK'f/k ekud fu;=.k IxBu] #“BMh, ERhvk: di u, Bgk;d v/
fus=dk &, Ml diy, ifk{k.k dk; deA
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12 vDVicj 2015 i 15 vDVcj 2015 rd vkbihlh e vk;kfEr dinh; rFkk jkT; vk'kf/k thp i kx kykvk d
fy, vikbl , 1 vk@wvkb b Bh 17025 % 2005 ij iFke if’k{k.k dk;deA

7 flrcy 2015 i1 vDVcj 2015 rd vko ih Bh e vkskfEr jKT; vk aghdkk mskxkykvk 1wk,
VKK foryk.kk o fy, foftklu fo’y'k.kRed midj.kk rfkk rduhdh ij prrk if’kk.k dk;deA
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vibl ih Bh e exkfy sk bovk, VKK fo’y'kdk rFk fu;kedk dk 0;ogkfjd 17 k{k.kA

l.

29 vily 2015 dk vk ih B xkfe;kekn e ih oh ih vkb e VK'kf/k m]kxk e ifrikkfxrk c<ku* ij
IteyuA

34




Jh ch- i "kek] Bfpo] LokLF; rFkk LokLF; e=ky;] Hkjr Bjdkj di mPp vi/kdkjh] ih oh ih vko dh ixfr
dh Ben{kk dh cBd rFk ,- Mh- vkj- Dpuk d fy, ekckby ,1i d mn?kVu di nkjku

thikuh ekt Bfgrk ifrfuf/k eMy dh 28 ebl 2015 dk kbl ih Bh vk, A
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flrcj] 2015 e phu ei vk;kftr fo’o 'kt Bfgrk d NBh virjjk'vh; BEeyu e vkb ih BhA

ekp] 2016 e LVilckjk Ykl e vk;kfer ;jkih; Mkt Bfgrk fuji{kdk d fo’k'k BEeyu e vko ih Ih u
Hkx fy ;KA
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Jh t- ih- uMMK] ekuuh; dnh; e=h LokLF; ,o ifjokj dY;k.K Hkjr Bjdkj rFk tujy Mki of- d- flig]
fon’k jkT; e=h] iokDh Hkjrh; dk;] Bkf[;dh ,o dk;@e dk;klo;u ivib@ Iy Hkjr Bjdkj Fjk 14 uocj
2015 dk nohdj.k midj.k d v’k’kku di fy, iMfullku fMEkY;’ku dfycVj VeyV dk foekpuA

11- vkb0 1h0 Eh0 LVKQ

uke

in uke

RIEESSESCEIRCARENEY

qiRss Gg deil<ieh STfErdrl
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12- fc@h rFkk forj.k

1)

ERIREERERET
ERIREERERET
ERIREERERET
ERIREERERET

IR DR R CEIRCIEEAN

[ESRCRS IR BN

HER ITfAHR
S 9o farfue
TARTEIAT ABTID
wq &

1. IR WSl AT ded uered (nEgdienkuw) e usfE

SHIegE BfcTIey caeie @l fwml e faaor

WRAT ST Gl AT = o T RGN YARTLITeAI3T Bl
T 4461 MR MR (@rer) faaRa /I 81 swar

dy Iftr jktlo % # 1] 46] 58] 442@& vl H—vad FRIS
foaTei’T oIRg 316Td" B9R IR Al 93Tl Sy A

foga avfw f=ferRad @ -

@e-1- |en vkifr, dh xhl ek=k nj Ifer jkelo %zish

1. g R T fooit wufera / samrermer 5643 3,000 /— 1,69,29,000 / —
NiINpI

2, SNIEUININD sl Fufen / vaimrermen 255 4,000 /— 10,20,000 / —

3. U SSregEE | o wufat / garTerer 39 10,000/ — 3,90,000 / —
Bferfier <dere

4, g i1 R T TG S IRIET0T GIRTRITAT 697 - TR IMIR TR AMYFF
NiINpI

5, SNIERIINIINDI RPN AT qRIETOT JARTRITe 84 - R AR W YT

dy Iftr jktlo % # 1]83]39]000@&

"tnk e % ,d djkM friklh yk[k] mupkyhl gtkj zi;i ek=A

2- vkb0 110 100 d vkf/kdkfjd Tdk’kuk dh fc@h rFkk

forj.k

fog 998 2015—16 & SR TS0 Wo {0 B IAABRI THTAT BT

famr Torm faaRer a0 Mo Ho 7 T 1, 46, 58, 442 (TH TRIS

foarferd @Rg 31eTa B9IR IR Wl 9Tferd wud A1H) BT Ioid
T far | saeT faxga favor fFre=iforiad @ -
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@e I- [ idku dk *'kd | efnr ifr;k dh | vkjfikd k% oreku fLFkfr "k Lvikd Iftr jktlo
dy I[;k 01@04@2015 bz
d vulkj cph xb @ ijd | I[:k
1. TT TP 31TS — 2011 | 30000 15215 CEIRIE] 43 14401 17,954 /—
K& 771
2. s § & IrgurTe | 1000 277 I TS 00 157 N
& forg wrfee= R 120
et gReaeT
3. ams fi—2014 4000 1650 9T TS 476 1150 96,76,848 /—
(CESR ARSI re 24 ($1100 =
% 71,848 /-)
4. g W—2014 3000 2043 EEIRIE] 352 1647 14,22,000 /—
gRfdre 2015 R 44
SESRaRSIP))
5, UH U 38 — 2016 | 3000 3000 9 TS 154 2611 77,640 /—
e 235
6. amg fi—2016 2000 2000 EEIIE 859 1100 34,64,000 /—
gRRIE 2016 R 41

dy Iftr jktlo %# 1)46]581442@8&

“Ink e % ,d djkM fN;kfy D yk[k vBkou gtkj pkj Bk c;kfiyl ek=

.
Total Revenue
Generated IR
INK 1.46,58.442/- 96,76, 848/=
INK
346 000 -
INR
14,22 (0=
INR
INR TT . idiy-
17,954/
MIL
. || p)
HFI-2011 a0, Tor 1P-2014 IE-2004 1P=2014 MFI=-2016
Compliance  Along with Audd, 2005 Audd, 2006
of 1T DI Along with
I¥% 1D

dy ;kx % # 1]83]391000@&  # 1]46]58]442@8&. ¥ # 3]29]971442@8&

Iriu djkM murhl yk[k Brkuo gtkj pkj 1K c;kiyl ek=h

39




vu lph

vu lph-1

World Health
Organization
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Tel. dirgc; w5 32 M BAOD Dy bl eenaksls Daluya
F o darecr sl X 0p AT M Senior Scientifbc CHTieer
E-rmaal umanars - whio dan . . o
imdian Fharmacopoiea Comanisaion - ndisn
o veply please refer o Badia-lPL RMAA DY Fhamacopoeial Laborstory
Sector 23
N Rajnagar
Woud FEleence Cikuiriabesd 301002
Llzar Pradesl
Inde
12 ey 2015

Ieas D Dahiya,

WD Preqgualification Team = Prequalification of Quality Coniral Laboratories
Indian Pharmacepobes Commission - Indian Pharmacepoeial Laboratery

This is in reference to the lemer received on 8§ August 201 3 expressing interest of the lrdisn
Pharmacopoesa Comnumission = Indian Phanrecopoeial Labesatory, o pamicipate in ke Procedurs for
arserstag e accapiabiiny, i priseiple, of guafine covired loborerastes foe eee by Daiud Notions

ageacies,

Thank you for submsilsing the dats and informarion reguested during the procedure and for the
cooperation within the inspections.

W are plenssd 16 nfonm you that the Indian Phasmacopoica Commisison - Indian
Fharmacoposial Laboraory i@ considersd 1o be apsrating at an ssseplable level of complionce wich WHO
Coarl Pracibces For Phasmacewical Guality Control Labaratories (GPCL) and will be ineludod in the lis
of pregualified quality controd lahoretesics topeiher with the areas of expentise ingpected and coniidered
oreaualified (sec Anmex 11,

¥ou can access the informalion on the prequalificstion procedane, as well a4 the list of
prequalified quality cantral laboratories, an the website www who, int pregual,

Mecerding to the progeduse, cach pregualificd Chality Comrol Laborsiorny sheuld be after its
prequalification re-evaluated on routise, ag well as mon-routine basis. Therelare, all labamtories listed are
mequesied ke dubmin a brel annaal repor on 18 sctivities related 1o quality coniral of medicines within a
calendar year by the end of Mareh af the followieg yeas 31 the follvwing address {your first repont should
be suhendlzed by ibe end of March 3016):

EMCL {2}
1. Area af experiise inapectad and conaidered pmql.u.‘llﬁud
2. Duwtline of the eantont of an ansal repon on Btivities of & pregualified Inborsany

s Lol Gopaall deadais - T 4 IR
Crganisation mandiale de la Santé + BoewpHRR opf anNALIA JAPABOKIRHEHIA + Drganizacion Mundial de La Salud
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[ Duahiya, Ghaziabad 12 Moy 2005
Indiz-IFLRE ADY page 1

Mrr Jethro Busendo Euwana

World Health Oirgasaxaisan

HIS EMP BRHT

M0 Avesiae Appia

1211 Gieneva 27

Switzerland

Email: binsanarwEwho.im!

Pleass find angched (Annex 2) the outling of ibe content of the above-mentioned ropon hal @3
reqaired. Sheald any changes be implemented that may have significant impact on b prequaliibeation of
1he labeemnry, WHO should be infiorrsed without deley.

We would like bo take this spportunity to thank you for your cooperation

Yours sincerely,

Dr Lembit Rigo
Acting Coordinaios, Prequalification Team
Regulation of Medicines and cther Healik Technolagics

Apadlal donaall dadis « AT H AR
Ougansation mondiale de la Santd « Bobep-an (5 BAILAA JADERCIDEHE-HS « Organiacion Mundial de la Sahud
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vu liph-11
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National Accreditation Board for
Testing and Calibration Laboratories
(An Autonomous Body under Department of Science & Technology, Govt. of India)

CERTIFICATE OF ACCREDITATION

INDIAN PHARMACOPOEIA COMMISSION (INDIAN PHARMACOPQEIA LABORATORY)
| has been assessed and accredited in accordance with the standard

ISO/TEC 17025:2005
“Genere Reuirements forhe Competence of Tetin e Calbasion Laboratores

for its facilities at
Sector-23, Raj Nagar, Ghaziabad, Uttar Pradesh
in the discipline of
CHEMICAL TESTING

T maea s ponpe of Bocrecation of P BlGrakaey. o Py Sheo viel AL wetals wws rbl-reiia o)

Certificate Number  T.2082
Issue Date 0G0 5 Valid Until  zpip00017

This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to
continued satisfactory compliance to the above standard & the additional requirements of NABL.

e ——————e e ———— e ——

Signed for and on behalf of NABL
) TP Posbalh - Goke |
M. Venkaleswaran Anil Relia Prof. 5. K. Joghi
Frogram Manager Dhirgsctor Chairman
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NAaBL

National Accreditation Board for
Testing and Calibration Laboratories
{An Autonomous Body under Department of Science & Technology, Gowt. of India)

CERTIFICATE OF ACCREDITATION

INDIAN PHARMACOPQEIA COMMISSION (INDIAN PHARMACOPOEIA LABORATORY)
has been assessed and accredited in accordance with the standard

. ISO/MEC 17025:2005
“General Requirements forthe Competence ofTesting d Calibraton Laboratories
for its facilities at

Sector-23, Raj Nagar, Ghaziabad, Uttar Pradesh
in the discipline of
BIOLOGICAL TESTING

o e el SO0 o BOOFediElon of this kaborelory, you =y s Wl MATIL webalin waes nakl-ircis crg )
| Certificate Numirer T-2063

|| Lasue Date 2900902015 . Valid Until 50005047
|

| This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to
continued satisfactory compliance to the above standard & the additional requiremnents of NABL.

Signed for and on behalf of NABL
M. Venkateswaran Anil Ralia Prof, 5. K. Joshi
Frogram Manager Diresctor Chairman

ooooooooooooo
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vu lph-TI1

7

National Accreditation Board for
Testing and Calibration Laboratories
{An Autonomaus Body under Department of Sclence & Technaology, Govt. of India)

CERTIFICATE OF ACCREDITATION

Indian Pharmacopoeia Commission (Indian Pharmacopoeia Laboratory)

sector-23, Raj Nagar, Ghaziabad, Uttar Pradesh
has been assessed and accredited in accordance with the standard

150 Guide 34: 2009
“(General Requirements for the Competence of Reference Material Producers”

as
Reference Material Producer

in the Category of
Chemical Composition

[T e T 0o o Booriitatan of Fed Redimircs Lalerial Poochaes pi Py s sl HARL weleig moas bl iraka 2001

Certificate Mumber  F-0002
Issue Dhate 17016 Valid Until 160372018

This certificate remnains valid for the Scope of Accreditation as specified in the anmexure subject to
continuwed satisfactory compliance o the above standard & the additional requirements of MABL.

Signed for and on behalf of NABL
1 ' h-a._m-!-"-ﬂ':;_- o -:" o :
. - - ¥ :}‘"'*ﬂ“
M. Venkataswaran Anil Ralia Prof. 5. K. Joshi
Program Manager Director

l\g: Lrairman _-‘JJ/}
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@ qualityaustria

Succend with Dyualty
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CERTIFICATE

nee
:
g
|
§

Sector 7). R Wagar. Cihagiabed 201000, Litar Pradesh

Pubicanon of lndkan Prarmacooss & 43 sdoendm,
Katioral Formglary of India, Devslopmsnt § Sepply of
Aaderprcn Subsiances o Lisen § Mharmacovigiance
Prograssmme of Incia ()

The vy of e gualtysosiva oevicale wil be
rraarimare] v Bl e padidy. g ore
renurwil gudd afi Bhree prant

The curpet sty of P e 0 Soourmi mEchsl on he T Ge
g fews aipeaing comepnort. DD

Ths qualysatia cerbicate confmm e apphcaton
e horPa' chrwelopmmen! of pn ofecte

Wi et rec e of R ¥
BS OHBAS 180012007 f".s"L-\.:
T
Fogeiraian Mo D1SE5T
Dt iof il b 1 Seplemiber 31115 o

‘Wl bl 10 Seplember 2018

Vieara, 11 Seplemiver 2015
mmm.mmﬂww
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CERTIFICATE

! Ministry of Health& Family Welfare ok we the ey Eers it o]
3 Government of India 150 9001:2008 A |

et
Puiicanon of knia? Framradopoes L iy sddendum Rjatrasan M. nE8G10
Wil Formaatary of inckis, Owiiopeist & Supply of i oo il B 11 Sarpbarnber 3015 et
Relrency Subeances i Usen L Pramacovighasos
Prograrmew of ingka |Pee1| Wkl unih B Sepinmier 2114 1 J———
The epity of Feb cpanityia cerrhats wl tn Wierra, U Sepisee 20t
TulrTiesdd vl il wrveillance maddy andl o
dasrg 1
e macd afie e A m ;l-’-*l-b':‘-w-udww-
1]
=+l "t (]
o L%“ v L
X | If '
S5rrac Sohader Echerast B, WS
ke - '!-!-!d =" a8
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@ qualityaustria

i with ity
[nity Suntng Trarirgs- Derbirenurgs- und Treh gty co o oo b appilitcn
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GOYERMMENT OF INDIA
HIMISTRY OF SCIERCE AND TECHNOLDGY

Deparimanl of S<isntilie and Induairial Resennch
Techmsalegy Bhavan, Mew Mehrsull Road,
How Delhl = 130 015

F_No. 140888201 5-TU-V Date: 11 April, 2016

The Secretary-cum-Scientific Director § i, {yﬁr ﬁﬁ"‘:' —-:l' e .
Indian Pharmacopoeia Commission A / '-,f{"-.

{Ministry of Health & Family Welfare) L -1-4:,

Sector-23, Raj Nagar, e mﬂ‘%h

Ghaziabad = 201 002 A— _7'_:,;

Uttar Pradesh T =

Subject:  Recognition of Scientific and Industrial Research Organisations .
(SIROs).

Dear Sir,

This has raference to your application for recognition of Indian Phamacopoaia
Commission, Ghaziabad, Uttar Pradesh as a Scent@ic and Industnal Research
Oroanisation (SIR0) by the Dapartment of Scientific and Indusirial Research under the

Sgﬂggl'ﬁ& on Recognition of Scientific and Indusirial Research Organisations (SIROs),
1

2 This is to inform you that # has been decided to accord recognition to Indian
Pharmacopoeia Commission, Ghaziabad, Uttar Pradesh from 22.03.2018 uplo
31.03.2018. The recognition i subject 1o lerms and conditions mentigned overles

3 Receipl of this letter may kindly be acknowladged

Youwrs faithfully,

4
A
< [KV.5.P. Rao)

Schentist - ‘G’
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TERMS AND COM BECOGNITION OF
SCIENTIFIC & INDUSTHLS ] § OHGANISAITONS (SIROs)
R ,

G1.  The organisation should acknowledge raceipt of the recognition fetter by staling that they will ahide by
the teims and conditions of recognition.

91 The recognition will entitis the SIRD 0 receive such administrative support from the DSIR, Minisry of
Science & Techuology e may be required oo isspes [0 promole or eRCOUTRgS scientific reszarch
activities, .

03.  SIROs recognised by DSIR are siso deemed ta be registered. A soparate centificate of registration®” is
issued alang with the recogniticn letter. The recognition would be valid for the period specified in the
recognition letter and applieation for renewal of recogniticn shall be submitted in the prescribed
proforma at least 3 months before the expiry of the valid recognition. Failure to submit application in
titne may lead to automatie lapsing of the registration & itiom. .

“siiowever, the certificate of registration is not issued to SIROs engaged in activities folling within the
definision of "hospital’ ar per netification No. 5186-Cus e 2107 1908 and Mo, 10/97-cenfral excite dt
01.03. 1997 issued by the ment gf Rewvenwa,

04.  The recognition of DSIR does not ameunt 1o approval ws 35(1 i)t} of Income Tax Act 1961.

5.  The registration will entitle the SIR0s to avail customfexcise duty exemption on purchase of equiprent,
instrusments, spares thereof, consumables etc, used for resesrch & development subject to relevant
Government policiss in force from time to time. Such exemptions will have to be separately applied for
it the preseribed formats. The SIROs should also abide by the terms & conditions of the cusioms &
central extise notifications issued/amended from time 1o time, i

06.  Separate books of accounts shall be maintsined by the SIRO for research & development activitizs and
the R&D expenditure, both capital and recurring should be reflected in the Annual Report and Statement
of Acegunis of the organisstion in separate schedules.

07.  Disposalisale of equipment and products/protolypesfintermedistes, if any, eminating from the
R&Dipilot plant, should be intimated 1o DSIR immediately. The realisation if any, from above or any
gervinee rendaend et shall he ghoam inthe BAD srossmte of the sresajestios ae ngeme of the ZIR0 &= -

tive audited ACCouUNTS 88 weil 88 AnGUAT rener and shrold be imed ar seinvested for reqearch activigiss '

WiBLY. b VAT UL QIBPUSILSEIE OF Kl equipment, clearance trom customsfexcise auiborities will also be
:wgull:md in view of the applicable notifications under which the equipmeat was imported/purchased in
ndia,

08 Accelerated depreciation allowance as per Rube 5(2) of Income Tax Rules 1962 will be available on
investinents on plant & machinery by any industrial unit which has made these investments for the
purpose of cornmercialisation of technology/kmaw-how acquired from a SIRD recognised by DSIE.

shoald include details related to papers published, patents obeained _ap%m developed, new
products introduced, awards & prizes rmeeived, copy of the Anntal Keporf and Statement of Accounts

of the Ofgabisation etc. List of equipment, instruments, parts and consumables imporied/purchased |

9. Brief summary of the achievements of the coganisation shall be beitind to e DSIR every year. Ths !

using the duty exemption should also be submitted 1o DSIR along with the anmual report. l

10, Any violation of the terms & conditions mentioned above andior provisions of taxation in force will
make the organisation liable to de-recognition.

1. The arganisstion will alzo conform o such other conditions for recognition stipulated in the Guidelines
or a5 may be specifically provided in the recagnition letier.

LR - B
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From the Secretary-cum-Scientific Director’s Desk

I am privileged to present the Annual Report of IPC for the
year 2015-16. Over the years, since its inception in 2009, IPC
has moved ahead in fulfilling its Mission, Vision and Objec-
tives as laid down in the Mandate. The quality parameters with
respect to IP monographs of API, finished products, excipients,
vaccines, biologicals, phytopharmaceuticals, etc. have been
maintained stringently. Today, the standards so prescribed at
IP are comparable to pharmacopoeias brought out globally.
The development of the Indian Pharmacopoeia Reference Sub-
stances (IPRS) including Impurity substances have also been
given due attention and priority.

Realizing the need to ensure rational use of drugs, IPC has
brought out the 5" edition of NFI as a trustworthy reference
book for the stakeholders which include the clinicians, phar-

macists, paramedical workers and nurses. As the National Co-
ordination Centre for Pharmacovigilance Programme of India
(PvPI), IPC has contributed significantly in ensuring drug safe-
ty all over the Country. The PvPI, has taken a leap forward
by generating an efficient system for collection, collation and
analysis of patient safety reports highlighting individual cases
to help, arrive at an appropriate conclusion and provide nec-
essary intervention. IPC has been at the forefront in lending
scientific/laboratory support to CDSCO in their regulatory de-
cision making.

At IPC training and skill development has been retained at the
core for enhancing technical competence of working profes-
sionals. Conducting training programmes on a regular basis
for participants across the country, representing various stake-
holders both government and private, including regulators, an-
alysts, clinicians, pharmacists, paramedical workers and nurses
and manufacturers has been noteworthy. The feedback from
the participants has been encouraging and helps in consider-
ably contributing to their knowledge and skill.

At IPC we realize that what we have achieved, though signif-
icant, leaves scope for further improvement. The organisation
strives to promote public health across the nation, by focusing
on quality, safety and rational use of drugs in India and estab-
lishing it as a global brand.

Dr. G. N. Singh
Secretary-cum-Scientific Director
Indian Pharmacopoeia Commission
Ghaziabad-201002

Tel.: (0120) 2783392, 2783400, 2783401
Fax: (0120) 2783311
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1. MISSION, VISION AND OBJECTIVES

MISSION

To promote public and animal health in India by bring-
ing out authoritative and officially accepted standards for
quality of drugs including active pharmaceutical ingredi-
ents, excipients and dosage forms, used by health profes-
sionals, patients and consumers.

VISION

To promote the highest standards of drugs for use in hu-
man and animals within practical limits of the technolo-
gies available for manufacturing and analysis.

OBJECTIVES

To develop comprehensive monographs for drugs to
be included in the Indian Pharmacopoeia, including
active pharmaceutical ingredients, pharmaceutical
aids and dosage forms as well as medical devices and
to keep them updated by revisions on a regular basis

To develop monographs for herbal drugs, both raw
drugs and extracts/formulations

To accord priority to monographs of drugs included
in the National List of Essential Medicines and their
dosage forms

To take note of the different levels of sophistication
in analytical testing/instrumentation available while
framing the monographs

To accelerate the processes of preparation, certifi-
cation and distribution of IP Reference Substances,
including the related substances, impurities and deg-
radation products

To collaborate with pharmacopoeias like the Ph Eur,
BP, USP, JP, ChP and International Pharmacopoeia
with a view to harmonise global standards

To review existing monographs periodically with a
view to deleting obsolete ones and amending those
requiring upgrading/revision

To organize educational programme and research ac-
tivities for spreading and establishing awareness on
the need and scope of quality standards for drugs and
related articles/materials

To publish the National Formulary of India for up-
dating medical practitioners and health professionals

To act as a National Coordination Centre for Pharma-
covigilance Programme of India



2. COMPOSITION OF IPC, EXPERT COMMITTEES

& WORKING GROUPS
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The Indian Pharmacopoeia Commission (IPC) has been
established as an autonomous institution under the Min-
istry of Health & Family Welfare Resolution bearing
even no. dated 6 May, 2008 published in the Official
Gazette, Government of India. The IPC has a three-tier
structure comprising of the General Body, the Govern-
ing Body and the Scientific Body. These are supported by
the IPC Secretariat and the Indian Pharmacopoeia Lab-
oratory. The IPC Secretariat and Indian Pharmacopoeia
Laboratory (IPL) scientists with the support of different
advisory Expert Committees and Expert Members of the
Scientific Body examined the suitability of the standards
in IP. The standards prescribed in I[P adhere to the con-
cept of harmonization, keeping in view the technological
advancements in manufacturing and analysis of the drugs
and pharmaceuticals in the country without compromis-
ing with the quality of the products. It strives to update
the existing monographs as well as incorporates the new
monographs of drug substances and drug formulations.

The detailed composition of different Bodies of the
Indian Pharmacopoeia Commission and its Expert Com-
mittees & Working Groups is as under:

2.1. Governing Body: The composition of the
Governing Body is given below:

Name & Address

Shri. Bhanu Pratap Sharma
Secretary (Health & Family
Welfare), Government of India,
Ministry of Health & Family
Welfare, Nirman Bhawan, New
Delhi-110 011

S. No. Position
I. (ex-officio)

Chairman

2. Co-Chair- Professor B. Suresh

man Vice-Chancellor, J.S.S. Uni-
versity, JSS Medical Institution
Campus, Sri
Shivarathreeshwara Nagara
Mysore-570 015

3. Member
(ex-officio)

Dr. Jagdish Prasad

Director General of Health
Services (DGHS) Ministry of
Health & Family Welfare,
Nirman Bhawan,

New Delhi -110 011

Member
(ex-officio)

Shri. K. B. Agarwal

Additional Secretary (Food &
Drugs) Ministry of Health &
Family Welfare, Nirman Bhawan
New Delhi -110 011

Member
(ex-officio)

Ms. Vijaya Srivastava

Addition Secretary & Finance
Advisor, Ministry of Health &
Family Welfare, Nirman Bhawan
New Delhi-110 011

Member
(ex-officio)

Shri. K. L. Sharma

Joint Secretary (Regulation)
Ministry of Health & Family
Welfare, Nirman Bhawan
New Delhi-110 011

Member
(ex-officio)

Shri Shambhu Kallolikar

Joint Secretary

Department of Pharmaceuti-
cals, Ministry of Chemicals and
Fertilizers, Shastri Bhawan, New
Delhi-110011

Member
(ex-officio)

Shri Shailendra Kumar
Director (Drugs)

Ministry of Health & Family
Welfare, Nirman Bhawan
New Delhi-110 011

Member
(ex-officio)

The Drugs Controller General (I)
Directorate General of Health
Services, Ministry of Health &
Family Welfare, FDA Bhawan,

Kotla Road, New Delhi-110002

10.

Member
(ex-officio)

Dr. Surinder Singh

Director, National Institute of
Biologicals, A-32, Sector-62,
Institutional Area, Noida-201 309
(U.p)

11.

Member

Professor (Dr.) Lalji Singh
Managing Director

Genome Foundation

C/o Prasad Hospital, 44-617/12
3rd Floor (Room No. 316), IDA
Nacharam, Behind Telephone
Exchange, Nacharam
Hyderabad - 500076
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12.

Member

The President

Pharmacy Council of India
Combined Councils Building
Kotla Road, Aiwan-E-Ghalib
Marg, Post Box No. 7020
New Delhi-110 002

Member
(ex-officio)

Ms. Vijaya Srivastava
Addition Secretary & Finance
Advisor, Ministry of Health
& Family Welfare, Nirman
Bhawan, New Delhi-110 011

13.

Member

Dr. Kiran Mazumdar Shaw
C&MD, Biocon Limited
20th KM, Hosur Road Elec-
tronics City, P.O., Hebbagodi
Bangalore- 560 100

Member
(ex-officio)

Shri K. L. Sharma

Joint Secretary (Regulation)
Ministry of Health & Family
Welfare, Nirman Bhawan
New Delhi-110 011

14.

Member
(ex-officio)

Dr. G. N. Singh
Secretary-cum-Scientific
Director, Indian
Pharmacopoeia Commission,
Sector-23, Rajnagar
Ghaziabad-201 002

Member
(ex-officio)

Shri Shambhu Kallolikar
Joint Secretary

Department of Pharmaceuti-
cals, Ministry of Chemicals
and Fertilizers, Shastri Bha-
wan, New Delhi-110011

2.2. General Body: The composition of the General Body
is given below:

S. No.

Position

Name & Address

1.

Chairman

Shri Bhanu Pratap

Sharma, Secretary (Health &
Family

Welfare), Government of
India, Ministry of Health

& Family Welfare, Nirman
Bhawan, New Delhi-
110011

Member
(ex-officio)

Shri Shailendra Kumar
Director (Drugs)

Ministry of Health & Family
Welfare, Nirman Bhawan
New Delhi-110 011

Member
(ex-officio)

The Drugs Controller General
(I), Directorate General of
Health Services, Ministry of
Health & Family Welfare,
FDA Bhawan, Kotla Road,
New Delhi-110002

Co-Chairman

Professor B. Suresh
Vice-Chancellor, J.S.S.
University, JSS Medical
Institution Campus

Sri Shivarathreeshwara
Nagara, Mysore-570 015

10.

Member
(ex-officio)

Dr. Surinder Singh

Director, National Institute of
Biologicals, A-32, Sector-62,
Institutional Area

Noida-201 309 (U.P)

Member
(ex-officio)

Dr. Jagdish Prasad

Director General of Health
Services (DGHS)

Ministry of Health & Family
Welfare, Nirman Bhawan
New Delhi -110 011

Member
(ex-officio)

Shri K. B. Agarwal
Additional Secretary (Food
& Drugs), Ministry of Health
& Family Welfare, Nirman
Bhawan, New Delhi -110 011

11.

Member

Professor (Dr.) Lalji Singh
Managing Director

Genome Foundation

C/o Prasad Hospital, 44-
617/12, 3rd Floor (Room No.
316), IDA Nacharam

Behind Telephone Exchange,
Nacharam, Hyderabad -
500076

12.

Member
(ex-officio)

The Director

Central Drugs Laboratory
3, Kyd Street
Kolkata-700016

[« )}
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13.

Member
(ex-officio)

From Regulatory Bodies
Central Drugs Standard
Control Organisation,
Directorate General of Health
Services, FDA Bhawan,
Kotla Road

New Delhi-110002

23.

Member
(ex-officio)

Dr. C. Adithan
Director-Professor
Department of Pharmacology
Jawaharlal Institute of Post-
graduate Medical Education
and Research
Pondicherry-605 006

14.

Member
(ex-officio)

Prof. K. K. Bhutani
Director

National Institute of Phar-
maceutical Education and
Research (NIPER)

Sector 67, SAS Nagar
Mohali-160 062

24.

Member
(ex-officio)

The President,

Pharmacy Council of India
Combined Building

Kotla Road, Aiwan-E-Ghalib
Marg, Post Box No. 7020
New Delhi-110 002

15.

Member
(ex-officio)

Commissioners in-charge of
Drug Control Administration,
Andhra Pradesh

25.

Member

Dr. Kiran Mazumdar Shaw
C&MD, Biocon Limited
20th KM, Hosur Road Elec-
tronics City, P.O., Hebbagodi
Bangalore- 560 100

16.

Member
(ex-officio)

Commissioners in-charge of
Drug Control Administration
Sikkim

17.

Member
(ex-officio)

Commissioners in-charge of
Drug Control Administration
Gujarat

26.

Member-
Secretary

(ex-officio)

Dr. G. N. Singh
Secretary-cum-Scientific
Director, Indian Pharmaco-
poeia Commission,
Sector-23, Rajnagar
Ghaziabad-201 002

18.

Member
(ex-officio)

Commissioners in-charge of
Drug Control Administration
Uttar Pradesh

2.3. Scientific Body: The composition of the Scientific
Body is as follows:

19.

Member
(ex-officio)

Commissioners in-charge of
Drug Control Administration
Himachal Pradesh

S. No.

Position

Name & Address

20.

Member
(ex-officio)

The President

Indian Drug Manufacturers
Association (IDMA)

102-B, Poonam Chambers,
Wing -A, Dr. Annie Besant
Road, Worli, Mumbai 400018

1.

Chairman

Prof. B. Suresh
Vice-Chancellor

J. S. S. University

JSS Medical Institution Cam-
pus, Sri Shivarathreeshwara
Nagara, Mysore-570 015

21.

Member
(ex-officio)

The President

Organization of Pharma-
ceutical Producers of India
(OPPI), Peninsula Corporate
Park, Peninsula Chambers
Gr. Floor, Ganpatrao Kadam
Marg, Lower Parel
Mumbai-400 013

Member

Professor Praveen Aggarwal
Professor incharge
Department of Emergency
Medicine, All India Institute
of Medical Sciences (AIIMS)
Ansari Nagar

New Delhi-110029

22.

Member
(ex-officio)

Dr. Rao V. S. V. Vadlamudi
President, Indian Pharmaceu-
tical Alliance (IPA)

Mumbai

Member

Mr. Vinod Arora
Former-Vice President
(Pharma Research)

Ranbaxy Research Laborato-
ries, S-340 second floor
Uppal southend , Sector 48
Sohna Road, Gurgaon
122001 (Haryana)
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Member

Dr. Manish Gangrade
Head-Analytical Develop-
ment Lab, CIPLA Limited
L.B.S. Marg, Vikhroli (W)
Mumbai-400 083

Member

Professor Y. K. Gupta

Head Department of Pharma-
cology, All India Institute of
Medical Sciences (AIIMS)
Ansari Nagar

New Delhi-110029

11.

Member

Dr. D. B. Anantha Narayana
Former Director

Hindustan Lever Research
Centre

#15 (Old No 1101/927)

1 “F” Main Road, 2nd Stage,
Giri Nagar

Bangalore — 560085

Member

Dr. S. S. Jadhav

Executive Director

Quality Assurance &
Regulatory Affairs

Serum Institute of India Ltd.
212/2, Hadapsar

Pune-411 028 (Maharashtra)

12.

Member

Dr. Vinay G. Nayak
President Technical
Operations, Emcure Pharma-
ceuticals Ltd., Plot No. P-2,
IT-BT Park, Phase II

MIDC, Hinjwadi

Pune-411 057

Member

Dr. Prasad V. Kanitkar
Former Director, Plant Oper-
ations

Pfizer Global Manufacturing
Pfizer Limited,

Thane Belapur Road

K.U. Bazar Post, Turbhe
Navi Mumbai-400 705

13.

Member

Dr. S. Y. Pandey

Director, Chemistry and
Business Development

Jai Research Foundation
Daman Ganga Bridge, N.H.
No. 8, Dist. Valsad
Valvada- 396 108 (Gujarat)

Member

Dr. H. G. Koshia
Commissioner

Food & Drugs Control
Administration
Government of Gujarat
Block No. 8, 1st Floor
Dr. Jivraj Mehta Bhavan
Gandhinagar-382 010
(Gujarat)

14.

Member

Joint Commissioner (Testing)
Food & Drugs Laboratory
Near Polytechnic

Baroda- 390 002 (Gujarat)

15.

Member

Dr. G. N. Qazi

Vice Chancellor

Jamia Hamdard
Hamdard University, ‘A’
Category — NAAC
Hamdard Nagar

New Delhi-110 062

Member

Dr. J. P. Mehta

Plant Manager

Franco-Indian Pharmaceuti-
cals Pvt. Ltd. 20, Dr.E. Moses
Road, Worli

Mumbai-400 011

16.

Member

Dr. Anurag S. Rathore
Professor, Department of
Chemical Engineering
Indian Institute of
Technology, Hauz Khas
New Delhi-110 016

10.

Member

Dr. S. M. Mudda

Executive Director Technical
& Operations

Micro Labs Limited

27, Race Course Road
Bangalore-560 001

17.

Member

Prof. Rakesh Kumar Sharma
Additional Director and Head
CBRN Defence Institute of
Nuclear Medicine and Allied
Sciences (INMAS)

Brig SK Mazumdar Marg
Delhi 110 054
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18. Member Professor (Dr.) Lalji Singh
Managing Director
Genome Foundation

C/o Prasad Hospital, 44-
617/12

3rd Floor (Room No. 316),
IDA Nacharam

Hyderabad - 500076

Chairman
(ex-officio)

Secretary to the Govt. of
India (DHR), and

Director General

Indian Council of Medical
Research
Ramalingaswamy Bhawan
Ansari Nagar,

New Delhi-110 029

19. Member Mr. R. Sridharan Co-Chairman Mr. K. B. Agarwal
Former Sr. Vice President (ex-officio) Additional Secretary & Di-
Corporate Quality Assurance rector General (CGHS)
Lupin Limited Ministry of Health & Family
603, Sarangi Lokpuram Welfare, Nirman Bhawan
Thane (W) — 400 610 New Delhi-110 011

20. Member Dr. N. Udupa Member Dr. Surinder Singh
Principal (ex-officio) Director

Manipal College of Pharma-
ceutical Sciences

Madhav Nagar

Manipal-576 104

Karnataka

National Institute of Biologi-
cals, B-62, Institutional Area
Noida-201 307

21. Member Dr. P. V. Venugopal
WHO Temporary Advisor
A-11, Sarvodaya Enclave
New Delhi-110 017

22. Member Professor M. R. Yadav
Head, Pharmacy Department
Faculty of Technology and
Engineering, The M. S.
University of Baroda
Vadodara— 390 001

Member

Professor (Dr.) Lalji Singh
Managing Director

Genome Foundation

C/o Prasad Hospital, 44-
617/12, 3rd Floor (Room No.
316), IDA Nacharam
Hyderabad - 500076

Gujarat
23. Member- Dr. G. N. Singh
Secretary Secretary-cum-Scientific
(ex-officio) Director
Indian Pharmacopoeia Com-
mission

Sector-23, Rajnagar
Ghaziabad-201 002

Member

Prof. B. Suresh
Vice-Chancellor

J. S. S. University

JSS Medical Institution Cam-
pus, Sri Shivarathreeshwara
Nagara

Mysore-570 015

Member

Professor C. K. Kokate
Vice-Chancellor

KLE University
Belgaum

2.4. National Consultative Committee of IPC:

Composition of the National Consultative Committee of
the Indian Pharmacopoeia Commission, Ghaziabad is as
follows:-

S. No. Position Name and Address

Member

Dr. G. N. Qazi

Vice Chancellor

Jamia Hamdard
Hamdard University, ‘A’
Category — NAAC
Hamdard Nagar

New Delhi-110 062
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Member

Professor Y. K. Gupta

Head, Department of Pharma-
cology All India Institute of
Medical Sciences (AIIMS)
Ansari Nagar

New Delhi-110029

Member

Dr. P. V. Appaji

Executive Director
Pharmaceuticals Export Pro-
motion Council (Pharmexcil)
101, Aditya Trade Centre
Ameerpet

Hyderabad-500 038

10.

Member

Mr. M. Ayyapan

C&MD HLL, Mahilamandi-
ram Road, Poojappura
Thiruvananthapuram-695
1012

11.

Member
(ex-officio)

Drugs Controller General (I),
Directorate General of Health
Services Ministry of Health
& Family Welfare

FDA Bhawan, Kotla Road
New Delhi-110002

12.

Member

Dr. B.E. Rao

WHO Consultant and
Ex-CMD, IDPL 906, Amsri
Central Court (Old Lancer
Road), Secunderabad-

500 025

13.

Member

Dr. M. Bamji

Former Director Grade
Scientist, National Institute of
Nutrition, 211 Sri Datta Sai
Apartments, RTC Cross Road
Hyderabad-500 020

14.

Member

Mr. Pankaj Patel
C&MD

Cadila Health Care
Zydus Tower
Satellite Cross Road
Ahmedabad- 380 015

15.

Member

Dr. Sudershan Arora
Former President,
Ranbaxy Research Labora-
tory

Plot No. 20, Sector 18
Udyog Vihar, Gurgaon

16. Member- Dr. G. N. Singh
Secretary Secretary-cum-Scientific
(ex-officio) Director
Indian Pharmacopoeia Com-
mission

Sector-23, Rajnagar
Ghaziabad-201 002

2.5. Impurity Review Committee:

Dr. V. K. Kansal, Dr. Saranjeet Singh, Dr. Anil Kumar,
Dr. Saji Thomas, Dr. Jitender Khurana

2.6. Expert Committee for Alternative Methods:

Dr. Arun Bhardwaj, Dr. A. Ramkishan, Dr. G. R. Soni,
Dr. Dipti Kapoor, Dr. A. K. Tiwari

2.7. Expert Committees and Working Groups:

Review of IP Work
Mr. J. L. Sipahimalani (Chairman), Members, Mr. R.
Raghunandanan, Mr. R. Sri-dharan

Sub-Group for Reviewing IP Work
Dr. R. A. Singh, Mr. Arvind Kukrety, Mr. Gaurang Oza,
and Mr. S. L. Jat

IPRS Review Committee

Dr. V. G. Nayak (Chairman); Dr. Raman Mohan Singh,
Dr. P. K. Guha, Dr. K. V. Jogi, Prof. Sanjay Singh, Dr. K.
K. Singh, Dr. Girish Juneja, and Mr. S. K. Mishra
Anti-Cancer Drugs

Dr. K. V. Jogi (Chairman), Dr. B. Nagaraju, Dr. N. Pad-
maja and Dr. Mohan Jain

Anti-Retroviral Drugs

Dr. Manish Gangrade (Chairman), Dr.Antony Raj
Gomas, Ms. Rashmi Srivastava, and Dr. Suryanarayana
Mulukutla

Radiopharmaceuticals

Dr. Rakesh Kumar Sharma (Chairman), Dr. M. G. R. Ra-
jan, Dr. Anil Kumar Mishra, Dr. Grace Samwel, Dr. N.
Shivaprasad, Dr. Aruna Korde, and Dr. Sanyog Jain

Blood and Blood Related Products
Dr. Kabita Chatterjee, Dr. R. K. Choudhary, Dr. Debasish
Gupta, one representative from NIB and CDSCO each

Biologics
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Dr. Surinder Singh (Chairman), Dr. Anurag S. Rathore
and Dr. S.S. Jadhav

Excipients
Dr. P. V. Kanitkar (Chairman), Mr. Subodh Priolkar, Dr.
D.B.A. Narayana and Dr. Shailesh Nagarsenkar.

General Chapters

Dr. Vinay G. Nayak (Chairman), Dr. Sunil S. Nadkarni,
Mr. Antony R. Gomes, Dr. Vinay Aroskar, Dr. Pramod
Dalvi, Dr. Sundara Kalyana Balaji, Mr. Kundan D. Pa-
til, Mr. Deepak Jakate, Mr. Sanjay Despandey, Dr. V. B.
Malkar, Mr. Mohan Jain, Dr. Luis Coutinho

General Chapters & Dosage Forms
Mr. Vinod Arora (Chairman), Dr. Prashant Dixit

Herbal Products

Dr. D. B. Anantha Narayana (Chairman), Dr. Amit
Agarwal, Dr. G. Patani, Dr. Pulok Mukherjee, Dr. M. N.
Nanjan, and Dr. C. K. Katiyar

Sub Group on “Essential Qils”
Mr. Ramakant Harialka, Mr. B. Murali, Dr. Rahul Singh,
Ms. Bhuvana Nageswa-ran, and Dr. Hema Lohani

Inhalation Products

Mr. R. Sridharan (Chairman), Mr. Satish Sharma,

Mr. Sanjay Gupta, Mr. Nagesh Shenoy, Mr. Ganadish
Kamat, Mr. Amit Sule, and Mr. S. G. Belapure

Medical Devices
Dr. S. Eswara Reddy (Chairman)

Microbiology (General)

Dr. J. P. Mehta (Chairman), Mr. C. Hariharan, Dr. Gopa
Ghosh, Mr. S. N. Chavan, Dr. Jadhav, Mr. A. P. Mohan,
Dr. P. K. Chitnis, Dr. Suhas Mangaonkar, Mr. Om Prakash
Verma and Mr. Ashok Desai

Ophthalmics

Dr. S.M. Mudda (Chairman), Mr. V. Shiv Kumar,
Ms. Shakila S. Pai, Mr. R. T. Arasu, Mr. Navneet V.
Mehta, Ms. S. Asha, Mr. P. Venkata Reddy and

Ms. Aditi Panandikar

Parenteral Preparations (General)
Mr. Satish R. Kulkarni (Chairman), Mr. Hemal Patel,
Mr. Vijay V. Kshirsagar, Mr. H. T. Nazare, Mr. S. L. Jat,

Mr. Sudhir Pandya

Veterinary Products
Dr. Rishendra Verma (Chairman)

Vaccines

Mr. S. S. Jadhav (Chairman), Dr. Arun Bhardwaj, Dr.
A. Ramkrishan, Dr. Sumant Sharachchandra Karnik, Dr.
Sunil Gairola, Dr. Mahesh Bhalgat, Mr. Anil Sood, Mr.
P.M. Patel, Mr. Parag P. Nagarkar and Dr. K. Anand
Kumar

Biologicals and rDNA products

Dr. Anurag Rathore (Chairman), Dr. S. S. Jadhav, Dr.
Venkata Ramana, Dr. Sriram Akundi, Mrs. Kinnari Vyas,
Mr. Arvind Kukrety, Dr. S. Amir Sangi-trao, Dr. Renu
Jain, Dr. Rahul Kulkrni, Dr. Himanshu Gadgil, Dr. Sa-
tyanarayana Subrahmanyam, Ms. Seema Shimpi, Dr.
Mabhesh K. Bhalgat, Dr. Jayasheel B.G. and Ms. Meenu
Batolar

Website Development

Dr. D. B. Anantha Narayana (Chairman), Dr. P. V. Venu-
gopal, Mr. G. S. Bedi
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3. ACCREDITATION AND CERTIFICATION

(i) IPC has become the first “WHO Prequalified Gov-
ernment Organization” in India in the area of physical/
chemical analysis, identification, assay, impurities and
related substances for APIs and Finished Pharmaceutical
Products (FPP) (Annexure-I) Accordingly IPC is regular-
ly getting enquiries from different countries for testing of
pharmaceuticals.

(i) IPC had applied for Renewal of Accreditation of
ISO/IEC 17025:2005 in the field of Chemical & Bio-
logical testing to NABL on 28" April, 2015. Audit was
conducted during 6™ - 7" June, 2015 by the NABL. The
Nonconformances (NCs) raised in respect of Chemical
and in Biological testing were successfully resolved and
accreditation was renewed (Annexure-II).

(ii1) IPC had applied for Reference Material Producers
[RMP] Accreditation as per ISO: 34 to NABL on 28"
April, 2015. Pre-assessment audit was done on 5"-6
September, 2015 for accreditation in the field of Chem-
ical Composition category (Sub Category: Organic Ref-
erence Materials). The NCs raised were resolved to their
satisfaction. After re-inspection on 4™ - 5% December,
2015, the auditors were fully satisfied and the Certificate
of Accreditation was issued on 17" March, 2016 (Annex-
ure—III).

(iv) IPC had applied for Integrated Management Sys-
tem (IMS) in accordance with OHSAS 18001:2007,
ISO 9001:2008, ISO 14001:2004 to the Agency, Quali-
ty Austria. An external audit was conducted on 31% July,
2015. Some minor NCs were raised and in view of timely
submission of compliance report by IPC, the Certificate
was granted (Annexure-1V).

(v) IPC got recognition as a Scientific & Industrial Re-
search Organization (SIROs) from the Department of
Scientific and Industrial Research, Ministry of Science
and Technology, Government of India on 22" March,
2016 (Annexure—V).
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4. SCIENTIFIC ACTIVITIES AND ACHIEVEMENTS

The Indian Pharmacopoeia Commission (IPC) is a unique
organization committed to set the quality specifications
of drugs and pharmaceuticals in the form of IP and to
promote rational use of medicines by bringing out NFI
and to ensure safety of medicines by running PvPI to pro-
tect health of all citizens of our country.

IPC has the following functional Divisions:

. Analytical Research & Development
. Reference Standard

. Biologics

. Pharmacovigilance Programme of India
. Microbiology

. Phytopharmaceuticals

. Pharmacology

. Quality Assurance

. Publication

. Library & Information Centre

. Store

The major achievements of IPC during 2015-16 include
the following:

1. Addendum 2016 to Indian Pharmacopoeia 2014

Addendum to the Indian Pharmacopoeia is published in
between editions of IP. It takes care of technical/other in-
advertent errors as well as incorporates new monographs

and omits non-relevant monographs.

* The salient features are:

General Chapter (02)

2.2.21. Glycoprotein and | 2.2.22. Drug Substance

Glycan Analysis Manufactured by Cell Cultures/
Fermentation

New Monographs (64)

Abiraterone Acetate Insulin Glargine Injection

Analgin Latanoprost

Atomoxetine Capsules Levetiracetam

Bendamustine Hydro- Levetiracetam Oral Solution

chloride

Bendamustine Injection | Levetiracetam Prolonged

release Tablet

Benzoyl Peroxide Menotropin

Bortezomib Injection Menotropin for Injection

BOOOOGOOOOOOOBOOOOOOOOOOOOOOIOOPOOOOIOOOOOOOOOOIOOPOOOOIOOOOOOOOOOOOIIOOOOOOOOOOOOOGIOIPOOOOOOOOOOOOOOOOIPOOOOOOOOOOOOOOOOIOOD

Carbidopa and Levodopa | Methocarbamol

Orally Disintegrating

Tablet

Celecoxib Metoprolol Tablet

Chlorinated Lime Metoprolol Succinate

Clobazam Tablet Metoprolol Succinate Pro-
longed-release Tablet

ColistinSulphate Metronidazole Gel

Oral Suspension

Doxycycline Dispersible
Tablet

Nicardipine Hydrochloride

Drospirenone

Nifedipine Prolonged-release
Capsules

Drospirenone and
Ethinylestradiol Tablet

OlmesartanMedoxomil Tablet

Drotaverine Hydrochlo-
ride

Paroxetine Prolonged release
Tablet

Duloxetine Hydrochlo- | Pemetrexed Injection

ride

Duloxetine Gastro resis- | Pioglitazone and Metformin
tant Tablet Hydrochloride Tablet
Entecavir Pirfenidone

Entecavir Tablet Pirfenidone Tablet
Esomeprazole Magne- Tacrolimus

sium Gastro resistant
Capsules

Exemestane

Tacrolimus Capsules

Exemestane Tablet

Teicoplanin Injection

Fenofibrate Tablet Tramadol Prolonged release
Tablet

Fluconazole Oral Sus- Trifluridine

pension

Fulvestrant Trifluridine Eye Drops

Gabapentin Trimebutine Maleate

Gabapentin Capsules Trospium Chloride

Gabapentin Tablet Verapamil Hydrochloride Pro-

longed release Tablet

Glucosamine Sulphate
Sodium Chloride

Ziprasidone Hydrochloride
Monohydrate

Indapamide Prolonged
release Tablet

Zolmitriptan Nasal Spray

Insulin Glargine

Vaccines and Immunosera for Human Use (03)

Japanese Encephalitis
Live Vaccine (Human)

Typhoid Vi Conjugate Vaccine

Japanese Encephalitis
Vaccine Inactivated
(Adsorbed, Human)




Herbs and Herbal Products (14)

Asoka Jatamansi
Cassia Oil Kasni
Cinnamon Bark Oil Nirgundi
Cinnamon Leaf Oil Noni
Ginkgo Leaf Puskara
Ginkgo Dry Extract Tea Tree Oil
Ginkgo Tablet

Jangali Haldi

Blood and Blood Related

Products (01)

Anti-AB Blood Group-
ing Reagent
Biotechnology Products (04)
Anti-AB Blood Group-

Somatropin Concentrated

ing Reagent Solution
Pegfilgrastim Somatropin for Injection
Somatropin

Radiopharmaceutical Prepirations (03)

Thallous (201TI) Chloride
Injection

Samarium Phosphate
(32P) Colloid Injec-tion
Technetium (99mTc)
Labelled Human Se-rum
Albumin Nanocolloid
Injection

Revisions

Appendices

2.2.5. Test for Colony Forming Units (CFU)

2.2.11. Sterility

2.3.1. General Identification Reactions of lons and Func

tional Groups

2.3.9. Aluminium in Adsorbed Vaccine

2.3.36. Phenol in Vaccines and Antisera

2.4.2. Atomic Absorption Spectrometry

2.4.4. Flame Photometry

2.4.17. Thin-Layer Chromatography

2.4.26. Solubility

2.7.4. Test for Absence of Mycoplasmas

3.1. Infrared Reference Spectra

3.2. Thin Layer Chromatograms of Herbs and Processed
Herbs

3.3. Liquid /HPTLC/ Gas Chromatograms of Herbs

4.1. Buffer Solutions

4.2. General Reagents

4.4. Standard Solutions

BOOOOGOOOOOOOBOOOOOOOOOOOOOOIOOPOOOOIOOOOOOOOOOIOOPOOOOIOOOOOOOOOOOOIIOOOOOOOOOOOOOGIOIPOOOOOOOOOOOOOOOOIPOOOOOOOOOOOOOOOOIOOD

Monographs

Parenteral Preparations

Tablets

Acesulphame Potassium

Acetazolamide

Acetazolamide Tablets

Acitretin

Aciclovir

Adefovir Tablets

Adenosine

Allopurinol

Allopurinol Tablets

Alprazolam

Alprazolam Prolonged release Tablets
Ambroxol Hydrochloride

Aminocaproic Acid

Aminocaproic Acid Injection

Aminocaproic Acid Tablets

Amiodarone Hydrochloride

Amiodarone Intravenous Infusion
Amitriptyline Hydrochloride Docusate Sodium
Amlodipine Tablets

Amoxycillin Trihydrate

Amoxycillin Dispersible Tablets

Amoxycillin and Potassium Clavulanate Injection
Amoxycillin and Potassium Clavulanate oral suspension
Amoxycillin and Potassium Clavulanate Tablets
Anticoagulant Citrate Phosphate Dextrose Adenine Solu-
tion

Arterolane Maleate

Atorvastatin Calcium

Atorvastatin Tablets

Atosiban Acetate

Aspartame

Atropine Injection

Azithromycin

Bambuterol

Benazepril Hydrochloride Tablets

Benzoin

Compound Benzoin Tincture

Betahistine Hydrochloride

Betahistine Tablets

Betamethasone

Betamethasone Tablets

Betamethasone Sodium PhosphateTablets
Betazolol

Bezafibrate

Bezafibrate Tablets

Bisacodyl

Bleomycin Injection 14



Bortezomib

Bronopol

Budesonide Powder for Inhalation
Budesonide Inhalation
Bumetanide Tablets
Buspirone Hydrochloride
Buspirone Tablets

Calamine Lotion

Calcium Carbonate

Calcium Gluconate Tablets
Captopril

Carbamazepine

Carbomers

Carisoprodol

Cefadroxil Tablets

Cefepime Injection
Cefpirome Sulphate
Cefuroxime Injection
Chloramphenicol Injection
Chlorpheniramine Maleate
Ciprofloxacin

Ciprofloxacin Injection
Ciprofloxacin Hydrochloride
Ciprofloxacin Tablets
Clemastine Tablets
Clomifene Tablets
Clomipramine Hydrochloride
Clomipramine Capsules
Clotrimazole Pessaries
Colchicine and Probenecid Tablets
Dalteparin Sodium Injection
Dexamethasone Injection
Diazepam Tablets

Diclofenac Sodium
Dobutamine Hydrochloride
Docetaxel Anhydrous
Docusate Sodium
Dorzolamide and Timolol Eye Drops
Entacapone

Ethambutol Tablets
Ethopropazine Hydrochloride
Ethopropazine Tablets
Etidronate Disodium Docusate Sodium
Fenofibrate Capsules
Finasteride

Finasteride Tablets

Flavoxate Tablets
Flucytosine

Fludrocortisone Acetate
Fludrocortisone Tablets
Flumazenil

Fluocinolone Acetonide
Fluoxetine Capsules
Fluoxetine Tablets
Flupentixol Decanoate
Flupentixol Injection
Flutamide Capsules
Gallamine Injection
Gemcitabine Injection
Gentamicin Sulphate
Glipizide Tablets

Gliclazide Tablets

Diluted Glyceryl Trinitrate
Griseofulvin

Griseofulvin Tablets
Haloperidol Tablets
Hydrocortisone Sodium Succinate Injection
Hydroxychloroquine Tablets
Hydroxyzine Oral Solution
Human Insulin

Biphasic Isophane Insulin Injection
Iloperidone Tablets
Ipratropium Bromide
Irbesartan and Hydrochlorothiazide Tablets
Isoniazid

Diluted Isosorbide Dinitrate
Isosorbide Dinitrate Tablets
Labetalol

Lacidipine Tablets
Lansoprazole
Levonorgestrel

Levamisole Hydrochloride
Liquid Maltitol

Losartan Tablets

Maleic Acid

Mannitol

Mefenamic Tablets
Meropenem Injection
Mesalazine

Metformin Hydrochloride
Methotrexate

Methotrexate Tablets
Methylergometrine Injection
Methylergometrine Tablets
Methylprednisolone Acetate Injection
Metoclopramide Syrup
Metoclopramide Tablets
Metronidazole Benzoate
Mifepristone
Monothioglycerol
Mupirocin

Nalidixic Acid Tablets 15



Naltrexone Hydrochloride
Nandrolone Decanoate Injection
Naphazoline Nitrate

Naproxen

Nifedipine Capsules

Nifedipine Prolonged release Tablets
Nifedipine Tablets

Neotame

Nevirapine

Nicotinamide

Nicotinic Acid

Nitrazepam Tablets
Nortriptyline Tablets
Novobiocin Sodium
Octyldodecanol

Ofloxacin Infusion

Ondansetron Hydrochloride
Ondansetron Injection
Ondansetron Orally Disintegrating Tablets
Ondansetron Tablets

Ornidazole

Ornidazole Injection

Ornidazole Tablets

Oseltamivir Capsules
Oseltamivir Oral Suspension
Oxazepam

Paracetamol

Paracetamol oral Suspension
Paracetamol Paediatric oral Suspension
Paracetamol Tablets

Liquid Paraffin

Light Liquid Paraffin
Penicillamine

Phenoxyethanol

Phenylmercuric Nitrate
Phenytoin

Phenytoin Injection

Pilocarpine Eye Drops

Polyoxyl 35 Castor Oil
Polysorbate 20

Polysorbate 80

Potassium Clavulanate Diluted
Praziquantel Tablets

Prazosin Hydrochloride
Procainamide Injection
Procainamide Tablets
Progesterone Injectable Suspension
Proguanil Hydrochloride
Propionic acid

Pyrimethamine and Sulphadoxine Tablets
Quetiapine Tablets

Quinidine Sulphate

Quinine Dihydrochloride
Quiniodochlor

Rabeprazole Injection
Racecadotril Capsules
Ramelteon

Ramipril and Hydrochlorthiazide
Ritodrine Injection

Rizatriptan Tablets

Rosuvastatin Tablets

Safinamide Methane Sulphonate
Sulbutamol

Salicylic Acid Ointment
Saquinavir Mesylate Tablets
Sildenafil Tablets

Silver Sulphadiazine

Sisomicin Sulphate Injection
Sodium Amino Salicylate
Compound Sodium Chloride Injection
Sodium Diatrizoate Injection
Sodium Stibogluconate

Sodium Stibogluconate Injection
Sodium Valproate

Sorafenib Tosylate

Sorafenib Tablets

Stearyl Alcohol

Stilbestrol

Succinylcholine Injection
Sucralose

Sulpiride

Tadalafil Tablets

Terazosin Tablets

Tamoxifen tablets

Terbutaline Injection
Theophylline Injection
Thiamine Injection
Thiocolchicoside Capsules
Thipentone Injection

Thiotepa

Thyroxine Tablets

Tobramycin

Tobramycin Injection

Tolnaftate Cream

Torsemide Tablets

Trandolapril Tablets

Travoprost

Travoprost Eye Drops
Triamcinolone Tablets
Trimethoprim and Sulphamethoxazole Oral Solution
Trimethoprim and Sulphamethoxazole Tablets
Tropicamide Eye Drops 16



Tubocurarine Injection
Ulipristal Acetate
Verapamil Injection
Vinblastin Sulphate
Voglibose

Zidovudine
Zoledronic Acid
Zolmitriptan
Zolmitriptan Tablets

Vaccines and Immunosera for Human Use
Vaccines: General Requirements

Adsorbed Diphtheria, Tetanus, and Hepatitis B (rDNA)
Vaccine

Pertussis (Acellular Component) and Haemophilus
influenza Type b Conjugate Vaccine

Adsorbed Diphtheria, Tetanus, Pertussis (Acellular Com-
ponent) and Hepatitis B (rDNA) Vaccine

Adsorbed Diphtheria, Tetanus, Pertussis (Acellular Com-
ponent) and Haemophilus Type b Conjugate Vaccine

Adsorbed Diphtheria, Tetanus, Pertussis (Acellular Com-
ponent), Poliomyelitis (Inactivated) and Haemophilus
Type b Conjugate Vaccine

BCG for Immunotherapy

Diphtheria, Tetanus, Pertussis (Whole Cell), Hepatitis B
(rDNA) and Haemophilus influenzae Type b Conjugate
Vaccine (Adsorbed)

Diphtheria, Tetanus, Pertussis (Whole Cell) and Hae-
mophilus Type b Conjugate Vaccine (Adsorbed)

Haemophilus Type b Conjugate Vaccine
Hepatitis B Vaccine (rDNA)
Meningococcal Polysaccharide Vaccine
Pertussis Vaccine

Pneumococcal Polysaccharide Vaccine
(Liquid/Adsorbed)

Rabies Vaccine, Human

Rotavirus Vaccine (Live Attenuated, Oral)
Tetanus Vaccine (Adsorbed)

Tick-borne Encephalitis Vaccine (Inactivated)
Typhoid Polysaccharide Vaccine

Herbs and Herbal Products

Amaltas
Artemisia
Asthisamhrta
Bala

Bassant

Bassant dry extract
Birmi

Coriander Oil
Draksha
Ginseng
Ginseng dry extract
Hingu

Kaunch
Lavender Oil
Mirch
Nagakesar
Sahajana Leaf
Sahajana Stick
Shankhpushpi
Vidanga
Vijayasara

Yasti Dry extract

Biotechnology Products

Erythropoietin for Injection
Erythropoietin Injection
Filgrastim Concentrated Solution
Filgrastim Injection

Interferon Alpha 2a Injection

Veterinary Monographs

Buserelin

Flunixin Meglumine

Frusemide Injection

Furazolidone Veterinary Oral Suspension
Furazolidone Premix

Meclofenamic Acid

Niclosamide Veterinary Oral Powder

Oxfendazole 17



Oxfendazole Veterinary Oral Suspension

Omissions

Azelaic Acid
Ceftazidime Injection

Clobazam Capsules
Errata 005, 006, 007 and 008 to IP-2014

Based on scientific inputs from stakeholders and sugges-
tions of the Expert Working Groups some monographs
and appendices in IP-2014 and Addendum 2015 needed
corrections. Accordingly Errata — 005, Errata — 006,
Errata — 007 and 008 were uploaded on the IPC website
(www.ipc.gov.in) for notice and immediate compliance
of all concerned.

1.1. Reply to IP related queries

The IPC received about 2500 queries of technical nature
on the chemical category as well as the biological cate-
gory monographs including API, excipients and formula-
tions etc. The queries were resolved through the scientif-
ic inputs of stakeholders and examination by the Expert
Working Groups and IPC Officials.

2. Progress of VIIIth edition of Indian
Pharmacopoeia (IP —2018)

2.1. Selection of monographs

The work for the next edition of IP has been initiated
by selection of monographs from the CDSCO approved
drug list, monographs received from stakeholders and
NLEM 2015. The list of selected number of monographs
are as under:-

(1) Single Drugs Monographs (APIs and Formula
tions from other pharmacopoeias and suggested
by Experts): 45 Nos.

(i1) Fixed Dose Combination Monographs from
other pharmacopoeias and suggested by
Experts: Nos.

(ii1) Monographs provided by the Stakeholders:
31 Nos.

(iv) Monographs selected from NLEM 2015: 16 Nos.
2.2. Draft General Chapters

The following revised general chapters are drafted for
upgradation:

(1)
(1)
(iii)

2.3.

NN R LD =

9.

10.
I1.
12.
13.

14.
15.
16.
17.
18.
19.
20.
21.
22.
23.

24.
25.
26.
27.
28.
29.
30.
31.
32.

2.4.

Tablets
Capsules
Granules

The following Monographs are drafted and
uploaded on the website (www.ipc.gov.in) of
IPC for comments of stakeholders:

Alendronate Sodium

Amiloride and Hydrochloro Thiazide Tablet
Levetiracetam Tablet

Nadifloxacin Cream

Nadifloxacin Gel

Atenolol and Chlorthalidone Tablet
Isotretinoin Gel

Bisoprolol Fumarate and Hydrochlorothiazide
Tablet

Dothiepin Tablet

Levofloxacin Oral Solution

Memantine Hydrochloride

Memantine Hydrochloride Tablet
Olopatadine Hydrochloride Ophthalmic
Solution

Olopatadine Hydrochloride

Oxybutynin Hydrochloride

Oxybutynin Prolonged Release Tablet
Trimetazidine Hydrochloride Tablet
Bisoprolol Fumarate

Oxymetazoline Hydrochloride Nasal Solution
Paroxetine Hemihydrate

Phenylepherine Eye Drops

Oxymetazoline Hydrochloride

Carbidopa and Levodopa Prolonged Release
Tablet

Captopril and Hydrochlorothiazide Tablet
Diphenoxylate and Atropine Sulphate Tablet
Etodolac prolong release Tablet
Clindamycin oral solution

Cefdinir

Procarbazine Capsule

Olopatadine Tablet

Mycophenolate Mofetil Oral Suspension
Terbinafine Cream

Verification of Analytical methods

The following APIs and Formulations monographs were
verified in respect of the following test:

1.

Cilnidipine Tablet: Verification parameters: Iden
tification, Assay, Related substance test, 18



Dissolution and Uniformity of Content.

2. Mycophenolate Mofetil: Verification
parameters: Identification and Assay.
3. Olopatadine Hydrochloride: Verification param

eters: Identification, Assay and Related
Substance test.

4, Ambriserten Tablet: Verification parameters:
Assay test, Related substances test
Dissolution test and Uniformity of Content.

5. Abiraterone acetate Tablet: Verification
parameters: Assay, Related substances and
Dissolution test.

6. Tazobactam: Verification parameters: pH
Specific Optical rotation and Assay.

7. Carmustin: Verification parameters: Water
and Assay.

8. Mycophenolate Mofetil Tablet: Verification
parameters: Identification and Assay.

9. Olopatadine Hydrochloride Tablet:

Verification parameters: Assay, Related
substances and Dissolution.

10. Dapoxetine Tablet: Verification
parameters: Identification, Assay and
Related Substances.

I1. Levetiracetam Extended release Tablet:
Verification parameters: Identification
Assay and Related Substances.

12. Bisoprolol Fumarate: Verification
parameters: Identification, Assay, Related
Substance Sulphated Ash.

13. Nadifloxacin Gel: Verification parameters:
pH, Uniformity of content, Assay Related
substances.

14. Nadifloxacin Cream: Verification

parameters: pH of the Cream, Uniformity
of content, Assay and Related substances.

2.5. Verification of Analytical methods for existing
monographs available in IP

Assay Test for Metronidazole Gel

TLC for identification of Tropicamide Eye Drops
Water Content test of Risedronate Sodium
Assay Test for different formulation of
Metformin Tablet

Dissolution Test for Sertaline HCI

Related substance test of Entacavir

SOR of Topotecan Hydrochloride

System suitability compliance of Bortezomib
Related Substances test of Pirfenidone Tablet
0. Assay of Verapamil Prolonged release Tablet
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11. Assay test of Terazocin HCI

12. Dissolution test of Pirfenidone Tablet

13. Assay test of Prednisolone sodium
phosphate Oral Solution

14. FTIR of Acetazolamide with or without
extraction

15. Assay of Theophylline Injection

16. Assay of Terazosin Tablet

17. Assay and Uniformity of content test of
Prochlorperazine Maleate Tablet

18. Assay of Metolazone

19. Identification Test of Frusemide Tablet

20. Identification and Assay test method of
Promethazine syrup

21. Buffer solution pH modification of Ambroxol

22. Imipenem water content determination by
Karl Fischer titration

23. Assay test by using different buffer
preparation of Hydrochlorothiazide

24, IR Identification Test with reference to
Sodium Valproate or Valproic Acid in
Divalproex Sodium

25. Assay test by using IP and USP method of
Chlorthalidone

26. IR Identification Test of Meropenem
2.6. Hard HPMC Capsule Shells monograph

A monograph was drafted for inclusion in [P-2018 after
discussion with the Expert Working Group. This was car-
ried out as recommended in the letter no. 245/14/2015
dated 3 July, 2015 received from Hon’ble Minister Ms.
Maneka Sanjay Gandhi, Ministry of Women & Child
Development, Govt. of India regarding drafting a new
monograph in Indian Pharmacopoeia for vegetarian cap-
sule.

2.7. Development of IR Reference Spectra
The following IR Reference Spectra developed:
(1) Olopatadine Hydrochloride

(i1) Ropivacaine Hydrochloride

(ii1) Darunavir Ethanolate

(iv) Bisoprolol Fumerate

v) Cefdinir

3. Development of IPRS

Indian Pharmacopoeia Reference Substances (IPRS) are
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highly characterized substances that are used in the offi-
cial methods prescribed in IP for the purpose of compar-
ison to ensure the identity, purity, strength and quality
of drug substances and drug products. They are used by
the stakeholders to qualify the working standards used
for routine analysis in the laboratories such as for quan-
titative (e.g. assay and impurity) and qualitative (e.g.,
identification) analysis. IPRS characterization involves
collaboration processes and additional procedures other
than those used in routine testing to produce Reference
Substances of the highest quality and make them readily
available to the public.

A total no. of 44 new IPRS and 30 Impurities were devel-
oped and information uploaded on the IPC website. Thus
so far 515 IPRS including 49 Impurities are available at
IPC.

4. Retesting and Maintenance of IPRS

To prove the stability of already developed IPRS, retest-
ing is performed initially after two years and then on an
annual basis. A total of 230 IPRS were retested for their
integrity of potency.

The 70 IPRS were replaced with a new lot after charac-
terization because the previous lot went out of stock.

5. Prednisone Dissolution Calibrator Tablet

Prednisone Dissolution Calibrator Tablet is used for the
calibration of Dissolution Apparatus. For the first time
Prednisone Dissolution Calibrator Tablet was launched
on 14" November, 2015 by Hon’ble Union Minister Shri
J. P. Nadda, Ministry of Health & Family Welfare, Gov-
ernment of India and Gen. (Dr.) V. K. Singh, Minister of
State for External Affairs, Indian Overseas Affairs, Sta-
tistics & Programme Implementation (I/c), Government
of India, for the use of stakeholders.

6. New Drugs Analysis

94 new drug samples were received from the office of
Drugs Controller General (India), analyzed/verified and
reports generated were submitted to the CDSCO, FDA
Bhawan, New Delhi.

7. Port Samples Analysis
68 port samples were received from CDSCO, IGI Car-

go Complex, New Delhi, analyzed and reports generated
were submitted to the respective CDSCO Office in New

Delhi.
8. Drugs Survey Samples Analysis

The National Institute of Biological (NIB), CDSCO and
IPC conducted an analysis of drugs survey samples to
identify “Spurious” and “Not of Standard Quality” drugs.
IPC received 5282 samples for testing. All the samples
were analyzed on time and the reports were submitted
to NIB.

9. Inter Laboratory Comparison (ILC) &
Proficiency Testing (PT)

As IPC is an NABL approved testing laboratory, it is one
of the mandatory requirements of NABL to participate
in the Inter Laboratory Comparison Programme. Hence,
IPC has analyzed 35 ILC Samples and seven Proficiency
Testing Samples received from different Laboratories.

As part of NABL ILC, 10 drug samples with respect to
microbial bioassay, microbial contamination test and
Bacterial Endotoxin Test were analyzed.

10. Guidance Manual for Monographs
Development on Herbs and Herbal
Products was prepared and the manuscript is in
press.

11. National Formulary of India (NFI) - 2016

The National Formulary of India (NFI) is the reference
book for selection and rational use of medicines. It is a
guidance document for medical practitioners, pharma-
cists, nurses, medical and pharmacy students, and other
healthcare professionals and stakeholders in the health-
care system. The NFI represents a broad consensus of
medical opinion with respect to drugs and their formula-
tions and provides the physician with carefully selected
therapeutic agents of proved effectiveness which form
the basis of rational drug therapy. The salient features of
NFI-2016 are:

(1) It includes medicines listed in the National List
of Essential Medicines 2011, India

(i1) Other medicines frequently prescribed by the
clinicians

(ii1) Total 33 chapters by therapeutic categories

(iv) Specific drug monographs 521 including
33 fixed dose combinations

v) Immunologicals - 20

(vi) Vitamins - 12
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(vii)  Schedule H & H1 drugs are clearly identified.
New chapters on

(viii)  Basics of medical emergencies

(ix) Drugs for oral health

(x) Medicines banned in sports

(xi) Total number of Appendices - 22
New Appendices on

(xii)  Advisory related to medicines

(xiii)  Causality assessment of Adverse Drug Reac-
tions

(xiv)  Common drugs causing severe allergic reactions.

(xv)  Domiciliary care of seizures

(xvi)  Drugs banned in India (from year 2008 onwards)

(xvii) National List of Essential Medicines in India
2011

(xviii) Tips for healthy life style

12. Creation of awareness about the use of NFI-2016

(1) Created the awareness of NFI-2016 through
print media, new letters etc.

(i1) Organized the National Symposium on the

“Role of National Formulary of India for Im

proving Use of Medicines” on 14" January,

2016 at India International Centre (I1C),

New Delhi.

(iii) Organized the National Symposium on “Quality,

Safety and Rational Use of Medicines” on 26"

February, 2016 at IPC, Ghaziabad.

13. Adverse Drug Reactions (ADRs) Reporting
under the Pharmacovigilance programme of
India (PvPI)

IPC is working as the National Coordination Centre
(NCC) for Pharmacovigilance Programme of India
(PvPI). The centres received a total no. of 63870 reports
through vigiflow from different Adverse Drug Reaction
Monitoring Centres (AMCs) established across the coun-
try. After reviewing these reports for the validity, quality
and completeness as per the documentation grading sys-
tem of NCC-PvPI these have been shared with the WHO
UMC global safety database, Vigi-Base®. The magni-
tude of ICSRs on a monthly basis is depicted in Figure -1.

14. Recommendations for Regulatory Actions

After a thorough discussion and analysis of adverse
events by the signal review panel of PvPIL, the following

BOOOOGOOOOOOOBOOOOOOOOOOOOOOIOOPOOOOIOOOOOOOOOOIOOPOOOOIOOOOOOOOOOOOIIOOOOOOOOOOOOOGIOIPOOOOOOOOOOOOOOOOIPOOOOOOOOOOOOOOOOIOOD

11 recommendations for regulatory actions were submit-
ted to the CDSCO, New Delhi:

S. No. | Drugs : Recommenda- Remark
Adverse Drug tions
Reactions
1. Lamotrigine : For label change | Recom-
Stevens John- mended to
son Syndrome, CDSCO
Toxic Epidermal
Necrolysis
2. Ceftriaxone : For label change | Recom-
Stevens Johnson mended to
Syndrome CDSCO
3. Betamethasone : | For label change | Recom-
Photosensitivity mended to
Reaction CDSCO
4. Azithromycin : | For label change | Recom-
Acute General- mended to
ized Exanthema- CDSCO
tous Pustulosis
5. Cloxacillin : For label change | Recom-
Acute General- mended to
ized Exanthema- CDSCO
tous Pustulosis
6. Ranitidine : For label change | Recom-
Cardiac Arrest mended to
CDSCO
7. Anti Rabies Vac- | For label change | Recom-
cine : Erythema mended to
Multiforme CDSCO
8. Surfactant : Pul- | For label change | Recom-
monary Haem- mended to
or-rhage CDSCO
9. Mannitol : Hypo- | For label change | Recom-
kalaemia mended to
CDSCO
10. Piperacillin & For label change | Recom-
Tazobactum : mended to
Hypokalaemia, CDSCO
Bronchospasm
11. Rota Vaccine : For label change | Recom-
Intussusception mended to
CDSCO
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In addition to the above, after the preliminary analysis 3 Nicorandil | Angina pectoris Risk of ulcer
of SUSARs from the PvPI database, NCC also advised Vasodilator complication
healthcare professionals, pa‘Fients and consumers through 4. Olanzapine | Schizophrenia, Hyponatrae-
Drug Alerts to closely monitor the possibility of the ad- acute mania epi- | mia
verse events while prescribing/consuming these drugs. sodes in bipolar
— disorder
8. No. lS)l;ipescted Indication ﬁg:f;iis 5. Crizotinib Locally advanced | Risk of cardi-
& or metastatic non- | ac failure
small cell lung
1. Phenytoin Generalized ton- Angioedema cancer (NSCLC)
ic-clonic seizures; that is anaplastic
partial seizures; lymphoma kinase
status epi-lepticus (ALK)-positive
2. Phenytoin Generalized ton- Osteoporosis
ic-clonic seizures;
partial seizures;
status epilepticus 22




5. SKILL DEVELOPMENT PROGRAMME

IPC contributes significantly to the skill development of
professionals engaged in the quality, safety and rational
use of medicines. [PC labs are equipped with the latest
analytical instruments and equipments and has qualified,
experienced and competent scientists for providing train-
ing on a regular basis to the drug analysts/bench chemists,
regulatory officials, pharmaceutical and medical acade-
micians, research scholars, students, industry personnel

The skill development programmes are listed below:

BOOOOGOOOOOOOBOOOOOOOOOOOOOOIOOPOOOOIOOOOOOOOOOIOOPOOOOIOOOOOOOOOOOOIIOOOOOOOOOOOOOGIOIPOOOOOOOOOOOOOOOOIPOOOOOOOOOOOOOOOOIOOD

etc. The subject experts/resource persons are drawn from
within IPC and outside. The presentation includes power
point slides followed by explanations and daily life ex-
amples as well as handson training in the laboratory. In
the current year, 923 participants from across the country
and from abroad have utilized this opportunity. IPC also
conducts induction and inservice training.

S. No. | Duration Title Nature of Participants No. of Participants
I. 01/06/2015 Training programme for newly Promoted | Newly promoted Asst. 14
to Assistant Drugs Controllers of CDSCO Drugs Controller
12/06/2015 for strengthening National Regulatory
Authority (NRA)
2. 24/06/2015 to PvPI Sensitization programme Healthcare professionals, 100
24/06/2015 postgraduate and undergrad-
uate students of medical
colleges and hospitals
3. 20/07/2015 to Refreshment course on updates on PvPI | Technical Associates 11
21/07/2015 for existing Technical Associates
4, 18/08/2015 to Induction-cum-Training programme for | New Technical Associates 25
22/08/2015 newly recruited Technical Associates
5. 22/08/2015 to Continuing Medical Education (CME) on | Healthcare professionals 60
22/08/2015 Pharmacovigilance working under Integrated
counseling and Testing Cen-
tre, National AIDS Control
Organization (ICTC-NACO)
6. 24/08/2015 to Induction-cum-Training programme for | New Technical Associates 25
28/08/2015 newly recruited Technical Associates
7. 03/09/2015 to Induction-cum-Training programme on Coordinators of newly rec- | 30
04/09/2015 Pharmacovigilance for Coordinators of ognized AMCs under PvPI
newly recognized AMCs under PvPI
8. 07/09/2015 to 4th Training programme on various Government Drugs Ana- 35
01/10/2015 Analytical Instruments & Techniques for | lysts/Bench Chemists
Government Drugs Analysts
9. 07/10/2015 to Workshop on awareness programme of Stakeholders and Scien- 225
07/10/2015 Indian Pharmacopoeia and Indian Phar- | tific Staff and Students of
macopoeia Reference Substance NMIMS
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10. 05/10/2015 to Pharmacovigilance Programme of India | Staff of NCC-PvPI & Drugs | 33
08/10/2015 (PvPI) — Uppsala Monitoring Centre Inspectors of CDSCO
(UMC), Joint Signal Detection Workshop
I1. 12/10/2015 to Ist Training programme on ISO Laboratory Persons 37
15/10/2015 17025:2005 for State Drugs Testing
Laboratories
12. 16/11/2015 to Training programme for Medicine Con- | Drugs Analysts and Regula- | 6
27/11/2015 trol Laboratory Analysts from Mongolia | tors from Mongolia
13. 27/11/2015 to East Zone Training programme on Phar- | Healthcare professionals & | 100
27/11/2015 macovigilance delegates
14. 30/11/2015 to 2nd Training programme on ISO Laboratory Personnel 33
03/12/2015 17025:2005 for State Drugs Testing
Laboratories
15. 08/12/2015 to Training & awareness programme on Healthcare Professionals 75
09/12/2015 Pharmacovigilance
16. 02/02/2016 to 3rd Training programme on ISO Laboratory Persons 35
05/02/2016 17025:2005 for State Drugs Testing
Laboratories
17. 05/02/2016 to Training for Nursing professionals Nursing Staff 30
05/02/2016
18. 15/02/2016 to Induction-cum-Training programme for | Technical Associates 7
19/02/2016 newly recruited Technical Associates
19. 19/03/2016 to Advanced Level Training in Pharma- Existing Coordinators & 30
19/03/2016 covigilance Technical Associates of west
zone
20. 01/04/2015 Project Trainees 12
to 31/03/2016
TOTAL | 923
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6. REFLECTION IN THE NATIONAL AND
INTERNATIONAL ARENA

The presence of IPC is visible both across national and
international programmes, some of the inputs and reflec-
tions are mentioned below:

6.1. National Arena

IPC participated in the following Expert Committee
Meetings:-

1. 12" Meeting of Food Additives Sectional
Committee (FADS) at Manak Bhawan,
New Delhi

2. Development of Indian Standards by the Bureau

of Indian Standards (BIS): The inputs provided
for the following ISO drafts:

) ISO 8536-6, Freeze-drying closures for infusion
bottles

(i1) ISO/CD 11608-4.2, Requirements and test
methods for electronic and electrochemical pen
injectors

(ii1) ISO/CD 11608-6 Needle based injection

(iv) ISO TC 84 N 1070- Call for Experts to Study
Group

v) ISO/DIS 7886-1- Sterile Hypodermic needle for
manual use

(vi) ISO 11040-2:2011- Plunger stopper for dental
local anaesthetic cartridges

(vii)  ISO 13926-2:2011- Plunger stopper for pen
injectors for medical use

(viii)  ISO PAS 18761:2013-Risk management and

muco-cutaneous blood exposure

(ix) ISO TC 84 1086- Requirement and test method
for needle based injection system

(x) ISO/TC N 1087-Requirement & test method for
needles

(x1) RE: CHD 1: Periodical review of Indian
Standards

(xii)  Review of minutes of the meeting of hospital

(xiii)

(xiv)

(xv)

10.

equipment and surgical disposable products
Sectional Committee MHD 12

ISO CD 20696 — Sterile urethral catheters for
single use

ISO/CD 20697 — Sterile drainage catheters and
necessary devices for single use

Fragrance and Flavor Ingredients Sectional
Committee, PCD 18

National Expert Committee on Allergens

Core Committee for the Revision of National
List of Essential Medicines 2011

National Adverse Events Following
Immunization (AEFI) Committee

Periodic Safety Update Reports (PSURs)
Review Committee

Drug Safety Monitoring Committee - For use of
Bedaquiline

Regulators Desk Animal Vaccine Manufacturer
Interactive Meet 2013

An MoU was signed with the Indian Institute of
Chemical Technology (IICT-Hyderabad) for
Impurity synthesis as per IP monographs

A Letter of Intent (Lol) was signed between
PvPI and the Indian Medical Associa-tion (IMA)

6.2. International Arena

The Japanese Pharmacopoeia delegation visited
IPC on 28" May, 2015

The IP perspective was presented in the
“Informal Consultation on New Concepts of
International Standards for Biotherapeutics
Products” held on 21t — 22" September, 2015
at WHO HQ, Geneva

Represented IPC at the Sixth International
Meeting of World Pharmacopoe-ias held in
China on 215 — 22 September, 2015

25



4. Represented IPC at the Annual Scientific
Symposium of Chinese Pharmacopoeia in China
on 23 — 24 September, 2015

5. Organized the 38" Annual Meeting of Repre
sentatives of National Pharmacovigi-lance
Centres Participating in the WHO
Programme for International Drug Monitoring
in New Delhi on 4" — 6" November, 2015

6. Dr. Sunita Vohra, Director of Integrative Health
Alberta, Canada visited IPC on 15" December,
2015 to discuss the possibilities to work jointly
and to build a partnership to ensure the safety
of OTC products and herbal drugs

7. Mr. Nana Ansah Adjei, Medicines Quality and
Safety Specialist, Food and Drugs Authority
(FDA), Ghana visited IPC on 9" February,
2016 and showed interest of Ghana FDA
to work together in the area of
Pharmacovigilance

8. Represented IPC in the 154" Special Meeting
for European Pharmacopoeia Ob-servers held at
Strasbourg, France on 15" — 17" March, 2016

6.3. WHO Work for International Pharmacopoeia

Provided comments on the WHO Draft Monographs for
the International Pharmacopoeia as given below:

(1) Levamisole Hydrochloride

(i1) Estradiol Cypionate and Levonorgestrel

(i)  Norethisterone and Norethisterone Tablet

(iv) Carbamazipine and Carbamazipine Tablet

v) Good Phrarmacopoeial Practices.

(vi) Misoprostol

(vil)  Ceftriaxone Sodium

(viii)  Carbamazepine

(ix) Carbamazepine Tablet

(x) Carbamazepine ChewableTablet

(xi) Carbamazepine Oral Suspension

(xii))  Good Pharmacopoeial Practices-Herbal
Drugs Monographs

(xiii))  Guidelines on Clinical Evaluation of Vaccines

(xiv)  Stability Evaluation of Vaccine under
ECTC condition

(xv)  Drafted Guidance Document on “Good Pharma
copoeial Practices — Herbal Monographs”
and sent comments to WHO HQ, Geneva

7. ADMINISTRATION, STORES AND ACCOUNTS

7.1. Administration:

. Manpower planning

. Day-to-day functioning

. Auxiliary support to all the Divisions

. Maintenance of personnel service records
. Timely payment of retirement dues

7.2. Stores Division:

The Stores Division of IPC provides comprehensive
support to all Scientific and non-Scientific Divisions for
performance of the tasks assigned to them. Supply chain
management is an important activity looked after by this
division. This Division attends to procurement, upkeep-
ing, maintenance of scientific / other Stores of any val-
ue, including the equipments / instruments, consumable,
non-consumable & miscellaneous items and maintains
the relevant records and also takes care of periodical con-
demnation/disposal of obsolete or not in use or outlived

items or stores beyond economic repairs, etc. All the ac-
tivities are performed under well set procedure keeping
in view the provision of General Financial Rules (GFR)
and QMS issued time to time.

Some of the notable achievements is as under:

* Extension of Solar Power System to 35 KVA en
abling uninterrupted essential lightening

» Digital Display System with LAN connectivity

*  Procurement of Laboratory Equipments

*  Procurement of Modular Furniture System

* Renovation of RS Iyer Hall and Conference Hall

* Infrastructure Development for Various Divisions
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7.3. Finance and Accounts Division:

smooth functioning of IPC by allocating suitable budget
and resources. The audited statement of accounts for the
financial year is attached (Annexure-VI).

The Finance and Accounts Division supported the

3. LIBRARY AND INFORMATION RESOURCES

The IPC Library and Information Centre is the leading
Pharmacopoeial Library and Information centre in the
country. The Library provides comprehensive resources
and valuable services to support Scientific and Pharma-
copoeial works. The library has a tremendous collection
of reference books, scientific journals, pharmacopoeias
of different countries, documents of national and inter-
national standards and audio-visual materials, etc. The
centre also provides the internet facility to the users for
online access of information.

environment for study, training and research

Provide computer generated Selective
Dissemination of Information (SDI) services in
related areas

The Library & Information Centre also provides the
following technical services in support of Scientific,
Pharmacopoeial and Administrative work:

(1) Reference and Consultation Service
The main objective of the Library & Information Centre (i1) Circulation Service
is to organize and make the documents available to the (ii1) CAS and SDI Service
users for providing support to their information needs. (iv) Indexing and Abstracting
The other objectives are as follows: v) Newspaper Clipping
(vi) Electronic Information Resource Access
. Ensure the preservation and long-lasting (vii))  OPAC (Online Public Access Catalogue)
availability of Library collection and resources (viii)  Reprographic Service
(ix) Library Publication
. Create a hospitable physical and virtual
9. PUBLICATION
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1032-1041.

(xxv) Faraat Ali, Dr. G. N. Singh, Dr. P. L. Sahu, Anuj

Prakash, Ms. Manisha Trivedi, and Tanzeel A
Khan: “Stability Indicating RP-HPLC method

10. PHOTO GALLERY

Some of the representative events at a glance are under:

1. Laying of the Foundation Stone of Advanced
Level Research Centre at [PC

2. Unveiling the Benefit-Risk Assessment Cell
of PvPI by Sh. J.P. Nadda, Hon’ble Union
Minister of Health & Family, Government of

India at [PC
3. Release of the Addendum 2016 to IP-2014 by
the Hon’ble Ministers, Government of India.
4. Release of the National Formulary of India

(NFI) — 2016 by the Hon’ble Ministers,
Government of India

5. Inauguration of the 38th WHO Annual Meeting
of Representatives of National Centres
Participating in WHO Programme for
International Drug Monitoring

6. Addressing the 38" WHO Annual Meeting
of Representatives of National Centres
Participating in WHO Programme for
International Drug Monitoring

7. Release of the 10™ Edition of API Textbook of
Medicine by Sh. J.P. Nadda, Hon’ble
Union Minister of Health & Family Welfare,
Government of India

8. Release of the Prednisone Dissolution

(xxvi)

10.

I1.

12.

13.

14.

15.

Development for the estimation of Pantoprazole
Sodium in Tablet Dosage Form” World Journal
of Pharmacy and Pharmaceutical Sciences,
2015, 4(08): 1145-1152.

Faraat Ali, Dr. G. N. Singh, Dr. P. L. Sahu, Dr.
Robin Kumar and Ms. Manisha Trivedi: “De
velopment and Validation of Analytical Method
for the Estimation of Ceftaroline Fosamil in
Bulk and Pharmaceutical Dosage form by
RP-HPLC”. World Journal of Pharmacy and
Pharmaceutical Sciences, Volume 4, Issue

08, 929-938, ISSN 2278 —4357.

Calibrator Tablet by Sh. J.P. Nadda, Hon’ble
Union Minister of Health & Family Welfare.
Government of India

Dr. G. N. Singh, DCG (I) and Secretary-cum-
Scientific Director, Indian Pharmacopoeia
Commission addressing newly recruited
Assistant Drugs Controllers of CDSCO
during the training programme

Participants of the firstTraining Programme on
ISO/IEC 17025:2005 for Central and State
Drugs Testing Laboratory

Participants of the fourth Training Programme
for Drug Analysts on various analytical
instruments and techniques

Hands-on Training to Drug Analysts and
Regulators from Mongolia by the IPC Officials.

Participants of Pharmaceutical Industries
during an Interactive PvPI Session

Dr. G. N. Singh, DCG (I) and Secretary-cum-
Scientific Director, Indian Pharmacopoeia
Commission addressing IMA official during
a PvPI Meeting

Shri B. P. Sharma, Secretary Health and
higher officials of MoHFW, Government of

India
29
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reviewing the PvPI Activities along with 18. Visit of the Japanese Pharmacopoeia
Dr. G. N. Singh, DCG (I) Delegation to IPC

16. Participants in the National Symposium on 19. Representation of IPC at the sixth
the “Role of National Formulary of India for International Meeting of World Pharmacopoeia
Improving Use of Medicines at China

17. Participants in the National Symposium 20. Representation of [PC in the Special Meeting of
on “Quality, Safety and Rational Use of European Pharmacopoeia Observers held
Medicines at Strasbourg, France

Sh. J.P. Nadda, Hon’ble Union Minister of Health & Family Welfare, Government of India and
Gen. (Dr.) V. K. Singh (Retd.), Minister of State for External Affairs, Indian Overseas Affairs,
Statistics & Programme Implementation (I/c) laid the Foundation Stone of “Advanced Level

Research Centre” at IPC on 14" November, 2015 in the presence of Senior Officers from
Ministry of Health & Family Welfare, Government of India

Sh. J.P. Nadda, Hon’ble Union Minister of Health & Family Welfare, Government of India
unveiling the Benefit-Risk Assessment Cell of PvPI on 14" November, 2015 at IPC 30
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Release of Addendum 2016 to Indian Pharmacopoeia - 2014 & NFI 2016 by
Sh. J.P. Nadda, Hon’ble Union Minister of Health & Family Welfare, Government of India and
Gen. (Dr.) V. K. Singh (Retd.), Minister of State for External Affairs, Indian Overseas Affairs,
Statistics & Programme Implementation (I/c) on 14™ November, 2015 in the presence of Senior
Officers from Ministry of Health & Family Welfare, Government of India
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Ministry of Health & Family Welfare
Goverment of India

MrJ P Nadda

Sh. J.P. Nadda, Hon’ble Union Minister of Health & Family Welfare, Government of India in-
augurating and addressing the 38™ Annual Meeting of Representatives National Pharmacovigi-
lance Centers participating in the WHO Programme for International Drug Monitoring
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Sh. J.P. Nadda, Hon’ble Union Minister of Health & Family Welfare, Government of India,
along with Dr. Jitendra Singh, Hon’ble Minister of State, PMO & DOPT, Government of India
releasing the 10" edition of API Text book of Medicine on 3™ February, 2015 at New Delhi. This

book includes chapters on “ Pharmacovigilance: Safety monitoring of medicines” and Role of
National Formulary of India in the National Healthcare System.

Training Programme for New Assistant Drugs Controllers (ADC) of Central Drugs Standard
Control Organization (CDSCO) for strengthening of National Regulatory Authority (NRA) or-
ganized from 1° June, 2015 to 12 June, 2015 in collaboration with CDSCO, New Delhi at IPC
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1* Training Programme on ISO/IEC 17025:2005 for Central and State Drugs Testing
Laboratories organized from 12" Qctober, 2015 to 15™ October, 2015 at IPC

4th Training Programme on Various Analytical Instruments and Technique for Drugs Analyst
from State Drugs Testing Laboratory from 7™ September, 2015 to 1% October, 2015 at IPC
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Hands-on Training to Drug Analysts and Regulators from Mongolia at IPC

Meeting “To enhance the Participation of Pharmaceuticals industries in PvPI”
on 29" April, 2015 at IPC, Ghaziabad
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Shri B. P. Sharma, Secretary Health and higher officials of MoHFW, Govt. of India during the
meeting to review the progress of PvPI and launching the Mobile Apps for ADR reporting
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%
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Japanese Pharmacopoeia Delegation visit to IPC on 28" May, 2015
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IPC at the sixth International Meeting of World Pharmacopoeias held in China
September, 2015

IPC participating in the Special Meeting of European Pharmacopoeia Observers held at
Strasbourg, France in March, 2016
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Prednisone Dissolution Calibrator Tablet for the calibration of dissolution apparatus was
launched on 14™ November, 2015 by Sh. J.P. Nadda, Hon’ble Union Minister of Health &
Family Welfare, Government of India, and Gen. (Dr.) V. K. Singh, Minister of State for External
Affairs, Indian Overseas Affairs, Statistics & Programme Implementation (I/c), Government of

India

11. TPC STAFF

Name
Dr. Gyanendra Nath Singh
Officers

Dr. Jai Prakash

Dr. V. Kalaiselvan

Dr. P. L. Sahu

Dr. Anil Kumar Teotia
Dr. Robin Kumar

Mr. Anuj Prakash

Dr. Meenakashi Dahiya
Mr. Alok Sharma

Dr. Manoj Kumar Pandey
Mr. Satya Prakash

Mr. Dinesh Kumar Sharma
Dr. Pawan Kumar Saini
Smt. Ritu Tiwari

Ms. Manisha Trivedi

Designation

Secretary-cum-Scientific Director

Senior Principal Scientific Officer
Principal Scientific Officer
Principal Scientific Officer
Principal Scientific Officer
Principal Scientific Officer
Senior Scientific Officer
Senior Scientific Officer
Senior Scientific Officer
Scientific Officer
Scientific Officer
Scientific Officer
Scientific Officer
Scientific Assistant

Scientific Assistant 38
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Dr. M. Kalaivani Scientific Assistant
Mr. Ramji Rathod Scientific Assistant
Dr. Prasad Thota Scientific Assistant
Mr. Ravindra Verma Scientific Assistant

Dr. K. K. Singh
Mr. Chandan Kumar

Library & Information Officer
Finance & Accounts Officer

Mr. Manish Jain Store Officer

Ms. Renu Kapoor Upper Division Clerk
Mr. Bijender Kumar Laboratory Attendant
Mr. Rajendra Kumar Sharma MTS

12. SALES & DISTRIBUTION

1. Sales & distribution of Indian Pharmacopoeia
Reference Substances (IPRS) and Prednison
Dissolution Calibrator Tablet

The Indian Pharmacopoeia Laboratory has distributed/
sold a total number of 4461 IPRS Vials to the Private

and Government laboratories. The details are as follows:

TOTAL REVENUE GENERATED = Rs.1,46,58,442/-
In Words = Rupees One Crore Forty Six Lacs Fifty
Eight Thousand Four Hundred Forty Two Only

S. No. | Items Supplied to Quantity Rate Revenue Generated
(Rs.)
1. IPRS Vials Private companies/laboratories 5643 3,000/- 1,69,29,000/-
2. Impurities Vials | Private companies/laboratories 255 4,000/- 10,20,000/-
3. Prednisone Dis- | Private companies/laboratories 39 10,000/- 3,90,000/-
solution Calibra-
tion Tablet
4. IPRS Vials Govt. Drugs Testing Laboratories 697 - Supplied on Complemen-
tary basis
5. Impurity Vials Govt. Drugs Testing Laboratories 84 - Supplied on Complemen-
tary basis
TOTAL REVENUE GENERATED = Rs.1,83,39,000/-
In Words = Rupees One Crore Eighty Three Lacs Thirty Nine Thousand Only

2. Sales & distribution of IPC priced publications

The IPC has generated revenue amounting to
Rs.1,46,58,442/- (Rupees One Crore Forty Six Lacs
Fifty Eight Thousand Four Hundred Forty Two Only)

including foreign exchange of $1100 (US Dollars One
Thousand One Hundred Only) during the financial year
2015-16 by the sales & distribution of official publica-
tions of IPC. The details are as follows:
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S. No. | Title of the Pub- | Total Number | Opening Status Stock Balance | Revenue Gen-

lication of Copies/Sets | Balance erated
Printed as on Sold/ Comple- | Qty. (Rs.)
01/04/2015 mentary
L. NFI-2011 30000 15215 Sold 43 14401 17,954/-
Complementary | 771

2. Guidance Man- | 1000 277 Sold 00 157 NIL
ual for Compli- Complementary | 120
ance of IP

3. IP-2014 4000 1650 Sold 476 1150 96,76,848/-
(Along with Complementary |24 ($1100 =
DVD) Rs.71,848/-)

4. IP-2014 3000 2043 Sold 352 1647 14,22,000/-
Addendum 2015 Complementary | 44
(Along with
DVD)

5. NFI-2016 3000 3000 Sold 154 2611 77,640/ -

Complementary | 235

6. IP -2014 Adden- | 2000 2000 Sold 859 1100 34,64,000/-

dum 2016 Complementary |41
TOTAL REVENUE GENERATED = Rs.1,46,58,442/-
In Words = Rupees One Crore Forty Six Lacs Fifty Eight Thousand Four Hundred Forty Two Only

Generated
IR 1.,46,58,442/-

Total Revenue

INR

6, T, H4h -

MK
34,604,000/ -
INR
14, 22,000/
INK
INR TT.0di)-
17,954,
NIL
. |
NFI-2011 LM, Tor ir-2014 ir-2014 1P=2014 NFI-2006
Compliance  Along with Audd, 2005 Audd, 2006
of 1T DI Along with
I¥ b

GRAND TOTAL = Rs.1,83,39,000/- + Rs.1,46,58,442/- = Rs.3,29,97,442/-

(Rupees Three Crores Twenty Nine Lacs Ninety Seven Thousand Four Hundred Forty Two Only)
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ANNEXURE

Annexure-I

World Health
Organization
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Tel. dirgc; w5 32 M BAOD Dy bl eenaksls Daluya
F o darecr sl X 0p AT M Senior Scientifbc CHTieer
E-rmaal umanars - whio dan . . o
imdian Fharmacopoiea Comanisaion - ndisn
o veply please refer o Badia-lPL RMAA DY Fhamacopoeial Laborstory
Sector 23
N Rajnagar
Woud FEleence Cikuiriabesd 301002
Llzar Pradesl
Inde
12 ey 2015

Ieas D Dahiya,

WD Prequalification Team = Prequalification of Quality Contral Laboratories
Indian Pharmacepobes Commission - Indian Pharmacopoeial Laboratery

This is in reference to the lemer received on 8§ August 201 3 expressing interest of the lrdisn
Pharmacopoesa Comnumission = Indian Phanrecopoeial Labesatory, o pamicipate in ke Procedurs for
arserstag e accapiabiiny, i priseiple, of guafine covired loborerastes foe eee by Daiud Notions

ageacies,

Thank you for submsilsing the dats and informarion reguested during the procedure and for the
cooperation within the inspections.

W are plenssd 16 nfonm you that the Indian Phasmacopoica Commisison - Indian
Fharmacoposial Laboraory i@ considersd 1o be apsrating at an ssseplable level of compliance with WHO
Coarl Pracibces For Phasmacewical Guality Control Labaratories (GPCL) and will be ineludod in the lis
of pregualified quality controd lahoretesics topeiher with the areas of expentise ingpected and coniidered
oreaualified (sec Anmex 11,

¥ou can access the informalion on the prequalificstion procedane, as well a4 the list of
prequalified quality cantral laboratories, an the website www who, int pregual,

Mecerding to the progeduse, cach pregualificd Chality Comrol Laborasiory sheuld be after its
prequalification re-evaluated on routise, ag well as mon-routine basis. Therelare, all labamtories listed are
mequesied ke dubmin a brel annaal repor on 18 sctivities related 1o quality coniral of medicines within a
calendar year by the end of Mareh af the followieg yeas 3 the following address {your first repont should
be suhendlzed by ibe end of March 3016):

EMCL {2}
1. Area af experiise inapectad and conaidered pmql.u.‘llﬁud
2. Duwtline of the eantont of an ans=l repon on Btivities of & pregualified Inborsany

s Lol Gopaall deadais - T 4 IR
Crganisation mandiale de la Santé + BoewpHRR opf anNALIA JAPABOKIRHEHIA + Drganizacion Mundial de La Salud
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[ Duahiya, Ghaziabad 12 Moy 2005
Indiz-IFLRE ADY page 1

Mrr Jethro Busendo Euwana

World Health Oirgasaxaisan

HIS EMP BRHT

M0 Avesiae Appia

1211 Gieneva 27

Switzerland

Email: binsanarwEwho.im!

Pleass find angched (Annex 2) the outling of ibe content of the above-mentioned ropon hal @3
reqaired. Sheald any changes be implemented that may have significant impact on b prequaliibeation of
1he labeemnry, WHO should be infiorrsed without deley.

We would like bo take this spportunity to thank you for your cooperation

Yours sincerely,

Dr Lembit Rigo
Acting Coordinaiors, Prequalification Team
Regulation of Medicines and cther Healik Technolagics

Apadlal donaall dadis « AT H AR
Ougansation mondiale de la Santd « Bobep-an (5 BHILAA JADEROCIDEHE-HS « Organizacion Mundial de la Sahud
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Annexure-I1

/f;:_

National Accreditation Board for
Testing and Calibration Laboratories
(An Autonomous Body under Department of Science & Technology, Govt. of India)

CERTIFICATE OF ACCREDITATION

INDIAN PHARMACOPOEIA COMMISSION (INDIAN PHARMACOPQEIA LABORATORY)
| has been assessed and accredited in accordance with the standard

ISO/TEC 17025:2005
“Genere Reuirements forhe Competence of Tetin e Calbasion Laboratores

for its facilities at
Sector-23, Raj Nagar, Ghaziabad, Uttar Pradesh
in the discipline of
CHEMICAL TESTING

T maea s ponpe of Bocrecation of P BlGrakaey. o Py Sheo viel AL wetals wws rbl-reiia o)

Certificate Number  T.2082
Issue Date 0G0 5 Valid Until  zpip00017

This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to
continued satisfactory compliance to the above standard & the additional requirements of NABL.

Signed for and on behalf of NABL
J JP P ba Bt . Godd:
M. Venkaleswaran Anil Relia Prof. 5. K. Joghi
Frogram Manager Dhirgsctor Chairman

e ——————e e ———— e ——
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NAaBL

National Accreditation Board for
Testing and Calibration Laboratories
{An Autonomous Body under Department of Science & Technology, Gowt. of India)

CERTIFICATE OF ACCREDITATION

INDIAN PHARMACOPQEIA COMMISSION (INDIAN PHARMACOPOEIA LABORATORY)
has been assessed and accredited in accordance with the standard

. ISO/MEC 17025:2005
“General Requirements forthe Competence ofTesting d Calibraton Laboratories
for its facilities at

Sector-23, Raj Nagar, Ghaziabad, Uttar Pradesh
in the discipline of
BIOLOGICAL TESTING

o e el SO0 o BOOFediElon of this kaborelory, you =y s Wl MATIL webalin waes nakl-ircis crg )
| Certificate Numirer T-2063

|| Lasue Date 2900902015 . Valid Until 50005047
|

| This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to
continued satisfactory compliance to the above standard & the additional requiremnents of NABL.

Signed for and on behalf of NABL
M. Venkateswaran Anil Ralia Prof, 5. K. Joshi
Frogram Manager Diresctor Chairman

ooooooooooooo
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Annexure-I11

7

National Accreditation Board for
Testing and Calibration Laboratories
{An Autonomaus Body under Department of Sclence & Technaology, Govt. of India)

CERTIFICATE OF ACCREDITATION

Indian Pharmacopoeia Commission (Indian Pharmacopoeia Laboratory)

sector-23, Raj Nagar, Ghaziabad, Uttar Pradesh
has been assessed and accredited in accordance with the standard

150 Guide 34: 2009
“(General Requirements for the Competence of Reference Material Producers”

as
Reference Material Producer

in the Category of
Chemical Composition

[T e T 0o o Booriitatan of Fed Redimircs Lalerial Poochaes pi Py s sl HARL weleig moas bl iraka 2001

Certificate Mumber  F-0002
Issue Dhate 17016 Valid Until 160372018

This certificate remnains valid for the Scope of Accreditation as specified in the anmexure subject to
continuwed satisfactory compliance o the above standard & the additional requirements of MABL.

Signed for and on behalf of NABL
1 ' h-a._m-!-"-ﬂ':;_- o -:" o :
. - - ¥ :}‘"'*ﬂ“
M. Venkataswaran Anil Ralia Prof. 5. K. Joshi
Program Manager Director

l\g: Lrairman _-‘JJ/}
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CERTIFICATE

Annexure-1V
@ qualityaustria
SLictaeic] wath Lhalty
Crility Auitng Tearwrgn-. Dartlicncergi- uid
i s i ety
onrificate i D Foliowing
m Indian Pharmacopoela Commission
ol Ministry of Health& Family Weifare
3 Govemnment of India

Sector 7). R Wagar. Cihagiabed 201000, Litar Pradesh

Pubicanon of lndkan Prarmacooss & 43 sdoendm,
Katioral Formglary of India, Devslopmsnt § Sepply of
Aaderprcn Subsiances o Lisen § Mharmacovigiance
Prograssmme of Incia ()

The vy of e gualtysosiva oevicale wil be
rraarimare] v Bl e padidy. g ore
renurwil gudd afi Bhree prant

The curpet sty of P e 0 Soourmi mEchsl on he T Ge
g fews aipeaing comepnort. DD

Ths qualysatia cerbicate confmm e apphcaton
e horPa' chrwelopmmen! of pn ofecte

Wi et rec e of R ¥
BS OHBAS 180012007 f".s"L-\.:
T
Fogeiraian Mo D1SE5T
Dt iof il b 1 Seplemiber 31115 o

‘Wl bl 10 Seplember 2018

Visnra, 11 September 2015

Cusslity Aisiria Traswgs-, Devfoerngs- ured Begutihiungs et
LWMW

I.‘-r-'illrwr Hq-ullﬂm
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CERTIFICATE

! Ministry of Health& Family Welfare ok we the ey Eers it o]
3 Government of India 150 9001:2008 A |

et
Puiicanon of knia? Framradopoes L iy sddendum Rjatrasan M. nE8G10
Wil Formaatary of inckis, Owiiopeist & Supply of i oo il B 11 Sarpbarnber 3015 et
Relrency Subeances i Usen L Pramacovighasos
Prograrmew of ingka |Pee1| Wkl unih B Sepinmier 2114 1 J———
The epity of Feb cpanityia cerrhats wl tn Wierra, U Sepisee 20t
TulrTiesdd vl il wrveillance maddy andl o
dasrg 1
e macd afie e A m ;l-’-*l-b':‘-w-udww-
1]
=+l "t (]
o L%“ v L
X | If '
S5rrac Sohader Echerast B, WS
ke - '!-!-!d =" a8
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Annexure-V

= L

TELEGAAM : SCINDRECH HiTd TEm
o TEL :© PE9GER15, 26567373 fioF o7 ST SErEe
{EPLAK] MSEI04, MEEI1I b 1-11E :.’rz iy T e
w1 wfir DESHSART, PE5E144 FEES s T AR
DESEZIM, PEREDZD r.{ fesdt — 110008
TEFAY - SRS, SAEUTAS by GOYERMMENT OF INDIA
dintnism i i v i HIMISTRY OF SCIEHCE AND TECHROLOGY

F_No. 140888201 5-TU-V

The Secretary-cum-Scientific Director
Indian Pharmacopoeia Commission
(Ministry of Health & Family Welfare)
Sector-23, Raj Nagar,

Ghaziabad - 201 002

Uttar Pradesh

Subject :
[SIROs).

Diear Sir,

Deparimanl of S<isntilie and Induairial Resennch
Techmalegy Bhavan, Mew Mehraull Road,
How Delhl = 130 015

Date: 1 April, 2016

M“‘ﬁ' /Fw..

Recognition of Scientific and Industrial Research Organizations B

This has raference to your application for recognition of Indian Phamacopoaia
Commission, Ghaziabad, Uttar Pradesh as a Scent@ic and Industnal Research
Oroanisation (SIR0) by the Dapartment of Scientific and Indusirial Research under the

Scheme on Recognition of Scientific and Industrial Research Crganisations (SIROs),
1988

2 This is to inform you that # has been decided to accord recognition to Indian
Pharmacopoeia Commission, Ghaziabad, Uttar Pradesh from 22.03.2018 uplo
31.03.2018. The recognition i subject 1o lerms and conditions mentigned overles

3 Receipl of this letter may kindly be acknowladged

Youwrs faithfully,

4
A
< [KV.5.P. Rao)

Schentist - ‘G’
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TERMS AND COM BECOGNITION OF
SCIENTIFIC & INDUSTHLS ] § OHGANISAITONS (SIROs)
R ,

61,  The organisation should acknowledge raceipt of the recognition fetter by staling that they will ahide by
the teims and conditions of recognition.

91 The recognition will entits the SIRD 0 receive such administrative support from the DSIR, Minisry of
Science & Techuology e may be required oo isspes [0 promole or eRcOUTRgS scientific reszarch
activities, .

03.  SIROs recognised by DSIR are aiso deemed ta be registered. A soparate centificate of registration®” is
issued alang with the recognition letter. The recognition would be valid for the period specified in the
recognition letter and applieation for renewal of recogniticn shall be submitted in the prescribed
proforma at least 3 months before the expiry of the valid recognition. Failure to submit application in
titne may lead to automatie lapsing of the registration & itiom. .

“siiowever, the certificate of registration is not issued to SIROs engaged in activities folling within the
definision of "hospital’ ar per netification No. 5186-Cus e 2107 1908 and Mo, 10/97-cenfral excite dt
01.03. 1997 issued by the ment gf Rewvenwa,

04.  The recognition of DSIR does not ameunt 1o approval ws 35(1 i)t} of Income Tax Act 1961.

5.  The registration will entitle the SIR0s to avail customfexcise duty exemption on purchase of equiprent,
instrusments, spares thereof, consumables etc, used for resesrch & development subject to relevant
Government policiss in force from time to time. Such exemptions will have to be separately applied for
it the preseribed formats. The SIROs should also abide by the terms & conditions of the cusioms &
central extise notifications issued/amended from time 1o time, i

06.  Separate books of accounts shall be maintsined by the SIRO for research & development activitizs and
the R&D expenditure, both capital and recurring should be reflected in the Annual Report and Statement
of Acegunts of the organisstion in separate schedules.

07.  Disposalisale of equipment and products/protolypesfintermedistes, if any, eminating from the
R&Dipilot plant, should be intimated 1o DSIR immediately. The realisation if any, from above or any
gervinee rendaend et shall he ghoam inthe BAD srossmte of the sresajestios ae ngeme of the ZIR0 &= -

tive audited ACCouUNTS 88 weil 88 AnGUAT rener and shrold be imed ar seinvested for reqearch activigiss '

WiBLY. b VAT UL QIBPUSILSEIE OF Kl equipment, clearance trom customsfexcise auiborities will also be
:wgull:md in view of the applicable notifications under which the equipmeat was imported/purchased in
ndia,

08 Accelerated depreciation allowance as per Rube 5(2) of Income Tax Rules 1962 will be available on
mvestments on plant & machinery by any industrial unit which has made thess investments for the
purpose of cornmercialisation of technologykmaw-how acquired from a SIRD recognised by DSIE.

shoald include details related to papers published, patents obeained _ap%m developed, new
products introduced, awards & prizes rmeeived, copy of the Anntal Keporf and Statement of Accounts

of the Ofgabisation etc. List of equipment, instruments, parts and consumables imporied/purchased |

9. Brief summary of the achievements of the ccganisation shall be ubeitind to e DSIR every year. Ths !

using the duty exemption should also be submitted 1o DSIR along with the anmual report. l

10, Any violation of the terms & conditions mentioned above andior provisions of taxation in force will
make the organisation liable to de-recognition.

1. The arganisstion will alzo conform to such other conditions for recognition stipulated in the Guidelines
or a5 may be specifically provided in the recagnition leter.

LR - B
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ABBREVIATIONS

ADRs:
AMCs:
APIs:
BIS:
CDSCO:
DCGI:
FPP:
GLP:
ICSRs:
IEC:
ILAC:
ILC:
IMS:
IP:
IPC:
IPL:
IPRS:
ISO:
NABL.:

NCC:
NCs:
NFI:
NLEM:

Adverse Drug Reactions

Adverse Drug Reaction Monitoring Centres
Active Pharmaceutical Ingredients

Bureau of Indian Standards

Central Drugs Standard Control Organization
Drugs Controller General of India

Finished Pharmaceutical Products

Good Laboratory Practices

Individual Case Safety Reports

International Electrochemical Commission
International Laboratory Accreditation Cooperation
Inter Laboratory Comparison

Integrated Management System

Indian Pharmacopoeia

Indian Pharmacopoeia Commission

Indian Pharmacopoeia Laboratory

Indian Pharmacopoeia Reference Substance(s)
International Organization for Standardization
National Accreditation Board for Testing and Calibration
Laboratories

National Coordination Centre
Non-conformances

National Formulary of India

National List of Essential Medicines
Proficiency Testing

Pharmacovigilance Programme of India
Reference Material Producers Accreditation
Scientific & Industrial Research Organization
World Health Organization
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INDIAN PHARMACOPOEIA COMMISSION
KEY ACHIEVEMENTS
APRIL 2015 TO MARCH 2016

REVENUE GENERATED| INR 1.83 CRORES IPRS | INR 1.47 CRORES SALES AND DISTRIBUTION IPC PUB.

RECOGNITIONS | ACCREDITATIONS
RECOGNIZED BY WHO | DRUG TESTING | INCOPORATED IN WHO PREQUATLITFTED TLABORATORIES
AWARDED ISO 9001 | ISO 14001 | ISO 18001 | INTEGRATED MANAGEMENT SYSTEM
ACCREDITED AS REFERENCE MATERIAL PRODUCER | ISO GUIDE 34 | NABL
RECOGNIZED AS SCIENTIFIC AND INDUSTRIAL ORGANIZATION | DSIR

STATS AT A GLANCE

466 IPRS | 49 IMPURITY STANDARDS

9 IMPURITY REFERENCE SUBSTANCES | IN-HOUSE
ANALYSED 94 NEW DRUGS | 68 PORT SAMPLES | 42 PT/ILC
ANALYSED 5282 DRUG SAMPLES | NATIONAL DRUG SURVEY

19 TRAININGS | 923 PROFESSIONALS

ADVANCED LEVEL RESEARCH CENTER | STATE OF ART LAB | BIOLOGICAL AND
PHYTOPHARMACEUTICAL REFERENCE STANDARDS | IMPURITY SYNTHESIS

NATIONAL SYMPOSIUM | “ROLE OF NFI FOR IMPROVING USE OF MEDICINES”
“QUALITY, SAFETY AND RATIONAL USE OF MEDICINE”

PUBLICATIONS | ARTICLES | OUTREACH
21 RESEARCH ARTICLES PUBLISHED

SMS ALERT | 1500 | AWARENESS AND ENGAGEMENT

INDIAN PHARMACOPOEIA ADDENDUM 2016 TO IP-2014 | 89 NEW MONOGRAPHS| |
02 GENERAL CHAPTERS

NATIONAL FORMULARY OF INDIA 2016

BOTH RELEASED BY SHRIJ.P. NADDA, HON’BLE MINISTER OF HEALTH AND
FAMILY WELFARE - 14TH NOV, 2015

INTERNATIONAL ENGAGEMENT

6TH INTERNATIONAL MEETING WORLD PHARMACODPOEIAS | 2015 CHINESE PHARMA-

COPOEIA | 2015 CHINESE PHARMACOPOEIA ANNUAL SCIENTIFIC SYMPOSIUM |
SUZHOU, CHINA

INFORMAL CONSULTATION ON NEW CONCEPTS OF INTERNATIONAL STANDARDS
FOR BIOTHERAPEUTICS PRODUCTS | WHO . GENEVA

2016 SPECIAL MEETING FOR EUROPEAN PHARMACOPOEIA OBSERVERS | STRAS-
BOURG, FRANCE

PHARMACOVIGILANCE PROGRAMME OF INDIA
202 GOVT,| NON -GOVT. TEACHING HOSP. | TB/HIV TREATMENT CENTRES | COR-
PORATE HOSP. | RECOGNIZED AS ADRMC

ANDROID MOBILE APP | REPORT ADVERSE DRUG REACTIONS

FIRST WHO COLLABORATING CENTRE FOR SAFETY OF MEDICINES AND VAC-
CINES | SOUTH EAST ASIA REGION



