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ORGANOGRAM OF NATIONAL COORDINATION CENTRE
PHARMACOVIGILANCE PROGRAMME OF INDIA (NCC-PvPI)
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== = 27 Annual Meet of SEARN countries at Colombo, Sri Lanka
Gap analysis: mapping of resources & extending services

P PI Mar ‘= == USFDA, PvPI & CDSCO Joint Workshop for MAHs
¥ voyage: 1,.2018 at Ghaziabad & Mumbai

PV system implementation, PV Audits, Inspections, RMP, Benefit-
as A WHO'CC Risk Assessment

| = National Meet with State and UT drug

regulators at Ghaziabad
Roleof regulatorsin effective implementation of PV

Jan }. == Mapping of PV system set-up in SEARN
\\7/ Questionnaire prepared and circulated to SEARN

members

Orientation Programme on Regulatory

Servicesat CDSCO New Delhi
Appraising CDSCO, AEFI, PvPl & MAHs on developing
toolsfor PV audit/ inspections

== Working Group-3 (Vigilance of Medical Products)
of SEARN Countries

PvPl Chaired a meeting: Questionnaire for PV system
Capacity building & strengthening

= | aunch of WHO-CC at NCC-PvPI, IPC
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Zone-wise AMCs' Contribution

= EastZone ® WestZone = NorthZone ®SouthZone
10%
(36 AMCs)

36% ' s
(83 AMCs) (38 AMCs)

37%
(93 AMCs)
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Gender-wise Distribution of ICSRs

mFemale ®Male 8 Unknown

1%

|

Raré:
Ruaré 2016—17 2017—18
JRUAEIATY 1294 1230
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R feeaem & forw Nddiens gRT ST fhr  wh Sfdd Ryoae o ugare oea & fow sud
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UTd (PRR)
o B—a () FiRegar (1 S o wd=ar &
Tea)
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Hare R RUIE &1 ga @ (N
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1 ]
Signals/Alerts Drug Alerts
DRUG ADVERSE REACTION
Amisulpride Tinnitus
Lurasidons Thrombocytopania
Deferasirox Ostecporasis
Levamisole Skin Exfoliation
‘ PI L U pd ates \Clomipramine. Melasma
Ambroxol Lacrimation
Metoprolal Lichenoid Drug Eruption
Etoricoxib Skin Hyparpigmentation
- Glimepiricde Lichenoid Drug Eruption
* Sulfasalazine and Stevens- oo e —
Johnson Syndrome/Toxic Losartan Burning Micturition
Epidermal Necrolysis Fod b e ookt
Dexamethasone Hiccups
* Terbinafine and Acute Cabergoline Skin Hyperpigmentation
Generalised Exanthematous prodiom volproaie Esorimsls
f Amaoxycillin Eye Irritation
PUStUIUSIS Tinidazole Hyperpigmentation
* DPP-4 Inhibitors and Arthralgia Sk Peorissa
3 = 1 b Amitriptyline Gingival Discolouration
* Cefixime &Tinidazole-induced Lamivudine Hearing Loss
Hyperpigmentation s EUSEsy PR
5 Paracetamol Baboon Syndrome
. Carbamazepme & Mebeveringe Retrostermal Pain
Nitrofurantoin-induced DRESS — Acute Generalised Exanthematous
Pustulosis
Triamecinolone Skin Pealing
Polymyxin B Mottled Skin
Diclofenac ‘Nicolau Syndrome
Terbinafine :cu:;::erallsﬂd Exanthematous
Mitrofurantoin Vasculitis
o Drug Hypersensitivity Syndrome
Linagliptin :?:t:l:sis kA Exan
Diloxanide Glossitis
F I ' - d d Ammikacin Stevens Jhonson Syndrome
uconazoie inauce [Aiopuringi Cuaits
- - Quetiapine Gynaecomastia
Hype r p | gm en t atlon Ceftriaxone Palpitations
Fluoxetine Urinary Incontinence
Levetiracetam Hypokalaemia
Dapsone Erythema

IR st Gfgar ST |89




fog, drdndiens wRa H fafsa, MR ik FeiRa
T3l Bl AfBTH GRET AR PR b oI Fl
3aeYH PRATS DRAT 8 | YIS bl sAor 4
O g9 GHREd & | U dds T
21 frfifens @1 ffolRad TSR ura gu & Y
Y 2017—18 b AR AV Iere Bl IoTeRT A

fame 999 Adedl <diell bl ddl A &l
BT IMThTT B BT A~ ufhar 2 |

Al & PRI SR Y9l SUANT DI ST ord

A IR B N Ui wg @ fAREY & S 8 9 o
®. % | 9 M gfafear QU A TTAR—iddrens e
R B g BRarg | (Sgde)
1. JCTTATSS Olell | Th YAT8 GehAvT | AIUHRATTH, ST ST BLloR, gfhar # §
PRI aferrg iR
ASITAAIRT IR S
PRI BT Jferd b
T
2 EMIESIVITC] HURYl 3R Vo |AgY ARSHe | I T hgleR, ufshar # 8
Plclol, AgN | ATy 8iR
ASITAAR ST S
BRI BT Grerd b
T
3 ENKESIRPE YTt &1 | THAIUAAT, g §IT DHEloR, Y | AT a19d
Aqehe HH foreufa ToY iR HAISgEl | o BT IR
TR S BT ®f
SIESREZIKIE
4, foraier, gaTgeerdr | THUHTH ST ST BLloR, gfhar # 8
TAEPIURCE, | HH AfsdHd RUSESIEECIN
MaEAROE Diclo], SR | AISTEHIRT I A
ERIESCACIN PRI BT Jferd b
BT T
5. 39 WY |Jecl, PUBUl | THCICHH], RIS $7 PEleR, 3 | AT 9194
IR wrefdan | iR Yo foreafa UY SR AEUHAR | o BT TR
ST S Braterd Bl
g faar wan
6. 9. geIeifaay | gd, er, SHUaT, TSI $7 BEleR, Bl | vfhar § 2
SRIEERYSE foaddy=a | 3R HISIgERIIRl I
(e ) SIF wraterd & Jfd
o T

g3 | i fd 2017-18




T B o erafefafoea onssy searder
Yrdrdiers =, WSIvaRilel, 95 fieell ® F8AT 9,
29 RIdeR, 2017 @ YR TWIR & WRY AR
IRAR BT HAT, s facell | AT Waq H
NS Iral & fJuoe UTfdaxeT gR®I (TAUTE)
% oIy BEIDIARNTe Tged SIRFHe” SINT 3T |
Jwer IcTel & fEor, A, ST SR faawer |
e TaegE @ o ReiREt ererd g el
AN WRETT BT &I RSP ANGIE STl
THOUE & fog ga pwrdl wmidifafoer Rived
MU HRAT AT & |

Srore fEar I dididiang

Public Outreach
e Wl UUETE T A
B i 0,560 ER
= [ ncore
- > & @23 YouTube
é @
-

2017-18 & Ry are

SEIUTIN-Tgeoft dg & &g F dfidang @
STATDT
Yol SR e warel | 4 o) olRmEr H
TATHTST Bl IS T=rIar U= R &
forg |

erse Yo 'Tdee dididas - doft gear #r

gerar 3 & e il e

RUfeT & A & 1Y WReY xgITl UaR|
& foru foam Aoy

CATSTeT- AT dT UTE 3RuaTol g uidl U
HrfomeT-ers-ufdraor srftha

el | Ul YoTell &1 I 8 ey
USR] DI RIET DRl

TEHI qar AgfS sger i didt gondt @
ufaer

U AT & oIy ERBRT gar Ty
ST H Ui GAREd o
Rf3re eI Uz el & &u ¥ sruaral o
SATATHT

T R FH YUP YT YTl bl ATYAT HRAT

waeed & fou Arofesfer seardw o g

G gomrell g B & Y THTTE & oy
U G ANIGRH AT

framare Sarsit ue sseguasir-eiet
sfSrfereamer wrefmar

WdT oiRgT gietr SfiR fAeTor IR 9IRA™
[BRIECINCIR G
1ot Igvor 3 didt gome) & euTger ue e
Prfaeng

IS Y vemalt &1 UTel &R+ & folv THuTH
BT URNfRra &

geafewed ue fidt & forg
IS THTE-TTNSTT Bg

M GIY0] HRIH, BaxEe gRI(Cha R
AR &% @ ®9 H B BT

dtfidtans & Ted ugor s 3wer fGrowrel
Prefpar

YA @Y Ts qarRll § IR 8— TASIUS! 2
JRIYTH 3R RIS

wdr S s smm | g3




IR & ASIRAfARTT T (THAeTs) &1 6
SITS, 2015 I AU, ToITETE 9 dlea fhar
AT AT | BTRIHH B Al ol & foq af arafaar
FRIRT FHHE 3R HRIGRI g |ffa 1fsd a1
TS ot | TTRIRI—UHATdRIS gRT Afsda feagea
AifeRT dex (TAeivAdl) & wu ¥ fafr= e=r
P HIR HIA dTd I R H 9 ARSHA Blelol
IR IRYATell &Y UgaE oI T | 2N foram foe—e
SRIcYC i Afsha dAsdSl TS cararioll

(TERAICIBMSATHL!), favadayRA da-iia! Feradr

T U S WEAm de (TR SR IS
TR Uil A &g (TIUAURRIRE) & ©4
H BRI AT B | THSIEN, Rifdhcdal, armfsha
SONTR, SRUdTe UEfiTa! Teed] iR 3T 3arey
YRRl & 4 g9rdl Uy RUIfeT &1 ures g
B B foru, THANRTS ATdSI e SRTedhdT I
@ fory UfTeToT Ua™ ox J8T ® IR IR e rmaiford
PR T T

A B W BT SMEHAd A b g
ASITTRARBT & AT FHeT do Fafid w9
MANRITT B e 2 |

Iy 2017—18 & SRF THSIUH §RT 169 Us Rure
fa T |

Mpmber of Reporis

8% | aiftfer R 2017-18




YAl arall @1 TUrey, GRem SR fAdeygel  fger dentie €1 favy faRivei /S kel
STANT H T WAl & DI f[Abr H Agaqul &l MSURI & e TAT 918’ 4§ gl ol © |
ANTEE QT JET © | SMSURl TN Faiad  URIfIae H UlaR @ise ¥lssd & 916 ARy
faveIyoTe e IUGRON BIR SINIRI & o € 3R d7 &fF 1 Siiad & SeTExvil & AT—T1el TATTel
frafia v & il faveiys / o i fabaretl, & amagiRe ufderor ¥ feur <ar 8 | ad99 9y ¥,
e sfteRa, sivferr den fafecda Rierei,  gR <9 iR faser 9 19167 ARl 7 39 /@@
o o, faenfal, SenT sfat snfe o Fafa o SuanT Bar 21 rsURD Y gad« derm Hard
wY ¥ RIET0T UaH B & ol A1y, gHdl iR Tfieror oY ST HRal 7 |

Y 2017—18 & QAR MMSURIT §RT RN BIeTel BT HRIHH! B -1 GG B T &

. 9. fa ™rmE a= Ui HRIHH T ® EISGIREI
B FET
1. |omEdl U9 oMgUleRuY | BRER ¥ RRauR®! @& oy s | RauR® 140
TR SRTRedhdT 3R MMEURIRTE R Uah fad
CIRNIGI
2. |3y fame e | ar fRleTd / A8 gdr fFRlerds | 7 Wl gar fRleTd 101
& foru ufdreror wripH /  HWE&®  |dl
IBMGED
3. | TAUEIUS 17025: 2005 | 17025: 2005 F IR TR TAVEIUS | fedeRe® 130

AIAl R SITeddl |& dganm 9 99 (Rm) # <ar
IR BHRfCHe Aaex & foly
Dfad JATNERT R Udh
SIRTR Gl BRIHH &H

4. | 9= weel TaT U4 B fAvermer & forv | gar faverw® 33
AR PIHCRITH Ug<h “Ied USRI TRel HIHCUTH!
(Terdiver) 3R 9 | (Terdiverdl) &R I hHeHT!
PSS! (SR (STRA)” aR  Pd IUSHROT WR 8 df

1 ufdteror dRishH
5. |fafr=r  favelwomerss | AUt wfafRfdse —<ar ud | [ure gfafafeesd 04
ERIED ®H Ao H ougwh fafe
faeryuTceHes  ddIhl Tt ufderor
PBTIHH

qRA S e awm | gy




R I oIl
Tq Ty

WY A Yomell Qd darei d
QBT B YAdl WY
SR

rsaRys, Rrerfae,
Jsfie 3R B

55

7. UUEIUI—HTIAT IS | TSI aRgdrell & forg 9idt v | ferfeecas, 9, 279
IRUATA BRISITT—T8—HfreTor BHIRRE R o=
AT YR
8. | fauor urfdravor aRe | Niddieng # vHvTd @ IRiERT W= | e TR, 453
ST BIIMATY TAT Sexfded A | BIHIAR UIAR 3R
RIS D
RIEEAR
9. |TRIGHI WIAR TAT|BEIGIANTGE & Fod SR | fdbcas, v, | 218
S EaEEEY FRm® dgqell W BIerd e |3 W@Red YRR
ARG IR BE
10. | TTRRAUIIAR IR |ToY H  wEiefae | Rifecs, T, | 17084
TR—YEReY YTaR JRTersoe™ ¢ff T / Tsai oad | BEIRRE 3R 3y
ofeT WReY U 3R
STHRHT
11. |+T adf aTel | BrHThIfafsTera ) Uqa | TTH & AU it 55
NIT—vwT YT || —a5—uRerr srisd BB
IR AT guERA THIRed 3R
PrRIffeIeR PrRIffeaex
12. | dqiddens SrfdeeN, | fafde ICIMSIERSIEER 134
Y BT TAT 3 TR &
BRI
TAIRIUCH deIm e
1IE|
13. | MSHITHRIR 3R | ISR 3R Ryt fScae™ | vAST  BHTdIclTol 12
e fecae @1 | @l [ure R Uah feawdia uiieor | e
ToTgIT RE|
14, |FARIMARNCE @ |[feRafafee & gevd oiR | e i 15
To ard &R e | e uggell & dsd ded
Ugel P BRITHH 09 H THAGIRE
b1 g
15. | Afefhae o BT B @ oy OF 7o &7 | B! BT 14
e B
16. | aRATSTT HR gRITSHT Bt Y B/ BEAT 37
BT
P = 19167

gg | affE RO 2017-18




st & a1fdfdr cvene s@ar

SMSURT FRIMAT w4 9 Bierd e R U I~ HHaRal & o9 H ghg & oy il amam
DI Th STAT AT HRAT 2 | 39 qAY & IRM IR A AR AT by T o | AR
7 frefaRad &=l # orgeer SR faera w siferr suse e e

%. 9. v Jrferfer awbr
1. | 3@l & IO AFGE BT B qd IS MRS Halel
fearae waw
SIRESIIND]
2. |3rE I HIRIUUTTEl Ud JU §T PBgloR AISIgasial,
SSRGS

tiferR / wiiRed / N5t & a9y Hed @ | 7. favg g

3. | wHRgReHd amiiEl & forg wefe | gk Sures

Thell Gfedr @Rl dor seifafseta — | WL (€1) <1 dauifsas

4. | NS fAveivor § URIUHUY /UHUH &7 | S AR, W), Jex BR IMeIfedd Argsol
SR R, A8 e

SIRSIECIECI IS IN L]

gdal /aafa Sarel & forg @ w9 | gd fewre

RS

sl wefaifet & fou smenfora sneaRe afdar
MUl & d=Tivep HHETRAT & Bl H IR & oy et Ifectiad sidRe AR ST fby

MY 2
. 9. BT BT A g f=i® favg

1. |%0. g% |AR | AP A 05,/05,/2017 |3Tqfcd  UfHARIT &1 ATIHRIT
(Fifsa—fher)

2. |50 oRfde vw | 9=fe HBI® 19,/05/2017 |®H®IART: I FRem
Pl SERT dge b U TS

3. |9 offa waArh | d=nfhe wE s 02,/06 /2017 |9Rd ¥ Raffer IR &
faferr =

4. |50 IFT YA | A9HD TED 16 /06 /2017 |<aT /A4 fasrhar & sa—fdgr
HoATh

IR ot Hfgar ST !xw




5 |ShLeR TE. Y | dsnfie dERe 13 /07 /2017 |GS—Hghifduel UfoRiE: G|y
I W geR 4T

6. |<1 oy e | dsnfie dee 13,/07 /2017 | TG BTSN H 8 Wf

7. |5 T urehare | SNwerTer AU H 11,/08 /2017 | JSMEH @+ 3R THARST

8. |Sf & & R® QDI Td G| 17 /11 /2017 | T iR giftesr
SIBEaN

9. |gH B TR TaIRkIUe | 01,/12 /2017 |=ifeT 3R giftesr
CRISE)

10. |Sl. ST geTer gR S Uy AP | 01 /12 /2017 |Sexufded Ha — UUGSTS
SIBEaN]

11. | Sf. S BT IR @ UY dsMfA® | 23,/03 /2018 |TAUGRTS & #8d IR fadrd
SIBEaN @1 ufshar

gc | s fd 2017-18




T IR RIS wrimal # msdRl @
SURTT Ml TR & &3 H TR W fearg
<

rsUReT ufafafert = fa=ferRaa favws afafa &
Jedl / BrisAl § 9nT foram:

1 uRAE oy fafbear  orgduE e
(SMSARANE), Foolad R H 8 A— 9 3,
2017 T IS 17 G IR vy Farfdear
HUA |

2. Durg SNuf wRieror wamTemen  (fEva),
Hqas H 3 T, 2017 DI ARG WS Hidr
2018 H WIRed PR gy d NsS &l
A BT & Y AT d3.

3. U gHafddl, Aivst § 3 Sels, 2017 &I
AT HhTa fadrT Bl |

4. YRAY BHEIBIANTDG AESS! & ol
SR EARIE WX, SN & A R
(CIIRIMEAITADI—2017)  DbIMEIE Tl
s B, MRMmEe § 1 RideaR, 2017
BT IMATT T T qoI "BrHthidrel Ud
BT Pfded § SR B fAvy W afed

fopar ar |
5. IMSURN, MSREE § 11— 12 Ruder, 2017
I M sRIFRIvERT forfacs @ ufafafesy

SRT MG "AIShIfdud Uga iR IM
MRS BT ATeld UUIell dAqT ATHTHD
FeAoafas faeyor § qrifdiad &1 SuAN
TR AEIRE URIEr |

10.

11.

AMEUTAT IR HITHIMSIIR— IR I
TARTEST  (HIUHAEAR—TAAIS), gor
AU AW HAT & ATAR AL ADI
Bl [AHRIT ST & oI 17 3FCER, 2017 &I

THITY TR EXeR fhy |

13 FdeR, 2017®H1 A RIS 3H
IR dhe (TS, AT # 7 df FRImTd
g ifa afRfy @ Sod aIa @ TS |
g9l <deil & fou wEiefafTa oo
3t sfear ([@ddiens) &R faf¥re @ sk
TITT 20 FGaR, 2017 DI JSURNT, TTITETE
H ST @Y TS |

L1 A1 11 1 21 o) 01 £ < B o B <
TAMEPHA [d WReY U & folg
MSRATHSNR T Yfdrepet feemfaider o1 R
SrRIHH—14 fSHR, 2017 BT 99 AfSSIRIA,
e R fafdear Rer vd e |
(rofemsuagemR), < # Smafia fbar
T |

JMSYRA, MRTATETE H 19 SIFaN], 2018 @l
TRA & fafbcar SUBRT drfes™ gxardol
IR AR iy & Wi W)
FHIEAT d3H AT AT |

MUY, MRTATETE H 31 SIFaN], 2018 @l
s S Ao (ThsSRN) favwst &ri
TE (THSNl) @I Ugell d8d SRS &
TS TAT THFTAA B MYUR TR A7 UHSIT
AERTH BT AT B UR Tl B B foIv
Fafa $U ¥ dafoqd 7EM & TR 9ais
H AT BT TE |

IR st Gfgar ST |x&




12.

13.

14.

15.

16.

17.

1.

19 HRERI, 2018 DI TAST FafFel, Amger
AT “Sfer, gdel iR AWwH # 3]
RIR a1, g9 & g & fog FarER”
R AT e B FI |

vyl fafdear fasm dfeisl, s dehcsar Uy
fafre fasafdemres fowufa, ey ueer #
23—24 HREN, 2018 BT Y] FWR R IUTEH,
YT 3R e # dfgs gfoRugicraar &
HYD DI 11 ol B oIy AR gy fafber
I WR SN 1891 R ug] ferfdear
HUN 3R I F |

1 |14 2018 DI ATSUIAT, TISTATETE H AT
AeMpArRIfeHed R fa9vsl &1 93 |
IS AR YA WA (TH), s
faeell § 6 AG, 2018 &I TAUHATS & 64
HERRT & foIg BTE UTaR HHST BT UBSH Joh
NI Y TS |

2191, 2018 ® -¥FA SIS ATh
IRITANTG  (THTsEN), AIvST H  SmAIford
TSl UR 1047 IS favrys afifd @ o |
24 HTE, 2018 ®I JSURN, TiorAETE H
AT R HBTHGIT @USl) & A=
IR & IRV BRI THE Bl 98P |

20—21 A/, 2018 ¥ SSIGYUH URMR, JRUMI
oRye, wWEE, WA # M IRIu
GBI AN & 160 d FF H IMSUrRA
&1 gfafere fda |

yo | i fdE 2017-18

facell wHgfeahe Argay U R JHariel
(SMUHeRY), 5 feell # 2—4 WRad, 2018
g gfaeeicrear & forg AT ik
3MSYUHSIVYH AR U4 JovhR FARIE
TR JRIET AT | MUy &1 wfafafee
foar |

RIS Blcd, 98% ©id, 7s faedll # 27 4 —
28 JFCAR, 2017 W ;ARSI UBFoRT IeNT
% IR R A= H MUl &l
gfaffere faar |

17— 20 IAFCER, 2017 ¥ SiFEl H AT
IRIMRIES WA 1-34, JAdifF-ce, AMd
(e 1-34) & o0 R RIS 7H®
D SYUAl ARSI FEARM g H
AT o | I8 ey Sf | 99 HISWR, "9
SRICIC BR IRANhd e TS Held
(T ), TTEcs fbred (I@) g™
foram Tar o1 | T A g9e forg fewforr /
I UG D B |

16—20 *FCIR, 2017 | AT SeeqgaAT
g€ R, e § wHgfeda Al &
fore fafredr R scguasn faows afafe @
524f d8% H AU &1 ufafee

AT, HeF Ua¥ H 21—22 3, 2017 P
IRA ¥ ARSI 3red] e g e
¥ STSURAT @1 wffeca faar T |




e MR WA drMfgd  SuRefa gomedl
(TS—dIUUE) & BT

o SR TSI |
o ) faumN &1 rfaReh FerIaT
o HIfid JgT RPTel BT TR

o Do fAbg PBrRIHHl, 3NN Ir=msn o
fafa~1 9ol BT AT

o TSRIR HIMeRT ®al &I Wmu=r fiddiers
PRIHY B de8d g7 THSIUAT Bgl b THITIRTS
PIRIHH & d8d

e JEUR IR # 'Tsdive oldal REd wHex”
(o) fafesT & S +5 #fte @ AT &
foy WRed vd gRAR HearT HATer o ol
| TUORIRAT 9aq uRared & forg Hefda
JAABIRGT & |rer FRAR T I WG] |

MUY BT HER YA FHT IS 3IR IR—IHATh
TR Bl 96 AU T BRI & e & forg
AT AR T&TH Rl 8 | A el gaa
S Y9I T o Heayul &1 & | T8 UHIT ISR,
IARRN / JASIRI, YA Td IR—IUATRT I3
der fafdy weri afad foft 0 9o & aenfve /
I WeRl Bl TEREG BT 2, AR i
RIS w7 v@dr ¥ e & mEferd a1 3w
A EH I fFHEdl W_REd W W HSRI Ife @
amafde fRTeReT /fger o1 ff g R@dr 2
1 wfafaferl e o el (ShvweR) @
UIGET= qAT FHI—FH TR SR RUATH Pl &1

..............................................................

H g gY TP Wl UHR B (MEIRT Ui & aga
frerfed @1 Sl 2 |

B SeaEg Iudferdt i & T &

® TIUHIIR—2017 & AR T JHE WIS & oy
SSUH Uied &1 9% SRIaad /  fwme |
9 Ulcd @ AEIH ¥ §Y YgE WNIG Bl gal
TR &
¢ YT # difear HEHRET Giaem w1 T,

Al STcTad AT FHA 3R &9 A (a1
ST 9 |

& T AUTRT § "U9R e} {INE" Bl ST,
darfs MU-T BIsal, axdidsll IR SYBRON
&1 fue gRfEa wu | fear o 99 |

¢ ¥ IUSAL WAl UGTAT BT JeIl BRI D 91
SISUA Ulcd & ATIH 9§ AUl H Eed
DI YOI BT B IR AT T AR 39
YR HTCIHT 9T R0 ol ST |

¢ R gel ®fed § IR AR fRiEor
YUITel” T ST, dlfds AN, WEMRY 3R
T 3fTfe Y fhdl AT Qraifsd eedr & JUdr
ST 9 |
¢ U & A= f9TT & 20 Pger Rved
T T |
o JIURN @& Tl qAT A FURE &

AN AN

SCIRICRUPASERSEICH

o IR ol Ided &I fRAR, ToTsel argfed

SHDPT SYINRT HRAT |

o YRS RN women, ST, IR U9,

TR el digar A |&9




TTaY, TR efeufm RRed, i e fafi= parT @) &I el EediR iR divedar
IR TS eRa sfe o9 = |

RESI B 5 Tt GRR oo
IRA A" U & T80 dhol WRed—er AR Rro wile over gamT ¥ wuges avie sl wE
A BT e PR AEAD BT GaA® HY & T A
o faf=t wmT (3M) P gFTATd ST FEHAT  fog wear @ | i o 2016—17 @ @it BT oRan
T DRl I fdaRor W © @I i) |

o JMSURT # faf=r Sudxol & forw woaRdy qen

HTTERAT )

3 | i fd 2017-18




IR 9ol dfar (msdl), IRA IS Ber
(TTUHMS), MW & oMUl & fory ARTee
AJerd,  BISCIHMR AufeRy  afed
SE-gfeal 9T gdel TGl & AFRTG e &
foy ArTee™ fgerer Td 3179 SMHTRS gehrer
Tfafafer @& g ufhar @ IR Ave wAfar
SMMART (QMEURA) BT U1 THRT U FHfUd 3R
R TWd F 9@ Bl 8 | IRA Hyol Afgdr
AT (MSURA) BT MABIRG UHT MSURA
AR 3P fARY dAedd & Aeyd | fIp @R
faaRor & forg Suatey ¢ |

fo=i a9 2017—18 & SR, fA=fIRaT snfddRS
YT UbTRIT BT

£ HoHTE &1 Hiis qEAr | e ar
dor A
1. |WRA™ Weer wfEar| 4000 e
(am=dn) 2018
SIS & AT 4 TSl
BT FHIIA
2. |9RA™ AySl 2T | 500 qifde
(emsd) 2018 @I
SIEIS]
3. | JMSURIRYA deadlT | 500 Jedfdha

LUl qeddlerd Ud al &g < H 3ol
BTG TGS TAT AT b & | 39 < |
yeferd R b SUAR & fIU avyd gdrell &

oooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

AP & Fafa wu 9 G9iH o & forv s
QG ¥ A= <RIl @1 Ave dfgansi, ded
QRAD], IS afdRl, I de AR
D] & SIS, IR—YEdd AT 3R S—HqTe=]
BT Th IPpe AUE B | SHBI Sevd SUINThIA
B S GA STl AR JaRh B A b oy
SR Uehal R, A&V, TR 3R S <7 2 |
QBT BT & I delli+dh, WS Hizdr
el Tyt e drf | Aee @ forv g U
P &7 3R o=y HefRT el H S A qer
9gHcd dPb-Id] HaTg UaT HRAT & | TPheid! HaTg
3 UPR & —

o e w|aT

o Xivvd der wwsleny war (e /
SIECIER)!

o ISE URIFHRIT & FAIHIOT TAT AR
werg

o THRAR-TFAGIRA (U / 3AFarsA)

o SoIAgId T HAAET BT SUAN

o SCEN @il

o JNWTM. @ WAEo—d T
D)

o RUmMthe |

R S e s | o3




2017

1.

Adusumilli Pramod Kumar, Archana
Saurabh, V. Kalaiselvan. Sulfasalazine
associated toxic epidermal necrolysis
(TEN): A case series. Indian Journal of
Pharmacy Practice, 2017; 10 (4), 305-307.

Bhaskar H. Nagaiah, Shivaraj Basavaraj
Patil, Nallavelly Vahila, Y. Venkata Rao,
Shrinivas R. Raikar, Mohd Sajid. Analysis
of adverse drug reactions of antimicrobial
agents reported to ADR monitoring
Centre of a rural tertiary care teaching
hospital. International Journal of Basic &
Clinical Pharmacology, 2017; 6(5): 1151-
1154.

D. Sathish Kumar, Eppili Bhavani,
Ushasree Puneem, Motepalli Pandu
Ranga Kumari, G.Yamini Durga.

Assessment of adverse drug reactions
in HIV pediatric patients in a tertiary
care hospital, Kurnool, A.P, India.
International Journal of Pharmacology
Research, 2017; 7(2): 68-76.

J. Prakash, S. Srivastava, R. S. Ray, N.
Singh, R. Rajpali, G. N. Singh. Current
status of herbal drug standards in the
Indian Pharmacopoeia.  Phytotherapy
Research, 2017 (December); 31(12):
1817-1823.

Malathi M, Shanthi M, Thirumalai
Nambi. Adverse Drug Reaction at a
Tertiary Care Hospital in South India.
Journal of Medical Science and Clinical
Research, 2017; 5(9): 27451-27456.

Nidhi S. Patel, Bhavesh C Chavada, Viren
N. Naik, Hiteshkumar N. Patel, C. B.
Tripathi. Metronidazole and norfloxacin
induced generalized fixed drug eruptions
in an adult male patient — A case report.
Current Drug Safety, 2017; 12(2):120-

vy | afdE R 2017-18

10.

11.

12.

122.

Pramod Kumar, Ismeet Kaur, V.
Kalaiselvan, Abhishank Singh. Safety
monitoring  of local  anaesthetic
drugs under the perspective of
Pharmacovigilance Programme of India.
Indian Journal of Anaesthesia, 2017; 61
(7), 534-537.

Prashant M. Parmar, Vipul V. Solanki,
Manish J. Barvaliya, Bhavesh C. Chavada
C. B. Tripathi. Cephalosporins associated
pseudo membranous colitis in an elderly
male patient - A case report. Current
Drug Safety, 2017.12(3):205-207.

Preeti Singh, Manju Agrawal, Rajesh
Hishikar, Usha Joshi, Basant Maheshwari,
Ajay Halwai. Adverse drug reactions at
adverse drug reaction monitoring center
in Raipur: Analysis of spontaneous
reports during 1 year. Indian Journal of
Pharmacology, 2017; 49(6): 432-437.

R. Rajalakshmi, B. Vasundara Devi, T
S Durga Prasad, S Swetha, B Dharini.
Knowledge, attitude and practice
towards pharmacovigilance and adverse
drug reaction reporting among nurses
in a tertiary care hospital, Tirupati.
International Journal of Pharmaceutical
and Clinical Research, 2017; 9(11): 683-
689.

Rajalakshmi Rukmangathen,
Brahmanapalli Vasundara Devi, Dharini
Bhoopathi. The roles and responsibilities
of pharmacovigilante’s in adverse drug
reaction monitoring Centre. Indian
Journal of Pharmacy Practice, 2017; 10(2):
137-141.

Rajalakshmi Rukmangathen, Vasundara
Devi Brahmanapalli, Meghana
Devulapalli, Durga Prasad Thammisetty,




13.

14.

15.

16.

17.

Avanthi Bondalapati, Shabana Banu
Shaik, Pavan Kumar Bathula. A casereport
on efavirenz induced gynaecomastia.
Indian Journal of Pharmacy Practice,
2017; 10(3): 223-226.

Rajeev Kumar Sharma, Bhawana Sharma,
Meenakshi Jindal, Arvind Kumar
Gupta, Ramesh Kunwar, Suman Lata,
Awadhesh Kumar Yadav. Evaluation
of hypolipidemic effect of stem part
of Berberis aristata in Type2 diabetes
mellitus patients as add on therapy.
National Journal of Physiology, Pharmacy
and Pharmacology, 2017; 7(11): 1159-
1169.

Sapan  Kumar  Behera, Chenchu
Reddy Kishtapati, Vikneswaran
Gunaseelan, Biswajit Dubashi, Adithan
Chandrasekaran, Sandhiya Selvarajan.
Chemotherapy induced adverse drug
reactions in cancer patients in a tertiary
care hospital in south India. Journal of
Young Pharmacists, 2017; 9(4): 593-597.

Siddiraju Devipriya, Susila K. M. S.
Assessment of cutaneous adverse drug
reactions reported by spontaneous
reporting system. International Journal of
Current Advanced Research, 2017; 6(10):
6666-6669.

Stalin C., Bhat R. C., Aruna T, Leela K.
V, Kavitha. Analysis of anaphylaxis and
anaphylaxis-like reactions-A qualitative
study. MOJ Biology and Medicine, 2017;
1(4): 00025.

Suganthy R. Rajakumari, Thirumalai
Nambi T. An observational study on
adverse cutaneous drug reaction in a
tertiary care Centre. Paripex-Indian
Journal of Research, 2017; 6(11): 17-18.

18.

19.

20.

Susandhya Devadarshini, Kali Prasad
Pattnaik, Rajashree Samal, Jigyansa
Mohapatra, Swayam Sourav Sahoo.
Comparative analysis of cutaneous
drug  reactions among different
fluoroquinolones: an experimental study.
International Journal of Basic & Clinical
Pharmacology, 2017; 6(6): 1254-1260.

Uma  Shanker  Prasad  Keshri,
Kavitakumari, Sumitkumar Mahato,
Akhilesh Kumar, Pholgu Protim. A
study of adverse drug reactions in cancer
patients due to chemotherapy in a tertiary
care hospital, Rims, Ranchi. IOSR Journal
of Dental and Medical Sciences, 2017;
16(8): 89-93.

Vineet Kumar, Manju Gari, Kishor
Chakraborty, Ravi Ranjan, Anshuman
Chandra, Kavita Kumari. Nimesulide
induced toxic epidermal necrolysis: a
rare case report. International Journal
of Basic & Clinical Pharmacology, 2017;
6(12): 2939-2942.

2018

21.

22.

. Dharini B,

Aman Kumar, Jitin Ahuja, Tarani Prakash
Shrivastava, Vipin Kumar, Vivekanandan
Kalaiselvan. Statistical Signal Process
in R language in Pharmacovigilance
Programme of India. Therapeutic
Innovation & Regulatory Science, 2018;
52(3):329-333.

Balram, S. Yadav, K. K. Singh. Application
of cloud computing in library services.
Proceeding of the IEEE International
Symposium on Emerging Trends and
Technology in Libraries and Information
Services, Noida. 21 - 23" February,
2018: 77-80.

Nagarjuna Reddy V,

o e g amEm | oy




24.

25.

26.

27.

28.

Deepalakshmi M, Pramod Kumar
A. Knowledge, attitude, and practice
toward pharmacovigilance and adverse
drug reaction reporting among nursing
staff and students. Asian Journal of
Pharmaceutical and Clinical Research,.
2018; 11(3): 62-67.

Jhanvi J.Vaghela, Vivek N. Nimbark,
Bhavesh C. Chavda, Hita H. Mehta,
Bhargav M. Purohit. A rare case report
of toxic epidermal necrolysis due to
ofloxacin. Current Drug Safety, 2018;
13(2):137-140.

K. K. Singh, Asif Mohammad.
Recent advances in innovative library
services and global communication
competencies. Proceedings of the
International Conference on Recent
Trends, Challenges and Innovations
in Government and Public Libraries,
Kolkata. 9™ — 10" February, 2018:12-16.

K. K. Singh, Balram. Exploring the role of
digital libraries in teaching and learning.
Proceedings of the International
Conference on Recent Trends, Challenges
and Innovations in Government and
Public Libraries, Kolkata. 9" - 10"
February, 2018:17-22.

Manju Gari, Lakhan Majhee, Kavita
Kumari. Herbal drug-induced adverse
drug reaction: A case report. Asian
Journal of Pharmaceutical and Clinical
Research, 2018; 11(2): 9-11.

Mohammad Rafi, Chhaya Goyal, Pooja
Reddy, Shrikanth Reddy. Lurasidone
induced thrombocytopenia: Is it a signal
of drug induced myelosuppression?
Indian Journal of Psychological Medicine,
2018;40(2): 191-192.

vg | offE RO 2017-18

29.

30.

31.

Ruchika Kalra, Bhavesh Chavada, Nishant
R. Madhani, Bhargav Purohit, and C.
B. Tripathi. Cyclophosphamide and/
or anthracyclines induced epiphora in
breast cancer patients: A rare side-effect.
Current Drug Safety, 2018; 13(1):62-64.

Saibal Das, Sapan K. Behera, Alphienes
S, Srinivas Velupula, Steven A. Dkhar,
Sandhiya Selvarajan. Agreement among
different scales for causality assessment
in drug-induced liver injury. Clinical
Drug Investigation, 2018; 38(3):211-218.

V. Nagarjuna Reddy, Asha Benakappa,
Venkatesh A, Priyadarshini G, Manu G.
E. Bilingual prescription to maximize the
patient understanding in India. IJPSRR,
2018;48(1): 111-115.

i)

ii)

iif)

iv)

Sulfasalazine: Risk of Stevens-Johnson
Syndrome and Toxic  Epidermal
Necrolysis (TEN). WHO Pharmaceutical
Newsletter, 2017; No.4.

DPP-4 inhibitors: Risk of Arthralgia.
WHO Pharmaceutical Newsletter, 2017;
No.6.

Fluconazole: Risk of Hyperpigmentation.
WHO Pharmaceutical Newsletter, 2017;
No.6.

Terbinafine: Risk of Acute Generalized
Exanthematous  Pustulosis (AGEP).
WHO Pharmaceutical Newsletter, 2017;
No.6.




1. oedlyr e aigar gof ueraf o ot afie Rraeor (sndisnewe) e Usforene Rrace fo.
SoTeT cgoC
H 1
. Mg SMYRT B T AT w® Sigad / 12%
=T
il
1. RIEEE IReSINIRRI il Buffri / JRIRTRITeTY 6283 %..5000 / — 3,20,85,000 / —
$.5000 / —
2. ENIEININDI foolt euferi / wRIRTeImed 676 %.10000 / — 49,41,600 / —
%.15000 / —
3. s YSfRAE Sweie fool wufn / wgawTemerd 372 %..10000 / — 40,09,000 / —
4. arsiierRey Sfifdr RGN ST YRE0T JRTLTEATS 1397 .2500 / — 37,06,400 / —
$.2500 / —
5. | orgfe iRt RRCaNECIE RN MR INNI Y 184 %.5000 /— 7,47,100 / —
%.7500 / —
6. IS TS Sl RGN 3T TRIET0T TRIRTITATd 09 %.5000 / — 49,800 / —
Gl GO oG = $.4,55,38,900 / —
2. amsulelt swenfa uwmreret o [ aire faaeor
P st/ IRRS AN 01.04. | T Ry (31
. /08/2018 9o wora sheedr @
%4, TS T ﬁ?::m@ 2017 & SR ) e 12% wfed (%)
) o T 00
1. | AT AuS | — 2010 @1 S 3000 2076 - 1826 byl
e 250
g TE 00
2. | IR TSR G (TTUHAATE)— 2011 30000 13572 - 7772 by
e 5800
EEIRIES 04
3. | emEd @ arguTe Bq AnTaRE dgerd 1000 141 pu 134 1200/ —
03
, | e e e —2014 1000 s REUNE] 246 ot 4521,191/—
ERRCEISRED) ¥e 04 (£700= T56441,/-)
) ECIE 01
5. | wR AueT w@iedr — 2014 @ SISy 500 369 o 343 15,000/ —
25
. ARAT Aol WRd— 2014 b1 aRRE 4000 o4 o TS 116 16 4,93,031.90 /—
" | 2015 — (S wfE) e 00 (€130 = ©.10481.90 /)

R o e s | oo




ECIRIES 88
7. | TR I B (TTCHATE)— 2016 3000 1970 o 1101 46,044 /—
781
ARG Aot WRA— 2014 BT GRRTC T 160 6,73,531.90 /—
8. 2000 646 480
2016 e 06 (£130= ©.10481.80 /)
PECGHENG RS Sl wRd o T 35
9. | SISI-gfedl o Bdd IR & AHUTE 500 399 ] 348 8750/ —
e & forg Artast A #e 16
500 RIS 02
10. | YRR S Hfedr — 2018 @ SN 500 (28/11,/2017 & ] 453 59,850 /—
IR TETh) #e 45
4000 I TS 1255
RGO Aol AT —2018 )
1. (& ) 4000 (28 /11 /2017 Eg e 08 2722 5,97,66,000/—
IR Fh) Ay T 15

o G e = %.6,55,84,599 /—

T AT (1+2)= (5.4,55,38,900.00 + ©.6,55,84,599.00) = 9.11,11,23,499 /—
([ORE HIS, RS @19, U9 &R, IR W fA=Ie Sy #r)

Yo | i fd 2017-18




$o AR SRIHAl @1 3dad AR ©:

1)

A W

o

© N

(*2)
o D e D D D T

©

-
- O

-
A w

N
N
o D D O — T

-
(¢2]

16)

17)

Ifera, WRey 3R URIR AT, YRT WRGR gRI, fFAT0T a9, 75 ficel & msdl —2018 ol
e |

foafor wae, WaRey 3R URAR HodToT HATeR, YR IRBR, s fooel] H JMSURTRUT hedalT &l
oo |

MSURA, MiSarere # fhavs S Halod (THER) WR SRR Ugell 98 |

SSIRIUH, IRIT BISRIA, TLHH, B B 160 d T B AR ASYRY I

MU, TiSTaTaTe | e faRive &l 998 gRT a1 UhSRi Jai w® F=f |

a1 3ifRee FAR TR vd S S U 8 & 4 gHeiy, STl Bl MeF—YaT |

et foar fawet 3 SuRea omm gRat |

s e, sraTefie iR =T & ufafe |

XXVI o GuR HRIGA AR vd AR & AP iR BIE1 gRT MU &8 & aRM

TERT BT 3D |

AL, Jas 9 Uigc! 98 H IuRerd ufcHr |

A gerdt & WrfAe Uaer W S 999 g6 &1 A |

SR {2y § TeRIUHTA—THT @ SURINT UR SAffY e |

JRIE & I[OTERT HIFDT BT [dhr UR IR e |

SRR, T8 ficell # TAUICIUedl WISl & SR JH0YS e |

"G 3R Ui IRl o1 diiad ufoRueictad & forg gAaa Ud SMSUUaEcIved R &
JIRTET FHAT B SR S O B Bl MHER UF Ul gRT FH1ad fhar 1 |

% feceid # mfSTa UBforT ST & IR RReR I®d- & SR 3Msdl & 1w UsforT
BT HET TR TRfcl

TR AT UUTTell Td Harell H qeddbiardl Bl YAdl IR I KT § qh-d] G5 & QR
gfafaferat ik Taferel & < == |

TR 9o "igdr ST |3ﬁ




). A b, e depreld Ifd, WRey Ug URIR HedToT Halleld, A A p. fBe deprelid Ifd, WRed Ud URIR HedToT Halleld,
YR WRPR, 7 29 RIdaR, 2017 &7 f@for waq, 98 e & arsd YR WRPR, = 29 RideR, 2017 &7 fFHfor yaq, 95 eoeh & sngq
—2018 &7 faqra far —2018 T faqra= far

JTEURN, MSTaTaTE § 31 TR, 2018 B AR fhavs S 20—21 AT/, 2018 ¥ AT SS9, WI @ IRy, TLHSH, WHi
Ao (@Herel) W Ugell 986 % 160 4 I B SR MSURAT IsH

A JE $ [RIe PRIBRI G 7 24 974, 2018 BT AU, Miormars d faf= el F&l W == 3

go | =ffE R 2017-18




ITSURN & Afa—e—dsnae fFevre <. St v9 I8 1 dHeR

et FAR TR e, ATHTEeR—Tadud, gor o 17 3R,
2017 ®I 3= AR @1 SuRfT # THeig, &1 sa—yar faar

i o=

y/

17 STEETR, 2017 BT VITAANSHR—TAINTHA, qoT # SSIRA &

sexfded 3 & SR Uier Taiell & forg SuRerd o= gRadf

XXV 0T ER HTIH IR vd fowr & dam ok
NI YR <39 & SR TR B STedd

el

y/

17 JTATER, 2017 BT HITHASIR—TAHIS, GO # RN iy
@ gRfdea 99 & IRA fFrame Fem, s R e &
wfafafy

wRA S e e | g9




! : e N e . ;
i . e

: ; = : >
iE | ¥ T AR S e

P el ATl Ty iSRRG e e k :
e =i R < = .

e

WEEITe, Hag # 3 5[, 2017 B N J8a 7 SuRera uferrh

ST fIor g 7 21 AR, 2017 BT MSURN # 3wy vl @

I Yol W U JRYT )

15 feaR, 2017 BT MSYRA F ‘N9 fAeeiyor § TeRivAT —UHTH JMSURA # 1 FaaR, 2017 B JGAT & Iorad] AHDI & QST R

P AN W AR ARIM U= A S a8 AU AHIRAT &

e Sf. . Juread

AffY @R & SR ASURT JHRAT & AT €. Tl IR, &,

Yaqd IED, HIARSMS, Farel!

y/

ITANRY, 73 el # 2—4 B, 2018 # AT TadieTgerdt feeell vHgfeamd AEew v Rad gfafier (Srfvdemy), =8

TS & SR wHorgS faaRer fhar T

g3 | =ffw R 2017-18

faeell 3 2—4 HRAW, 2018 | RN "3MYY 3R UIpfId ScdTal &Y
S GBI BT FRAI BT TR




27 § 28 JMATAR, 2017 W I Bled, T el # e dafom
He<d, WR I,

JMSYIRAY # 26 3T, 2017 BT ATARAT TR FIT HoTell 3R Haraif
# qeIETedl @l e W IS ARER § @ el 9 @ SR
yfafifRa &k dHferel & = ==l

wdr S s smm | g3




<. s TR RE AfE—we—awte s
BT

<. 5 g RS T AP ATBRI
. 91 B EEIEECEIIREACIEEAN
ST, IR Tl |A1g, ECIEICEIEEACIBEaN
<. el AR dafan T S AR
. 3T HAR T IS AfABRY
. IS BT ATed aRe J=fie srfrerT
<. Al <z EINCICEIRCRCIPEa N
. el et EINCICEIRCRCIPEA N
<. T, Hergarl EINSICE IR CRCIPEI N
S TR gaa {8 S_M RS JSTH STeHRI
ST, 93y o IR I=TH BN
. A HAR 1S CEIRCCIEEaN

7. famTer {AR et EEIIRCACIBEEaN]

St yae HAR AT ERIIRCACIBEaN]
Sl Ry faard ERIRCASEHET

<t adl AT ko CEIRCARHUED
SIS CEIRSCRDED

S EINE (NI IS AT
EIANERUD NG CEIRCREED

3. el HAR CENECRHE

S R, 7. X EElREARERED

. I HAR EElREARSEHPED

7). aRfde FAR Tl IS A

i, Ty e ERIREASEPED

Sf. B AR R PSR RAC I CRIRCI EEAN
AN, e FAR ESRERSCIREIEERN
1. AT S HER 3TRIHR

ISR E RN I CI| 3iTerpTeT HUTEH

7. fasier AR TRINTRITET eI
g% | s fd 2017-18




V48 snectans. sifdfererer, 2005 &1 wrefeawe

oo siferamfleit o smeior & Ider A aar  gIw sde-uwfer
ftrar) (Hidtendsi) & wo 3 arfdra e . .
I S oY, v, s
1. Sf o7 9B, IR Je Isie e, W= 14

TSR, MRTTaTE, SRS QI 2005  HINCHA WO HfRCT AT

A T ddb-a JHe @ forg | Jder —23, SR, TIAITEE—201002

2. Sl & . N8, Qb Td gadl AMGRI, w19 Fax: 0120—2783400, 2783401
MU, TMRTIETE, R.Alems. orfafs,
2005 3 HERIT B JHA B T |

3. # 95 AR, fad 3iR oRkaT JAfAHR], MU,
MRSTITETE, JIRERITS AMATIH 2005 W Feferd
NI~ AT & forv |

E-mail: ipclab@vsnl.net

3@, 2017 - AT, 2018 I 31afY & fau RAYE Rrargear &:

IR / vem o | Fofa et oty /| ol ot arRw /
< (3 wEee | e sdiga Py e | arfie wiga feg e
TIRIHROT ¥ TRINaRT 3R 9 SR fIy v
Al |fEa)
TR 59 . 55
Ugall e 8 . 8
Easl 67 63

e TIFENI, 2017 | AT, 2017—(CHEI & Udh Usell 31dTel RIdeR, 2017 & Hal4 # fAuersg s off |

o TIFARI, 2018 | AT, 2018 fAATET &I U Ugel! 3UId IR IR ARCIATE AR — @fdd oF 3R
P SIdTd IS, 2018 B HelM H AT U o |

ramér Rord
ST A & forg T 4 T RUIE S AT RN B JA18C W TS DI T o |

adr S whe s | gy




U SI3R:
QUANL:
TS
Hdig:

RIS RCIEC
A
SIASH (3ME.):
ENERACE
U%.gId:

T YIS U 4
3NTS {1 TH 3R :
SIEREKIE
SICAIE
CIEEIRE
amgdiget:

3MTS. UT.3TR.TH.:
THAM.
TAQRATAT:
[ERUCIRGC
ISR
UA.UH.3MS.
UA.Ue.3.0H:
g

9

g drers.:
RIG—TY
SIINGERIE
R3S
TE.3RAL:

T Y T URR.GH.:
FRAYSESIE

EESACECIR

yfcraret sitwer fafsard

uftraer 1 ufafhan AifeRT &g
afepa 3y ARt

GURTHG HRATs / Farae fhamd
BR gfT O9e

T Pl SR (3FS)

S@rail BT e & fory IR Heser
TR BHRYGfehd IS

I USRI Ydell URA hIHCITHT
KT bE R Rare
SESNEPIENIIEG R
TR Wl Afear

AR WS Afedr IR

AR WSl Afedr TanTeme

AR Wl Hfgar |4 uared
FHESIAT SIA

IRUATA 3R TIDHIR TSl & ol I YA 9T
ERT g Bg
HRERT ISR BTy

LD TATgAT DI T LT

TToTAT YIeTor

SRR RG]

TR WS AdddT W

TOTERIT STRARIA — IO (IRI=0T
[N T e INT T BrdshA
I Bl ATDR

R Reg Oe

TR TR Afidrer 3itwer ufcfehamaif
qalell IR ShIHCITH]

fasg @Ry oA

gg | i e 2017-18




adr S wh s | g o




5 vt U .
glcs AbrScc

S, Y62, At s, 8,/5, V-3, Mol TR, WIS —201005

AT AG-TEE B R

e fageor ue Ruld

TAY AR VST AT ST @ @ ) & Herd faxi faaror &1 oraraRiervr fear, g 31\
2018 @I doi ¥MT AT A—q AT & A1 I Td I i@l W) eMiel &, 9 He@yul ol@raroy
it vd g ETEe gaHT BT AR 4 A T g

e fgeor & fow ygge o) e

gee g9 i faaRen &1 TR &1 & folt R 8 Sff wRd ¥ §r=gd: 919 oikdl fagial &
AR, 3N Ui ¥ @1 faciia Rerfa qenn faxfia &R e &1 Wem vd \=ar 99 Ugd &edl © | §9
e # faxia fJaRor &1 Gl der gRgdiaxel & JEIRT ffaRe FEaer &1 U, SR
qeI GGG WA & | I8 97 vd Sfyd gfeadpior wRgd xar § den I difcas fBear s, @ 9
drgr A1 e & R B, F qad ¢ |

&ET Utk ot foraaerer

TAR FFHER) 9N TRITORIE & JMYR R ki fAarer R e faR <Jad &=A1 281 88+ ofe
Al T E ERT IR O AMG! & ATAR r@TRIeTn fHar ¥ 9 AEel # onuferd ® f wH Afve
JMATIHART BT Tl BN AT IGTIRIETOT &l ATSTAT T B 39 UBR B dlfh 81 AT MeIRIA
g 81 fb Suerer fa<i fAaror ey deom 9 W €|

ST O fqaRer § &) T8 IBH T A @ IR H Al e U R B ol Ufham
FRAT A 2 | UlhaT & o9 oETierd & (ol & dre—ary Sifes fFeiRer 4 gy o ar 3 &
BN HAT B B FHEAT B kel W 1R 2| orkarokier g 91 Al @1 T | Hefea sridiRe
feizor gorr faxiiar faaRer & IR URGHRUT BT &I T © dife 39 yRReIfT d Ifera orar ufshami
1 0T BR b T b Bl B ARSI BT GHEHIRAT IR 39T fIaR e B B forg o
I § UG ol RAGTdl BT SUGERIAT BT JAIh TT Y&e §RT GAR SI@THRYT A Bl i
@ 1 o< faaRor & FrguT IRGaRoT &7 Jeaid ff enfier 2 | &4 favar € % &R gRT ura ot
A TN SRATHRYT 7 & ol gaT vd I MR 2 |

gc | affE RO 2017-18




31T PIggelt T feremare smaggdarsit ug RME
1. &M o A
dre . 7 UF oS &1 @I & T 1A AR & Hey

2. &1 Ru &xa g f&
(@) THH AU TETURIETTT & fory ) 3Maeads YA Ud FAIHR U v ol &;

(@) TR Aag9R, 39 RUIE # =@i &1 2| doid e T -1 ofdl IRA ofdl WieTd
AT SINI ST oIRGTHROT HIFHT BT UTeAd Bl AE-},'

(M TR AR 9§ o 6 g qRaa] @ S 9§ W g1 7, G & oRa—98] el YR I
T €, oI

(@) "R R § 39 RO &1 doi9 e sm—ar okar =8 @ 9 96 @ 2 |

AT

FUR 3G B U S aegandrel iR Rue’ & WRT 1§ AR daidd / fewofl &1 gem #, g9r
IR dorm R A Yo Ud 849 AU T WAV & AR, AUl SdTdhRYl Al Ud A &
AT Feli= oiRdT U Yol |eal Ud W §¥g URJd PRl © ¢

(@) 31 ATE 2018 Pl 3Mg U AT @& BTAAI & doid T & AFel H; TAqT
(@) a9 A 31 AME 2018 & folU T oI @l & AWl H W9 A IS 1 |
o fava Tt g .

IS YPHIS<TH
(TH3AR <0 007429C)

B0 / 3ufod
A v feqer vt
GIEIE)

TH. 0: 076545

w©rd : ool
faqi® : 26.09.2018

ad S wfe am | e




RS AT HiedT ST
(e 79 URaR Hedror HATe™), Haee—23,
RSTIR, MITATEIG— 201002

31.03.2018 P RN & ITHY o 9T

(ot #)
BRI /DRI B Td SRl SR 31.08.2018 31.03.2017
PRI / Dftea e 1 125,64,08,847.00 1,10,29,24,498.00
7], IR Ud Wifdst 2 701,58,854.00 9,23,36,898.76
T 132,65,67,701.00 1,19,52,61,396.76
REYSDI|
EJIEIR YISl 3
TN =T 104,69,35,679.00 99,23,35,819.00
HH PN B 23,39,42,443.00 19,96,98,987.00
812993236.00 79,26,36,922.00
NEERESIEg
. 35938162.00 3,42,03,038.00
QIS ST H g
154318.00 1,42,512.00
TR TR HHRIT AT =TT
. : 477481985.00 36,82,78,924.76
Tre]. uRFwfadr, o1 ud fH 4
T 1326567701.00 1,19,52,61,396.76
ST R HAEqul oikdm fAferlt derr e 14

FARTT FHAEID (a1 B TAN RUIE & AJHYT

oo fower el g .
S ThIS< <A
(THIAR 0 007429C)

10 / 31afd
<10 Siovuso g

IR ARAI VST T AT

(Afga—wg—d=e fcwe)
X0 / 3AfSd X0 / Jufed X0 / Jufed
A T faHet wHl EESICTIN HY S
GIEIER (foT vd o SrfdrawT) (wremf® JMTHRI—IHRY)
TH. 0: 076545

2y : ol
faT® : 26.09.2018

Vo | At e 2017-18




RS Ay HiedT ST
(e 79 URAR Hedror HATe™), Haee—23,
RISTIIR, MISRATEG— 201002

31.03.2018 B WA 9¥ Bq I V4 Y ol

(et #)
fager g 31.03.2018 31.03.2017
_g
fafe | urfiqa 5 116312349.00 3,96,37,749.00
e / Afeael—ars. Ul ¥l 6 40583837.00 10,09,23,628.00
e / Afeael—d1. 1 d1.amg 6 60602232.00 6,36,21,896.00
TSl HHTAT 7 4674213.00 30,17,282.00
T 3T 8 24372.00 15,70,002.00
HeI8™ (gRI) 34243546.00 3,06,45,622.00
T (31) 256440549.00 23,94,16,179.00
g
WA Y 9 87218153.00 7,64,54,904.00
NS 10 39815733.00 3,16,41,332.00
g HA—HRIAET 3R G- 11 16929674.00 1,39,00,519.00
S ga st JoF 12 17631211.00 2,31,51,906.00
A 13 60602232.00 6,36,21,896.00
HeI8™ (GaR) 34243546.00 3,06,45,622.00
T (§) 256440549.00 23,94,16,179.00
Y (31—9)
SIS /el : 3Tl R &
INTAT T Y 3R o FAIRT
YU IATAfT v o wR femofy 14
FARTT FHAEEID (a1 B BANI RUE & ATHYT
IR ARG WSl GfRdT ST
s YhrSed
(THIAR =0 007429C)
X0 / 3UfSd
g10 Sfogo i
(Afga—wg—d=fae feers)
X0 / 3UfSd 0 / J4fed M0 / 34fed
A U fme el e AR Y S
GIEIEW) (EERCEICINCIEEAN) (TemE JATHRI—IHR))
TH. 0: 076545
e : faeel!
faH1® : 26.09.2018

IR st Gfgar ST |k99




RGN VTS Giear ST

(FaTey T4 IRER ST F3e), HIe—23,
SR, MIAATETE— 201002

31.03.2018 B! AT q¥ & Wik 3R YA BT Grar

et 31.03.2018 31.03.2017 KOG 31.03.2018 31.03.2017
1. SUeT T 1. =9
SiETS 24030.00 14,285.00 AT 87218153.00 7,64,54,904.00
do # S 14085172.00 2,09,65,777.00 PRIRIE GO 4,0994199.00 4,18,88,662.00
SUel ST fehe 7080.00 7,505.00 PRI I 16929674.00 1,39,00,519.00
DNSTERA T 17631211.00 2,31,51,906.00
2, YT g
IR WRHR 334002119.00 |  29,00,00,000.00 | 2. Y & Awg Y MY qraH
TATATA. ARH B foT. BT 7= | 176741096.00 7,75,00,000.00
3. YI<T &l % forw afim
TRREHT TR A 1746930.00 20,34,564.00 TAYAN. AT B for. BT AT 1,40,74,205.00
FEd @Al W) 2927283.00 9,77,745.00 @ fore sifir
THeR ARH | T e 4,973.00 TTS T 9Bt B S 7,59,754.00 7,59,754.00
TS BT I T 22,56,732.00 22,56,732.00
SdheRl  der agfifediell @ 9,44,802.00 9,44,802.00
4. I I St
amgo Mo gt @ fae 62641210.00 1,34,87,166.00 RS SR LR 2000000.00
JATS0Y0TROTHO &1 faast 42154000.00 2,61,34,000.00 TRATETHR zans‘an.-\f 1 f
fafaer wo=t @ faar 5000.00 7,500.00 3 SfleTE. e 1 fE
REEURICECINEE 9,083.00 wd P forw afim At 62600.00
=T I 24372.00 15,70,002.00
fodrdrans gl @1 fag 2000.00
THTdD! TIET I 3T 9617401.00 - Rl R W
Pl or
TR Bl | 3 1892738.00 )
RS 6840960.00 |  63,86,073.00.00
GEE] 9418927.00
FFIER Ud W 741717.00 17,48,405.00
BoR Td fhaaeR 1663484.00 21,31,014.00
o i #EiRI g 9= 45353699.00 74,83,878.00
5. 3g wiftqar e
TS 7,09,509.00
THex A H g B 4,000.00 ]
a2 /‘ﬂi S o 7 . IfiRe wfd &1 Res /samr
5 10 Ud aRowmo HAT0 B 122500000.00 5,50,00,000.00
R g wozqﬁo B0 FHAT BT 3,35,00,000.00
T B AN H g Iera 8239548.00 1,49,98,190.00 .
fodioamso & T 29,46,538.00 .
. b . . 9 & 3R fow § ofy
SHART TAT MYfcfamaiat Br 47779636.00 1,11,38,298.00 A
. e 1746930.00 21,77,076.00
A\ &1 59 9§ § FHRISH 407705.00 2,45,349.00
¥ & ERM T AT 1,70,500.00
, . 3 I
ToeRil Afim & g e 79475.00 2,10,189.00 :
.Q‘IH eS| fHad afiw 9¥ & <RE 5,27,304.00
T & i # g & 1,00,000.00
. RFHTITST
S H g FEI 118069.00 1,564.00 5o ¥
¥ o o 15.639.00 IR STHT 9,135.00
= o ATl K01 B gAY B 8452704.00
e a9 H A/ 3 & e
Shdiew & o 1025000.00 S0 —a A, T
AT U 45000000.00 N sla SENES 78181.00
T & o # g gered 3817181.00 Ferdire afi
TSl 31fH

o3 | =fdE e 2017-18




it 31.03.2018 31.03.2017 A 31.032018 31.032017
SRR ¥ g adied
FOTETRIT | o AT g 6603121.00 9,03,780.00
srad FHfed & forg aifim ge 527304.00
BT yGRT 38343.00
STeTRET 100000.00
EARGARCHA 326800.00
RAfRIRE # g gerad 2686527.00
6. FAINT Joiv

— T 26682.00 24,030.00
— deb S 36857688.00 1,40,85,172.00
— Suerel Wi fedme 2180.00 7,080.00

575505049.00 |  38,50,42,867.00 57559594900 |  38,50,42,867.00

FARTT FHAEIS (a1 B TANI RUIE & AR

wdr S s s | o3




YRT P BHEHIDIANTAT BRIHH
(FaTey T4 IRER ST F3e), HIe—23,
RSTR, TMRTATETG— 201002

31.03.2018 B! AT q¥ & Wik 3R YA BT Grar

(Tuar )
uTfat 31.03.2018 31.03.2017 UGS 31.03.2018 31.03.2017
1. Suaer ARy 1. &9
e 572.00 1,572.00 S TaRRET 13171789.00 85,91,730.00
d& 113695.00 42,58,568.00 HTIR TR FHTIT 39775764.00
Suerer W fewe 5307.00 2537900 | IQ /ST ARG 2 1207881.00 22,43917.00
s PR 2 688376.00 5,94,222.00
Rprire 1411041.00 9,99,998.00
2. ST ST TR 0 a;: - 239632.00 1,07,900.00
ART PR A 65622000.00 | 6,00,00,000.00 _
o1 g e 889956.00 9,88,090.00
> o 743448.00 5,05,289.00
3. 377 I T |® @A 744942.00 6,85,418.00
Sl 4 g B 8452704.00 5,20,990.00 i aryg 217079.00 67,000.00
EEEI G| 17940800 | 1158989400 | Gy WeR AR 51796.00 1,21,947.00
AN & o H g N TN 243145.00 1,54,538.00
Gl _ IRy T T TR 15000.00 63,000.00
g @ Al 7 iy G T A ) T 3R 64796.00 4,55,171.00
F1 7 9 2,30,000.00 ARG 91261000 |  4,34,13477.00
fearcare sifim 4 g 44,601.00 FgaramT 70.00
il 95 gob 80997.00 180.0
HUOT 95,403.00
4. Topareiierar & omg e TR 80000.00 3,60,400.00
ufteror SRies | urfkrt 355000.00 8,12,044.00 AT 170.721.00
d% =T 11231.00 AT @R 9,22.992.00
SIS =g Tt 4,542.00 IR BT I 30,20,945.00
fasTell =
qIe IEREM 30,224.00
T A e 44658.00 29,264.00
2. e onRaal W wat o ddiea
e
HFYER T IR 84,858.00
weATeR T e 25,52,357.00
3. 3G AN
TSN, TadIdieng &1 a1 45,00,000.00
R BT YA
feurdae arfi 51666.00
RN W A 29,46,538.00
IuFH # P TS 1,79,408.00
T g H qerd 82915.00 34,82,959.00
¢ oFeR 5689568.00
w7 go gelad 6386395.00
HATR | YT 466230.00

oy | afdE e 2017-18




Qﬁ'lﬁ' 31.03.2018 31.03.2017 T 31.03.2018 31.03.2017
4. TARHT Yol
g 572.00
a'—cﬁ ST 979979.00 1,13,695.00
Sueier TS feme 577 5,307.00
74839917.00 7,74,87,590.00 74839917.00 7,74,87,590.00
IR IR ST AT AT
CICISINCAIREET
(THIAR 0 007429C)
X0 / 37afod
S0 Sflog-o Rig
(fag—ag—asnfae feers)
X0 / 3afod X0 / Jmufed X0 / Jufed
A U feme el EESICEIN HY S
(GIEIIELY (fo<T wd o Irfdram) (eIt SrfHRI—TWRY)
TH. 0: 076545
T« faeett
&1 : 26.09.2018

R o wfear s | oy




RGN VTS Giear ST

(FaTey T4 IRER ST F3e), HIe—23,

ISR, TRTITEE— 201002

31.03.2018 @ I RURT & 3FFY Joaux @t NIRRT

(Tuar )
I 1 PRI / Dficd oS 31.03.2018 & WA I TG 31.03.2017 B FAT ¥ o

g,
T & YR H arfeRy 1049301935.00 1049301935.00 96,13,26,795.00 961326795.00
gerk: Yl dufcadl &1 fawa 33211842.00 29616187.00
Sire: W10 Wo o AN & a¥ # fehy w7y 54599860.00 27877806.00
e
wufeaal # fbu v gRee
Ter: af & SRE ST @ TS v 9
o1 i
gerk: gReawft @dd T8 51810984.00 2788876.00 5821972.00
e A 99 & SR A
Sire: ARl & favy SWRT 5 78 erge™ 184887353 95535493.00
T (@) 1203766322 1049301935.00
L d)anE.
Dftee ardfaar ffe 9289916.00 76,82,136.00
Sire: 99 & SR s gRewfaal | 26,37,215.00
SURFIG
TRl AT 99 @ SR gar 1031704.00 8258212.00 10,29,435.00 9289916.00
G diend. o &R el 4,43,32,647.00 44332647.00
gaoTar Ay
Jnr (&) 5,2642525.00 53622563.00
T @ o7 § g wEh [@)+E) 1256408847.00 1102924498.00

I 2 TN, ISR AT 31.03.2018 B! T I¥ 2 31.03.2017 BT FAG Y B]

PG

1], IR
1. geye SEURI

SIRRIRGIA

o T 69417.00 1248721.00

YA TG ol TeT Yo 28556.00 27717.00

fafog e 29082421.00 29180394.00 20842873.00 22119312.00.00
qrar e

o T 82915.00

Y AR 5977234.00 11618802.00

fafeear dmr <o 49000.00 6026234.00 97,000.00 11798717.00

o | =fdE e 2017-18




2. AIfm wiftaat
If3r arEedl | &ifi| H ura
3257527.00
559657.00
ERGASH 100000.00
GReTT ST/ XY T 7Ifdr 885318.00 4702499.00 12,12,118.00 1312118.00
3. A AT SwRaTUE
fademE. o 3616357.00
Tt i ga aR.& 74 &Y 31 19553414.00 21042480.00
AT W Tg AR B HAL B 37 4688727.00 31065682.00
Aoiivacd < 478017.00 74,306.00
EIERER AR 7594.00 3,600.00
Tol. 37S. ¥, 3,202.00
. fio T 219397.00 2,38,899.00
qAT < 24947149.00 15,639.00 56060165.00
qrdrdyang.
ufdteror Brfew & forg 1w 4836347.00
2300000.00
MY W gg AR AL B <A 466231.00 5302578.00 816586.00 1046586.00
T 70158854.00 92336898.76
I MR WS AfEdr manT
IS THI¥T <A
(THIAR 0 007429C)
X0 / 3UfSd
10 Sfogso i
(fag—ag—asnfae feers)
X0 / 3afod X0 / Jmufed X0 / Jufed
A U feme el EESICEIN HY S
(GIEIIELY (fo<T wd o Irfdram) (eIt SrfHRI—TWRY)
TH. 50: 076545
T : faeef!
fai® : 26.09.2018

IR st Gfgar ST |\9®




o

01562666218 00226969262 90°ErPereEee 90°'9vSEVEYE 0026886966} 9.°8/95€69701 96586655 00'6185€€Z66 Lk BB
002128528 00°9166826 00°09€699€ 00"70LLEOL 00'959.2€92 0072252641 0072252641 Ll
009678009 00725226+9 00'852€€9} 00'952€8Y 007200054} 007522592 007522592 bisfh bh relpd
001029622} 007292092} 00Z/S1eL) 00zyl'28'Y 000EP¥YTL 007261500€ 007261500€ Brhiph bh xoknd
00'9609.6 00720690} 00'0€0+0E 0090809 0072eErT 00'9Z1'08'Z} 00'9Z1'08'Z} 2RO ARY
habie e jobst ehafie ol R[N Ribyye rdk hafie
haie ¢ 810z€0°tE & L10Z€01E I 810Z€0'1E BRAD & kb @ 110T%0'10 Ib 8LOZEOIE | LRD & kb bRD & b | lgbykk b 21029040
@l Db B3 EATERT JIYSITSTETEY
035l h b
016205708 00°900.7E€8. 90°€80E2Z0€2 90°Z¥811Z8E 00°1+219026} 92°9018005€0} 9.°65866575 00°22801086 AT
0024825. 00655168 0072€€L0L 00'2128€") 00519895 0072L09%} 00'7LL09%L Lalp
lodbhe
00088861891 00°S62.0/€€E} 0074296€05 007412980} 00°00}¥€S6€ 00760569842 00'669ESESY 00'56€472ELL B [llak 2l
00'€€82029} 00°€050061 00'89€€ZYEZ 00'0.54082 0086212902 00°1029296€ 00°1029296€ lorbhe RR[Rld
00'942€867 0088056971 00'50P¥L9 00'95€5.€} 00'6+069€5 00°129/2212 00787E99L 00°2EL59002 bishh bh relpd
00026 00°€0z} 008861 00°€8z 00269} 000062 000062 JEFET
08'9v6ZL 1T 00°269v€9Z 96°090€28€ 96'997€96 007656582 9.°2009€29 9L9kLIPL 00'162+6vS Prhiph bh xokad
06'288LL1L 00°2ELL0¥9 0L'9LVEMBLY 01'608+909 00°2998685€ 00°79ELYL6Y 000960789 0070Y00EZY @f
00'8652240LS 00720824185 00°2t2EL2e0} 00'925'50°01' b 0012240226 00°S¥.S8EEL9 00°'Sv2S8€€L9 Dalbd
00'000°€€'8Y'Z 00°000'€E'8'Z 00°000€€8+Z 00'000°'€€'8Y'Z ik
hobie Ll joPeky hofie [S4 RISTAT Ribhjle kb habie
habie & 810z€0'1E & L10ZE0LE I 8lL0ZE0LE LIS & kb & 21075010 & 8I10ZE01E | LM & kb B ® kb | kybikk I L10270°10
®li» Dl BI2 s Bt JITSITNTEETEY

(i Lzha)

ekl 3| & ke Bh 1@ 22 BRE 1& 8I0TE0LE

200102 —biIblRIofllr ‘Mrbiold

‘e2—22bR ‘(RRIkh lolkdd Mbdh bh kb

Liplie ID2JR Inbly BIDME

lpiji Bk b e—jphbie

o0
=
<
Q
v
2




RGN VTS Giear ST

(FaTey T4 IRER ST F3e), HIe—23,

RSTIR, MITATEIG— 201002
31.03.2018 B doid e B [T F & g Rt

(et #)
AT 4 <] TURITT 5107 UG IARH 31.03.2018 P! FAK a4 BY 31.03.2016 BT T q9 Y
(1) ey, FFaferat
HA AT
CIERIRG 8 26682.00 24030.00
qrdrdrans. 26682.00 572.00 24602.00
& # o
3% % TSIK-310 23191660.00 400520.00
IF A% TSIT—13540 13666028.00 13684651.76
3% 3ifF geIaT—853 QA1 .amE. 979979.00 37837667.00 113695.00 14198866.76
g T fead
CIERIRS ] 2180.00 7080.00
qrardrang. 577.00 2757.00 5307.00 12387.00
InT (37) 37867106.00 14235855.76
@) =11, 3 vd e wwafori
1. HHARY 707
AP WA TUs 29623.00 109098.00
RISISIE
G drams. 137956.00 86290.00
Thex AH
T A 167579.00 195388.00
2. IR T =T GRIRT BT T
AT IR AT YT BT S dTedl JO1RM
BT g A IRT—
TAUeIyel ®T a9 & fawer s 319341096.00 142600000.00
TAUATe BT I3 & o i 29342756.00 74983294.00
U TS U WifSde o wo felo 4346647.00 5580996.00
LR AT deg 15773.00 15773.00
TSRS Bl 31H
SHhA UIgaiisal o1 31fH
A sy el B A= 8846889.00 6846889.00
ST g Afdd b1 1 4522.00
TERM ¢s fofd @I 1l 812.00
LI, g BT AH
SIS ag gEs 40053.00 939468.00
TA3ME 1 &r 1R 3956732.00 3956732.00
s qrofens, =@ErTg a1fim 565000.00 5,65,000.00
T e e, ofim 4836347.00

IR st Gfgar ST I@E




IR

1107485.00

TR

139825.00

ARSI

1439217.00

il @ forg e

332952.00

270352.00

R IAEC) o

TSN

4,06,20,000.00

40620000.00

IS G sror

3616357.00

ST v fol.

fRrar srexuTgor

QR g &1 anfae

YRT WRAR A U B A

7578218.00

12546321.00

g ST

gfergfar < 9%

59135.00

59135.00

EINEINASCIRCAGIE]

21850.00

21,850.00

IRRfT STHT SRMTY G1.d1a1.87Ts.

10000.00

10,000.00

ufergfa s fagd

959959.00

429946329.00

881778.00 293519279.00

3. ARG BT gF g 2

118069.00

3. NGRS &1 @@ A &g

179408.00

4. SNALT®. & A B A

1900000.00

29,25,000.00

5. $I9T IRl A G JIaE IR i

7600971.00

997850.00

7. WINd. RS BT g G
Ay <

56108075.00

AT @)

439614879.00

354043069.00

ART (3H+9)

477481985.00

368278924.76

oo fowa ol g &.
IS THIS< <A
(THIAR 0 007429C)

IR IR VST AlRdT AT

10 / 3ufed
S0 Sovo Rig
(fag—ag—asnfae feers)

10 / Jafed
/N v et It
(arsiier)

TH. H0: 076545

It : faeet
fedi® : 26.09.2018

zo | aiftfer @i 2017-18

XIN0 / 3afed
g HAR
(fo<T wd o Irfdrar)

X0 / Jrufed
7Y S
(CRIGIREZRSI BEar it IN))




IR WSl |fedr ST
(e 79 URaR Hedror HATe™), Haee—23,

RSTIR, MITATEIG— 201002
31.03.2018 P TSI 9Y 3G M T4 FF P ART B ATHA

(ot #)
AT 5, fass | Wit 31.03.2018 BT FATG ¥ BY 31.03.2017 BT T Y BY
fawr & wftqat
ML gl @ faml 62641210.00 1,34,87,166.00
TS MRS, &1 fagy 42154000. 00 2,61,34,000.00
fafaeT o= @ fasmr 5000.00 7,500.00
RECURIICIRCE 2000.00 104802210.00 9,083.00 39637749.00
N 9617401.00
IBEE] 1892738.00
AT 116312349.00 39637749.00

ITA 6, IFIIH /BT ARG
IIEH TG I P TE ge

31032018 T FAT ¥ =G

31.03.2017 &1 TS qY BY

gy B IRM U AFaT 334002119.00 29,00,00,000.00
19957607.00 353969726.00 38,05,670.00 393805670.00
IR BT TR & AFAR 161594771.00 14,51,48,661.00
=1y ¥ &1 T
HeR: 3T FHI & BT YA 121010934.00 40583837.00 4,42,25,033.00 100923628.00
e IV DI AT I
Herk: w@iovd uRoH0HFT0 A IR
RSl
9Te], 99 PI AR AR 122500000.00 5,50,00,000.00
IRBR BT a9 b T8
SirS: < VIR [@I0vd gR0BOHAT0 19553414.00 2,10,42,481.00
B
Her: fiwel 9¥ # 3y /AL Bl 21042481.00 121010933.00 3,18,17,448.00 44225033.00
a9 6 e
werl: Il aRaal @l afigig 2788876.00 22055834.00

B WNIE T ST B T AHe
3

ek 9¥ & IR YIdE fhy T
KibE

TaAvd & 999 & faee i 176741096.00 7,75,00,000.00
TIUeyel &7 I3 & fawer srfis 1,40,74,205.00
T UTs U GiRAIfeha 7,59,754.00
TAATSULRIUSTESTR 6083657.00
A sy 31 Bl 1A 2000000.00
S g Afdd ®r 1H 4,522.00

TR S e T | o




RYRM TS fofd &I 31fim 812.00
SIS gz BT A 9,39,468.00
T3S &1 &1 31 22,56,732.00
wat & forg 3l 62600.00
184887353.00 95535493.00
4688727.00 31065682.00
qrdrdrang.
qadrens. & fog ura gam 65622000.00 6,00,00,000.00
g™
12546320.00
Sire: s 99 & forw ofeRiy # 53075680.00 5,93,737.00 60593737.00
SRR
el &g
Ra=y = 60602232.00 6,36,21896.00
Dt e 26,37,215.00
gerk: YA e, o 3R 1fim 51666.00 60653898.00 68,80,947.00 73140058.00
A draE. o wifa
Uf1eTor HRisA | it 355000.00 8,12,044.00
111231.00
SIS 3y wrftrat 4,542.00
w@ud. gR&GHA. DI g A 466231.00 8,16,586.00
A Al
IRT WRGR DI YA A7 /U (7578218.00) 12546321.00
IS TG 4 D A o
I MR WS AfEdr manT
Fglcs Thl¥<<d
(THIAR 0 007429C)
X0 / 3UfSd
10 Sfogso i
(fag—ag—asnfae feers)
X0 / 3afod X0 / Jmufed X0 / Jrufed
A U feme el EESICIN Y S
(GIEIIEEY (fo<T wd o Irfdrar) (eIt JrfHRI—WRY)
TH. ¥0: 076545
e« faeel!
fai® : 26.09.2018

o | affw i 2017-18




(FaTey T4 IRER ST F3e), HIe—23,

ARAT AYST Hfear ST
IOIR, MISATEG— 201002

31.03.2018 P TSI 9Y 3G M T4 FF P ART B ATHA

(oot )
ITIA 7, DA AT AT 31.03.2018 &I TSI Y B 31.03.2017 &I FATK Y g
EISESEIER I | 1746930.00 2034564.00
9T @l W 2927283.00 977745.00
HHARY /FTH DI IH ) 4973.00
4674213.00 3017282.00
ITGA 8, I I 31.03.2018 &I TS Y =Y 31.03.2017 &I FHIG Y &Y
BRI I & T gifed ¥afdr 1568580.00
3 AT 24372.00 1422.00
24372.00 1570002.00
S 9, WIUAT & 31.03.2018 B FATT ¥ oY 31.03.2017 P! FHIG qY =G
o 40797313.00 2,83,71,476.00
30125386.00
q Ud 999 1,60,282.00
TI.UA.Q. FAEDHR BT I 10,480.00
faer HHar) /e Bl HHe @1 14424849.00 4,06,35,991.00
T
3T W6 Fears & 853741.00 6,26,796.00
AR B a1 gy qor s/ anr ) 36,565.00
feop
=
fafrear fergfct 270789.00 9,98,512.00
TS T 405294.00 2,73,506.00
CIREE 133800.00 1,91,000.00
Rreror b @ Tfergft 18000.00 3,78,000.00
188981.00
ERENECIREE] 1,61,150.00
GReE TR 46,11,146.00
AT 87218153.00 7,64,54,904.00

TG 10, I WS >

31.03.2018 B FHIG ¥ oG

31.03.2017 & T q9 BF

faega vd ST g9R 8743309.00 7004763.00
BT G-I 2428531.00 1575691.00
R TG BRI R TV TR 18018833.00 180814.00
I8 ydTed U4 Wg—Xw@0d 411565.00 400252.00

TR o e s | o3




URCST, YWY U9 HIR Y9N 975644.00 600274.00
b CURCIRCRIE ] 1854429.00 1419648.00
ATAT UG d18d Fg GrRIeqor 2487639.00 2303205.00
yfdteror vd drfenen g 40449.00 1098936.00
orr gfderor arRsifis 28556.00 27718.00
Ay vd eIRil g9R 465510.00 128339.00
EEIGRCECEIN 212734.00 6032972.00
gewe Ve veEREe— fagd 1498195.00 5876090.00
I T
3738517.00
fafaer =g 727267.00 5,88,197.00
T SART Y 1,80,814.00
U /T MHRAB 561574.00 9,02,337.00
THER U Ud ufyari 53827.00 64,391.00
P U4 gy 7200.00
ELCISI 10567.00 365.00
ENASNER] 111443.00
ARG UHEH W 14434800.00 21,55,500.00
=1 1005144.00 11,01,001.00
T 39815733.00 3,16,41,332.00
IR MR WS AfEar manT
CICISINCAIREE
(THIAR 0 007429C)
X0 / 3UfSd
10 Sfogso i
(fga—wg—d=fe fcws)
X0 / 3UfSd FHI10 / J4fed X0 / J4fed
A U feme el EESICIN Y S
GIEIER (fo<T wd o Irfdrar) (TemIT® JMfIHRI—UWR)
TH. 50: 076545
e« faeel!
fai® : 26.09.2018

oy | afe o 2017-18




RS AT HiedT ST
(e 79 URaR Hedror HATe™), Haee—23,
RSTIR, MITATEIG— 201002

31.03.2018 P TSI 9Y G M T4 IF P ART B ATHA

(et #)
AT 11, TARTRTET Wi —Harerd Ug SgeroT 31.03.2018 P! FATK a¥ =BG 31.03.2017 BT FATK a¥ BY
TN ST B WRIG 9190464.00 47,61,026.00
VORIl &1 T 6591191.00 66,06,706.00
TReToT TR 1148019.00 25,32,787.00
T 16929674.00 1,39,00,519.00
TG 12, M TA A B Rl &1 =7 31.03.2018 BT FATE ¥ BG 31.03.2017 BT TG ¥ BG
AU /v ASTaden 9o W) W 13399430.00 1,69,22,335.00
2831071.00
AT o fAfeT 7 Ruwdade w® oy 1400710.00 62,29,571.00
T 17631211.00 2,31,51,906.00
AT 13, T qt F o I =™ 31.03.2018 BT FATK ¥ TG 31.03.2016 BT FAT ¥ TG
qpeita] AEANAN & U IR Yeb 13171789.00 85,91,730.00
39775764.00
<Y /I AHRAS g 1207881.00 22,43,917.00
Guag fafeT =g 688376.00 5,94,222.00
R R &g 1411041.00 9,99,998.00
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FOREWORD

From the Secretary-cum-Scientific Director’s Desk

e

I am privileged to present the Annual Report of IPC
for the year 2017-18, ensuring continued growth and
development of IPC in fulfilling its Mission, Vision and
Objectives as laid down in the Mandate. I am pleased
to report the significant progress made during the fiscal
year. In continuing pursuit of the Mission of IPC to
improve the health of the people by ensuring the quality,
safety and efficacy of medicines, the eighth edition of
Indian Pharmacopoeia (IP) 2018 was published. This
edition is playing a significant role in improving the
quality of medicines, which, in turn promote public
health and accelerate the growth and development of
Pharma Sector in India.

The transparent standards setting activities of Indian
Pharmacopoeia Commission represent diverse national
and international perspectives. The development of the
Indian Pharmacopoeia Reference Substances (IPRS)
including Impurity Substances and rDNA Therapeutic
Reference Substances have also been accorded due
attention and priority.

As IPC is progressing, the work directed towards the
innovation, introduction and improvement of products
and processes is being carried out successfully. IPCis also
working in different areas of Research and Development
in order to enhance and promote scientific aptitude.

The IPC is playing a vital role in setting the quality
standards of medicines, promoting their rational use
at the individual level and to the society at large and
has expanded its reach through the publication of the

upgraded version of National Formulary of India from
time to time.

IPC is entrusted with the responsibility as the
National Coordination Centre for Pharmacovigilance
India (NCC-PvPI), which has
contributed significantly in ensuring drug safety all

Programme of

over the country. The Pharmacovigilance Programme
of India (PvPI) has taken a leap forward by generating
an efficient system for collection, collation and analysis
of patient safety reports highlighting individual cases
in order to help arrive at an appropriate conclusion and
provide necessary recommendation to the CDSCO.
Based on the quantity and quality of the work carried
out by the NCC-PvPI and its significant contribution to
WHO-UMC, now IPC has been recognized as one of
the WHO-Collaborating Centre for Pharmacovigilance
in Public Health Programmes and Regulatory Services.

As in the past at IPC, training and skill development
activities have been kept at the core for enhancing
the technical competence of working professionals.
Conducting training programmes on a regular basis
for participants across the country, representing
various stakeholders both Government and private,
including Regulators, Analysts, Clinicians, Pharmacists,
Paramedical Workers, Nurses and Manufacturers has
been noteworthy during this fiscal.

The organization strives to promote public health across
the nation, by focusing on quality, safety and rational
use of medicines in India and establishing it as a global

brand.

Dr. G. N. Singh

Secretary-cum-Scientific Director

Indian Pharmacopoeia Commission
Ministry of Health & Family Welfare
Government of India

Ghaziabad-201002
Tel.:+91-0120-2783392/ 2783400/ 2783401
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VISION

To promote the highest standards of drugs for use
in human and animals within practical limits of
the technologies available for manufacturing and
analysis.

To promote public and animal health in India by
bringing out authoritative and officially accepted
standards for quality of drugs including active
pharmaceutical ingredients, excipients and dosage
forms, used by health professionals, patients and
consumers.

OBJECTIVES

e 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.

e To develop monographs for herbal drugs,
both raw drugs and extracts/formulations
there from.

e To accord priority to monographs of drugs
included in the National List of Essential

VISION, MISSION AND OBJECTIVES

oooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

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,
certification and distribution of IP Reference
Substances, including the related substances,
impurities and degradation products.

To collaborate with pharmacopoeias like the
Ph Eur, BP, USP, JP, ChP and International
Pharmacopoeia with a view to harmonize
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 activities 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
Pharmacovigilance Programme of India.
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The
accomplishments and achievements for IP in its

year 2017-18 ushered some major

focus areas of work which are summarized below:

1.

Publishing of the Indian Pharmacopoeia
2018 (Eighth Edition)

The most significant achievement of this year
is the publication of Indian Pharmacopoeia
2018 (Eighth Edition). In continuing pursuit
of the mission of IPC to improve the health
of the people through ensuring the quality,
safety and efficacy of medicines, the eighth
edition of Indian Pharmacopoeia (IP) in
four volumes along with DVD has been
released by the Secretary, Ministry of Health
and Family Welfare, Government of India
on 29th September, 2017. This edition is
playing a significant role in improving the
quality of medicines which in turn promote
public health and accelerate the growth and
development of Pharma Sector in India.
This has bridged the gap of four years from
the earlier Indian Pharmacopoeia 2014 by
incorporating the rapid advancements made
in the pharmaceutical and analytical field
during this time.

Each volume of IP 2018 has got different
features and the following features are
incorporated in IP 2018:

e [P 2018 contains 2928 total monographs,
out of which 220 are new monographs,
366 are revised monographs and 07
monographs have been omitted.

SUMMARY OF MAJOR ACHIEVEMENTS

e 10 New  General

pharmaceutical,

Chapters  on
microbiological &
biologicalhavebeenincorporated. General
Chapter on Viral safety evaluation of
biotechnology products derived from cell
lines of Human or Animal origin (2.2.28)
has been included for the first time.

e 10 monographs of Blood grouping
reagents have been introduced for first
time.

e 53 New Fixed Dose Combination (FDC)
Monographs have been included, out
of which 25 FDC monographs are not
available in any other Pharmacopoeia of
the world.

e 25New APIs and single formulations have
been included which are not available in
any other Pharmacopoeia of the world.

e 34 New IR Spectras have been added and
15 IR spectra have been upgraded.

e 14 Monographs of Insulin and its

analogs have been moved from
(Volume-II)
to Biotechnology derived therapeutics
(Volume-III).

Chemical monographs

e For ease of access and to make
pharmacopoeia more user friendly, Index
has been incorporated in Volume I along
with that already existing in Volume IV of
IP.
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Increasing Availability of Indian Pharma-
copoeia Reference Substances (IPRS) and
Impurity Standards

e A total no. of 15 new IPRS and 45 new
Impurity Standards were developed and
information uploaded on the IPC website
(www.ipc.gov.in). Thus, so far 672 IPRS
including 120 Impurities are available at
IPC.

e To prove the stability of already developed
IPRS, retesting is performed initially after
two years and then on annual basis. A
total of 612 IPRS were retested for their
integrity of potency.

e A total of 296 New Candidate Materials
have been received from Stakeholders and
CDSCO. Received materials have already
been taken in under process to prepare IP
Reference Substances (IPRS).

Development and accomplishment in the
analytical field

e Various sophisticated and high end
analytical instruments have been installed
and the Commission has initiated analysis
on these high end instruments as per the
practice adopted by other counter parts
like USP, BP and EDQM etc.

e A total no. of 1104 samples received from
the Central Medical Services Society
(CMSS) was analyzed and reports of the
samples were successfully submitted to the
respective offices. First time IPL Lab has
generated revenue amounting to Rs.1.10
Crore by analyzing the ‘CMSS samples.

e Total no. of 303 New Drugs samples
were received from the office of Drugs
Controller General (India) for verification
and reports generated were submitted to
the CDSCO, FDA Bhawan, New Delhi.

l Annual Report 2017-18

e IPC has analyzed 120 Inter Laboratory

Comparison (ILC) Samples and 07
Proficiency Testing Samples received
from different Laboratories. The reports
generated were submitted to the respective
Offices.

Total no. of 22 samples of Albendazole
Tablets was received from the WHO for
verification/Analysis and reports of the
samples had been successfully submitted
to the respective office at New Delhi.

Total no. of 02 samples were received from
Afghanistan for verification and reports of
the samples were successfully submitted
to the respective laboratories.

Accreditation and Certification

e [PC has been assessed and accredited

in accordance with the Standard ISO/
IEC 17025:2005 “General Requirement
for the Competence of Testing &
Calibration Laboratories” in the discipline
of Chemical and Biological Testing by
National Accreditation Board for Testing
and Calibration Laboratories (NABL). To
continue the accreditation, Re-assessment
Audit was conducted successfully in this
year.

IPC has been assessed and accredited
in accordance with the Standard ISO/
IEC 17043:2010 as Proficiency Testing
(PT) Provider in the field of Chemical by
National Accreditation Board for Testing
and Calibration Laboratories (NABL). To
continue the accreditation, Re-assessment
Audit was conducted successfully in this
year.

IPC has been assessed and accredited in
accordance with the Standard ISO: 34 as
Reference Material Producers [RMP]. To
continue the accreditation, Re-assessment




Audit was conducted successfully in this
year.

5. Skill Development Programme

IPC contributes significantly to the skill
development of professionals engaged
in the quality, safety and rational use
of medicines. During the year, 19167
participants from across the country and
from abroad have utilized this opportunity.
IPC has also conducted induction and in-
service training.

6. Reflection in the National and Interna-

tional Arena: Some of the events are indi-

cated below:

a) National Arena:

IPC Scientists participated in various
workshops/Programmes with respect to
Veterinary Sciences, AYUSH/Herbal/
Natural products, Allergens, Fixed Dose
Combinations etc.

IPC also organized different meetings /
working Groups in the field of Inclusion
of PET in Plastic Container Chapter in IP,
Radio-pharmaceuticals, Symposium on
PvPI, Microbiological analysis, Medical
Devices guidance documents and MvPI
etc.

IPC Scientists also participated in the
scientific sessions of different Universities
and Colleges.

IPC and CSIR- Nation Chemical
Laboratory (NCL), Pune have signed
MOU on 17th October, 2017 for
developing Impurity Standards.

IPC has assisted CDSCO by arranging
Subject Expert Committee meetings
by way of providing logistic support to
visiting faculty and expert members.

b) International arena:

e Representation of IPC in 160th Session of
European Pharmacopoeia Commission
held at EDQM Premises, Council of
Europe, Strasbourg, France.

e Representation of IPC in 52nd Meeting of
WHO Expert Committee on Specification
for Pharmaceutical Preparations held at
WHO Head Quarters, Geneva.

e Participation in WHO International
Collaborative ~ Study of the 2nd
International Standard for Parathyroid
Hormone 1-34, Recombinant, Human
(rhPTH 1-34) held at Geneva.

Pharmacovigilance Programme of India
(PvPI)

Indian Pharmacopoeia Commission (IPC)
functions as National Coordination Centre
(NCC) for Pharmacovigilance Programme
of India (PvPI).

e Based on quantity and quality of the
work carried out by the NCC-PvPI
and its significant contribution to
WHO-UMC, now IPC is recognized
as “WHO-Collaborating Centre for
Pharmacovigilance in Public Health
Programmes and Regulatory Services”
for providing scientific support to
countries in Asia for Pharmacovigilance
in public health programmes such as
tuberculosis, neglected tropical diseases,
vector-borne  diseases, = HIV-AIDS,
Adverse Event Following Immunization
(AEFI) and regulatory issues.

e The NCC-PvPI has received 90,198
Individual Case Safety Reports (ICSRs)
through VigiFlow® from various ADR
Monitoring Centres (AMCs) enrolled
under the umbrella of PvPI. After
reviewing these reports for validity,
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quality and completeness as per the
documentation-grading system of NCC-
PvPI, these ICSRs were shared with the
WHO-UMC global safety database.

Initiated Intensive Drug Monitoring
(IDM) for the drugs like SGLT-2
Inhibitors, Sofosbuvir & Pioglitazone.

PvPI in collaboration with CDSCO, New
Delhi released the “Pharmacovigilance
Guidance Document for Marketing
Authorization Holders (MAHs) of
Pharmaceutical Products”

A mobile app “ADR PvPI” for the benefit
of all healthcare stakeholders, including
common man has been developed
indigenously.

Regular Workshop-cum-training
programme on PV for training healthcare
professionals ~ of = NABH-accredited
hospitals and establishment of PV system
in Pharma Industry on Good PV Practices
(GVP).

Drug Safety Alerts recommended to
CDSCO include Lamivudine-Hearing
Loss, Inactivated Haemophylus Influenzae
Vaccine-Papulovesicular exanthema,

' Annual Report 2017-18

Measles Rubella Vaccine-Arthritis/Joint
Pain, Measles Rubella Vaccine-Guillain-
Barre Syndrome, Dapsone-Erythema
nodosum.

Materiovigilance Programme of India
(MvPI)

e A total no. of 169 AEs was reported by
Medical Devices Monitoring Centres
(MDMCs).

e Review meetings with CDSCO are
regularly held to assess the progress of
MvPIL

e Presentations/Lectures on MvPI at
different Hospitals.

Revenue generation and utilization of
annual budget

e IPC has generated revenue amounting to
Rs.11,11,23,499/- (Rupees Eleven Crore
Eleven Lacs Twenty Three Thousand Four
Hundred Ninety Nine Only) through the
sale of IPRS and Impurities Standards as
well as its publications.

e The annual budget of Rs.33.44 Crores had
been fully utilized by IPC during the year.




COMMISSION (IPC)

The Indian Pharmacopoeia Commission (IPC) has
beenestablishedasan AutonomousInstitutionunder
the Ministry of Health & Family Welfare Resolution
FNo0.X.11035/2/06-DFQC dated 8th May, 2008
published in the Official Gazette, Government of
India. The IPC has a three-tier structure comprising
of the General Body, the Governing Body and
the Scientific Body. These are supported by the
IPC Secretariat and the Indian Pharmacopoeia
Laboratory (IPL). The IPC Secretariat and IPL
scientists with the support of different advisory
Expert Committees and Expert Members of the
Scientific Body examined the suitability of the

General Body

The composition of the General Body is given below:

COMPOSITION OF INDIAN PHARMACOPOEIA

standards in Indian Pharmacopoeia (IP). The
standards prescribed in IP adhere to the concept
of harmonization, keeping in view the feasibility,
technological advancements in manufacturing and
analysis of the drugs and pharmaceuticals in the
country without compromising with the quality
of the products. It strives to update the existing
monographs as well as incorporates the new
monographs of drug substances, drug formulations
and new general chapters.

The detailed composition of different Bodies of the
Indian Pharmacopoeia Commission (IPC) is as
under:

S. No. | Position Name & Address

Ms. Preeti Sudan

Chairman
(ex-officio)
Nirman Bhawan

New Delhi - 110011

Secretary (Health & Family Welfare)
Government of India
Ministry of Health & Family Welfare

Co-Chairman

Noida - 201301 (UP)

Dr. (Prof.) N. K. Ganguly

Former Director General, ICMR
C-191, 9* Floor, City View Apartment
Plot No. 199, Sector-35

Dr. B. D. Athani

Member
(ex-officio)

Nirman Bhawan
New Delhi - 110011

Director General of Health Services (DGHYS)
Ministry of Health & Family Welfare
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Member
(ex-officio)

Dr. Rakesh Kumar Vats

Additional Secretary & D.G. (CGHYS)
Ministry of Health & Family Welfare
Nirman Bhawan

New Delhi - 110 011

Member
(ex-officio)

Ms. Vijaya Srivastava

Special Secretary & Financial Adviser
Ministry of Health & Family Welfare
Nirman Bhawan

New Delhi - 110 011

Member
(ex-officio)

Shri Sudhir Kumar

Joint Secretary (Regulation)
Ministry of Health & Family Welfare
Nirman Bhawan

New Delhi - 110011

Member
(ex-officio)

Shri Navdeep Rinwa

Joint Secretary

Department of Pharmaceuticals
Ministry of Chemicals and Fertilizers
Shastri Bhawan

New Delhi - 110011

Member
(ex-officio)

Shri D. N. Sahoo

Deputy Secretary (Drugs)

Ministry of Health & Family Welfare
Nirman Bhawan

New Delhi - 110011

Member
(ex-officio)

Dr. S. Eswara Reddy

Drugs Controller General (I)

Central Drugs Standard Control Organization
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 - 201309 (U.P)
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Director
Central Drugs Laboratory

Memb
11. ( e er. ) 3, Kyd Street
ex-officio Kolkata - 700016
West Bengal
From Regulatory Bodies
Central Drugs Standard Control Organisation
Member ) .
12. ( 0) Directorate General of Health Services
ex-officio FDA Bhawan, Kotla Road
New Delhi - 110002
Director
13 Member National Institute of Pharmaceutical Education and Research (NIPER)
' (ex-officio) Sector 67, SAS Nagar
Mohali - 160062
Member Commissioners in-charge of Drug Control Administration
14. .
(ex-officio) Andhra Pradesh
15 Member Commissioners in-charge of Drug Control Administration
' (ex-officio) Gujarat
16 Member Commissioners in-charge of Drug Control Administration
' (ex-officio) Himachal Pradesh
17 Member Commissioners in-charge of Drug Control Administration
' (ex-officio) Sikkim
18 Member Commissioners in-charge of Drug Control Administration
' (ex-officio) Uttar Pradesh
Dr. C. Adithan
19 Member Director-Professor, Dept. of Pharmacology
' (ex-officio) Jawaharlal Institute of Postgraduate Medical Education and Research
Puducherry - 605006
President
Indian Drug Manufacturers Association (IDMA)
Member AP TATS o
20. ) 102-B, Poonam Chambers, ‘A’ Wing
(ex-officio) ) .
Dr. Annie Besant Road, Worli
Mumbai - 400018
President
Organization of Pharmaceutical Producers of India (OPPI)
Member .
21. ) Peninsula Chambers, Ground floor
(ex-officio)

Ganpat Rao Kadam Marg, Lower Parel
Mumbai - 400013
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Secretary General
Indian Pharmaceutical Alliance (IPA)

Memb
22. ( emﬁeizr. ) A-205 Sangam, 14B S V Road
ex-officio
Santacruz West
Mumbai - 400054
President
Pharmacy Council of India
23. Member : 10 i1 A
(ex-officio) Combined Councils’ Building
ex-officio
Kotla Road, Aiwan-E-Ghalib Marg
New Delhi - 110002
Dr. Pankaj Patel
C&MD
Zydus Cadila Healthcare Ltd.
Member
24. (ex-officio) Zydus Tower, 6™ Floor, Opp. Isckon Temple
ex-officio
Satellite Cross Roads

Sarkhej-Gandhinagar Highway
Ahmedabad - 380015

Dr. G. N. Singh
Secretary-cum-Scientific Director

Member-Secretary

25 (ex-officio)

Indian Pharmacopoeia Commission
Sector-23, Raj Nagar

Ghaziabad - 201002

Governing Body

The composition of the Governing Body is given below:

S. No. Position Name & Address

Ms. Preeti Sudan

Secretary (Health & Family Welfare)
Chairman Government of India

(ex-officio) Ministry of Health & Family Welfare
Nirman Bhawan

New Delhi - 110011

Dr. (Prof.) N. K. Ganguly

Former Director General, ICMR

2. Co-Chairman C-191, 9™ Floor, City View Apartment
Plot No. 199, Sector-35

Noida - 201301 (UP)
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Member
(ex-officio)

Dr. B. D. Athani

Director General of Health Services (DGHS)
Ministry of Health & Family Welfare
Government of India

Nirman Bhawan
New Delhi - 110011

Member
(ex-officio)

Dr. Rakesh Kumar Vats

Additional Secretary & DG (CGHS)
Ministry of Health & Family Welfare
Government of India

Nirman Bhawan
New Delhi - 110011

Member
(ex-officio)

Ms. Vijaya Srivastava

Special Secretary & Financial Adviser
Ministry of Health & Family Welfare
Government of India

Nirman Bhawan

New Delhi - 110011

Member
(ex-officio)

Shri Sudhir Kumar

Joint Secretary (Regulation)
Ministry of Health & Family Welfare
Government of India

Nirman Bhawan
New Delhi - 110011

Member
(ex-officio)

Shri Navdeep Rinwa

Joint Secretary

Department of Pharmaceuticals
Ministry of Chemicals and Fertilizers
Government of India

Shastri Bhawan

New Delhi - 110011

Member
(ex-officio)

Shri D. N. Sahoo

Deputy Secretary (Drugs)

Ministry of Health & Family Welfare
Government of India

Nirman Bhawan
New Delhi - 110011
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Dr. S. Eswara Reddy
Drugs Controller General (1)

Member Central Drugs Standard Control Organization
9. (ex-officio) Directorate General of Health Services
Ministry of Health & Family Welfare

FDA Bhawan, Kotla Road

New Delhi - 110002

Dr. Surinder Singh

Memb Director
10. ( emﬁ;zr. ) National Institute of Biologicals
ex-opcto A-32, Sector-62, Institutional Area

Noida - 201309 (UP)

President

Pharmacy Council of India
Member Combined Councils’ Building
(ex-officio) Kotla Road, Aiwan-E-Ghalib Marg
Post Box No. 7020

New Delhi - 110002

Dr. Pankaj Patel

C&MD

Zydus Cadila Healthcare Ltd.

Zydus Tower, 6" Floor, Opp. Isckon Temple
Satellite Cross Roads

Sarkhej-Gandhinagar Highway
Ahmedabad - 380015

Dr. G. N. Singh
Secretary-cum-Scientific Director

11.

12. Member
(ex-officio)

Member - Secretary

13. (ex-officio)

Indian Pharmacopoeia Commission
Sector-23, Raj Nagar

Ghaziabad - 201002

Scientific Body

The composition of the Scientific Body is as follows:

S. No. | Position Name & Address

Dr. (Prof.) N. K. Ganguly
Former Director General, ICMR
C-191, 9 Floor

City View Apartment

Plot No. 199, Sector-35

Noida - 201301 (UP)

1. Chairman
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Member

Prof. (Dr.) Sanjay Singh

Professor, Department of Pharmaceutics
Indian Institute of Technology

(Banaras Hindu University)

Varanasi - 221005 (UP)

Member

Dr. Raman Mohan Singh

Director

Central Drugs Testing Laboratory

Central Drugs Standard Control Organization
DGHS, Ministry of Health & Family Welfare
Government of India

Zonal FDA Bhawan

Belasis Road, GMSD Compound, Mumbai Central
Mumbai - 400008

Member

Shri Salim A. Veljee

Director

Directorate of Food & Drugs Administration
‘Dhanwantari, Opp. Shrine of the Holy Cross
Bambolim

Goa - 403202

Member

Dr. D. Srinivasa Reddy

Senior Scientist

Division of Organic Chemistry
National Chemical Laboratory (NCL)
Dr. Homi Bhabha Road

Pune - 411008

Member

Prof. (Dr.) Vinod Kumar Dixit
Former Dean, Faculty of Pharmacy &
Retired Professor of Pharmacognosy
Dr. Hari Singh Gour University
Sagar - 470003 (MP)

Member

Prof. Naveet Wig (MD)

Professor of Medicine

All India Institute of Medical Sciences (AIIMS)
Ansari Nagar

New Delhi - 110029

Member

Dr. Nitya Gogtay

Associate Professor in Clinical Pharmacology
Department of Clinical Pharmacology

KEM and Seth G. S. Medical College
Acharya Donde Marg, Parel

Mumbai - 400012
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Member

Dr. Amulya K. Panda

Scientist (Biotechnology)

Product Development Cell
National Institute of Immunology
Aruna Asaf Ali Marg

New Delhi - 110067

10.

Member

Dr. Praveen Khullar

Sr. Director Development Centre Goa &
Regional Co-ordinator AP] Generics BU
Sanofi Synthelabo (India ) Pvt. Limited
L-121, Phase III A, GIDC

Verna Industrial Estate, Verna

Goa - 403722

11.

Member

Dr. Arun Kumar Mishra

Executive VP

GlaxoSmithKline Consumer Healthcare
24-25 Floor, One Horizon Center

Golf Course Road, DLF Phase 5
Gurugram - 122002

12.

Member

Dr. Anil Kumar Tyagi

CSO, R&D Department

Mankind Pharma Ltd.

208, Okhla Industrial Estate, Phase III
New Delhi - 110020

13.

Member

Dr. Hemant Kumar Sharma

Associate President

Research & Development

APL Research Centre I1

(A Division of Aurobindo Pharma Limited)
Survey No. 71&72, Indrakaran (V)
Sangareddy (M), Medak District

Telengana - 502 329

14.

Member

Dr. Nitin Bhatia

Sr. General Manager (Tech. & Vet Regulatory)
Intas Animal Health

Intas Pharmaceuticals Ltd.

44™ Floor, Premier House

Opposite Gurdwara, S. G. Road, Bodakdev
Ahmedabad - 380054
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15.

Member

Dr. Ram A. Vishwakarma

Director

Indian Institute of Integrative Medicine
Post Bag No. 3

Canal Road

Jammu - 180 001

16.

Member

Dr. Rakesh Narayanrao Tirpude

Assistant Commissioner

Food & Drugs Administration. M.S.
Government of Maharashtra

Survey No. 341

2" Floor, Bandra-Kurla Complex, Bandra (East)
Mumbai - 400051

17.

Member

Dr. V. Satyanarayana

Managing Director

Sipra Labs Ltd.

7-2-1813/5/A, Adj. to Post Office
Industrial Estate, Sanath Nagar
Hyderabad - 500 018

18.

Member

Shri A. K. Pradhan

Deputy Drugs Controller (I)

Central Drugs Standard Control Organization
Directorate General of Health Services
Ministry of Health & Family Welfare

FDA Bhawan, Kotla Road

New Delhi - 110002

19.

Member

Prof. (Dr.) Ramesh K. Goyal

Vice Chancellor

Delhi Pharmaceutical Sciences & Research University
M.B. Road, Pushp Vihar, Sector 3

Delhi - 110017

20.

Member

Dr. Sunil Gairola

Director (QC)

Serum Institute of India Pvt. Ltd.

212/2, Hedapsar, Oft Soli Poonawalla Road
Pune - 411028

21.

Member

Dr. Ajay Kumar Singh

Scientist ‘H’/Outstanding Scientist & Director

Institute of Nuclear Medicine and Allied Sciences (INMAS)
Brig. S. K. Mazumdar Marg

Delhi - 110054

Indian Pharmacopoeia Commission '

15




Professor
Member

Hauz Khas

Dr. Naresh Bhatnagar

22. Mechanical Engineering Department
Indian Institute of Technology (IIT) Delhi

New Delhi - 110016

Dr. G. N. Singh
Member
23. Secretary

(ex-officio)

Secretary-cum-Scientific Director
Indian Pharmacopoeia Commission
Sector-23, Raj Nagar

Ghaziabad - 201002

Scientific Body

Review of IP Work

Prof. C. K. Kokate, Dr. C. L. Kaul, Dr. D. B. Anantha
Narayana, Dr. Nitya Anand, Mr. J. L. Sipahimalani,
Dr. Rama Shanker Verma, Mr. R. Sridharan, Mr.
R. Raghunandanan, Dr. Saranjit Singh, Mr. Vinod
Arora

Sub-Group for Review of IP Work

Dr. Ajay Sachan, Mr. Gaurang Oza, Dr. N.
Murugesan, Dr. Raman Mohan Singh, Mr. S. L. Jat,
Mr. S. S. Venkatkrishnan

Anti-Cancer

Mr. Ajay Shankar Singh, Mr. Bobby George, Mr.
Mohan Jain, Dr. N. Padmaja, Dr. S. D. Singh,  Dr.
Sanjeev Kumar

Anti-Retroviral

Dr. Shripad D. Banavali, Dr. Imtiyaz Basade, Dr.
Manish Gangrade, Dr. Nilesh Jha, Dr. Kishor Shenoy
P, Dr. Radhay Shyam Gupta, Dr. K. Rathnakar
Reddy

Radiopharmaceuticals

Dr. A. K. Singh, Dr. Aruna Korde, Dr. C. S. Bal, Dr.
D. K. Dubey, Dr. M. G. R. Rajan, Dr. Rakesh Kumar
Sharma
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Blood and Blood Related Product

Dr. Debasish Gupta, Dr. J. P. Prasad, Dr. Kabita
Chatterjee, Ms. Kanchan Ahuja, Dr. Ranjeet S.
Ajmani, Dr. Rajendra Chaudhary

Excipients

Dr. Anil Kumar Tyagi, Dr. Ajaya Prakash, Dr.
Ashok Panwar, Mr. P. B. N. Prasad, Dr. Rajasekhar
Akkaraju, Dr. Subodh Priolkar

General Chapters

Dr. Alka Mukne, Dr. Kundan Patil, Dr. Pramod
Dalvi, Prof. Sanjay Singh, Dr. S. K. Balaji, Mr. S. L.
Jat, Dr. Shailendra Saraf, Dr. Vinay G. Nayak

IPRS Review

Mr. A. K. Pradhan, Mr. Ashok Panwar, Dr. Girish
Juneja, Dr. Raman Mohan Singh, Dr. Ravi Shankar,
Dr. Sanjay Singh, Mr. Shailendra Kumar, Dr. Vinay
G. Nayak

General Chapter on Dosage Forms

Dr. Amit Misra, Mr. Anthony Gomes, Dr. Deo
Narain Dikshit, Dr. Hemal Patel, Dr. N. Murugesan,
Dr. Prashant Dikshit, Mr. Vinod Arora, Mr.
Gurdarshan Singh Bedi

Herbal Products
Mr. A. K. Pradhan, Dr. Alok Lehri, Dr. D. B. Anantha




Narayana, Prof. Kanchan Kohli, Dr. Neeraj Tandon,
Dr. Neelima Kshirsagar, Dr. Ram Vishwakarma,
Prof. R. K. Goyal, Dr. S. S. Handa, Prof. Shridhar
Dwivedi, Dr. Sanjeev Tripathi

Fixed Dosage Combinations (FDCs)

Dr. Praveen Khullar, Dr. Rajiv Desai, Mr. Rahul Dev
Shakya, Mr. Sanjeev Kumar, Dr. S. M. Mudda, Dr.
Subhash C. Mandal, Mrs. Sheetal Chadha, Dr. V. G.
Somani

Active Pharmaceutical Ingredients

Dr. Raman Nanduri, Dr. Rajasekhar Akkaraju, Dr.
Srinivasa Reddy, Dr. Suryanarayana Mulukutla,
Dr. Ch. V. V. Raju

Medical Devices

Mr. Aseem Sahu, Dr. S. Eswara Reddy, Dr. Hitendra
Sahu, Mr. Prakash Bachani, Dr. Rajiv Nath, Dr. Ajai
Shahi, Mr. Sempal, Dr. Satyanarayan

Microbiology - General

Mr. Ashok Desai, Mr. C. Hariharan, Dr. J. P. Mehta,
Dr. R. Pirabhakaran, Mr. Om Prakash Verma,
Mr. Parikh Anant G., Dr. Suhas Mangaonkar, Mr.
Shinde Nilesh Prabhakar, Ms. Vaishali N. Patel

Ophthalmic

Dr. Bhavna Negi, Mr. Navneet V. Mehta, Mr. P.
Venkata Reddy, Dr. R. A. Singh, Mr. R. T. Arasu,
Dr. S. M. Mudda, Ms. Shakila S. Pai

Parenteral Preparation - General

Mr. Hemal Patel, Mr. H. T. Nazare, Dr. Parth Gagoi,
Mr. Satish R. Kulkarni, Mr. S. L. Jat, Mr. Sudhir
Pandya, Mr. Vijay V. Kshirsagar

Vaccines and Immunosera for Human Use

Dr. Arun Bhardwaj, Dr. K. Anand Kumar, Dr.
Krishna Mohan, Dr. Mahesh K. Bhalgat, Dr. Parag
Nagarkar, Dr. Rajesh Jain, Dr. Suresh Jadhav, Dr. V.
G. Somani

Biological and rDNA Products

Dr. A. Ramkishan, Dr. Jaspreet Singh, Dr. Cartikeya
Dr.
Rama Shanker Verma, Dr.

Reddy, Ms. Meenu Batolar, Mr. Parveen Jain,
Rahul Kulkarni, Dr.
Surinder Singh, Dr. Sriram Akundi, Dr. Samir
Sangit Rao, Dr. V. G. Somani

Veterinary Products

Dr. Ashok K. Tiwari, Dr. B. Prithavi Raj Kumar, Dr.
D. J. Kalita, Dr. K. Srinivasan, Dr. Lalit M. Belwal,
Mr. Nitin Bhatia, Dr. Rishendra Verma, Dr. Anil
Sood, Dr. S. N. Singh, Mr. Sanjay Gavkare, Dr. T.
V. S. Rao

Plastic Containers

Mr. A. K. Pradhan, Mr. A. K. Bhatnagar, Dr.
Dinesh Kumar Bhardwaj, Dr. N. C. Saha, Dr. Vijay
G. Habbu, Dr. Vinod Praveen Sharma, Prof. Y. K.
Gupta, Dr. Vijai Kumar, Mr. J. L. Sipahimalani, Mr.
S. L. Jat

Impurity Standard Review

Dr. Anil Kumar Tyagi, Dr. D. P. Pathak, Dr. Hemat
Kumar Sharma, Dr. P. R. Upadhyay, Dr. Saranjit
Singh, Dr. S. K. Dubey, Dr. Vinod Kumar Kansal

Website

Dr. Arun Kumar Mishra, Dr. D. B. Anantha
Narayana, Dr. Gurpreet Sandhu, Prof. R. K. Goyal,
Mr. R. Chandashekhar
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The Indian Pharmacopoeia Commission (IPC) is
a unique organization committed to set the quality
specifications of drugs and pharmaceuticals in
the form of Indian Pharmacopoeia (IP) and to
promote rational use of medicines by bringing out
National Formulary of India (NFI) and to ensure
safety of medicines by running Pharmacovigilance
Programme of India (PvPI) to protect health of all
citizens of our country.

IPC has the following functional Divisions:
e Analytical Research & Development
e Reference Standard
¢ Biologics
e Pharmacovigilance Programme of India
e Microbiology
e Phytopharmaceuticals
e Pharmacology
¢ Quality Assurance
e Publication
e Library & Information Centre
e Finance & Accounts
e Stores

The major achievements of IPC during the year
2017-18 include the following:

1.1

1.1.1

SCIENTIFIC ACTIVITIES AND ACHIEVEMENTS

Indian Pharmacopoeia (IP) 2018

Indian Pharmacopoeia (IP) is an official
document meant for overall Quality Control
and Assurance of Pharmaceutical Products
marketed in India by way of contributing
to their safety, efficacy and affordability.
IP contains a collection of authoritative
procedures of analysis and specifications
for Drugs. The IP, or any part of it, has got
legal status under the Second Schedule of the
Drugs & Cosmetics Act, 1940 and Rules 1945
there under. The IP 2018 has been published
in continuing pursuit of the Mission of IPC
to improve the health of the people through
ensuring the quality, safety and efficacy of
medicines. The features incorporated in IP-
2018 are as follows:

Admissions

General Chapters

Ten (10) New General Chapters on
pharmaceutical, microbiological & biological
have been incorporated. General Chapter
on Viral safety evaluation of biotechnology
products derived from cell lines of Human or
Animal origin (2.2.28) has been included in
IP-2018 for the first time.

S. No. | General Chapters

2.2.23. Test for Biological Reactivity, In Vitro

2.2.24. Test for Biological Reactivity, In Vivo

2.2.25. Monocyte Activation Test

LR

2.2.26. Microbiological Assay of Calcium Pantothenate
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2.2.27. Microbiological Assay of Vitamin B , Activity

2.4.45. Odour and Taste

5.8.2. Dimensions of Hard Cellulose Capsule Shells

PN |9

2.2.28. Viral Safety Evaluation of Biotechnology products derived from cell lines of Human or

Animal origin

9.

2.4.46. Approximate pH of Solutions

10.

Granules (General Monographs for Dosage Forms)

1.1.2 Monographs on drug substances, dosage forms and pharmaceutical aids

The following 168 monographs on drug substances, dosage forms and pharmaceutical aids have
been included in IP-2018:

S. No. Monographs S. No. Monographs
1. | Abiraterone Acetate Tablets 21. | Carmustine
2. Aluminium, Magnesium and 22. | Carmustine Injection
Simethicone Chewable Tablets
3 A.lumermm, Magne51.um and 23 | Cefdinir
Simethicone Oral Suspension
4. | Ambrisentan 24. | Cefdinir Oral Suspension
5. | Ambrisentan Tablets 25. | Cefixime Dispersible Tablets
6. Amiloride and Hydrochlorothiazide 2%, Cefuroxime Axetil and Potassium Clavulanate
Tablets Tablets
7. Amlodip 1ne‘ and Benazepril 27. | Cholecalciferol Concentrate (Powder Form)
Hydrochloride Capsules
8. | Aprepitant 28. | Cilnidipine
9. | Aprepitant Capsules 29. | Cilnidipine Tablets
10. | Armodafinil 30. | Cinacalcet Hydrochloride
11. | Artesunate Injection 31. | Clindamycin Palmitate Hydrochloride
12. | Atenolol and Chlorthalidone Tablets 32. Chndam.ycm Palmitate Hydrochloride Oral
Suspension
_ Clonidine Hydrochloride
13. | Atorvastatin and Fenofibrate Tablets 33. 2nd Chlorthalidone Tablets
14. | Azelnidipine Tablets 34. | Cyclobenzaprine Hydrochloride
15. | Bisoprolol Fumarate 35. | Cyclobenzaprine Tablets
L6, Bisoprolol Fumarate and 36. | Dacarbazine
Hydrochlorothiazide Tablets
17. | Bosentan Monohydrate 37. | Dacarbazine Injection
18. | Bosentan Tablets 38. | Daclatasvir Dihydrochloride
19. | Calcium and Vitamin D3 Tablets 39. | Dapoxetine Tablets
20. "(13:13:1}: ril and - Hydrochlorothiazide 40. | S-Dapoxetine Hydrochloride

19
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41. | S-Dapoxetine Tablets 70. | Ibuprofen and Paracetamol Tablets

42. | Dapsone Gel - Ibuprofen and Pseudoephedrine
Hydrochloride Tablets
43. | Darifenacin Hydrobromide 72. | Isoflurane
44. | Darifenacin Prolonged-release Tablets 73. | Isotretinoin Gel
45. | Darunavir Ethanolate 74. | Latanoprost Eye Drops
46. | Darunavir Tablets 75. | Latanoprost and Timolol Ophthalmic Solution
47. | Diclofenac Diethylamine 76. | Letrozole
Diclofenac Sodium and Paracetamol
48. 77. | Letrozole Tablets
Tablets
49. | Diclofenac Gel 78. | Levetiracetam Tablets
50. | Diethylene Glycol Monoethyl Ether 79. Levodopa and Carbidopa Prolonged-release
Tablets
51. | Dinoprostone 80. | Levofloxacin Oral Solution
52. | Dinoprostone Oral Solution 81. |Lignocaine

Diphenoxylate Hydrochloride and

53. 82. |Lignocaine and Prilocaine Cream
Atropine Sulphate Tablets §
Dopamine Hydrochloride and Dextrose
54. 'p , 7 * 83. | Lignocaine Hydrochloride Topical Solution
Injection
55. | Dothiepin Tablets 84. | Lignocaine Oral Topical Solution
56. Enalapril . _Maleate and 85. | Lorcaserin Hydrochloride Hemihydrate
Hydrochlorothiazide Tablets
Escitalopram Oxalate and Clonazepam )
57. 86. | Lorcaserin Tablets
Tablets
58. | Esmolol Injection 87. | Magaldrate and Simethicone Chewable Tablets
59. | Etodolac Prolonged-release Tablets 88. | Magaldrate and Simethicone Oral Suspension
60 Folic Acid and Methylcobalamin 99 Mefenamic ~ Acid and  Dicyclomine
" | Tablets " | Hydrochloride Tablets
61. | Ganciclovir 90. | Memantine Hydrochloride
62. | Ganciclovir Injection 91. | Memantine Tablets
63. | Ganciclovir Oral Suspension 92. | Mesna

64. | Glibenclamide and Metformin Tablets 93. | Metadoxine

Metformin Hydrochloride Prolonged-release

65. | Glycopyrrolate - and Glimepiride Tablets
66. | Glycopyrrolate Injection 95. | Methylcobalamin
67. | Glycopyrrolate Tablets 96. | Methyldopa and Hydrochlorothiazide Tablets
68. | Hydroxyurea 97 Metoprolol Succinate Prolonged-release and
Amlodipine Besilate Tablets
Metoprolol Tartrate and Hydrochlorothiazide
69. | Hydroxyurea Capsules 98.

Tablets
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Phenylephrine Hydrochloride and

99. | Montelukast Granules 129. Chlorpheniramine Maleate Syrup
100, Montelukast Sodium and Levocetirizine 130. | Phytomenadione
Hydrochloride Tablets
101. | Mycophenolate Mofetil Oral Suspension | 131. | Phytomenadione Injection
102. | Mycophenolate Mofetil Tablets 132. | Piperacillin and Tazobactam Injection
103. | Nadifloxacin 133. | Piroxicam Tablets
104. | Nadifloxacin Cream 134. | Pregabalin and Methylcobalamin Capsules
105. | Nadifloxacin Gel 135. | Prilocaine
106. | Nitroglycerin Injection 136. | Procarbazine Hydrochloride Capsules
107, Norethisterone and Ethinyl Estradiol 137. | Propylene Glycol Monocaprylate
Tablets
108. | Norgestimate 138. | Quinapril Hydrochloride
109. Norgestimate and Ethinyl - Oestradiol 139. | Quinapril and Hydrochlorothiazide Tablets
Tablets
110. | Ofloxacin and Ornidazole Tablets 140. | Repaglinide and Metformin Tablets
111. | Olanzapine and Fluoxetine Tablets 141. | Risedronate Sodium Tablets
112. Olmesartan Medoxomil and 142. | Ropivacaine Hydrochloride
Hydrochlorothiazide Tablets
Omeprazole and Domperidone ] ) o
113. 143. | Ropivacaine Injection
Capsules
114. | Olopatadine Hydrochloride 144. | Rosuvastatin Calcium and Ezetimibe Tablets
115. | Olopatadine Ophthalmic Solution 145. | Rosuvastatin and Fenofibrate Tablets
116. | Olopatadine Tablets 146. | Sertaconazole Nitrate
L Sertaconazole Nitrate and Beclomethasone
117. | Oxaliplatin 147. i ]
Dipropionate Cream
118. | Oxaliplatin Injection 148. | Sodium Alendronate Trihydrate
119. | Oxybutynin Hydrochloride 149. | Sucralfate
120. | Oxybutynin Prolonged-release Tablets | 150. | SucralfateTablets
1. Oxymetazoline Hydrochloride Nasal 151, Tamsulosin Hydrochloride Prolonged-release
Solution and Dutasteride Capsules
122. | Oxymetazoline Hydrochloride 152. | Tazobactam
123. | Paliperidone 153. | Telmisartan and Amlodipine Tablets
Pantoprazole = Gastro-resistant and
124. | Domperidone Prolonged-release | 154. | Telmisartan and Hydrochlorothiazide Tablets
Capsules
125. | Paracetamol and Caffeine Tablets 155. | Terbinafine Hydrochloride
126. | Paroxetine Hydrochloride Hemihydrate | 156. | Terbinafine Cream
127. | Phenylephrine Eye Drops 157. | Terbinafine Tablets
18, Phenylephrine Hydrochloride and 158. | Thioguanine

Chlorpheniramine Maleate Drops
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159. | Thioguanine Tablets 164. | Trospium Chloride Tablets
160. | Ticagrelor 165. | Voriconazole Injection
L6l Tobramycin and  Fluorometholone 166, Xylometazoline Hydrochloride and Sorbitol
Acetate Ophthalmic Suspension Nasal Drops
162. | Tobramycin Inhalation Solution 167. | Zolpidem Tartrate Prolonged-release Tablets
163. | Trimetazidine Tablets 168. | Zonisamide Capsules
1.1.3 Antibiotic Monographs 13 Schisandra Fruit
The following Antibiotic Monographs (02 14. Sweet Orange Oil
Nos.) have been included in IP-2018: 15. Tvak

1.1.4

1.1.5

e Gentamicin Cream

e Gentamicin Ointment

Radiopharmaceutical Monographs

The

Monographs (03 Nos.) have been included

in IP-2018:

e Gallium (68Ga) Chloride solution for
Radiolabelling

e Sodium Iodide (1231) Injection (From
124Xe)

e Sodium Iodide
Radiolabelling

following Radiopharmaceutical

(1231)  Solution for

Herbal Monographs

The following Herbal Monographs (15 Nos.)
have been included in IP-2018:

S. No.

Monographs (15 Nos.)

Amarbel

Anise Oil

Belladonna Dry Extract Tablets

Citronella Oil (Geraniol type)

Citronella Oil (Java type)

Green Coffee Bean Extract

Horse Chestnut Dry Extract

Juniper Oil

Mandarin Oil

Milk Thistle

Clo|e|e(N|a|v|ks v N ]|=

Milk Thistle Dry Extract

[—
N

Schisandra Dry Extract
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1.1.6 Vaccines and Immunosera for Human Use

1.1.7

1.1.8

The following Monographs on Vaccines and

Immunosera for Human Use (02 Nos.) have

been included in IP-2018:

e Pneumococcal polysaccharide conjugate
vaccine (Adsorbed)

e Scorpion Venom Antiserum

Biotechnology Derived Therapeutic

Products

The

Therapeutic Products (06 Nos.) have been

included in IP-2018:

e Follicle
Concentrated Solution

following Biotechnology Derived

Stimulating Hormone

o Follicle Stimulating Hormone Injection
e Follicle Stimulating Hormone

e Interferon b-1a Injection

e Teriparatide

o Teriparatide injection

Blood and Blood Related Products

The following Blood and Blood Related
Products (10 Nos.) have been included in IP-
2018:

¢ Anti-D (IgM) monoclonal blood grouping
reagent

e Blood Grouping Reagent Anti-Fy?, Anti-
Fyb




¢ Blood Grouping Reagent Anti-Jk3, Anti- 1.2  Up-gradation

Jkb 1.2.1 General Chapters
¢ Blood Grouping Reagent Anti-K, Anti-k Based on scientific inputs from stakeholders
e Blood Grouping Reagent Anti-M, Anti-N and suggestions of the Expert Working

e Blood Grouping Reagents Anti P1 Groups, following General Chapters (1‘4
Nos.) have been up-graded and included in

e Blood Grouping Reagents Anti-Le?, Anti- IP-2018:
Leb

S. No. | General Chapters

¢ Blood Grouping Reagents Anti-S, Anti-s 5 1.6, Volumetric Glassware

* Blood Grouping Lectins Anti-H 2. |2.2.3. Bacterial Endotoxins
¢ Blood Grouping Lectins Anti-Al 3. |2.2.15. Host Cell Proteins and Host Cell
DNA
1.1.9 Veterinary Non-biological Monographs 4. |2.2.20. Maintenance, Identification,
The following Veterinary Non-biological Preservation and  Disposal  of
Monographs (14 Nos.) have been included Microorganisms
in IP-2018: 2.3.9. Aluminium in Adsorbed Vaccines

5

6. |2.3.30. Nitrogen

7. [2.4.9. Conductivity
8

9

Albendazole Veterinary Oral Powder

A illin Tablet
rhoxyciiin fablets 2.5.1. Disintegration Test

2.5.2. Dissolution Test

e Buparvaquone 10. |5.8.1. Dimensions of Hard Gelatin
Capsule Shells

11. | Vaccines: General Requirements

Amprolium Oral Powder

e Buparvaquone Injection

Cefuroxime Intramammary Infusion - - -
12. | Veterinary Diagnostics

e Cephalexin Intrauterine Powder for 13. | Veterinary Immunosera
Suspension 14. | Veterinary Vaccines: General
e Cephalexin Veterinary Oral Powder Requirements

Enrofloxacin Injection 1.2.2 Monographs on drug substances, dosage

* Marbofloxacin Injection forms and pharmaceutical aids
* myo-Inositol Based on scientific inputs from stakeholders
e Oxytetracycline Hydrochloride Injection and suggestions of the Expert Working

Groups, following Monographs on drug

Sodium Acid Phosphate Injection
substances, dosage forms and pharmaceutical

aids have been up-graded (346 Nos.) and

Trimethoprim and Sulphamethoxazole

Injection
) included in IP-2018:
S. No. Monograph S. No. Monograph
1. | Abiraterone Acetate 4. | Aciclovir
Acepromazine Maleate 5. | Adrenaline
Acepromazine Injection 6. | Adrenaline Tartrate
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Adsorbed Diphtheria, Tetanus, Pertussis

(Freeze-Dried)

7 and Inactivated Poliomyelitis Vaccine 36. | Bacitracin
Adsorbed Diphtheria, Tetanus, Pertussis,
Inactivated Poliomyelitis Vaccine o
8. and Haemophilus in}’luenzae Type b 37. | Bacitracin Zinc
Conjugate Vaccine
Adsorbed Diphtheria, Tetanus, Pertussis
9. |and (Acellular Component) Poliomyelitis | 38. | Bambuterol Hydrochloride
(Inactivated) Vaccine
Adsorbed Diphtheria, Tetanus,
Pertussis, Poliomyelitis  (Inactivated
10. and Haemophilus yinﬂuenz(ae Type IZ 39| Bambuterol Tablets
Conjugate Vaccine
11. | Allopurinol Tablets 40. |Betamethasone Cream
12. | Aluminium Hydroxide Gel 41. | BCG Immunotherapy
13. | Amoxycillin Capsules 42. | Bendamustine Injection
14. | Amoxycillin Dispersible Tablets 43. | Benzathine Penicillin
15. | Amoxycillin Injection 44. | Benzathine Penicillin Injection
16. | Amoxycillin Oral Suspension 45. | Benzhexol Tablets
17. | Amoxycillin Sodium 46. | Benzyl Alcohol
18. | Amoxycillin Trihydrate 47. | Benzyl Benzoate
19. | Ampicillin Capsules 48. | Betamethasone Valerate Cream
20. | Ampicillin Injection 49. | Bhibhitaki
21. | Ampicillin Oral Suspension 50. | Bifonazole Cream
22. | Ampicillin Sodium 51. | Biphasic Insulin Lispro Injection
23. | Ampicillin Trihydrate 52. | Blackquarter Vaccine
24. | Ampicillin Veterinary Oral Powder 53. | Brimonidine Tartrate Eye Drops
25. | Amprolium Hydrochloride 54 Bruc.ella .Abortus (Strain 19 Vaccine)
Vaccine, Live
26. | Anthrax Spore Vaccine, Live 55. | Bumetamide Injection
27. | Anti-D (Rho) Immunoglobulin 56. | Butylparaben
28. | Arjuna Dry Extract 57. | Calcitonin (Salmon) Injection
29. | Atracurium Besylate Injection 58. | Calcium Folinate (Leucovorin Ca)
30. Avian Infectious Bronchitis Vaccine, 50, Calcium  Magnesium  Borogluconate
Inactivated Injection
31. | Avian Infectious Bronchitis Vaccine, Live | 60. | Calcium Stearate
32. AVial.l I‘nfectious Laryngotracheitis 61. | Canine Adenovirus Vaccine, Live
Vaccine, Live
33. | Avian Mycoplasma Antigen 62. | Canine Coronavirus Vaccine, Inactivated
34. | Azathioprine Tablets 63. | Canine Distemper Vaccine, Live
35, Bacillus  Calmette-Guerin ~ Vaccine 6. Canine Infectious Contagious Hepatitis

Vaccine, Inactivated
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65. | Canine Parainfluenza Virus Vaccine, Live | 97. | Dexamethasone Sodium Phosphate

66. | Canine Parvovirus Vaccine, Inactivated 98. | Dexamethasone Tablets

67. | Canine Parvovirus Vaccine, Live 99. | Dexlansoprazole

68. | Caprofen 100. | Diazoxide

69. | Carboxymethylcellulose Sodium 101. | Diclazuril

70. | Carnauba Wax 102. | Dichlorophen Tablets

71. | Cefoperazone Injection 103. | Diclofenac Prolonged-release Tablets

72. | Cefoperazone Sodium 104. | Dicloxacillin Sodium

73, Cefoper?lzone Sodium Intramammary 105. | Diloxanide Furoate

Suspension

74. | Cefotaxime Sodium Injection 106. | Diluted Pentaerythritol Tetranitrate

75. | Cetirizine Hydrochloride 107. | Dimethicone

76. | Cefpodoxime Tablets 108. | Dinitolamide

77. | Cetrimide Cream 109 | Diphtheria Vaccine (Absorbed)

78. | Cetrimide Emulsifying Ointment 110. aglsl(t)}rlgzl(; Tetanus and Pertussis Vaccine
Diphtheria, Tetanus, Pertussis (Whole

79. | Chlorthalidone 111. |Cell) and Haemophilus influenzae Type b
Conjugate Vaccine (Adsorbed)

, Diphtheria, Tetanus, Pertussis (Whole Cell

80. | Cholecalciferol 2. ang Hepatitis B (rDNA) Vaccini (Adsorbed;
Diphtheria, Tetanus, Pertussis (Whole Cell),

81. | Cholera Vaccine (Inactivated, Oral) 113. Hepatitis B (rDNA) and. Haemophi‘l us
influenzae Type b Conjugate Vaccine
(Adsorbed)

82. | Clarithromycin Tablets 114. | Dipyridamole

83. | Classical Swine Fever Vaccine, Live 115. | Disopyramide Phosphate Capsules

84 | Clobazam Tablets 116. IC);;()S}:l}lrz:mMe Phosphate Prolonged-release

85. | Clobetasone Cream 117. | Divalproex Prolonged-release Tablets

86. | Clomifene Citrate 118. | Divalproex Sodium

87. | Clotrimazole Cream 119. | Docetaxel Anhydrous

88. | Clotrimazole Pessaries 120. | Doxofylline

89. | Clonidine Tablets 121. | Doxorubicin Injection

90. | Closantel Sodium Dihydrate 122. | Duloxetine Gastro-resistant Tablets

91. | Crospovidone 123, Egg ' Drop ‘Syndrome’76 (Adenovirus)
Vaccine, Inactivated

92. | Crotamiton 124. | Enrofloxacin

93. | Cyclosporine 125. | Enterotoxaemia Vaccine, Inactivated

94. | Daruharidra Roots 126. | Ergotamine Injection

95. | Decoquinate 127. | Esmolol Hydrochloride

96. | Desferrioxamine Injection 128. | Ethacrynic Acid
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129. | Ethanolamine 163. | Human Normal Immunoglobulin
130. | Etoposide 164, Human Normal Immunoglobulin for
Intravenous use
Fibrin Sealant Kit
131. 165. | Human Plasma Protein Fraction
filgrastim concentrated solution
132. | Fenspiride Hydrochloride 166. | Hydrochlorothiazide
133. | Finasteride 167. | Hydrochlorothiazide Tablets
134. | Finasteride Tablets 168. | Hydroxychloroquine Tablets
135. i?;:tw:zi Mouth - Disease  Vaccine, 169. | Hydroxypropylmethyl Cellulose
136. | Flucloxacillin Oral Solution 170. | Hyoscine Butylbromide
137. | Fortified Benzathine Penicillin Injection | 171. | Hyoscine Butylbromide Injection
138. | Folic Acid 172. | Hyoscine Butylbromide Tablets
139. | Fortified Procaine Penicillin Injection 173. | Hyoscine Hydrobromide
140. | Fosinopril Sodium 174. | Hyoscyamine Sulphate
141. | Fowl Cholera Vaccine, Inactivated 175. | Ifosfamide Injection
142. | Fowl Pox Vaccine, Live 176. | Imipenem
143. | Fructose Injection 177. | Inactivated Hepatitis A Vaccine (Adsorbed)
144. | Frusemide Tablets 178. | Inactivated Hepatitis B Vaccine
145. | Furazolidone 179. |Inactivated Influenza Vaccine (Split Virion)
146. | Gabapentin Capsules 1o, |Insctvated Influenza Vaccine . (Surfuce
147. | Gemcitabine Hydrochloride 181. In‘a‘ctivated Influenza  Vaccine  (Whole
Virion)
148. | Ginkgo Dry Extract 182. |Isoprenaline
149. | Ginkgo Tablets 183. | Isoprenaline Injection
150. | Glibenclamide Tablets 184. |Isopropyl Palmitate
151. | Gliclazide 185. |Isosorbide Dinitrate Tablets
152. | Gliclazide Tablets 186. |Isoxsuprine Hydrochloride
153. | Glucosamine Sulphate Sodium Chloride | 187. |Isoxsuprine Injection
154. | Goat Pox Vaccine, Live 188. |Insulin Glargine
155. | Guggulipid 189. | Insulin Glargine Injection
156. | Guggulipid Tablets 190. | Ivermectin Injection
157. | Guggul Resin 191. | Ivermectin Oral Paste
158, Haerr}orrhagic Septicaemia  Vaccine, 192, | Tvermectin Pour on
Inactivated
159. | Heparin Injection 193. | Japanese Encephalitis Live Vaccine (Human)
160. | Heparin Sodium 194. | Japanese Encephalitis Vaccine (Human)
161 Hepatitis A (Inactivated) and Hepatitis B 195. Japanese Encephalitis Vaccine Inactivated
(rDNA) Vaccine (Adsorbed) (Adsorbed, Human)
162. | Human Albumin 196. | Ketorolac Tromethamine
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197. | Labetalol Injection 235. | Mometasone Cream
198. | Lactic Acid 236. | Mometasone Ointment
199. | Latanoprost 237. | Moxidectin
200. | Levamisole Injection 238. | Myristic Acid
201. | Levetiracetam 239. | Nifedipine Prolonged-release Tablets
202. | Levocetirizine Tablets 240. | Nitroxynil Injection
203. | Levodropropizine 241. | Ofloxacin
204. | Levofloxacin Infusion 242. | Ofloxacin Oral Suspension
205. | Levofloxacin Injection 243. | Ofloxacin Tablets
206 Levonorgestrel and Ethinyloestradiol 244, | Olmesartan Medoxomil
Tablets
207. | Levosalbutamol Sulphate 245. | Ondansetron Hydrochloride
208. | Liquid Maltitol 246. | Ondansetron Orally Disintegrating Tablets
209. | MareKk’s Disease Vaccine, Live 247. | Oral Rehydration Salts
210. | Measles and Rubella Vaccine (Live) 248. | Orphenadrine Citrate
211. | Measles Vaccine (Live) 249. | Orphenadrine Hydrochloride
212. (MLiejes;es, Mumps and Rubella. Vaccine 250. | Oxytetracycline Hydrochloride Injection
213. | Mebendazole 251. | Oxytetracycline Dihydrate Injection
214. | Mebendazole Tablets 252. | Oxytocin
215. | Medroxyprogesterone Injection 253. | Oxytocin Injection
216. | Menotropin for Injection 254. | Paracetamol Infusion
217. | Meropenem 255. | Paroxetine Hydrochloride
218. | Mesalazine 256. | Pegfilgrastim
219. | Mesalazine Prolonged-release Tablets 257. | Pemetrexed Injection
220. | Metformin Hydrochloride 258. | Penicillamine Tablets
221. | Metformin Tablets 259. | Pentobarbitone Sodium
222. | Methi 260. | Pertussis Vaccine.
223. | Methocarbamol 261. | Peste Des Petits Ruminants Vaccine, Live
224. | Methotrexate 262. | Pethidine Injection
225. | Methotrexate Tablets 263. |Phenindione
226. | Methoxamine Hydrochloride 264. | Phenindione Tablets
227. | Methyldopa 265. | Phenoxyethanol
228. | Methylprednisolone 266. | Phenylepherine Hydrochloride
229. | Metolazone Tablets 267. | Pimozide
230. | Metoprolol Succinate 268. | Piperacillin
231 Metoprolol Succinate Prolonged-release 269. | Piperazine Citrate
Tablets
232. | Metoprolol Tartrate 270. | Poliomyelitis Vaccine (Inactivated)
233. | Metronidazole Benzoate Oral Suspension | 271. | Poliomyelitis Vaccine, Live (Oral)
234. | Metronidazole Injection 272. | Procaine Hydrochloride
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Bolus

273. | Progesterone 310. | Tacrolimus

274. | Promazine Tablets 311. | Tacrolimus Capsules

275. | Promethazine Syrup 3L, Tamsulosin ~ Hydrochloride  Prolonged-
release Capsules

276. | Quinine Sulphate 313. | Teicoplanin

277. | Rabeprazole Injection 314. | Tetanus Veterinary Vaccine

278. | Rabies Vaccine, Human 315. | Theileriosis Vaccine, Live

279. | Ranitidine Injection 316. | Theophylline Injection

280. | Ranitidine Oral Solution 317. | Thiopentone Injection

281. | Ritodrine Injection 318. | Thiopentone Sodium

282. | Ritonavir 319. | Thymol

183, | Ronidazole 320, '(I;I;izs;?eed). Encephalitis Vaccine

284. | Ronidazole Veterinary Oral Powder 321. | Tolazamide Tablets

285. | Rotavirus Vaccine (Live Attenuated, Oral) | 322. | Triamcinolone Acetonide Injection

286. | Roxithromycin 323. | Triamcinolone Tablets

287. | Rubella Vaccine (Live) 324. | Triethyl Citrate

288. | Saccharin Sodium 325. | Tribasic Calcium Phosphate

289. | Salmonella Pullorum Coloured Antigen | 326. | Triflupromazine Hydrochloride Injection

290. | Salmonella Vaccine, Inactivated 327. | Trospium Chloride

291. | Somatropin 328. | Tylosin

292. | Somatropin Concentrated Solution 329. | Tylosin Injection

293. | Somatropin for Injection 330. | Tylosin Tablets

294. | Senna Dry Extract 331. | Typhoid (Strain Ty 21a) Vaccine, Live (Oral)

295. | Senna Leaf 332. | Typhoid Vaccine (Freeze Dried)

296. | Senna Pods 333. | Typhoid Vaccine

297. | Senna Tablets 334. | Typhoid Vi Conjugate Vaccine

298. | Sheep Pox Vaccine, Live Attenuated 335. | Typhus Vaccine

299. | Sildenafil Citrate 336. | Valproic Acid

300. | Sitagliptin Phosphate 337, Vancgmycin Hydrochloride for Intravenous
Infusion

301. |Sodium Acetate 338. | Vancomycin Hydrochloride

302. | Sodium Phosphate 339. | Varicella Vaccine, Live

303. |Sodium Valproate 340. | Vecuronium Bromide

304. | Sorbitan Oleate 341. | Vinblastin Sulphate

305. | Spectinomycin Hydrochloride 342. | Water for Injections in Bulk

306. | Spectinomycin Injection 343. | Zidovudine

307. | Spiramycin 344. | Zinc Oxide and Salicylic Acid Paste

308. | Sterile Diluent for live Vaccine 345. | Zolmitriptan Nasal Spray

309, Sulphamethoxazole and Trimethoprim 346. | Zolmitriptan Tablets
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1.3

1.4

1.5

Omissions

The following Monographs (14 Nos.) have
been omitted from IP-2018:

e General Monographs (Veterinary)

e Dip Concentrate

e Premixes

e Veterinary Aerosols

e Teat Dips

e Teat Sprays

e Udder Washes

e Brucella Melitensis (Strain Rev. 1) Vaccine,
Live

e Canine Adenovirus Vaccine, Inactivated

e Canine Adenovirus Vaccine, Live

e Canine Contagious Hepatitis Vaccine, Live

e Old
Pasturellosis in Sheep and Goats

Adjuvant ~ Vaccine  Against

e Rinderpest Vaccine, Live

e Sterile Diluent for Live Vaccines

Titles Changed
General Chapters

Based on scientific inputs from stakeholders
and suggestions of the Expert Working
Groups, following title of the General
Chapter has been changed in IP-2018:

e From ‘5.8 Dimension of Hard Gelatin
Capsule Shells to ‘5.8 Dimension of
Capsule Shells

Titles Corrected

Based on scientific inputs from stakeholders
and suggestions of the Expert Working
Groups, following titles of the Monographs
(06 Nos.) have been corrected in IP-2018:

Monographs

e From Benzoyl Peroxide to Hydrous
Benzoyl Peroxide

1.6

1.7

e From Fasterodine Fumarate to

Fesoterodine Fumarate

e From Gugulipid Tablets to Guggulipid
Tablets

e From ‘Gugulipid’ to ‘Guggulipid’
e From ‘Labetalol’ to ‘Labetalol Injection’

e From ‘Sulphadimidine Tablets’ to
‘Sulphadimidine Bolus Tablets’

Monographs Shifted

Based on scientific inputs from stakeholders
and suggestions of the Expert Working
Groups, following Monographs (14 Nos.)
have been shifted in IP-2018:

From Chemical to Biotechnology Derived
Therapeutic Products

e Calcitonin (Salmon)

¢ Calcitonin (Salmon) Injection

e Human Insulin

e Insulin Injection

e Insulin Aspart

¢ Insulin Aspart Injection

e Insulin Lispro

e Insulin Lispro Injection

¢ Biphasic Insulin Aspart Injection
e Biphasic Insulin Lispro Injection
e Biphasic Isophane Insulin Injection
e Isophane Insulin Injection

e Insulin Glargine

¢ Insulin Glargine Injection

Alternative Methods for IP

The Bacterial Endotoxin Test as an alternate
to Pyrogen Test has been incorporated in
total no. of 34 API and Parenteral Preparation
Monographs of IP-2018.
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S. No. | Monograph 23. | Midazolam Injection
1. | Aciclovir 24. | Nalorphine Injection
2. | Calcitonin (Salmon) Injection 25. | Noradrenaline Bitartarate Injection
3. | Calcium Folinate (Leucovorin Ca) 26. | Physostigmine Injection
4. | Ciprofloxacin 27. | Piperacillin
5. | Clindamycin Injection 28. | Procaine Hydrochloride
6. | Cyanocobalamin Injection 29. | Ranitidine Injection
7. Desoxycortone Acetate Injection 30. |Ritodrine Injection
8. | Docetaxel Trihydrate 31. | Sodium Chloride
9. |Doubtamine Hydrochloride for 32. | Sodium Diatrizoate Injection
Injection 33. | Sodium Nitroprusside Injection
10. | Doxapram Injection 34. | Thiopentone Injection
11. | Hydroxocobalmin Injection 35. | Triflupromazine Injection
12. | Hyoscine Hydrobromide Injection 36. | Vecuronium Bromide
13. | Ifosfamide Injection
; . 2. The Progress of Addendum 2019 to Indian
14. | Isoprenaline Injection .
— Pharmacopoeia 2018
15. | Ivermectin Injection . o
16. | Labetalol Injection Addendum to the Indian Pharmacopoeia is
: 5 ; published between main editions of IP. It takes
17. | Lignocaine Hydrochloride _ ,
care of technical/other inadvertent errors as
18. | Lignocaine and Dextrose Injection .
—— well as incorporates new monographs and
19. | Lorazepam Injection omits non-relevant monographs.
20. | Magnesium Sul? hate II'IJ ec.tlon Based on the suggestions of the Experts, the
21. | Methylergometrine Injection following monographs (58 Nos.) have been
22. | Metoprolol Injection finalized for the inclusion in Addendum
2019 to IP-2018:
S. No. Monographs S. No. Monographs
L. Acetylcysteine 12. | Candesartan Tablets
2. Acetylcysteine Eye Drops 13. | Cefdinir Capsules
3. Amiloride and Furosemide Tablets 14. | Cefdinir dispersible tablets
4. Amoxapine 15. | Cholecalciferol Capsule
5. Amoxapine Tablets 16. | Clindamycin Hydrochloride Capsules
6. Aspirin : Gastro-resistant and 17. | Clotrimazole Lotion
Rosuvastatin Capsules
7. Bendrofluazide 18. | Cyclosporine Injection
8. Bendrofluazide Tablets 19. | Epirubicin Hydrochloride
9. Bupropion Hydrochloride 20. | Epirubicin Injection
0. Bupropion Hydrochloride Prolonged- 1. | Granisetron
release Tablets
11. | Candesartan Cilexetel 22. | Granisetron Hydrochloride
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23. | Granisetron Injection 41. | Piperacillin Sodium

24. | Granisetron Tablets 42. | Piroxicam Gel

25. | Levocarnitine 43. | Propranolol Prolonged-release Capsules
26. | Levocarnitine Tablets 44. | Risperidone

27. | Lincomycin Injection 45. | Risperidone Tablets

28. | Loratadine Tablets 46. | Sertaconazole Nitrate Cream

29. | Loratidine 47. | Sodium Alendronate Tablets

30. | Modafinil 48. | Solifenacin Succinate

31. | Modafinil Tablets 49. | Solifenacin Succinate Tablets

32. | Nimodipine 50. | Sulfasalazine

33. | Nimodipine Tablets 51. | Sulfasalazine Gastro-resistant Tablets
34. | Norfloxacin & Tinidazole Tablets 52. | Tazobactam Sodium

35. | Oxybutynin Tablets 53. | Venlafaxine Hydrochloride

36. | Pentoxifylline 54. | Venlafaxine Prolonged-release Tablets
37. | Pentoxifylline Injection 55. | Venlafaxine Tablets

38, gzgf§é1®111ne Prolonged-release 56. | Zaleplon

39. | Perindopril Erbumine 57. | Zaleplon Capsules

40. | Perindopril Erbumine Tablets 58. | Zaleplon Tablets

An Experts Meeting on Radiopharmaceuticals
was held on 01* March 2018 at IPC, Ghaziabad
and Experts had agreed to provide the following

monographs for Addendum 2019:

e 99mTc —sulphur colloid

e 99mTc-human serum albumin (HSA)
nanocolloid

e 99mTc-human serum albumin (HSA)
colloid

e 99mlc
Injection

Macroaggregated ~ albumin

e Sodium [*'Cr]chromate Injection
%Ga DOTANOC Injection

%Ga DOTATOC Injection

%Ga PSMA-11 Injection

%Ga DOTATATE Injection

Development of IPRS

Indian Pharmacopoeia Reference Substances
(IPRS) are highly characterized substances

thatareusedintheofficial methodsprescribed
in IP for the purpose of comparison 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 quantitative (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 15 new IPRS and 45 new
Impurity Standards were developed and
information uploaded on the IPC website
(www.ipc.gov.in). Thus, so far 672 IPRS

including 120 Impurities are available at IPC.
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Retesting and Maintenance of IPRS

To prove the stability of already developed
IPRS, retesting is performed initially after
two years and then on annual basis. A total
of 612 IPRS were retested for their integrity
of potency.

Total no. of 163 New Candidate Materials
for Impurity Reference Standards including
Botanical Reference Standards (29 Nos.) are
under validation to develop the IP Reference
Substances (IPRS).

A total of 296 New Candidate Materials
have been received from Stakeholders and
CDSCO. Received materials have already
been taken in under process to prepare IP
Reference Substances (IPRS).

Total no. of 58 IPRS issued for changing
of their lot numbers due to old number of
vials had out of stock or less quantity of vials

remains.

New Drug Analysis

IPC has started verifying testing protocols
for certain drugs that have recently been
introduced in the Indian market on the
approval of Drugs Controller General (I).
In the 41* Drugs Consultative Committee
(DCC) meeting, the members have decided
that such test protocols are to be made
available for drug testing laboratories/
regulators of the respective states on
demand. Indian pharmacopoeia laboratory
conducted the testing of new drug molecules
received from DCG(I) office and prepared
the protocol bank. Protocols, later in form
of monographs will be included in the next
Indian Pharmacopoeia.

Total no. of 303 New Drugs samples were
received from the office of Drugs Controller
General (India) for verification and reports
generated were submitted to the CDSCO,
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FDA Bhawan, New Delhi.

Inter Laboratory Comparison (ILC) and
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 120 ILC Samples
and 07 Proficiency Testing Samples received
from different Laboratories. The reports

generated were submitted to the respective
Offices.

Central Medical Services Society (CMSS)
Samples Analysis

A total no. of 1104 samples received from the
Central Medical Services Society (CMSS)
were analyzed and reports of the samples
were successfully submitted to the respective
offices. First time IPL Lab has generated
revenue amounting to Rs.1.10 crore by
analyzing the ‘CMSS samples.

WHO Samples Analysis

Total no. of 22 samples of Albendazole
Tablets were received from the WHO for
verification/Analysis and reports of the
samples had been successfully submitted to
the respective office at New Delhi.

International Samples Analysis

Total no. of 02 samples received from
Afghanistan for verification and reports of
the samples were successfully submitted to
the respective laboratories.

Synthesis of Impurity Standards

IPC works for the safety of drug products
that are being sold in the Indian markets.
Safety of drug products is largely dependent
upon impurity profiling. Impurities in
pharmaceuticals are unwanted chemicals




that remain with the Active Pharmaceutical
(APIs) or
formulation or develop upon ageing of both

Ingredients develop during
APIs and APIs containing formulations. The
presence of these unwanted chemicals even
in small amounts may influence the efficacy
and safety of the pharmaceutical products.

In order to achieve the goal of promoting
maximum safety of medicines to the public
health, IPC has also taken the initiative to
synthesize impurities. in tune to expedite the
process, IPC has signed the Memorandum
of Understanding (MoU) with several
other institutes like IICT (Indian Institute
of Chemical Technology) Hyderabad,
BNCP (Dr. Bhanuben Nanavati College
of Pharmacy), Mumbai, DPSRU (Delhi
Pharmaceutical Science and Research
University), Delhiand BCP (Bombay College
of Pharmacy), Mumbai.

The following 09 Impurities have been
synthesized by IPC in collaboration with the
other Institutes in the financial year 2017-18:

S. . Name of the
Name of the Impurity .
No. Institute
1. | Deoxyminoxydil IPC, Ghaziabad
2. | Fenofibrate impurity B | CSIR-IICT,
Hyderabad
3. | Lansoprazole N-Oxide | IPC, Ghaziabad
4. | Acetazolamide IPC, Ghaziabad
Impurity D
5. | Atropine Impurity A | IPC, Ghaziabad
6. | Alfuzosin Impurity D | IPC, Ghaziabad
7. | Tolbutamide Impurity | IPC, Ghaziabad
B
8. | Ipratropium Bromide | CSIR-IICT,
Impurity A Hyderabad
9. |Buclizine Impurity A | CSIR-IICT,
Hyderabad

11.

Quality Assurance

The IPC Laboratory has in place the
Quality Management System to ensure
the full compliance and implementation
of quality parameters through in-house
Standard Operating Procedure (SOP) and
other controlled documentation system as
per NABL/WHO requirements. Quality
Assurance Division has reviewed raw data
generated for the IPRS development, New
Drugs Samples (NDS) analysis, MISC sample
and other data related to Internal audit,
calibration, logbook, SOP revision and issued
controlled worksheet forms and Formats
related to Repeat Analysis form, Corrective
Action/Preventive Actions (CAPA) form,
Deviation (planned/ unplanned) form,
Change control form related to SOP/
personal/location, Incident event form, Out
of Specification form, Calibration form for
various analytical instruments, new logbooks
for various activities as an when requested.

No.

Documentation No.

Change Control Number forms| 54

generated

Deviation (Planned/Unplanned) | 01
generated and closed

New SOP (Standard Operating| 07
Procedure) prepared

Incident event generated 09

Out of Specification generated 10

Repeat Analysis 34

N9

CAPA (Corrective Action/Preventive | 05
Action) generated

12.

Installation of New HPLCs

The homogeneity and stability are the two
major factors for CRM/RS. To evaluate these
factors efficiently and timely, a new facility
equipped with four new HPLCs has been
developed in IPRS characterization lab.
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The IPC is WHO prequalified and also NABL
accredited in the field of Chemical and Biological
Testing as per ISO 17025 : 2005. It has also got
Reference Material Producer Accreditation as per
ISO 17034 : 2016 and Proficiency Test Provider
Accreditation as per ISO 17043 : 2010.

The major achievements during the year 2017-18

include the following:

(i)

IPC has been accredited by NABL as per
ISO/IEC 17025:2005 “General Requirement
for the
Calibration Laboratories”. To continue the

Competence of Testing and

accreditation, Re-assessment Audit was
conducted on 17th — 18th June, 2017. No
Non-conformances (NCs) raised during
the Audit and accreditation in the field of
Chemical Testing was renewed. However,
in the field of Biological Testing, 3 NCs were
raised, report submitted and accreditation
was renewed.
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(ii)

(iii)

ACCREDITATION AND CERTIFICATION

....................................................

IPC had applied for renewal of Proficiency
Testing (PT) Provider as per ISO/IEC
17043:2010 in the field of Chemical Nature
Drugs. Pre-assessment Audit by NABL
assessors was conducted on 6th April, 2017
and 16th - 17th June, 2017. The 6 NCs
raised during the Audit were resolved and
accreditation was renewed.

IPC had applied for renewal of Reference
Material Producers [RMP] Accreditation as
per ISO: 34 to NABL. Pre-assessment audit
was done on 29th - 30th May, 2017 and
17th - 18th March, 2018 for accreditation
in the field of Chemical Composition
category (Sub Category: Organic Reference
Materials). The Non-conformance raised
and accreditation was

was resolved

renewed.




INDIA (PVPI)

Adverse drug reaction (ADR) is one of the leading
causes of morbidity and mortality worldwide.
The consequences of ADRs burden on the
healthcare system are increased cost of therapy
and prolongation of hospitalization. It is, therefore,
imperative to monitor the safety of medicines.

Pharmacovigilance Programme of India (PvPI) is
Government of India’s flagship health-monitoring
programme which collates and analyses drug-
related adverse events.

The Ministry of Health and Family Welfare,
Government of India recasted this programme on
15 April, 2011 resulting in shifting PvPI from All
India Institute of Medical Sciences (AIIMS), New
Delhi to Indian Pharmacopoeia Commission (IPC),
Ghaziabad. Since then, IPC has been entrusted with
the responsibility as the National Coordination
Centre for Pharmacovigilance Programme of India
(NCC-PvPI).

Vision

To improve patient safety and welfare of Indian
population by monitoring safety of medicines,
thereby reducing the risk associated with their use.

To safeguard the health of Indian population
by ensuring that the benefits of use of medicine
outweigh the risks associated with its use.

PHARMACOVIGILANCE PROGRAMME OF

oooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

Scope and Objectives

Create a nation-wide system for medicines
safety reporting and monitoring.

Identify and analyse new signals from the
reported cases.

Communicate to various stakeholders the
safety information on use of medicine so
as to prevent/minimise the risk.

Support the National drug regulators in
the decision-making process on use of
medicine.

Evidence-based decision making on safe
use of medicines.

Analyse the benefit-risk ratio of marketed
medicine.

Emerge as a Centre of Excellence for
Pharmacovigilance.

Collaborate with other National centres
for exchange of information and data
management.

Provide training and consultancy support
to other National Pharmacovigilance
Centres.

Promote quality and safe use of medicines.

Provide scientific support to countries in
Asia for PV in public health programmes
andregulatorybeing PvPIas Collaborating
centre for WHO.
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Committees Under NCC-PvPI

Following Committees at NCC-PvPI ensure smooth
and effective functioning of the programme:

Steering Committee

This is the Chief Administrative and Monitoring
Body of NCC-PvPI which guides and supervises
the programme.

Working Group

All technical issues related to the establishment
and implementation of the programme including
providing technical inputs are handled by the
Working Group which reports to the Central Drugs
Standard Control Organization (CDSCO), New
Delhi for regulatory interventions.

Quality Review Panel

Quality Review Panel is responsible for quality,
causality assessment and completeness of Individual
Case Safety Reports (ICSRs). The panel also makes
recommendations to PvPI Working Group after
data analysis and devises formats and guidance
documents for follow-up action.

Signal Review Panel (SRP)
The Signal Review Panel(SRP) of PvPI comprises

scientistsand clinical expertsaffiliated togovernment
and non-government academic institutions and
hospitals. As and when required experts from the
pharmaceutical industry are also invited for expert
inputs, to collate and analyse information from
ICSRs. This panel assesses the results of identified
computerized Signals from ICSRs to validate
and confirm. It defines biostatistical methods for
analysis and creates standardized post-analytical
reports that help in understanding the information
derived from ADRs. It also decides upon actionable
indicators.

Core Training Panel (CTP)

The Core Training Panel (CTP) of PvPI identifies
training needs, organizes national and international
training programmes, designs training modules and
conducts the training for healthcare professionals
and other stakeholders throughout the year. It also
identifies trainers for zone-wise training centers.
The CTP interacts with national and international
agencies for participation and implementation of
training programmes in Pharmacovigilance. Core
Training Panel is assisted by the internal training
team of PvPL

ORGANOGRAM OF PvPI

ORGANOGRAM OF NATIONAL COORDINATION CENTRE

Adyisory Nationat Scientific Cocrdinator

Pperational Division

Bengfit-Risk

ABR Maritaring
Centers
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PvPI Voyage as a WHO- unveiled by the Additional Union Health Secretary
Collaborating Centre Sh. R. K. Vats in presence of DCG(I), Dr. G. N.
Singh and the Visiting WHO Brass from Geneva

and Country Office-India. PvPI as a WHO-CC will
provide scientific support to countries in Asia for

The milestone-marking the formal launch of
Pharmacovigilance Programme of India (PvPI),
Indian Pharmacopeia Commission (IPC) as the
World Health Organization (WHO)-Collaborating
Centre for Pharmacovigilance in Public Health

Pharmacovigilance in public health programmes
such as tuberculosis, neglected tropical diseases,
vector-borne diseases, HIV-AIDS, Adverse Event

p d Regulatory Servi laid at
rogramimes and hegh atoly Services was laic a Following Immunization (AEFI) and regulatory

IPC in Ghaziabad on 30th October, 2017. It was .
issues.

== = 27 Annual Meet of SEARN countries at Colombo, Sri Lanka
Gap analysis: mapping of resources & extending services

P PI » Mar ‘=== USFDA, PvP| & CDSCO Joint Workshop for MAHs
\ 4 voyage '\ 2018 at Ghaziabad & Mumbai

PV system implementation, PV Audits, Inspections, RMP, Benefit-

* National Meet with State and UT drug

regulators at Ghaziabad
Roleof regulatorsin effective implementation of PV

{ ij‘-,. == Mapping of PV system set-up in SEARN
\“f‘ry Questionnaire prepared and circulated to SEARN

members

Orientation Programme on Regulatory

Servicesat CDSCO New Delhi
Appraising CDSCO, AEFI, PvPl & MAHs on developing
toolsfor PV audit/ inspections

== Working Group-3 (Vigilance of Medical Products)
of SEARN Countries

PvPl Chaired a meeting: Questionnaire for PV system
Capacity building & strengthening

= | aunch of WHO-CC at NCC-PvPI, IPC

ADR REPORTING AT PvPI WHY REPORT?

WHO CAN REPORT? = =
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e ™~
// A
/ \\
- A N
ADR MONITORING ; | Optimizationof {
Data helps to make
. drug safety by
CENTRES (AMCs) evidence-based safe use of
research medicines

_ ALLHEAUTHCARE 7 |
o PROFESSIONALS N \ /

s N \ /

p ; \ /
p: _/) S = P i = = =

4 g h, rompting .
i PHARMACEUTICAL S S e Raising awareness
COMPANIES CONSUMERS/PATIENTS \ by omnibus oo

, database o | s |
A J

Indian Pharmacopoeia Commission




WHAT TO REPORT?
All types of suspected ADRs:
e Known or unknown
e Serious or non-serious

e Frequent or rare

ADRs by:

e Medicines

Medical Devices

Biologicals including Vaccines

Herbal Drugs/Nutraceuticals, etc

Special focus on drug use in:
e Pregnancy

Lactation

Paediatric population

¢ Geriatric population

WHOM AND HOW TO REPORT?
e Nearby ADR Monitoring Centres (AMCs)
e National Coordination Centre (NCC)
e PvPI Helpline # 1800-180-3024

e PvPI Mobile App: ADR PvPI
e (linicians
e Pharmacists

e Nurses

CHANNELS OF ADR REPORTING

Suspected ADR Form for Healthcare
Professionals: Available on the website of IPC
(www.ipc.gov.in) or the CDSCO (www.cdsco.nic.
in) and in National Formulary of India 2016

Medicines Side-Effect Reporting Form (For
Consumers): Available in 10 local languages: Hindi,
Bengali, Gujarati, Kannada, Malayalam, Marathi,
Assamese, Oriya, Tamil and Telugu.

PvPI Helpline:
Professionals may report suspected ADRs associated
with the use of medicinal products to NCC-PvPI
via toll free Helpline # 1800-180-3024.

Mobile App: For the benefit of all healthcare
stakeholders, including common man to report

Patients/Consumers/Healthcare

suspected ADRs associated with use of medicinal
products through mobile app “ADR PvPI” available
at Google Play Store.

TOOLS AVAILABLE FOR ADR-REPORTING

MOGILE APPLICATION

HELPLIME

1800 180 3024

Establishment of AMCs under PvPI

To monitor ADRs, ADR Monitoring Centers
(AMCs) have been set up all over India which send
reports to headquarters located at NCC-PvP]I, IPC,
Ghaziabad. NCC-PvPI started with 22 AMCs in the
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initial phase and currently has 250 ADR monitoring
centers (Medical colleges, district and corporate
hospitals etc.) under PvPI across the country. Of
these centers, 21 receive information from the
Revised National Tuberculosis Control Programme
(RNTCP), 20 from the HIV control programme on




Anti-retroviral therapy (ART) and 6 are designated
Bedaquiline Cohort event monitoring centers.

Who can Enroll as AMC?
e Government hospitals
e Private hospitals
e Corporate hospitals
e District/Primary Health Centres

Thus so far, 250 ADR Monitoring Centres have
been set-up under the umbrella of NCC-PvPI.

ICSRs Database at PvPI

The Pharmacovigilance Programme of India
(PvPI) is responsible for collection, assessment
and detection of risks associated with the use of
medicines. Annual database accounts for more than
50,000 ICSRs each year. Reporting rate are on the
increase year-wise and have gone up exponentially
in recent years. The average quality scores of ICSRs
submitted to UMC database as given below:

country are located in four different zones. Data
represents percentage of ICSRs received during
2017-18 from all four zones of India.

Zone-wise AMCs' Contribution
= EastZone ® WestZone = NorthZone ®SouthZone
10%
(36 AMCs)

36% 17%
(83 AMCs) l (38 AMCs)

‘ 37%
'__,_ (93 AMCs)

Reporter-wise distribution of ICSRs

NCC-PvPIreceivesICSRs from various stakeholders
such as physicians, pharmacists, other HCPs,
consumers (non-HCPs), etc. Spontaneous ADR
reports from physicians (60%) continue to be the
major source of reports received, followed by other
healthcare professionals (17%), pharmacists (12%)
and consumers (11%) in the fiscal year 2017-18.
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Gender-wise ICSRs:

Analysis of the ADRs received during the index
period shows that 51% ADRs occurred in male
patients and 48% in female patients. No information
about the gender of the patient was provided in 1%
of ADR reports.
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Gender-wise Distribution of ICSRs

mFemale ®Male ®Unknown

1%

|

Partners

RNTCP- Revised National Tuberculosis Control
Programme

UIP-AEFI: Universal Immunization
Programme (Adverse Event Following
Immunization)

NACO-National AIDS Control Organization

NVBDCP-
Control Programme

National Vector-Borne Disease

Reports:

Reports 2016-17 2017-18
RNTCP 1294 1230
ART 723 476
AEFI 610 795
NVBDCP 0 58

Utilization of ICSR data:

Drug Alerts:
Suspected Drug Adverse Reaction
Lamivudine Hearing Loss
Inactivated Haemophylus | Papulovesicular
Influenzae Vaccine exanthem
Measles Rubella Vaccine | Arthritis/Joint Pain

Guillain-Barre
Syndrome

Measles Rubella Vaccine

Dapsone Erythema nodosum
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ADR-causing prominent drugs

RNTCP Drugs
Pyrazinamide

Rifampicin
Isoniazid
Ethambutol
Rifampicin/Isoniazid/Pyrazinamide/
Ethambutol-FDC

ART Drugs
Lamivudine/Nevirapine/Zidovudine-FDC
Atazanavir/Ritonavir-FDC
Lamivudine/Tenofovir-FDC
Lamivudine/Zidovudine-FDC
Efavirenz/Lamivudine/Tenofovir-FDC

Vaccines
Bacterial and Viral vaccines (combined)
Measles vaccine
Pertussis vaccine
Rabies vaccine

Tetanus vaccine

NVBDCP Drugs
Amphotericin B
Miltefosine

Signal Detection

WHO defines a Signal as “Reported information on

a possible causal relationship between an adverse
event and a drug, the relationship being unknown
or incompletely documented previously.

Signal detection and clinical assessment of
Individual Case Safety Reports (ICSRs) form a
vital domain of Pharmacovigilance. NCC-PvPI is
engaged in identifying potential signals from India-
specific ICSRs with technical assistance by experts
in the signal review panel (SRP).

Methods used by PvPI for Signal Detection

Various methods are used for signal detection. The
four parameters for identifying a new signal from
Indian ICSRs include:




Threshold values used by PvPI for the aforemen-
tioned parameters to identify a potential signal are:
e 1C025>0
e PRR > 2 with the lower bound of its 95% CI > 1
e Y2 statistics (with 1 degree of freedom) > 4

¢ Information Component (IC)

e Proportional  Relative
Reporting Ratio (PRR)

Risk/Proportional

e Chi-square (x2) statistics (with 1 degree of

freedom)

Ncomb > 3, to highlight potential signal
e Total number of reports on the specific Drug- * eom © HHHgHt poteitial signa’s
ADR combination available in the Indian  Fulfillment of at least two of these four parameters
database (N_ ) is required for considering a specific drug-ADR

combination as a potential signal.

m
Signals/Alerts Drug Alerts
DRUG (ADVERSE REACTION
Amisulpride Tinnitus
Lurasidone Thrombocytopania
Defarasirox Osteoporosis
Levamisole Skin Exfoliation
‘ PI L U pd ates Clomipramine Melasma
Ambroxol Lacrimation
Metoprolol Lichenoid Drug Eruption
Etoricoxib Skin Hyperpigmentation
Glimepiride Lichenoid Drug Eruption
» Sulfasalazine and Stevens- . e L
Johnson Syndrome/Toxic Losartan Burning Micturition
Epidermal Necrolysis SAamaspin Bniiem
Dexamethasone Hiccups
* Terbinafine and Acute Cabargoline Skin Hyperpigmentation
Generalised Exanthematous oS ol Poriesie
F Armoseycillin Eye Irritation
Pustulosis = P
* DPP-4 Inhibitors and Arthralgia ke Paarissi
3 S _ Amitriptyline Gingival Discolouration
* Cefixime &Tinidazole-induced Lamivudine Hearing Loss
Hyperpigmentation s SRR
5 Paracetamaol Baboon Syndrome
* Cafbamazepme & Mebovaring Reatrastarnal Pain
Nitrofurantoin-induced DRESS [ Acute Generalised Exanthematous
Pustulosis
Triamcinolone Skin Paeling
Polymyxin B Mottled Skin
Diclofenac Nicolau Syndrome
Terbinafine Acute Generalised Exanthematous
- Pustulosis
b s I Nitrofurantoin Vasculitis
% I g n a Acetazolamide Drug Hypersensitivity Syndrome
g Acute Generalised Exanthematous
* Linagliptin Pustulosls
Diloxanide Glossitis
= Arnikacin Stavens Jhonson Syndrome
Fluconazole induced 2= —
- - Quetiapine Gynaecomastia
Hyperpigmentation s e
Fluoxetine Urinary Incontinence
Levetiracetam Hypokalaemia
Dapsons Erythema
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process of long-term monitoring of medicines and
assessment of the risks and benefits associated with

their use.

To optimize safe and effective use of medicines

Regulatory Pharmacovigilance

Regulatory Pharmacovigilance is the scientific

effect, PvPI takes all necessary action to ensure

maximum safety of drugs marketed, manufactured

and prescribed in India. AMCs under the umbrella
of PvPI play a vigilant role in ensuring the same.
PvPI has received following ADRs which could be

associated with the quality of medicinal product

and monitoring the occurrence of any adverse

during the index period 2017-18:

S. | Generic Name Reaction AMC Name Action Taken by | Recommendation
No. NCC-PvPI (CDSCO)
1. | Ultrasound Blood stream | CMCH, Coimbatore Communicated In Process
Jelly infection to State Drug
Controller for Tamil
Nadu & CDSCO
North Zone office
2. | Metronidazole |Chills and Madurai Medical Communicated In Process
Rigors College, Madurai to State Drug
Controller for Tamil
Nadu & CDSCO
North Zone office
3. |Inj. Magnesium | Lack of SVMC, Tirupati Communicated to Request to
Sulphate efficacy State Drug Controller | withdraw the
for Andhra Pradesh |sample
& CDSCO North
Zone office
4. | Thiopentone, |Lackof SMS Medical College, | Communicated to In Process
Glycopyrrolate, | efficacy Jaipur State Drug Controller
Atracurium for Rajasthan &
besylate and CDSCO North Zone
Ketamine office
5. | Inj. Ceftriaxone | Vomiting, SVMC, Tiru pati Communicated to Request to
& Cefotaxime | Chills and State Drug Controller | withdraw the
Rigors for Andhra Pradesh |sample
& CDSCO North
Zone office
6. |Inj. Cefotaxime | Rash, Seizures, | GMC, Thiruvanantha- | Communicated In Process
Ophisthotonus | puram to State Drug
Controller for Kerala
& CDSCO North
Zone office
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Pharmacovigilance Guidance Document for
MAHs

PvPI in collaboration with CDSCO, New Delhi
released the “Pharmacovigilance = Guidance
Document for Marketing Authorization Holders
(MAHs) of Pharmaceutical Products” on 29th
September, 2017 at Nirman Bhawan, Ministry of
Health & Family Welfare, Government of India,
New Delhi. Aimed at drugs monitoring and laying
down responsibilities for MAHs involved in the
manufacture, sale, import and distribution of
pharmaceutical products, the guidance document
seeks to establish an effective Pharmacovigilance
system for MAHs.

PvPI in Social Media
Public Outreach
e R U A
T 3 “ose0 B

@ [ vecrer
XS &2 YouTube

W 4
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Highlights 2017-18

Enrolment of PvPI as a WHO-Collaborating
Centre

For providing scientific support to LMICs in
Asia on PV in PHPs & regulatory services

Mobile App ‘ADR PvPI’-- An instant enabler to
promote patient safety

Seamless alternative for healthcare professionals
with ease of reporting

Workshop-cum-training programme on PV
for NABH-accredited hospitals

Training healthcare professionals for setting up
PV System in hospitals

Introduction of PV system in government drug
supply chain

Ensuring PV in Government drug supply chain
vital for Quality Assurance

Enrolment of hospitals as AMCs at grassroot level

To put in place comprehensive PV system
country-wide

Release of Guidance Document for MAHs

A comprehensive guiding tool for MAHs to
establish PV system

WHO-CC Orientation Programme on
Regulatory Services

Appraising Indian regulators on PV audits and
inspections

Regional workshops on Establishment of PV
system in Pharma Industry

To train MAHs to follow good PV practices

ICMR-NIN Centre for PV on Nutraceuticals

National Institute of Nutrition, Hyderabad to
work as Nutraceutical Safety Monitoring Centre

First Intensive Drug Monitoring Programme
under PvPI

Drugs identified include-SGLT?2 inhibitors and
Pioglitazone
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MvPI ensures Medical Devices’ Safety

Materiovigilance Programme of India (MvPI) was
launched on 6th July, 2015 at IPC, Ghaziabad. Two
Committees viz Steering Committee and Working
Group Committee were constituted for the
successful operation of the programme. Ten medical
colleges and hospitals across the country, covering
various zones, were identified as Medical Devices
Monitoring Centres (MDMCs) by the NCC-MvPI.
Sree Chitra Tirunal Institute of Medical Sciences
and Technology (SCTIMST), Thiruvananthapuram
acts as the National Collaboration Centre (NCC)

=

A0

and National Health System Resource Centre
(NHSRC) for technical support.

To ensure effective AE reporting culture among
MDMC:s, clinicians, biomedical engineers, hospital
technology managers, and other healthcare
professionals, the MvPI has been imparting training

and holding symposia to raise public awareness.

Review meetings with CDSCO are regularly held to
assess the progress of MvPL.

As many as 169 AEs were reported by MDMCs
during the index period 2017-18.
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7

IPC the  skill
development of professionals engaged in the quality,

contributes  significantly to
safety and rational use of medicines. IPC labs are
equipped with the latest analytical instruments and
equipments and has qualified, experienced and
competent scientists for providing training on a
regular basis to the drug analysts/bench chemists,
regulatory officials, pharmaceutical and medical
academicians, research scholars, students, industry
personnel etc. The subject experts/resource persons

SKILL DEVELOPMENT PROGRAMME

are drawn from within IPC and outside. The
presentations included power point slides followed
by explanations and daily life examples as well as
hands-on training in the laboratory. During the
year, 19167 participants from across the country
and from abroad have utilized this opportunity. IPC
also conducts induction and in-service training.

The skill development programmes conducted by
IPC during the year 2017-18 are listed below:

S Thematic Areas Training Programme Target Audience N.o: of
No. Participants
1. | Awareness on IP | One Day Workshop on IP and IPRS | Stakeholders 140
and IPRS for Stakeholders at Haridwar
2. | Drug Regulatory | Training Programme for Drug Newly-Recruited Drug 101
Bodies Inspectors/Assistant Drug Inspectors | Inspectors/ Assistant
Drug Inspectors
3. | Awareness on One Day Awareness Programme on | Stakeholders 130
NABL17025:2005 | Accreditation Based on 17025:2005
Accreditation focused for drug & Pharmaceuticals
Sector at Baddi (HP) in collaboration
with NABL
4. | High Performance | 8" Advance Training Programme Drugs Analysts 33
Liquid on Sophisticated Instruments
Chromatography | “High Performance Liquid
(HPLC) and Gas | Chromatography (HPLC) and Gas
Chromatography | Chromatography (GC)” used for
(GC) Drugs & Pharma Analysis
5. | Various Nepal Delegation - Training Nepal Delegation 04
Analytical Programme on Various Analytical
Techniques Techniques Used in Drugs & Pharma
Analysis
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6. |Health National Seminar on Role of Librarians, 55
Information Libraries in Health Information Academicians, Scientist
System and System and Services and Students
Services
7. | Public Health Pharmacovigilance Trainings in Physicians, TB 403
Programmes RNTCP, Vaccines, NVBDCP, ART Programme Officers,
Programmes Physicians concerned
from Kala-azar endemic
states, AEFI Officers,
other healthcare
professionals, PV-
Associates, etc.
8. | NABH- Workshop-cum-Training on PV for | Clinicians, Nurses, 279
Accredited NABH Hospitals Pharmacists and other
Hospitals healthcare professionals
9. | Marketing Regional Workshops and Interactive | Officials from Industry, 453
Authorization Sessions on Participation of MAHs | Healthcare Professionals
Holders in PvPI and CDSCO Officials
10. | Healthcare Skill Development Programme on Clinicians, Pharmacists, 218
Professionals and | Basics and Regulatory Aspects of other Healthcare
Academia Pharmacovigilance Professionals and
Students
11. | Healthcare Sensitization Training/ Advance Clinicians, Nurses, 17084
Professionals and | Level Training on Pharmacovigilance | Pharmacists and other
Non-healthcare |at AMCs Healthcare Professionals
Professionals and Consumers
12.. | Newly-Recruited |Induction-cum-Training Programme | Newly-Recruited 55
Pv-Associates and | on Pharmacovigilance Pharmacovigilance
Nominated AMC Associates and
Coordinators Coordinators of AMCs
13. | PvPI Officials, Miscellaneous PvPI Officials, 134
Research Scholars Pharmacovigilance
and others Associates at NCC and
Research Scholars
14. | Quality of ICSR | One day training session on quality | MD Pharmacology 12
and signal of ICSR and signal detection Students
detection
15. | Basics and MvPI presentation in Skill Development | Bhutan Delegates 15
regulatory Aspects | Programme 2018 under Basics and
of Materiovigilance | regulatory Aspects of Materiovigilance
16. | Certificate Course | Three Month Certificate Course for | Pharma Students 14
Pharma Students
17. | Project Works Project Works Research Scholars/ 37
Pharma Students
TOTAL= | 19167
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Guest Lecture Series at IPC

IPC regularly conducts a series of guest lecture for skill development and knowledge enhancement of its

scientific staff. During the index period four guest lectures were organized. The lectures provided recent
updates on Research and Development in following areas:

S. No. Topic Guest Speaker
Dr. L. R. Sood
1. | Development of Quality Standards of Vaccines Former Scientist CRI Kasauli
Himachal Pradesh
Dr. D. Roy
2. | Good Manufacturing Practices Former Deputy Drugs Controller CDSCO,

North Zone, Ghaziabad
Dr .Vijay Habbu
Senior Vice-President

Primary Packages for Pharmaceutical Articles

ith Special Refe to Pol Plastics/PET
with Special Reference to Polymers/Plastics/ Reliance Industries Ltd., Mumbai

Counterfeit Substandard Drugs & Ecovigilance- | Prof. (Dr.) T. Velpandian

4. | Application of LCMS/MS in Pharmaceutical | Dr. R.P. Centre for Ophthalmic Sciences
Analysis ATIMS, New Delhi

Dr. D. B. A. Narayana

Former Director

5. | Is Holistic Testing Possible for Herbal/Botanicals .
Hindustan Lever Research Centre

Bangalore

Internal Seminars organized for IPC staff

Internal seminars were conducted for improvement of skills of scientific staff of IPC as mentioned below:

S. No. | Name of Speaker Designation Date Topic

Validation of aseptic processes
(Media-fill)
Pharmacovigilance: A practical

1. Mr. Mukesh Kumar Scientific Assistant | 05/05/2017

2. |Mr. Arvind Sharma Scientific Assistant | 19/05/2017 |approach to reshaping patient
safety

Regulation of similar biologics in
India
In-vitro assessment of drugs/

3. | Ms. Shruti Rastogi Scientific Assistant | 02/06/2017

4. | Mr. Shatrunjay Shukla | Scientific Assistant | 16/06/2017 i o
chemicals toxicity

Anti-microbial resistant: A

5. |Dr. RS Ray Scientific Assistant | 13/07/2017 o i
medicine worse than disease
. . . . . Recent advances in impurity
6. | Dr. Ajay Bishnoi Scientific Assistant | 13/07/2017 ,
profiling
Pharmacopoeia

7. | Mr. Abhinav Paliwal 11/08/2017 | Scientific writing & proof reading

Editor
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Lib. & Information

8. |Dr. K. K. Singh Officer 17/11/2017 | Noting and Drafting
... HR Associates . .
9. | Ms. Kriti (Admn.) 01/12/2017 | Noting and Drafting
10. | Dr. Jai Prakash Sr. Principal Scien- 01/12/2017 | Interactive Session - NFI
tific Officer
. Sr. Principal Scien- Significance & Process of devel-
11. | Dr. Jai Prakash tific Officer 23/03/2018 oping NFI
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The presence of IPC is visible both across national
and international arena as mentioned below:

National Arena

IPC Representatives participated in the following
Expert Committee Meetings/Programmes:-

1. 17th Indian Veterinary Congress organized at
Indian Veterinary Research Institute (IVRI),
Izatnagar held from 8 - 9th April, 2017.

2. Organized Meeting for inclusion of PET
in Plastic Container Chapter in Indian
Pharmacopoeia 2018 on 3rd June, 2017 at
Central Drugs Testing Laboratory (CDTL),
Mumbai.

3. Faculty Development Programme held on 3rd
July, 2017 at Amity University, Noida.

4.  Golden Jubilee Celebration of Indian
Pharmacological Society, Northern Regional
Conference (NRIPSCON-2017) at KIET
School of Pharmacy, Ghaziabad held on 1st
September, 2017 and focused on the theme
“Emerging Trends in Pharmacology &
Pharmacy Practice”

5. Hands-on-training on “automated systems of
microbial identification and gram staining and
use of Bioball in quantitative microbiological
analysis” conducted by the representatives
of Biomerieux Ltd. held from 11th - 12th
September, 2017 at IPC, Ghaziabad.

6. IPCand CSIR- National Chemical Laboratory
(CSIR-NCL), Pune has signed MoU on 17th
October, 2017 for developing the Impurity

10.

11.

12.

13.

REFLECTION IN THE NATIONAL AND
INTERNATIONAL ARENA

Standards as per IP requirement.

7th Institutional Human Ethics Committee
Meeting held on 13th November, 2017 at
National Institute of Biologicals (NIB), Noida.

Distinguished Lecture & Symposium on
Pharmacovigilance Programme of India
(PvPI) for Herbal Medicines held on 20th
November, 2017 at IPC, Ghaziabad.

Dissemination =~ Program-ICMR  National
Ethical Guidelines for Biomedical and Health
Research involving Human Participants
held on 14th December, 2017 at Bhargava
Auditorium, Postgraduate Institute of
Medical Education and Research (PGIMER),
Chandigarh.

Convened Review Meeting on progress of
Medical Device Guidance Document and
Materiovigilance Programme of India on 19th
January, 2018 at IPC, Ghaziabad.

Ist meeting of Fixed Dose Combinations
(FDC’s) Expert Working Group of IP held
on 31st January, 2018 at IPC, Ghaziabad and
regularly on alternate month of 2nd week to
discuss the inclusion of new FDC monographs
based on therapeutic rationalization.

Half-a-day symposium on “Innovations
in Pharmaceuticals, Herbals and CAMs
for management of their interactions, side
effects” held on 19th February, 2018 at Amity
University, Noida.

18th Indian Veterinary Congress & National
Symposium on Indian Veterinary Leadership
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14.

15.

16.

17.

to Promote National and International
Collaboration, Coalitions and Linkages for
Global Competitiveness in Animal Health
and Production, Research and Education held
from 23rd - 24th February, 2018 at College
of Veterinary Science, Sri Venkateswara
Veterinary  University ~Tirupati, Andhra

Pradesh.

Experts Meeting on Radiopharmaceuticals
held on 1st March 2018 at IPC, Ghaziabad.

Convened First Meeting of High Power
Committee for NFI 6th Edition on 6th March,
2018 at All India Institute of Medical Sciences
(AIIMS), New Delhi.

10th National Expert Committee Meeting on
Allergens held on 21st March, 2018 at National
Institute of Biologicals (NIB), Noida.

Meeting of Expert Working Group of General
Chapters of Indian Pharmacopoeia (IP) held
on 24th March, 2018 at IPC, Ghaziabad.

International Arena

1.

50

Represented IPC in 160th Session of European
Pharmacopoeia Commission held at EDQM
Premises, Council of Europe, Strasbourg,
France from 20th - 21st March, 2018.

Represented IPC in International Conference
on “Challenges for Global Competitiveness of
AYUSH and Natural Products and IASTAM

' Annual Report 2017-18

Oration and Award Function” held from 2nd
- 4th February, 2018 at Delhi Pharmaceutical
Sciences and Research University (DPSRU),
New Delhi.

Represented IPC in International Summit for
Packaging Industry held from 27th - 28th
October, 2017 at Eros Hotel, Nehru Place,
New Delhi.

WHO
Collaborative Study of the 2nd International

Participated  in International
Standard for Parathyroid Hormone 1-34,
Recombinant, Human (rhPTH 1-34) held
from 17th - 20th October, 2017 at Geneva.
The study was conducted by Dr. Ben Cowper,
National Institute for Biological Standards
and Control (NIBSC), United Kingdom (UK).
The Commission has provided the comments/
observations for the same.

Represented IPC in 52nd Meeting of WHO
Expert Committee on Specification for
Pharmaceutical Preparations held from 16th -
20th October, 2017 at WHO Head Quarters,

Geneva.

Represented IPC in International Good
Regulatory Practices Conclave in India held
from 21st - 22nd August, 2017 at Bhopal,
Madhya Pradesh.




Administration

e Implementation of Aadhaar Enabled Biometric
Attendance System (AE-BAS).

Manpower planning.

Auxiliary support to all the Division(s).

Maintenance of personnel service records.

Organizing Skill Development Programmes,
Industrial Visits and various Meetings.

Establishment of ADR Monitoring Centres
under PvPI Programme and MDMC Centres
under MvPI Programme.

MoHFW approved construction of G+5 Floors
of “Advanced Level Research Centre” (ALRC)
Building at IPC premises. Keeping constant co-
ordination with concerned authorities to get the
ALRC building operational.

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, up-keeping, maintenance
of scientific/other Stores of any value, including
the equipments/instruments, consumable, non-
consumable & miscellaneous items and maintains
the relevant records and also takes care of periodical
condemnation/disposal of obsolete or not in use or
outlived items or stores beyond economic repairs,
etc. All the activities are performed under well set

ADMINISTRATION, STORES AND ACCOUNTS

procedure keeping in view the provision of General
Financial Rules (GFR) and Quality Management
System (QMS) requirements issued from time to
time.

Some of the notable achievements are as under:

e Successful implementation/execution of GeM
Portal for all major Procurements in accordance
of GFR-2017. List of some major procurement
through said portal are as follows:

¢ Placement of Video Conferencing facility at
IPC, so as to reduce unproductive travel time
& money.

¢ Placement of “Paper Shredder Machine” at
Administration Division, so as to disposal of
confidential files, docs & devices can be done
safely.

¢ Engagement of House Keeping Agency at
IPC through GeM Portal after comparing
all available service provider & hence saved
approx 20 lakhs per annum

¢ Placement of “CCTV Surveillance Monitoring
System” at Store Porta Cabin, so as to deter
any untoward incident of theft, Burglary &
fire etc.

¢ Placement of 20 Nos. of computer systems at
various divisions, IPC.

e Renovation/Maintenance of movable and

immovable properties of IPC.

e Extension of Solar Power Generation, use of
LED lightings, Recharged Water Harvesting
Unit, collection of effluent water from Air
Conditioners and re-using the same.
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e Ensure effective functioning of various General
Facilities such as Functioning of CCTV
Surveillance systems, EPBAX, Solar Panels,
AH.U, Air Conditioning Systems, Online UPS,
RO Systems, Fire Fighting Equipments & Sliding
Doors etc.

e Achieving Total sanitation and cleanliness under
“Swachh Bharat Mission” initiative.

¢ Infrastructural support to various Division(s).
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e AMC and CMC for various equipments at IPC.

e IT Hardware & Software support to various
Division(s).

Finance and Accounts Division

The Finance and Accounts Division supported the
smooth functioning of IPC by allocating suitable
budget and resources. The audited statement of
accounts for the financial year 2017-18 is attached
(Annexure).




10 PUBLICATION & DOCUMENTATION

Publication Division

The Publication Division of Indian Pharmacopoeia
Commission (IPC) is performing the entire gamut
of activities related to publication, documentation,
sale & distribution of the Indian Pharmacopoeia
(IP), National Formulary of India (NFI), Guidance
Manual for Compliance of IP, Guidance Manual
for Monographs Development of Herbs & Herbal
Products Including Phytopharmaceutical Drugs
and other official publications in a dedicated and
professional manner. The official publications of
Indian Pharmacopoeia Commission (IPC) are
available for sale & distribution through IPC & its
Distribution Networks.

During the financial year 2017-18, the following
official publications were published:

S. | Title of the Publication | Quantity | Priced or
No. Unpriced
1. | IndianPharmacopoeia| 4000 Priced

(IP) 2018
Comprises of 4 Volumes
along with DVD
2. |DVD of Indian 500 Priced
Pharmacopoeia (IP) 2018
3. | IPRS Catalogue 500 Unpriced

The IPC Library and Information Centre is the
leading Pharmacopoeial Library and Information
Centre in the country. The library has an excellent
collection of Pharmacopoeias of different countries,
reference books, scientific journals, documents of

..............................................................

national and international standards, non-book
materials and e-resources to support regularly the
standards of drugs commonly required for the
treatment of diseases prevailing in this country.
It aims to collect, preserve, dissemination of
information and knowledge to bring out new
information products and services to the users.

The main objective of the library is to provide
comprehensive resources and valuable technical
services in the field of Drugs & Pharmaceuticals,
Pharmacopoeial Research, Pharmacovigilance
and other related areas to support scientific,
pharmacopoeial and administrative work. The

technical services are as follows:-

Research Publications

e Reference and Consultation Service

e Circulation Service

e CAS and SDI Service (Print/Online)

e Indexing and Abstracting of Scientific
Periodicals

e Newspaper Clipping (Print/Online)

e FElectronic Information Resource Access

e Database Search

e OPAC (Online Public Access Catalogue)

e Reprographic Service

2017

1.  Adusumilli Pramod Kumar, Archana Saurabh,
V. Kalaiselvan. Sulfasalazine associated toxic
epidermal necrolysis (TEN): A case series.
Indian Journal of Pharmacy Practice, 2017; 10
(4), 305-307.
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Bhaskar H. Nagaiah, Shivaraj Basavaraj Patil,
Nallavelly Vahila, Y. Venkata Rao, Shrinivas R.
Raikar, Mohd Sajid. Analysis of adverse drug
reactions of antimicrobial agents reported to
ADR monitoring Centre of a rural tertiary
care teaching hospital. International Journal
of Basic & Clinical Pharmacology, 2017; 6(5):
1151-1154.

D. Sathish Kumar, Eppili Bhavani, Ushasree
Puneem, Motepalli Pandu Ranga Kumari,
G.Yamini Durga. Assessment of adverse drug
reactions in HIV pediatric patients in a tertiary
care hospital, Kurnool, A.P, India. International
Journal of Pharmacology Research, 2017; 7(2):
68-76.

J. Prakash, S. Srivastava, R. S. Ray, N. Singh, R.
Rajpali, G. N. Singh. Current status of herbal
drug standards in the Indian Pharmacopoeia.
Phytotherapy Research, 2017 (December);
31(12): 1817-1823.

Malathi M, Shanthi M, Thirumalai Nambi.
Adverse Drug Reaction at a Tertiary Care
Hospital in South India. Journal of Medical
Science and Clinical Research, 2017; 5(9):
27451-27456.

Nidhi S. Patel, Bhavesh C Chavada, Viren N.
Naik, Hiteshkumar N. Patel, C. B. Tripathi.
Metronidazole and norfloxacin induced
generalized fixed drug eruptions in an adult
male patient — A case report. Current Drug

Safety, 2017; 12(2):120-122.

Pramod Kumar, Ismeet Kaur, V. Kalaiselvan,
Abhishank Singh. Safety monitoring of local
anaesthetic drugs under the perspective of
Pharmacovigilance Programme of India.
Indian Journal of Anaesthesia, 2017; 61 (7),
534-537.

Prashant M. Parmar, Vipul V. Solanki,
Manish J. Barvaliya, Bhavesh C. Chavada
C. B. Tripathi. Cephalosporins associated
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10.

11.

12.

13.

14.

pseudo membranous colitis in an elderly male
patient - A case report. Current Drug Safety,
2017.12(3):205-207.

Preeti Singh, Manju Agrawal, Rajesh Hishikar,
Usha Joshi, Basant Maheshwari, Ajay Halwai.
Adverse drug reactions at adverse drug
reaction monitoring center in Raipur: Analysis
of spontaneous reports during 1 year. Indian
Journal of Pharmacology, 2017; 49(6): 432-
437.

R. Rajalakshmi, B. Vasundara Devi, T
S Durga Prasad, S Swetha, B Dharini.
Knowledge, attitude and practice towards
pharmacovigilance and adverse drug reaction
reporting among nurses in a tertiary care
hospital, Tirupati. International Journal of
Pharmaceutical and Clinical Research, 2017,
9(11): 683-689.

Rajalakshmi Rukmangathen, Brahmanapalli
Vasundara Devi, Dharini Bhoopathi. The roles
and responsibilities of pharmacovigilante’s
in adverse drug reaction monitoring Centre.
Indian Journal of Pharmacy Practice, 2017;
10(2): 137-141.

Rajalakshmi Rukmangathen, Vasundara Devi
Brahmanapalli, Meghana Devulapalli, Durga
Prasad Thammisetty, Avanthi Bondalapati,
Shabana Shaik,
Bathula. A case report on efavirenz induced

Banu Pavan  Kumar
gynaecomastia. Indian Journal of Pharmacy

Practice, 2017; 10(3): 223-226.

Rajeev Kumar Sharma, Bhawana Sharma,
Meenakshi Jindal, Arvind Kumar Gupta,
Ramesh Kunwar, Suman Lata, Awadhesh
Kumar Yadav. Evaluation of hypolipidemic
effect of stem part of Berberis aristata in Type2
diabetes mellitus patients as add on therapy.
National Journal of Physiology, Pharmacy and
Pharmacology, 2017; 7(11): 1159-1169.

Sapan Kumar Behera, Chenchu Reddy




15.

16.

17.

18.

19.

20.

Kishtapati, Vikneswaran Gunaseelan, Biswajit
Dubashi, Adithan Chandrasekaran, Sandhiya
Selvarajan. Chemotherapy induced adverse
drug reactions in cancer patients in a tertiary
care hospital in south India. Journal of Young
Pharmacists, 2017; 9(4): 593-597.

Siddiraju Devipriya, Susila K. M. S. Assessment
of cutaneous adverse drug reactions reported
by spontaneous reporting system. International
Journal of Current Advanced Research, 2017;
6(10): 6666-6669.

Stalin C., Bhat R. C., Aruna T, Leela K.
V, Kavitha. Analysis of anaphylaxis and
anaphylaxis-like reactions-A qualitative study.
MO]J Biology and Medicine, 2017; 1(4): 00025.

Suganthy R. Rajakumari, Thirumalai Nambi T.
An observational study on adverse cutaneous
drugreactioninatertiary care Centre. Paripex-
Indian Journal of Research, 2017; 6(11): 17-18.

Susandhya Devadarshini, Kali Prasad Pattnaik,

Jigyansa
Swayam Sourav Sahoo. Comparative analysis

Rajashree  Samal, Mohapatra,
of cutaneous drug reactions among different
fluoroquinolones: an experimental study.
International Journal of Basic ¢ Clinical

Pharmacology, 2017; 6(6): 1254-1260.

Uma Shanker Prasad Keshri, Kavitakumari,
Sumitkumar Mahato, Akhilesh Kumar, Pholgu
Protim. A study of adverse drug reactions
in cancer patients due to chemotherapy in a
tertiary care hospital, Rims, Ranchi. JOSR
Journal of Dental and Medical Sciences, 2017;
16(8): 89-93.

Vineet  Kumar,
Chakraborty,
Chandra, Kavita Kumari. Nimesulide induced

Kishor
Anshuman

Manju  Gari,

Ravi Ranjan,
toxic epidermal necrolysis: a rare case report.
International Journal of Basic ¢ Clinical
Pharmacology, 2017; 6(12): 2939-2942.

2018
21.

22.

23.

24.

25.

26.

27.

Aman Kumar, Jitin Ahuja, Tarani Prakash

Shrivastava, Vipin Kumar, Vivekanandan
Kalaiselvan. Statistical Signal Process in R
language in Pharmacovigilance Programme
of India. Therapeutic Innovation ¢ Regulatory

Science, 2018; 52(3):329-333.

Balram, S. Yadav, K. K. Singh. Application of
cloud computinginlibraryservices.Proceeding
of the IEEE International Symposium on
Emerging Trends and Technology in Libraries
and Information Services, Noida. 21% - 23"
February, 2018: 77-80.

Dharini B, Nagarjuna Reddy V, Deepalakshmi
M, Pramod Kumar A. Knowledge, attitude,
and practice toward pharmacovigilance
and adverse drug reaction reporting among
nursing staff and students. Asian Journal of
Pharmaceutical and Clinical Research,. 2018;

11(3): 62-67.

Jhanvi J.Vaghela, Vivek N. Nimbark, Bhavesh
C. Chavda, Hita H. Mehta, Bhargav M.
Purohit. A rare case report of toxic epidermal

necrolysis due to ofloxacin. Current Drug
Safety, 2018; 13(2):137-140.

K. K. Singh, Asif Mohammad. Recent

advances in innovative library services
and global communication competencies.
Proceedings of the International Conference
on Recent Trends, Challenges and Innovations
in Government and Public Libraries, Kolkata.

9% — 10™ February, 2018:12-16.

K. K. Singh, Balram. Exploring the role of
digital libraries in teaching and learning.
Proceedings of the International Conference
on Recent Trends, Challenges and Innovations
in Government and Public Libraries, Kolkata.
9% — 10™ February, 2018:17-22.

Manju Gari, Lakhan Majhee, Kavita Kumari.
Herbal drug-induced adverse drug reaction:
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28.

29.

30.

A case report. Asian Journal of Pharmaceutical
and Clinical Research, 2018; 11(2): 9-11.

Mohammad Rafi, Chhaya Goyal, Pooja
Reddy, Shrikanth Reddy. Lurasidone induced
thrombocytopenia: Is it a signal of drug
induced myelosuppression? Indian Journal of
Psychological Medicine, 2018; 40(2): 191-192.

Ruchika Kalra, Bhavesh Chavada, Nishant R.
Madhani, Bhargav Purohit, and C. B. Tripathi.
Cyclophosphamide and/or anthracyclines
induced epiphora in breast cancer patients:
A rare side-effect. Current Drug Safety, 2018;

13(1):62-64.

Saibal Das, Sapan K. Behera, Alphienes S,
Srinivas Velupula, Steven A. Dkhar, Sandhiya
Selvarajan. Agreement among different scales
for causality assessment in drug-induced

liver injury. Clinical Drug Investigation, 2018;
38(3):211-218.
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31.

V. Nagarjuna Reddy, Asha Benakappa,
Venkatesh A, Priyadarshini G, Manu G. E.
Bilingual prescription to maximize the patient
understanding in India. IJPSRR, 2018; 48(1):
111-115.

WHO - UMC Publications

i)

iif)

iv)

Risk
Syndrome and Toxic Epidermal Necrolysis
(TEN). WHO Pharmaceutical Newsletter,
2017; No.4.

DPP-4 inhibitors: Risk of Arthralgia. WHO
Pharmaceutical Newsletter, 2017; No.6.

Sulfasalazine: of  Stevens-Johnson

Fluconazole: Risk of Hyperpigmentation.
WHO Pharmaceutical Newsletter, 2017; No.6.

Terbinafine: Risk of Acute Generalized
Exanthematous Pustulosis (AGEP). WHO
Pharmaceutical Newsletter, 2017; No.6.




%8 SALES & DISTRIBUTION

1. Sales & distribution of Indian Pharmacopoeia Reference Substances (IPRS) and Prednisone
Dissolution Calibration Tablet
Revenue
. . Rate Per Generated
S/N Items Supplied to Quantity Vial/Pack | including GST@
12% (Rs.)
1. | IPRS Vials Private companies/ laboratories 6283 | Rs.5000/- 3,20,85,000/-
Rs.5000/-
2. | Impurities Vials Private companies/ laboratories 676 Rs.10000/- 49,41,600/-
Rs.15000/-
3. | IP Prednisone Tablet Private companies/ laboratories 372 Rs.10000/- 40,09,000/-
4. | IPRS Vials Govt. Drugs Testing Laboratories 1397 | Rs.2500/- 37,06,400/-
Rs.2500/-
5. | Impurities Vials Govt. Drugs Testing Laboratories 184 Rs.5000/- 7,47,100/-
Rs.7500/-
6. | IP Prednisone Tablet Govt. Drugs Testing Laboratories 09 Rs.5000/- 49,800/-
TOTAL REVENUE GENERATED = Rs.4,55,38,900/-
2. Sales & distribution of IPC Priced Publications
Total Opening
Revenue Generated
] — Number of Balance Status Stock . : o
S/N Title of the Publication e as on (upto 31/03/2018) Balance 1nclud11(1§ G)ST@S %
Printed | 01/04/2017 >
i ia — Sold 00
L DVD of Indian Pharmacopoeia 3000 2076 o 1826 NIL
2010 Complementary | 250
i i Sold 00
5 National Formulary of India (NFI) 30000 13572 0. 7772 NIL
-2011 Complementary | 5800
i i Sold 04
3 Guidance Manual for Compliance 1000 141 134 1200/-
of IP Complementary 03
i ia - Sold 246 -
4 Indian Pharmacopoela 2014 4000 645 O 395 45,21,191/
(Along with DVD) Complementary 04 (£700=INR56,441/-)
i ia - Sold 01
5. DVD of Indian Pharmacopoeia 500 369 0 343 15,000/-
2014 Complementary 25
Addendum 2015 to Indian Sold 116
. . 4,93,031.90/-
6. II;li?Igr;lacopoela—ZOM (Along with | 3000 1284 Complementary 00 1168 (£130=INR10,481.90/-)
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i i Sold 88
7 National Formulary of India (NFI) 3000 1970 1101 46,044/-
-2016 Complementary | 781
8 ggiig:ll:l Oeia.2—(2)614 o Indin 2000 646 e — 480 6,73,531.90/-
: P Complementary | 06 (£130=INR10,481.90/-)
Guidance Manual for Monographs Sold 35
9. Development  of  Herbs . & 500 399 348 8750/-
Herbal Products Including Complementary 16
Phytopharmaceutical Drugs
. . 500 Sold 02
10. 12)0\?83 of Indian Pharmacopoeia - 500 (Stock as on 453 59,850/-
28/11/2017) Complementary 45
4000 Sold 1255
11, | Indian Pharmacopocia 2018 4000 | (Stockason | Complementary | 08 | 2722 5,97,66,000/-
(Along with DVD)
28/11/2017) Transfer 15

TOTAL REVENUE GENERATED = Rs.6,55,84,599/-

GRAND TOTAL (1+2) = (Rs.4,55,38,900.00 + Rs.6,55,84,599.00) = Rs.11,11,23,499/-

(Rupees Eleven Crore Eleven Lacs Twenty Three Thousand Four Hundred Ninety Nine Only)
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1.8 PHOTO GALLERY

Some of the representative events at a glance are as under:

1y

2)

3)
4)
5)
6)
7
8)
9)

10)
11)
12)
13)
14)
15)

16)

17)

Release of IP-2018 by Secretary, Health & Family Welfare, Government of India at Nirman Bhawan,
New Delhi.

Release of IPRS Catalogue at Nirman Bhawan, Ministry of Health & Family Welfare, Government
of India, New Delhi.

Ist Meeting on Fixed Dose Combination (FDC’s) held at IPC, Ghaziabad.

IPC Scientists during the 160th Session of EDQM, Council of Europe, Strasbourg, France.

Expert Working Group of General Chapters discussion on various FDCs issues at IPC, Ghaziabad.
Exchange of MoU documents between Prof. Ashwini Kumar Nangia and Dr. G. N. Singh.
Dignitaries present for the panel discussions.

Representatives from the regulatory bodies, academia and industry.

Glimpse of Photographs during IPC Visit by XXVI Quality Improvement Programme delegates,
Faculty and Students of DIPSAR.

Participants in PET Meeting at CDTL, Mumbai.

Lecture of Dr. Vijay Habbu on ‘Primary Packages for Pharmaceutical Articles.
Guest lecture on ‘Applications of LCMS-MS in Pharmaceutical Analysis’.
Guest lecture on ‘Development of Quality Standards of Vaccine’.

Certificate distribution during HPTLC Seminar at DPSRU, New Delhi.

Dr. Jai Prakash being felicitated by Prof. H Popli during the International Conference on “Challenges
for Global Competitiveness of AYUSH and Natural Products and IASTAM Oration.

Significance of Packaging for IP, presentation during the International Summit for Packaging Industry,
New Delhi.

Discussion among the delegates and panelists during the technical session in National Seminar on
Role of Libraries in Health Information System and Services.
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\ 5
Sh. C.K. Mishra, then Secretary, Health & Family Welfare, Release of IPRS Catalogue on 29th September, 2017 at Nirman
Govt. of India released IP-2018 on 29th September, 2017 at Bhawan, Ministry of Health & Family Welfare, Government of
Nirman Bhawan, New Delhi India, New Delhi

Ist Meeting on Fixed Dose Combination (FDC’) held on 31st IPC Scientists during the 160th session of EDQM, Council of
January, 2018 at IPC, Ghaziabad Europe, Strasbourg, France held from 20th - 21st March, 2018

Expert Working Group of General Chapters discussed various FDCs issues on 24th March, 2018 at IPC, Ghaziabad
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. /
Dr. G. N. Singh, Secretary-cum-Scientific Director, IPC and
Prof. Ashwini Kumar Nangia Directot, CSIR-NCL, Pune
exchanging MoU in presence of other delegates on 17th
October, 2017

y/

Dignitaries present for the panel discussions during Interactive
Session of IPC on 17th October, 2017 at CSIR-NCL, Pune

i e 1
Glimpse of Photographs during IPC Visit on 15th March, 2018

by XXVI Quality Improvement Programme delegates, Faculty
and Students of DIPSAR

y/

Representatives from the regulatory bodies, academia and
industry during the Interactive Session of IPC held on 17th

October, 2017 at CSIR-NCL, Pune
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Participants in PET Meeting on 3rd June, 2017 at CDTL,
Mumbai

Dr. Vijay Habbu delivered a lecture on ‘Primary Packages for
Pharmaceutical Articles on 21st November, 2017 at IPC

Dr. T. Velpandian, with IPC officials after presenting guest
lecture on Applications of LCMS-MS in Pharmaceutical
Analysis’ on 15th December, 2017 at IPC

Dr. L R. Sood, former Scientist, CRI, Kasauli with IPC officials
during guest lecture on Development of Quality standards of
Vaccine on 1st November, 2017 at IPC

y/

Certificate distribution during HPTLC Seminar at DPSRU,
New Delhi held from 2nd - 4th February, 2018
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Dr. Jai Prakash being felicitated by Prof H Popli during
the International Conference on “Challenges for Global
Competitiveness of AYUSH and Natural Products and IASTAM
Oration and Award Function” held from 2nd- 4th February,
2018 at Delhi Pharmaceutical Sciences and Research University
(DPSRU), New Delhi




