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DA FT DI HYhH 93D |

5. 11-13 HRaN], 2020 &I fRIVE HRIGRT W g
IR TU-TE-AMRUl FHIET DI I3 |

6. 4 HRANI, 2020 Bl HARICUA-Has H faervs

BRIBR] AHE-HHAI TN B 45 |

7. IMSURN -2018 & UReI IS St O
AEATE H 30 SFd¥l, 2020 DI MU,
iSTaTETe § daciRgel gereiaad fafed

10.

11.

12.

13.

14.

15.

16.

(@A) & FureE @ fog gad faevs afafa
P! ISP |

STITACIE, WRIGEIE H 21-22 SIFaN),
2020 UX UAUBINS 2020 & 6d GEHNUT &
foru fawa awfier Afafq & 54} S6@ |

11-13 fEHER, 2019 BI fRIVS FRIGRT T
IR TU-THE-MEUl FHIET &I 93 |

9 fedeR 2019 &I IMSURN, MoIEe o
fRIvs SRIGR AgE- AMd ST & forg
UERRT &I Uil 93 |

15 FGeR 2019 Pl TAUHRS & BS FHR0T
3 forg Rl favy wier afafa @1 do@
SITITACIATS, BRIGTETE § AT BT TS |

faRIve FRIGRT g - TEINGARRA 79
@1 6% 7 AG9R 2019 BT IMAMT 83 |

AMEU-2018 & URCIIA SHf< rd
AMITS H daiRad Jereifead  fofies
@5<) @& woEE @ folu ugen favivs
AT B 98H 04 AR, 2019 Pl MU,
MSTATETE H ST &l TS |

14 ¥ 16 3[ACAR, 2019 dH [ARITS HRIBRI
e 3R IU-TE-ARUl FHIET Bl 93 |

26 3 3R 23 RIGER 2019 BT IMSUN,
MTaTETE § ATShEAiihd  fa9s
PRIGRI WE d dob SMLURI, 2018 &
AT T 3R AFUTE P 3TUSe B
3 oI smaforg &1 e |

1 WX, 28, 29 IR 31 HS 2019 BT MU,
TSTTETE | MEW & fofv JUR Y AT
W I3F g3 |
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19.

20.

21.

22.

23.

24.

25.

26.

27.

22 3FTXT 2019 I IAISTd [A99sl HRIGR
AE-fhave S diftged @1 aifear
R

7-9 NI, 2019 BT IMMSURA, IoramErg #

faoys BRIGR WHE R Su-wHE-emsd 1)

e o dod 8 |

TUHINTE & 64 ARV & foIu fAwy wHer
AT B TG doB 18 s 2019 Bl
Hatel § ST B TS o |

17 allg, 2019 I AN USI-RG AR
AFRTS IR RAOURGT & a1 difSar T
@ 9od e |

10 Scllg, 2019 I IMSURN MISTITEG H
MM MWl & JIuTe & forw Antee
Jgere & Heigd @ fory faeiver dHE @l
5% BS |

27 S, 2019 P fARIVS HRIGN FHE-Alha
gar AT B GRS BIEHRIT 83 |

21 5[, 2019 BT Hag ¥ qdfreers, anganger-
g7 & ST T d1. WEIR & g1 Rl b
I 3T TR 96 |

6-7 S, 2019 Bl fARIVS HRIGRI THE AR
JU-FHE-ATSUT FHIEAT BT d8h AT D
TS|

<31 H T gE1-we 99 @ I[oTeT A
R fBdERS & AT dob Areigadlad, 5
faeell # 28 7S 2019 & JMANRIT @ TE |

UReIFIe SRl Tfgs AMITS A
vereifdad fafie w15 3l 2019 @I
CTACIeel Tee] AIgH US CaHldloll Sieiede
H 93 TS |

BRI D T dh R ARG S
BTN (TATHRTS) 2019-2020 & forg fawy
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e AfRfd @ 986 15 3T 2019 Bl
ATIUEIRTS BIeTEe H A B TS |

RaUR®! 1 oD

MUl 2018 H IMfermad @ forw ulefor
P A<H H rFSH SoiaeE AFITS @ fofy
RORGI BT 96d 5 HRAY 2020 BT JATSURIT
MIRTATETe § 83 |

. 3Tl & SUTe & fol AnieR PR

& G & o dlefl 966 5 AdeR W 6
TR 2019 JAMSURA, foraTeTe | AT
DI TS |

. FHEiar SUE (THRIR) W@l & forg

29 3FR, 2019 I IMSURl 3R Judul
IEIRTT & g SAHIHT d8d AT
DI TS |

. SSUl & AU B ARTGSE [HETael

H HeeE & foIv T 8% 13 9 14 WA
2019 DI IMMSURT, MISTITETE | AT Y
g |

. 31SdT BT §RT UHSI-UHSISIR ddh-ildh U

dod IMSURI-MISTITeTe H 3 99, 2019 I
AT BT TS |

. U H 23 3, 2019 BT

T SITAU gR&bIs & IUFMHAI R
U 2exTdTe & A1 Hsidl ST R
I5@ |

.U o Uy fowafderey, a9 & wEaT 9

JTEURN F FEOVSY & |aAT H 12 3
2019 @I $IT fopdl Us Sddddic H
BH@IANTET H 8 & AHE IR TH
I AT BT AT b |

10 3V, 2019 I MU, ISATETE H

Rrenfael wfed ey Va1 UIdRl & S
3R PIETA Bl AUSC B R 6P B3 |
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9. JMSURl 3R Thal o giUde ISR
(TEEITH), BIABIAT o AIHwd H 5 I,
2019 I THCITH, DBIATHICT H BHTDIARTAT
Us AT GRET WR gdl 3R SR YAl e
qieTarel BT AT b |

TRl 3R bt | yferRdr

1. 7 ¥T€, 2020 BT M TR, ORI H AT
sfear wHl 2020 H SMSURN ¥Rl
mfc=faea faar |

2. 22 TRARI 2020 P IMSUATH Dielol Ah
gonfrale, wioraere # Siam - ufefer
% U SHRd U SUBRY & wHU H
RTINS UAURIR-{VTH TR IR T+ |

3. SMSULUIdiens SRl wMidbIfafTerd
R TR A H 97 S1fafd 3R SmHfd
BT B WA H: 17 AR, 2020 DI GRIEN
ST SIAYHE H I, QeEY Pietol, faoetl
feafqene, dre@rel, 5 faeel R
AT |

4. 12 fIHR 2019 BT 715 Aoell § DI IAFN
frfbear srgae aRye @ 1740 AT
BHGITAT FAfT & dod H  Ssurl
eIt = wfaffere faam |

5. 27 R 28 HAdER, 2019 HI MIURN
Avgens sfear &1 ufafea fdean, S
Tex AIvST & SfSAT TaAUT Hex # SmAfra
foar 1 |

6. SMSUR & SIHIRIT 9 FooladTR H
4 T3HaR 2019 BT AR U] FIfdhear IgHeT

10.

11.

12.

13.

IR 26 TSR, 2019 I FATRAT BHETBITUTA
ARG & Aoy © foru favvs affa @
IR 9o ¥ SsuR A ufafafee foar |

AoNTery, SUGiSSl-oidivel 2019 @ R
IR A H MUl @ JffrpIRal
= AT foraT iR T UWR IR T, S b
ST, 7 feeh # Bg PR A
TAIRIUSE §RT 17 - 19 3dCER, 2019 &l
AT febar w1 o |

ST 1.4, e dea qRawTer, Rdd R
YIS HRe= (TFE) 718 faeell T, 2 - 3
fRIdaR -2019 I JTANTT SISl qITaRoT
H fafcar Al & Ugd 3R SuTeEd WR

R FATSST H Sgurdl 7 ufafifeea faa |
Areigadisl, 95 fdeell 9 11 Sells 2019

DI AT MSABHRYEHRT & JJHG
& forg fafam e et &1 7o &1 & oy
[ENEERSIGIRISE GRCIRCEE

JMSURIT & SIfSHIRAT < 08 HS 2019 Bl
sfear gfdce ¥y, A3 ool # -eMa
UfhfSeo 918 ®BR SRST Ts dferss™
SRS (TATEIT) §RT AT oiel
IR Bivdeld 2019 H ufaea faar |

JMSURN B IMABTIRAT 7 FIRUASS! HAICIH:
STea gor Raio: vd R¥erd), =) 02,
03 HS, 2019 BT I HfSHA AN, s
facell ERT SMARTT IS AT | WA
foram |

JTEURN FfSpIRIAT 7 16 3WA 2019 Bl
T3S AT AIUST § AT UST T 3R Ul 1

HRI gRT AT eley-UFHel daid IR PT & IS Ty 7S & fadqeq #
HhdeRy gexulded #HIe 2019 d3d H TAT o |
gfafafee foar |
7. AR fafdcar v gr=amief & fore wrataIfoar
M, HHAT 8w TR, oI § 25
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18.09.2017 ¥ 31.032019 ddH P! AT &
fore “rDNA emenRa ferfecar fasm= & forg
U AFD WG R 6 oy I
TARTRIET e &7 f[aamra” 2ive arell A
IR drenfral fovrT (Sgcl) aRare T @t
Tfr RUTE 3R 01.04.2018 & 31.03.2019 BT
3afe & foTu et 3R fR-efmacdt fAfer (@
Svaet Refiot ) & fog STanT g\ T o5
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IR T & [qaRT & A1), SWEST DI I
fbam wram o |

qRA H Sifddl @ Joraen GRREd w
(CrEURRY) &1 faery e aren fasm
IR drenfrel fovrT (Svc)) aRasHT @
wTfcr RUIE @ Amer-amer et iR IR-3fad
He ® fol¢ SUANT JATT UF IR I &I
faazor Sgadt 1 @i f&ar T |
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14. EREEIEEKICIRRER IR DRl

BE Al o ARBRY (@ rdieman)

=1 JIfBTRAT BT IR AT AT AT
& DT Ald FAT ATHRT (Ardiersai) @
wu # g fear S @

1. SI. 1. HIsedd, YT dSiTf~1dh ITfABNRT,
LU, RGTTeTe, ARSI AfSfrH
2005 I Feferd Tl die & foru |

2. Sl @ @b Rig, Y@@ Td e
BRI, SMS.UN., TRTaTETE, SRS,
Ims. SIfSIfIH, 2005 & Gefdd YT

A & v |

3. 80 U AR, fa<T IR o STRen,
2005 & T UemIfe #EA & foru |

A IYTA-HIEIBTRY
SI. STI Yhrel
IRS T e SIfEdRT gd

Afa-Te-asne feed (T9R))

AR WSl AfRdT ST

AdeR -23, ISR, TMRTATETE-201002

B Fa¥® 0120-2783400, 2783401, 2783392
$-Hen: lab.ipc@gov.in

RaiféT smafdr

3T, 2019 - ATA 2020 & AT & RS 59

YPR

P DT I AN (HiesHl) @ faAi®
28-02-2020 @1 JIAISC W WA ORI 4
JIREIBMS JAMRIIH, 2005 & q&d UTAT
@ e # uReRRfar fifse Rard |

P IMSURT dedge W FAARIG RUle Iuse
BT TS |

P SRTISS STRIFT IRl &I FRAROT
faa |

STRIET 61 T4 61
Ugell 3rdrel 10 I 8
N 3T 2 T 2
Bl 73 T 71
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15. RSULNESY

ISTHTST SHhTs BT ST IMANT & HHATRAT Bl by Ya-HG TIARRIT $9 Mo &1 e
AR AU & SMSeTRE St | el 9911 | SMSUIRAT & HHATNGT DI §6 HRIHH H 9N
HTHT BT SUANT H- B forv RS ik ufdrfea o= @ forv micanfRa foar war o arfes &) v
PRAT © | IT 3PS G & HHAIRAT BT S BT G HAT S T Sl SART HEpi | TexTg
TSl VARIE ® AR W3 B e w)d o [HfRd 8 iR are faarar & f Shaq & & +f
3R A= IfAfafedl | 91T o9 & {0 Usp 59 89 =18 del A1 S 89 31U ATT 3R Hpid
& Bl ¢ | BT A8 IR THE HRAT AR |

RISTHTYT fI9TT, I8 H3Teld, 9Rd AR gRT R fEal gmarel & aRME - (A geRr @
feenfacel & AR R &I IAEHNT & ®U H - AITAIRCRIT B1 W1 (o fdhar war o {241
AT &7 & oy MeUR 7 B8 uarer 1 @ g w14 gferafian, 84 ey wfonfian, 8
14 FOdeER 2019 Th AR | $F BRISH H AR YRR FfqAidn, 3 |

@ =T STfEreRal g1 e el 1y |

YR ERT 1-14 RydER, 2019 B IMEYRN, MSER F IMARE ) vEarer & s

YR AT HidT SmRAT
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ATl Hedl B 9@

JMSURIT B 1841 FATIdh HSel d6b 21 SN,
2020 BT 718 facell & 0T Yo # Afa, warey
MR IRAR HUTT HAET 3R ARAT AT
Jfedr SMANT & 3feuel & Sfeuerar § mAId
EIREIRI

Huar Gfafq & o

IMSURT S/ # I9d WR & I Dg
(TTSASMRA) 9a=T &1 W & FHer & foru
FUGT HHS! DI B8 93D IMGURNIT H HHLT: 21 A,
2019, 27 S[A, 2019, 17 TS, 2019, 20 T,

2019, 17 JMATER, 2019 3R 10 SFaN], 2020 BT
AT B TS |

qADhAT STRTHG Hidlg 2019

SHMGERI - U Sild e’ TR So I AddhdT AR
(@) & uRum W 019/VGL/029/428/93
faeieh 02 3T 2019 & MCLIAR, 28 JdcaR
2 Fda, 2019 dh WRAT VTS Afadr AT,
TNTITETE ¥ Fdddl SIeddl JWg JH]
RN

SIRTRAdhdT I8 B 39 IR 9 JIfora fhar

N ON N

FdDdT SINTEEHAT A<E & QM A=feRad
fafafert smafsa & s
(i) FIDHA SRS FE 2019 B YA

SMSURT URAR H 7RI & U&eH & 12T 8% |

(i) 9<E & g fao, mEuRft & srfdamRAl
IR HHARIT I SAMGR IR IRGsdl b
STIaq AFDI BT 90 WG 3R TRER
P Racp o<e & foTu 319+ wfoggdr &
DR DR BY, gBIaN! Hfcrs/g-ufcrs o |

3= wifafaferat
P HEANI IURART AR TaHTeT de T AR
[er drarfifed SURIfT gomell (T8-41ve)

) WBN T IR b ARYH W ARSI
HHARAT DY Wl & forw ufshar &r 713 |

qSR
IAMEURAT & WeR FANT | I+ &k k-
J=Id JATT DI S7d Y T BT BT G
P & oIy AUYS FSIAT UG BRal & | SMYfel
AT UG $H AT BT U Ageaqol H1 2 |
IT YHNT RGN, IUBRON/IJATSRI, Su4IST Td
R-SUMT axgeil aen fafay WeRl dfed fa=
A I & JH/ART SRI BT WIRWTT Bl
g, R UNifTe RelE  99¢ @ar € | &

YT AT 3TG<h AT GeH AT BRI AT
T W HSRI Nfe & 3mafd ARIaRv/Aue™ &1

A R TG S FAddbdl & A Uge daR
g S¢ | Idddl SIRTRedl AwE &l Sedd
YEMAR WR AHI M H AR & ARTHRI 3R
FA] B IR H SITHBAT AT o |

ARAT AST Gfear ST

Al & @l & | 9 fafae | ki
Rl (SIUweIR) @ Uraer=l dem aad-9ad R
SIRT RIUATY &I &1 H @ gU U Hal UhR
@1 FEiRa ufsbar & dea frefad @1 ol 2 |
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BB SeolE@- 1 U - & g &
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GeM Ulcd & HARgH ¥ 4l SUAel awsll
3R Hamll BT WIS |

o gl / A & v srgfaat o
WRIE & U srgedl WeW A bR
BT 3R 59 RAURDT BT ST BT |

IMEURT & faf= wvr & forv Hafad
TANTENET SYANT / fageiyor &g faf=t of9
JURR Bl WIS |

ST FAERAAT, HrieR, WY AR <l
Sl e ATGICT R SUHRYT, deXI b AR

T Bl WNIE |

IR H AR R Home,
sUdigue,  9R O9@l,  TUEd,  WR
Rreew, affems SudRur 3R wATsfeT
Rarel offe o fafr=r = gidemsi
& YATAl BB Bl GiHRead R foraH
A= AUl IUBRVN/IUSRON & YTHRAT
R o=y A §

TS BRI Wfedax wdfed fafi=
TR Bl F9 UhR Bl giearal ol iR
RERETT DI AHTAT |

fafr=r  Gugie™m  wad/dfede, Udssl
JhelTse 3R IR Tolss! Udol oA 3R Sl

SRS QRIE” T 377 |

b MRURT @ fafv= g @ gfem @ fog
RPN feemivdell & IR fauRAHD
SIF®NT SR AT Jar B |

wgeE & T Pl / argey o1 g

P U1 SRR fAfdgredt @1 msuRd,
TMRTEE ® ded AMe YW H O 'old
At iR Resfdal, gRae=/aRadq, ufeeT
@ foru ofus <ex fear |

P IIRUES! YANT H AR HBAMR AR HSRY]
SHIAl B T AR WUET & foy GeM
uIce & HIEIH ¥ 3gey fean WA difh s
3T "Ry, U giawrel" w1 AT fHAr S
b |

» GeM & HgH |9 UHTY Iiifthd GiteddR
P WNIT |

=T 3Rk <rar fawmT

f<T 3TR olRGT J9IT IUYeh doic 3R FHATEAT Bl
JTECT PR SMSURN B FAT® WU A AT H
H&& BRI & | fa<ig 99 2019-20 & WAl BT olwT
e faeRer Ao € @gerd-1) | YA &
fou AEivadien faRivsl & fdd & graq &
forg erars @1 TS |

ARAT AT AT AT
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17. EEIRSERtHEY

IMSYIIRT 3R Jsf faered dfessd o &1 9 iR faaxor & #Argw | qen
Aeraed 3R N U o fAvayods QA Je HRed S~ IToiRg

JUY UME HRIg, SHN g, 9199 8ok, IR Al A1 A BT Gl JoRd I~ AT 7 § 3R

fexor TR &

1 |omsdleRu | RS wufi / YRITRITTe 5996 3. 5000/- %. 3,35,56,350/-
Rt
2 | 3rglg R | Sl dultrr / gy 595 %. 5000/- %. 54,26,000/-
3. 10,000/-
3. 15000/-
3. 25000/-
3 |emsh foft wufat / seTeeTy 473 3. 10,000/- %. 52,97,600/-
PSERIE]
qale
4 |ITSURIRTT | ORBNI 3iTTer geror 886 3. 2500/- 5. 24,79,925/-
HIIER RIS
5 |3y IRET | ERGRT 3flve gRiefor 92 %, 2500/- %. 5,76800/-
TIRTITATY 2. 5000/-
%. 7500/-
%.12500/-
R EIEL TRPBRI 3N TRIeToT 28 3. 5000/- 3. 1,56,800/-
PSENIE] ERILNICIY
2qaic
7 |fOzcmurere | HIUHTHOE A IR U4 | © | 9. 56,63,932/- | %, 56,63,932/-
NEl TRIEToT
o oG = 9. 5,31,52,407/-
IMSURN Aifbd wareHl &F faer &R faawor

JUY T RIS hecR ad &l B9R U Wl KIS AT BT Gl IoiRd MSURIT ThIRHl @ faeh!
IR faaRer | SifSia fam a1 2 QiR faaver i Herg # gwa fby v &

YR AYST Sigar 3R—RT
]
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1 | 9R HuST Gf2dT - 2010 BT | 3000 1826 fafsed | oo | 1823 N Nl
KR ¥ | o3
2 | IR ISR BYeR] 30000 5975 fafehd | 00 | 3520 Mgl I
(TTYD3TTE)- 2011 e | 2455
3 |smEdl & IrguUTed Tg 1000 106 fafsea | 19 | 58 EIUEE] 5,640/-
ARTee Hgerel dc | 29
4 | RO 9O fedT -2014 4000 347 fafshd | 43 | 302 21,500/- 43,00,00/-
SEISESIES) ¥ | o2
5 |9RT AYS dfdr - 2014 500 343 fafshd | 00 | 342 Nl Mgl
P ST ¥ | o1
6 | AR 9yoT AfRdl- 2014 &1 3000 1162 fafsha | 01 | 1160 200/- 4000/-
gRRMTE 2015 - (SATS! Afza) e 01
7 | IR TSR BRI 3000 619 fafha | 201 | 393 5670/- 11,34,400/-
(TTUH3TS)- 2016 ¥ | 26
8 | R WS AfdT- 2014 &7 2000 473 fafsea | o1 | 471 200/- 4,000/-
gRRMTE 2016 e 01
9 | wECwmHRfCH i 500 245 fafhd | 09 | 214 SIUEE 2,250/-
wfed SIS gfeal dor gda ¥ | 22
STl & HFUTS e &
forg Artee Agera
10 | MR WSSl SfRdr - 2018 @[ 500 425 fafsha | 01 | 419 1350/- 27,000/-
SIE[S]] ¥ | o5
11 | MR WSl Hfedr -2018 4000 1691 fafsha | 622 | 1063 | 14,18,545/- 2,83,65,907/-
(SEISIEIRS)) He 06 £66.67= £1333.33=
INR 5795 INR 115907
12 | R WSl Afedl- 2018 &1 | 2000 2000 fafsha | 872 | 1106 SIDNEE] 55,46,800/-
gRf¥re 2019 e 22
14,53,260/- | 3,56,48,904/-
Tl Giord e = 9. 3,71,02,164/-

%, 9,02,54,571/- (¥UY Al BRI QI AR dledd TR U Al ghacR A1F) Bl Bel AT SURIh &l
Tfafafrl & Argd | S |

el IO ©. 9,02,54,571/- AT

YR AT HidT SmRAT
o
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g Wi e, afed, W vd IR FT0T AT, ARG PR, 7 21 a9, 2020 PT 78 facen 3 w00
79 ¥ JEURN AN 1841 TP T B Sob B IR "IMSIRN P e RAE 2018-19" yHIRE fHar|

ARAT AST Gfear ST
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g

g M e, A, WReT U4 IRIR FHToT HA, AR ERGR 21 SFas), 2020 I A7 w19,
T2 facel & maifora YR N 18 of FaTad Hed B 98P P AR IRAY WS FADdT BRIHH
(rdrdiens) & "o uee= RAE 2018-19" TR @ |

18 &R, 2019 B! AT Wa=, 7 el F 20 3r%vr Rige, ¥y AR, WRed v YRaR ST HAe™, AR
WEHR B SURARY # iR ok guadt & g wwshar s (THely) R swRR 5y 19|

120 AR VST AT JRAAT
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b
i

IR

IO B WU R W), 1 S9ad, 2020 B YR, MSramEe ¥ € 4 of. WEE, SRl @nE) &R
At Iofia areEE, e (§74), e T IRAR BT HA16d, HRA IRBK |

3ifer sfeam sdicee oifp AfSwa WS (), DT # 14 RideR, 2019 o Tddeng & &3 uleror I
ERT IR TSaig-aidd S-S H-PIeiffEex Hie |

ARAT AST Gfear ST 121
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6 Asia Pacific
Pharmacovigilance Training Course

Wddians, SR gRT 24 BRa A 6 ATF 2020 TP MAERE ¥ 64f
RET-AREE Gt T PRt B sl |

26 TS, 2019 PI IMNST IS, TGS H TATEITE ARIAT W<l ST @ g wrfefafsrerd o
PIEEET- UE-NfEor s fdar |

122 YR Yo7 Hidr aRT
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23 § 27 RydsR, 2019 31 AN, MiSraTaTE & AT BHEiBIETCN AP AP Mere W
133 DY RPN SRiHH & R ufawrfy |

2020 HT MSURAT, MITITEIE # ASTHIN/AMEIH 17025: 2017 B AR TATAITS FARA W R g wfdnegor
I ST fasar |

YR AYST Hfgar RNt 123
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AR, MiraraTs § 5 W 9 IR, 2019 TF AMNR T My BrgIBHeRE T Bkt
fageyveTe Sueer giawer # afeTa ufkmer iy 79|

YRAT A9 ST T, MSRTEE gRT 29 3, 2019 ¥ 3 WS, 2019 TF
9 s BT TR @ Y "Se ueeie TR et (T iR faes v sugRor”
W 9§ U IE & T uldevr srRispd o1 e fHar |

124 YR Yo7 Hidr aRT
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AT, MisrmEe § BHidEe) e AfSha Mesae W 23 § 27 RideR, 2019 TF
IR 133 Brere AT rRipT & <RM STSURN & SfSrdr |

LURA, MiSrmEE § Fa-xit FHiGIafed TaRied & fog 30 Jas 9 2 37T, 2019
TP SSRM-PH-SfT UM |

YR AYST Hfgar RNt 125
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TET # 26 TS 2019 BT THSIY HHTHIGAT A, R ame siR Jorasm Haelt
Rl W gERT SR gexufdey Hie |

MR MR # 28 HRA, 2020 P fARNE HF WEl-FREa R HareH
AR G RS 3 P WY 6P AT B TS |

126 YR Yo7 Hidr aRT
o



aif¥e gfideT 2019-20

28 3T, 2019 P TS H WTHIMEIAR-CY BR AegeR TS AfTRER qriicion (Heiiewd)
# AR W 11 9 &g sriwer R wrRgfese Sart § wHiSRRTeE
s 3 RIMUAILIF 69 & WD W AT B TS |

5 TRAS 2020 P IMSURN TforaETe F MW 2018 tFSH SOIRM AFITG & forg
Aferiad 3 g & el § fouR® & 5% MR & T |

ARAT AST Gfear ST 127
]



e gfdde 2019-20

21 ¥ 22 TG, 2020 B YA, BRCEE § AT TIUHIATE & 64
e & forg fawa weiien Gfafy 9 5 §f Soo |

9 fadaR 2019 BT ASHA, TRFEER ¥ s orf e
Hd STANT @ fI7 TERRT & Tgell So@ |

128 AR VST AT JRAAT
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k|

15 dER 2019 DI AT TATHIE 2019-20 B 64 WEhvT og favw wiiem Afdfy o dief Jow |

27 93 2019 B LGN, MEETE § JRNK Sifde R ARSITIT Seurar
R fRve sRiER W iR fRdur® H off 5@ |

YR AYST Hfgar RNt 129
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TGRS @ forg dR gu 3k fawy afen afdfa @ & 15 o, 2019
B ATATEEIRNE, BAEEE § IR & TS |

05 TR, 2020 P GHIHTAT A DI B P T&T GEPR Biciol G BERT T8 R,
MRAEEE & BHEl SR WHE $T IR

130 YR Yo7 Hidr aRT
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4 3T W 6 W, 2020 B Fag A "G <H TIEA 2020" ¥ RGN B da STEGAT AT HRA SR W &
NN SRl P TER TR @ fv e w® iR nfafafy |

k"'*-q_ S

e

9 feaR, 2019 B AT TAfIeTE B P AP FRIHT B IRFE oI B
ARBRY . T B. TSUS TKIHIT # ASURAT rfRam1Ral & e |

ARAT AST Gfear ST 131
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19 T4aR, 2019 B 78 el H ARG THSIGIYH 2030 W B arel fAafrcar SRl 9@ 9ga w fawa
R ¥ SMSUdt iftreiRal ot URex IR |

l.t(_'\_..-. ;-'-—"'“f - o
28 IGCEN | 2 TGER, 2019 TP ALY, TIGAETE 3 LY
ERT ST FADHAT S TREHAT WS - 2019 HT S |

132 AR VST AT JRAAT
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1. | ST s e R afeg-ag-a9+e e

2. |=f ST veprert* INS Fa d=1e SN Ud Afed-Ae-dsnid Feers
(o)

3. |Sf . dersiead ECISECEIIE G IECaN

4. | 2N e HAR dafoan ERIEEGE IR CACIPEAN]

5. |t T AR ECIGECE s BEaN]

6. | IS UG ARG IRS IefE AfHRY

7. | Al < RS AATD AABRI

8. |3 acll® wM INS AATD AABRY

9. | 7iRa yam g wEH RS AAD AABRI

10. | St TH. Hemgar EINSICEIRCACIBEaN]

11, | 2 ywor IR IS BRI

12. |Sf w991 HAR IS CEIECCIEEIN

13. | Sf. g9 HAR A CEIECACIBEaR]

14. | Sl DT FAR g qcTehTeTd U T SRl

15. |50, Ted FAR ESRERSICIRCIBEAN

16. | &0, A9 o9 HER ATHRT TF D ARTHRT (T9R))

17. |50, g drefiara 3SR HUTGH

18. | &Nl Ry foamy I A

19. | Sf. <l F=wT ARG CE B CA DL

20. |<f. y4TE edreT EEIEEASHDED

21. | &l HbA AR J=TTeh AT

22. |t T HAR IS FEIH

23. | g gfa e IS ABTI®

YR AYST Hfgar RNt 133
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24, | St wET Yo IS FED
25. |50 =M AR ISE TS
26. |50 aRfdT HAR Tl J=T~Teh AT
27. |Sf IR TH. X J=T~Teh AR
28. gl TP I J=TTh A
29. |gsh frdapr Amme ISD FED
30. |7 fooieR AR ERINNICIESIHNED

* PRIBIT 30 T, 2019 BT YT 3T |

** 31 3R, 2019 W Afd-WTe-dsd Fe9d &1 IfaR® IR |
#30 TR, 2019 BT HaTE |

##11 ATD, 2020 BT HRIAR T |

ARAT VTS AT SRAT
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olRdl bl faazur

2019-20
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fma st goe wwae
S Uh—2, AT 3UICHE, 815, Hae—03, ol R, AIZATEIG—201005

qXH19.0120—2639741, 011—22157287, H1—9810771662

$Hdl: sharma_bimal @rediffmail.com; www.bimal sharmaco.icai .org.in

WS | — wEd B Rad
T H,
AR HYSl AT SMANT (MU H 9oy

- =@Rig fiT fQaRel @ e 3 Rad—
1. @

(i) B9 WRAT wuoT AR AN (MU & Wiy wWaRig faxig fexvil &1 oar oleroy
fpar fS/aH 31 A, 2020 BT doid e TAT AF—TI Q@I & AT UMW Ud I o
A1 |fAford © aTer €1 | AEEyUl SRl Al Ud 3 ATRTHd o (o7 9rg |
FAfhd faxia fdaxor & wefia fear a1 2) IR i Sfeafad 2|

(il) & IucTae BRI T8 ARAT UG FARI Fo & ATHY 89N R H, SWh @Afig o<
fqeRoT o] JfAFRM & T wY §9al RTHR I (AMgIgens) gR1 fAaftd R ofar
AF® Td 9Rd H THAR TR WIhR 3 oRdid Gl @& STJAR SMsurdl & Rerfa &r
31 ATE, 2020 TH FI U9 WL I IR HRaT 3 |

2. Hd Pl IAMER:

JMEHTYRTTS (TAYYH) gRT MEiRa el & 319wy g9 WRIRTE < fdaxvl &1 eRarasieor
Harford foham | S Al & A AR ITRGTRIcd WRYg fa<iiy fdearon & oraaieror 8q
GRS & ITRald@l W SfedRad fFd T € | IR §9a) JEidR A¥el[ gRT S
AfehdT RIGTl @ 3Tg%U &9 SMsurl ¥ Wdd & | I8 NIgr< 89R §RI |dileld Wiig
=i faa~oll @& TN o TR 3 Aol W © IR 897 |1al ol EihR A¥ef[ §RT |HIad
fces Hell B 3TUetiell & 3TI™Y MRl fhar & | BHRI AT & b AR §R1 9 fhd ¢
SETIRIETT A A gq Taid § a7 WaRg O [9aRol R 9RI ofar IR 7
e e SR Ul SR 2 |

3- T oIl TN AR
I) J Q@i d¥el 9 "ol 8, Sl AR URIGR M0Tg H, gaare Sy & s faxi

136 AR VST AT JRAAT
o
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faa=oll & g9R 3fifee H |Aaw T Ag@qul o | 39 Al Bl FCSAAM BRI IcHS
@ TR iffee & dod # HaIfSd fhar T o, 3R §9d 915 89N ¥ 994 H, 3R &H
S Al UR T 3flT XY YT 81 PR & | B &I oIl Wl qHell & wd § aford
At @ uiRa fear g, 5t 981 ey 1w 2

1. T G Al d A 8, S8R UReR i H, gdHe el @ wesrd faki
ARl & gAN IS # Haah 3Mfdd Fgqol o1 | 37 Al bl FsalaA faxig TdcHe &
TAR 3ifSe & Fe¥ # FIfd fhar ar o, iR sHd 918 89N X1 §99 H, 3R 89 349
A UR U AT 1Y Y& 8l DR © | B9 &I i@l GRIeT AFell & ®U ¥ afofd Al
3 FuiRa fdar g, S ¥l fay 1w €|

2. STRUNAT BiFelad, TSATETe § e 3 e odrey fafees & fmior &1 yrg o 3R
TEIIR FeT WBRI = Db & oy uRITSHT Yaed FATEHR & HU H H9d TaUayd
AEHaRR fIfce (MR Ud URAR HedTl HATe & URINIHG &30 § 4Igasy) &l
Fg<h T =11 | 09.08.2010 Bl YRT ABR b WY R URAR HeIT0T HATAT & TFAIGH
& | Ih WA D I B ol R SR URTAYT HaT BT 36 06.01.2011 DI WRARI
AT Gl MART Td A UAUAUS ATshdhIR folfics & o fohar am o |

11.3a%F Ud URAR HARY HATG Wihd & U E&I™ A—1020/10/2010-DFQC  faieh
30.01.2015 & WaH H IMSURII, IRATEIE § ALRC a9 & AT & {70 §t 31.14 IRIS
HUY G b G Sl + 2 Hg FHI BRI B Y AISET S +2 999 D @IS D HMHE D
1y fear ar o 3R S BT B wed & foTU A TAUaUd ATshd IR foifics &l

ST hRTAT AT |

1.2, 99 (ST, 2) & MU HISSTH IR 81 of W1 g, AT ol R Hall, YR IRBR
ERT 14.11.2015 I MUK URER, TMHSTATETE § 9T 1T | R 99RE & R, 39
DG DI S+ 5 WR AP Uh IR H AT BRI BT JeT AU §RT IONR far 137 o |
AGTIR, TRANTRITAT ¥a & JARMET TR IR FId WR & AU DG Ha7 (TUANRA!)’
B ATTLYHAT DI GRT HRA & oIy qd S+ 2 & ol S+ 2+ 3 B g AR B oy
URTa T 1 o |

13.39 99, 399 UIUATS ARHHAR s 9 399 SdIH ShRedaR  folfiics &l
SRR (S + 2) fafesT & 90T & oIy, TavauaRISSIvA/RTSURI/24—1/2015—16 | fadi®
18.11.2015 FHSIII & §RT 15.11.2015 H UWMI, SHAR & WU H [FYh fbaT| sdS AT,
S+ 5 B YANRITAT 9 & [OIR & U BT Ul dId gU, Ub U . 3surdl
8100/2014—15, T&Ti& 10.12.2015 I Sl + 5 WR TP AJAGH B [oTY HATAT DI WSAT AT 2T
3R WY Ud URIR HedTvT HTerd U5 AT A.11020/10/2010—DFQC, fa=Tid 11.01.2017
P G H SUGR P WIS Afed ST+ 5 #RTell @ foIv 76.71 BRIS (31.14 + 20.57 + 25.00)
%, B Bol Wd b ARl URIISHT HfE b1 JoRl <1 Mg off | SrfaReh Bl & Awred & forg
T TAUATA ASHHIR fIfAes T 399 1aid BRI 747 |

ARAT AST Gfear ST 137
]
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14999 TIUAUS dshaIR foIffics I MSURT &I 09 U3 . TIUaIUa/ssIvd/
S UIA1/24/2016—17/251, Q=TI 08.06.2017 ERT ‘I~Id &R & AU be’ Hdq (Sl + 5
UR) @ 25.06.2018 Tb UYRT BN & T H AT DRIAT| 1432018 B, WY TIUAVSA
ASHHAR IS =1 31.08.2018 Th Ha= AT BRI (S + 5 FAR) T B B [Ty AHIGH
AT TR | Ul &1 ol |

15. 519 B gafth] 9a- &1 (AT Q7 &1 &7 o, 499 JaUald aishdaR foafics 7 mgurdl
®I fIAI® 12.10.2019 BT TAVAVS ARHHIR (IS RT QAR 9ad & 3707 & forg fgeh
ShaR HHH SDM SHRgFR folfics & fdvg fRarfeRus & oy dRiaE! I -
& Fag H &R & AT ORI B 99 SibF ShRgaeR fofics & SidRA Reiiegee
B (ATEARYN) & ®Y H FYRh & IR H s—HT ¥ fa7ib 12.10.2019 BT Jfa fHar
o |

1.6.39% dig A99 TIAUAUS ghdHAR fIfics BT 09.11.2020 BT TANUAST & THET oifdd Pic
BE B TATH Reafd o &l AT ORI, HEH SIdIF SWREFR [offics @ 3MTgIRUl
& A1 fedl ff AfiR® HaR & IR # GRId w3 B fow Ta WA Ao T o1 | $-Hdo
faTTP 09.11.2020 & Hed #H, S BTG 7 3—HA © AIH F, A TATATS ATRHHIR
fafics & fai® 13.11.2020 9% TaE W< {HAT| S §—H DI, Bl Fellg & oy
JMEYRAT & Bl FATEHR ST Rl Bid, DI Hol oI T & | (9 a9 H, AR Sifse
& SR MU §RT B BN I &1 T DI TS & | Sfo AAGIT WS, of. TH. (31R),
R UG URAR BTl HATerd , URASHT BRI &1 FHelm & folU 18.11.2020 I Udh
MR S ol AAcoIdd, 23.11.2020 BT YRATSAT BT fhy H YH B AR GRT HRA & oIy
¥ UaUdUel digbhadR fofics @ Iffary (3f) & Ar, smeuRdl, Tforarere # R U
IR Bl H ARUR & B FATGHR 3R ARTHRI (31) B TH §6& AT DI TS |

2. I8 BRI 19102019 ¥ M A1 [T GIAT & | WRAIY HTS GfeAT IMINT, MiTIrars H S=ia
WR & ALY Dg (WWARA) & FEeR D1 W & wifcld PRIV & AR & @
o

2.1 SRR AT ST WIS U 9 3R TUARTRYT 9a9 & folv SWART fhu SM &7 S¥IeT o1, S=
oY Y ¥ wRie forar AT o 3R SUferd B8 U 9, SHd! dNel JATd 8 T3 8l 3R
Je AT B TS B |

2.2 ST STRABER WIS U I AR 6T TURAT feeT & forv ST dR &7 IRIST oI,
TS BT 3R SRIBIR &7 o, 3Nfe (AT B3 8 WHAFIGHT FHS 87 T 81 |

2.3 IR U9el ST WRIT U I AR SThT SEI VUSRI Ya9 & foTv SUART foham SI=m o,
afra/euart e < 2|

2.4 TIR HSIYT SHISAT R HIUR UIgY Sl WRIT T o R TS ST TUANRY a9 &

138 AR VST AT JRAAT
o



aif¥e gfideT 2019-20

fore forar ST o, efaea fears < © /IR 39 3 JIfddier fasiell & dRi & a1 9
=

2.5 T S Sl WIS U 9 3R SHBT START TUASNRYT g & forv fovam Sar o, erfausa
faarg <ar & |

2.6 CISI/ATSIOT S TWRIT U 9 IR fTdT SUIRT TTAIRYT ¥aq & forw fhar Ser o,
grfoa faarg <d g1

2.7 fEToT YoreT R WEY @R W) 7% hs ufde wEfiet afdusd fewrf et €

2.8 9T WXIG] TS SWH fAgd 3R I AMRR, NTFaT SUART TUAIRHA! 99 & 0T &
TG A DI AN AT WY Y ATAR B AN IR IURITh SUBRON/ AT T =T
A & WIS I ¥ gig DI AN AT &, 9T <dT 3R WRed ar ST § S
TR BT WISl & JHA - AFURN Bl IR BT UgdIg & | Ao, I8 A Sl & b
MUY & fafi= Scural @ f9! | Uit gedx a9 2019—20 & oIy 831.03 o . & T8
S o faT af 2018—19 @ foTU 1242.67 oRg &. ot |

3. URT 1 3IR 2 & d8d QU Y qe4i &I &9 H @A §Y, VUCIRIR¥! 9ad &1 FHI0T 25.05.2018
TP IRT B BT UG AT T T 31.08.2018 A @1 AT AT | HH TAYAYA ATSHDHIR
foice & F9gdg a¥ie | IWRRH IAJIY & AR WAl BT YT HRAT o7 | TUSASNRAT
9ae BN JIMfST & URT BN T SR o, FoTa 7 dddl IRT—2 & T8d ATl JHar ugdnl,
gfcsh MUl BT ATHAR AN BT JhAM A1 g3 & 51 oIy yaith QUSRI Wa= &l
foraior febam S &7 o |

3.1 G JAATE], IMSURT DI IR TR R TR IAR dTel I KR $ AT dg & 7
B @ BRUT FRIET TR R gfref w1 9RY JHar g ® iR Iy W R ufasT
BT JHHA T3 Hifh TRATAT UUANRYT Ha- & AeIH H SMSURN 30 FATed &1 IR
PR SR AT IR R T ST H SIFTH! TaRRT BT Il o= H 3rgHel ofT | Ficfiorad,
MUYl WY 3R URAR HeAUT HATAI, YR WRGR W WYH SUANT & BRUT U<
e dieM & forq faaer o St aMsURy & sfasr # ugel &1 el g1 1 7 |

3.2 BRI R H, AUl BT g5 Jdich AR BT, JgAR AN 3IR ST & Jhard & forg
O UIUIUd Alsh IR forffics, URIATSHT Yeegd WolghR O SheR 399 Ol
SIS deR fIffcs & 1 Ydith QUAISIRAT 9ad & 10T T ¥ HIUT 737 of, §g<h Wy
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ATe]. STRGIIE Qd ifdoid 2 17,12,60,457.00 6,30,22,836.06
T 1,53,97,34,697.00 1,45,12,38,534.62
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IRT 1,53,97,34,697.0 1,45,12,38,534.62
RGT R HEYYl oiEr faftRl qorr Are 14
HeARa FHA@IS [Hih ol Al RUlc & 31wy |
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Mo |agwd|  stsam|  stosaons
SIp|
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3TgaT / AfeqSI—ul d1.dr.3ms 6 8,00,35,992.00 9,62,40,690.00
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T (1) 26,82,39,052.00 30,47,01,187.73
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PEINRRCID 10 3,38,64,991.00 4,47,26,650.47
o9 AI-HRIAE! IR GG 11 88,87,428.00 1,02,59,521.06
g3 JoBb 12 1,06,29,160.00 2,31,37,700.24
RN emE 2 13 8,00,35,992.00 9,62,40,690,45
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31.03.2020 I JRAMT & AFEU JoATu= I ST
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31.03.2019 P FATG a9 3G

SIERIRSIN

I¥ b YR®T F Iy

1,33,65,33,090.56

1,33,65,33,090.56

1,20,37,66,322.00

1,20,37,66,322.00

SiTS: 910 90 o 3T
% I¥ § fhu U 3=
aferal # fhu T gRae=

1,11,33,479.00

2,13,79,484.00

Ter: IR Jufcady & 1,11,33,479.00 73,96,596.44 1,39,82,887.56
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TRl A6 99 & QR 3,30,38,731.00 3,35,25,393.00
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& 15 aFE™
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441 g).eTE.
Dfice Frfaar [ 72,26,508.00 82,58,212.00
SIS 99 & SR RIS
gRewafcal H gy
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gorar e
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A B olRal IRIeT 55,932.00
NS
fafdg o9 erR 51,56,589.62 98,54,802.58 55,64,246.31 |  1,46,44,083.85
LGRS
I g 5,47,004.00
3 e 5,910.10
fafecar v < 49,000.00 49,000.00 49,000.00 6,01,914.00
2. 31fH wrftaat
JIf3T UTEDhT | I H 1,33,09,279.78 9,99,818.00
T
gfreTor BRIGH & UTfer 4,50,317.00
SUAS. 91,800.00
RET ST/ W@l T8 R0 12,63,318.00 |  1,46,64,397.78 11,63,318.00 26,13,453.00
3. 3 dref a9
SRt
CICIRIIERSIE] 20,16,637.01 23,74,443.01
UIieTaT w1.9d. iR & A3, 4,89,95,277.22 2,17,76,056.49
Camk]
TRy ¥@r.uq.gR.&. 74 9,50,99,574.94 2,06,70,274.61
AR
ST
RIRSIANC AN S| 2,88,039.00 2,87,851.00
IERSRIAR] 95,110.00 7,370.00
T+, gi0 U9 1,97,618.00 47,390.00
AT < 14,66,92,256.17 4,51,63,385.11
LIRS
s W ¥ | oA
ufderor sried & forw
S IPE
YA IR S HAA. BT <
arferery
AT 17,12,60,456.53 6,30,22,836.06
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IR ASST HfedT SIRINT
(WRed 1§ IRAR ST HACH), HaeR-23,

USTRR, TIRTATETE- 201002

¥ ufdaes 2019-20

31.03.2020 BT Soid e B [ B & g g

(oot #)
ST 4 AT FFARIIT T UG | 31.03.20 BT WAIG 9¥ g | 31.03.2018 Bl FATG a¥ Y
SIPL

(3) =ref, wwfor
Bl Tl
SIEACIRSI 5,732.00 13,487.00
GRS SIS 5,732.00 13,487.00
d& # ST
9% ME FSIE1-310 9,41,47,934.85 1,98,91,648.69
9% 3iTh TSIGT-13540 5,28,20,889.31 54,38,099.85
9% i gSIaT-853 ULANGN3ME. 27,79,717.85 14,97,48,542.01 51,64,441.59 30,494,190.13
ERSICUN S
IR 37,325.00 11,738.00
ISR 29,440.00 66,765.00 37,144.00 48,882.00

T (31) 1,49,82,10,39.00 3,05,56,559.13
(@) o1, 3 v gEd wfo
1. HHART 0T
e U1 TS ArSIuadIe 40824.00 111083.00
o] T RS SIS 151450.00 209743.00
PHHRICR AH 12000.00 24000.00
Uel <1 A1 _RH 58500.00
g 1 T erfiH 4039050.00 4301824.00 1499500.00 1844326.00
2. MM T I G BT WIS AT
IE AT U B S drent a1 B G
PFAE A
TIUATS Bl Wad & faoer oifdH 35,93,41,096.00 35,93,41,096.00
TIUAVS Bl I3 & faoer afdH 13,08,42,756.00 13,08,42,756.00
U TS U WRIfSHa omEm o foto 36,23,906.00
MR o] s
D= IAMYFHA B g 31fH 17,06,496.00 17,06,496.00
RIIE RSP 1,70,82,707.00 1,63,44,707.00
I eI Afd ar 1fiH
TRIRM < fofd 1 i
SIS 93 Bl S
TS B 1A 13,44,932.00 13,56,732.00

AR Ao Hfear T 153
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e diofiers, denTe 1 3,20,522.00 5,65,000.00

I @ 1,51,602.00 2,10,966.00

G drens. afdm

SILg.E. 50,04,539.49

IfH S 41,723.64 41,723.64

SIRSIASSH 49,34,437.00 37,13,994.00

G 41 41 7s:

TSl 55,21,648.19 1,40,23,554.74

S AR @ oy i 58,98,320.00 82,44,070.00

URIHT ST T 3f1faed 1,07,798.00

g, 0. ). i 20,16,637.01 23,74,443.01

Sl 2,19,37,627.37 1,11,02,921.83

AR WROR I T B Y 59,94,168.00 38,91,695.00

=T ST

gfergfa ST da 59,135.00 59,135.00

gicfa STAT gRYTY 21,850.00 21,850.00

aferyfa ST Ty Ul e, 10,000.00 10,000.00

gfergfcr S faega 14,32,000.00 56,38,05,994.70 14,32,000.00 |  55,89,07,046.22

3. AE.AH. &1 gF TraE

3. Yrdidieng &1 gd I <

4. NATE. & A a1 W 1,38,323.00

5. VT AR W YA YA g [ 45,86,927.36 2,20,48,170.27

7. W@IYE. WRFAA. B G TN

g

T g 57,28,33,069.06 58,27,99,542.49

T I +9 72,26,54,108.07 61,33,56,101.62
ARAT AT ST AT




WRAT A9 Hfdr mRT
(e vd yRaR BedToT HATed), WaeR-23,
ISR, MATETE- 201002

31.03.2020 HT FAIK TY 3 M (G I B ART B A

¥ ufdaes 2019-20

qre] I9 DI M A

(put #)
g 5, s & i 31.03.2020 Y FHG T =g 31.03.2019 B FHIS a9 =g
fasr & vt
3 Ul g Bl et 3,44,55,455.71 4,75,50,509.04
.M eTRTd. B fag 4,23,77,500.00 4,71,63,500.00
IBIEEREIRCIREED 4,000.00 560.00
Igal AT Bl sl 1,01,000.00 62,916.00
g1 4. . 3rs. GRaP! B A 7,69,37,955.71 500.00 9,47,77,985.04
SN 27,00,669.34 2,37,90,371.12
[RER] 34,652,00.36 56,98,753.52
InT 8,31,03,825.41 12,42,67,109.68
A 6, IAIIF /B JURTAI 31.03.2020 P TG q¥ BG 31.03.2019 P FHIG a9 =g
M Td I B TS B
99 & SR U & 24,29,49,195.00 35,61,77,110.00
26,70,274.61 | 2,63,61,9,469.61 46,88,727.38 |  36,08,65,837.38
3R BT TG & TR 15,41,32,624.79 17,39,03,400.73
qre] 99 BT WA
HCRi: T FHI I BT YA 9,22,19,221.22 9,16,13,40357 |  1,31,406,055.96 4,24,97,344.77

Terl: ¥0vd uRobw0oH=M0 & If3r
GRSl

G2l

AT Y BT T ARA ARBR Bl 6,50,00,000.00 13,00,00,000.00
o fb e
SiTs: < ¥If37 10ud uRoH0HAT0 4,89,95,277.00 2,17,76,056.00

ger: fwe 9y &) 3 |31, Bl
o b g @) a0 erE.

8,16,586.00

ger: fwe 9y &) 31 |31, &l
o fb T

2,17,76,056.00

9,22,19,221.00

1,95,63,414.00

13,14,06,056.00

HeRl: I ARAAT BT gl
D WIE TG STANT BT T3 Ahal
REd]

1,11,33,479.00

1,39,82,888.00

YR AYST Hfgar RNt
]
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gerl: 9§ & SR YA fhy T
SIDE]

UAUIUS Bl Wad & faoe 31

4,00,00,000.00

TATATS Bl I3 b faoer 1A

10,15,00,000.00

T TS U NiRIfeha

T3S UAATUSITS 3R

7,38,000.00

74,97,818.00

AR Sl BT AH

17,06,496.00

b= IMHIE B forv M

25,15,791.00

16,04,960.00

SIERl

A, g9 51 i

T3S A Bl ARH

il @ forg M

32,53,791.00

15,23,09,274.00

9,50,99,575.04

2,06,70,274.61

RLGIA K

qrdrdrang. & forg ure gaim

7,78,75,226.00

9,99,99,000.00

38,91,695.00

75,78,218.00

7,39,83,531.00

9,24,20,782.00

8,00,35,992.00

9,62,40,690.00

gerl: M ardras. o iR 1fiH

58,293.00

7,99,77,699.00

71,787.00

9,63,12,477.00

drdrdLag. B i

g3 PRied I yrftaar

SIS 3= grfeqat

w@1gd. GRBHAL DI G A
RN

ARA WHR B PFAE A7 /U
| IR ST 4 B Hed o

(59,94,168.00)

(38,91,695.00)
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(g vd gRaR Bedror HATeY), WaeR-23,

SRR, TFATETS- 201002

31.03.2020 T WK 99 Y M (G I B ART I Il

(eudt #)
I 7, BHAMT AT AT 31.03.2020 P AT a¥ g 31.03.2019 PI FAS ¥ &g
TSl A9 R Affd 21,35,110.50 19,74,330.00
EESCISIIEN 60,92,591.21 50,77,663.48
HHANY /FTh bl IFRH TR
ART 82,27,701.71 70,51,993.48
A 8, I I 31.03.2020 P AT q¥ &g 31.03.2019 PI FHS ¥ 8
DHRITTSAT I BT T35 Tfedd T 4,790.80
I 3T 8,87,694.10 82,162.00
ART 8,87,694.10 86,952.80
AT 9, RIS Y 31.03.2020 &I HAG a9 g 31.03.2019 &I {ATE ¥ &Y
GGl 4,72,79,602.00 4,71,25,129.00
50,123,671.24 4,12,94,832 81
9l U9 49
TA.Ucl.Ucl. HellghR hl HIdr- 8,43,700.00
HfaeT HHaR /e B SR &1 9,40,530.00 19,16,710.54
RS
Mfae W Hedd 7,27,980.17 20,14,518.61
FHARN BT a1 gy Tor o/ =g ™l W)
[Rapl}
I
fferear ufagfd 10,52,100.00 7,53,510.00
TASIH. &g 5,13,511.00 7,83,128.00
GlRER 76,500.00 71,500.00
fRreror g[eh @1 wfgfd 37,152.00 9,76,500.00
URTRIGTAT @&
JRET TR
LIL 1,00,751,046 41 95,779,528.96

YR AYST Hfgar RNt
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ST 10, I AN =7 31.03.2020 P! FAIG Y &G 31.03.2019 PI TG ¥ £
I vd o/t R 77,50,978.00 86,51,752.00
BT G- 27,75,295.27 25,23,359.83
I TG BRI W YA TR 19,25,413.00 19,775.00
e UdTelq Ud IE-3Erq 2,52,940.00 5,63,578.00
RS, REY U HAR TR 8,40,800.00 7,01,775.00
&1 Td FCIRI 31,29,193.38 26,32,542.40
ATAT T 18- g U1 16,48,225.26 37,45,169.53
UfAETT TG BRI g 2,48,116.00 15,49,143.34
iR ®iN 35,040.00
TUAAT &1 g 50,68,144.08 88,51,704.89
AHTS B 23,87,528.89
o ufdreror uiksifie 3,39,129.00 3,57,227.00
TaR 28,21,497.06 12,77,273.00
geWE U9 WeRWEE- fIegd 16,85,841.91 55,37,384.88
I Y

28,77,351.40 26,82,953.82
fafder e 2,01,207.45 6,26,088.23
WS ARG T
Y /SIV MHRAD 1,24,84,65.00 16,11,564.0
TR U= U4 9HRi 1,79,828.00 61,724.00
PICol UG gallg 7,400.00
CERCIS 38,588.04 14,194.66
2 /SIU 3 1,41,793.00 2,95,428.00
TSN, UHTIE W g
T 6,57,145.00 6,29,084.00
3,38,64,990.85 4,47,26,650.47
158 AR AT AT ST




YRAG VYol Aidr ART

(Wrea 1§ IRAR ST FACH), AaeR-23,

RISR, TMISATETE- 201002
31.03.2020 I HATK I =g A T4 I & FIT Bl YA

¥ ufdaes 2019-20

(eut #)
ST 1, TARTITCT Qarsii-arer Ud SIge™T | 31.03.2020 1 WATK 99 8 |  31.03.2019 BT FHIG ¥ 8 |
TIARTETAT SUHIST B TR 69,93,553.33 81,74,859.52
L2 T 22 = [
gReTor g9R 18,93,874.20 20,84,661.54
T 10259521.06
I 12, Mg B AT @1 2™ 31.03.2020 P! A 9§ B |  31.03.2019 PI TG a¥ =Y |
AT /T ASITEART d86 W) Ed 93,06,135.00 1,86,64,364.00
fafer vd Faard gurR 1,73,000.00
Ao Aren. o AT 7 R ) 13,23,025.00 43,00,336.24
RN 1,06,29,160.00 2,31,37,700.24
A 13, @ & @ a1 T =™ 31.03.2020 B AT 9§ 2G| 31.03.2019 P TG a¥ ¥ |
THAID! FAIRAT & I URIER Yeh 63,36,000.00
AEUTER 5,35,93,938.63 5,14,81,863.85
2V /SIV 3MHRAd g 85,723.00 3,50,914.00
A e e 1,62,251.00 8,65,908.00
Roxere @y 20,54,407.00 30,74,859.34
TR R I 75,680.00 2,02,650.00
ST Td IR 5,38,636.00 16,52,278.82
SBT3 2,20,150.00 3,38,170.36
I R Y 13,48,447.00 5,30,007.00
UfTeToT 3R BRI 1,63,374.00
IRCS], AR J9R 47,704.00 26,849.00
fafay = 3,52,176.73 7,14,308.00
fafer vd eqarh R 35,400.00 35,500.00
NI G 37T B AT 3R ERETT 1,28,631.00 7,22,388.00
AT 4,11,000.00 6,92,758.00
% Yeb 2,590.74 492.00
ENMI 900.00 21,452.00
e 94 28,718,308.00
gexIT MR
fooTell & 72,502.00 3,40,847.00
g, @ bl s g 1,40,29,444.55 53,78,107.26
AT 18,000.00
YR WS GfEdr IR—T 159



¥ ufddes 2019-20

TRET BT 2,87,734.59
v q A @ 38,480.00 574,387.23
e TERETT 13,233.00 2,11,626.00
M THA. 3. Y 3,25,323.00 1,282.00

T 8,00,35,991.65 9,62,40,690.45

160 YR Yo7 Hidr aRT




ARG AT Hfedr ST
(Faey Td URAR HeUTT HATe), Haev-23,
ISR, TTRATETS- 201002

31.03.2020 T |HIG I g Wi SR I &1 @l

aif¥e gfideT 2019-20

(uar #)
it 31.03.2020 31.03.2019 LUGIE] 31.03.2020 31.03.2020
. Sude 1. =9
RS 13,487.00 26,682.00 RATIAT 10,07,51,046.41 |  9,57,79,528.96
g% & S 2,53,29,749.00 | 3,68,57,688.00 PRINIE et 3,82,46,615.43 | 3,57,44,786.93
ST ST fedhe 11,738.00 2,180.00 IR |aTg 88,87,427.53 | 1,02,59,521.06
eI T 1,06,29,160.00 |  2,31,37,700.02
. T S 2. B 3 feg Rl 0 gram
AR AR A 24,29,49,195.00 | 35,61,77,110.00 TA.Qel.Qel. S IR fof. bl 4,00,00,000.00
waq & forw fim
R /S S ModATE BY 7,38,000.00 74,97,818.00
FRRTHT TR TS 21,35,110.50 19,74,330.00 SIEg
TEd @rar ) 60,92,591.21 50,77,663.48 g & forg s
e i @ e @S THYel.el. IS DA foT. b 10,15,00,000.00
° IF B forg Aim
. I AN gq-”aiﬁan
amgo o gl &1 famr 3,44,55,455.71 | 4,75,50,509.04 SRR wm S (e
JMS0YT 03TROTH0 I faehT 4237750000 | 4,71,63500.00 | m“ it ooff w
fafaer gu=i a1 fae 4,000.00 560.00 5,12,000.00
ST "l B A 1,01,000.00 62,916.00 qaT 44,58,070.00 52,75,100.00
Hodr oS qRaT @Y R 50000 qxD A 16,88,296.00 3,98,002.00
THATHT TRIETT I 3T 27,00,669.34 | 2,37,90,371.12 Chwi‘ﬁ <X chrﬁww@w 13,38,717.29 58,15,451.00
TFMETOT HRITAT & T 34,65,200.36 56,98,753.52 T § 25,32,292.00 98,90,931.00
I A 8,87,694.10 86,952.80
. HrITer 45 6,04,104.00
'm;aﬁlfﬁ' o 4. sfaRaw il &1 Rws /Sard
; NE L SPHERT T aro0 vd gRo%0o H3m0 B feam | 6,50,00,000.00 | 13,00,00,000.00
JMYfefpatell & FHTATS 38,68,384.00 7,78,567.00 w0 Td TR Po T & e
BEPN @ TR P AR A 5. af @ AN PR ¥ ofy
CEIRN _ c e % @1 T 9fg
ST # I8 et 6. I YA
ST3 W1 el e T - | Feoreranst § o A g 21,35,110.50 19,74,330.00
S T gH q H WA - | o AT R g e
M0 UG R0 B0 HAT | I Cthede o o B owfdn i
RS CURI R feuréare afim | 1444719000
T o & @ i SRl LRI o | et S # B 62,60,984.19 10,69,190.00
dfiens 31 <o vF wRoo - | dirdens & ST 40765669 | 2,3520,243.00
A0 BT e T S ¥ SR H gerN
S I # a9 & SR 11,800.00 | 26,00,000.00 | 77, 1. T. H Yg IS ~70,259.00 81,460.00
SHlALSE - HAIEX A 4,50,317.00 1,09,340.00
fafeReE & g gead 8.16,586.00 | RAfaIRET & g & 3.57,806.00
STERT ¥ HTe FRCSI _ ‘ 58,500.00
dﬁ'tﬁw ﬁ el 1,21,986.00 | HShR o Eﬁﬁ o <ifr & &y 25,39,550.00 14,99,500.00
tﬁo‘&fo&ﬂ’s‘o _\'}[ HROT 2,78,000.00 341'3; S| 3ﬁq 3 qéf U1K —12,000.00 24,000.00
TS # g qerad | §® & rer o
fasrely fafeaRe & g ser
Gﬁﬁw—mﬁ@ el 3,60,328.00
AR 9T AT T 161
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wIfeTat 31.03.2020 31.03.2019 LUGIET 31.03.2020 31.03.2020
6. T i
R o SRI f ey # 19,00,000.00 - e 22,57,706.00
ErAaH . 72,10,790.01 - §% o 4,72,041.00
ams & ) iR & 9 U A 91,800.00 - U IS fede 1,38,323.00
IR H g IS 2,38,156.00
5,732.00 13487.00
1,23,09,461.78 14,69,68,824.00 | 2,53,29,749.00
37,325.00 11,738.00
39,46,63,598.04 | 53,81,75,644.97 30,46,63,598.04 |  538175644.97

eI TS fadid & AR RUIE & Iy |

o fer =t gus Bl
SECRGICIGON
(UH3TRTT 007429 )

A0 e et
ARIGR
(TH =0 076545)

RIS DI
fe=T: 27.11.2020

162

qqs BAR
ESRERCINCIPEIN)

Fd AR WS SfEar MR

SI. g YhRT

Ha-ag-dee s (T9R))

ARAT AT AT AT

7Y S
CHINIBEESIECARRCEIND))




(F@Tey Td URAR BT HAT), Hae-23,

YR VYol AT SATART

ISR, MSRITETS- 201002
31.03.2020 BT T I§ =G Wi 3R A BT @I

aif¥e gfideT 2019-20

(ouar #)
it 31.03.2020 31.03.2019 LUGIE| 31.03.2020 31.03.2020
. Sue IR . g
T Tahel TR 63,36,000.00
d% ST 51,64,441.59 9,79,979.00 FAUTR WR gHTT 5,35,93,938.63 | 5,14,81,863.85
ST Wl fewe 37,144.00 577.00 Y /I AHRAG Y 85,723.00 3,50,914.00
Hiuasg. fafed 1,62,251.00 8,65,908.00
. SN uT R W =2y 20,54,407.00 | 30,74,859.34
VR WRAR A 7,78,75,226.00 | 9,99,99,000.00 TR TR Y 75,680.00 2,02,650.00
&0 UF I 5,38,636.00 |  16,52,278.82
. Y I TABIE T 2,20,150.00 3,38,170.36
JAENA. B HO H FE HA AT R TG 13,48,447.00 5,30,007.00
gded ™ gfereror @y 1,63,374.00
IR 7 gg URCY, HaR TR 47,704.00 26,849.00
el | gfg fafaer = 3,52,176.73 7,14,308.00
Prae B Al 7 gfg —5,47,004.00 5,47,004.00 fafer vd =aarl y9MR 35,400.00 35,500.00
Tadrdens & foru e 85,01,906.55 | 2,65,96,445.00 WIq g 3 B AR 3R 1,28,631.00 7,22,388.00
P A ERGTT
EREGIEH 4,11,000.00 6,92,758.00
. Torardfierar ¥ e e i ee] 38,480.00 5,74,387.00
ufteror erised | Ut A 18,000.00
do <ot AvreToT 900.00 21,452.00
5 gob 2,590.74 492
g TR .| 287.18,308.00
I W T 13,233.00 2,11,626.00
MCEIIEIEreK] 1,40,29,444.55 |  53,78,107.26
[ENEIEER 72,502.00 3,40,847.00
TRET BT T 2,87,734.59
S IeRiTeTRg 3,25,323.00 1,282.00
. It el W =t e
Picd s
P Ud UNIHRTd
BHTER UG fharar
L UGG
SRR H HHI
TSR H B 591010 |  59,71,322.90
A # gera 85,96,753.54 | 1,29,60,596.83
< g H PH 4,66,231.00
10 Td gRo%H0 HA0 Bl
ARG e H EH)
fSurdare A # 9o —58,293.00 71,787.00
I, W) o & gerd —3,57,806.00 72,10,790.01

ARAT AST Gfear ST




aIi¥® gfaae 2019-20

it 31.03.2020 31.03.2019 GUGIE| 31.03.2020 31.03.2020
4. TR S|
d& # T 277971785 |  51,64,441.59
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From the Desk of
Secretary-cum-Scientific Director

It gives me immense pleasure to present the Annual
Report of the Indian Pharmacopoeia Commission
(IPC), for the financial year 2019-20. IPC is working
towards fulfilling its objectives of publishing the
Indian Pharmacopoeia (IP), National Formulary of
India (NFI), Development of IP Reference Substances
(IPRS) & Impurity Standards, testing of New Drug
Substances/Drugs Samples, Skill Development,
National & International Cooperation, and carrying
out other assigned functions such as running
Pharmacovigilance Programme of India (PvPI) and
Materiovigilance Programme of India (MvPI).

IPC along with its team is highly committed to
protect and promote human and animal health, with
an overall objective of contributing to the quality and
safety of medicines. The IPC is regularly publishing
the IP and keeping it updated by bringing out its
Addendum. The IP Addendum 2019 to IP 2018 was
released by the Hon'ble Union Minister of Health
and Family Welfare, Govt. of India. The standards
set out in IP are feasible for compliance to the
stakeholders which boost the public confidence in
quality of medicines manufactured and marketed
in the country. In addition, IPC continued with
the development of new IPRS including Impurity
Standards to support the stakeholders for compliance
with IP. During this year, Afghanistan became the
first country to recognise IP with the continued
efforts of Ministry of Health and Family Welfare and
Ministry of Commerce, Govt. of India.

The current edition of NFI, a reference guidance
document for healthcare professionals for rational
prescribing of medicines, is under revision and the
experts from different parts of the country have

Indian Pharmacopoeia Commission
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helped in providing their valuable inputs for the
revision of NFL

The Pharmacovigilance Programme of India (PvPI)
has undergone expansion and the numbers of
Adverse Drug Reaction Monitoring Centres (AMCs)
havebeenincreased from 270 to 311. Materiovigilance
Programme of India (MvPI) is helping in tracking
the adverse events due to Medical devices. IPC is
also functioning as a WHO Collaborating Centre for
Pharmacovigilance in Public Health Programmes
and Regulatory Services. IPC continued imparting
trainings for Skill Development in the area of
Pharmacovigilance, Medical Devices and IP
standards with the objective of creating qualified
and skilled human resources to cater to current
requirements.

International cooperation of IPC with similar
counterparts is well evident from the Memorandum
of Understanding with United States Pharmacopoeia,
‘Observer’ status at European Directorate for the
Quality of Medicines and Healthcare and recognition
of National Coordination Centre-PvPl as a WHO
Collaborating Centre for Pharmacovigilance and
Regulatory services by the WHO.

IPC has expanded its outreach to broad range of
stakeholders, diverse set of organizations and
academic institutions by entering into active
collaborations. International standards, as well
as international cooperation and harmonization
in the public health sector, were also strenuously
promoted across our activities. These accreditations
and recognitions make us confident that we can be
among the best organisation in the world. IPC takes
all proactive measures to address the emerging
challenges in the field of quality and safety of medical
products for the wellbeing of human/animals.

I am sure that IPC shall make continuous progress
on the path of growth, development, and innovation
with the active cooperation of all our stakeholders,
experts, scientific staff, collaborators, and public at
large.

Dr. Jai Prakash
Secretary-cum-Scientific Director (I/c)
Indian Pharmacopoeia Commission
Ghaziabad-201002
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1.

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.

MISSION

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

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

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

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

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

Indian Pharmacopoeia Commission
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VISION, MISSION & OBJECTIVES

Toacceleratetheprocessesof 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 updating medical practitioners
and health professionals.

To act as a National Coordination Centre
for Pharmacovigilance Programme of
India.
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2.

The Indian Pharmacopoeia Commission
(IPC) has been established as an
Autonomous Institution under the Ministry
of Health & Family Welfare vide Resolution
F.No0.X.11035/2/06-DFQC dated 8" 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 examine the

GENERAL BODY

COMPOSITION OF IPC

suitability of the standards to be included 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 IPC is as under:

1. Chairperson | Ms. Preeti Sudan

(ex-officio)

Secretary (Health & Family Welfare)
Ministry of Health & Family Welfare Government of India
Nirman Bhawan, New Delhi - 110011

(ex-officio)

2. Co- Prof. (Dr.) N. K. Ganguly
Chairperson | Former Director General, ICMR
C-191, 9" Floor, City View Apartment, Plot No. 199, Sector-35
Noida - 201301 (UP)
<, Member Prof. (Dr.) Rajiv Garg

Director General of Health Services

Directorate General of Health Services (DGHS)

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

Member
(ex-officio)

Dr. Dharmendra Singh Gangwar

Additional Secretary & Financial Adviser

Ministry of Health & Family Welfare Government of India
Nirman Bhawan, New Delhi - 110 011
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5. Member Mr. Arun Singhal
(ex-officio) |Special Secretary
Ministry of Health & Family Welfare, Government of India
Nirman Bhawan, New Delhi - 110 011
6. Member Dr. Mandeep Kumar Bhandari
(ex-officio)  [Joint Secretary (Regulation)
Ministry of Health & Family Welfare, Government of India
Nirman Bhawan, New Delhi - 110011
7. Member Mr. Navdeep Rinwa
(ex-officio)  |Joint Secretary
Department of Pharmaceuticals
Ministry of Chemicals and Fertilizers, Government of India
Shastri Bhawan, New Delhi - 110011
8. Member Mr. Rajiv Wadhawan
(ex-officio) | Director (Drugs)
Ministry of Health & Family Welfare, Government of India
Nirman Bhawan, New Delhi - 110011
9. Member Dr. V.G. Somani
(ex-officio) | Drugs Controller General (I)
Central Drugs Standard Control Organization
Directorate General of Health Services
Ministry of Health & Family Welfare, Government of India
FDA Bhawan, Kotla Road, New Delhi - 110002
10. |Member Dr. Reba Chhabra
(ex-officio) | Director (I/c)
National Institute of Biologicals
A-32, Sector-62, Institutional Area, Noida - 201309 (U.P)
11. |[Member President
(ex-officio) [ Pharmacy Council of India
Combined Councils” Building, Kotla Road, Aiwan-E-Ghalib
Marg New Delhi - 110002
12. [Member Mr. Pankaj Patel
(ex-officio) | Chairman & Managing Director
Zydus Cadila Healthcare Ltd.
Zydus Tower, 6" Floor, Opp. Isckon Temple Satellite Cross Roads,
Sarkhej-Gandhinagar Highway, Ahmedabad - 380015
13. |Member Mr. C. Hariharan

(ex-officio)

Director (I/c)
Central Drugs Laboratory, 3, Kyd Street, Kolkata - 700016
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(ex-officio)

14. |(Member From Regulatory Bodies
(ex-officio) [ Central Drugs Standard Control Organisation
Directorate General of Health Services,
Ministry of Health & Family Welfare, Government of India,
FDA Bhawan, Kotla Road, New Delhi - 110002
15. [Member Director
(ex-officio) [National Institute of Pharmaceutical Education and Research
(NIPER)
Sector 67, SAS Nagar, Mohali - 160062
16. | Member Commissioners in-charge of Drug Control Administration
(ex-officio) [ Andhra Pradesh
17. | Member Commissioners in-charge of Drug Control Administration
(ex-officio) |Gujarat
18. | Member Commissioners in-charge of Drug Control Administration
(ex-officio) [Himachal Pradesh
19. |Member Commissioners in-charge of Drug Control Administration
(ex-officio) |Sikkim
20. |Member Commissioners in-charge of Drug Control Administration
(ex-officio) [ Uttar Pradesh
21. |Member Director
(ex-officio) |Jawaharlal Institute of Postgraduate Medical Education and
Research
Puducherry - 605006
22. | Member President
(ex-officio)  [Indian Drug Manufacturers Association (IDMA)
102-B, Poonam Chambers, “‘A” Wing’, Dr. Annie Besant Road,
Worli Mumbai - 400018
23. | Member President
(ex-officio) [ Organization of Pharmaceutical Producers of India
(OPPI)
Peninsula Chambers, Ground floor, Ganpat Rao Kadam Marg,
Lower Parel, Mumbai - 400013
24. (Member Secretary General

Indian Pharmaceutical Alliance (IPA)
A-205 Sangam, 14B S V Road, Santacruz West, Mumbai - 400054
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25. | Member Dr. G.N. Singh

Secretary Secretary-cum-Scientific Director

(ex-officio) Indian Pharmacopoeia Commission, Sector-23, Raj Nagar
Ghaziabad - 201002 (Till 30" August, 2019)

Dr. Jai Prakash
Secretary-cum-Scientific Director (I/c)

Indian Pharmacopoeia Commission, Sector-23, Raj Nagar
Ghaziabad - 201002 (w.e.f. 31 August, 2019 to continue)

GOVERNING BODY

1. |Chairperson |Ms. Preeti Sudan

(ex-officio) Secretary (Health & Family Welfare)

Ministry of Health & Family Welfare, Government of India
Nirman Bhawan, New Delhi - 110011

2. |[Co- Prof. (Dr.) N. K. Ganguly

Chairperson  |Former Director General, ICMR

C-191, 9" Floor, City View Apartment, Plot No. 199, Sector-35
Noida - 201301 (UP)

3. [Member Prof. (Dr.) Rajiv Garg

(ex-officio) Director General of Health Services

Directorate General of Health Services (DGHS)

Ministry of Health & Family Welfare, Government of India
Nirman Bhawan, New Delhi - 110011

4. |Member Dr. Dharmendra Singh Gangwar

(ex-officio) Additional Secretary & Financial Adviser

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

5. |Member Mr. Arun Singhal

(ex-officio) Special Secretary

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

6. |Member Dr. Mandeep Kumar Bhandari

(ex-officio) Joint Secretary (Regulation)

Ministry of Health & Family Welfare, Government of India
Nirman Bhawan, New Delhi - 110011
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Member
(ex-officio)

Mr. Navdeep Rinwa

Joint Secretary

Department of Pharmaceuticals

Ministry of Chemicals and Fertilizers, Government of India
Shastri Bhawan, New Delhi - 110011

Member
(ex-officio)

Mr. Rajiv Wadhawan

Director (Drugs)

Ministry of Health & Family Welfare, Government of India
Nirman Bhawan, New Delhi - 110011

Member
(ex-officio)

Dr. V.G.Somani

Drugs Controller General (I)

Central Drugs Standard Control Organization

Directorate General of Health Services

Ministry of Health & Family Welfare, Government of India
FDA Bhawan, Kotla Road, New Delhi - 110002

10.

Member
(ex-officio)

Dr. Reba Chhabra

Director (I/¢)

National Institute of Biologicals

A-32, Sector-62, Institutional Area, Noida - 201309 (UP)

11.

Member
(ex-officio)

President

Pharmacy Council of India

Combined Councils” Building, Kotla Road, Aiwan-E-Ghalib
Marg, Post Box No. 7020, New Delhi - 110002

12.

Member
(ex-officio)

Chairman & Managing Director

Zydus Cadila Healthcare Ltd.

Zydus Tower, 6" Floor, Opp. Isckon Temple, Satellite Cross
Roads, Sarkhej-Gandhinagar Highway, Ahmedabad - 380015

13

Member-
Secretary

(ex-officio)

Dr. G.N. Singh

Secretary-cum-Scientific Director

Indian Pharmacopoeia Commission
Sector-23, Raj Nagar, Ghaziabad - 201002
(Till 30" August, 2019)

Dr. Jai Prakash

Secretary-cum-Scientific Director (I/c)
Indian Pharmacopoeia Commission
Sector-23, Raj Nagar, Ghaziabad - 201002
(w.e.f. 31°t August, 2019 to continue)
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SCIENTIFIC BODY

1. [Chairperson |Prof. (Dr.) N. K. Ganguly

Former Director General, ICMR

C-191, 9" Floor, City View Apartment, Plot No. 199, Sector-35
Noida - 201301 (UP)

2. |Member Prof. (Dr.) Sanjay Singh

Vice Chancellor

Babasaheb Bhimrao Ambedkar University

(A Central University) Vidya Vihar, Raebareli Road
Lucknow - 226025 (UP)

3. [Member Dr. Raman Mohan Singh

Director

Central Drugs Testing Laboratory Central Drugs Standard
Control Organization, DGHS, Ministry of Health & Family
Welfare, Zonal FDA Bhawan, Belasis Road, GMSD Compound,
Mumbai Central, Mumbai - 400008

4. [Member Mr. Salim A. Veljee

Former Director

Directorate of Food & Drugs Administration
‘Dhanwantari’, Opp. Shrine of the Holy Cross Bambolim
Goa - 403202

5. [Member Dr. D. Srinivasa Reddy

Senior Scientist

Division of Organic Chemistry CSIR-National Chemical
Laboratory (NCL), Dr. Homi Bhabha Road, Pune - 411008
6. |Member Prof. (Dr.) Vinod Kumar Dixit

Former Dean, Faculty of Pharmacy & Retired Professor of
Pharmacognosy, Dr. Hari Singh Gour University

Sagar - 470003 (MP)

7. |Member Prof. Naveet Wig

Professor of Medicine

All India Institute of Medical Sciences (AIIMS)

Ansari Nagar, New Delhi - 110029
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8. | 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

9. |Member Dr. Amulya K. Panda
Director

National Institute of Immunology
Aruna Asaf Ali Marg, New Delhi - 110067

10. |[Member Dr. Praveen Khullar

Sr. Director Development Centre Goa &

Regional Co-ordinator APJ 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

Head-Global Regulatory Affairs

M/s Unilever

24" Floor, One Horizon Centre, Golf Course Road, Sector 42
Gurugram 122002

12. | Member Dr. Anil Kumar Tyagi

CSO, R&D Department

Mankind Pharma Ltd. 208, Okhla Industrial Estate, Phase 111
New Delhi - 110020

13. |Member Dr. Hemant Kumar Sharma

Associate President Research & Development

APL Research Centre II 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

15. | Member Dr. Ram A. Vishwakarma
Director CSIR-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, Maharashtra State
Government of Maharashtra, Survey No. 341

2m Floor, Bandra-Kurla Complex, Bandra (East)
Mumbai - 400051
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17. | Member Dr. V. Satyanarayana

Managing Director, Sipra Labs Ltd.
7-2-1813/5/ A, Industrial Estate, Sanath Nagar
Hyderabad - 500 018

18. | Member Mr. A. K. Pradhan

Deputy Drugs Controller (India)

Central Drugs Standard Control Organization

Directorate General of Health Services

Ministry of Health & Family Welfare, Government of India
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, New Delhi - 110017

20. | Member Dr. Sunil Gairola

Director (QC)

Serum Institute of India Pvt. Ltd.

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

21. |Member Dr. Ajay Kumar Singh

Director General (LS)

Defence Research and Development Organization (DRDO)
DRDO Bhawan, Rajaji Marg, Delhi - 110011

22. [Member Dr. Naresh Bhatnagar

Professor

Mechanical Engineering Department

Indian Institute of Technology (IIT) Delhi, Hauz Khas
New Delhi - 110016

23. |Member- Dr. G.N. Singh
Secretary Secretary-cum-Scientific Director
(ex-officio) Indian Pharmacopoeia Commission
Sector-23, Raj Nagar, Ghaziabad - 201002
(Till 30* August, 2019)

Dr. Jai Prakash

Secretary-cum-Scientific Director (I/c)
Indian Pharmacopoeia Commission
Sector-23, Raj Nagar, Ghaziabad - 201002
(w.e.f. 31 August, 2019 to continue)
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EXPERT WORKING GROUPS

Review of IP Work

Prof. C. K. Kokate, Dr. D. B. Anantha
Narayana, Dr. Nitya Anand, Mr. ]J. L.
Sipahimalani, Prof. Rama Shanker Verma,
Mr. R. Sridharan, Mr. R. Raghunandanan,
Prof. 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.

Active Pharmaceutical Ingredients

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

Allergens

Prof. SN. Gaur, Prof. MK. Aggarwal, Dr.
Surya Kant, Dr. AK. Jain, Dr. Naveen Arora,
Dr. W.A. Shaikh, Dr. Nagendra Prasad KV,
Dr. SE. Reddy, Mr. Assem Sahu, Dr. Jai
Prakash and Dr. Achla Prasad.

Anti-Cancer

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

Anti-Retroviral Drugs

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.

Antisera for Human use

CDL nominee, CDSCO nominee, Dr. Sumant
Karnik, Dr. Nitin Salvi, Dr. Krishna Mohan
B, Dr. Anil Yadav, Dr. Aldon Fernandes, Dr.
Anand Zachariah, Ms. Leena Menghaney.

Biological and rDNA Products

Dr. Surinder Singh, Dr. A Ramkishan, Dr.
Jaspreet Singh, Dr. C. Nirmala Raju, Ms.
Meenu Batolar, Mr. Parveen Jain, Dr. Rahul
Kulkarni, Prof. Rama Shanker Verma, Dr.
Sriram Akundi, Dr. Samir Sangitrao, Dr.
V.G. Somani.

Blood and Blood Related Products

Dr. Debasis 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.

Fixed Dosage Combination (FDC)

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

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.

General Chapter on Dosage Form

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 Bed.i.

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. Ramesh K.
Goyal, Dr. S. S. Handa, Prof. Dr. Shridhar
Dwivedi, Dr. Sanjeev Tripathi.
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Impurity Standard Review

Dr. Anil Kumar Tyagi, Dr. D.P. Pathak, Dr.
Hemat Kumar Sharma, Dr. PR. Upadhyay,
Prof. Saranjit Singh, Dr. SK. Dubey, Dr.
Vinod Kumar Kansal.

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 Mishra, Dr. Vinay G.
Nayak.

Medical Devices

Dr. S. Eswara Reddy, Mr. Aseem Sahu, Dr.
Hitendra Sahu, Mr. Prakash Bachani, Mr.
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,
Dr. Vaishali N. Patel.

Ophthalmic

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

Parenteral Preparation - General

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

Plastic Containers

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

Bal, Dr. DK. Dubey, Dr. M.G.R. Rajan, Dr.
Rakesh Kumar Sharma.

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.

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. Anil
Sood, Dr. S. N. Singh, Mr. Sanjay Gavkare,
Dr. T. V. S. Rao.

Website

Dr. Arun Kumar Mishra, Dr. D. B. Anantha
Narayana, Dr. Gurpreet Sandhu, Prof. R. K.
Goyal, Mr. R. Chandashekhar.
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3.

The financial year 2019-20 was a productive
year for the Indian Pharmacopoeia
Commission (IPC) to keep abreast the
stakeholders of new scientific developments
in the area of setting standards of drugs,
promotingrational use of medicinal products
through generic approach and to ensure
patient safety, their rights and well being
through Pharmacovigilance Programme of
India and Meteriovigilance Programme of
India. During crisis of Covid-19 pandemic,
IPC kept it services extended to its
stakeholders in above areas. The summary
of major achievements is as follows:

INDIAN PHARMACOPOEIA (IP)

To strengthen the quality of drugs in India,
Dr. Harsh Vardhan, Hon’ble Minister of
Health and Family Welfare, Govt. of India,
released the IP Addendum 2019 to IP 2018 on
5% July, 2019 at Nirman Bhawan, New Delhi.
The IP Addendum 2019 contains 66 new
Monographs including those of Chemicals
category (N=61), Herbs and Herbal
Products (N=3), and Radiopharmaceuticals
Preparations (N=2). It became official from
1 January, 2020.

Further IPC has drafted a total of 64 new
monographs for the Addendum 2021 to IP
2018 including 57 Chemical monographs,
2 Blood and Blood Related Products
monographs, 5 Herbs and Herbal Products
monograph and 7 General Chapters.

IP has been recognized formally by the
National Department of Regulation of
Medicines and Health Products of the
Ministry of Public Health of Islamic
Republic of Afghanistan and also will

SUMMARY OF ACHIEVEMENTS

be used based on the requirement as
reputable pharmacopoeia in the laboratory
of medicines and health products quality.
With this, a new beginning has been made
as Afghanistan has become the first country
to recognize the IP, pursuant to the efforts
of the Ministry of Health & Family Welfare
and the Ministry of Commerce.

IP REFERENCE SUBSTANCES
(IPRS)

A total number of 94 Reference Standards
have been developed during the index
period. This includes 13 IPRS, 21 Impurities,
and 60 IPRS lot replacements. Till date,
a total of 598 IPRS and 154 Impurity
Standards have been developed by the IPC
and comprehensive list is available on the
website of IPC (www.ipc.gov.in). In addition,
a total of 489 numbers of IPRS were retested
for their potency and stability. Also, a total of
211 new candidate materials were received
from stakeholders and processed to develop
new IPRS. A total of 81 candidate materials
are under validation to develop as IPRS and
Impurity Standards.

NATIONAL FORMULARY OF
INDIA (NFI)
» Total Subject Review Committee

meetings organized: 05 Nos.

» Major Changes for 6™ edition of NFI
as suggested and approved by Subject
Review Experts in above mentioned
meetings:

Indian Pharmacopoeia Commission
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New Monographs drafted for inclusion in 6 edition of NFI 36

New Chapters/Appendices drafted for inclusion

Merging of existing appendices of 5" Edition of NFI

Deletion of appendices

Existing NFI Chapters revised

Appendices revised

Ol | O | = | N| W

The chapter entitled as Medicines banned in sports is converted to Appendix in the 6

edition of NFI

PHARMACOVIGILANCE
PROGRAMME OF INDIA (PVPI)

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

>

PvPI extended its outreach to common
masses by enrolling 41 new AMCs
thereby enhancing the total number of
AMCs from 270 to 311.

Data collection, collation, analysis
and processing of ICSRs: NCC-PvPI
committed 63384 ICSRs received from
AMCs/ Pharmaceutical industries/
consumers, to VigiBase. The cases were
assessed for completeness, listedness/
unlistedness and clinical relevance for
possible Drug Safety Alerts/Signal. The
reporting patterns of adverse events are
on the increase every year.

The average annual completeness score
reflecting the quality of ICSRs generated
under PvPI accounts for about 0.8 out of
1.

The Signal Review Panel (SRP) of PvPI
recommended 7 Prescribing Information
Leaflet (PIL) changes and 1 signal to

Indian Pharmacopoeia Commission

the CDSCO for appropriate regulatory
actions.

After preliminary analysis of PvPI
data, 19 Monthly drugs safety alerts
were issued to sensitize the healthcare
professionals, patients and consumers
through PvPI Newsletters, bulk SMS
drug alerts, web-portal of IPC.

Based on the PvPl recommendations,
CDSCO has issued orders to the
concerned Marketing Authorization
Holder/Industry, a list of which was
uploaded on the web-portal of IPC.

The following events were regularly
organized by the NCC-PvPI:

National and International Workshops
on Pharmacovigilance

Awareness-cum-Sensitisation
Programmes

Skill Development Programmes
Induction-cum-Training Programmes

Advance Level Training Programmes
for Coordinators & PV Associates

Training Healthcare Professionals of
NABH Accredited Hospitals
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- Continuing Medical Education (CME)/
Continuing Pharmacy Education (CPE)
Programmes

- Interactive @ Meeting with MAH

representatives

- Trainings for Undergraduate/Research
Scholars

» Organised the “6™ Asia-Pacific Pharma-
covigilance (PV) Training Course” of
10 days from 24™ February to 6™ March,
2020 at Ghaziabad. Fourteen participants
from six countries including Bangladesh,
India, Nigeria, Philippines, Yemen and

Zimbabwe attended this training course.

MATERIOVIGILANCE
PROGRAMME OF INDIA (MVPI)

To ensure effectiveimplementation of MvPl as
well as to promote safety of Medical Devices,
the NCC-MvPI had launched Reporting
Tools and Documents on 8" February, 2019
at IPC, Ghaziabad. All reporting tools and
documents are made available on the website
of IPC (www.ipc.gov.in). The details are as
follows:

Total number of 1,257 Medical Devices
Adverse Events (MDAE) reports were
received and processed for subject expert
opinion.

The reports were processed at IPC NCC-
MvPI to ensure to get the as much as possible
information, reporters authenticity etc. thus
complete reports were carried forward to
clinical assessment and root couse analysis.

Serious and non-serious: Out of total 1257
reports, 69% reports were marked as serious
and 31% reports were reported as non-

serious. The criteria of seriousness taken
from Medical Devices Rules 2017.

76% of serious adverse events reports led
to further medical intervention. These
adverse events included mainly dissection,
stent thrombosis, stenos is, migration of
implanted device, stent elongation etc. 7
% of the serious adverse events led to the
patient death. 10% of the serious adverse
events led to hospitalization of patients
(prolongation of existing hospitalization
or re-hospitalization). 7% of the serious
adverse events were associated with other
causes: malfunctioning of the device, device
break, device expulsion, pain, infection,
manufacturing defects, quality issues, device
explosion etc.

Out of total 1,257 MDAE reports, 77% reports
were reported by Marketing Authorization
Holders (MAH), 21% reports were reported
by Medical Device Adverse Event Monitoring
Centres (MDMCs) and 2% reports were
received from Adverse Drugs Reaction
Monitoring Centres (AMCs) inclusive of 5
reports from consumers.

51% of total 1,257 reports were associated
with cardiac stents including drug eluting
stents, covered stents etc. 5% reports were
associated with catheter including, all
peripheral stents, guide wires etc. 3% cases
were associated with heart valves. 11%
reports were associated with intra-uterine
contraceptive devices, 4% reports were
related to orthopedic implants and 2%
reports were associated with IV cannula. All
the other medical devices contributed to a
total of 24% adverse event reports.

As the adverse events associated with
devices are reported on voluntary basis,
most of the cases were reported for follow
up information.

Indian Pharmacopoeia Commission



ACCREDITATION &
CERTIFICATION

» All the corrective actions of WHO
inspection were addressed and reports
sent to WHO for compliance regarding
IPC as a WHO Prequalified Quality
Control Laboratory.

»  Accreditation as per ISO/IEC 17025:2017
(revised version) successfully completed.

» The reassessment for Proficiency

Testing Provider (PTP) as per ISO/IEC
17043:2010 was conducted successfully.

» The Reference Material Producer as per
ISO/IEC 17034:2016 online application
form for reassessment was successfully
filled and submitted to NABL for further
action.

» The NCC-PvPI functions as
WHO  Collaborating  Center for
Pharmacovigilance in Public Health
Programmes and Regulatory Services.
The progress report for the period of
2019-20 has been submitted to WHO
Head Quarters, Geneva.

SKILL DEVELOPMENT

A total of 243 training programmes
were conducted by IPC in the area
of Pharmacopoeial Standards,
Phytopharmaceuticals, Pharmacovigilance
& Materiovigilance. This included skill
development  programmes, induction-
cum-trainings, advance-level trainings
and CMEs. These trainings have trained
as many as 14354 participants including
students, academicians, analysts, healthcare
professionals (Physicians, Nurses,
Pharmacists and allied health workers),
industry professionals etc.

Indian Pharmacopoeia Commission
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INTERNATIONAL
COOPERATION

» Renewal of IPC-USP MoU on 18t
November, 2019 at Nirman Bhawan,
New Delhi.

» Participation in the WHO Biowaiver
Project for providing a first step towards
the BCS-based classification of APIs.

» Participation in “International
Collaborative  Studies organized
by National Institute of Biological
Standardization and Control (NIBSC),
UKtoestablish the 2" WHO International
Standard for Insulin-like Growth Factor
I (IGF-I), recombinant, human, for
immunoassay (coded 19/166)”.

» International PT was organized for
the first time by the IPC in April 20109.
Eighteen WHO prequalified (QCL)
across the globe participated in the PT
Programme.

SALES & DISTRIBUTION

IPC has generated revenue amounting to
Rs. 9,02,54,571/- (Rupees Nine Crore Two Lac
Fifty Four Thousand Five Hundred Seventy
One Only) through the sale of IPRS &
Impurities Standards, providing analytical
services (CMSS, PT Services etc.) as well as
sales of its official publications.
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SCIENTIFIC ACTIVITIES

BACKGROUND

The Indian Pharmacopoeia Commission
(IPC) has been established by the Ministry
of Health & Family Welfare, Government of
India with the basic objectives of regularly
updating the Indian Pharmacopoeia (for
setting standards of drugs in the Country)
by publishing new edition and its Addenda,
fromtimetotime;National Formulary of India
(a reference book for rational use of generic
medicines) and other related tasks such as
preparation, certification and distribution of
Indian Pharmacopoeia Reference Substances
(IPRS). The Commission also functions as
National Coordination Centre (NCC) for
Pharmacovigilance Programme of India
(PvPl) and Materiovigilance Programme of
India (MvPI) for ensuring safety of patients/

drugs and medical devices, respectively, in
the Country.

IPC has the following functional Divisions:
Administration

Analytical Research & Development
Biologics

Finance & Accounts
Library-cum-Documentation Centre
Microbiology

Pharmacology

v Vv VvV VvV VvV V9V V9v v

Pharmacovigilance Programme of
India

Materiovigilance Programme of India
Phytopharmaceuticals

Publication

Quality Assurance

Reference Standard

v Vv Vv Vv V9v VY

Stores

Presently following activities are undertaken
by the IPC:

» Preparation, Publication and
Marketing of Indian Pharmacopoeia
(IP) and its Addendum at regular
interval.

» Preparation, Publication and
Marketing of National Formulary of
India (NFI) at regular interval.

» Preparation, Characterization and
Marketing of Indian Pharmacopoeia
Reference Standards (IPRS), IPRS for
Biotechnology Derived Therapeutic
Products and Impurity Standard.

» Preparation of Monographs for
Herbals including Phytopharm-
aceuticals to be included in IP.

» Carrying out testing of New Drugs
as received from the office of Drugs
Controller General (India) and
submission of testreportsaccordingly.

» Pharmacovigilance Programme of
India (PvPI) for monitoring and
improving the safe use of medicines.

Indian Pharmacopoeia Commission



Materiovigilance Programme of India
(MvPI) to collect, collate and analyze
the adverse events associated with
the use of medical devices.
International Cooperation.
Research & Development.
Imparting  hands-on-training  on
sophisticated analytical instruments

Annual Report 2019-20

to various professionals including
Government Analysts and Drugs
Inspectors under Skill Development
Programme.

Major achievements of IPC during
the year 2019-20 are summarized in
following chapters.

Indian Pharmacopoeia Commission
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4.

Indian Pharmacopoeia (IP) and its Addenda
are published by the Indian Pharmacopoeia
Commission (IPC) in fulfillment of
requirements of the Drugs and Cosmetics
Act, 1940 and the Rules, 1945 there under.
IP standards are regularly amended and
upgraded to meet the current requirements.
IP specifications are of utmost importance
for promoting the public health in the
country as these are official standards for
the determination of quality of medicines
and their components approved for
manufacturing and marketing in India.

PUBLICATION OF IP
ADDENDUM 2019 TO IP 2018

With a view to strengthen the quality of
drugs in India, Dr. Harsh Vardhan, Hon'ble
Minister of Health and Family Welfare,
Govt. of India, released the IP Addendum
2019 to IP-2018 on 5% July, 2019 at Nirman
Bhawan, New Delhi. The IP Addendum 2019
to IP-2018 contains 66 New Monographs
including those of Chemicals category
(N=61), Herbs and Herbal Products (N=3),

Additions (N=67)
General Monograph (N=1)
» Lotions
Chemical Monographs (N=61)
» Amiloride and Frusemide Tablets
» Amoxapine

» Amoxapine Tablets

INDIAN PHARMACOPOEIA

and Radiopharmaceuticals Preparations
(N=2). One General Monograph on Lotion
has also been included in this Addendum.
Special emphasis has been given to the
dosage forms of APl whose dosage forms
were not there in the IP 2018. General
chemical tests for identification of an article
have been almost eliminated and emphasis
is given to more specific infrared, ultraviolet
spectrophotometric,c, High Performance
Liquid Chromatography (HPLC) and High
Performance Thin Layer Chromatography
(HPTLC) tests. Special attention has been
given to include/upgrade dissolution
tests in the existing monographs. Most of
the existing assays and tests on related
substances have also been upgraded to
liquid chromatography method.

Considering  the  representations  of
the stakeholders, effective date for the
implementation of the IP Addendum 2019
was extended by a period of three months
and it became official from 1% January, 2020.

The category wise list of monographs in
Addendum 2019 to IP 2018 is as follows:

» Bendrofluazide
» Bendrofluazide Tablets
» Bupropion Hydrochloride

Indian Pharmacopoeia Commission
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Bupropion Hydrochloride Prolonged-
release Tablets

Candesartan Cilexetil
Candesartan Cilexetil Tablets
Cefdinir Capsules
Clopidogrel and Aspirin Tablets
Clotrimazole Lotion
Cyclosporine Oral Solution
Epirubicin Hydrochloride
Epirubicin Injection
Fluorometholone Acetate
Granisetron

Granisetron Hydrochloride
Granisetron Injection
Granisetron Tablets
Levocarnitine

Levocarnitine Tablets
Loratadine

Loratadine Tablets
Lovastatin

Lovastatin Tablets

Modafinil

Modafinil Tablets
Nimodipine

Nimodipine Tablets
Oxybutynin Tablets
Pentoxifylline

Pentoxifylline Prolonged-release Tablets

Perindopril Erbumine

Indian Pharmacopoeia Commission
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Perindopril Erbumine Tablets
Piperacillin Sodium

Piroxicam Gel

Propranolol Prolonged-release Capsules
Rifabutin

Rifabutin Capsules

Risperidone

Risperidone Tablets

Ropinirole Hydrochloride

Ropinirole Prolonged-release Tablets
Ropinirole Tablets

Sertaconazole Nitrate Cream

Sodium Alendronate Tablets
Solifenacin Succinate

Solifenacin Succinate Tablets
Sulbactam Sodium

Sulfasalazine

Sulfasalazine Gastro-resistant Tablets
Tazobactam Sodium

Teneligliptin Hydrobromide Hydrate
Teneligliptin Tablets

Venlafaxine Hydrochloride
Venlafaxine Prolonged-release Capsules
Venlafaxine Prolonged-release Tablets
Venlafaxine Tablets

Zaleplon

Zaleplon Capsules
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Herbs & Herbal Products (N=3)
Berberine Chloride

Henna Dry Powder

Karipatta

Radiopharmaceutical Preparation (N=2)
Gallium (68Ga) Edotreotide Injection

Sodium Chromate (51Cr) Injection

Revisions (N=274)

v Vv VvV VvV VvV V9V VvV VvV V9V Vv v

v Vv Vv Vv Vv

Chemical Monographs (N=243)
Acarbose

Acarbose Tablets

Acesulphame Potassium
Adrenaline Tartrate

Adrenaline Injection
Albendazole Tablets
Alfacalcidol

Dried Aluminium Hydroxide
Aluminium Hydroxide Gel

Amiloride Tablets

Aminophylline Prolonged-release
Tablets

Aminophylline Tablets

Amiodarone Hydrochloride
Ampicillin Sodium
Analgin

Anticoagulant ~ Citrate  Phosphate
Dextrose Adenine Solution

Aprepitant Capsules
Aspirin and Caffeine Tablets

v VvV VvV VvV VvV V9V V9V VvV VvV VvV 9V VvV V9V v
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Atazanavir Capsules

Atenolol and Chlorthalidone Tablets

Atorvastatin and Fenofibrate Tablets

Azithromycin Oral Suspension
Barium Sulphate for Suspension
Beclomethasone Dipropionate
Bendamustine Hydrochloride
Benzhexol Tablets

Betahistine Hydrochlorde
Betahistine Mesylate
Betamethasone Lotion

Bisacodyl Suppositories
Bisacodyl Gastro-resistant Tablets

Bisoprolol Fumarate
Hydrochlorothiazide Tablets

Bosentan Tablets

Bupivacaine Injection

Buspirone Tablets

Calamine Lotion

Calcium Levulinate

Calcium Levulinate Injection
Dibasic Calcium Phosphate
Calcium and Vitamin D3 Tablets
Carbimazole

Carbimazole Tablets

Carbomers
Carboxymethylcellulose Sodium
Cefpirome Injection

Cetylpalmitate

Indian Pharmacopoeia Commission
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Chlorpheniramine Maleate
Cilnidipine Tablets

Citalopram Hydrobromide
Clarithromycin Tablets
Clindamycin Injection
Clobetasol Cream

Clobetasol Ointment
Clobetasone Cream

Clomifene Citrate

Cloxacillin Sodium

Codeine Tablets

Colchicine Tablets

Compound Benzoic Acid Ointment
Corn Oil

Cottonseed Oil
Cyclobenzaprine Hydrochloride
Cycloserine Capsules
Cyproheptadine Hydrochloride
Daclatasvir Dihydrochloride
S-Dapoxetine Hydrochloride
Daunorubicin Injection
Dexamethasone
Dextromethorphan Hydrobromide

Dextromethorphan
Syrup

Diclofenac Diethylamine

Hydrobromide

Diclofenac Sodium and Paracetamol
Tablets

Dicloxacillin Sodium

Indian Pharmacopoeia Commission
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Diethylene Glycol Monoethyl Ether

Dimethicone

Diphenoxylate Hydrochloride and
Atropine Sulphate Tablets
Dipyridamole

Disodium Edetate

Disopyramide

Disulfiram Tablets

Docetaxel Trihydrate

Domperidone

Domperidone Maleate

Drospirenone and Ethinylestradiol
Tablets

Dydrogesterone

Enalapril Maleate and

Hydrochlorothiazide Tablets
Ephedrine Hydrochloride

Escitalopram Oxalate and Clonazepam
Tablets

Esmolol Hydrochloride
Dydrogesterone
Ethylcellulose

Ethyl Vanillin

Etophylline and
Prolonged-release Tablets

Theophylline

Ferrous Fumarate Tablets

Flumazenil Injection

Folic Acid and Methylcobalamin Tablets
Gabapentin

Gelatin
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Glibenclamide and Metformin Tablets
Glipizide

Guaiphenesin

Hydroxyzine Oral Solution
Hyoscine Butylbromide Injection
Ibuprofen and Paracetamol Tablets
Indapamide

Irinotecan Hydrochloride Trihydrate
Iron and Folic Acid Syrup

Iron and Folic Acid Tablets
Isotretinoin Gel

Labetalol Tablets

Lactulose

Lapatinib Ditosylate

Latanoprost and Timolol Ophthalmic
Solution

Letrozole

Levetiracetam

Levetiracetam Tablets

Levetiracetam Prolonged-release Tablets
Levodopa and Carbidopa Tablets
Levofloxacin Hemihydrate
Levonorgestrel Tablets

Levonorgestrel and Ethinyloestradiol
Tablets

Lopinavir and Ritonavir Tablets
LorcaserinHydrochlorideHemihydrate

Losartan Potassium

v Vv Vv VvV V9V V9V Vv Vv v

v Vv Vv v Vv

Magaldrate and Simethicone Oral

Suspension

Mefloquine Hydrochloride
Melphalan Tablets

Memantine Hydrochloride
Memantine Tablets

Menotropin for Injection

Mesalazine Prolonged-release Tablets
Mesna

Metadoxine

Metformin Hydrochloride Prolonged-
release Tablets

Metformin Hydrochloride Prolonged-
release and Glimepiride Tablets

Methylcobalamin

Methyldopa and Hydrochlorothiazide
Tablets

Methylprednisolone Acetate
Metoclopramide Syrup

Metoprolol ~ Succinate  Prolonged-
release and Amlodipine Tablets

Metronidazole Injection
Metronidazole Sterile Suspension
Metronidazole Tablets
Miconazole Cream

Montelukast Sodium and Levocetirizine
Hydrochloride Tablets

Mycophenolate Mofetil Capsules
Mycophenolate Mofetil Tablets

Nadifloxacin

Indian Pharmacopoeia Commission
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Naloxone Hydrochloride
Naproxen

Natamycin Opthalmic Suspension
Nicotinamide

Nicotinamide Tablets

Nicotinic Acid

Nicotinic Acid Tablets
Norfloxacin

Noscapine

Ofloxacin Opthalmic Solution
Ofloxacin and Ornidazole Tablets
Oleic Acid

Olmesartan Medoxomil and

Hydrochlorothiazide Tablets
Olopatadine Ophthalmic Solution

Omeprazole and

Capsules

Domperidone

Oxaliplatin

Oxaliplatin Injection

Oxprenolol Tablets

Oxybutynin Hydrochloride

Oxytocin

Oxytocin Injection

Oxytocin Nasal Solution
Paliperidone

Pantoprazole Gastro-resistant Tablets

Gastro-resistant and
Prolonged-release

Pantoprazole
Domperidone
Capsules

Paracetamol and Caffeine Tablets

Indian Pharmacopoeia Commission
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Pemetrexed Disodium Heptahydrate
Pemetrexed Injection

Pheniramine Maleate

Pheniramine Tablets

Phenylephrine Hydrochloride and

Chlorpheniramine Maleate Drops
Phytomenadione

Pilocarpine Nitrate

Pindolol

Pitavastatin Calcium

Polyethylene Glycol 4000
Pralidoxime Chloride

Pralidoxime Chloride Injection
Pravastatin Sodium

Procarbazine Hydrochloride Capsules
Prochlorperazine Mesylate
Progesterone Injectable Suspension
Proguanil Tablets

Promethazine Theoclate

Propofol

Quiniodochlor Cream
Quiniodochlor Ointment
Racecadotril Capsules

Racecadotril Sachet

Rebamipide

Repaglinide and Metformin Tablets
Riboflavin Sodium Phosphate

Rosuvastatin Calcium and Ezetimibe
Tablets
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Rosuvastatin and Fenofibrate Tablets
Roxithromycin Tablets

Saccharin

Saccharin Sodium

Selegiline Tablets

Sertaconazole Nitrate

Sertaconazole Nitrate Cream
Colloidal Silicone Dioxide

Sodium Ascorbate

Compound Sodium Chloride Solution
Sodium Citrate

Sodium Fusidate

Sodium Valproate Injection

Sodium Valproate Oral Solution

Sodium Valproate Gastro-resistant

Tablets

Sodium Valproate Tablets
Sorafenib Tosylate
Sorafenib Tablets
Sorbic Acid
Sorbitan Oleate
Soyabean Oil
Sucralfate
Sucralfate Tablets
Sulpiride
Tacrolimus
Tamoxifen Tablets

Tamsulosin Hydrochloride Prolonged-
release and Dutasteride Capsules

v Vv Vv Vv VvV VvV Vv Vv

v Vv Vv v Vv
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Telmisartan and Amlodipine Tablets

Telmisartan and Hydrochlorothiazide
Tablets

Tenofovir Disoproxil Fumarate Tablets
Terbinafine Hydrochloride
Terbinafine Cream

Terbutaline Sulphate

Ticagrelor

Tobramycin

Tolazamide

Trimethoprin and Sulphamethoxazole
Oral Suspension

Verapamil Tablets
Voglibose Tablets
Vinorelbine Injection
Xylometazoline Nasal Drops
Zoledronic Acid Injection
Herbs & Herbal Products (N=15)
Arachis Oil
Ashwagandha
Ashwagandha Dry Extract
Asthisamhrta
Daruharidra Roots
Eucalyptus Oil
Garcinia

Ginkgo Leaf
Ginkgo Dry Extract
Ginkgo Tablet

Green Coffee Bean Extract

Indian Pharmacopoeia Commission



Haridra
Jangli Haldi

Sahajana Leaf

v v v Vv

Sahajana Stick

Vaccines & Immunosera for Human
Use (N=2)

» Pneumococcal Polysaccharide
Conjugate Vaccine (Adsorbed)

» Typhoid Vi Conjugate Vaccine
Biotechnology Products (N=1)
» Filgrastim injectiont
Veterinary Monographs (N=13)
General

» Veterinary Vaccines:

Requirements
Buparvaquone
Buparvaquone Injection
Enrofloxacin Injection

Blackquarter Vaccine

v Vv Vv Vv Vv

Brucella Abortus (Strain 19) Vaccine,
Live

» Canine Coronavirus

Inactivated

Vaccine,

Canine Parvovirus Vaccine, Inactivated
Classical Swine Fever Vaccine, Live

Enterotoxaemia Vaccine, Inactivated

v v v Vv

Infectious Canine Hepatitis Vaccine,
Inactivated

P Peste Des Petits Ruminants Vaccine,
Live

» Sheep Pox Vaccine, Live Attenuated

Indian Pharmacopoeia Commission
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RELEASE OF AMENDMENTS TO
IP 2018

Based on the feedback received from
the stakeholders and scientific inputs/
suggestions of the subject experts, the
draft amendments in IP monographs
were proposed by IPC. Accordingly, the
Amendment List 04 to IP 2018 was released
on 28" February, 2020 for compliance with IP
2018 by the stakeholders.

IP ADDENDUM 2021 TO IP 2018

The work for Addendum 2021 to IP 2018 is
under review. A total of 64 new monographs
have been drafted and uploaded on IPC
website for inviting public comments. These
include 57 Chemical monographs, 02 Blood
and Blood Related Products monographs,
05 Herbs and Herbal Products Monographs,
and 07 new General Chapters. In addition,
monographs are also being considered for
their revision in the IP Addendum 2021.

New Draft Monographs (N=64)
Chemical Monographs (N=57)

Amlodipine and Atenolol Tablets
Amlodipine and Lisinopril Tablets
Amlodipine and Nebivolol Tablets

Artemether and Lumefantrine Tablets

v Vv Vv Vv Vv

Aspirin Gastro-resistant and
Atorvastatin Capsules

P Aspirin Gastro-resistant and
Rosuvastatin Capsules

» Atazanavir and Ritonavir Tablets

» Buprenorphine and Naloxone
sublingual Tablets

» Candesartan Celexitel and
Hydrochlorthiazide Tablets
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Cyclosporine Injection
Cyclosporine Eye Drops
Deferasirox

Deferasirox Tablets
Dextran 1

Dextran 40

Dextran 70
Disopyramide Phosphate
Dolutegravir Sodium
Dolutegravir Tablets

Dolutegravir, Lamivudine and
Tenofovir Disoproxil Fumarate Tablets

Eplerenone Tablets
Etizolam

Etizolam Tablets
Ferrous Ascorbate

Ferrous Ascorbate and Folic Acid
Tablets

Ferrous Ascorbate and Folic Acid
Suspension

Flunarizine Dihydrochloride
Flunarizine Tablets

Itopride Hydrochloride
Itopride Tablets
Luliconazole

Luliconazole Cream

Luliconazole Lotion

Herbs & Herbal Products (N=5)
Bael

Chaulai

Powdered Senna Leaf
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Lumefantrine

Pamidronate Disodium

Pamidronate Disodium Injection
Prasugrel Hydrochloride

Prasugrel Tablets

Quetiapine Prolonged-release Tablets

Rabeprazole Gastro-resistant and
Itopride Prolonged-release Capsules

Raltegravir Potassium
Raltegravir Tablets

Rivastigmine Tartrate
Rivastigmine Capsules
Temozolomide Injection
Tenofovir Alafenamide Fumarate

Tenofovir Alafenamide Fumarate
Tablets

Tenoxicam

Tenoxicam Tablets
Ticagrelor Tablets
Ticarcillin Monosodium
Tigecycline

Tigecycline Injection
Vildagliptin

Vildagliptin Tablets
Zuclopenthixol Decanoate

Zuclopenthixol Decanoate Injection

Upakunchika
Patha

Indian Pharmacopoeia Commission



Blood & Blood Related Products (N=2)
» Anti-D Blend (IgM + IgG) Reagent
» Anti-D (IgG) Monoclonal Reagent
New Draft General Chapters (N=7)
» Therapeutic Monoclonal Antibodies

» Design and Development of Biological
Assay and its Validation

Microscopic sections of the herb
Preparation of Powders
Fluorescence characteristics

Determination of Leaf Constants

v Vv Vv Vv Vw9

Determination of Foreign Organic
Matter by Lycopodium spore method

RECOGNITION OF IP IN OTHER
COUNTRIES

It is a matter of great pride that IP has
been recognised formally by the National
Department of Regulation of Medicines and
Health Products of the Ministry of Public
Health of Islamic Republic of Afghanistan
and also will be used based on the
requirement as reputable pharmacopoeia
in the laboratory of medicines and health
products quality. With this, a new beginning
has been made as Afghanistan has become
the first country to recognize the Indian
Pharmacopoeia pursuant to the efforts of
Department of Commerce and the Ministry
of Health & Family Welfare.

Also, proposals for recognition of IP by
various other countries (including Peru,
Bangladesh, Nigeria) have also been
submitted through Ministry of Commerce
and Ministry of External Affairs and are
being followed up.

Indian Pharmacopoeia Commission
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SENSITIZATION FOR
IMPLEMENTATION OF IP

Sensitization for Implementation of IP

Indian Pharmacopoeia Commission had sent
a letter to Drugs Controller General (India),
CDSCO, New Delhi and All India Institute
of Medical Sciences (AIIMS) for sensitization
on compliance of Indian Pharmacopoeia
(IP) 2018 among the Pharmaceutical
Manufacturers, Laboratories, Importers,
Exporters and other Stakeholders.

A letter has been sent to the Institutions
approved by Pharmacy Council of India
(PCI) for sensitization on latest edition of
Indian Pharmacopoeia (IP) 2018 and its
Addendum 2019.

The IPC had sent the letter to IDMA, BDMA,
FOPE, OPPI, FICCI, CIPI, ASSOCHAM,
PHARMEXIL with the request to sensitize
Pharmaceutical manufacturers, Laboratories,
Importers, Exporters and other Stakeholders
under their membership, in order to ensure
the availability of authentic version of the IP
2018 for better compliance of standards and
overall improvement of public health in the
country.
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9.

The Indian Pharmacopoeia Reference
Substances (IPRS) are highly characterized
substances that are used in the official
methods prescribed in the 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
stakeholderstoqualify theworkingstandards
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
collaborative = 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.

IP REFERENCE SUBSTANCES

DEVELOPMENT OF IPRS AND
IMPURITY STANDARDS

A total number of 94 IPRS were developed
including 13 new IPRS, 21 new Impurity
Substance (IMP) and 60 IPRS new lot replace
against existing ones. Till date, a total of 598
IPRS and 154 Impurity Standards have been
developed at IPC and the list of available
IPRS and Impurity Standard is available on
IPC website (www.ipc.gov.in).
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Fig. 1: Trend of IPRS and Impurity Standard
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List of newly developed IPRS & Impurity Standards and IPRS Lot change is given below:
Development of New IPRS (N=13)

_ > Methylergometrine IPRS/43/19
Maleate
» Carisoprodol IPRS/78/15 » Modafinil IPRS/47/19
» Cyclosporine IPRS/13/17 » Mupirocin IPRS/16/19
» Fesoterodine Fumarate | IPRS/52/19 » Natamycin IPRS/10/19
» Hydrochlorothiazide IPRS/38/20 » Risperidone IPRS/44/19
» Levosulpride IPRS/21/19 » Tacrolimus IPRS/128/16
» Loratadine IPRS/45/19 » Teneligliptin IPRS/46/19
Hydrobromide Hydrate
Development of New Impurity Standards (N=21)
(NS ORpUri N GENGIN > Mepyramine Maleate | IMP/14/18
» (+)-Dihydroquinidine IMP/09/19 Impurity C
» Clotrimazole Impurity B | IMP/13/19 » Norfloxacin Impurity A |IMP/08/19
» Etodolac Impurity C IMP/18/19 » Ondansetron Impurity C [IMP/10/19
» Fenofibrate Impurity A |IMP/12/17 » Ondansetron Impurity D [IMP/19/19
» Fenofibrate Impurity B |IMP/16/18 » Proguanil Hydrochloride |IMP/11/19
» Gliclazide Impurity F IMP/36/17 Impurity C
» Glimepiride Impurity C | IMP/17/19 > Proguanil Hydrochloride |IMP/21/19
b Glimepiride Impurity D |IMP/23/19 Impurity D .
» Hydroxychloroquine IMP/14,/19 » Pyridoxine HCI Impurity |IMP/15/19
Sulphate » Pyridoxine Impurity B IMP/20/19
» Ibuprofen Impurity F IMP/22/19 P Rifampicin N-Oxide IMP/24/19
» Lamivudine Impurity A |IMP/12/19 b Valproic Acid Impurity C|IMP/16/19

IPRS Lot Change (N=60)

» Abacavir Sulphate IPRS/28/13 IPRS/56/19
» Agomelatine IPRS/80/13 IPRS/41/19
» Amantadine Hydrochloride IPRS/243/12 IPRS/04/19
» Amisulpride IPRS/69/13 IPRS/73/19
» Amlodipine Besylate IPRS/66/13 IPRS/69/19
» Ampicilline sodium IPRS/182/12 IPRS/79/18
» Anastrozole IPRS/119/12 IPRS/11/19
» Atorvastatin Calcium IPRS/65/14 IPRS/63/19
Indian Pharmacopoeia Commission
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» Beclomethasone Dipropionate IPRS/23/14 IPRS/09/19
» Benzocaine IPRS/211/12 IPRS/32/19
» Buclizine Hydrochloride IPRS/07/13 IPRS/53/19
» Calcium Panthotenate IPRS/264/12 IPRS/03/19
» Captopril IPRS/125/12 IPRS/27/19
» Carbidopa IPRS/127/12 IPRS/38/19
» Cefotaxime sodium IPRS/57/15 IPRS/14/19
» Cefpodoxime Proxetil IPRS/68/14 IPRS/58/19
» Ceftriaxone Sodium IPRS/60/13 IPRS/13/19
» Clomipramine HCI IPRS/137/12 IPRS/18/19
» Cyproterone Acetate IPRS/65/12 IPRS/40/19
» Dexlansoprazole IPRS/96/13 IPRS/54/19
» Diclofenac Sodium IPRS/03/17 IPRS/08/19
» Diloxanide Furoate IPRS/99/12 IPRS/30/18
» Doxepin Hydrochloride IPRS/05/13 IPRS/22/19
» Doxycycline Hydrochloride IPRS/52/13 IPRS/67/18
» Emtricitabine IPRS/34/13 IPRS/28/19
» Enrofloxacine IPRS/42/13 IPRS/80/18
» Eplerenone IPRS/06/14 IPRS/68/19
» Etoposide IPRS/132/12 IPRS/34/19
» Etoricoxib IPRS/10/18 IPRS/61/19
» Ezetimibe IPRS/77/13 IPRS/66/19
» Ferrous Fumarate IPRS/156/12 IPRS/02/19
» Galantamine Hydrobromide IPRS/84/13 IPRS/39/19
» Gamma Benzene Hexachloride I[PRS/19/12 IPRS/24/18
» Griseofulvin IPRS/254/12 IPRS/21/18
» Haloperidol IPRS/163/12 IPRS/18/18
» Hydralazine Hydrochloride IPRS/262/12 IPRS/23/19
» Labetalol Hydrochloride IPRS/195/12 IPRS/36/19
» Levamisole HCI IPRS/178/12 IPRS/33/19
» Levodopa IPRS/131/12 IPRS/06/19
» Levofloxacin Hemihydrate IPRS/44/15 IPRS/50/19
» Lithium carbonate IPRS/164/12 IPRS/20/19
» Magaldrate IPRS/105/12 IPRS/12/19
» Methotrexate IPRS/231/12 IPRS/83/18
» Methyl Salicylate IPRS/234/12 IPRS/01/19
» Ornidazole IPRS/75/14 IPRS/51/19
» Paracetamol IPRS/54/14 IPRS/74/19
» Piperacillin IPRS/43/13 IPRS/81/18
Indian Pharmacopoeia Commission
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» Potassium Citrate IPRS/157/12 IPRS/31/19
» Potassium Sorbate IPRS/112/12 IPRS/24/19
» Promethazine Theoclate IPRS/167/12 IPRS/55/19
» Pseudoephedrine HCI IPRS/158/12 IPRS/66/18
» Pyrantel Pamoate IPRS/73/10 IPRS/30/19
» Pyridoxine HCI IPRS/76/14 IPRS/19/19
» Rabeprazole IPRS/134/14 IPRS/25/19
» Racecadotril IPRS/124/13 IPRS/67/19
» Rupatadine Fumarate IPRS/123/13 IPRS/71/19
» Salmeterol Xinafoate IPRS/62/12 IPRS/35/19
» Tapentadol HCI IPRS/94/13 IPRS/42/19
» Ursodeoxycholic Acid IPRS/101/13 IPRS/53/18
» Warfarine Sodium Clathrate IPRS/55/12 IPRS/29/19

VALIDATION OF CANDIDATE MATERIAL

A total of 81 candidate materials are under validation to develop as IPRS and Impurity

Standard. The detailed list is as follows:

_ » Candesartan Cilexetil IPRS/79/19
» Cefazolin Sodium IPRS/08/20
» Acebutolol Hydrochloride [IPRS/33/20 b Cefepime Hydrochloride |IPRS/17/20
»_Albendazole IPRS/18/20 » Cefoperazone Sodium IPRS/09/20
» Alfuzosin Hydrochloride |[IPRS/62/19 » Chloramphenicol IPRS/77/19
» Ambroxol Hydrochloride |[IPRS/85/19 Palmitate
» Amiloride Hydrochloride [IPRS/76/19 » Chlorhexidine IPRS/34/20
» Aminophylline IPRS/32/20 Hydrochloride
» Amphotericin B IPRS/ 22,20 » Cilnidipine Impurity A IMP/02/18
b Aspartame IPRS/49/19 » Clemastine Impurity C IMP/03/18
> Aspirin IPRS / 88 / 19 4 piphephydramine IMP / 25 / 18
. impurity -A(2-
» Azathioprine IPRS/75/19
(Benzhydryloxy)-N-
» Benzhexol Impurity A IMP/06/19 methylethamine)
» Bisacodyl Impurity C IMP/10/18 » Disulfiram IPRS,05,/20
» Bronopol IPRS/07/20 | |» Divalproex Sodium IMP/07/19
» Bumetanide Impurity A IMP/28/18 Impurity A
» Bupivacaine IPRS/21/20 » Domperidone IPRS/28/20
Hydrochloride » Ebastine Impurity C IMP/02/19
» Buspirone Hydrochloride |[IPRS/37/20
» Caffeine IPRS/14/20
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» Ebastine Impurity D(1- IMP/26/18
[4-(1,1-Dimethylethyl)
phenyl]-4-(4-hydroxy
piperidin-1-yl)butan-1-
one)

» Ethosuximide IPRS/17/19

» Exemestane IPRS/73/18

» Famotidine Impurity C IMP/27/18

» Famotidine Impurity F IMP/01/19

» Felodipine Impurity A IMP/04/18

» Finasteride Impurity A IMP/03/19

» Fluphenazine Decanoate | IPRS/20/20

» Furosemide IPRS/25/20

» Gabapentin IPRS/84/18

» Gentamicin Sulphate IPRS/57/19

» Granisetron IPRS/29/20

» Homatropine Methyl IMP/04/19
Bromide Impurity C

» Homotropine IPRS/81/19
Hydrobromide

» Isoxsuprine Hydrochloride | IPRS/27/20

» Ketarolac Impurity B IMP/30/18

» Ketoprofen IPRS/10/20

» Levonorgestrel IPRS/30/20

» Meloxicam Impurity B IMP/29/18

» Methyl Prednisolone IPRS/84/19
Acetate

» Methyldopa IPRS/11/20

» Minoxidil IPRS/86/19

» Nitrofurantoin IPRS/24/20

» Norfloxacin Impurity H IMP/05/18

» Nystatin IPRS/02/20

» Oxytetracycline HCI IPRS/76/18

» Penicillamine IPRS/83/19
(D-Penicillamine )

» Pentazocine IPRS/12/20

» Povidone lodine IPRS/03/20

» Primaquine Phosphate IPRS/23/20

» Quinine Sulphate IPRS/36/20
» Quiniodochlor IPRS/01/20
P Ritonavir IPRS/15/20
» Ropivacaine IPRS/19/20
Hydrochloride
» Salbutamol Sulphate IPRS/89/19
» Sodium Alendronate IPRS/71/18
Trihydrate
» Solifenacin Succinate IPRS/82/19
» Spiramycin IPRS/35/20
» Stavudine IPRS/04/20
» Sulbactam Sodium IPRS/77/18
» Sulfasalazine IPRS/78/19
» Sulphamethoxazole IPRS/13/20
» Sumatriptan Succinate IPRS/37/19
» Thyroxine Sodium IPRS/26/20
» Topiramate Impurity A IMP/08/18
» Topiramate Impurity B IMP/06/18
» Tramadol Impurity E IMP/05/19
» Triprolidine IPRS/31/20
Hydrochloride
» Tropicamide IPRS/80/19
» Voglibose IPRS/07/19
IMPURITY STANDARDS

Safety of drug products is largely dependent
upon the presence of impurities in them.
Impurities in pharmaceuticals are unwanted
chemicals that remain with the Active
Pharmaceutical Ingredients (APIs) or
developed during formulation or developed
upon ageing of both APIs and drug
formulations. In order to achieve the goal of
promoting maximum safety of medicines to
the public health, IPC provides standards for
impurities.

IPC has synthesized 09 impurity standards
through collaborations with other national
laboratories like CSIR-National Chemical

Indian Pharmacopoeia Commission



Laboratory, Pune and CSIR-Indian Institute
of Chemical Technology, Hyderabad.

Impurity Synthesized (N=9)

Atracurium Besylate Impurity |
Benzhexol Impurity A

Divalproex Sodium Impurity A
Finasteride Impurity A

Glipizide Impurity D

Homatropin Methyl Bromide Impurity C
Prazequental Impurity A

Sulpuride Impurity B

» Tramadol Impurity E

VvV v vV vV vV vV v Vv

A total of 19 impurity standards have
been procured by IPC. The list of which is
appended below:

Impurity Standards Procured (N=19)

4-ChloroAcetanalide

Clotrimazole Impurity B

Dihydro Quinidine

Etodolac 1-methyl analogue
Glimepiride Impurity C

Glimepiride Impurity D
Hydroxychloroquine Sulphate
Ibuprofen Impurity F

Lamivudine Impurity A

Norfloxacin Impurity A
Ondanseteron Impurity D
Ondansetron Impurity C

Proguanil Hydrochloride Impurity C
Proguanil Hydrochloride Impurity D
Pyridoxine Hydrochloride Impurity A
Pyridoxine Impurity B

Refampicin N-Oxide

Salicyllic Acid

Valproic Acid Impurity C

VvV VvV ¥V ¥V vV vV ¥V VvV vV vV vV vV VvV vV vV VvV v v vy
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RETESTING AND
MAINTENANCE OF IPRS

A total of 489 numbers of IPRS were retested
for their potency and stability. Retesting is
performed on IPRS initially after 2 years
followed by yearly basis.

In addition, a total of 211 new candidate
materials have been received from
stakeholders and CDSCO and processed to
develop new IPRS and impurity standards.
The list of new candidate material received
from various stakeholders are as follows:

New Candidate Materials Received from
Stakeholders

(+)-Dihydroquinidine
4-ChloroAcetanalide
Abacavir Sulphate (N=2)
Acebutalol HCI

Agomelatine (N=3)
Alfuzosin Hydrochloride
Ambroxol HCI

Amiloride Hydrochloride (N=3)
Aminophylline

Amisulpride

Amlodipine Besylate
Amphotericin

Ampicilline Sodium
Aspartame

Aspirin (N=2)

Atorvastatin Calcium
Azathioprine

Azilsartan Medoximil
Beclomethasone dipropionate
Benzocaine

Betacarotine 20% CWD/R
Buclizine

Bupivacaine HCl Monohydrate

V VvV ¥V ¥V ¥V VvV VvV ¥V VvV vV VvV VvV vV VvV vV VvV VvV vV VvV VvV VvV v v vy
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Calcium D-Pantothenate
Candesartan Cilexetil
Carbidopa

Cefaclore

Cefixime

Cefotaxime Sodium
Cefpodoxime Proxetil (N=2)
Ceftraixone Sodium
Cellulose Acetate Phthalate
Chloramphenicol Palmitate
Chlorpheniramine Maleate
Chlorthalidone

Cilostazole

Citicholine Sodium (N=2)
Clopidogrel Bisulphate
Clorhexadin Hydrochloride
Clotrimazole

Clotrimazole Impurity B
Clovastatin

Cross Povidone
Crosscarmelose Sodium
Cyproterone Acetate
Dapoxetine Hydrochloride
Devalporax Sodium
Dexlansoprazole
Dexlansoprazole Sesquihydrate
Dextrose (Anhydrous) (N=2)
Dimethicone

D-Limonene

Domperidone

Doxofylline

D-Penicillamine

Dry Vitamin Palmitate 500
Dry-Vitamin A Palmitate 250ms
Dry-Vitamin B12 0.1% GFP
Dry-Vitamin D3 100
Dry-Vitamin E Acetate 50% CWD
Emtricitabin Impurity

VvV VvV ¥V VvV ¥V V¥V VvV VvV ¥V VvV ¥V VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV vV v v v

V¥V VvV V¥V ¥V ¥V ¥V V¥V VvV VvV VvV ¥V ¥V VvV VvV VvV VvV V VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV vV vV VvV VvV vV VvV v v v

Emtricitabine

Eplerenone

Etodolac 1-methyl analogue
Etoposide

Etoricoxib

Eucalytol

Ezetimbe

Fesoterodine Fumarate
Fexofenadine Hydrochloride
Finasteride (N=3)
Fluphenazine Decanoate
Fluphenazine Hydrochloride
Furosemide (N=2)
Galantamine HBr
Glimepiride

Glimepiride Impurity C
Glimepiride Impurity D
Graniseterone HCl
Granisetron HCI (N=2)
Haloperidol (N=3)
Homatropine Hydrobromide
Hydralazine HCl
Hydrocortisone Butyrate
Hydroxy Urea
Hydroxychloroquine Sulphate
Ibuprofen Impurity F
Ipratropium Bromide
Isopropyl Marystate
Isomenthone

Isotretionoin (N=2)
Isoxsuprine HCL (N=2)
Labetalol Hydrochloride
Lamivudine Impurity A
L-Carvone

Levamisole HCL
Levofloxacin Hemihydrate (N=2)
Levonorgrestrol
Levosulpride

m Indian Pharmacopoeia Commission



VvV VvV vV vV vV vV vV v v Vv

Linezolid

Loratidine

Lysine

Maltodextrin

Menthone

Menthyl Acetate

Methyl Predinisolone Acetate
Methylergometrine Maleate
Minoxidil (N=2)

Modafinil (N=2)

V Montelukast Sodium (N=3)

VvV VvV ¥V VvV ¥V ¥V ¥V ¥V VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV vV VvV VvV VvV VvV v v VY

Mupirocin

Nitrofurantoin

Norfloxacin Impurity A

Nystatin

Ofloxacin

Ondanseteron Impurity D
Ondansetron Impurity C

Ornidazole

Oxyclozanide

Paracetamol

Peppermint Oil

Piroxicam

PolAcryline Potassium

Potassium Citrate

Potassium Sorbate (N=2)
Praziquantel

Primaquine Phosphate

Procvine Benzyl

Proguanil Hydrochloride Impurity C
Proguanil Hydrochloride Impurity D
Promethazine Theoclate (N=2)
Pyridoxine Hydrochloride
Pyridoxine Hydrochloride Impurity A
Pyridoxine Impurity B

Quinine Sulphate

Quinodochlor

Indian Pharmacopoeia Commission

V¥V VvV ¥V ¥V V¥V ¥V VvV VvV VvV ¥V ¥V VvV VvV VvV VvV ¥V VvV VvV VvV VvV VvV VvV VvV VvV vV VvV VvV VvV VvV vV VvV VvV VvV v v v

Annual Report 2019-20

Rabeprazole Sodium (N=2)
Racecadotril

Ranitidine HCL

Rifampicin Anoxide
Ropivacaine HCI
Rosuvastatin Calcium
Rupatadine Fumarate
Saccharine Sodium
Salbactum Sodium
Salbutamol Sulphate
Salicyllic Acid

Salmeterol Xinafoate (N=2)
Sertraline Hydrochloride (N=2)
Simvastatin (N=2)

Sodium Metabisulphate
Solifenacin Succinate (N=2)
Spiramycin

Sulbactum Sodium
Sulfasalazine
Sulphamethoxazole
Sumatriptan HCI
Sumatriptan Succinate (N=3)
Tadalafil

Talcum

Tapantadol Hydrochloride (N=2)
Tazobactum Sodium
Telmisartan

Thyroxin Sodium

Ticagrelor

Tonkat-ali

Tramadol Hydrochloride
Triprolidine HCl
Tropicamide

Valethamate Bromide
Valproic Acid Impurity C
Vitamin A palmitate 1.7ml Unit/gm
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ANALYSIS OF NEW DRUGS
SUBSTANCES

IPC has started verifying the testing
protocols for drugs that have recently been
introduced in the Indian market on the
approval of DCG(]) office. In the 41° Drugs
Consultative Committee (DCC) meeting, the
members have decided that the 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. The protocols
are available on demand.

Total no. of 510 New Drugs samples were
received from the office of Drugs Controller
General (India) for verification, and report
for the same has successfully been submitted
to the respective office.

Analysis of Drug Samples: 2141
» Candidate Reference Material of IPRS : 94
* New Drugs Samples (NDS) : 510

* Miscellaneous Samples : 1537

DRUGS SAMPLES ANALYSIS

A total of 1537 samples received from
CDSCO, Central Medical Services Society
(CMSS) and Inter Laboratory Comparison
(ILC) at IPC for the analysis and reports of
the same were successfully submitted to the
respective offices.

1537
1600 -

1200 -
800 583
400 .
0 - . .

510
NDS CMSS/Misc IPRS

Fig. 2: Number of Samples Analyzed
During 2019-20
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6_ NATIONAL FORMULARY OF INDIA

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

» Total Subject Review Committee
meetings organized: 05 Nos.

» Major Changes for 6™ edition of NFI
as suggested and approved by Subject
Review Experts in above mentioned
meetings:

= New Monographs drafted: 36 Nos.

= New Chapters/Appendices drafted
for Inclusion as follows:

- Good Distribution Practices
- How to use NFI?
- Salient Features of NFI

= The following existing NFI Chapters
have been revised:& -
Antiepileptic Drugs

- Antidiarrhoeals and Laxatives
- Drugs for Respiratory Diseases

- Antiallergics and Drugs used in
Anaphylaxis

- Analgesics, Antipyretics, Non-

Steroidal
Drugs (NSAIDs)

Anti-Inflammatory

- Antacids and Anticuler Drugs
- Dermatological Drugs

- Diuretics

- Drugs in Osteoporosis

The chapter entitled as Medicines
banned in sports is converted to
Appendix.

Appendices- ‘Causality Assessment
of Adverse Drug Reactions’ and
‘Pharmacovigilance Programme
of India” from 5% Edition of NFI
were merged into one appendix
‘Pharmacovigilance Programme of
India’.

Deletion of appendices/Chapters
from existing 5" edition of NFI:
Appendix 16- Pharmacogenetics.

The following Appendices have been
revised:

- Poisons Information Centres in
India

- Drugs banned in India

- National Health Programmes
(NHPs)

- National Immunization and
Indian Academy of Pediatrics
Immunization Schedule

- National List of Essential Medicines
of India, 2015

Indian Pharmacopoeia Commission
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7 PHARMACOVIGILANCE

PROGRAMME OF INDIA

GENESIS

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
(PvPl) is Government of India’s flagship
drug safety monitoring programme which
collates and analyses drug-related adverse
events. Ministry of Health and Family
Welfare, Government of India recasted this
programme on 15" April, 2011 resulting
in shifting PvPl 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.

MISSION

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

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/ minimize 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.

Providetrainingand consultancy support
to other National Pharmacovigilance
Centres.

Promote quality and safe wuse of
medicines.

Provide scientific support to WHO
members states/ countries participation
in PIDM for PV in public health
programmes and regulatory services
being PvPI as 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.

Indian Pharmacopoeia Commission
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Signal Review Panel (SRP)

The Signal Review Panel (SRP) of PvPI
comprises scientists and clinical experts
affiliated to government 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 identifies and confirms the signals
from ICSRs. It also decides upon actionable
indicators.

Core Training Panel (CTP)

The Core Training Panel (CTP) of PvPl
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
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PVPI COMMUNICATION
CHANNELS ._
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communication channels are key
to successful functioning of any
programme. The dissemination
of knowledge and expertise at
NCC-PvPI percolates to the target
audience and across the board to
the AMC:s affiliated to it with use
of state-of-the-art information
technology. The various modes
of communication by which
PvPI channelizes data flow are
represented in the figure below:
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Fig. 4: Communication of data flow in PvPI
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REPORTING ADRS

Who Can Report?

Consumers/Patients Physicians Pharmacists Nurses

"' =
Healthcare Professionals Pharmaceutical Companies ~ ADR Monitoring Centres
Whom to Report?

r ST
¥ ._'J ganization

Ire

INDIAN PHARMACOPOEIA COMMISSION
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WHO COLLABORATING CENTRE
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National Coordination Centre (NCC), form available on the official website of IPC (http://
www.ipc.gov.in) or the CDSCO (http://www.cdsco.nic.in)

Nearby AMCs PvPI Helpline PvPI Mobile App icsr.nccpvpi @gmail.com
(1800-180-3024) ADR PvPI pvpi.compat@gmail.com
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Why to Report?

For health safety benefit

Benefit Risk-optimization of drugs by evidence-based research
Data help to make safe use of medicines

Prompting regulatory action by omnibus database

Raising awareness level to report ADRs

What to Report?

All types of suspected ADRs

» Known or unknown
» Serious or non-serious
» Frequent or rare

ADRs by

» Medicines

» Medical Devices

» Biologicals including Vaccines

» Herbal Drugs/Nutraceuticals, etc

Off-label Use:

v v v vV

» Use of medicines for unapproved indication
» Use of medicines for unapproved age group, dosage or route of administration

Misuse:

» Use of a medication (for a medical purpose) other than as directed or as indicated
» Taking medicine more/more often or for longer period of time

Overdose:

» Ingestion/application of a medicine in quantities much greater than recommended
» An overdose may be intentional/accidental

Abuse:

» Nonmedical use of a substance for psychic effect, dependence, or suicide attempt or
gesture

» All recreational use of substances for any reason
Special focus on drug use in:

» Pregnancy

» Lactation

» Pediatric population
» Geriatric population

Indian Pharmacopoeia Commission
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CHANNELS FOR REPORTING
AE/ADRS

The Suspected ADR Form for Healthcare
Professionals (HCPs) and Medicines Side-
Effect Reporting Form (For Consumers)
are available on IPC website (www.ipc.
govin) or CDSCO site (www.cdsco.nic.
in) and in National Formulary of India
2016. The Medicines Side-Effect Reporting
Form (For Consumers) is available in 10
Indian languages: Hindi, Bengali, Gujarati,
Kannada, Malayalam, Marathi, Assamese,
Oriya, Tamil and Telugu.

Adverse Drug Reactions Reporting

The Pharmacovigilance Programme of
India (PvPI) is responsible for collection,
assessment, detection and communication
of risks associated with the use of medicines
in Indian Population. The ICSRs collected by
Adverse Drug Reaction Monitoring Centres
and Marketing Authorization Holders are
communicated to NCC-PvPL. The Annual
database accounts for 63384 ICSRs for the
index period.

8000

6908
7000

6296
6000
5000 4666
4000
3000
2000

1000

Apr19 May Junl9 Jull9 Aug Sep Oct Nov Dec Jan20 Feb Mar
19 19 19 19 19 19 20 20

Fig. 5: Month-wise distribution of ICSRs
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REPORTER WISE
DISTRIBUTION OF ICSRS

NCC-PvPI receives ICSRS from various
stakeholderssuchas Physicians, Pharmacists,
other Health care Professionals (HCPs),
Consumers (Non-HCPs) etc. Spontaneous
reports from physicians (51.2%) continue
to be the major source of reports received,
followed by pharmacists (14.8%) other
Healthcare Professionals (17.6%), Consumers
(21.5 %).

Reporter-wise Distribution of
ICSRs

# Plivmcin

B ol s

W Hher Henlih
Profeasomnle

Fig. 6: Reporter-wise distribution of ICSRs

ADR REPORTING FROM
NON-AMCS

Besides monitoring at AMCs, NCC-PvPI, also
received ADRs through several hospitals and
medical colleges (non-AMCs) across India.
The Non-AMC:s sends the suspected Adverse
Drug Reactions filled in the Suspected ADR
reporting form to a dedicated e-mail; icsr.
nccpvpi@gmail.com. Further these reports
are processed for causality assessment at the
nearby AMC and communicated to WHO-
UMC through VigiFlow. During the Index
Period, as many as 2508 ADRs are reported
via non-AMCs, Month-wise distribution of
these ADRs is depicted below
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Fig. 7: Adverse Event reported from Non-AMCs

PVPI TOLL FREE HELPLINE

ﬂelpllne
1800-180-3021 [I

PvPI Helpline with Toll free number 1800 180
3024 was initiated on October 11, 2013, since
then it has been serving as one of the reliable
tools for reporting suspected adverse events.
Patients/Consumers/Healthcare Professio-
nals report suspected adverse events due
to the use of medical products/ Medical
Devices with the continuous efforts of
Pharmacovigilance officials posted at AMCs,
the helpline facility has been excelling in
India. Calls are primarily responded to
in English and Hindi on all working days
between 9:00 AM and 5:30 PM.

Language of Service: English and Hindi.

30
25
20
15
10

5

o

b'
~

Fig. 8: Adverse Event reported
from PvPI Helpline
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E-REPORTING OF
ADRS-MOBILE APP

A0R PyPI
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“ADR PvPI” Mobile app
is freely downloadable
from Google Play Store
for reporting of Adverse
Event by the Healthcare
Professionals/Consumers.

GENDER WISE -
ICSRS

The Database revealed that 509% ADRs
occurred in male patients and 45.6% in the
female patients. No information about the
gender of the patients was provided in 3.5%
of ICSRs.

Patient sex

3.5%

45.6%
50.9%

H Female = NMale Unknown

Fig. 9: Gender wise ICSRs Reported
CONTRIBUTION BY MAHS

Marketing Authorization Holders (MAHs)
play a crucial role in reporting ADRs to

Indian Pharmacopoeia Commission




PvPL The recent amendment to the Drugs
and Cosmetics Rules, 1945, has made
Pharmacovigilance a legal obligation for
MAHs. This has paved the way for collecting
product-specific safety data, aimed at
optimizing drug-safety and ensuring
healthcare for Indian populace. A total of
104 MAHs had submitted 35,979 ICSRs and
NCC-PvPI organised 05 Interactive sessions
for MAHs.

ey aEET

£l
B
S
BY i T B TR Pt ihE
=no i
A
([ET]

find AT e g o
P TS E

Fig. 10: Month-wise ICSRs received from MAHsj

ZONE WISE DISTRIBUTION
OF ICSRS

ADR Monitoring Centres across the country
arelocated in different zones. Data represents
percentage of ICSRs received from all four
zones of India.
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Fig. 11: Zone-wise distribution of ICSRs
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VIGIGRADE COMPLETENESS
SCORE OF ICSRS

Quality of ICSR Reporting

The VigiGrade™ Completeness Score is
a WHO system to measure the amount
of information provided on Individual
Case Safety Reports (ICSRs). The graph
represents average completeness score of
ICSRs submitted from India (Blue line) as
compared to submitted ICSRs by all the other
countries (Green line). The average annual
completeness score accounts for about 0.8
out of 1.
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Fig. 12: Distribution of Serious versus
Non-serious ICSRs

VIGIGRADE COMPLETENESS
SCORE OF ICSRS

Quality of ICSR Reporting

The VigiGrade™ Completeness Score is
a WHO system to measure the amount
of information provided on Individual
Case Safety Reports (ICSRs). The graph
represents average completeness score of
ICSRs submitted from India (Blue line) as
compared to submitted ICSRs by all the other
countries (Green line). The average annual
completeness score accounts for about 0.8
out of 1.
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Fig. 13: Graphical representation of VigiGrade Com-
pleteness Score of quality of ICSRs submitted by

Recommendations of SRP for Regula-
tory Action

The 15" Signal Review Panel Meeting and
16" Signal Review Panel Meeting held on
21*t August, 2019 & 27t December, 2019
respectively. The outcome of SRP meetings
is mentioned below:

PvPI to UMC database

Leaflet

1. [Chloroquine |TEN/SJS To include in the The Order has been
Prescribing Information |issued by CDSCO to
Leaflet all State/UT Drugs
Controllers for the same
on 13.01.2020.
2. |Proton Pump | Acute Kidney To include in the The Order has been
Inhibitors Injury Prescribing Information |issued by CDSCO to
Leaflet all State/UT Drugs
Controllers for the same
on 14.11.2019.
3. |Oseltamivir Sinus Signal Under Consideration of
Bradycardia/ CDSCO
Bradycardia
4. | Alfuzosin Palpitation To include in the Under Consideration of
Prescribing Information |[CDSCO
Leaflet
5. | Benidipine Photosensitivity | To include in the Under Consideration of
reaction Prescribing Information | CDSCO
Leaflet
6. |Pentoxifylline |Palpitation To include in the Under Consideration of
Prescribing Information | CDSCO
Leaflet
7. | Piperacillint | Acute To include in the Under Consideration of
Tazobactam | Generalised Prescribing Information | CDSCO
Exanthematous | Leaflet
Pustulosis
(AGEP)
8. |Tinidazole Skin Hyper- To include in the Under Consideration of
pigmentation Prescribing Information | CDSCO

Indian Pharmacopoeia Commission
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Monthly Drugs Safety alerts issued by IPC, NCC-PvPI

The following drug safety alerts were issued through SMS facility available at PvPI,
periodically issued PvPI Newsletters, web-portal of IPC:

1

15" May
2019

Amiodarone

Acute Pancreatitis

In the treatment of control of
ventricular and supraventricular
arrhythmia where other drug
cannot be wused, arrhythmia
associated ~ with ~ Wolf-White
Syndrome.

For cardiopulmonary resuscitation
in the event of cardiac arrest related
to ventricular fibrillation resistant
to external electric shock.

Teicoplanin

Red Man
Syndrome

Glycopeptide antibiotic-use
in serious Gram +ve infection,
staphylococcal infection in patients
sensitive or unresponsive to
penicillin and cephalosporin CAPD
related peritonitis, prophylaxis
in orthopaedic surgery at risk of
Gram +ve infection

06" June
2019

Teicoplanin

Toxic Epidermal
Necrolysis (TEN)

Glycopeptide antibiotic-use
in serious Gram +ve infection,
staphylococcal infection in patients
sensitive or unresponsive to
penicillin and cephalosporin CAPD
related peritonitis, prophylaxis
in orthopaedic surgery at risk of
Gram +ve infection

03" July
2019

Febuxostat

Toxic Epidermal
Necrolysig/
Stevens Johnson
Syndrome

For  treatment of  chronic
hyperuricemia in  conditions
where urate crystals deposition
has already occurred (including a
history, or presence of tophus and
/or gouty arthritis).

Netilmycin

Tetany

Aminoglycoside  antibiotic -
Indicated in the treatment of
septicaemia including neonatal
sepsis and other severe systemic
infections.

Indian Pharmacopoeia Commission
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6" August
2019

Metronidazole

Vasculitis

For the treatment of amoebiasis,
urogenital trichomoniasis & giardiasis.

Risperidone

Rabbit Syndrome

Indicated as monotherapy or as
adjunctive therapy with lithium
or valproate for the maintenance
treatment of Bipolar-1 disorder.

5th
September
2019

Teneligliptin

Arthralgia

For the treatment of type-2 Diabetes
Mellitus as a monotherapy adjunct
to diet and exercise

Atorvastatin

Vit-D deficiency

As an adjunct to diet to reduce
elevated total cholesterol &
triglyceride level in patients with
primary hypercholesterolemia
& mixed dysbetalipoprotenimia
(Type la&lIIb)

10

11

30" October
2019

Cetirizine

Acute
Generalized
Exanthematous
Pustulosis

For the treatment of allergic rhinitis
and chronic urticaria.

Clozapine

Neural Tube
Defects

Indicated in the management of
Schizophrenic patients.

12

13

22nd
November
2019

Cetirizine

Hiccups

For the treatment of allergic rhinitis
and chronic urticaria.

Cilostazole

Tinnitus

For the treatment of stable
intermittent claudication, acting or
cramping in legs that occur with
walking.

14

30th
December
2019

Levamisole

Stevens Johnson
Syndrome

Indicated in the treatment and
control of mature and developing
immatureinfectionsofhaemonchus,
ostertagia, trichostrongylus,
cooperia, nematodinus,
bunostomum, oesophagastomum
and dictyocaulus and all forms of
liver fluke infection
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15

Cephalosporin

Acute
Generalized
Exanthematous
Pustulosis

Indicated in the treatment
of serious infections due to
susceptible organisms-respiratory
tract infections, urinary tract
infections, skin billiary tract
infections, septicaemia, meningitis
other infections due to susceptible
organisms and in the treatment of
infections due to penicillin resistant
strains of straphylococci.

16

17

15" January
2020

Disulfiram

Skin
Hyperpigmenta-
tion

Antidotes, Detoxifying Agents
& Drugs Used in Substance
Dependence.

Fluconazole

Mouth Ulceration

For the treatment of systemic
candidiasis, mucosal candidiasis,
pityriasisversicolor, prevention of
fungal infections in patients with
malignancy.

18

19

1 2th
February
2020

Olanzapine

Hyponatremia

For the treatment of Schizophrenia.

Piperacillin+
Tazobactam

Blurred Vision

In the treatment of LRTI/UTI/
Intra abdominal infections, skin
and skin structure infections,
bacterial septicemic polymicrobic
infections.

20

12t March
2020

Terlipressin

Atrial Fibrillation

In the treatment
oesophagalvarices.

of bleeding

Regulatory Actions based on the PvPI, Signal
Review Panel Recommendations

The CDSCO has issued orders to the concerned Marketing Authorization Holder for
inclusion in the Prescribing Information Leaflet of the concerned drugs and were uploaded
on the web-portal of IPC as tabulated below;

1 | 09* April 2019
2 (09" April 2019

Tranexamic Acid -Seizure/Convulsion.

Sulfasalazine - Drug Reaction Eosinophilia Systemic Symptoms
(DRESS) Syndrome

Sodium Valproate - Gum Hyperplasia

3 (09" April 2019
4 (09" April 2019

Quetiapine - Urinary Incontinence

Indian Pharmacopoeia Commission
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5 | 09* April 2019 Ofloxacin - Stevens - Johnson Syndrome (SJS)/ Toxic Epidermal
Necrolysis (TEN)

6 |09 April 2019 Cefotaxime - Angioedema

7 109" April 2019 Cefixime - Acute Generalized Exanthematous Pustulosis
(AGEP)

8 | 12" June 2019 Terbinafine - Acute Generalized Exanthematous Pustulosis
(AGEP)

9 [12"June 2019 Sulfasalazine - Stevens - Johnson Syndrome (SJS)

10 {12 June 2019 Sulfasalazine - Toxic Epidermal Necrolysis (TEN)

11 | 12" June 2019 Phenobarbital - Drug Reaction Eosinophilia Systemic
Symptoms (DRESS) Syndrome

12 {12* June 2019 Cefepime - Urticaria

13 | 12" June 2019 Fluconazole - Skin Hyperpigmentation

14 | 13" June 2019 Carvedilol - Hyperkalemia

15 [13™ June 2019 Amlodipine - Gingival Hypertrophy

16 [13* June 2019 Amlodipine - Alopecia

17 | 19* June 2019 Meropenem - Hypokalemia

18 | 19" June 2019 Carbamazepine - Drug Reaction Eosinophilia Systemic
Symptoms (DRESS) Syndrome

19 [ 19" June 2019 Artemether + Lumefantrine - Stevens - Johnson Syndrome (SJS)

20 [ 19% June 2019 Cefixime - Mouth Ulceration

21 | 24™ July 2019 Diclofenac - Nicolau’s Syndrome

22 | 4" November Proton Pump Inhibitors - Acute Kidney Injury

2019

23 | 13" January 2020 | Chloroquine - Stevens - Johnson Syndrome (SJS)/ Toxic
Epidermal Necrolysis (TEN)

24 [13™January 2020 | Lamivudine - Hearing Loss
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SRP recommendations Published in WHO-Pharmaceutical Newsletter
During Index Period
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PvPI Resource Materials
During the financial year 2019-20, the following official publications were published:

1. [PvPI Newsletter Vol. 9 Issue No. 28 2019 3200

2. |PvPI Newsletter Vol. 9 Issue No. 27 2019 3200

3. | PvPI Newsletter Vol. 9 Issue No. 26 2019 3200

4. |PvPI Directory 500

5. | PvPI Performance Report 2018-19 500

6. |PvPI Profile 500
Indian Pharmacopoeia Commission
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Fig. 14: Glimpses of PvPI Activities in Print Media

List of Newly Enrolled ADR Monitoring Centres Under PvPI (9" Phase)

1. | Rajiv Gandhi Institute of Medical Sciences Kadapa Andhra

Pradesh
2. [JJM Medical College Davangere Karnataka
3. | Hassan Institute of Medical Sciences Hassan Karnataka
4. | Karwar Institute of Medical Sciences Karwar Karnataka
5. | Kempegowda Institute of Medical Science Banashankari Karnataka
6. |Justice K.S. Hegde Charitable Hospital Mangaluru Karnataka
7. | Al-Ameen College of Pharmacy Bengaluru Karnataka
8. | Aster Malabar Institute of Medical Sciences Ltd. Kozhikode Kerala
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9. | St. James College of Pharmaceutical Sciences Thrissur Kerala
10. | Azeezia Institute of Medical Sciences & Research Kollam Kerala
11. | Alshifa College of Pharmacy Malappuram Kerala
12. | MVR Cancer Centre and Research Kozhikode Kerala
13. | Trichy SRM Medical College Hospital & Research Tiruchirappalli | Tamil Nadu
Centre
14. | Government Thoothukudi Medical College Thoothukudi Tamil Nadu
15. | Apollo Hospital Chennai Tamil Nadu
16. | Royal Care Super Speciality Hospital Ltd. Coimbatore Tamil Nadu
17. | ESIC Medical College & Hospital Hyderabad Telangana
18. | Continental Hospital Ltd. Hyderabad Telangana
19. |Saraswati Dental College & Hospital Lucknow Uttar Pradesh
20. |Shri Ram Murti Smarak Institute of Medical Sciences | Bareilly Uttar Pradesh
21. |NEO Hospital Gautam Buddh | Uttar Pradesh
Nagar
22. | Combined District Hospital Ghaziabad Uttar Pradesh
23. |Saraswati Institute of Medical Science Hapur Uttar Pradesh
24. | Government Institute of Medical Sciences Gautam Buddh | Uttar Pradesh
Nagar
25. | Punjab Institute of Medical Sciences Jalandhar Punjab
26. |Jawahar Lal Nehru Medical College Bhagalpur Bihar
27. |Institute of Medical Sciences & Sum Hospital Bhubaneswar Odisha
28. |Pandit Raghunath Murmu Medical College & Mayurbhanja Odisha
Hospital
29. |Saheed Laxman Nayak Medical College & Hospital Koraput Odisha
30. |Care Institute of Medical Sciences Ahmedabad Gujarat
31. |GMERS Medical College & General Hospital Gandhinagar Gujarat
32. |Jai Prakash Hospital Bhopal Madhya
Pradesh
33. |Government Medical College Datia Madhya
Pradesh
34. |Rajasthan University of Health Sciences Jaipur Rajasthan
35. |Mahatma Gandhi Hospital associated with SNM Jodhpur Rajasthan
College
36. |D.Y. Patil University, School of Medicine Navi Mumbai Maharashtra
37. |Mahatma Gandhi Medical College & Research Puducherry Puducherry
Institute
38. |Government Medical College Baramulla Jammu &
Kashmir
39. | Dr. B.L. Kapur Memorial Hospital New Delhi Delhi
40. | Max Super Speciality Hospital, Saket New Delhi Delhi
41. |Dr. Radhakrishnan Govt. Medical College and Hamirpur Himachal
Hospital Pradesh
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Fig. 15: Highlights of PvPI

MATERIOVIGILANCE PROGRAMME OF INDIA (MVPI)

Reporting Status of Medical Device Adverse Event (MDAE) to NCC-MvPI

Total number of MDAE reports received (month-wise): 1,257 MDAE reports have been
reviewed and processed for subject expert opinion.
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Fig. 16: Month wise reporting of Medical Device Adverse Event (MDAE)
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Serious and non-serious: Out of total 1257
reports, 69% reports were marked as serious
and 31% reports as non-serious. The criteria

Annual Report 2019-20

of seriousness are taken from Medical

Devices Rules 2017.
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Fig. 17: Month wise number of Medical Device Adverse Event reports

Out of total 1,257 MDAE reports, 77% reports
were reported by Marketing Authorization
Holders (MAH), 21% reports were reported
by Medical Device Adverse Event Monitoring
Centres (MDMCs) and 2% reports were
received from Adverse Drugs Reaction
Monitoring Centres (AMCs) inclusive of 5
reports from consumers.

AMC,
MDM 30y

C, 21%

MAH,
17%

Fig. 18: Medical Device Adverse Event reports from
Marketing Authorization Holders
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51% of total 1,257 reports were associated
with cardiac stents including drug eluting
stents, covered stents etc. 5% reports
were associated with catheter including,
all peripheral stents, guide wires etc. 3%
reports were associated with heart valves.
11% reports were associated with intra-
uterine contraceptive devices, 4% reports
were related to orthopaedic implants and 2%
reports were associated with IV cannula. All
the other medical devices contributed to a
total of 24% adverse event reports.
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Fig. 19: Distribution of Medical Device Adverse
Event reports
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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. The
raw data related to the IPRS development,
New Drugs Samples (NDS) analysis,
Miscellaneous sample, Internal audit,
calibration, logbook, SOP revision were
reviewed. Issue of controlled worksheet
forms and formats related to Repeat
Analysis, Corrective Action/Preventive
Actions (CAPA), Deviation (planned/
unplanned), 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 were properly
managed and updated.

Change Control Formats 30

Deviations (Planned/ 03

Unplanned) Formats

Repeat Analysis Formats 10

CAPA Formats 02

OOS Formats 02
ACCREDITATIONS/
CERTIFICATION AT IPC

IPC is maintaining various accreditations
& certifications. Onsite /desktop audits
were successfully conducted for all the

ACCREDITATION &

CERTIFICATION

accreditations/certifications at IPC during
the year 2019-2020.

ISO 17025:2017

Indian Pharmacopoeia Commission is
Accreditated as per ISO/IEC 17025:2017. The
reassessment has been conducted and the
Non-conformances observed during the
audit were closed successfully.

ISO 17034:2016

The RMP ISO/IEC 17034:2016 online
application form for reassessment is filled
and submitted to NABL in the month of
February 2020 for further action.

ISO 17043:2010

Indian Pharmacopoeia Commission is
Accreditated as Proficiency Testing Provider
(PTP) as per ISO/IEC 17043:2010. The PT
reassessment has been conducted and the
Non-conformances observed during the
audit were closed successfully.

WHO Prequalified Quality Control
Laboratory

The WHO pre-qualification inspection of
Indian Pharmacopoeia Commission was
conducted by team of two experts from
WHO. All the corrective actions were
underway on the observations raised during
inspection.
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PROFICIENCY TESTING (PT) across the country participated in the PT
Round.
PROGRAMMES
Participated
Organized 1. IPC participated in PT Programme
1. For the first time IPC organized conducted by Aashvi Proficiency Testing

International PTP in April 2019. Eighteen and Analytical Services, Hyderabad for
WHO prequalified Quality Control Total Plate Count and identification of

Laboratory (QCL) participated in the PT specified pathogensuchas Staphylococcus
programme. aureus during December 2019.

2. Second Round of PT was conducted
in September 2019. Forty participants

Indian Pharmacopoeia Commission
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IPC contributes significantly to the skill
development of professionals engaged in the
quality, safety and rational use of medicines.
IPC labs are equipped with the latest
analytical instruments and equipment 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 are drawn from

SKILL DEVELOPMENT

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.

A total of 243 skill development training
programs were organized by IPC in which
a total of 14354 participants were benefited
from these training programs.

The details of training programs are as
under:

A. NATIONAL TRAINING PROGRAMMES CONDUCTED BY IPC

Pharmacopoeial Trainings
1 16%-20t™ 2ndSkill Development Program | IPC, Ghaziabad 15
September, 2019 | on Pharmacopoeial Quality
Standard for Pharmaceuticals’
2 8*-12%July, 2019 | 1#*Skill Development Program | IPC, Ghaziabad 10
on Pharmacopoeial Quality
Standard for Pharmaceuticals’
3 26" July, 2019 2 IPC Interactive Meet on Food & Drugs 85
Pharmacopoeia Standards Administration, Goa
Phytopharmaceuticals Trainings
4 23"November, |Zonal Phytopharmaceuticals | Jointly conducted by 300
2019 Education Programme Maharishi Arvind
College of Pharmacy,
Jaipur, Rajasthan & IPC,
Ghaziabad at Maharishi
Arvind college of
Pharmacy Jaipur,
Rajasthan.
5 23""November, | Workshop on development of | Abhilashi College of 110
2019 Monographs of Herbal drugs | Pharmacy, Mandi
and phytopharmaceuticals Himachal Pradesh

Indian Pharmacopoeia Commission
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6. 22m September, | Zonal Awareness Programme | Abhilashi College of 105
2019 (North Zone) on Herbal drugs | Pharmacy, Mandi,
and phytopharmaceutical Himachal Pradesh

standards, was organized to
make aware and upgrade the
knowledge of participants,
about standard setting
procedures adopted by IPC
“Phytopharmaceuticals and

herbal drugs monograph
drafting, verification and
validation
7 7" September, Zonal Awareness Programme | Parul University, 74
2019 (West Zone) on Herbal drugs | Vadodara, Gujrat

and phytopharmaceutical
standards, was organized to
make aware and upgrade the
knowledge of participants,
about standard setting
procedures adopted by IPC

8 519" August, Provided hands-on-training IPC, Ghaziabad 28
2019 on analytical instruments
to the participants of 3™
Residential Course on
“Phytopharmaceuticals and

herbal drugs monograph
drafting, verification and
validation
9 227-26™ April, | Provided hands-on-training IPC, Ghaziabad 43
2019 on analytical instruments

to the participants of 2
Residential Course on
“Phytopharmaceuticals and

herbal drugs monograph
drafting, verification and
validation
Laboratory Management System and Internal Audit
10 10t-13t% Four-days training on IPC, Ghaziabad 43

February 2020 | Laboratory Management
System and Internal Audit
(General requirements for the
competence of testing and
calibration laboratories) As per
ISO/IEC 17025:2017

Indian Pharmacopoeia Commission
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11 29" April 2019 to | 9" one-week Advance IPC, Ghaziabad 44
03 May 2019 Training Programme on
High Performance Liquid
Chromatography (HPLC) and
Dissolution Test Apparatus
used for Drugs & Pharma
Analysis
Sensitization/Awareness Programmes Conducted by AMCs
(Including PvPI, IPC Sponsored Seminars/CMEs)
12 27" March, 2020 | Sensitization on Vallabhbhai Patel 10
Pharmacovigilance and ADR | Chest Institute (VPCI),
Reporting University of Delhi,
Guru Tegh Bhadur
Road, New Delhi
13 21**March, 2020 | Recent updates in Jawaharlal Institute of 27
Pharmacovigilance and HCQ | Postgraduate Medical
reporting ADR Reporting Form | Education & Research,,
Dhanvantri Nagar,
Gorimedu
14 20" March, 2020 | Pharmacovigilance Basics and | Madurai Medical 42
ADR Reporting form fillings College, Alwarpuram,
Madurai
15 19%March, 2020 [ NTCP review meet on ADR Gandhi Medical 30
collection College, Musheerabad,
Secundrabad
16 12 March, 2020 | Sensitization on Gandhi Medical 33
Pharmacovigilance and ADR College, Musheerabad,
Reporting Secundrabad
17 11""March, 2020 | Pharmacovigilance and ADR | Madurai Medical 40
Reporting Sensitization College, Alwarpuram,
Madurai
18 06" March, 2020 | Pharmacovigilance Programme | Madras Medical College, 47
of India Sensitization and ADR | E.V.R Periyar Salai, Park
Reporting From filling Town, Chennai-600003
19 27" February, Importance of PvPI, ADR Tripura Medical College 35
2020 Form Filling And Reporting & Dr. BRAM Teaching
Hospitals, Hapania,
Agartala-799014
20 27" February, Sensitisation programme Institute of Liver and 30
2020 on Pharmacovigilance and Biliary Sciences, D-1,
ADR REPORTING FORM for | Vasant Kunj, New
nursing students Delhi-110070
21 25" February, Sensitisation of ADR reporting | Guntur Medical 08
2020 to Pharm D students College, Kanna Vari
Thota,Guntur-522004
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22 | 25" February, PvPI and ADR form filling All India Institute 7
2020 of Medical Sciences,
Tatibandh, GE
Road, Raipur,
Chhattisgarh-492099
23 25" February, Importance of PvPI, ADR Tripura Medical College 27
2020 Form Filling And Reporting & Dr. BRAM Teaching
Hospitals, Hapania,
Agartala-799014
24 24" February, Importance of PvPI, ADR Tripura Medical College 30
2020 Form Filling And Reporting & Dr. BRAM Teaching
Hospitals, Hapania,
Agartala-799014
25  [24™to 26™ ADR reporting and RD Gardi Medical 270
February, 2020 | maintenance of records in College, Agar Road,
relation to NABH accreditation | Surasa, Ujjain -456006
26 |22 February, |ADR reporting awareness of Institute of Medical 158
2020 PvPI Sciences, Banaras Hindu
University, Varanasi-
221005
27 21**February, Awareness session on Dr. Ram Manohar Lohia 50
2020 Pharmacovigilance Institute of Medical
Sciences, Vibhuti
Khand, Gomti Nagar,
Lucknow-226010
28 20" February, ADR reporting awareness of Institute of Medical 132
2020 PvPI Sciences Banaras Hindu
University, Varanasi-
221005
29 19" February, ADR reporting awareness of Institute of Medical 174
2020 PvPI Sciences Banaras Hindu
University, Varanasi-
221005
30 17" February, Sensitisation programme Tripura Medical College 15
2020 on Pharmacovigilance and & Dr. BRAM Teaching
ADR REPORTING FORM for | Hospitals, Hapania,
nursing students Agartala-799014
31 15" February, Pharmacovigilance programme | Amrita Institute of 40
2020 of India and hand on session Medical Sciences, Kochi,
for filling ADR reporting Kerala-68204
32 15" February, ADR reporting awareness of Institute of Medical 28
2020 PvPI Sciences Banaras Hindu
University, Varanasi-
221005
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33 14" February, Pharmacovigilance and ADR | North Eastern Indira 42
2020 REPORTING FORM Gandhi Regional
Institute of Health
& Medical Sciences,
Mawdiangdiang,
Shillong-793018
34 | 13" February, 8" Pharmacovigilance North Delhi Municipal 06
2020 committee Corporation Medical
College and Hindu Rao
Hospital, Malka Ganj,
Delhi-110007
35 12" February, Pharmacovigilance and ADR | Dr. Rajendra Prasad 6
2020 reporting Govt. Medical College,
Kangra, Tanda-176001
36 12" February, PvPI and ADR form filling All India Institute 25
2020 of Medical Sciences,
Tatibandh, GE
Road, Raipur,
Chhattisgarh-492099
37 10* February, PvPI and ADR form filling All India Institute 15
2020 of Medical Sciences,
Tatibandh, GE
Road, Raipur,
Chhattisgarh-492099
38 10* February, Sensitisation programme on Kurnool Medical 67
2020 Pharmacovigilance and ADR College, Budhawarpet,
reporting Kurnool-518002
39 08" February, Workshop on concept of PV for | Rangaraya Medical 154
2020 good PV Practices College, Kakinada,
Andhra Pradesh-533001
40 08" February, PvPI and ADR form filling All India Institute 7
2020 of Medical Sciences,
Tatibandh, GE
Road, Raipur,
Chhattisgarh-492099
41 07" February, Pharmacovigilance and ADR | Dr. Rajendra Prasad 10
2020 reporting Govt. Medical College,
Kangra, Tanda-176001
42 04" February, Sensitisation programme on Sarojini Naidu (S. N) 129
2020 Pharmacovigilance and ADR | Medical College, Moti
REPORTING FORM Filling Katra, Agra-282002
43 04™ to O6™ National Deworming day Vallabhbhai Patel 50
February, 2020 | Awareness Chest Institute (VPCI),
University of Delhi,
Guru Tegh Bhadur
Road, New Delhi
-110007
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44  |31%January, Pharmacovigilance : Hamdard Institute of 45
2020 Introduction and Methods of | Medical Sciences and
Reporting an ADR/AE Research, Hamdard
Nagar, New Delhi
-110062
45 31*January, Sensitization programme Guntur Medical College, 250
2020 on Adverse drug reaction Kanna Vari Thota,
monitoring and reporting Guntur-522004
46 28" January, Pharmacovigilance Jawaharlal Institute of 128
2020 sensitisation Programme Postgraduate Medical
Education & Research,,
Dhanvantri Nagar,
Gorimedu-605006
47 24th tg 25t Intro PV, ADR form filling Clo Department of 4
January, 2020 with case processing in Pharmacol ogy, 3 Floor,Sri
VigiFlow and PvPI App, Aurobindo Institute
Causality Assessment and of Medical Sciences
ward visit (SAIMS),
Medical College PG,
Indore-Ujjain Highway,
INDORE (M.P)- 453555
48 25" January, Pharmacovigilance in Govt. Kilpauk Medical 50
2020 Tuberculosis College, Perambur
Purasawalkam,
Chennai-600010
49 24" January, PvPI and reporting of Adverse | Govt. Kilpauk Medical 70
2020 drug reaction College, Perambur
Purasawalkam,
Chennai-600010
50 24*January, Adverse event following Madras Medical College, 50
2020 Immunization ( AEFI) and E.V R Periyar Salai, Park
Materioviligilance Programme | Town, Chennai-600003
of India (MvPI)
51 23" January, Pharmacovigilance in clinical | Govt. Kilpauk Medical 70
2020 trials College, Perambur
Purasawalkam,
Chennai-600010
52 22" January, Awareness about how to fill All India Institute 08
2020 ADR form of Medical Sciences,
Phulwari Sharif,
Patna-801505
53 22" January, Regulatory aspects of Govt Stanley Medical 150
2020 Pharmacovigilance College, Old Jail road,
Royapuram, Chennai,
Tamilnadu-600001
54 | 22"]January, Importance of ADR reporting | Madras Medical College, 34
2020 and emphasis on PvPI with E.V.R Periyar Salai, Park
modes of ADR reporting Town, Chennai-600003
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2020

use

Medical College and
Research Centre, N.H-
24,Bagarpur, Delhi
Road, Moradabad, U.P-
244001

55 20" January, Sensitisation on Gandhi Medical 14
2020 Pharmacovigilance and ADR College, Musheerabad,
reporting Secundrabad-500003
56 | 18"January, Reporting of ADR RD Gardi Medical 13
2020 College, Agar Road,
Surasa , Ujjain -456006
57 18" January, Sensitization programme on Kurnool Medical 24
2020 PV, AEPLHvPI and ADR College, Budhawarpet,
reporting for General Medicine | Kurnool-518002
Post graduates and staff
58 13*January, Sensitisation on Adverse drug | Gandhi Medical 14
2020 reaction College, Musheerabad,
Secundrabad-500003
59 11*January, Awareness about how to fill All India Institute 05
2020 and submission of ADR form | of Medical Sciences,
Phulwari Sharif,
Patna-801505
60 10thJanuary, Sensitization programme Andhra Medical College, 46
2020 on Adverse drug reaction King George Hospital
monitoring and reporting (KGH), Jagadamba
Area, KGH Down
Road, Maharanipeta,
Visakhapatnam-530002
61 10* January, 13thregional workshop on Cl/o Department of 35
2020 PV and establishment of PV Pharmacology, 3“Floor,
system in pharmaceutical Sri Aurobindo Institute
industries - A way forward of Medical Sciences
(SAIMYS),
Medical College PGI,
Indore-Ujjain Highway,
INDORE (M.P)- 453555
62 07*January, Significance of PV in RD Gardi Medical 70
2020 management of TB College, Agar Road,
Surasa , Ujjain -456006
63 07*January, ADR reporting Awareness of | Institute of Medical 56
2020 Pvpi, AEFI, MvPI Sciences, Banaras Hindu
University, Varanasi-
221005
64 06t January, Sensitisation on Rational drug | Teerthanker Mahaveer 19
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65 04*January, Pharmacovigilance an Govt Stanley Medical 55
2020 overview College, Old Jail road,
Royapuram, Chennai,
Tamilnadu-600001
66 03January, Sensitization programme Guntur Medical College, 06
2020 on Adverse drug reaction Kanna Vari Thota,
monitoring and reporting Guntur-522004
67 | 02"January, Sensitisation on Drug Alerts Teerthanker Mahaveer 20
2020 Medical College and
Research Centre, N.H-
24,Bagarpur, Delhi
Road, Moradabad,
U.P-244001
68 28" December, Pharmacovigilance Overview | Nilratan Sircar Medical 24
2019 College, Acharya
Jagdish Chandra Bose
Road, Kolkata
69 27" December, |PvPIand ADR Reporting Govt. Kilpauk Medical 8
2019 College, Perambur
Purasawalkam, Chennai
70 26t December, Demonstration of New North Delhi Municipal 25
2019 Vigiflow Corporation Medical
College and Hindu Rao
Hospital, Malka Ganj,
Delhi
71 24t December, Sensitization on Drug Alert Teerthanker Mahaveer 22
2019 Medical College and
Research Centre, N.H-
24,Bagarpur, Delhi
Road, Moradabad
72 24t December, Sensitization and Practice Gandhi Medical 62
2019 session ADR to UG Health College, Musheerabad,
Care Secundrabad
73 20t December, Pharmacovigilance All India Institute 60
2019 Sensitization Programme of Medical sciences,
Virbhadra road,
Rishikesh
74 20t December, Pharmacovigilance: Hamdard Institute of 30
2019 Introduction & Methods of Medical Sciences and
Reporting Research, Hamdard
Nagar, New Delhi
75 19t December, Sensitization and Practice Gandhi Medical 59
2019 session ADR to UG Health College, Musheerabad,
Care Secundrabad
76 19" December, | Pharmacovigilance Programme | Amrita Institute of 51
2019 of India and Importance of Medical Sciences, Kochi,
ADR Reporting Kerala
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77 18t December, Reporting of ADRS Guntur Medical College, 5
2019 Kanna Vari Thota,
Guntur
78 17" December, Sensitization and Awareness Govt Stanley Medical 12
2019 Activity on reporting an ADR | College, Old Jail road,
Royapuram, Chennai,
Tamilnadu
79 13" December, Pharmacovigilance All India Institute 60
2019 Sensitization Programme of Medical sciences,
Virbhadra road,
Rishikesh
80 13" December, | ADR Reporting Govt. T.D. medical 6
2019 college, Vandanam,
Alappuzha
81 13" December, | Reporting of ADRS Guntur Medical College, 10
2019 Kanna Vari Thota,
Guntur
82 13t December, Sensitization on JN Medical College, 14
2019 Pharmacovigilance and ADRs | Aligarh Muslim
Reporting University, Aligarh
83 12t December, Awareness About Basics of All India Institute 12
2019 Pharmacovigilance of Medical Sciences,
Phulwari Sharif, Patna
84 09" December, |Pharmacovigilance All India Institute 60
2019 Sensitization Programme of Medical sciences,
Virbhadra road,
Rishikesh
85 06" December, Pharmacovigilance All India Institute 60
2019 Sensitization Programme of Medical sciences,
Virbhadra road,
Rishikesh
86 06" December, | Reporting of ADR and Sardar Patel Medical 15
2019 Introduction to Suspected ADR | College, SP Medical
Reporting Form College Rd, Sardar Patel
Colony, Bikaner
87 05" December, | Pharmacovigilance Needs and | Kalpana Chawla Govt. 33
2019 basics and hand on training on | Medical College, Karnal,
ADR reporting form by case Haryana
report
88 05" December, Anti Microbial Drug Resistance | Teerthanker Mahaveer 51
2019 Medical College and
Research Centre, N.H-
24, Bagarpur, Delhi
Road, Moradabad, U.P
89 04" December, | Hands on Training to Fill ADR | JN Medical College, 40
2019 Reporting Form Aligarh Muslim
University, Aligarh
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90 04" December, | PvPIand ADR Reporting Govt. Kilpauk Medical 12
2019 College, Perambur
Purasawalkam, Chennai
91 30" November, | Workshop on Guntur Medical College, 130
2019 Pharmacovigilance, Kanna Vari Thota,
Heamovigilance and AEFI Guntur
92 30" November, |Compensation for Adverse Govt Stanley Medical 50
2019 Event and SAE College, Old Jail road,
Royapuram, Chennai,
Tamilnadu
93 29" November, | Sensitization on Uttar Pradesh University 77
2019 Pharmacovigilance and ADR of Medical Sciences,
Reporting Saifai, Etawah
94 [28"November, |Pharmacovigilance Programme | All India Institute 36
2019 of India of Medical Sciences,
Tatibandh, GE Road,
Raipur, Chhattisgarh
95 28" November, [ Sensitization on Adverse Drug | Teerthanker Mahaveer 14
2019 Events Medical College and
Research Centre, N.H-
24,Bagarpur, Delhi
Road, Moradabad, U.P
96 27""November, |Pharmacovigilance and Its All India Institute of 40
2019 need in Ayurvedic Medical Sciences, Saket
Nagar, Bhopal
97 27""November, |Pharmacovigilance and ADR Indira Gandhi Medical 290
2019 Reporting and Form Filling College & Research
exercise Institute, Kadirkamam
98 26" November, |Importance of Madras Medical College, 29
2019 Pharmacovigilance and Modes | E.V.R Periyar Salai, Park
of ADR Reporting Town, Chennai
99 26" November, |Sensitization on Uttar Pradesh University 70
2019 Pharmacovigilance and ADR of Medical Sciences,
Reporting Saifai, Etawah
100 22" November, |Sensitization on Uttar Pradesh University 47
2019 Pharmacovigilance and ADR | of Medical Sciences,
Reporting Saifai, Etawah
101 | 21**November, |Pharmacovigilance: A toolto |Hamdard Institute of 78
2019 Ensure Drug Safety Medical Sciences and
Research, Hamdard
Nagar, New Delhi
102 | 20" November, |Pharmacovigilance and AEFI | Kurnool Medical 95
2019 College, Budhawarpet,
Kurnool-518002
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2019

Medical College and
Research Centre, N.H-
24, Bagarpur, Delhi
Road, Moradabad, U.P

103 | 20*"November, |Pharmacovigilance an Govt Stanley Medical 120
2019 Overview College, Old Jail road,
Royapuram, Chennai,
Tamilnadu
104 19" November, |Sensitization on Uttar Pradesh University 92
2019 Pharmacovigilance and ADR of Medical Sciences,
Reporting Saifai, Etawah
105 | 19*"November, |Pharmacovigilance and Drug |Govt. Kilpauk Medical 60
2019 Safety College, Perambur
Purasawalkam, Chennai
106 19" November, |Pharmacovigilance Programme [ Amrita Institute of 64
2019 of India and Importance of Medical Sciences, Kochi,
ADR Reporting Kerala
107 15" November, [ Vaccine Pharmacovigilance Osmania medical 100
2019 Surveillance and AEFI College, Koti, Hyderabad
108 14" November, | Training on Pharmacovigilance | SDS Tuberculosis 27
2019 Programme of India Research Centre &
Rajiv Gandhi Institute
of Chest Disease,
Someshwaranagar 1%
Main Road, Bengaluru
109 12" November, | Pharmacovigilance S. V. Medical College, 21
2019 Highlighted the importance, Alipiri Road, Tirupati
their role of ADR reporting
and also filling of the suspected
ADR
110 11*"November, | Pharmacovigilance S. V. Medical College, 21
2019 Highlighted the importance, Alipiri Road, Tirupati
their role of ADR reporting and
also filling of the suspected ADR
111 | 08" November, |Advance Level Training on All India Institute of 48
2019 Pharmacovigilance Cum Medical Sciences, Saket
Coordinator Meeting for M.P | Nagar, Bhopal
& C.G.
112 | 07"November, |Hands on Training to ADR Madurai Medical 130
2019 form Filling College, Alwarpuram,
Madurai
113 | 07"November, |Pharmacovigilance Programme | Amrita Institute of 6
2019 of India and Importance Medical Sciences, Kochi,
of ADR Reporting and Kerala
Materiovigilance Programme
of India
114 06" November, | Sensitization on Drug Alert Teerthanker Mahaveer 21
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115 04" November, [Pharmacovigilance and ADR Madurai Medical 130
2019 Reporting College, Alwarpuram,
Madurai
116 [ 31*October, Sensitization Programme on Rangaraya Medical 32
2019 PvPl College, Kakinada
117 | 31%*October, Training Programme for SDS Tuberculosis 42
2019 patient safety Research Centre &
Rajiv Gandhi Institute
of Chest Disease,
Someshwaranagar
118 25t October, Sensitization on drug alert Teerthanker Mahaveer 18
2019 Medical College and
Research Centre,
Moradabad
119 | 24" October, CME on Pharmacovigilance Govt. Medical College, 98
2019 Gandhinagar
120 [ 23" October, Importance of Nizam Institute of 50
2019 Pharmacovigilance Medical Sciences,
Punjagutta Main Road,
Hyderabad
121 | 01**October, Monitoring , Reporting Osmania medical 300
2019 & &Documentation of ADRs College, Koti,
234 QOctober, ,AEs to PVPI Hyderabad
2019
122 | 22" October, Sensitization: ADR Gandhi Medical College, 200
2019 Secundrabad
123 [ 21**October, Awareness ADRs Reporting Institute of Medical 147
2019 Sciences, Banaras Hindu
University, Varanasi
124 | 20" October, Importance of Madras Medical College 136
2019 Pharmacovigilance
125 [ 19" October, IPC overview & ADR Form Jawahar Lal Nehru 61
2019 Filling Medical College &
Associated Hospital,
Ajmer
126 |17 October, Causality assessment Jawahar Lal Nehru 138
2019 Medical College &
Associated Hospital,
Ajmer
127 15" October, Awareness & Sensitization Govt. Kilpauk Medical 150
2019 activity College, Perambur
128 14" Qctober, Pharmacovigilance Jawahar Lal Nehru 133
2019 Medical College
& Associated Hospital,
Ajmer
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2019 Pharmacovigilance Programem | Medical Sciences,
of india Punjagutta Main Road,
Hyderabad

129 14" October, Sensitization on Jawaharlal Institute of 43
2019 Pharmacovigilance Postgraduate Medical
Education & Research,,
Dhanvantri Nagar,
Gorimedu
130 11" October, Basics and concept of Kurnool Medical 27
2019 Pharmacovigilance College, Budhawarpet
131 10t October, Sensitization on Teerthanker Mahaveer 18
2019 Pharmacovigilance Medical College and
Research Centre, N.H-
24, Bagarpur
132 10t October, Pharmacovigilance S. V. Medical College, 100
2019 Alipiri Road, Tirupati
133 10t October, Sensitization on Jawaharlal Institute of 12
2019 Pharmacovigilance Postgraduate Medical
Education & Research,
Dhanvantri Nagar,
Gorimedu
134 07t October, Awareness of ADR SMS Medical College, 400
2019 Jawaharlal Nehru Marg,
Jaipur
135 04t October, Importance of ADR SMS Medical College, 50
2019 Jawaharlal Nehru Marg,
Jaipur
136 03" October, Pharmacovigilance S. V. Medical College, 30
2019 Alipiri Road, Tirupati
137 28" September, | Introduction on SMS Medical College, 138
2019 Pharmacovigilance Programme | Jawaharlal Nehru Marg,
of India and ADR Reporting Jaipur
138 [ 27" September, | Workshop on ADR form Filling | Madurai Medical 200
2019 and Causality Assessment College, Alwarpuram,
Madurai
139 | 27" September, | Pharmacovigilance & Kurnool Medical 124
2020 Reporting of ADRs College, Budhawarpet,
Kurnool
140 | 27*September, | Sensitization Programme on Rangaraya Medical 29
2019 Pharmacovigilance and ADR College, Kakinada,
Reporting Andhra Pradesh
141 | 25" September, |CME/Training programmes on | PSG Institute of 81
2019 Pharmacovigilance Medical Sciences &
Research, Anna Nagar,
Coimbatore
142 | 20" September, |Overview of Nizam Institute of 20
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143 18" September, | Sensitization Programme on All India Institute 40
2019 Pharmacovigilance and ADR of Medical Sciences,
Reporting form filling Phulwari Sharif, Patna
144 13" September, | Introduction on SMS Medical College, 58
2019 Pharmacovigilance Programme | Jawaharlal Nehru Marg,
of India and ADR Reporting Jaipur
145 10*September, | Pharmacovigilance Indira Gandhi Medical 95
2019 Awareness and Vaccine Safety | College & Research
Surveillance Institute, Kadirkamam
146 07" September, | Workshop on Guntur Medical College, 140
2019 Pharmacovigilance as a part of | Kanna Vari Thota,
APPSCON 2019 Guntur
147 07" September, | VIGIPHARM_2919 Madras Medical College, 122
2019 Topic : Overview of E.V.R Periyar Salai, Park
Pharmacovigilance & Vaccine | Town, Chennai
Pharmacovigilance
148 | 04" September, | Training programme on SMS Medical College, 42
2019 PV,MVPI,AEFI and ADR Jawaharlal Nehru Marg,
Reporting Jaipur
149 | 03September, |1 day National Level SDS Tuberculosis 300
2019 Programme PvPI and ADR Research Centre &
Reporting Form Filling. Rajiv Gandhi Institute
of Chest Disease,
Someshwaranagar, 1%
Main Road, Bengaluru
150 | 29" August, Hands on Training on ADR Jawahar Lal Nehru 105
2019 Reporting Medical College
& Associated Hospital,
Ajmer,
Rajasthan
151 | 28" August, Awareness and Sensitization | Govt Stanley Medical 300
2019 Activity ( ADR Monitoring College, Old Jail road,
Antipsychotic drugs ) Royapuram, Chennai,
Tamilnadu
152 | 27" August, Awareness and Sensitization | Govt Stanley Medical 220
2019 Activity (Introduction on College, Old Jail road,
Pharmacovigilance ) Royapuram, Chennai,
Tamilnadu
153 | 24" August, Sensitization on Sarojini Naidu (S. N) 120
2019 Pharmacovigilance ADR due | Medical College, Moti
to albendazole Katra, Agra
154 22" August, Sensitization on Adverse effect | Teerthanker Mahaveer 24
2019 Medical College and
Research Centre, N.H-
24, Bagarpur, Delhi
Road, Moradabad, U.P.
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Ajmer, Rajasthan

155 | 13" August, Sensitization on Drug alert Teerthanker Mahaveer 21
2019 Medical College and
Research Centre, N.H-
24, Bagarpur, Delhi
Road, Moradabad, U.P.
156 | 08" August, Pharmacovigilance Committee | Madras Medical College, 12
2019 cum Orientation Programme | E.V.R. Periyar Salai,
on Pharmacovigilance training | Park Town, Chennai
for all departments
157 | 03 August, Pharmacovigilance in India Osmania medical 40
2019 and Importance of ADR/AE College, Koti,
of antibiotic resistance quality | Hyderabad
defect related ADRs
158 | 31tJuly, 2019 ADR Reporting System in Jawahar Lal Nehru 19
India under PvPI Medical College
& Associated Hospital,
Ajmer,
Rajasthan
159 | 29" ]uly, 2019 Sensitization of Drug Alert Teerthanker Mahaveer 9
Medical College and
Research Centre, N.H-
24,Bagarpur, Delhi
Road, Moradabad
160 | 25" July, 2019 ADR Reporting System in Jawahar Lal Nehru 07
India under PvPI Medical College
& Associated Hospital,
Ajmer,
Rajasthan
161 | 25" ]July, 2019 Signal detection and risk Govt Stanley Medical 150
management in PvPI College, Old Jail road,
Royapuram, Chennai,
Tamilnadu
162 18" July, 2019 Sensitization on Teerthanker Mahaveer 88
Pharmacovigilance Medical College and
Research Centre, N.H-
24,Bagarpur, Delhi
Road, Moradabad
163 | 13 ]uly, 2019 ADR Reporting System in Jawahar Lal Nehru 21
India under PvPI Medical College &
Associated Hospital,
Ajmer, Rajasthan
164 | 09 July, 2019 ADR Reporting System in Jawahar Lal Nehru 07
India under PvPI Medical College &
Associated Hospital,
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165 | 09*July, 2019 Awareness programme on Muzaffarnagar Medical 27
PvPl and AEFI and MvPI for | College & Hospital, opp.
ADR Reporting Begrajpur Industrial
Area, Ghasipur,
Muzaffarnagar
166 | 04*July, 2019 History of Pharmacovigilance | Madras Medical College, 09
nad emphasises of ADR E.V.R. Periyar Salai,
reporting under PvPI & Modes | Park Town, Chennai
of ADR reporting under PvPI
167 29thJune, 2019 Workshop on Guntur Medical College, 112
Pharmacovigilance and AEFI Kanna Vari Thota,
Guntur
168 26" June, 2019 Sensitization Programme on Gandhi Medical 10
Pharmacovigilance to ART College, Musheerabad,
center staff Secundrabad
169 25" June, 2019 Conducted awareness Guntur Medical College, 65
programme on Kanna Vari Thota,
Pharmacovigilance to clinicians | Guntur
of Gov general Hospital
170 20" June, 2019 Sensitizing to Pharm D Student | Guntur Medical College, 4
how to established ADR Kanna Vari Thota,
Monitoring Centre Guntur
171 | 20" June, 2019 Orientation programme of Govt Stanley Medical 95
Vaccine Pharmacovigilance College, Old Jail road,
Royapuram, Chennai,
Tamilnadu
172 19*June, 2019 Sensitization to rePort ADRs S. V. Medical College, 35
for RNTCP. chittoor Health Alipiri Road , Tirupati,
care professionals at mandal Chittoor District-517507
meeting, conference' Hall'
TBCD, SUVRRGH, TiruPati
173 18" June, 2019 Conducted awareness Guntur Medical College, 52
programme on Kanna Vari Thota,
Pharmacovigilance and Guntur
rational drug therapy for post
eradates
174 18" June, 2019 Pharmacovigilance S. V. Medical College, 30
Highlighted the importance, Alipiri Road, Tirupati,
their Chittoor -517507
role of Monitoring and
reporting
of ADRs, filling of suspected
ADR form
175 13" June, 2019 Sensitization Programme on Gandhi Medical 44
Pharmacovigilance to Gov College, Musheerabad,
Nursing Staff Secundrabad
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176 08™June, 2019 Causality Assessment case S. V. Medical College, 190
series Alipiri Road, Tirupati,
Chittoor -517507
177 06%"June, 2019 Sensitization Programme on JN Medical College, 12
Pharmacovigilance Aligarh Muslim
University,
Aligarh- 202002
178 03 June, 2019 Awareness and Sensitization Govt. Kilpauk Medical 31
activity College, Perambur
Purasawalkam, Chennai
179 01%June, 2019 Pharmacovigilance S. V. Medical College, 190
Highlighted the importance, Alipiri Road, Tirupati,
theirrole of monitoring and Chittoor -517507
reportingof ADRs and also
hands ontraining was given to
fill thesuspected ADR form
180 |24™"May, 2019 | ADR Reporting and Amrita Institute of 08
Pharmacovigilance Programme | Medical Sciences, Kochi,
of India Kerala
181 22" May, 2019 Introduction to Maharishi 16
Pharmacovigilance Programme | Markandeshwar
of India and ADR form filling | Institute of Medical
Sciences and Research,
Mullana, Ambala
182 | 20" May, 2019 ADR Reporting and Causality | Madurai Medical 10
Assessment College, Alwarpuram,
Madurai
183 [ 20*"May, 2019 Pharmacovigilance ADR Nizam Institute of 121
Reporting Medical Sciences,
Punjagutta Main Road,
Hyderabad
184 14" May, 2019 Antibiotics related ADRs and | BPS GMC for women, 12
recent updates by PvPI & MvPI | Khanpur Kalan, Sonepat
185 [14""May, 2019 Hands on training on ADR North Delhi Municipal 41
Reporting Corporation Medical
College and Hindu Rao
Hospital, Malka Ganj
186 | 10"May, 2019 Clinical Importance of Govt Stanley Medical 26
Pharmacovigilance College, Old Jail road,
Royapuram, Chennai,
Tamilnadu
187 09" May, 2019 Different mode of ADR Madras Medical College, 07
Reporting forms and Causality | E.V.R. Periyar Salai,
Assessment Park Town, Chennai
188 [ 08"May, 2019 Pharmacovigilance Programme | Madras Medical College, 04
of India and Spontaneous E.V.R. Periyar Salai,
Reporting Park Town, Chennai
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189 | 08"May, 2019 | Pharmacovigilance And ADR | Kurnool Medical 56
Reporting Form College, Budhawarpet,
Kurnool
190 | 08*"May, 2019 | Pharmacovigilance ADR Madurai Medical 145
Reporting College, Alwarpuram,
Madurai
191 | 07"May, 2019 | Basic of Pharmacovigilance Sarojini Naidu (S. N.) 06
and ADR Reporting Medical College, Moti
Katra, Agra-282002
192 02"4May, 2019 Awareness of Jawahar Lal Nehru 51
Pharmacovigilance and ADR | Medical College&
Reporting System Associated Hospital,
Ajmer, Rajasthan
193 | 29" April, 2019 | Sensitization Programme on North Delhi Municipal 08
ADR Reporting Corporation Medical
College and Hindu Rao
Hospital, Malka Ganj
194 26™ April, 2019 | Sensitization on Adverse drug | Teerthanker Mahaveer 25
Reaction Medical College and
Research Centre, N.H-
24,Bagarpur, Delhi
Road, Moradabad, U.P
195 | 26" April, 2019 | Basic of Pharmacovigilance Sarojini Naidu (S. N) 11
and ADR Reporting Medical College, Moti
Katra, Agra
196 | 20™to 23" April, | Seminar on Pharmacovigilance | Tripura Medical College 88
2019 and ADR Reporting Form &
Filling Dr. BRAM Teaching
Hospitals, Hapania,
Agartala
197 | 16™ April, 2019 | Pharmacovigilance and Madras Medical College, 33
Pharmacovigilance Programme | E.V.R. Periyar Salai,
of India with an emphasises on | Park Town, Chennai
Spontaneous Reporting System
& Different mode of ADR
reporting in the PvPI System
and Causality Assessment.
198 | 12* April, 2019 | Sensitization Programme on 12* April, 2019 12
ADR Reporting Sensitization Programme
on ADR Reporting
JN Medical College,
Aligarh Muslim
University, Aligarh
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Accredited Hospitals

199 | 10" April, 2019 | Sensitization on Drug Alert Teerthanker Mahaveer 25
Medical College and
Research Centre, N.H-
24,Bagarpur, Delhi
Road, Moradabad,
200 |22 October, Training Program on vaccine | Govt. T.D. Medical 58
2019 Pharmacovigilance and ADR College, Vandanam,
and AEF Survigilance Alappuzha
Regional Workshops Conducted for MAHs
201 | 10*]Jan 2020 13* Regional workshop Sri Aurobindo Institute 32
on Pharmacovigilance of Medical Sciences
and Establishment of (SAIMS), Indore
Pharmacovigilance System in
Pharmaceutical Industries - A
Way Forward” for MAHs
202 | 29*"Nov 2019 12" Regional workshop Central Drug Testing 33
on Pharmacovigilance Laboratory (CDTL),
and Establishment of Mumbai
Pharmacovigilance System in
Pharmaceutical Industries - A
Way Forward” for MAHs
203 |28"Aug 2019 11" Regional Workshop CSIR- Centre for Cellular 46
on Pharmacovigilance and Molecular Biology
and establishment of (CCMB), Hyderabad
Pharmacovigilance system in
pharmaceutical industries a
way forward
204 | 12%]July 2019 10* Regional Workshop on CSIR - Institute of 27
Pharmacovigilance and Microbial Technology
establishment of (IMTech), Chandigarh
Pharmacovigilance system in
pharmaceutical industries a
way forward
205 [ 9*"May 2019 9" Regional Workshop on Yashoda Hospital, 45
Pharmacovigilance and Ghaziabad
establishment of Pharma-
covigilance system in pharma-
ceutical industries a way
forward
PV Training Programme for NABH Accredited Hospitals
206 | 27*Sep 2019 Workshop-cum-Training on Fortis Hospital, Kolkata 44
Pharmacovigilance for NABH
Accredited Hospitals
207 | 26™July 2019 Workshop-cum-Training on Yashoda Hospital, 45
Pharmacovigilance for NABH | Ghaziabad
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Induction-cum-training Programme for Newly recruited
PV-Associates and Newly Appointed AMC Coordinators

208 | 30" July to 2 Induction-cum-training IPC, Ghaziabad 25
August, 2019 Programme
209 1 to 5" July, Induction-cum-training IPC, Ghaziabad 20
2019 Programme
210 1t & 2" July, Induction-cum-training IPC, Ghaziabad 15
2019 Programme
Skill Development Programme on Pharmacovigilance organized
211 | 9*to 13* Dec 14*Skill Development IPC, Ghaziabad 28
2019 Programme on
Pharmacovigilance of Medical
Products
212 | 237t027" Sep 13*Skill Development IPC, Ghaziabad 51
2019 Programme on
Pharmacovigilance of Medical
Products
213 15%to 19 July, | 12" Skill Development IPC, Ghaziabad 18
2019 Programme on
Pharmacovigilance of Medical
Products

Advance-Level Training-cum-Coordinator’s meet
organized by Regional Training Centres of PvPI

214 1*December, Advance-level training Post Graduate Institute 107
2019 programmes of Medical Sciences and
Research (PGIMER),
Chandigarh
215 8t November, Advance-level training All India Institute 48
2019 programmes of Medical Sciences
(AIIMS), Bhopal,
Madhya Pradesh
216 14" September, | Advance-level training All India Institute 50
2019 programmes of Medical Sciences
(AIIMS), Rishikesh,
Uttarakhand
Miscellaneous Training/Workshops
217 14% & 15t Medical Dictionary for IPC, Ghaziabad 28
November, 2019 | Regulatory Activities
(MedDRA) Training
218 [ 26 vcSy] 2019 D;w el ij cf'k{k.k IPC, Ghaziabad 29
Interactive Meetings with MAHs
219 28" January, Interactive meeting on IPC, Ghaziabad 4
2020 improving the quality of
ICSRs & upload errors reports
received from MAH
Indian Pharmacopoeia Commission
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220 23 January, Interactive meeting on IPC, Ghaziabad 6
2020 improving the quality of
ICSRs & upload errors reports
received from MAH
221 6™ December, 20 | Interactive meeting on IPC, Ghaziabad 2
19 improving the quality of
ICSRs & upload errors reports
received from MAH
222 17" September, | Interactive meeting on IPC, Ghaziabad 2
2019 improving the quality of
ICSRs & upload errors reports
received from MAH
223 | 9™ August, 2019 | Interactive meeting on IPC, Ghaziabad 1

improving the quality of
ICSRs & upload errors reports

received from MAH
Materiovigilance Programme of India (MvPI)
224 19t — DQth 3 Induction-cum-Training IPC, Ghaziabad 25

September, 2019 | Programme for newly
identified Medical Device
Adverse Event Monitoring

Center
225 | 2-3"May, Training programme on Shastri Bhavan, Chennai 80
2019 Management and ensuring

Safety of Medical Devices
and Medical Devices Adverse
Events

Pharmacopoeial Trainings

226 |4"March, 2020 | ESPS, Marayamuttam, Thriuvananthapuram 50

227 |5™February, Sanskar College of Engineering and 40
2020 Technology, Ghaziabad

228 |4™February, Parul University, Vadodara 30
2020

229 |21*January, Sunderdeep College of Pharmacy, Ghaziabad 70
2020

230 |24*"December, |Karpagam Academy of Higher Education, 57
2019 Coimbatore

231 | 25" November, | KMCH College of Pharmacy, Coimbatore 56
2019
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232 |6 November, |Vivek College of Technical Education, Bijnor 53
2019
233 | 21*October, National Institute of Engineering and 40
2019 Technology, Greater NOIDA
234 |16™October, IIMT College of Pharmacy, Greater NOIDA 20
2019
235 |11*October, HIMT College of Pharmacy, Greater NOIDA 50
2019
236 |4t QOctober, GD Goenka University, NOIDA 61
2019
237 | 27" September, |Apeejay Satya University, Gurgaon 65
2019
238 [28™August, School of Pharmaceutical & Sciences, MVN 63
2019 University, Palwal
239 |18"July, 2019  |School of Pharmaceutical Education and 55
Research, Jamia Hamdard University, Delhi
240 | 4™ July, 2019 Amity Institute of Pharmacy, Amity University, 10
NOIDA
241 |28"May, 2019 |Raj Kumar Goel Institute and Technology, 32
Ghaziabad
242 |12 April,2019 | Amity Institute of Pharmacy, Amity University, 27
NOIDA

B. INTERNATIONAL TRAINING

243  [24"February |6™ Asia-Pacific Radisson Blu, 14
to 6"March, |Pharmacovigilance |Kaushambi, (6 countries including
2020 Training Course Ghaziabad Bangladesh, India,
Nigeria, Philippines,
Yemen and Zimbabwe
have attended the
training programme
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TOTAL TRAININGS
ORGANISED
(A) National Training Programmes
Conducted by IPC:
Total Trainings : 242
No. of Participants Trained 14340
(B) International Trainings:
Trainings Organised ; 01
No. of Participants : 14

Total No. of Trainings
Organised (A+B) : 243
Total No. of Participants (A+B) : 14354

STUDENT PROJECTS &
TRAININGS IN IPC LABS

Various undergraduate and post graduate
students of pharmaceutical sciences and
others related disciplines completed their
projects/trainings in IPC and details are as
given below:

1 |Undergraduate 35
Students

2 | Postgraduate 4
Students

3 | Ph.D/Research 4
Scholars

4 | Academicians 1

PARTICIPATION IN NATIONAL
TRAININGS

1. CBT training programme for Host Cell
and Process Related Impurity Analysis

and Glycan Analysis of Biotherapeutics
on 12" December 2019 at IIT Delhi

Education Course on Pharmaceutical
Stability conducted by USP on 14™ &
15" November, 2019 at Courtyard by
Marriott Hotel, Mumbai.

USP  Education Programme on
Validation, Verification and Transfer
of Analytical Procedures on 26%™ - 27%
September 2019 at Mumbai.

Education Course on Validation,
Verification and Transfer of Analytical
Procedures conducted by USP India on
26" ]July, 2019 at Gurugram.

Demonstration of cIEF and CE-SDS
based protein analysis system (Maurice)
by Biotechnique on 2™ - 3" May 20109.

PARTICIPATION IN
INTERNATIONAL TRAININGS

(@)

IPC-PvPI officials participated in two-
day workshop on Literature Search and
Synthesis on Vaccine Safety, which was
organized by WHO-India held on 25
& 26" November 2019 at Metropolitan
Hotel, Barakhambha Road, New Delhi.

IPC organized teleconference meeting
between IPC and USP official on
29" August, 2019 for discussion of
Memorandum of Understanding (MoU).

(iii) IPC officials attended 164" Session

Meeting of European Directorate for
the Quality of Medicines & Healthcare
(EDQM) held on 18" June, 2019 at
Strasbourg, France.

(iv) IPC-PvPIl officials participated in a

two-day workshop on Benefit-Risk
Assessment of Medicines and Vaccines
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in India which was organized by WHO-
India along with National Regulatory
Agency, India on 1% to 2™ May 2019 at
Hotel Royal Plaza, New Delhi.

IPC-PvPl officials participated in a
workshop on Signal Detection and
Management which was organized by
CDSCO in collaboration with WHO-HQ
and WHO-India held on 9" to 12" April
2019 at Hotel Royal Plaza, New Delhi.
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(vi) IPC-PvPI officials participated in World

Conference on Access to Medical
Products -Achieving the Sustainable
Development Goals (SDGs 2030)
organized by Ministry of Health &
Family Welfare (MoHFW), Government
of India in collaboration with WHO on
9" to 12 April 2019 at New Delhi.
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10.

MEMORANDUM OF
UNDERSTANDING

IPC-USP MoU was renewed on 18th
November, 2019 in Nirman Bhawan, New
Delhiinthe presence of Special Secretary, Shri
Arun Singhal, Joint Secretary (Regulation)
Dr. M.K. Bhandari and other senior officials
of the Ministry & CDSCO.

WHO BIOWAIVER PROJECT

IPC has participated in the WHO Biowaiver
Project for providing a first step towards
the BCS-based classification of APIs. The
WHO Biowaiver Project started with a
pilot phase in January-October, 2018 in
which first set of APIs (ie. Tenofovir,
Dolutegravir, Ethionamide) were classified
and the outcome was presented to the
WHO 53 Expert Committee and project
was endorsed. Thereafter, WHO Expert
Committee has prioritized the second set of
APIs (N=15) to scale up the project for BCS-
based classification; and, accordingly IPC
participated in the WHO Biowaiver Project
by contributing in the equilibrium solubility
experiments on APIs and results have been
communicated to the WHO for compilation
of report.

COOPERATION

INTERNATIONAL

INTERNATIONAL
COLLABORATIVE STUDY

IPC participated for analysis of candidate
material provided for “International
Collaborative Studies organized by National
Institute of Biological Standardization and
Control (NIBSC), UK to establish the 2™
WHO International Standard for Insulin-
like Growth Factor I (IGF-I), recombinant,
human, for immunoassay (coded 19/166)".

VISITS BY NATIONAL

& INTERNATIONAL

PARTICIPANTS
A total of 11 participants of the WHO EQAAS
Workshop at National Institute of Biologicals,
NOIDA visited IPC on 5th December, 2019.

These included participants from Bhutan,
India, Nepal and Thailand.
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The Indian Pharmacopoeia Commission
(IPC) has performed 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 IPC are available
for sale & distribution through IPC & its
Distribution Network. The list of authorized
distributors is available on the website of IPC
l.e. www.ipc.gov.in

During the financial year 2019-20, the
following
published:

official ~ publications  were

1. | Addendum 2019 to
Indian Pharmacopoeia
2018

2. | Annual Report of IPC
for the Financial Year
2017-18

3. | Annual Report of IPC

for the Financial Year
2018-19

2000

100

150

Promotional Activities to enhance
awareness of IPC Publications:

(i) A 3D Animated Film on Indian
Pharmacopoeia 2018 in HD Format
was prepared to create the awareness
of IPC products and services to the
stakeholders.

Indian Pharmacopoeia Commission
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PUBLICATION & DOCUMENTATION

(ii)) The IPC has actively participated
and setup stalls for showcasing of
IPC products and resource materials
in following conferences/seminars/
workshops, etc. for promotional
activities.

» 8% Indian Pharma Expo & Business
Excellence Awards 2019 held on 16™
& 17" July 2019 at Pragati Maidan,
(Hall No -12 A) New Delhi.

» Pharma Tech Expo 2020 from 4™ to 6™
March 2020 at Mumbai.

p 204 JPC Interactive Meet on
PharmacopoeiaStandards Regulatory

and Quality Considerations held on
26™July 2019 at FDA, Goa.

(iii) A letter has been sent to Drugs
Controller General (I), CDSCO, New
Delhi for sensitization of stakeholders
for compliance of Indian Pharmacopoeia
(IP) 2018.

(iv) A letter has been sent to all Institutions
approved by Pharmacy Council of India
(PCI) for sensitization on latest edition
of Indian Pharmacopoeia (IP) 2018 and
its Addendum 2019.

LIBRARY-CUM-
DOCUMENTATION CENTRE

The IPC Library is the well-developed
documentation centre for Information
resources. This is a special library in
the field of drugs and pharmaceutical
sciences in the country for catering to
the need of the users. The Library has an
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excellent collection of Pharmacopoeias
of different countries, reference books,
scientific journals, documents of National &
International standards, non-book materials
and e-resources to support IPC for updating
regularly the standards of drugs commonly
required for the treatment of diseases
prevailing in the country.

Objectives
The main objectives are as follows:

» To collect, preserve and dissemination
of information and resources;

» To build a strong collection in the field
of Drugs & Pharmaceutical Sciences,
Instrumentation, Pharmacopoeial
education, Research & Development
and other related areas;

» To promote intellectual growth,
creativity by developing collection,
facilitatingaccesstotechnicalinformation
resources, critical evaluation skills and
offering research assistance; and

» To create hospitable physical and virtual
environment for study, research and
training.

Collection Development

Library had procured approx. 138 Nos. of
books, CD/DVD/ USB Flash drive, Project
report, free publication and approx. 782 Nos.
of serials including print journal, e-resources,
magazine, newspapers, newsletters, annual
reports, etc. during the financial year 2019-20.

Library & Information Services

Library also collects, organizes and
disseminates relevant information and
provides  valuable consultation and

reference services in support of scientific,

pharmacopoeial and other related work to
its users:

» Selective Dissemination of
Information (SDI)

Database search
Documentation service
E-mail alerts

Indexing and Abstracting
Internet service

Literature search
Newspaper Clipping
OPAC  (Online Public
Catalogue)

VvV vV vV vV vV v v Vv

Access

Reference & Consultation Service

v v

Reprographic Service
Resource Sharing/Inter Library Loan

Library Publications

Library also regularly publishes its
publications, which are very useful for
the scientists/officers, staff, healthcare
professionalsand researcherstosupport R&D
and other official work in the organization
to enhance the professional knowledge of
users. The details are as follows:

» New Digest

Accession List of Books
Library Catalogue
Current Content of books
Current Holdings

Article Alert of journals and

v Vv Vv Vv Vv VY

Indexing & Abstracting of journals

Miscellaneous Work

» Approx. 2646 numbers of journals
volumes were bound during the year
2019-20.
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» Library has carried out stock » Library has organized a meeting
verification of books and journals for “Development of Infrastructure
during the year 2019-20. and creating a State-of-the-Art

Centre of excellence for Library &
Information Resources in Drugs and
Pharmaceutical Sciences” at IPC,

Ghaziabad.

» Library has worked on the writing off
mutilated /damaged/ missing books
& Periodicals, old files, etc.

Indian Pharmacopoeia Commission m
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12.

SCIENTIFIC BODY MEETINGS

CONFERENCES

The 42" Scientific Body Meeting of IPC
was conducted on 22" February, 2020 at
IPC, Ghaziabad.

The 41% Scientific Body Meeting of IPC
was conducted on 20* July, 2019 at IPC,
Ghaziabad.

EXPERT WORKING GROUP
MEETINGS

Joint Meeting of Expert Working Group-
Fixed Dose Combinations & Anti-
retroviral Drugs held on 28" February,
2020.

Joint Meeting of the Expert Working
Groups-Parenteral = Preparations &
Ophthalmics held on 26" February, 2020.

Meeting on new monographs drafted
for IP held on 5" & 6" February, 2020 and
on 25" & 26" February, 2020.

Joint meeting of the Expert Working
Groups-Active Pharmaceutical
Ingredients & Anti-Cancer Drugs held
on 25" February, 2020.

Meeting of Expert Working Group
and Sub-Group-IP Review on 11*-13®
February, 2020.

Meeting of Expert Working Group-
General Chapters at CDTL-Mumbai on
4" February, 2020.

The 2" Expert Committee Meeting
for the revision of Bacterial Endotoxin

100

10.

11.

12.

13.

14.

15.

16.

SCIENTIFIC MEETINGS &

Limits (BET) in peritoneal dialysis
solutions monograph of IP-2018 on 30™
January, 2020 at IPC, Ghaziabad.

The 5™ Meeting of Subject Review
Committee for 6™ Edition of NFI 2020
on 2122 January, 2020 at THSTI,
Faridabad.

Meeting of Expert Working Group
and Sub-Group-IP Review on 11%-13*
December, 2019.

The 1**Meeting of Expert working group
- Antisera for Human use held at IPC,
Ghaziabad on 9" December 2019.

4" Subject Review Committee’s meeting
for 6™ Edition of NFI held on 15%
November 2019 at THSTI, Faridabad.

Expert Working Group- Anti-Retroviral
Drugs held on 7" November, 2019.

1t Expert Committee Meeting for the
Revision of Bacterial Endotoxin Limits
(BET) in peritoneal dialysis solutions
monograph of IP-2018 held on 04%
November, 2019 at IPC, Ghaziabad.

Meeting of the Expert Working Group
and Sub-Group-IP Review on 14t - 16t
October, 2019.

Meetings of the Microbiological Expert
Working Group held on 26" April &
23 September 2019 at IPC, Ghaziabad
to update the General chapters and
monographs of IP-2018.

Meeting on the new monographs drafted
for IP held on 1 August, 28", 29" & 31+
May 2019 at IPC, Ghaziabad.
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18.

19.

20.

21.

22.

23.

24.

25.

26.

27.

Video conferencing of Expert Working
Group-Fixed Dose Combinations held
on 22" August, 2019.

Meeting of Expert Working Group and
Sub-Group-IP Review held on 7% -9
August, 2019 at IPC, Ghaziabad.

3"Meeting of Subject Review Committee
for 6" Edition of NFI was conducted on
18" July 2019 at Kasauli.

Video  conference meeting  with
stakeholders on Anti-Retroviral
Monographs held on 17" July, 2019.

Meeting of the Expert Group for revision
of Guidance Manual for Compliance of IP
held on 10" July, 2019 at IPC Ghaziabad.

Video Conferencing of Expert Working
Group-Active Pharmaceutical
Ingredients held on 27™ June, 2019.

Meeting on General Chapter of
Containers with Dr. Devang V. Khakhar,
Former Director, IIT-Bombay held on
215t June, 2019 at Mumbai.

Meeting of Expert Working Group and
Sub-Group-IP Review held on 6% -7%
June, 2019.

Meeting with stakeholders on the
quality standards of Anti-snake venom
manufactured in the country held on
28" May 2019 at CDSCO, New Delhi.

Meeting on Endotoxin Limit in
Peritoneal Dialysis Fluid Monograph
held on 15" April 2019 at Translational
Health Science and Technology Institute,
Faridabad.

Annual Report 2019-20

Formulary of India (NFI) 2019-2020
was held on 15" April 2019 at THSTI,
Faridabad.

STAKEHOLDERS MEETINGS

Meeting of stakeholders for rFSH
injection monographs IP 2018 w.r.t. test
for Oligomers helfon 5" February 2020 at
IPC Ghaziabad.

4™ Meeting for Revision of Guidance
Manual for Compliance of IP held on 5*
- 6" November 2019 at IPC, Ghaziabad

Organized teleconference  meeting
between IPC and USP officials held
on 29" August, 2019 for discussion of
Memorandum of Understanding (MoU).

The 3" Meeting for Revision of Guidance
Manual for Compliance of IP held on
13"~ 14" August 2019 at IPC Ghaziabad.

Meeting on FT-NIR technology by
Ajanta Pharma held on 3™ May, 2019 at
IPC-Ghaziabad.

MoU between IPC & CCMB-Hyderabad
for developing DNA Barcode method
for Herbal Drugs held on 23 April, 2019
at IPC-Ghaziabad.

IPC in collaboration with AKS
University, Satna, organized a national
conference on Recent Advances in
Pharmacovigilance in Drug Discovery
and Development held on 12 April 2019
at Satna, Madhya Pradesh.

Meeting on Updating Knowledge
and Skills of Healthcare Professionals
including Academicians held on 10™
April 2019 at IPC, Ghaziabad.

27 Meeting of Core Group and Subject IPC and School of Tropical Medicine
Review Committee for National (STM), Kolkata jointly organized the
Indian Pharmacopoeia Commission 101



Eastern and North Eastern Regional
Colloquium on Pharmacovigilance and
Patient Safety held on 5" April 2019 at
STM, Kolkata.

PARTICIPATION IN
CONFERENCES & MEETINGS

IPC officials represented in India Pharma
2020 held on 7* March, 2020 at Gandhi
Nagar, Gujarat.

National conference on CRISPR-CAS as
an emerging tool for Genome editing
on 22" February 2020 at IMS college of
Engineering, Ghaziabad.

IPC-PvPI officials as Chief Guest and
Invited Speaker in National Conference
on Pharmacovigilance: Advancements
in the Safe Drug Development on 17*
January, 2020 organized by Deshbandhu
College, University of Delhi, Kalkaji,
New Delhi.

IPC officials represented in 17*" Unani
Pharmacopoeia Committee meeting at
Central Council for Research in Unani
Medicine, New Delhi on 12t December
2019.

IPC represented in CPhI India held on
27t and 28™ November, 2019 at India
Expo Center, Greater Noida.

IPC officials represented in meeting
on Regulators-Animal Vaccine
Manufacturers Interactive Meet-2019,
organized by Indian Veterinary Research
Institute held on 4™ December 2019 at
Izatnagar.

IPC represented in 3™ meeting of
Expert Committee for Harmonization
of Pharmacopoeial monographs
held on 25" & 26" November 2019 at

10.

11.

12.

13.

Pharmacopoeia Commission for Indian
Medicine & Homeopathy, Kamla Nehru
Nagar, Ghaziabad.

IPC officials participated and presented
a paper in 2™ International Conference
of CGLA, EAGID-GPL 2019 held on 17
- 19" October, 2019 organized by Central
Government Library Association at
IGNCA, New Delhi.

IPC represented in National Seminar
on Access & Availability of Medical
Literature in Electronic Environment
(AMLEE-2019) held on 2™ 3rd
September-2019, organized by Dr.
B.B. Dikshit Central Library, All India
Institute of Medical Sciences (AIIMS)
New Delhi.

Meeting of the Expert Committee to
Formulate Regulatory Pathway for
Approval of Radiopharmaceuticals held
on 11" July 2019 at CDSCO, New Delhi.

IPC officials represented in Regional
Assessor Conclave 2019 organized by
National Accreditation Board for Testing
and Calibration Laboratories (NABL)
held on 08" May 2019 at India Habitat
Centre, New Delhi.

IPC officials participated in the National
Conference on ERMED Consortium:
Digital Health Resources: A reality, 2019
held on 02" - 03" May, 2019 organized
by National Medical Library, New Delhi.

IPC officials participated in the Release
of National Reference Standard of Anti
A and Anti B Reagents held on 16" April
2019 at NIB, Noida.



>

EXTRAMURAL PROJECTS

Progress report for the Department of
Science & Technology (DST) project
entitled ‘Development of National
Laboratory Facility for Setting Quality
Standard for rDNA based Therapeutics’
for the period of 18/09/2017 to
31/03/2019 along with Ultilization
Certificate and Statement of Expenditure
for recurring and non-recurring fund
(DST release amount only) for the
period of 01.04.2018 to 31.03.2019 was
submitted to DST.

Indian Pharmacopoeia Commission
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Progress report for the DST project
entitled ‘Development of Indian
Pharmacopoeia Reference Standards
(IPRS) for Assuring the Quality of
Biologics in India” along with Utilization
Certificate and Statement of Expenditure
for recurring and non-recurring fund
was submitted to DST.
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13.

PUBLICATIONS OF IPC

Agarwal V, Vastava TP, Adusumilli PK,
Vivekanandan K, Thota P, Bhushan S. Pivotal
role Pharmacovigilance programme of India
in containment of antimicrobial resistance in
india. Perspect Clin Res 2019; 10:140-4.

Bhushan S, Ray RS, Prakash J, Singh
GN, Global versus Indian perspective of
Pioglitazone-induced Adverse Drug Reactions
Including Bladder Cancer: A Comparative
Retrospective Pharmacovigilance Analysis.
Clin Ther. 2019;19.pii:S0149-2918(19)30422-9

RESEARCH PUBLICATIONS

and chalenges in development of
Phytopharmaceutical drug in Indiaa A SWOT
Analysis. JYoung Pharm. 2019;11(3):322-32

Singh A, Kaaivani M, Srivastava S, Goyal
RK, Gupta SK Postmarketing Safety of
Biosimilars: Current Status, Challenges, and
Opportunities in the Spontaneous Reporting
System. Ther Innov Regul Sci; 2020; 54;
667-680.

SinghKK and MohammadA. A research article
entitled "Emerging trends and technologies for
digital transformation of libraries' \ IPIndian J
Libr Sci Inform Technol., 2019; 4(2):41-43.

3. Prakash J, Joshi K, Malik D, Sachan A, Kumar

B, Bhushan S, KalaiselvanV, Singh GN. “ADR PUBLICATIONS OF ADR
PvPI” Android mobile app: Report adverse =~ MONITORING CENTRES OF
drug reaction at anytime anywhere in India PVPI

Indian J Pharmacol 2019;51(4):236-242.
4. Radtogi S, Shukla S, Sharma AK, Sarwat 1. Ahamed AS, Kumar BRJ, Ashoka A study on

M, Srivastava P, Katiyar T, Kalaiselvan V,
and Singh GN Towards a comprehensive
safety understanding of granulocyte-colony
stimulating factor biosimilars in treating
chemotherapy associated febrile neutropenia:
Trends from decades of data. Toxicol. Appl.
Pharmacol. 2020; 395; 114976.

Shukla S & Kaaiselvan V from NCC-MvPI
published an article on differencesin pattern of
adverse events associated with various G-CSF
biosimilars in Toxicol. Appl. Pharmacol.
2020;395:114976.

Shukla S, Gupta M, Pandit S, Thomson M,
Shivhare A, Kaaiselvan V, and Singh GN.
Implementation of adverse event reporting
for medical devices, India. Bull. World Health
Organ.2020; 98;3: 206.

SinghA, Kalaivani M, Chaudhary P, Srivastava
S, Goya RK, Gupta SK . Opportunities

assessment of self- medication among adult
population in Mysuru city. Int. J. Pharm. Sci.
Res. 2019; 57(1): 84-89.

Babu T, Panachiyil GM, Sebastian J, Mandyam
DR. Probable blueberry- induced haemolysis
in a GO6PD deficient child: A case report. Nutr
Health. 2019; 25(4): 303-305.

Babu T, Panachiyil GM, Sebastian J, Shastry
V. A case report of zidovudine- induced
thumbnails hyperpigmentation in an HIV
positive patient with secondary herpes zoster
ophthamicus infection. Asian J Pharm Clin
Res. 2019; 12(6).1-2.

Beedimani RS, UzZaman S, Potturi SC,
Srinivas M, Kumar SK. Prescribing pattern
of anticancer drugs in the medical oncology
department of atertiary care teaching hospital.
Int JBasic Clin Pharmacol 2019; 8(6): 1398.

5. Bhattacharjee P, Vats S, Das L, Ghosh R,
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Bhattacharjee S. Pattern of adverse drug
reactions of antimicrobial agents in a tertiary
careteaching hospital of Tripura: A prospective
study.

Int. J. Contemp. Med. Res.2019; 6(7):G6-G10.
Bhuvaneshwari E, Chakradhar T, Sravani M.
Analysis of spontaneousindividual case safety
reports reported at adverse drug reaction
monitoring centre: tertiary care teaching
hospital in South India. Int J Basic Clin
Pharmacol 2019; 8(11): 2541.

Chawla H, Rafi M, Namdeo C, Goyal C.
Dedoratadine induced headache: Are we
noticing or missing it Indian J Drugs Dermatol.
2019; 5(1): 57-8:

Choudhary R, Singh P, Gupta S, Khosla PP,
Matreja PS, Singh U. A comparative study for
efficacy and safety of low doses of clonidine for
hemodynamic stability in patients undergoing
|aparoscopic cholecystectomy. Int JBasic Clin
Pharmacol 2019; 8(9): 2102.

Dholakia HJ, Singh AP. Pellagroid Dermatitis
due to Phenytoin medication error in an
adult woman with generalized epilepsy. J
Pharmacovigilance & Drug Saf. 2019; 16(2).
30-32.

Gerhard BSA, Bhuvaneshwari E, Sravani M.
Effect of topical 5% Natamycin in treatment
of fungal corneal ulcer: A Prospective Study in
atertiary care teaching hospital in Telangana.
MedPulse Int J Basic Clin Pharmacol 2019;
12(1): 01-05.

Kaur J, Chalia P, Sharma M, Matreja PS.
College students and cosmetic procedures:
A survey on attitude and body image. IP
Int J Compr Adv Pharmacol 2019; 4(2):
67-69.

Kotadaia RB, Kubavat AR. A case of Digoxin
toxicity due to renal insufficiency and
drug-drug interaction. J Pharmacolovigilance
& Drugs Saf. 2019; 16(2). 42-43.

Kumar MS, Kumar DS. A Cross Sectional
Study of Assessment of Knowledge on
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Pharmacovigilance among Medical Students.
J. Dent. Med. Sci. 2019; 18(5): 55-57.

Kumar VR, Manchu T, Amancharla MK,
Manchu K, Kandula PK. Pattern of adverse
drug reactions in paediatric patients reported
to adverse drug reaction monitoring centre in
Tertiary Care Hospital. Int J Contemp Pediatr.
2019; 6(4): 1557

Lavanaya R, Priya VVK, Reddy ND,
Kumari AM, Rao VR, Nadenla RR, Kumar
KP. Importance of Pharmacovigilance and
Outcomes of Clinica Pharmacy Services
in Indian Headlth Care System. Indo AM.
J. Pharm. Sci. 2019; 9(09).

Medhi B. Editorial- Artificial intelligence in
pharmacovigilance: Practical utility. Indian
J Pharmacol. 2020: 373.

Medhi B. Editorial- Emerging antimicrobial
resistance and newer tools to address the
resistance. 2019:; 291.

Menon A, Kumar B, Vasavi K, Sulfath
TS, Chaasani SH, Ramesh M. A case
report on linezolid and cefuroxime induced
leucocytoclasticvasculitis. J Young Pharm,
2019; 11(2): 227-229.

Muthaiah B, Panachiyil GM, Babu
T. Hyperpigmentation induced by
Hydrochlroquine: A Case Report. J
Clin. Diagnostic Res. 2019; 13(7):
ODO01-0OD02.

Nagra) L, Madalageri NV. A comparative
study of metabolic side effects of risperidone
and olanzepine in treatment of schizophrenia.
Int JBasic Clin Pharmacol 2019; 8(1): 2561.

Nagraj L, Madalageri NV. Efficacy of
risperidone and haloperidol in treatment of
schizophrenia in tertiary care hospital. Int
JBasic Clin Pharmacol. 2019; 8(1): 2403.

Nama P, Parmar S, Gupta A, Dakhale G,
Sontakke S. Angioneuroticedema due to
surgical disposable latex goves: A case report.
Int. J. Curr. Adv. Res. 2019; 8(6): 19146-
19147.
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24,

25.

26.
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28.

Panachiyil G, Babu T, Sabastian J, Doddaiah
N. A pediatric case report of fixed drug
eruption related to carmoisine colorant present
in paracetamol syrup. Indian J. Pharmacol.
2019; 51(4). 279-81.

Panachiyil GM, Babu T, Sebastaian J,
Mandyam RD. A case report of haemolysisin
a G6PD deficient child due to acetaminophen
overdose resulted from parental unawareness.
JYoung Pharm. 2019; 11(2): 224-226.

Panachiyil GM, Babu T, Sebastaian J,
Mandyam RD. A case report of fosphenytoin
induced orofacial dyskinesia in a 11- month
old baby with post- encephalitic sequelae.
J. Clin. Diagnostic Res. 2019; 13(5): SDO7-
SDO08.

Priya VVK, Devireddy N, Lavanaya
R, Kumari MA, Kumar PK, Rao VRN.
Pharmacovigilance: current scenario in a
Tertiary care hospital —An cross sectional
observational study in South India. Int. J. Curr.
Adv. Res. 2019; 8(9-B): 19819-19823.

Rajeswaramma G, Reddy YVB, Kumar SD.
A prospective study of monitoring of adverse
drug reaction in paediatric patients in Tertiary
CareHospital. J. Dent. Med. Sci. 2019; 18(12):
41-50

Rashid M, Ramesh M, Shamshavali k, Dang
A, Patel H, Undela K. Efficacy and Safety of
non- steroidal anti- androgens in patients with
metastatic prostate cancer: Meta- analysis of
randomized controlled trials. Rev Recent Clin
Trias. 2020; 15: 1-14.
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Renukaprasad RU. Assessment of medication
adherence and factors influencing non-
adherence among cancer patients receiving

chemotherapy. Value in Heath. 2019.
Conference Proceedings. (PCN28)
Rukamangathen R, Brahmanapali VS,

Thammisetty DP, Pemmasani D, Gali SD,
Atmakru RB. Study of adverse drug reaction
to antiretroviral therapy in a tertiary care
hospital, Tirupati. Perspect Clin Res. 2019.
Ahead of Print

Sebastian J, Gurumurthy P, Mandyam DR,
Ramesh M. Active Surveillance of adverse
events following immunization (AEFI): A
prospective 3- year vaccine safety study. Ther
Adv Vaccines Immunother. 2019; 7: 1-9.

Singh P, Choudhary Ruchi, Singh VK, Matregja
PS. Comaparision of metabolic effects of
glimperide and sitagliptin with metformin in
patients suffering from type 2 diabetes mellitus
in a tertiary care hospital. Int J Basic Clin
Pharmacol. 2019; 8(7): 1467.

Singh S, Chandel S, Sarma P, Reddy DH,
Mishra A, Kumar S, Thota P, Murdi K,
Prakash A, Medhi B. Biovigilance : A Global
Perspective. Perspect Clin Res. 2019; 10:
155-62.

Stalin C, Prasanna L, Kumar RG, Bhat RC.
Monitoring of adverse drug reaction to Oral
HypoglycemicdrugsinaTertiary CareHospital:
A Prospective Study. J Pharmacovigilance
and Drug Saf. 2019; 16(1):13. A Prospective
Study. J Pharmacovigilance and Drug Saf.
2019; 16(1):13.
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OTHER ACTIVITIES

Central Public Information Officers
(CPIOs)

—_

N

e

The following officers are nominated
as Central Public Information Officers
(CPIOs) at Indian Pharmacopoeia
Commission:

Dr. V. Kalaiselvan, Principal Scientific
Officer, IPC, Ghaziabad for (CPIO)
Technical Matters related to RTI Act,
2005.

Dr. K. K. Singh, Library & Information
Officer, IPC, Ghaziabad for (CPIO)
Publication Matter related to RTI Act,
2005.

Mr. Chandan Kumar, Finance &
Accounts Officer, IPC, Ghaziabad for
(CPIO) Administrative Matter related to
RTI Act, 2005.

IMPLEMENTATION OF RTI ACT, 2005

First Appellate Authority

Dr. Jai Prakash

Senior Principal Scientific Officer &

Secretary-cum-Scientific Director (I/c)

Indian Pharmacopoeia Commission

Sector-23, Raj Nagar

Ghaziabad - 201002

Phone No.: +91-120-2783400, 2783401,
2783392

E-mail: lab.ipc@gov.in

Reporting Period

Report for the period April, 2019 -

March, 2020 is as under:

» Transparency Audit report with
respect to Compliance under Section
4 RTI Act, 2005 submitted on the
website of Central Information
Commission (CIC) dated 28-02-2020.

» Quarterly report updated on IPC
website.

» The RTI requested replies disposed
off.

Requests 61 NIL 61

First Appeals 10 NIL 8

Second Appeals 2 NIL 2

Total 73 NIL 71
Indian Pharmacopoeia Commission 107
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19.

The aim of the Rajbhasha unit is to educate
and train the employees of Commission to
use Hindi language in day-to-day official
works as per the rules. This unitalso provides
a platform to employees of the Institute
to involve themselves and participate in
various activities during celebration of the
"Hindi Pakhwada’.

The IPC celebrated Hindi Pakhwada from
1t September, 2019 to 14" September, 2019
as a mark of acknowledgement of HINDI
as the National Language as per guidelines
issued by Rajbhasha Vibhag, Ministry of

RAJBHASHA (HINDI)

Home Affairs, Government of India. In this
program talks were delivered by various
officials of the Commission.

Many creative activities became part of this
event. Employees of IPC were encouraged
to participate in this event as a way to pay
respect to Hindi language which is deeply
rooted in our culture and reminder that no
matter where ever we go in life, we must
value and respect our language and culture.

During the ‘Hindi Pakhwada” Hindi Poster
Competition was organized.

Glimpse of Hindi Pakhwara” celebrated by IPC held on 1¢- 14*September, 2019 at IPC, Ghaziabad.
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ADMINISTRATION

Governing Body Meeting

The 18™ Governing Body Meeting of IPC
was held on 21* January, 2020 under the
Chair of the Secretary, Ministry of Health &
Family Welfare and Chairperson of Indian

Pharmacopoeia Commission at Nirman
Bhawan, New Delhi.

Estates Committee Meetings

Six meetings of Estate Committee Meetings
to review the progress of Advanced Level
Research Centre (ALRC) building at IPC
Campus were held at IPC on 21 May, 2019,
27" June, 2019, 17 July, 2019, 20" August,
2019, 17" October, 2019 and 10" January, 2020
respectively .

Vigilance Awareness Week 2019

As per the directive of the Central Vigilance
Commission (CVC) Circular No. 019/
VGL/029/428/93 dated 02" August 2019,
Vigilance awareness week was observed
in Indian Pharmacopoeia Commission,
Ghaziabad from 28" October to 2" November
2019 with the theme ”Integrlt A way of life”
(“SHTTERT — Y.

The awareness Week was planned in such
a way to cover various aspects of vigilance
like Conduct Rules, Do’s and Don'ts,
Transparency, = Accountability, = General
Vigilance and Stress on Integrity Pact. The
objective of Vigilance awareness week was
to bring about awareness amongst the people
about the awareness of the rights and duties
of the individual in curbing corruption.

Indian Pharmacopoeia Commission
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ADMINISTRATION, STORES,

FINANCE & ACCOUNTS

The following activities were conducted
during the vigilance awareness week.

(i) Vigilance awareness week 2019 started
with the display of banners at IPC
campus.

(ii) On the first day of the week, the
officials and staff of IPC took Integrity
Pledge/e-Pledge, acknowledging their
commitment to uphold the highest
standards of honesty and integrity and
to fight against corruption.

Other Activities
» Aadhaar Enabled Biometric Attendance
System (AE-BAS) for Employees

Attendance and Leave Management.

» Processed for recruitment of Outsourced
Staff through Government e Market.

STORES

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

Some of the notable achievements are as
under:

» Procurement of al avalable items and
services thru GeM Portal .

» Procurement of Pharmaceutical Impurities
of high purity/ potency in order to develop
Impurity Reference Standard and making it
available to Stakeholders.

» Procurement of various Lab Equipment
for various divisions of IPC for routine
laboratory uses/ analysis.

» Procurement(s) of IT infrastructure,
Furniture(s), Health & Hygiene, energy
efficient Lightings & Equipment, Battery
Banks & HVAC.

» Ensured effective functioning of various
General Facilities such as Functioning of
CCTV Surveillance Systems, EPBAX,
Solar Panels, A.H.U, Air Conditioning
Systems, Online UPS, RO Systems, Fire
Fighting Equipment & Sliding Doors etc.
including AMCs & CMCs of various critical
equipment/ instruments at | PC.

» All kind of Infrastructure & Maintenance
support to various divisions including 1T
Hardware & Software.

» Creation of “Photos & Documents Archive’
through placement of various Museum

Showcases Cabinets, LED Backlight
and Non LED Panel and infrastructura
development for same.

» Providing infrastructural information and
development as per govt. guidelines to
facilitate various divisions of IPC.

List of Major Awarded Tenders/Con-
tracts

» Awarded the Open Tender for
“Supplying & Fixing of Lab Doors and
Windows, Additions/  Alterations,
Painting & Electrical Works etc. in the
Reference Standard Division of IPC,
Ghaziabad” to L-1 Responsive Bidder.

» Awarded the contract through GeM
Portal for procurement & installation
of Modular Furniture & storage units at
RSD Division in order to build a separate

"Q.A. Facilities"

» Procurement of MS Office Software
through GeM.

FINANCE & ACCOUNTS

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 2019-20 is attached (Annexure
to be attached). The bills of CDSCO experts
were also processed for payment.
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1 Al SALES & DISTRIBUTION

Revenue Generated through Sales & Distribution of IPRS, Prednisone Dis-
solution Calibration Tablets and Providing Analytical Services to CMSS, and
PT Providers

Total revenue of Rupees Five Crore, Thirty One Lac, Fifty Two Thousands, Four Hundred
and Seven only has been generated and the details are as under:

1 |IPRS Vials Private Companies/ 5996 Rs. 5000/ - Rs. 3,35,56,350/ -
Laboratories
2 | Impurities Private Companies/ 595 Rs. 5000/ - Rs. 54,26,000/ -
Vials Laboratories Rs. 10,000/ -
Rs. 15000/ -
Rs. 25000/ -
3 | IP Prednisone | Private Companies/ 473 Rs. 10,000/ - Rs. 52,97,600/ -
Tablet Laboratories
4 | IPRS Vials Govt. Drugs Testing 886 Rs. 2500/ - Rs. 24,79,925/-
Laboratories
5 | Impurities Govt. Drugs Testing 92 Rs. 2500/ - Rs. 5,76800/ -
Vials Laboratories Rs. 5000/ -
Rs. 7500/ -
Rs.12500/ -
6 | IP Prednisone | Govt. Drugs Testing 28 Rs. 5000/ - Rs. 1,56,800/ -
Tablet Laboratories
7 | Analytical CMSS Samples & - Rs. 56,63,932/- | Rs. 56,63,932/ -
Services Proficiency Testing
Revenue Generated = Rs. 5,31,52,407/-

Sales & Distribution of IPC Priced Publications

Total revenue of Rupees Three Crore Seventy One Lacs Two Thousand One Hundred Sixty
Four Only has been earned from sale and distributuion of IPC publications and details are
summarized below.
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1 DVD of Indian 3000 1826 Sold 00 1823 NIL NIL
Pharmacopoeia- 2010
Complementary 03
2 | National Formulary 30000 5975 Sold 00 3520 NIL NIL
of India (NFI)—2011 Complementary | 2455
3 | Guidance Manual for | 1000 106 Sold 19 58 NA 5,640/ -
Compliance of IP Complementary 29
4. Indian 4000 347 Sold 43 302 21,500/ - 43,00,00/ -
Pharmacopoeia -2014 Complementary 02
(Along with DVD)
5 DVD of Indian 500 343 Sold 00 342 NIL NIL
Pharmacopoeia-2014 Complementary | (1
6 Addendum 2015 to 3000 1162 Sold 01 1160 200/ - 4000/ -
IP 2014 (Along with Complementary | (1
DVD)
7 National Formulary 3000 619 Sold 201 393 5670/ - 11,34,400/ -
of India (NFI) - 2016 Complementary | 26
8 Addendum 2016 to 2000 473 Sold 01 471 200/ - 4,000/ -
1P 2014 Complementary | (1
9 Guidance Manual 500 245 Sold 09 214 NA 2,250/ -
for Monographs Complementary | 22
Development of
Herbs & Herbal
Products Including
Phytopharmaceutical
Drugs
10 | DVD of Indian 500 425 Sold 01 419 1350/ - 27,000/ -
Pharmacopoeia-2018 Complementary [ 05
11 | Indian 4000 1691 Sold 622 1063 | 14,18,545/- |2,83,65,907/-
Pharmacopoeia-2018 Complementary [ 06 £66.67= £1333.33=
(Along with DVD) INR 5795 INR 115907
12 | Addendum 2019 to 2000 2000 Sold 872 1106 NA 55,46,800/ -
IP 2018 Complementary | 22
14,53,260/- | 3,56,48,904 / -
Total Revenue Generated = Rs.3,71,02,164/-

Total revenue of Rs. 9,02,54,571/- (Rupees Nine Crore Two Lac Fifty Four Thousand Five
Hundred Seventy One Only) generated through above two activities.
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Dr. Harsh Vardhan, Hon’ble Union Minister of Health and Family Welfare, Govt. of India, released the IP
Addendum 2019 to IP-2018 held on 5% July, 2019 at Nirman Bhawan, New Delhi.

Ms Preeti Sudan, Secretary, Ministry of Health & Family Welfare, Government of India, released the “An-
nual Report 2018-19 of IPC” during the 18*Governing Body Meeting of IPC held on 21*January, 2020 at
Nirman Bhawan, New Delhi.
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Ms Preeti Sudan, Secretary, Ministry of Health & Family Welfare, Government of India, released the
“ Annual Performance Report 2018-19 of Pharmacovigilance Programme of India (PvPI)” during the 18*
Governing Body Meeting of IPC held on 21#January, 2020 at Nirman Bhawan, New Delhi.

Memorandum of Understanding (MoU) signed between IPC and USP in the presence of Shri Arun Sin-
ghal, Special Secretary, Ministry of Health & Family Welfare, Govt. of India on 18% November, 2019 at
Nirman Bhawan, New Delhi
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Dr. V.G. Somani, DCG(I) & Mr. Rajiv Wadhawan, Director (Drugs), Ministry of Health & Family Welfare,
Government of India on the Foundation Day of IPC, 1#January, 2020 at IPC, Ghaziabad

Advance-Level Training-cum-Coordinator’s Meet organized by Regional Training Centres of PvPI on 14*
September, 2019 at All India Institute of Medical Sciences (AIIMS), Rishikesh
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6 Asia Pacific
Pharmacovigilance Training Course

Glimpses of 6% Asia-Pacific PV Training Course conducted by PvPI, IPC on 24%
February - 6®March 2020 at Ghaziabad.

Workshop-cum-Training on Pharmacovigilance for NABH Accredited Hospital held on
26%July, 2019 at Yashoda Hospital, Ghaziabad.
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Participants during 13%Skill Development Programme on Pharmacovigilance of Medical Product held on
23rd - 27%September, 2019 at IPC, Ghaziabad.

Four Days Training Programme on NABL Accreditation as per ISO/IEC 17025:2017 held on
10%- 13*February, 2020 at IPC, Ghaziabad.
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34 Residential Phytopharmaceutical Training course, held on 5% - 9* August, 2019, hands on training given
at analytical instrument facility of IPC, Ghaziabad

9* one-week Advance Training Programme on “High Performance Liquid Chromatography (HPLC) and
Dissolution Test Apparatus” used for Drugs & Pharma Analysis has been conducted by Indian Pharmaco-
poeia Commission, Ghaziabad on 29* April, 2019 - 3" May, 2019.
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IPC Officials during 13* Skill Development Programme on Pharmacovigilance of Medical Product held on
23r4-27% September, 2019 at IPC, Ghaziabad.

Induction-cum-Training Programme for newly recruited Pharmacovigilance Associates organized on 30*
July - 27 August, 2019 at IPC, Ghaziabad.
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27TPC Interactive Meet on Pharmacopoeia Standards, Regulatory and Quality
Considerations organized on 26*July 2019 FDA at Goa.

Joint Meeting of ‘Expert Working Groups-Fixed Dose Combinations & Anti-retroviral Drugs’
held on 28% February, 2020 at IPC Ghaziabad.
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11*Regional Workshop on Pharmacovigilance and establishment of Pharmacovigilance system in
pharmaceutical industries a way forward CSIR- Centre for Cellular and Molecular Biology (CCMB)
held on 28% August, 2019 at Hyderabad.

Meeting of stakeholders for rFSH injection monographs IP 2018 w.r.t. test for
Oligomers held on 5% February 2020 at IPC Ghaziabad.
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5% Meeting of Subject Review Committee for 6% Edition of NFI held
on 21st-22ndJanuary, 2020 at THSTI, Faridabad.

W
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1t Meeting of Expert Working Group - Antisera for Human use held
on 9% December 2019 at IPC, Ghaziabad.
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4*Meeting of Subject Review Committee for 6% edition of NFI 2019-20 held on 15% November 2019.

9* Meeting of the Expert Working Group and Stakeholders meeting on Biologicals
and rDNA Products held on 27% May 2019 at IPC Ghaziabad.
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Meeting of Core Group and Subject Review Committee for NFI held on 15* April,
2019 at THST], Faridabad.

Visit of Students and Faculty of Sanskar College of Pharmacy and Research,
Ghaziabad under skill development in Library on 05 February, 2020.
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IPC representative at stall to a create awareness among the participants and also for promotional activities
of the IPC Products in “Pharma Tech Expo 2020” held on 4%- 6*"March, 2020 at Mumbai.

k"'*-q_‘- —-i.... = =

Visit of Officer of DGHS, Dr. A.K. Gadpayle along with IPC officials in Library during the
skill development programme of PvPI held on 9* December, 2019.
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IPC officials Poster Presentation in World Conference on access to Medical
Products Achieving the SDGS 2030 held on 19*November, 2019 at New Delhi.

Bl ™ T e T
Vigilance Awareness Week - 2019 celebration by IPC held on 28*
October - 2" November, 2019 at IPC, Ghaziabad.

=
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o
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1. |Dr. Gyanendra Nath Secretary-cum-Scientific Director
Singh*

2. |Dr. Jai Prakash** Senior Principal Scientific Officer &

Secretary-cum-Scientific Director (I/c)

3. |Dr. V. Kalaiselvan Principal Scientific Officer

4. | Dr. Anil Kumar Teotia Principal Scientific Officer

5. | Dr. Robin Kumar Principal Scientific Officer

6. |Dr. Anuj Prakash Yadav | Senior Scientific Officer

7. | Dr. Meenakshi Dahiya Senior Scientific Officer

8. | Mr. Alok Sharma* Senior Scientific Officer

9. |Dr. Gaurav Pratap Singh | Senior Scientific Officer
Jadaun

10. |Dr. M. Kalaivani Senior Scientific Officer

11. | Dr. Shashi Bhushan Senior Scientific Officer

12. | Dr. Manoj Kumar Pandey |Scientific Officer

13. | Dr. Pawan Kumar Saini Scientific Officer

14. |Dr. Krishna Kumar Singh | Library & Information Officer

15. |Mr. Chandan Kumar Finance & Accounts Officer

16. |[Mr. Manish Jain Store Officer & Administrative Officer (I/c)

17. | Mr. Abhinav Paliwal Pharmacopoeia Editor

18. [Ms. Ritu Tiwari Scientific Assistant

19. |[Dr. Trivedi Manisha Scientific Assistant
Niranjan

20. |Dr. Prasad Thota Scientific Assistant

21. |Mr. Mukesh Kumar Scientific Assistant

22. [Dr. Ajay Kumar Scientific Assistant

23. | Ms. Shruti Rastogi Scientific Assistant

24. |Dr. Shatrunajay Shukla Scientific Assistant

Indian Pharmacopoeia Commission

127




Annual Report 2019-20

25. | Mr. Rishi Kumar Scientific Assistant

26. |Mr. Arvind Kumar Scientific Assistant
Sharma

27. |Dr.R.S. Ray Scientific Assistant

28. | Ms. Anubhuti Goyal Scientific Assistant

29. [Ms. Priyanka Nagar** Scientific Assistant

30. | Mr. Bijender Kumar Laboratory Attendant

* Tenure completed on 30" August, 2019

** Additional charge of Secretary-cum-Scientific Director from 31 August, 2019
# Superannuated on 30" September, 2019

## Joined on 11" March, 2020
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ANNEXURE

BIMAL SHARMA & COMPANY
CHARTERED ACCDLUNTANTS
GF-1,5RY A APARTMENT, 875, SEC-3, RAJENDER NAGAR, SAHIBABAD-20 1005
TELEFHONE: D1 20=-2639741, 00 1-221 57280, M-SK10T716A62
Emai shnrma_bimel@red ifTmailocom Wek: www.bimalsharmecoai.orp.in

INDEFENDENT AUDITORS' REPORT

To
The Stakeholders of Indian Pharmacopein Commisaion [[PC)

I- Report on the Audit of the Btandelone Financinl Biatements

1L-OPINION =

1 'We have gudited the accompanying Standelone Financisl Statements of Indian
Pharmacopein Commission |(“IPC®) |, which comprises the Belance Sheet as al
31= March, 2020 | the Income & Expenditure Account and the Receipt &
Paymment Account for the yesr then ended snd, the notes to the financial
statements , mcluding & summary of the senificamnt acoounting policies and
other explanatory infbrmation (hereinafier referred o as “the Consslidated

Financial Statements”).

i) In our opinkm and 1o the best of our information and according to the explanations
glvett te e, the afssresad Standalene Finaneial Siatements glve the nformation
required by the Act gs applicable {“the Act”] in the mannar so reguired and gve
f true and fair view In conformity with the Indian Accounting Standards
preseribed by the Insttute of Charered Accountants of India (ICAl) and other
Bcoounting principles generally accepied i India, of the state of affairs of the [PC

ak w5t 218t Morch | 20000
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2- BASISE FOR OFINION :

We conducted our audit of the Standalone Financial Ststements in accordance with
the Standards on Auditing specified by ICAI (SAs). Our responsibilities under
those Standards ere further described in the Auditor’s Fesponsibilities for the
Audit of the Standslone Finandal Statements of our report, We are independent
of the 1PC in accordance with the Code of Ethics isswed by the Instituie aof
Chartered Accountsnts of Indim (ICAl) together with the independence
requirements that are relevant to our sudit of the Standalone Fmancial
Statements under the provisions of the Acts and the Rules made there ander,
and we have fulfiled our other ethical responsibilities In accordance with these
requirernents and the 1CAl's Code of Ethics. We bebeve that the audit evidences
we have ohtained iz sufficient end appropriate to porade a basis for owr sudit

oprimian an the Standelone Financal Statements,
3-EEY AUDIT MATTERS :

i Key audit matters are those matters that, in our proféssional judgment, were of
most sipnificance i our audit of the Standalone Financial Statementis of the
current period. These matters were addressed in the context of cur audit of the
Standalone Finarvial Staiemenis as a whole, and in forming cur opinien thercon,
ard we do not provide @ separate opircan on these matters. We have determined

the matters depcribed 4 be the key audit matters ag gre given herein under

|. There was a proposal for eonstruction of State of Art Laboratory building at [PC
Complex, Ghaziabad and accordingly the competent authority had approved &

appeinitd M/s HLL Lifccare Limited (F3U under the imistrative control of

-~ I "

iy e
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MoH&EFW] =as project mansgerment consultant on "Nommation Hess®  loc
construction of sald bailding with sapproval of Mindstry of Health & Family Wellsre
Government of India on $0.08,2010 and the contract for Consultancy Services was
signed between IPC & M /s HLL Lifecare Limited on 06.01.2011,

1.1 Sanction for Construction of ALRC building at IPC, Ghasabad in the reference
of MoH&FW letter no. A.1020/10/2010-DFQC, dt. 30.01.2015 was given with
total expenditure of Bs. 31.14 Croces for G+2 bullding werk with facade work of
existing G=+2 building and the same was oormveved to M/s HLL Lifecere Limited
for execution of the work.

1.2 Foundation stone for the seid bullding ({5+2) was laid by Sh, J.F, Nadda,
Hon'ble Union Minister of Health & Family 'Wellare, Governument of India in the
premuges of [PC Campus, Chasabad on 14.11.2015 Durng the foundation
stong laying ceremony, the issue to construct the Centre in one go up to G+5
level was highlighted by the 1PC, Accordingly, the laboratory building was then
proposed to be extended for G243 instead of G432 o mest out the reguiresment
of the "Advanced Level Rescarch Centre® bullding (ALRC) at International Level,

1.3 In the meantime, M /s HLL Lifecare Ltd. appotnted Mja Javeon Infrastructane
Lid as contracter for the coastruction of the above sad (G+2) building we.f
15,11.2015 vide agreement HLL/IDN/IPC/24-C/2015-16, di. 18.11,2015.
Further, pursuing the proposal for extension of the laboratory building (o G+5,
& letier bearing no. IPC/B100/2014-15, di. 10122015 was scnt o ministry for
approval up ta G435 level and praject fund was approved with total expenditare
of Re 76.71 crores (31.14+20.57+25.00) for G+5 floors inchuding purchase of

equipments, with reference to MoHSBFW letter no. A.110207 10/ 2010-DFGC,
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dated 11.00.2017. The same was conveyed o M/s HLL Lifecare Limited for

execution of the additional worls,

&

I4 Mfs HLL Liffcars Ltd. hay intimated w0 [PE vide his letter no.
HLL /TN FINC ) 24 /2016-17 251, doted OB.06.2017 regarding completion of tha
"Advanced Leve] Ressarch Cenire” Buillding b 25.05.2018 (55 Floorsh. On
19:32018, M/s HLL Lifecare Ltd. had again resubmitted time bound

programme for completion of building work [G+5 Floors) by 31.08. 2018

[~

Just as construction of the eforesaid butlding was undereay to completon, M /s
HLL Lifecere Lid had intimated the IPC through e-mail de, 12.10.2019
regarding initation of insohvency procesdings on O07.10.2019 against M/s
Jaycon Infrastmicture Lid., the contractor appointed by M /s HLL Lifecare Ltd,
for construction of the aforesaid building end appontment of Sh, Mandeep
Gupral as Interim Resolution Professional ([EP) of Ma Jayecon Infrastructure
Lad.

1.6 Subsequently an email was sent to M/s HLL Lifecare Ltd on ©9.11.2020 to
intimate 1o thizs office about the latesl position of court cass pending befbre
NCLT and any sdditional communications with the Sh. Mandeep Gujral, IRF of
M/s Jayeon Infrestruciure Lid. In reference of e-mgil dated 00.11.2020, this
office received the reply from M/s HLL Lifecare Lid. through e-mail, dated
13.11.2020, The s=id e-mall has been forwarded to Sh, Rishikant, Legal
Consultant of the IPC for his legal advice, In responss 1o which, no legal epinion
h&s been recenved by the IPC during the course of our sudss.

A virtusl meeting was tslhen by Dr. Mandeep Kr, Bhandari, J.5, (K], MoH&FwW
on 18,11.2020 (o review the project worke Consequently, a meeting was held on

23.11,2020 with officialis] of M/s HLL Lifccare Ltd, Legal Consultent and
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afficialis] of [PC v RS Iyer Hall at [PC, Ghaxtabid to resume and complete the

¥

. The work in stand atill since 19.10.2019. As per physical inspection of the
unfiniahed wark site of Advanced Level Research Centre [ALRC) building at [PC
Complex, Ghoaxiabad, we nbsarved that:

2.1 Censets which were procured and iniended (o be used for ALRC buillding were
procured long back and have derogated, thelr warranty must have expired and
betteries must have been depleted.

2.2 Translormers which were procured and intended 1o be used for ALRC building
were pracursd long back and have dercgaled, their warsaniy must have explred
and transformmer &l, elo. [if any) must have boen depleted fexpired.

2.3 Bolar panels which were procured snd intended to be used for ALRC building
appear damaged funusahle

2.4  Air conditioning units and copper pipes which were procured and intended to
be used for ALRC building appear damaged and most of it is missing along with
many electnecal wirings,

2.5  Glass wool which was procured and intended to be used for ALRC building
appears damaged.

26  Tiles/piping which were procured snd intended to be used for ALRD building
appear damaged

25 Many civil materials procured and kept at constriscton site appear damaged.,

2B The oversll cost of &ll the aforementioned eléctrical and other materials

procired and intended to-be used for ALRC building including the cost of

retarting the equipments) procured materials! renewing derogeted gooda)
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materiala and the loss opporiunity cos mho ocoat of escolation m procurement
price of the aforementioned equipiments/ construchion and other matedals and
loss aof exploration of uvpeoming opportunities in the pharmaceutical and
healthecare industry has cadsed huge logsses 1o the IPC. Consequently, it is
obeerved that Receipt from Sales of various products of the 1PC has declined to
Rs. 831.03 lakhs for the FY 2019-20 which was Rs. 124267 lakhs for the FY

XMB-19,

d. Teking into consideration the [Acts given under para 1 and 2, the construction of
the ALRC building was proposed to be completed by 25.05.20]1 8 which was further
extended till 31,08.2018. M/s HLL Lifecare Lid. was supposed o camy out the
services 10 accordance with the aforesaid contract in time bound manner. The
ALRC building stands unfinished till completion of our audit which has not only
cauged material losses ag pointed out under para 2, but has also caused loss of
opportunity cost to the IPC for which the aforesaid ALRC building was being
constructed,

o, B | Further, the [PC has suffered huge loss of competition a1 intermationsl level for
not hevimg en “"Advanced Level Besearch Centre” meeting indternetional
standards and loss of reputstion at nationsl level as the IPC was unable to
expand its operations and explore upcoming opportunities in  the
pharmaceitical and bealthcare mdustry through the proposed ALRC building.
Consequently, the IPC was constrained to retum grants received from the
Mimistry of Health & Family Welfare, Government of India due un-utlization
which is unprecedented in the histery of the [PC

¢

.\‘4.I
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3.2 In our opomion, Mfs HLL Lifecere Lid,, the project mensgement consultan
which was entristed with the construeten: of the aforesdid ALRC bullding aleng
with M/s Jaycon Infrastructure Lid., the contractior are jointhy and severably
lisble for the alorementioned maternal loss, opportunity coat and loss of
reputation caused (o the IPC, An independent investigation, inguiry needs 1o be
undertaken for ascertaining the actusl financial, reputational, spportunistic,
competitive and other incidental losses incurred by the [PC as & result of non-
completion of constructon of the aforesaid ALRC building,

2.3 Taking into consideration the sbove facts, the aforesaid loss is caused at the
expense of tax payers' hard earned puble money and hence, an Independent
high-level mquiry nesds to be undertalben for ascertainiag the accountability of
the persons representing the IPCS M/s HLL Lifecare Ltd., who were entrusted
with oversecing the construction of the aforessid ALRC building end
gscerlaining the actions which were underialken to mitigete/ minimize 1he
sforesaid losses coused since the aforesaid construction work came to halt
Furthermare, it nesds o be ascertgined whether the project management
consultant and contractor company were technically qualified to undertake the

eforesaid construction of ALRC bullding,

4, Om serutiny aof fnanacal statements, we sbserved that the Sales of IPRS for the FY
2019-20 15 down to s, 433,77 lakhs as apainst Bs. 471.63 lakhs for the FY 2018-
19 showing a declining trend. However, in order to boost sale of [PRS, the IPC can
get tnto de-up with [PRS distributers. In line of IP Book distributors as a supply
chain partner, distnbutors can sell 1P Reference Standards and simuliaseausly

gdd value 1o these products by expandmg their reach to 5 wider customer base,
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both a1 domestic as well as international level. This will reduce cascs and opiimize
processes for the [PC and extend thelr horleon to untapped markets, potentially
ihrough which the [PC may become financially independent and may nol

necefsitale government grants e any further extent.

5. On scrutiny of financial statements, our obeervations are given below:

(R, in Lakhs)

5.1.1 Kendriyi Bhandbhar 7.22 The amount is outstending since long and is
subject to confirmation and reconcibiation,

=12  DAVE 148 The amount is oulstanding since long and is
subject to confirmation and reconciliation.

5.1.3 Sona Tech 3447 The amount is cutstanding since long and is

subject to confirmation and reconciliation. In

the absenice of reguisite details we are unable

o pass further comments,

5.1.4 Vishal Express, 0.34 The smount is outstanding since long and is
Ghaziabad subject to confirmation and reconciliaton.
5.1.5  AkA Periodicsl Vendor for subscription of varicus Jourmnals of

Interngtenal repute ‘a8 advance. We were
given 1o understand that these Journals are
being procured since last several years and
the Good Cffices Commiities

Procurement s made from A%RA Perodicals
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subscription sgency private bmied. As per
present  agreement, the journals o be
supplied from Jamumy 2019 Lo
December2019  fe. 11 months OLD
JOURNALS, The above referred agrecment
state that "The government hawe appointed
the supplier to supply journsls fully
mentioned in this agreement to be supplied 1
the government for a perod with effect from
Jenuary'2019  to  December2019  as
mentoned in the Ennexure.”

However no such appointment from
government was provided for our verification
and satisfaction.

In the absence of rabional reasoning backing
the sbove referred agresment, we are unahble
to pass further comments,

We further observed that whether these
Journals are stll required in physical form,

are available In Digitel form alse in Digital

Werid,

521 Natonal Counci for 1.52 The amount is outstanding since long and s
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Teaiting ard suhipct to confirmetion and reconcilistion
Researoh

522 Wational Informstion 077 The amount is outstanding since long &nd 15
Centres Services pubiect o confirmatden and reconciiisiion,

bR o n s SRERERREE s

5331 Director, AlIMS (.55 The amount is outstending since long and is
Director IMTECH, 2,20 subdect 10 confirmation and reconcilletion. In
Chandigarh the ebsence of requisite details we ars unable
Asst. Director of 0.70 1o pass further commenis,

Esiates, Vigyan

Bhawen, New Delhi

a1 Advanes o CPWD 170.83 The towal amount incudes Rs. 17.62 Lakhs
paid during the year
In the &bsence of any ggrecment /contrect we
are unable to comment, whether the amount
s0 paid are utilised for the agreed purposes
L Centre for 1706 The amount is cutstanding since long and is
Development of subject to confirmation and reconciliation

Advanced Compubing

4
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2. 4.3 MNIE, Moidn 13.26 The amount is gutstending snce long and is
subject to confirmation and reconcilianon,

a.h.1 PvPl Loan 2017 The emount includes GST credil taken in
various GST returns.

5.5.2  [PES and Books for 111.07 This amount includes closing stock of [PRS

sale and Books kept for sale during the next FY.

However, the same are not quantiied end
valoed, which is violation of AS-2 issued by
the [CAT

553  AMC Charpes 5068 Charges paid to Thermo Fisher Scientific P
Ltd., Keptrom Pt Lid, Perkin Elmer Indis P
Ltd ewc. during the vear, CMC/AMCs on
Form B- section XV are signed, on the terms
of sanction the supplier shall visit on atleast
once in six months and whenever called for.
On our sample scrutiny of records available
for our verification we observed frequent
violation of terms of agreement, even though
the peyment was made against the ageement

and GFR Rules of povernment of [ndis
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G INFORMATION OTHER THAN THE STANDALONE FINANCIAL STATEMENTS AND

AUDITOR'S REPORT THEREON:

il The [PC's Board of Governors i3 responsible for the preporatien af e other
irfarminting. The other mformation compeides the nfarmation included B the
Management Escossdon  and Analyvsts, Hoard's Report including Annesures to
Board's Heport. Business Responshility Report, bur does oot include the
standalone Pinancial Statements and our auditor's report thereon, Our opimon
o the Standalons Financial Statements does not cover the other information

and we do nol express any form of assurance conclusion thereon .

ii] In connection with our sudit of the Stendelone Financisl Statements . our
responsbility is 1o read the other irformation and, m doing so, consider whether
the cther mformation 15 materally meonsistent with  the Stendalone Financial
Statements or our knowledge obtaaned dunng the course of our audit or otherwise
appears to be malerially misstated. If; based on the work we have performed, we
conchudk: that there is a material misstatement of this other informationn, we are

required to repart that fact. We have nothing to report in this regard.

ik MANAGEMENTS RESPONSIBILITY FOR THE STANDALONE FINANCIAL

STATEMENTS :

i) The TPC's Board of Couvermnors is respansible for the matiers stated in respective
Act with respect o the preperation of these Standalone Financial Statements
that gyve & true and fair wview pf the [Boaneial positon financial

performence, total comprehengive income, and receiptand payment of the [PC

i

= B L
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m actordance with he Acosunting siandards and other acoounlng principles
gerrerally socepted m India, Thos  responsbidity also includes mamtenance of
pdequate accounting records m accordance with the provisions of the Act for
safepuarding the assets of the Company and for preventng and detecting frauds
and other bregulentes;, selection and application of appropriate accounting
polices; making judgments and estimates that are reasoniable and prudent; and
design, mplementation and maintenance of edequate mmiernal fnancal controls,
that were operating effectively for ensuring the accuracy and completeness of the
apcpunting recards, relevant to the prepamation and presentation of e
gtandslone financial statements that gve a true and fair ves end are ree fom

materigl misstatement, whether due to fraud or etTor

ii} In preparing the Standalone Financial Statements , management is responsible for
assessing the Company™s ability to cofilinue a8 a going concern, disclosing | a8
appbicable, matiers related to going concern and usng the going concern
basis of accounting unless management sither infends (o boguidate the Company

of L0 cease operations, or has no realistic alternative but to do so,

i} The Board of Governors are responsible for overseeing the PC's Onancisl

reparling process,

bw) AUDITOR'S RESPONSIBILITY FOR THE AUDIT OF THE STANDALONE FINANCIAL

STATEMENTS !

) Our objectives are o obiain reasoneble assurance about whether the Standalone
Francial Statements as 8 whole 8 free from matens] misstatement, whether due

to fraud or error, and to ssue an auditer's report that ncludes our opmiorn,
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Reasonable assurence is a high level of assurance, but innot & guarantee that an
gudit conduried in accpordenee with BAs will always detect 2 maienal
miantAiemen] when it exsts. Miss{ateméents can-arise [rom fraud or error &nd
are considered material i, individually or in the ageregate, they could ressonably
be expected to influence the cconomic decisions of users taken on the basis of

this Standalone Financisl Siatements .

ii) As part of an audit in accordance with SAs, we exercise professicnal judgment

and maintain profesaional skepticism throughout the audit, We alen:

g) Identifv and assess the rsls of material misstaement of the Standajone
Finencial Statrments , whether due 10 fraud or error, design and perform
sudit procedures responsive o those risks, and obtam aadit evidence that s
eufficient and sppropriate to provide a basis for our opimon. The risk of not
detecting @ material misstatement resulting from fraud (s higher than for one
regulting from error, a5 fraud may nvolve collusion, forgery, intentional
omissions, misrepresentations,; or the override of imernal control,

bl Cbiain an understending of internal fnancial controls refevant to the audit m
order to dezign audit procedures that are sppropriate m the eircumstances
The provisions with respect to the internal financial controls with reference to
finandal statements in place and the operating effectiveness of such controls
the said provisions are not spplicable to the [PC

gf Evaluste the gppropriateness of accountng polides wsed and the

reasonabieness of aocounting estimates and relsted disclosures made by the

MEeNAFement
EAE L
X
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d] Conclade on the appropriateness of manapemeant’s uee of the gormg concern
hasis of accountng and, hased on  the audit svidencs abtained, whethier o
material yncertainty exets related to events or conditions that @Gy Cast
gignificant doubt an the IPC' abifity to continue as a going concern. If we
ponciude that a material uncertainty exists, we are required to draw attention
m our auditor's report (o the related disclosures in the Standalone Finencal
Statements or, § such disclosures are inadequste, to modify cur opiniorn. Our
conclusions are based on the audit evidence obtaned up to the date of our
auditor's Teport, However, fulure events or conditions may causc the [PC o
EEABE 10 COTILNLE 46 A ENIE Concerm

¢f Evalumte the overall presentation, structure and content of the Standalone
Financial Statements, nchuding the disclosures, and whether the Standalone
Financial Siatements represent the underlving transactions and evénis in a
manner that schieves fair presentation

g  Materialty 1& the magnitude of misstatements m the Btandalone Financial

Statements that, individually or in  aggregate, meakes it probable that the

economibc decisions of & reasonably knmowledgeable user of the Standalone

Flnanciel Statements may be influsnced. We corsider quantitative  materiality

and quelitotive factors in i) plecming the scope of our audit work and m

evaluating the results of our work; and @) to evaluate the effect of amy identiied

misstatements in the Standalone Financial Statements .

il We communicate with those cherged with goverpance regarding, among other
matters, the planied soope and timing of the andit snd significent audit fndings,
includirg sy significant deficiences i intermal control thet we identify dunng

our audit, &
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v We also provide those charged with governance wath o statement that we have
compbed with  elevant  ethocal mequirmmenis regarding ncepéndence, God 10
commmumicate with them all relationships and other matters thet may reasonabiy
be thaught 10 bear an ours independence, and where appheabls, related safspuarda

vil From the matters communicated with those charged with povernance, we
determing these matiors that were of mest significance in the audit of the
Seamdalone Financial Statements of the current period and are therefore the key
audit maiters We describe (hels maers [ our auditoe’s repoft unless aw oF
regulation preciodes publio disclosure about the matter or when, mextremely rarg
drenmetanced, we determine thet o matter should met be somenunicated in oor
repori because the adverse consequences of doing so would reascmably be

expected to outweigh the public interest benefits of such commumicaton |

ii- REMORT ON OTHER LEGAL AND REGULATORY REQUIREMENTS :

1= Based on our aadit we report that -

1) We have sought and cbtained all the informetion and explanations which to the best
of aur knowledge and belief were necessary for the purposes of sur audit,

6| Inoear opinion, preper boolss of account as required by lew have been Bopt by the
IPC so {er &6 it appears from our examinstion of those baaks

i) The Stendalone Financial Statements includmg Other Comprehensive Income,
dealt with by this Report are i agresment with the relevant booles of account,

v} Im our opinion, the aforesaid Stendalone Financal Stetements comply with

the AR specified by 1CAI },.f
r

s o

o
e
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vi Om the basis of the wrilten representations received from the Governors 2s on
March 21, 2020 taken on  record by the Board of Governors |, pone of the
EonneTTiOr 1S quuu.'l.lﬂed as on March 31, 2020 from h-c:ng ﬂ]_'l_r,-l:l;,]".l‘dd &R &
governar . We report that the said elause 18 not applicable in case of the [PC

vi] With respect to the adequacy of the internal fEnancal coatrols with reference to
Standalone Financial Statements of the IPC and the operating effectveness. of
such controls, we report that this clanse of sudit report is not applicsble in the
cese of the IPC |

vilj With respect o the other matiers 1o be included in the Auditor’s Report
In our cpimon and to the best of our nformation end aceording o the
explonetions given to Us, no remuneration 18 being paid by the [PC to 1ts govemors

during the year,

For Bimal Sharma & Co. 3
Chartered

(M. No. D76545)

Place; Gharinbad
Date: 27.11.2020

UDIN: 200T6545AAAADIR 140
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INDEAN PHARMACOPOELA COMMISSION
Ministry of Haalth & Family Walfare
Sactor - 20, Raj Magar Ghazlabad - 201002

Balance Shaet as on 31st March 2020

1.lu11uunt in As.)

;-':1.’“ |_|| |L|I..-.|

Corgus / L'..aua.'l Fund ' 1 1368470201 ] 1 38,62.15,698.56

Correnr Liasllities and Prowsions F | 17,12.60,457 6,30,22,836.068
TOTAL 1,53,97.34,687 1,45,17 38 534.62

Fruad Astnfs 3
Gros Bock 10734 48,6482 1,0, B3 15, 163.00
Lezss; Deprodation 302565974 26,84, 9%, 540,00
et Block 77,65 TEGGE 79,98, 15,623.00
investment in Fimed Degosits 3,99 97,676 3,78, 65,276.00
Inkrest Accnoed on Investment 204,255 181.534.00
Current Assets, Loans & Advances a 72,26,54. 108 f,33,56 101,62
TOTAL 1,53,97 34,697 1,45,12,38,534.62
SHGMIFICANT ALCOUMNTING POLCIES AND 18
MNOTES OM ACCOUNTS

As per our report of even date altached,

For BIMAL SHARMA B CO, FORINDIAN PHARMACOPOEIA COMMISSION
Chariered Accountants
[FR Mo, O07429C)

TM

Dr. Jal Prakash ; 80 D0

{ sm: :l.l I:Eﬁlﬂi [Ire)

In: u:upmiﬂnmhm

i T Wi iviomi c Famiy Welfarra, Govt, of bl
CA Bimal Sharma Ghaziabad (U.F)
Pariner
(M. No. D74545) P_},.E, Qe ,;j’u!’
UDMN: 200745454 4 A0 0187 40 Chandan Kumar Manish Jain
Flace:Ghaziabad (Finonce & Acc E:I{I'I:a-r] { er)(i/c)
Datfe: 27.11.2020 Fingnte & Accounts . indlan iﬁm};ﬁ: s
indion Phurmiscogoeio Gomisi Haai & Family Walers, Govi, of ndin
W/a Health & Famély Weblure , Gol, af hd# Ghazabad (UP)
GRAZABAD ()
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IMDAN PHARMACDFDELA COMBMISSION
Ministry of Health & Famiy Walfara
Sector - 23, Ra] Magar Ghaziobad - 201002

Incoms & Expanditure for tha Yasrs ended 3ist March 3020

[Arnaunt bn Rs)
INEOIVE »
Raieipts fram Salet 5 8,103,835 12.42,67,105,65
Grarts/Subsidies - IPC & 6,19, 13 404 4,290,597 384,77
GrantsSaubdidles - PUPI i B,00,35,558) 9,682, 40, Ee0.00
Intwrast Earnpd 7 §2,27.702 T05L 593 AR
Dther Income B 887654 6, 052.80
Deareclation (as per contral 1,40, 70,435 345,57, 087,00
TOTAL[A) 26,82,39,051 30,47,01,187.73
EMPENDITURE
Establishment Expenses ] 10.07,51 0486 8,57,79,529,95
Admidnstratian Expancas 10 3,38.64,951 A47,26,650.47
Lal Services - Operation & Mainthinance Expansas 11 388741 1,00,58,531.05
CO5S00 Mesting Expanses 12 1,06.29,15] 2,31,37,700.24
PPl Eroecnses 13 8,000 35 DE2 2,62,90,600.45
Dpfecation [as per contra) 3,40,70,435 3.45,57 067.00
TOTAL{B) 26,82 38,051 30,47,01,1E%. 18
falance bring Surplus/{Deficit) (48] : .45
AddfiLass): Priar Perlod Exponsas
Prior pevlod Expenses charged to Grant - =
SICMIRCANT ACCOUNTING POLICIES AMD MOTES 14
CINACCOUNTS

&5 per our report of sven dole alachsd

For BIMAL SHARMA & CO.

Partrigs

[M. Mo, OT&545)

UDIN: 200755454 A A AD)E140
Mace:Gharabad

Dore: 37.11.2020

FOR INDIAN PHARMACOPOELA COMMISSION

R

e
Dr, Jai Prakash = 7/ 11| 20 20

{ Secrel e wc ]

Indian Fharmacoposia Commission
Mo Heglth & Family Waifara, Govi. ef bada

Ghazsabed (U.P) Jﬁ_

O, v
Manish Jain

Chondan Eumer

Fi ] Offi Adminivicative O
(fpancs LASTH: Ofce (Adminiiatin gy

fale=) Minensgcopoam oS Indian Shamacoposss Comiieng
Ki/o Henid & Fomily Weliore, Geowl. of turic Wiie Haatlh f Forily Wete, Gan of iiin
AL [1R) Ghazigtad (UP)
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Fulara e ag arrha bughning o s yai 1,33, 85,39 000, 56 L2, M0, 373,00

1356532 05050 L3037 ERFX 00
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Grani b= Hand - <
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LA i t
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Pl
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Audl Fass Bayaldp . 55, 932 00
Sundey Orad fore 515658062 AR 54 B0 5B L6 R, S RL 14044 DALES
Pl
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~fasrdng Crgel ot RRIRLD
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~EiD LA
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L1
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Indian Pharmacopoeia Commission )



Annual Report 2019-20

IMDAN PHARMACOROIEE COMMIETON
ilipletry af Heolth & Family Welors
Sechar « 23, Ra| Magon Ghariobad - 200008

SCHETHILES FORMING PAAT OF ARLARNCE SHEET A5 AT 3101 BARCH HTD
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INDIAN FHARMACOPIBA COMMISIION
finairy of Heath & Famity Wallar
Sachor - 23, Fo] Nagor Gisaiabod « 200002

SCHEDULES BORGIR PART OF (BCOME & EXPERDITUEE PON THE FEAN ENDED A5 AT 1158 MAACH 1020
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PO B PHARMACOPOELA CSOMMISSION
Ministry of Hedlth L Fomily Wellaie
Zechar - 23, Ro| Nogor Ghaziabad - 231002

SHEDIULES FORIIMG PART OF INCOME B [HPENTITURE FOR THE ¥EAR ENDED A5 AT 1181 RIARCH 2020
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PHARNACOVIGILANCE PROGARAMNE OF INDEA [PvPY)
Minigiry of Heath & Family Welfane
Sdeziar - X, Faj Magar Ghiclabad - 2002

Rucaipls & Payment Account for the Year endod 34sit March 2020
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INDIAN PHARMACOPOELA COMMISSION (IPC) SCHEDULE-14
[Forming part of Financial Staterment as on 31,064.2020]

(A) SIGNIACANT ACCOUNTING POLICIES

1. Basis of Accounting
The finoncial siatements have been prepored as prescribed by ICAl in
pocordance with generally occepted occounting prnciples. The Indian
Fhaomocoposio Cormmission [here and offer refemed as (PC)] adopts oconc

systermn of cccounting but inferest on advancas to Employeses cre recognized on
Cash bosis.

2. Fxed Assets and Deprecialion
a} Fixed ossets ore stoted ot cost less occumulated depreciation.

b Depreciafion has been provided fo the extent of 5% on straight line
meathod. Depraciafion on Lbrary Books hos been chargad @ 40% on
graight line method. The depraciaflon rates applied on varicis ossals i

Qiven below -

FIXED ASSETS RATES OF DEFRECIATION CHARGED
hWachinery & Equipment - 4.75%

Ofice Equipment - 17%

Building . 1.63%

Fumiiure & Fixtures - Q5%

Yehicles - 7.50%

Cycle . 7.07%

<) Inrespect of odditfions o flxed assels mode during the year, depreciafion
nas been provided for the full year ond in respect of sale/disposal of fixed
ossets, no depreciafion has been provided but | hos no finconcial
mplicotion due 1o this deviation from the prescribed provisions of the ITAL

d] The depreciafion has been charged to the grant Corpus Fund and (s
recognized in the Income & Expenditure account over the useful life of
the asset os a confra item as per A%-12 Prascribad by ICAL
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INDIAN PHARMACOPOELA COMMISSION (IPC) SCHEDULE-14
(Forming part of Financial Statement as on 31.03.3020)

3. Gronk In Ald
al The granls In aid recelved from Ministry of Health & family Welfare,
Govammeni of india is accounted for on occrual basis. Accordimgly, any

daficl/surplus of gront has baen shown os Granl receivable/poyvoble o
the MOH & F'W,

) Grant & charged fo the revenue fo the axtent of expendifure incured s

al Ihe Incomes received by the IPC have been transfered to the MOH &
Fi.

c] The grants ulilized for the purchase of fixed assels hove been shown under
the heod of Conpus Fund,

o) Further grants utlized against advanceas for Purchase of Fived Assets hove
oo bean shown under the heod of Conpus Fund.,

4, Employee Remuneralion & Benefils
AR Retirement ond otver Termingl Benetits such as Gratuity, Leove Bncashiment

and Bonus etc, ore nol occounted on year to year basis ond the some are
recognized in the year of réfirement.

E, Revenue Recognition
income and expendiiure are occounied for on goonual basis, o they ora
eoaned or incumed. Further oll ihe iIncome received by way of Sole of ILP Books &
olhar msc, recelpls has been fransfered to the MCOH & FW

&, Provision
A provigon is recognized when an enterprize has a present obligation s a resul
of past event; it is probakie thot an cutflow of rescurces will be recuired o settle
the obligotion, In respect of which a reliable estimate con be made, Provisions
ara not discounted 1o present value and are determined based on best estimate
requred 1o setfie the obligotion at the balance sheet date. Thesa are eviewed

of each bolonce shest dote and are adjusted o raflect the cumren! best
estirmatas.

I, Contingent Liabilities and Contingent Assets
A disciceure for a conlingant fability & made when there is o possible obligation
thet may, but probably will not, reguire on outfiow of resources. Whare there s o
possible obfigation or o present obligation but the like hood of cutflow of
resources s remote, no provision or disclosure k& made.
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INDIAN PHARMACOPOELA COMMISSION (IFC) SCHEDULE-14
[Forming part of Financial Staternent a5 on 31,0320

(B] NOTES ON ACCOUNTS

|. Miristry hos certified varous NDAC committee, FOC committea, IND commitiee
and vorous alner commiftes meelings drecied the IPC o incur expenditure in
raspect of Cenfral Drug Standard Coniral Organeafion [(CDECO) and the IPC has
ircumed an axpenses amounting 1o Bs. 1,04,2%180.00 for the same.

2. Ihe deprecialion of Es. 3303873085 hos been charged fo the Income &
bBpanditure account which inchudes Rs, 10.31,704.00 in respect of PvPl. Since ihe
institube is fully aided by the Govemment of India, therefore depraciofion is charged
io the gront Corpus Fund and is recognized in the Income & Expenditure acoouni
over ihe useful Bfe of the asset o5 o confra item,

3. PC does not craft Provisions for Leove Encashrment and Gratuity,

4. During the year, IPC has ransfered B3 500000000 to MOH & FW, GOH on
ooccount of receipts eamed by woy of Sale of I.F Books, MA, IPRS, Scrop & ofher
Misc. receipts for the curent vear s wel oz for previows year. Furiher, amount of Bs,
4,87 0527722 & shown as Receipls Payable to MoHFW.

!:,1

inrcome eamed by IPC-PYP| on account of troining ond wiorkshop amounting fo Rs,
25,%2,4565.31 has been fronsfered ho MoHFW.

4. Anodigstment of Bs, 85,01 206,55 hos bean given by NIB against the odvance of Bs.
1.40,23.554.74 given fo national institute of Biclogica [MNIB) out of PPl funds Rs.
5521.448.19 s pending for odjustment os MIB hos not provided the Urilization
certificate (UC) o IPC.

7. Procuremant of Lbrary Bocks s not comied aut through tendedng process,

8, Lliobilies ore recognized to the extent informmation avaiable.

¥, Party's bolonces are subject to confirmation and reconciliation.

0. Intemal Contrel system & fo be sirengithened.

11 Advonce o HLL Life care Uid. For procurament of assels and constriclion of Building
are pending for sefflemant ever sincea,

12, Assels have been recognized only to the extent it is realizabie.
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INDIAN PHARMACOPOELA COMMISSION (IPC) SCHEDULE-14
{Forming part of Financlal Staterment as on 31.03 2020)

1A The instilute has nol gathered any informotion from suppliesfservice providers
aoou! e sialus undes Micro, Smoll and Medium Enlerprises [Development] Acl,
2006, Therefare the required information, regarding the dues outstanding to Micro,
Small and sMediuom Enterprises as on 31.03.2020 ond interest payable, If any, are nof

conscenasd,

14, The pevious year figures have been regrouped/reciossified/rearanged. wherever

PSRN,
For Bimal Sharma & CO, FOR INDIAN PHARMACOPOEIA COMMISSION
Charlered Accnunlc—r{i
{FR No.007429C) :
e

.Qf:-" <4l )

'I'.:_':'l i ¥ i l:.'
Ch M & CO Pariner

i |
(M. No. G74545) CLE} N
Chandan Kumar nisk' Jaln
(Finance & Accounts Officer) {AMHEWII:]
firanen & Accourts Offienr Pharmacopoela Comirission
Incian Mvsmncogoeio Commissian Eﬁzlﬂﬁmmm Gl of Indin
W0 Heakh & Faaily Welfsre | Got. of Indi Ghagebad (UP.)
GHATIABAD JULF)
q_
Dr. Jal Prnkl::é
ﬂnnﬂuvmm orfi/C)
Ploce: Delhi S8 ; B
Indian Phamesnpnais Commission
Diote: 27.11. 2020 e Habth & Famdy uifure, Gort. of ndia

Ghaztabad {L.P.)
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INDEAN PHARMACOPOELIA COMMISSION SCHEDLULE-4
General Provideni Fund {Farming part of Finarcial Staternent s on 31,05,2020]

A. SIGNIFICANT ACCOUNTING POLICIES
1. Method of accounting:
Thee sccounts have been prepared under the Historical cost convention on accrual hasis.

2. Revenue Recognition:
The Revenue has been recognized onaccrual basis,

3. Fixed Assets:
There gre no fxed assets,

4. Investments;

Investments are stated af cost and are held [n the name of the "Indian Pharmacopocia
Commission General Provident Fund” (herein after referred to as "IPC - GPF).

H. KOTES TO ACCOUNTS
L. “IPL - GPFY is not yet registered with the desired Govt. Authorities.

& The investments of "IPC-GPF" have been Invested in Fixed Deposit with Natlonalized bank.

3. The accounting standards issued by ICAI wherever applicable have been complied to the
extent possible,

4. The previous year's figures have been regroupedfreclassified frearranged, wherever
necessary o confirm to the current period presentation.

For BIMAL SHARMA & CO. FOR INDIAN PHARMACOPOEIA COMMISSION
Chartered Accounts : General Provident Fund
[ FRM. ﬂﬂ?-‘l-ﬂqq

CA BIMATL hgﬁdm Kumar Manish Jain
Partoey (Finance & Accounts Officer) (Adminlstrative Officer](l/c]
(M. No.OT6545) Finance & Accounts Dffcer Adminisirathve
iie Hakih & Family Wektarn, Govi. of india «Miu Fipalds & Fanlly Walfare, Bavt. of lndis
BHAZIBAD (U.P) T Ghagiaba 1

Place: Delhi Dr. Jai Pra 2
Date: 27.11.2020 (Se cum -Sclentific Director) P i
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