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SFERICT Trslelirdel TFC & Hedl # 08 3™ et 1 fageivor faar amm|

8. R T el T Yarfey (TAUwhans)

AR T BT (TATHEIS) garst & aaer AR faawqet suer & fov desf qeas &1 9%
Afsher RAfhcasr, wHEfATe, adf, AfRFa 3R wEfr ol 3R @y W@ dF & 3eddd
3T WY WRT R RIURST & v e #AFEd® codes &1 TauH3s gansi iR 3%
fAFuor & mEeey A 3wy Adi W Qe @eAfa gfar § dur RifFcast & gerfoa
TGRS 3UARIcHS IABAIN T FEAUEAYSH Tofed A Heg Hal & S TG 3hwfer
RafFcar &1 3muR g

AR USET GRell  (TEUH3MS) & 30Tl HEWOT & U, USE 3fcamaeds gar ar
(TASTA.UA.) -2015 & HY Jolell Hleh AAEIG HI Ggalel SIS 3N 3¢ IR fhar |

9. Sr-gfet F AAITE R w1 F faw amteetar gieasr #1 e gan

urey 3Rt afgd SIS §& vd gdd 3ceal & Ad Aefdd #e & v Anfeded gieder
# faare, AT s9d, A% ool & IMAGd 9RAT AV F@fedr & HaTas ASd $ 85 &
alret A @ &, s, wfRe, ey vd aREaR SedmoT #Fred, ARG TR Gann fwar o= | A
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s & 0 cEaEet & O IsdR & garEr fr Wiear @ aey St wfRa 9 9 @
el 3cutal & AT ARAT e & [T AFTed qieder, geedia/sE-gieat & faw qoradr
Tl AATE & e & afAe afkanst & @y WER @ g1 sun Ranfaet e sieafas
YA gt F & ATIH TR AT §w%mumamﬂm§ﬁﬁﬁ,mﬁa3m%?ww
=g ¥ Y yar &

5@ AFEYS aer # 3@ &F H HH e g 3ehel Ud ey Raursl T @erddr g
AlAITh fIRfAd FeT 1 IihAT Hepfad &1 0 GFadsT &l 36820 STo-giedl iR &del 3cumal &
AAad FRfAd e Hr ufhar & gFee & d&afta [Eant 3R 3= Raurst & 7eg 3R
AP AT &1 30 GRaw # Aae e & e ot arfda § o % - A,
AAE T, Jaeafad e Ierd, wiEcihided ded Jard (At JifdiewD), fsay, goa 3curg
AlAITS, Fael dedl & WIHTHl g Aledsh Fdleel Tishard | 3§ Gieasr # A Afds veret
N Feheldlel IMYfciehciait B o IR-faeqd It off e § | R # 307 Hoa oI &%
I W @fafa, s Rfeaar sewue aRwe & @ & 7 rcafs Aeee fear
gl FE GREaH 3T YhREl & §R H SRl Sl § Td Sofohl MR Tehe Al &1 SR A
AR & F3 IATAR H ST § Feelel IS & w1 7 dore R § wd Now T amat
3WIFT IR e e g, e @ sifteier smsde @ foer Rl R seqee & fRe e
¢l 38 YR @ YhRe, 937 FEd A F9 {fedi N IuHFar B A ey Wt afed
IUTEET alell STS-gfeaT & U IRl A ool ¥ Heag SN ISAMAL & FRIg-Hg-dais
e, MY i gaed HAA & el 3. A.AUT. AR, AT & aNss guA IAS
HUFNT 31, T hrel, IR FeeY & & YA Sead@aid gl

10. SRAT A9 Fadhar FriwA (Nt d.3mg) F qga afager sitwer yfafrar (wdam) Raféar

IR AV IRdT 3T (MU HRAT AYS ddehdl e (TEdiE) & ow IsdT
HeaTe Fg (THHR) F T F FRRA &1 310 2016 & AR 2017 ¥ 3@ & e dddizms
& IO A AR fafe gfdeer 3wy gfafsar R Sab (voadn) & waee-dddem &
AfSFI® & ATH ¥ 67,328 hiFId d T RUE (MSHTHANR) wred H| Tod-
RATNHE & FolEA-ATST Joell & MUR O ST, O] TUT YO & fov g9 Roreh &
THET el & §G, %M@mﬁwﬁwmmwmﬁmwm

3
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1

No. of ICSRs Received

s
i 6320
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. 5741 5946 5523
E 5170 5167 4931
4764 I

pr May June July Aug Nov Jan Feb March
-------------------------- 2016---------------------------- mmmm e 2017 — e

TAdr-fiddEE W AR YR W InsETEsR F1 Rwar
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l vigiGrade = Score
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fasht A3 (vigiGrade™) gotar ¥R
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RANIHS & aeTer Reg dofel (TH3TRUT) SaRT Tickhel T3 &l faE&gc el qur faeeyor &
Ig, WATHAIN, 75 oo A foramHs sRas & fav Fefaf@a 11 ggma o o

FwH wear | 3itwer gfager sitwer gfafear SEIC] @ﬁmmgmm
1. e wEiEe: sEarhifeRr Reter & §T & Ty faeva afAfa o 3
3N gurelaTd &TON (39) & WY | epifdd AMAST e T FoAra e
gar 1 giafsear
2. fhelierget: e AT JaEr g uAh | vy faQdws wfafa & 5@
TFA-UACH JHEATAH (TSsh) | # @fFAfad #e | e et 1 gema e
& fow sepeifad
3. W&ot & (AE): TWEaAr JHET Il gaeh | HSITHT gaRT 3MMeer SRy
TEEIT H giFEAfed
& fow sepeifad
4. WRaaAss: sl Tess | Qe & s & oy fadwe wfafa saRd
IRITAT IR & 3eTdd & fau
EAT €5
5. geThlsilsilel: Tlie HTATA R Reaer & §T & gfehaT 7 &
TFS-UHCH JaCAad (TSlsd) | gt
6. Aftheratrsa: g @Al {estel & T H gfhar H §
TSFl-UHCH JaCIad (TSlsd) | 3egeifd
7. FETRIaToleT: Tl HAeaAMerdT | &aT J&T oidel gfspar & §
(wrerafzafefadn) ufafsar gRadel & fow
Fgeifad
8. SqUIthel: EErae-slieqel g &aT FI&T aAae wfshar 7 ¢
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(vEoTy) / A TiasHd gRadel & fow
Sifarad (Ssua) Frgeifa
9. smAfFafafasd / Fgdee eaT gR&T ddel gfhar & §
i Ead-Sleas {ge gRade & fow
(TEoiTy) / v s Frgeifa
Aifafaa (S8ue)
10. Rt Tad-sleaa eaT FR&T ofeel gfhar 7 &
g (voeiww) / favera gRade & foT
TEHA APad (S5T) eIt
11. qifsgd demiive: a1 T T oASel gfsrar # §
BISTRTATTaT gRadel & foT
FgIfad

3Td & IfaRerd, qANHS sreed § Aieaer AR 7R Tidepel IAfHans (THITaU3Res)
FT RS AITT el & a1, TAGRT TARLT @ UAaRT, AT TAT 3THFAr3in & iwfer
YATGAT o ATETH A 5 garsii & for@d/@rd TAT YHTET h GEATGATST &l €O & Sid el hr

AT &l 1
arofl: 3 Iqrmaet (3rter 2016-ATT 2017)
A afeeer gar (¥) d&hd yfaser wfafrar (§)
&
1. TFATAE Fifas 3icaeiFed TeART Befier IMSARIA e
TFHIRNA & SN@H PN HH B
FeArete EShfee AJST #F & T ggaferar
SEATCHITH IS U AR sRYTEAT
ISR T qar e Qaae 9y WHACT / HF GY ThHAUT | Gerel TR
EsFeH HR-U¢ HHA & 3TAR 7
5. AIACHE FUTe TS 3T sfHesiew, uiFsar / RS HITaT/
GIECT] e sfFersiea AT,
caar S-fUedATesT
6. QaSeeIIsT oWl - | rEihrelled TfhT guersfew o us @t aifgepry (dErgersien)
2T
7. NClCEEE] ANATHER HY-FTAT AFGeR ARSI FeABIRAT
SISIeReIT (TUAS)), HYAG HAFGeR UISAT
(BITAg) F HROT TF g faar,
Yeeltiores AT (fve) fr goE F
FRIFSH AHATFHRBAAA (FTed) &
HROT 2T gl PR
8. 3FRICRET & ST & foIT TaRaTTd Hater TshaoT 3T Asa e
(IRIRR)
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9. SCRIRTIRE] H Fcish Td &l ARIAT, THIe FhTRr HaeeTiTerdr
SR TALT, BT fAFdIAT, glatfhed A,
T HIAAAT
10. EACITACC) T & 3ot A1 Aereefes v | ~gAmmsfen, gafes
AT BHal & HAR (THTTEHTHT) ST TramaTgT
TATCATEeeh ToIFRIATREAH (TTelsh) -
THRICHE &
11. guersfeg-ar guesfed o arRy (TTed) dHAT & Tedthalrd el
sFEgAITcIgole f@ers afha gfaator
(ATeAq)
12. IRraTATSS >17 a¥ &1 37g & AFF F 3w T A9 R
YB3 eR & Teh HgTeh IUUR & & H
13. ssfAuge Fgme | Roufder  Jeafder  #cdioa  whoRifw | SfifEcsiasuiad
Tathertely & fav
14. ABICFASH Hdca1efier IH-UifAfed Ud AMH-APRIcH® | TATholiFeah QM
JFERAT & HROT THAUT
15. qifsas asee / G & @877 39AR & foIv ANFIBTT SABIRT
STSthTETS gIHI
g183! FoRISS /
AT FARSS
16. heaN ol SR FeATHAT T ol 3y ag-aa- &g
(THaITH)
17. TEAf3feT UeASTSaT, 3Td Y&FddId, SR GHAT AT | ST
18. ASLIP ST AR 99 & HeheAvl, REesied sHIAThToRT 3R
JUTTIITd SI8T01 & ATy
ear fafsar (39)
19. TSl TASTSAT, ATAIRISTAS SABIRRAA, AdTeldl, | sfHcERT foags
3T IFdAY, ARSI TiitholfFad
20. Aftharotsa ersfew Afzar, 3éEsm, R Fea T[T e
JSNTaaT & ROT THAUT & Qo FHTET
21. Tttt e THISIRfAAT T 3T FadaTae faeRr, | Saifsfoar 3k
3oAG / AT tdrs, A 3gder td | YoTellard S&tulr & |y
e sasr gar gfafshar (39)
22. AleThEe gooh U FALIH 3TYAT & Wiitholirad Rfeaca
23. ARSI, I 3R AT @@ 9y HehaAuT SICRIEICR i)
GoddeH (3REITS) T HT T FHAT (JEIIAS), T UHCH JHCAIad
Afcafaar
24. RYTH QAT ST vArGIRRIe ThaoT RERIECIEIE R
25. dhursa TR ABmERTS, R SIRed e afea sfHersfca foaalss

&3, AN e o IR g wEe
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AT F v, Rtwfos siersiea 3k
3FAR-3eT  THAT FHT digar ¥ T &l

ST
26. e AT ged fAheldl, 3T IFdad 3R | STelergeFd fAFIRewT
ARNFIST SABIRAT
27. ufAgess dg 3R Fifas [eklas AeRT & v | Rfaew
28. FreTAA AT afachas AT & Ay AT FES EIERiEr)
foar 3ifAs &R, I8y & 774 7 &¢,
giaydr AR
e SRt R (), s | Sere
TR
30. EIGIEREE] T8y -l sfadS Aeled IGEGIEERCUEERSIGH
31. A JUdfeher AdTeldT, TASTSAT YeFelR, fORIAISS 39T ST

e fawerdr

32. afadrer ?ﬂﬂﬁtﬁ?@ﬁﬁ%ﬁdﬂ-‘&ﬂ%ﬂﬂﬂ% Il TFmITuele
fow

33. [ELBUERED] N-AQST & T Wl IR HOHR Hr | Heedafad

3YAR, FdArd fAeRdr
FeraifAaT(vAEK) e

<

34. 3rFseraTer SrasersieT & Tl §U, sewsfed AfshAer
AT & |y v

35. GREIESE] FHIGkfaar & AEAT FT 3TER YearaEea AT

36. saRerrdd NT ecaTrr TUTT 7 3rcuspiiald gAT caar HAReTSTohdr

12. TS AT WIfraor 3rahde & radiams vader

faed Fareey Here (Sseguus) & aAqded H de U F IFAWSET fARATAT HT veh TH 7 it
T g o oA & T IS Tfaor (TA3RU) AR S Hacy SEAU STcHS Sl
foramHe gomell & fAT Seeguasn-yhIRIa Hhdel & Har &

SSUU3N-UANRT Hodichel &H & faAwal & 14-15 ®all, 2017 & ekl gfcsher 3iiwer gfdfshar
IR el & Ar-arY TN & FrAT BT Hediwe |

GIATRITATSTEE 3YRIOT & HI 3T-Hehcel I QU AT aram 3R Hdwslereh arm ar=m| 2012 &
fre T 3ifdR TEIRT Hediwd & @Y Joel H weifa Seawed M| gaAe A Rwfdd
IR & ITAR HRAT AV HAhdl HRIhe (NAIE) # 5 A § 4 & aRusa TR &
Y 'FrcHS T BT T § S R dgader &

31




13. ITOTAT ATRATHA

ST JAITRATAT & TATNTS / SeogUasil ARl & TR SA-§13H HleTeh Helloled ishal
(TE3) e 3T Oy yomel & AEH § AUl Al B qUT 3equrell 3R
Frleade ARTT e & fau Farfad Aaeeie feen o T RFr &1 uradr 3mearae gemT
a IEMIRTE fawra, 7 3wy Fqeer (TAsivd) favewr, e @ & v 3cued Fed
3ehs 3R TR oET Tlietr, 3ieMehad, WieTgsh, THIH el & T 37 Ser AR SRy e
T gl ®iA R URT & STerd faevor Bl & FSfUT 3w Ser i HeeT B g1 GURcHS
FIRaS / fAaRs Fias (Hed) &, T Ay / sifEafad) v, tasidr / cafedera
| T, gl & ® ¥ Fad IRadd aer &, Jftsear & sy, Affea aeewonreas
39T & AT 3feriehel yu, e sfafafeat & foav =g diogs e fhe aman

HH TEAT qo@er &
1. =0T I&ar 9uT 3¢9 fhU AT 21
2. faoes (Fafea / sEafea) R 3k s5g 04
3. A5 THINUT (ATAH FaTeled 9fshan) dar” 08
4. YTl YT 3cToel 02
5. fafersear & sy 3ot 02
6. Gy faReyor 14
7. WU (FURTcHS HRATS / fdare Ham) Scie 01
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4. reTaeTe 3R RFm

fordlt off Toteat & fashre & AT egau AR fae FaaR § R et @dfgar 3w &
AT, 2016 # R TWHR & delaten AR e eqaen femr gart d=ias 3R
AT T FITST (THISHRIN) &F F9 7 Awdar & 715 ¢ 3R TR sl g=me
@ gl

S S AR AFAE ® F ALl F @1 @7 &, 3cdral AR gfehanst & sdeheor, suter
3R GuR & fem & FhIaT dsh w1 TRAT ST IET &1 d<AMiereh JeTc H doTe 3R Forar oot
& fow I e 3R e & faffeer aEt d e & @ 81 Aefafaa aEt &
3gEee 3R fasrE &1 SR fRar ST T ¢

1. HRAT AV YT T ITARIRATER IR T HRATOT
2. faveivorcas fafer & faem
3. faeevureas fafer & agdr

1. 3rereferat T weerwor
ARgH IR F 78 et & Faffa & & der o o @1 §1 3T Yeydr are yerdt &
3cueet o fov dlegifahr faehra i gfshar # 3mefiareh car favavor # Fad Ageaqol Heal # 4
Teh YT WHIS g1 AV HAES SN & o1 o S § Sl oRa # 3nfRmRe Arer

ST § 3R faeq O W HOART ST Hhal &1 AT ARG T FEAr # Jef & a1, 75
3R[EIAET T ¢ JaRFHar gl gl

ST 1 3Nt T hds & TeTel Hel & e g Hl Tod el & e, mgdrdr &
AT eIl HEAeT (IMSITSHIL), FeXrae & HgAWT & HYeTdT & HLATOT & FH 8
forar S T@T B

IS ZarT Woe a¥ & @eaffa et i g @ &

F. U | TAHE T A 3RIEHCT HT AH

1. AT SNFAAAF ST

2. AT T | e s @

3. CIGIEISICE AT FolthleT
AT T -TT- 3T A1SS

IMSITSHE EaRT WA Jeferat H g et &

# ¥ | T & ae 3RIEHCT HT AT

1 TG RaArel TRl 3Rl T

2 HISTHTIA T HISTHTIATI 3RIGHAT(10, 11-STSETSSIRTETHTTATIST)
3 FISAIhST BIglftheie 3Rl T

4 fefecarsa 3 tfadier fefecara
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5. TIHY SIIHCY 3RIEHCT T

) FoArdISare FASIAST STSHhT

7. sFafAYEe Aifsan | 9idie gegiedissiee
HIEhT

2. SieT-vaew garT fafer e 3ikx defievor

BRIGT HicrH HT 3TN FA U SFATAATHA FASTH Biehe H TRl Aifzaa 3R gt
Freee A FARIAYT & fAeRor & fav A wAchs At o fGefaa AR dtegd fear
AT AT IMSUT -2014 AARNE F 3CATRT 7o td AT Tl & Uag Plld & STIATA Hl
Jeoa & v s At = JFefaa Far m=ar an

3. . dr.va . X RS ey sitv Sefiwor

NN ATSlT H AET & FT TdT @ & T Todivedlt (3=a Yl el shidennd) [fer
pfad 1 15 At gy . vdieEsesa (30:70) 3. /3. & AT FT ANBAT WO F F H
39T X &Y -18 @ietel (5, 250 A x 4.6 F#)) W HFASATH H 715 |

1.0 fAel / fAee &1 yag &7 WX §AT0 I 15 AY| 275 TAUH TR IGNYOT S AT FT A0TH
FI IdT SFIAT AT | hIACHNThe TARNUT FFHT E1eT 10 Feie T@r a1ar a1 Fifs SrdifheIrstiet
4.4 @ae & enfad g am anl WWehar, Yeydr, ARsedr, @ésdar, seqas fages, weerar
S ATICST HT 3UANET Fleh AT fohaT |
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O. AT ol dUT YATOTeT

(i) FSTH3T / 3SSAr 17025: 2005 "gET0T 3R 32AThad YIARTATATIT T Jedar & fow I
HTALIHAT' F AR MU T TATHIT GaRT AT & T8 AT IRy I@e & far,
TATHIUS SThelT IR 3PET 2016 & A=A Fr 75 Y| 3Therd fORET & Taer & gl
EEATAST 24 379TEd 2016 & Aot 1T &1 3MSTH3N 17025: 2005 & AT TATSATSA STherq
Rty o weTor (3fifST) & aNeT 3o AT T (TRY) @ AhAdIad &6 Y fedr I
T 3R AIAT FT AdARIOT ] GAT I=T |

(i) 3SR & IMSTE3N / ISSHT 17025: 2005 F TATHUSA & A AG JaT Afdes qdetor & &7
H ATIAT & AdIR0T & fIv 3mdea fRar oar @l grafies gearasit & J1Y 3T 99 TaAusive
& 30 AT, 2017 HT AT T AT §| TATSIUSA FHoATeholehclI3T GART Teh 3HTeholel @l GLI&T
ST, 2017 & HEW H MATAT el 1 Aot g

(iii) ST 7 ITSTHT / INSSHT 17043: 2010 & ITAR TEGTAeh qerd & & F FAorar gieqor
() gerar & v et fRar ar| |8l §ef9a g&ardsii & Ay 31des 99 SiAadl, 2017 &
TATSIUS &l AT f&AT a7 §1 ATV Hodiehalehai3i SaNT qd-Hediehel oi@l G&T 31, 2017
F AR A AT @ T IS gl

(iv) 3MERE, ITSTHIT 9001: 2008 (FIUATH), STHIT 14001: 2004 (STATH), 3MSTH3T 18001:
2007 (3NTUTHTTH) & AR Tehlehed Fatiel JOTCll (STATH) & T yannfora forar amm €1
JHUTA & Tdieaxor & fow 30 AR, 2017 &I Th T @l G006 3feid & a5 o 3ifsc
& BRI 331V 7T 3TeleT (TAHT) I HEAIdS &6 Y fear arar 3 GATONRIOT & Feieyor
R aram|
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6. Sierel AT FRIHH

IMSA gart v IoreEr, FRam IR FAAHYOT I H ot 9qa & Fivrer [ A AgeaqeT Aerer
AT I@T & | IMSURT YRRy Adidde faeevuncAs 39aon 3R et & o § 3k Bufaa s &
Y favews / s9 MW faghanst, TBamwe fOeRal, v qur Rfecd Reme, g oEl,
Tzt 3eger SfFdt anfe & Fafaa s & gREor gee e & for dg, snegerdr 3R g
darae &1 vy [R{AvAT / &g FfFaat 1 3sdEr & 3eT gur STeX @ oIl Sl & | GEfoienior &
Ula} TdlEC TASsd o §IG SATEAIU ddUT Gfddeh Siidel o 3GIIUN o TTY-TTY YIRRMeT H AEgIRG
gfreror off feam Siar &1 addAe av &, @ 3w AR fagw & 1768 wfaenfadl & s&@ 3@wR &1 3w

forar &1 3mSdY off yads gar Jara ufetor Y 3mANfST a=ar gl

a¥ 2016-17 & 2RIl ST aRT AT Hierel faehrd wRishA! S o Felieeer fhar amr &

% |faf ofids gfasmelt / aféya gt | wfasnferay
. $r gEar
1. 05/04/2016 | THR & 39T faewesr & for [ffea | TRy iwfar Aeewsr | 35
a TILRIYUTIcHS 3UUT 3R dheitehl I | S e Fohansit
05/05/2016 | Grar 9fYeToT HIishel
2. 14/04/2016 | 3TSURAT & vATR-dEdI3mS v grad drardizms & Fefr 110
IS HATS IRGLIECT
3. 29/04/2016 | " NS Fr IR Hr Raféar & TAERIT-Ad3S, 60
AR 3R seer & fow gaifaar dESrTast 3k sitwfer
4. 06/05/2016 | "ddd3MS H AT 9T Fr srehe | Afder gfasmed 33
R TET TR I IUA S6h
5. 13/05/2016 | IR 3N e 3R =3t / g | 33E, RIS 75
TRAT JcRIT T2 TETHABT & TSR | TERN(3S)
faeetwst & fav "fafaor giaensit
SITE# 3maiRd e ) e g
gfreToT FHrRIHH
6. 27/05/2016 | IR 398 gt 3R =t / @9 B3S, TIS, TS 65
TRAT JcRll J2T TETHABT & AR | (3S)
feetwst & fav "fafasor glawnst &
SIfE# 3maiRa e w1 e fGad
gfreToT FHRIHH
7. 07/07/2016 | IR AV AfgdT dAT ARCIT AV Raums 190
Hiedr desf geref & Srereehar srRisH
W IEAGEE H UE aHRr HrRmar
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8. 12/07/2016 | TR 390 faeevear & fow faffiea T Wi et | 25
o TAYUTIcA® 39aUll 3R deheilehl 9T | &= i faehara
12/08/2016 | Taal IfALTUT HRIHH

9. 15/07/2016 | IRAT 398 At 3R T=at / @g 33T, TIIATS, TSI 60

AT weelt Jur AEuIHBT & WHRT | (313)
faeavent & fau "fafasior glaensdt &

SifE#w 3maia Aderoi w e e
giRYeToT iR

10. | 12/08/2016 | aeiiceh, el dffierlg AR T & STaTE AfSHd Feel | 32
a o "wATafSeT a8 aHeage A 3R 3rEqdrer &

13/08/2016 | So&h" WX HAHA-ER FiA&TOT AAste, AP & dgd
T & ToadT
FH-ag® 3R dvww
11. | 23/09/2016 | ¥R 398 g 3R T=ar / @9 33TS, TIAINS TSR 62
AT TSRl J2UT TETHABT & TWWHRT | (38)
faeeent & fav "fafasior glawnsi &
SfEs 3maia Ademi w1 v g
gTRY&ToT TR
12. | 20/10/2016 | ¥R AV AfgaT dAT ARAT AV RaURS 400
gfgar dca verdf & SAreTwear FRI%A
R 39T H T fadig FrRimer
13. | 18/11/2016 | 3i5H AR, 9iREs e, f98R, ITEASNTHSIR, 40
sREs 3R B & [ PITPIdT  F ded T
"RIHATRIA T -Tg-AHadh" I d6F & | & TTAHT THeaIH 3R
fow AfA-vax gfretor [Alyersy

14. | 04/01/2016 | FrATRRTGGT W ATAS TeUHRI TN 35

15. | 16/01/2017 | 1 3w 9¥U, 3T, ANIR, TSN, T YR, 3T 45
q ool & fow & o " WIS & | R geue, ifa
25/01/2017 | HA¥T 3R TafamdAs dgef3il: Scpsedr | 3¢TET @ IR

& foIT JI " W Igell Hierel G
HIRIHH
16. | 20/01/2017 | U=THIE- dIN3ME & Tocd ORI, AT @HeaTe dAr | 75
TSI JUT &HT 3R Qg a7 & far | fiovadd), 3gaeEe &
"wrATRIA o & 3fIE-TaR ufdieTor ERR & ded Ul &
drae
17. | 02/02/2017 | ¥R AV gl dAT ARAT AV Raums 200
diedr desf geref & Srereehar srRisH
X geEe H U Gy SrRmer
FIIRATT

18. | 08/01/2017 | SUEMSEI-THAT 3R ASIIETATHIR, AR / Sl 35

a AR H FAGIHIOT FRIHH IEesg aur @ifa
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10/01/2017 FSsesd

19. | 22/02/2017 | THANNES & dgd Afswa Basya FH-aTH 3R 19
a gfdeel T AR g (TASITAM) & | e ggde
23/02/017 | AT Ygdlel dTel TUHET 3R @Feags 3R

RE taRAved 390 & TFH-adF &

20. | 01/03/2017 | fe#ATael geer, AR, 3ReUmael T, T YR, 3T 47
a IR, S 3R FR & fav et dEurE, e
10/03/2017 | "wraTemfaforerd dr Fererd AR afeamas | segier & 9w

ggeI3il: Schvedl & foIv JaE" W gET
FiereT [AhrE HrIHA

21. | 18/03/2017 | wHETRIfaeE IR gfreTor TG 9da 30

22. | 20/03/2017 | TR 3Hwfdr fagewe & for [Affe FAaferr & 3itwfer 40
o TAeAYUTcA® 39aUll 3R deheilehl 9T ey Jar FaEs
31/03/2017 | TIcdaT UTRAETOT Hrishat

23. | 31/03/2017 | Ta2T WX & AU wHARIRGOT W | god RfFcas 30

deas

24. | 01/04/2016 | GRANSTT H e oI 25
31/03/2017

Fd = 1768
site@ s amn

24 AT, 2017 F Peherae #F 3TN & 3RFNAT 3R ATT a0 AsFcq wisde ffdes, RecEre
& FfEERAl & 9 FE-eRAT N gad Icuel & AWe, diecfAdd H@ed ey (@zRed) 3R

FEPHEG RS Heal Terd (AHRTH) & IR & o e & v o doh gg M Al &
giafafal & #9T T9d Nsdew Ugsde fafdes, et & gt fhar 3R @@mswr 100-150 A
aureRl, Yoo, Jordll, H &, HeAY, Fel 1 i, A, RifTd I IRGIT & A B OIE
Iggue vd e @t sk aEd dcfwa dedt uard (fIRvw) aur wEdwHEgRET ded Aldw

(M3TRTA) & sfasy 7 e & fov weiEa fRar @ |
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7. Tsdrr 3R SreRTSET weT #F yfada

TSERT 3R RIS skt 3 JTSHE it U Sl e & a1 # feaTear wose e ¢ W@ e

YqeH HsA HT o

ISl / WErTEHT A verfar F wAET vd 3w IR F &g goNar F e qur 56 gy H
FEANTT 1 gomra &F & AT ygey AseT HiT dok F AT 17 A, 2017 H ARAT BrARIAT
3T 7 foRar argr, Sad Ao FEUEr & gfafSsd danfas , 3egerdl 9, WEEgReRd 38T &
39[ET, Seeguast wfafafer, Tareey iR aRaR Seamr Hare td aiftiey #Aed & aRss s
afFafad |

IS FI 30T, IR & oI faster 2030 SEAAS Fellet & ArEIH § afafafRdt & f@fas & favad &= &
fT vd adara afafafaat s 3 g & o Jfasa & 3ushaAr & v sRIfaat Hr ugare w3 an)

gt Hsol I FABIRE:
(i) R gEams
ATge F IR IMSUEY Y TATYAT & A1, AT &of T 3cUTesT ITed Fet & T Teh AeTeT e&ddsl IR
R ST TRT TSgH AR S ATl U 3USATSHAT Sl TRATNT e & v v 787 dd r IR
T IS 8T |
(ii) ATTHIFIOT, FIFT T HR qFahrehr ScFsear & fAv vwe 77
o T W ¥ aRAIRT FIeT & Ty gantt F e yonfeat & v e Aee -afdsr deue
gler =Ifgu|
o SUR, WETHAN, THFTATHUINES, TANTSH, wrAEgRew AT, aftiey fawmer, Iy HAe
ﬁmﬁam?wmm?\wﬁmmm% S 5 cansi, difSes-3iveir geraf
3R RfFcar 3yl & RFTAT & 3rase 87 &1 6O = § T 8l
o gt yonfordl & gansit 3R garsdl & Afegs & fov, Sad e, 3mgde, ey ik gaer
i &, T WITRY glar anfgul
(iii)  &TFvaT AHTOT
*  GEARYRRT T & AT aRYeydr 3R Fendr H @RISR B Q@ A & fow mSerdr
&I AT AR TR & 3o -g138 glsceh AT 3R IUAIOT It AT Sl AMT| S8
AR T "Tavg T wEAA" & T A 30 T ufd g0 @S # Aee A

* ST T e Td G 81T & A @ gerar & & fav ame 3 e geifaet &
AT & T garat & v A 3cag & 9y folr ST aifgul 9 TR 89 H Th
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(iv)

(v)

(vi)

(vii)

AT 250 THE & IRET FHI TAYAT AT &, T0H As-cafa gear & ary & FGuws #sa
s enfAer &1

geere # ISYE & v e e Tia R m 1 0 Fel T 9RT & 3 dE A
TUIT e T 39T HaT g

gafasd gfasr & FHNT I T 3og TAT0 @A & o0, YT F STeg & Seg Uh Folfard-
QAR STl 3R AT AT

AT TheAlh! Tgel: Hleldh TGTAT, HTUTed IGTAT, A 3cule fAwfAd FLar

Tcdeh TSIl & 3U-f3dIsiet &R W 3cule AT UG HhodIUhRl HRRRT Agerd e ger # St
TR W GEARNAE Aead F GgT T L

AT & ACTA & THT s A AR HI digites FUaT & §9 & Wiad har S arfgel
3cATa e YT Jomell 1 yorrdl &7 & Al fhar S =nfge|

STl TR T 7 IR g3 RIS A fd F v egEuE F v ag - Rwws F5w
AT

AR F fore RfFcT AFeT gemT

IR Q97T B FT3ARAT T T §U, 30 T 3o Xe @ A auit # gger @ gred F{r arel 31K
T o @ AC Rfecar curel # A a1 @ 3regAles A AHEeFhar g | W Av sHwehy seurel & faw
3T e T IRATNT dfAF FATAPT T 3UTsE FA & foIw IS it 3T TeIRAT A H1 HIAT
Blayl

IENA-3RTF verma

SToT-FAELT I Feldl &4 Td 3NWEr 36T & [qhd & 30l w1 H1 37 &1F H Holed ool &

faw, i # Fraafade TR W HAawEs Wil 9igd 35ed @A §EAE 9 AT

Acds T YT AT, |

TSI SaRT IFRTSET faFaR & SR & Tar G dMigC | 38 S, JUG, 3R AR Ggerd
T HARNT S g Gl & RN & W5 FAAR Agerd AT & garr & fohar o
el B

afRge ATt & 3w fafaras gaedr s« & fav , fAsfdd qaf S @R, foea, sme
3N AT garT RAwfAd o aw gansii, Rfecar syl 3R died gars & faw oy adaan
daitfeh AR s 3TROl & SR # didEd 3R TESE & U s 2 & FgeEes gitwmREt
& [T T GFACT @1 RS fhar Sier gl

facortals & uRuRe Rfkcar geufadt @ ggarer #X va 3areor vaifid faar § o 5= 2017
A TeTdr gTT| R 1 ol ARFH TR W IYde HT YLEAN H Ferar oA AigTl

WETET H SAAT & el SARTERAT Helld & WY -7 3 1 s aReed & av & Az
T G X o, @AY &7 & 75 gansit , dAerfs e AR Rfhcar suwol & &89 7 wh
JHTET HUR GOTell TS & ST W@ &

dF AFF 3R gdaTon F Tee F v FEmEE wdderor

gar gdieToT YT & 3eaTded & foiv, VAT TARRMAT3NT & STHETeT &l 3T3e & [T T
STl IR &I SAeAr arfeu| Ul 9gel 3MSURIT & E@nT $r Sl arfeul
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© WU F 47,000 ¥ AHfUF T FT AT FIA §U gT & F T A0 FAIoT § I T & &
SIS 3% fodT HleTeh I[UTaT drell (THUTHFY) HR 0.02% sAehell EaTd IRATROT A | <or & o=
STl aTell Ear3il &y J[uradl & SR H Seldl & Fel dEdR FelT & & Td ARAYT IR &
TAUHSY o FHeA & FAAd Pl HHA el & foIT HTaRTeh 3UT Aol & v & Y av I
gderor fRar ST arfRu|

vadisn AN Frfew, gEg # A F T FEET F 1 3gERa:

o SN g3 VAW G FATS F UG dTell AT FIEIA SagdT Teld He A Sehsedr i fewm A
FaTTel &Y T@T &1 RAURET I FeeT AlTeh  TUT 3REMT HAleleh UIed =T HRevel g AT AT 3R
3egiet ¢ % RAffes T W AT FrTed @ies & geira e anl safa T e & e
rAierd T 3eHIC Fersne H g3l

o FeIEe A IR & 9T FETET F eued 1, Wad 2017 & A amm ear gr
BrATEG el Seer, RIeT, dEvadist iR ffaamsms @l & w3 Raurs! @ 58 38 e
A e foT| 38 3R W, 3. W el Wiy, YU Sl QAR qUr 3. diAe $AR A3nforn
YHE, AR US 3, o ISUE i afafaferat s geqa fhar 3R gansit @ gafds qorear & fov
T 3R IARTET RehIo R FAR STell | 39 W TdT & R RdURST & Hg 9T &
HocIvofeleh 3a¥ SIS 3R 3N & TR ganr Ru 71w | quadr |, §IEvAT, 3EvHAT,
wEfrae AR Jffes v 3ant & Raursr @ Far & sl 1 sfafEeR , oF
dieifaidr 3R Rfescar 3uaol X 3fRe wareT & fr I Bl

IEHA F Frafaf@a frrwa wfafa $ do& / sedfae a=t 7 smer o

1.

29 3, 2016 &I IR NN A THIR Rfear & dwer se@en & fow goifaar ik
Al " 9T efFead @ |

MU T TANTSH A=At & T Y A 2014 & AT HoqHAad Al H Fol Ve AT
& v dow|

3 fr geem & AT gl faevuTcHS 3@l 3R A gof HT doh 27 § - 29 38T, 2016
e faRAIW=Al & S THE & WY ARSI H S| N T . T RAuEAAE, A AR AR 3R A
IR, Tgeicalal 3R 3U-H A Ge&T A aRIer 30w o # 3ueyd ¥ 3R 3w 2014 &
fafer #egl, IRRIse 2015 AR aRfIse 2016 T == g3

26 #S, 2016 F FHdlel # TR d (%) W AAvs FfAfa & 5 dF do |

ST, SETEIeT e, SSivHrd A Ued / HY AAd weRl (FETH) Ty AUt w29 s,
2016 T FIATRIASTOT FATIT I A= o7 fger |

3. ST YT, asE TETEAe dlfaieh fASRT |, ST o dei3msuaAssm, a86e J 3mafed
493 AR vy A TFaed  (IEUTEdTs) -2016 & gRA 9 WY W ARG ifar
AleTent 1 gdAE Fufd 3 AR T8 dlell (TEUh3Ns) - 2016 W U <aredn f&ar |
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10.

11.
12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

28 Sers, 2016 1 ITEUR HTTRA BrATRTISE & v qddhms & ARl gl & & A7
IMSETHAIR TFEATAT F T 56|

a5 el & 6 @ 9 RAdw, 2016 # Tlr- cyuger AT & wHHEGE W I HRAT
Serfaafered & foT T @i R |

3MSW (3MSW-2018) & TIMHT TEHIUT H ATSHIET JrcAiTorchel ofellel AT & 3eeTdel / A5 & foT
ISR & FABHERIGoN AT FF FHg A o 9 AT, 2016 & IR TH 3T gier, SN
H 3T & TS |

PAN3TS H AU AfOeRoT YRS (THTTE) FHr SRy 3fH IEar R AIRRT sefFea @+ 7
JaresR, 2016 1 ST foar amr

M-3R BATRITISIE: HEHTANR HELE I AT 99 24 3F¢aR, 2016 H SR |

25 FdR, 2016 I HSUEHT (FEATo), 7S foeel # "HAYT TANRT 3Meholel & oI Sfgithar
Mo F amafierdy|

5 fedeY, 2016 @I AT fAarees-ge] &bt AT &1 gediFea doh 2016 HRCAT u) Fafercar
ITHET HEYTT, FolleTclaldk & &1eT fom |

23 SeTa), 2017 1 g9ef 3c9re) 3R Fed gan3ft i JFdvs afAfa & do &F awr o=

27 STl 2017 & I Ao 3caral AR Rl Asiadee W@Eid F for weensd S
v afafa fr do J mer o=

31 SAad), 2017 & TI3MSeT & 3mAfSa versAr 3R gl F fov dafas Qv afafa & So=
# smer form|

2 BEd, 2017 1 TS A IAfST W 37Ul & fav defae fadws afafa o qEd dow 7
oreT Torm|

T3MTSsY, AwsT # 2 Wad, 2017 FT 3SW vSsH 2016 & YIThdedId ARG § Tear
Sooh H AT Tor |

IMSAE, gerae & 8 ART 2017 &t Afasw RATERt fr Jow 3mfaa & 3R 378 smer o=

10 Sietadl, 2017 1 IJESAAT H TATHITT  -AIAIICT ATl SaRT Tickher 3iwer wfafshansit
(TE3R) &7 FAIRET 3R RAfcer & Semar ¢ & o 3readrer 31 geushy yerdisii (TATEva)
3R A & v TET gamd 15 F S gaEsiar Far

3 30TEd, 2016 H URMAF TWOT A FIGR 3TAR & T EAATST T ST arell ar3it v geam &
fow |fsha Fgdler 3R o e Yeo & v USSR dered- diet f3HIST shglel WA (TedI=ISIATd)
3R dEadig & 9T FHESar A9 W gEdeR e )

FHATRISHATAFE Td TROMAT & IHJHUT & qredl Jele Hlhd & 3eHed TARG & R ol
& wHEGRES @EaT AR REd gfAefdd @drEsmy) & Fodfad, o IRE A AR
ANTEIRY, 7 oo 7 AT 3cural 3R Hlerer s Fr qoraar, FRam AR gHEHRar # gur
& HATT e P Td Hel & AT S AR SdvEsmyg & &g @A # gerEr & & A,
3T, Siva g, aa-gg-dafas A, dRAT wAINar e (3msdE), v ifalked gemy,
I s SeRe (FRA) o 3 AR 2017 FF THN W gEaR v §,
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1.

TS 3R IRTET ER W [0Taer gansit AR ey e & foav Uiy f@cenea (SSiegus),
JUH BATHIYAT & =a2el (JUAT), ST BrARINAT (o), e wAfnfar saARe, o5 ged
HAAGSAAA (SSegua3il), Sar3il v Juradm R FI&T Sl Fedl ool & [T ASET FTareey Hrdshe
ferehedr arol H@aTaaT & Y ey ITSHE R B

¥ 2016-17 & SRIeT IHAUSET FEAT Aol Pl Iuaiferrar A afvia &
ISR R Juad A carsdi & AR & AUROT F FEAT HA & AU eI H |

AT & wiag-ge-d=iias fAceres st S v oo &g 3R guadr & feg sRieR AR, ST
UeAres &. IRfaeaAsIsl Ea@RT Mol & JTSU Jeared # 17 A, 2017 & gEaeR o
AT | FASHAT AT FT 36T & o ARGH o7 TAELT &I §o & AT Th AT HH Foh:

* Eargal T IUTET, FI&T IR THGHIRAT & Hged & dR A SEwhdl Felv, AR

o Zarsal & fAU 3Maeas TEaeiAe AS I 3UoHAr AT qgu de & ¢anT dfRaeh
3Mqfel A@er T 3r@sar H @I HET

R Aver G@fRar 3T F ARG Aver G@fRar 3T @ sifesdrt g fom ¥l A haer
$SFYUA GINT 22 AdeY, 2016 F FFeT H AT AT AV Higar 3T & 1563 |
A faar arr ar | S9guA A HfesrdR T goll JANT WA |afAfa i geg arr A
AT gt & fAT SN &l 3EER vered e, Fqd 3 & SFFR o @y gakead a=
& U o @AY d& S fRar ST ashar

U AvST HigaT AT & JFeArar MR gargal & fHITor ghErRransi 3R neaie
Higdr waree 0T SRRt & & 7 $EeuA f 3w afafafiet & v W ait
ATART el & AT ST 1w AT |

IMSAE o g Awer Gfgansit fr 787 FRTET o Jar A, U F IRAST F9E AT
gfgar & 130 df a¥ere Fasdr & 13 -15 {dsR, 2016 T 79T foram)

el 37egsrel AR FAATAN @ T & AT U7 AT S A HAS & AT gferar R A wA @
FH AT FRIGAT H FA0TT d & v Avs dfgar e "fAag ave afgant fif do" &
T H THA gU | 39 faea HSl T YHE HE, THhA3N H tHeddr & faw  qur wh
raafAe TN AT Tiar & AT & ATHAT 9T IR ST or |

T ST arel AV Higarst & fow, Qg Avsr dfgar do& 316 de &1 WeIfd &1 37T o &
T Tt #9 YT T § 3R 3w veEeiRRad dfFew (G & e & e afmar
3R faAwant & AUiRa &= & fow 3mr fGar-fAad & €1

37aug e Aver Ffgant & 7 df 3R S 2016, T Ardi@s ey dAver d@fgar 3k
3 AYST ITeRT (Shehead) & fasra & forw afhan3it & gaerddr a& 9gae i e & 3y
6ol T oTiar o |
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9.

RAT AvS AfgaT 39T, TEAR2Y Ud IRAR FedioT HAe, IR PR $T 3R T 5T d65
3R qarsdr A 7. Shua. e, afa-ag-darfasd e vd SRish (3m8), aur st 9 v, g,
YT el HASRY o rer for|

3. o, v, g, afa-gg-darfas Feues va SRieh (3M3) & "URA BIHATHITNAT A™RT" ATdS
TEGfT TEgT & |

gansit 3R geuh 3cure AfaFS todl (TATT3RY) & A1 TgANT| TATIIRT gfafafadse
F 10 Sy, 2017 I 3MSHEY &7 el Far g wrEAINTT €33 Afdr & ggaer & v
T &

ATl BIAY R THTATE  (TAAT) o 23 wall & 25 fAdeR, 2016 o@ “faed w&Ei@ee
feaw" & 3R W IS il i mAST fhar ar) ST . & ver Ay A HRAE AV dfger
3T & aAfafafeat &1 3§ HREVOTCN & HaU F 3Teholl AT TUT IOTEHT dlell aargdl
FARET & T favawoneAs A & faem 3R doame ) sarea fear| gidsnfag &
ATl WA R 3¢ ¥ 3R fafaammes anfde 4

TS gl 370 & MU-3URG wEEESEE & v @gFd & el
faeafaearera (Farsr) & AT FHIA HLM|

doFdlieT BrATRAfSeE W faaRT & e e & faw, W (31) i & goieaiees, &3, ASH
Uz REd, sdietdls wHtRIfafGea de aur o1 fad Reasta, der guan f@adws, ora, @,
& 20 3@CER 2016 H TAHE-GARNIE, ISHR, mioETEe g R

st A foisfeare, fdee s, Juadl aur Mher Usas, aise AaEsr, JUALT o 21 Haesy, 2016
A TAAET-Ed3ng, ST @ gt fFar 3R 3¢ NS garT 3oIv AT g9t & IR A+
JTTRRT &I TS|

ST 3. eIt SofATS, STl AIAEd 3 GATRIAfSed (3MSTaEsd) & 21 erge’, 2016
F TAAE-dEdEnS, s S gt R

PAD3MS o7 10 AdeX, 2016 T FaRTer farafdegre™, AR & e & @y aradia

10. FEHS, AW H, 14 ¥ 17 FAdR, 2016 deh NS HRAFRAT & SecgUas-dq3MSITA i 39

dr arf¥e dow & arer RS o Fareey HATer, 3AT Heddd &arT JAfad o |
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AR fvar Figar & fow sesequasit &1

HATSET AT HigdT & AT Seequas gioe AlAans W feeaftr = & 8 §:
* AwnfearEl dfsaA
. ATRATFAT WA, ST F AT
* IRISET Jelferd 3cdrel & AU Ssoquasit garT SR SR a&drdst QAS/14/586/Rev.4
* goralieidl YT & AT Sso[uasi qarl ST #RRA Eddsl QAS/16.672 |
* 37TTOT ANST ITEROT gl ai3il W FHAET 3R fecaolr i
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8. TATHT, HSK AT 1T

IR F&TH SraHAfes 3ufeafa gomelr (Tg-dived) &1 Frifeaas

o SierRIferd Irster |

o goft fasment & 3faRea gerar

* FIfAS a1 Neprsh 1 EREE

* piere e wIEAT, Aa@E It qur [_ffes Joat F 3me

o TIINR AR gl T TATTAT NANIS FRIHH & dgd dAUT THSTAAT Fgl T THINS FIhd & dgd
@ 2016-17 & SR, 35 TR AR Fg 3R 7 wahivad &g ¢ W & Tafg o amw )

o IMSURY IRTR & "vsaks odd REd deX” (vradRd) fafessr & St +5 Afga & @&0r & fow
TEYT Td GREAR Hediol HAed & Hopr &l fadr a¥ 2017-18 & 3d T UTSIRET fafeser
37T & T AR 89 & fov gefg 3Rl & gy Aoy g8=ag 9917 @a

ST &1 $BR womeT |elt damrferar 3R IR -Sanfere sl 7 3% WY 9T FR & e & o
A HGRIAT Yeled el &1 MYt HToll JaUal S8 YHHET HT Teh Hecaqol 1 §| Ig THeT [T,
3UEROT/3NART, 39S Ud R3S aEgt dur fafaw Rt afea R of dew & denfew 3
HSRT T T@IWE AT &, 3R TR RS S0 W@ar § Ay & Avafad I 3uged a7 @A I
e AFAd @ W Rl anfe & mafe ueenAuee & o ware w@ar g1 g afafateat
AT fad oAt (STTw3iR) & gagral J97 §Hg-800 R SN FUATE F CA H @A U T
e veR i AR ufhar & qed fasaifea & s

O ooy el & & 7S ¢

* dafaer 3UeeoT/ 3SIRT, 39HT AR NI TR A &g

o NBURAT & ol dUT 3Tl UAT T AdTAAOT / @G|

* IMSUR &9 F 1 oG e & &THAT dlell el T et 1 AT

o ER ST 3curest &7 faEdR, Terssr arsfear a1 3uater, Rerefs afex grdfEder gfae, var Faeel @ fAsmre st
T TIE 3R T & 3THT 3TN AT

o Aot 9o1m9T (31) T AGICET ST HERIAT TEToT AT
o ST 7 RAffieet 3uetul & forw Towdr aur duadr]
o TATSIeeT ToT7aT (37) T TSEN FTEATX 3N AFeAIIT FIAT Felel Hall
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fas 3l orET fasmeT

fad 3R @ HET A 3UgFd dolc IR FAIUEAT HT e Heh ASUE T e &7 & T & Heg
T & | fadir a¥ 2016-17 & @rdl &1 of@r qdfeid f4eXor Hevel § (3eerieih)|
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9. YehTIe 3R ol @eT

AR ST AT (S, HRAT TET FRERT (TWIUHIMS), HEH F 3eqarel & fow AFed
H3TeT, WISCIBIAEG eher Nt Afgd STS-fedl TUT g6el 3cUlel & Hedrah famd & fow Al
AT UG 3T Ry TN o Fehreled, Fordientor, foshr 3R faaror @ defta aifafafeat v g
GihaT I ARAT AV GiedT 3T (TS T YRR THT Toh FANT 3R AR alF F @ T@T
g | AR Ave gfedar mater (rSdEY) F 3RS e 3msdEr 3R s8F AR Acas &
aregd ¥ 9T 3R faaRor & o 3gesy g

T a¥ 2016-17 & e, Reafaf@a 3nRwRE g gwia U

HH HEAT yFRre F1 e ATAT Ww
i Sdhib
N wrecmHEewe Rt afga SE-gfeat dqur gde 3cumar 500 -
& At faww & v Arede A S
2. ST FAER 97 1000 IRl
3. 3mSR TiRYeToT gReceRr 500 3R

T AT RANT AT TRAT 3T (3MSHA) & IR H SRRFSaT et & fow O Tie ik WA
fSaTed T 3curead 8 AT § I TARY U9 IRAR $edoT HIed, IRd WeR & e 13 Saayr
2017 & 3UA. & TH. 11016/01/2017-3M$E & @R SUddr & Felley Toifdal & aAegs & Sroamdr
X R AR SIURIR &1 ITERoT R gU A TWle (60 Aehs) AR ¥ fSiorewr (60 @hs) &1 fAfda
el H YW A SRRECC HB TsasfoEr IR e afeaf@dr (Srudd), @9 oeh td @8 Reel &
TR SR & @Y Ry I#=ag 910 @1 | Sad H, wadr F 37d d fasafea e & v 6
UGl & Aol T 16T fhaT &l
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IS QAT T Fa FE U H 30N FHATRINT Tof ASH A G Fg g1 36 U F vEfod
Wit & 3UaR & AT Haegs @it & A 1 Faffa &0 @ q@da & & v 50 qeawey 7
fafder e &1 Aver AR, deet e, dafas g, T qUr HARTSET AlTH & SEda,
IR-gEas Al AR $ -GATET BT T Schse HAE B FHHRN 366 UL H S FuA Scdrel
3R QAT N TS F AT ATERT TR HAT, TIETT, JER AR AT ST g

qETH T AT 6o deMfaieh , AN Higel ot TUT YerEiareh w1 & #HAeg & fdv 379 U
BIAGCHeH, BHEANT  REd, SAafeed & 87 iR 3eg F&fta a3t 7 «aue dares qur
Wm@rmmmmmmwwgz-

« T3 AR WA Far

* HIelel daT

o ey dur TaSeng dqar (B / i)

* qTfeleh GTIRI3MT T FEAOT TUT R HalT
* GAAR-TThR (BT / i)

* Solercifoleh HAAT HATU T YT

* e @it

« AT (3TAET AdSfeeh TEFaH Shedld)
* Rurenfe dar
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10. STIHT UG : MSYIAY Icurey hr fashY 3R faaror

1. ARAT A wigar west geraf i fashr 3iv fAawor Erédamew) ik s fgea
IGENG IR

fAsl AR TR yEeTerensit @ InSdRed i, srEftEt Rt 3R dsaEe BReveeE
S Saele @ foshT 3R faavor garr sy fiver dfgar w=eremem & 2,61,38,000 / - &9

(TIT & RIS SHAS oG 3T goIR A T ATA) AT FATS HT g |

wH A Jrqfet #r T AT W | god e

w&ar (%.)

1. ImsdIRTy Rt forstt saferar / sieTememe 6509 3000/ | 1,95,27,000/-
ENCERIIRE fAsi shaferar / yeTRTeTd 441 4000 | 17,64,000 / -
ysfale fSeieges frslr suferar / sierememe 273 10,000 | 27,30,000 / -
HfersiereT Eeole
IMSRIRTE MRt THRT JHiwer ofreTor yAeTRe | 1689 1000 - | 16,89,000/-
ENCEIRE TN 3N qdefor yEeenae | 174 2000 | 3,48,000/-
ysfdle fBefegere AR 3Hiwer qlreTor yAeErRre | 16 5000 | 80,000/-
HfersiereT Eeole

Tl giord e = §. 2,61,38,000 / -

gl # = IYT Q) FIT HFUS A IS R A

2. SN e gewrerEt A [ ik Rawor

TSN F YhRT FHETS AT a¥ 2016-17 & R 3msuelt & TR et i fosdhr 3k
faaRoT ga@rr $3240 (3ARHT sleR et goIR ar &t areld &) i fae=h #er afga 1,34,87,166
TV (FU Teh IS, AT o, TR g9k, Teh &l iSards A) i wAg 7 gl faagoer

feTTa &
wH. | g F e HiereT IS | adaw Rufa | A | gioa e
wfaai/de Ay (31/03/2017 | Ti® (%.)
#r Fo | 01.04.201 GED)
& 6 %
HER
1 AR e d@fgar - | 3000 2276 S |00 | 2076 Ne)
2010 &r S = 200
2. ARG TS Hrerl | 30000 14401 s |00 | 13572 | ed
(TATHITS) - 2011 & 829
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SR & drer g | 1000 157 S A | 04 | 141 1200/-
AT Aerer = 12
HRAT WARIAT - | 4000 1150 3t a8 | 493 | 645 1,00,89,592/-
2014 (3dET & I1Y) qeh 12 ($1100=
%.12,123/-)
($1100=
%.73,470/-)
HRAT Al dfgar - | 500 375 S g | 04 | 369 60,000/-
2014 &1 S H 02
IRA WAt - 1647 S a5 | 350 | 1284 14,38,177 / -
2014 aR¥fase 2015 3000 ($260=
(ErdEr & ary) K 13 %.16,811/-)
($260=
%.17,365/-)
HRAT TSEF Wegerky | 3000 2611 S $ | 216 | 1970 107,520 / -
(TATH3TS) - 2016 T 420
gidr g | 05
R wrERR=T - | 2000 1100 S IS | 429 | 646 17,74,177/-
2014 9Rfse 2016 e 20 ($260 =
didy a8 | 05 %.16,811/-)
($260 =
%.17,366/-)
PISCIBIHIEG el 500 500 sfrag |70 |39 9 16,500/-
. . T 31
gfeat aur goe 3curel S
& AAEs G &
fow AmTeds HAepsrer

T g IeFa = 3. 1,34,87,166/ -

el F = TFH 3, AT I@, A g9R, UF § RBIEHe 9T AN
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o~ o

e e

Revenue Generated \
N (Financial Year 2016-17)
it H
1,00,89,592/- INR 1,34,87,166/ ,
($2200) ¢
INR
17,74,177/-
4 INR $520
¥ 14,38,177/-
$520
i INR i
I INR 1,07,520/- {
60,000/~ N\ INR
INR 2 16,500/-
1200/- {
NIL NIL |
. ._ |
DVDof NFI-2011 G.M.for IP-2014 DVDof  IP-2014  NFI-2016  IP-2014 G. M. for
IP-2010 Compliance IP-2014  Add.2015 Add.2016 Herbal
of IP Monographs

Fer AT (1 + 2) = (F. 2,61,38,000/- + %. 1,34,87,166/-) = . 3,96,25,166/-
(T9T T FUT BIFS I 9= 9K g T 6 BIHs #79)
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T, TEELT Ud IRER Hedlol HAY, GaRT MSSH Hef3Tel BR HAIh Saeludlee 3h gae
Uss gool WSacH Soarel[39] BISCIBAIEY[Chel SIH &l fadTae |

J.ua. 9. & AT AT A9 R FEARR|

geTETG H AR AV dfgar 3maeT & &E SieT & 3egred |

a5 ool 7, 6 T 9 G 2016 T, IR GadT FIeMMem F 3c@ed a7 |

a5 oo & .S @, F Iy gHsiiar J9T W gEaer|

TA.TEL.TI. & 1T ASNAT AT I gEAer|

ST Aver fgar & 130 dF a¥enis ganssr & s A Fr gfalafRal

e Aver fgar fr 748 IRTET dJoar Nuadrv & 3drad. F gl

ATl BIAY R THTATIE (Tdiv) & 3ms.dr.a. & gfafaftea)

TAHA-AIAA3S, 3mSR, foamere &7 & SR RUIfET gumelr T gfshar T @aier ae|
TAHH-A3S, S, TTSATEG H Hodihed & NI Ul 3R.U. FHIETH|

., amereTe # s AN fosfFare 3R 9IheX Usas (Ssey, TaLI-g uA ) U -
qr.ar.dr.3me. IRREr & a1y v aradd & ek,

T ool H FAGR 3ol & T @aRd USHAT TN Seey, T3 do |

IE.AE. & T tH.Tg. IR, gfaEfEse & amEr)

@ ARAT FIEAA FEU, 7 ool H NEE. Heer A Joah|

3T Yl Udell Wd HIACITH (TIHEITERT) T TINSST Ta cqagiReh IIeqor |

ATT TeAd WsFeH Uisae fof#ies, et #1 sfieafEes amr

s feeel 7 "IETHU-3TRG FAHIGE: . H.TA.AR. T & T FEI9T" R/ o5F |
Sfaw-3ms MR TE. & [{e & v gar [FEant F g S|

Faler # sdiod (daier) WX v afafa & 54 Joo & smie

THRT gar favever & forv fAffiea faeevucas 3uawon AR desier W 59 IRIETT Sihd &
gl |

THRT gar favever & forv fAffiea faeeucas 3uawol 3R desier W 69 IRIET0T Sihd &
EIGEICIE

TWHRT MY AT & v AT AeToNcAs 3uaoi 3R deheliepl I 7d IRIGTOT FRIHH &
gfaemel |

3gHAGETE H ARC Avel dfgar 3R AR Aver dfgar deef Jerat s dramed.) &
TRl W U fGadlr Hremer |

IS THSIR., TE9TE, H ARAT AvT fear 3R R aver a@fgar dest gerat
(3E.91.3R.TH.) F IARFHAT R Th Gadg HrIAT |

ITE.3IME.AE, TeETg H AR AveT Ifgar 3R 9RAT fivs dfgar dget geradt (3ms.dr.3mey.)
T ANTEHAT W UF g Hremer |

SIATEIR.Y, & WY FASIAT 9T R §EAER |

IS, MfSATaE # Ugey Hsol Y Joeh|
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T U9 IRER FeATor HA1ed & wiaa, st @&, a7 4, srargav 2016 Y
fovaavor sraer, 7§ el & St it Farerw Azw A S5 F TITH AT BR
AAITE 3TATATE AT oA W3 FoIel WISFCH FoFel (39T BISCIBEAEIfehe
3|’ S R

17 AT, 2017 Y GASAIAT ATIA F gTATER F &R 1. ). vet. R, afag-us-
denfas e, 3mg il 3k 5T dares &, dRfaridesh, Aeg il
FfOSRY, g o . |
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1 ®Xad, 2017 1 WA A v, geEig F IRUT F HRART Svsr Gigar e sty
& 3gure & gRIe 3ms &t el & ey f e & AeaF st v
AN |

ol z 4 2% Werkd Heolth
“mmrm 50 & %) Organaation
o IPC 1

o NATIONAL WORKSHOP ON PHARMACOVIGILANCE OF e

DIk

: ANTI wnmwn '-’m
RRP-IPC Col )

1§ feel & 6-9 RAdaT 2016 &, IR g FTAeTT & 3gHTeT 87 F &R,
IAUTHTT cTF AT & ATY 1. FTENeT 9Tg, 3.5t v ow., sh F.oer. ot show.
(3MR), =1. Sh.ue. g, A& @) wa
aRg-ug-dias Agers, s, |
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3 3191, 2016 Y 7S el 7 FHSANAT AT & IS verT & SR, {dvaAt &
1Y ST STdYer gaTe, .S v . (10 W 4 &), 31 Sfue. R, aRe-ug-dwfaw
e, g N (w10 & =) sl st vt adiare, ARy T At @
(&0 & ) |

st ft. wer. e, afe-we denfas ders, smd dva. sl st & &, qom, sy
forders, v v dtee F 10 steradl, 2017 @t 3o afafafeat i Ateeeh &
AT AT HT IS-9er R
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Rocarved

15 fAGEY 2016 FY AT &, FAT F ST Arwor Afear 1 1304t a¥ns
NS # =1 Sft. ver. g, aRe-ug e g, s dr .

13-14 fRAdeR, 2016 de SFAT H 7t HARTAT faeg svsr aRarfrva e
(FrATEIReEF AR AfRwd RBagw woid)), F dow # srsdid w1 yfafafea
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wwwwwwww tional Seminar on

Analytical Method Weveiupﬂev t & Method Validation

FTSHTE, ATl 7 23 F - 25 AR, 2016 aF “FoeT wrAfATe Raw” F @ w®
AT BrATEIReFe TaffTer (Tadiv) & ary srdd afafafer

varHr-ddrdias, s, miSrrare, Tt & 20 rergar, 2016 Fr T THHR
Reaf&ar somrelt i afsham r w#iem F3d gr . 31, Il AT SqAarae (970)
3 =t A ReoRiA (AR, AedsH) (@)
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TorH - dididtans, smsdiie, nforamang 7 14 & 15 wIad, 2017 G Aediwd &
e T RS NIRRT (T3RY) gHeTw

TSI, anforamaTe 7 21 sraeay, 2016 F TAHA- NS srfrwRET F wrer araha
& ghrer st A folsfFase (wrew) it oY veas (seequaat-guad) (am)
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FTATAR FeHerel & forw caRed WSHAT W 2 & 4 HIad), 2017 AF Seeguasn, 75
el 7 do&

10 SFeTa, 2017 Y IS 7 3oty Farey @ 3carg A s avar
(THUTIHRT) & gfafafdse &1 3T

62



31, 1§, %, Irea areyat, sitwfer R R, srf@e s smgfase weume
(TFH), a?ﬁ?eha?rmmﬁgéd’rg.a FeAT AT d5F |

18 3F¢a, 2016 TF 21-24 AGET, 2016 FY 3T YE el Telell Wl qoiai@st
(TTETaHY) Ut FINSS vd sATaETeE WiraTor
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28 SIS, 2016 FY 7§ el & " Iregwenar-amenia
FTATRIRTST: ITEATANR TEATAT F T TEIHr W o6
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5 31, 2016 ¥ 5 A 2016 d TIHR & 9 Reavsl & Qv [T
fAYUITcHS 3YFHION 3R dheilep! 9 gTerar TIAETOT FIdHA

12 SATE, 2016 | 12 ITEA 2016 T TXHRT 9T frearwsi & foe Rfde
frAYuIcA® 39Full 31X el W TaT RIeTor FiFA
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FHRY IR fFeawen! & fow 20 - 31 AR, 2017 d& RAffe AedvoncAs Igaon
3T dFeltpl R T TRISTOT FTAHA

poeia (l :
erenc Standard (IPRS)

T stwer Eiar 3 SR Srwer wiear Geet ueryt (3msdsmew) fr
STTRHAT 9T 7 S[eATS 2016 FY IgHerare 7 IS garT v e Hrderer
T g
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HRAT vt @i 3T s swor wfar est varat (msdhsmes) i swrewar
TR 20 HFEER 2016 FY . 5f.31E. 0o . §.311T, TEherg A amSie q@ry amAfora v
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AR Ayt Figar 3 sl stwer Sfgar "eet ueryt (rdsmes) i
ST AT 9 31m$.3m$.#.2Y., Rerarg & 2 BYad), 2017 Y S ganr st
T R FrreTar

68



_Nation#’
ifth .0€eC
‘ l’hurmalt“t

0 utc()lnCS

M.}r(:l'.
: Skill $%

Fifth National Conference o1

Pharmacoeconomics &
Outcomes Research

March 3™ & 4
a__8 m®  Skif
AN’

Ta
§eluphotata P
Ea ! £

1. Y. v, g, afa-we-defas s, srsde, sfaRed g3l g1 Ferer Fater
(STRT), T Y. ¥, M, SuFevia, e wregfewa agaw sk Rad
Ifaafid (AfTwsmy) @R 3 AT 2017 HY FAAIAT AT W FEART

" g

g . -

{‘

17 AT, 2017 Y FENH 7 ITATIT wqey A A o5

69



oooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

T UeATH
3. Aeeg O RE gRg-ug-dafas @Ars

Eh et

3. T UHIA aitss g defae s
3. d). Fasdead g defae e

ST Qe @l g wuTe defas srfeerd

st. sfaer FAR dafaan T defas e

sl. Jfae FAR T defas e

M. IS THIT ITeq aRss dafas sl

1. #lemad g aRss dafas sl

sft. 3reNF AT aftss danfas o

3. UH. HdTSdm) aftss donfas e

ot yav &g I aRvs dafas AR

st. erfar sqwor aRss dafas sl

3T, AANST FAR T3 dfaw e

. et FAR A dfaw e

sl yaa FAR J=it dafas s

At Rg faard dfas e s

3T, Pad #dw A donfaw e

31, guIE Uer dofaw e

At s T donfaw e

Y. reeIT QT dofas e

A, AHA FAR dofas e

I F F R EAHIed Td g1 FfAaRT
. gET FAR fOad va o AfEd

. #Y ST 33 FfASH

ft. 3fd=a greharer sitwerprer wuEEH
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13. 3.&.3m8. fAfaga, 2005 &1 FRATaIT

et arfarTRa Y 3o & Fhr A gae srften (drdiemésn) & & & e R srar

1. 1. ST YHIel, aRsS T dafae ¥Ry, 3msdrdr, misamEre, 3RéEsms ifafagsa 2005 @
TEfT deheiih! A & foT)

2. 8l &. &. 8§, Yedwed Td oo ARHRT , I, o, I3RELIS. sfufaeE,
2005 & @Efid g A & o)
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Tgelr e 7 - 6
Fel 41 - 40
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FOREWORD

From the Secretary-cum-Scientific Director’s Desk

I am privileged to present the Annual Report of IPC for the
year 2016-17. Ensuring appropriate continued growth and
progress of IPC in fulfilling its Mission, Vision and
Obijectives as laid down in the Mandate, we are proud to
report that significant progress was made during the fiscal
year. The quality parameters with respect to IP monographs of
API, finished products, excipients, vaccines, biologicals,
phytopharmaceuticals etc. have been maintained stringently.
Today, the standards so prescribed at IP are comparable to
pharmacopoeias brought out globally. The development of the
Indian Pharmacopoeia Reference Substances (IPRS)
including Impurity Substances have also been given the due
attention and priority. The transparent standards setting
activities of Indian Pharmacopoeia Commission represents
diverse professional and international perspectives.

With a view to harmonize and expand international
collaboration, IPC signed MoU with United States
Pharmacopoeia Convention (USP) to increase awareness of
the importance of quality, safety and efficacy of medicines,
and safeguard the integrity of the global supply chain by
increasing the availability of and access to needed public
standards for medicines.

As the National Coordination Centre (NCC) for
Pharmacovigilance Programme of India (PvPl), IPC has
contributed significantly in ensuring drug safety all over the
Country. The PvPI, has taken a leap forward by generating an
efficient system for collection, collation and analysis of
patient safety reports highlighting individual cases to help,
arrive at an appropriate conclusion and provide necessary
intervention. IPC has been at the forefront in lending
scientific/laboratory support to Central Drugs Standard
Control Organization (CDSCO) in their regulatory decision
making.

At IPC, training and skill development has been retained at the
core for enhancing the technical competence of working
professionals. Conducting training programmes on a regular
basis for participants across the country, representing various
stakeholders both government and private, including regulators,
analysts, clinicians, pharmacists, paramedical workers and nurses
and manufacturers has been noteworthy. The feedback from the
participants has been encouraging and indicates considerable
contribution to their knowledge and skill.

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

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

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

Ghaziabad-201002

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

MISSION

To promote public and animal health in India by 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.

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.

OBJECTIVES

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

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

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

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

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

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

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

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

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

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



2. COMPOSITION OF INDIAN PHARMACOPOEIA
COMMISSION (IPC)

The Indian Pharmacopoeia Commission (IPC) has been established as an autonomous institution under
the Ministry of Health & Family Welfare Resolution F.No.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. The IPC Secretariat and Indian Pharmacopoeia
Laboratory (IPL) scientists with the support of different advisory Expert Committees and Expert
Members of the Scientific Body examined the suitability of the standards in IP. The standards
prescribed in IP adhere to the concept of harmonization, keeping in view the 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 and drug formulations.

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

General Body

The composition of the General Body is given below:

Sr. No. Position Name & Address
Shri C. K. Mishra

Secretary (Health & Family Welfare)
Chairman Government of India

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

New Delhi - 110 011

Dr. (Prof.) N. K. Ganguly

Former Director General, ICMR

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

Noida - 201 301 (UP)

Dr. Jagdish Prasad

Member Director General of Health Services (DGHS)
3. Ministry of Health & Family Welfare

(ex-officio) Nirman Bhawan
New Delhi - 110 011
Dr. R. K. Vats
Member Additional Secretary & D.G. (CGHYS)
4. . Ministry of Health & Family Welfare
(ex-officio)

Nirman Bhawan

New Delhi - 110 011

Ms. Vijaya Srivastava

Additional Secretary & Financial Adviser

5. Mempe_r Ministry of Health & Family Welfare
(ex-officio) .
Nirman Bhawan
New Delhi - 110 011
Shri K. L. Sharma
Member

6. (ex-officio) Joint Secretary (Regulation)
Ministry of Health & Family Welfare
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Nirman Bhawan
New Delhi - 110 011

Shri Sudhanshu Pant
Joint Secretary

v (e'\)f_%r;}?;g) Dgp{irtment of th_irmaceuticals_ _
' Ministry of Chemicals and Fertilizers
Shastri Bhawan
New Delhi-110011
Shri D. N. Sahoo
Member Deputy Secretary (Drugs)
8. (ex-officio) Ministry of Health & Family Welfare
Nirman Bhawan
New Delhi - 110 011
Dr. G N. Singh
Drugs Controller General (1)
Member Central Drugs Standard Control Organization
9. (ex-officio) Directorate General of Health Services
Ministry of Health & Family Welfare
FDA Bhawan, Kotla Road
New Delhi - 110002
Dr. Surinder Singh
Member Dirgctor . . .
10. (ex-officio) National Institute of Biologicals
A-32, Sector-62, Institutional Area
Noida - 201 309 (U.P)
Dr. Hariharan
Member The Director
11. (ex-officio) Central Drugs Laboratory
3, Kyd Street
Kolkata - 700016
From Regulatory Bodies
Member antral Drugs Standard Control Or_ganisation
12. (ex-officio) Directorate General of Health Services
FDA Bhawan, Kotla Road
New Delhi - 110002
Director
M National Institute of Pharmaceutical Education and Research
ember
13. (ex-officio) | NIPER)
Sector 67, SAS Nagar
Mohali - 160 062
14 Member Commissioners in-charge of Drug Control Administration
' (ex-officio) Andhra Pradesh
15 Member Commissioners in-charge of Drug Control Administration
' (ex-officio) Gujarat
16 Member Commissioners in-charge of Drug Control Administration
' (ex-officio) Himachal Pradesh
Member Commissioners in-charge of Drug Control Administration
17. o o
(ex-officio) Sikkim
18 Member Commissioners in-charge of Drug Control Administration
' (ex-officio) Uttar Pradesh
Dr. C. Adithan
Member Director-Profes_sor, Dept. of Pharmacology _
19. (ex-officio) Jawaharlal Institute of Postgraduate Medical Education and

Research
Pondicherry - 605 006
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Prof. (Dr.) Lal Ji Singh
Member Former Vice-Chancellor

20 (ex-officio) Banaras Hindu University
Varanasi - 221 005 (UP)
President
Member Indian Drug Manufacturers Association (IDMA)
21. (ex-officio) 102-B, Poonam Chambers, ‘A’ Wing’
Dr. Annie Besant Road, Worli
Mumbai — 400 018
President
Member Orggnization of Pharmaceutical Producers of India (OPPI)
22. (ex-officio) Peninsula Chambers, Ground floor
Ganpat Rao Kadam Marg, Lower parel
Mumbai - 400 013
Secretary General
Indian Pharmaceutical Alliance (IPA)
Member

23. A-205 Sangam, 14B S V Road

(ex-0fficio) | santacruz West
Mumbai — 400054
President
on Member Pharm.acy CounC|.I o’f In(.jla.
- Combined Councils’ Building
(ex-officio)

Kotla Road, Aiwan-E-Ghalib Marg
New Delhi - 110 002

Dr. Kiran Mazumdar Shaw
C&MD

Member Biocon Ltd.

20" KM, Hosur Road
Electronics City

Bangalore - 560 100

25.

Dr. G N. Singh

Member- Secretary-cum-Scientific Director
26. Secretary Indian Pharmacopoeia Commission
(ex-officio) Sector-23, Rajnagar

Ghaziabad - 201 002

Governing Body

The composition of the Governing Body is given below:

Sr. No. Position Name & Address

Shri C. K. Mishra

Secretary (Health & Family Welfare)
Chairman Government of India

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

New Delhi - 110 011

Dr. (Prof.) N. K. Ganguly

Former Director General, ICMR

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

Noida - 201 301 (UP)




Member
(ex-officio)

Dr. Jagdish Prasad

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

Nirman Bhawan

New Delhi - 110 011

Member
(ex-officio)

Dr. R. K. Vats

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

Nirman Bhawan

New Delhi - 110 011

Member
(ex-officio)

Ms. Vijaya Srivastava

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

Nirman Bhawan

New Delhi - 110 011

Member
(ex-officio)

Shri K. L. Sharma

Joint Secretary (Regulation)

Ministry of Health & Family Welfare
Government of India

Nirman Bhawan

New Delhi - 110011

Member
(ex-officio)

Shri Sudhanshu Pant

Joint Secretary

Department of Pharmaceuticals
Ministry of Chemicals and Fertilizers
Government of India

Shastri Bhawan

New Delhi - 110011

Member
(ex-officio)

Shri D. N. Sahoo

Deputy Secretary (Drugs)

Ministry of Health & Family Welfare
Government of India

Nirman Bhawan

New Delhi - 110011

Member
(ex-officio)

Dr. G. N. Singh

Drugs Controller General (1)

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

FDA Bhawan, Kotla Road

New Delhi - 110002

10.

Member
(ex-officio)

Dr. Surinder Singh

Director

National Institute of Biologicals
A-32, Sector-62, Institutional Area
Noida - 201 309 (UP)

11.

Member

Professor (Dr.) Lal Ji Singh
Former Vice Chancellor
Banaras Hindu University
Varanasi - 221005 (UP)
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12.

Member

President

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

New Delhi - 110 002

13.

Member

Dr. Kiran Mazumdar Shaw
C&MD

Biocon Limited

20" KM, Hosur Road

Electronics City, P.O., Hebbagodi
Bangalore - 560100

14.

Member -
Secretary
(ex-officio)

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

Ghaziabad - 201002

Scientific Body

The composition of the Scientific Body is as follows:

Sr. No|

Position

Name & Address

Chairman

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

City View Apartment

Plot No. 199, Sector-35

Noida - 201 301 (UP)

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 (Gujarat)

Member

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

Madhya Pradesh

Member

Dr. Nitya Gogtay

Associate Professor in Clinical Pharmacology
Department of Clinical Pharmacology

KEM and Seth G. S. Medical College
Mumbai

Member

Dr. Shahid Jameel

CEO, Wellcome Trust
DBT India Alliance

1110 DLF Tower B, Jasola
New Delhi - 110025

Member

Dr. Praveen Khullar
Sr. Director Development Centre Goa &
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Regional Co-ordinator APJ Generics BU
Sanofi Synthelabo (India ) Pvt. Limited
L-121, Phase lll A, GIDC

Verna Industrial Estate, Verna

Goa — 403 722

Member

Dr. Arun Kumar Mishra
Executive VP

GSK Consumer Health Care Ltd.
DLF Phase-5, Golf Course Road
Gurugram

Member

Dr. Amulya K. Panda

Scientist (Biotechnology)
Product Development Cell
National Institute of Immunology
Aruna Asaf Ali Marg

New Delhi — 110 067

Member

Shri A. K. Pradhan

Deputy Drugs Controller (I)
CDSCO (N2)

Kamla Nehru Nagar, Hapur Chungi
Ghaziabad

10.

Member

Dr. D. Srinivasa Reddy

Senior Scientist

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

Pune - 411 008

11.

Member

Dr. V. Satyanarayana
Managing Director,

M/s. Sipra Labs Ltd.
7-2-1813/5/A Industrial Estate
Sanath Nagar

Hyderabad - 500 018

12.

Member

Dr. Hemant Kumar Sharma

Associate President

Research & Development

APL Research Centre |1

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

Medak District

Telengana - 502 329

13.

Member

Dr. Raman Mohan Singh

Director

Central Drugs Testing Laboratory
Zonal FDA Bhawan, Bellasis Road
Govt. Medical Stores Depot Compound
Mumbai - 400 008

14.

Member

Prof.(Dr.) Sanjay Singh

Professor, Department of Pharmaceutics
Indian Institute of Technology

(Banaras Hindu University)

Varanasi - 221005 (UP)
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15.

Member

Dr. Rakesh Narayanrao Tirpude
Assistant Commissioner

Food & Drugs Administration
Maharashtra State

Mumbai - 400051

16.

Member

Dr. Anil Kumar Tyagi

CSO, R&D Department

Mankind Pharma Ltd.

208, Okhla Industrial Estate, Phase |11
New Delhi — 110020

17.

Member

Shri Salim A. Veljee

Director

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

Goa — 403 202

18.

Member

Dr. Ram A. Vishwakarma

Director

Indian Institute of Integrative Medicine
Post Bag No. 3

Canal Road

Jammu — 180 001

19.

Member

Prof. Naveet Wig (MD)

Professor of Medicine

All India Institute of Medical Sciences (AIIMS)
Ansari Nagar

New Delhi - 110029

20.

Member-
Secretary
(ex-officio)

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

Ghaziabad - 201 002




3. SCIENTIFIC ACTIVITIES AND ACHIEVEMENTS

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

IPC has the following functional Divisions:

« Analytical Research & Development
» Reference Standard

» Biologics

» Pharmacovigilance Programme of India
« Microbiology

» Phytopharmaceuticals

« Pharmacology

* Quality Assurance

» Publication

« Library & Information Centre

« Stores

The major achievements of IPC during the year 2016-17 include the following:

1. Up-gradation and Verification of Analytical Methods of existing monographs available
in 1P-2014

Based on scientific inputs from stakeholders and suggestions of the Expert Working Groups, the
Related Substances Test Methods of monographs available in IP-2014 were up-graded from
TLC to HPLC.

Verification of analytical methods of following monographs using drugs samples had been
performed:

(1) IR Identification test of Cilastatin Sodium Monographs by using IP method and USP
method.
(ii) Assay test of Clobazam Tablets as per BP and IP
(iii)Verification of Dissolution Method of Clobazam tablets
e By existing IP method
e By BP 2016 method
e By the test protocol provided by M/S Torrents pharmaceuticals.
(iv) Assay test of Mefloquine HCI as per IP
(v) Verification of Terbutaline Sulphate
e pH Test
(vi)Verification of Paroxetine Hydrochloride Hemihydrate
e Impurity D Test



(vii) Verification of Riboflavin
e Solubility Test

(viii) Verification of 0.1 M Cerric Ammonium Sulphate
e Standardisation

(ix)Verification E;q, of Propranolol HCI given in dissolution test and assay test procedure

Based on scientific inputs from stakeholders and suggestions of the Expert Working Groups
some of the monographs and appendices were examined and corrected. Accordingly Errata —
009 to Errata — 013 containing technical and typographic corrections and Amendment List 003
to 006 containing up-gradation were prepared and uploaded on IPC website (www.ipc.gov.in)

for notice and immediate compliance.

1.1. Reply to IP related queries

The IPC received about 2184 queries of technical nature on the chemical category as well as the
biological category monographs including API, excipients and formulations etc. The queries
were resolved through the scientific inputs of stakeholders and examination by the Expert

Working Groups and IPC Officials.

2. Progress of VIII" Edition of Indian Pharmacopoeia (IP — 2018)

2.1. General Monographs and General Chapters (New Inclusion)

Based on scientific inputs from stakeholders and suggestions of the Expert Working Groups,
following General Chapters and General Monographs have been drafted and included in IP-

2018:

Sr. No. Title

1. | 2.2.25. Monocyte Activation Test

2.2.27. Microbiological Assay of Vitamin By, Activity

2.2.26. Microbiological Assay of Calcium Pantothenate

2.2.24. Test for Biological Reactivity, In Vivo

2.2.23. Test for Biological Reactivity, In Vitro

2.4.45. Odour and Taste

Granules

Allergen Products

of Human or Animal origin

2.2.28.Viral Safety Evaluation of biotechnology products derived from cell lines

RiEl © (RN g~ wN

0.| Botanical Extract
1.| 2.4.46. Approximate pH of Solutions

2.2. General Monographs and General Chapters (Revised)

Based on scientific inputs from stakeholders and suggestions of the Expert Working Groups,
following General Chapters and General Monographs have been revised and included in IP-

2018:
Sr. No. General Chapters and General Monographs
1. 2.5.1. Disintegration Test
2. 2.5.2. Dissolution Test
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3. 5.9. Reference Substances (IPRS)

4. 2.1.6. Volumetric Glassware

5. Tablets

6. Capsules

7. 2.2.20. Maintenance, ldentification, Preservation and Disposal of Microorganisms
8. Vaccines: General Requirements

Q. 2.3.9. Aluminium in adsorbed Vaccines

10. Veterinary Diagnostics

11. Veterinary Immunosera

12. Veterinary Vaccines: General requirements

13. 5.8.1. Dimensions of Hard Gelatin Capsule Shells
14, 5.8.2. Dimensions of Hard Cellulose Capsule Shells

2.3. Development of Monographs
The following 170 Monographs have been developed and finalized for 1P-2018:

Sr. No. Monographs (170 Nos.)
1. Abiraterone Acetate Tablets
2. Aluminium, Magnesium and Simethicone Chewable Tablets
3. Aluminium, Magnesium and Simethicone Oral Suspension
4. Ambrisentan
5. Ambrisentan Tablets
6. Amiloride and Hydrochlorothiazide Tablets
7. Amlodipine and Benazepril Hydrochloride Capsules
8. Amlodipine and Metoprolol Prolonged-release Tablets
9. Aprepitant
10. Aprepitant Capsules
11. Armodafinil
12. Artesunate Injection
13. Atenolol and Chlorthalidone Tablets
14, Atorvastatin and Fenofibrate.
15. Azelnidipine Tablets
16. BisoprololFumarate
17. BisoprololFumarate and Hydrochlorothiazide Tablets
18. Bosentan Monohydrate
19. Bosentan Tablets
20. Calcium with Vitamin D3 Tablets
21. Captopril and Hydrochlorothiazide Tablets
22, Carmustine
23. Carmustine Injection
24, Cefdinir
25. Cefdinir Oral Suspension
26. Cefixime Dispersible Tablets
27. Cefuroxime Axetil and Potassium Clavulanate Tablets
28. Cholecalciferol Concentrate (Powder Form)
29. Cilnidipine
30. Cilnidipine Tablets
31. Cinacalcet Hydrochloride
32. Clindamycin Palmitate Hydrochloride
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33. Clindamycin Palmitate Hydrochloride Oral Suspension
34. Clonidine Hydrochloride and Chlorthalidone Tablets
35. Cyclobenzaprine Hydrochloride

36. Cyclobenzaprine Hydrochloride Tablets

37. Dacarbazine

38. Dacarbazine Injection

39. Daclatasvir Dihydrochloride

40. Dapoxetine Tablets

41. Dapsone Gel

42. Darifenacin Hydrobromide

43. Darifenacin Prolonged-release Tablets

44, Darunavir Ethanolate

45, Darunavir Tablets

46. Diclofenac Diethylamine

47, Diclofenac Gel

48. Diclofenac Sodium and Paracetamol Tablet

49. Diethylene Glycol Monoethyl Ether

50. Dinoprostone

51. Dinoprostone Oral Solution

52. Diphenoxylate Hydrochloride and Atropine Sulphate Tablets
53. Dopamine Hydrochloride and Dextrose Injection
54, Dothiepin Tablets

55. Enalapril Maleate and Hydrochlorothiazide Tablets
56. Escitalopram and Clonazepam Tablets

57. Esmolol Injection

58. Etodolac Prolonged-release Tablets

59. Folic Acid and Methylcobalamin Tablets

60. Ganciclovir

61. Ganciclovir Injection

62. Ganciclovir Oral Suspension

63. Gentamicin Cream

64. Gentamicin Ointment

65. Glibenclamide and Metformin Tablets

66. Glycopyrrolate

67. Glycopyrrolate Injection

68. Glycopyrrolate Tablets

69. Hydroxyurea

70. Hydroxyurea Capsules

71. Ibuprofen and Paracetamol Tablets

72. Ibuprofen and Pseudoephedrine Hydrochloride Tablets
73. Isoflurane

74. Isotretinoin Gel

75. Latanoprost and Timolol Ophthalmic Solution

76. Latanoprost Eye Drops

77. Letrozole

78. Letrozole Tablets

79. Levetiracetam Tablets

80. Levodopa and Carbidopa Prolonged-release Tablets
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81. Levofloxacin Oral Solution

82. Lignocaine

83. Lignocaine and Prilocaine Cream

84. Lignocaine Hydrochloride Topical Solution

85. Lignocaine Oral Topical Solution

86. Lorcaserin Tablets

87. Lorcaserin Hydrochloride Hemihydrate

88. Magaldrate and Simethicone Chewable Tablets

89. Magaldrate and Simethicone Oral Suspension

90. Mefenamic Acid and Dicyclomine Hydrochloride Tablets
91. Memantine Hydrochloride

92. Memantine Tablets

93. Mesna

94, Metadoxine

95. Metformin Hydrochloride Prolonged-release and Glimepiride Tablets
96. Methylcobalamin

97. Methyldopa and Hydrochlorothiazide Tablets

98. Metoprolol Tartrate and Hydrochlorothiazide Tablets

99. Montelukast Granules

100. | Montelukast Sodium and Levocetirizine Hydrochloride Tablets
101. | Mycophenolate Mofetil Oral Suspension

102. | Mycophenolate Mofetil Tablets

103. | Nadifloxacin

104. | Nadifloxacin Cream

105. | Nadifloxacin Gel

106. | Nitroglycerin Injection

107. | Norethisterone and Ethinyl Estradiol Tablets

108. | Norgestimate

109. | Norgestimate and Ethinyl Oestradiol Tablets

110. | Ofloxacin and Ornidazole Tablets

111. | Olanzapine and Fluoxetine Tablets

112. | Olmesartan Medoxomil and Hydrochlorothiazide Tablets
113. | Olopatadine Tablets

114. | Olopatadine Hydrochloride

115. | Olopatadine Ophthalmic Solution

116. | Omeprazole and Domperidone Capsules

117. | Oxaliplatin

118. | Oxaliplatin Injection

119. | Oxybutynin Hydrochloride

120. | Oxybutynin Prolonged-release Tablets

121. | Oxymetazoline Hydrochloride Nasal Solution

122. | Oxymetazoline Hydrochloride

123. | Paliperidone

124. | Pantoprazole Gastro-resistant and Domperidone Prolonged-release Capsules
125. | Paracetamol and Caffeine Tablets

126. | Paroxetine Hydrochloride Hemihydrate

127. | Pentoprazole and Levosulpride (SR) Capsule

128. | Phenylephrine Eye Drops
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129. | Phenylephrine Hydrochloride and Chlorpheniramine Maleate Drops
130. | Phenylephrine Hydrochloride and Chlorpheniramine Maleate Syrup
131. | Phytomenadione

132. | Phytomenadione Injection

133. | Piperacillin and Tazobactam Injection

134. | Piroxicam Tablets

135. | Pregabalin and Methylcobalamin Capsules

136. | Prilocaine

137. | Procarbazine Hydrochloride Capsules

138. | Propylene Glycol Monocaprylate

139. | Quinapril and Hydrochlorothiazide Tablets

140. | Quinapril Hydrochloride

141. | Repaglinide and Metformin Tablets

142. | Risedronate Sodium Tablets

143. | Ropivacaine Hydrochloride

144. | Ropivacaine Injection

145. | Rosuvastatin Calcium and Ezetimibe Tablets

146. | S-Dapoxetine Hydrochloride

147. | S-Dapoxetine Tablets

148. | Sertaconazole Nitrate

149. | Sertaconazole Nitrate and Beclomethasone Dipropionate Cream
150. | Sodium Alendronate Trihydrate

151. | Sucralfate

152. | SucralfateTablets

153. | Tamsulosin Hydrochloride Prolonged-release and Dutasteride Capsules
154. | Tazobactam

155. | Telmisartan and Amlodipine Tablets

156. | Telmisartan and Hydrochlorothiazide Tablets

157. | Terbinafine Cream

158. | Terbinafine Hydrochloride

159. | Terbinafine Tablets

160. | Thioguanine

161. | Thioguanine Tablets

162. | Ticagrelor

163. | Tobramycin and Fluorometholone Acetate Ophthalmic Suspension
164. | Tobramycin Inhalation Solution

165. | Trimetazidine Tablets

166. | Trospium Chloride Tablets

167. | Voriconazole Injection

168. | Xylometazoline Hydrochloride and Sorbitol Nasal Drops

169. | Zolpidem Tartrate Prolonged-release Tablets

170. | Zonisamide Capsules

2.4.  Biotechnology Derived Therapeutic Products
The following Biotechnology Derived Therapeutic Products have been included in IP-2018:
2.4.1. New Monographs (06 Nos.)

e Follicle Stimulating Hormone Concentrated solution
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e Follicle Stimulating Hormone injection
e Follitropin

e Interferon Beta-1a Injection

e Teriparatide

e Teriparatide injection
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2.4.2. Revised Monographs

e Biphasic Insulin Lispro Injection
e Erythropoietin for Injection.

e Erythropoietin Injection.

e Filgrastim Concentrated Solution
e Insulin Glargine

e Insulin Glargine Injection

e Interferon Beta 1a Concentrated Solution
e Pegfilgrastim

e Somatropin

e Somatropin Concentrated Solution
e Somatropin for Injection

2.5.  Vaccines and Immunosera for Human Use
The following Vaccines and Immunosera for Human Use have been included in IP-2018:

2.5.1. New Monographs (02 Nos.)

e Pneumococcal conjugate polysaccharide vaccine
e Scorpion venom antiserum

2.5.2. Revised Monographs

e Adsorbed Diphtheria, Tetanus, Pertussis (Acellular Component), Inactivated
Poliomyelitis Vaccine and Haemophilus influenzae Type b Conjugate Vaccine
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Adsorbed Diphtheria, Tetanus, Pertussis (Acellular Component) and Inactivated
Poliomyelitis Vaccine

Adsorbed Diphtheria, Tetanus, Pertussis and Poliomyelitis (Inactivated) Vaccine
Adsorbed Diphtheria, Tetanus, Pertussis, Poliomyelitis (Inactivated) and
Haemophilus influenzae Type b Conjugate Vaccine

Bacillus Calmette-Guerin Vaccine (Freeze-Dried)

BCG for Immunotherapy

Cholera Vaccine (Inactivated, Oral)

Diphtheria, Tetanus and Pertussis Vaccine (Adsorbed)

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

Diphtheria, Tetanus, Pertussis (Whole Cell) and Hepatitis B (rDNA) Vaccine
(Adsorbed)

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

Diphtheria Vaccine (Adsorbed)

Hepatitis A (Inactivated) and Hepatitis B (rDNA) Vaccine (Adsorbed)

Inactivated Hepatitis A Vaccine (Adsorbed)

Inactivated Hepatitis B Vaccine

Inactivated Influenza Vaccine (Split Virion)

Inactivated Influenza Vaccine (Surface Antigen)

Inactivated Influenza Vaccine (Whole Virion)

Japanese Encephalitis Vaccine (Human)

Japanese Encephalitis Live Vaccine (Human)

Japanese Encephalitis Vaccine Inactivated (Adsorbed, Human)

Measles and Rubella Vaccine (Live)

Measles Vaccine (Live)

Measles, Mumps and Rubella Vaccine (Live)

Group A Meningococcal Conjugate Vaccine

Mumps Vaccine (Live)

Pertussis Vaccine

Plague Vaccine

Poliomyelitis Vaccine (Inactivated)

Poliomyelitis Vaccine, Live (Oral)

Rabies Vaccine, Human

Rotavirus Vaccine (Live Attenuated, Oral)

Rubella VVaccine (Live)

Tick-borne Encephalitis Vaccine (Inactivated)

Typhoid (Strain Ty 21a) Vaccine, Live (Oral)

Typhoid Vaccine

Typhoid Vaccine (Freeze Dried)

Typhoid Vi Conjugate Vaccine
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e Typhus Vaccine

e Varicella Vaccine, Live

e Water for Injections in Bulk
e Yellow fever vaccine (Live)
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2.6. Blood and Blood Related Products
The following Blood and Blood Related Products have been included in IP-2018:

2.6.1. New Monographs (10 Nos.)

e Anti D (IgM) monoclonal blood grouping reagent
e Blood Grouping Reagent Anti -K and —k

e Blood Grouping Reagent Duffy

e Blood Grouping Reagent Kidd

e Blood Grouping Reagent Lewis

e Blood Grouping Reagent MN

e Blood Grouping Reagent P

e Blood Grouping Reagent Ss

e Blood Grouping Lectins Anti- H

e Blood Grouping Lectins Anti-Al

2.6.2. Revised Monographs

e Human Albumin

¢ Human Normal Immunoglobulin

e Human Plasma Protein Fraction

e Human Normal Immunoglobulin for Intravenous use
e Anti-D (Rho) Immunoglobulin

e Fibrin Sealant Kit
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Radiopharmaceuticals Monographs
The following Radiopharmaceuticals Monographs (03 Nos.) have been included in IP-2018:

e Sodium lodide (*?*1) Injection ( From ***Xe)
e Gallium (®*Ga) Edotreotide Injection
e Sodium lodide (*?*1) Solution for Radiolabelling

Veterinary Monographs

The following Veterinary Monographs (14 Nos.) have been included in IP-2018:

e Albendazole Veterinary Oral Powder

e Amoxycillin Tablets

e Amprolium Soluble Powder

e Buparvaquone

e Buparvaguone Injection

e Cefuroxime Intramammary Infusion

e Cephalexin Intrauterine Powder for Suspension
e Cephalexin Veterinary Oral Powder

e Enrofloxacin Injection

e Marbofloxacin Injection

e myo-Inositol

e Oxytetracycline Hydrochloride Injection

e Sodium Acid Phosphate Injection

e Trimethoprim and Sulphamethoxazole Injection

Inclusion of Herbal Monographs

Indian Pharmacopoeia Commission has been working for over 10 years to develop
objectively assessable quality standards for herbs, processed herbs and herbal drugs with a
view to provide monographs to the stakeholders. Now 150 monographs of this area are
included in Indian Pharmacopoeia (IP)-2014 and its two Addenda published so far. The
scientists of the country, during this process, have evolved various standard operating
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procedures for the monograph development. These monographs included in IP have
received wide acceptance globally and some of these monographs now appear in
pharmacopoeias of other nations with or without further changes. IP felt the need to share
this information to stimulate greater work in this area. There had been criticism that quality
monographs on herbs and botanicals have been removed from earlier editions of IP. With
the resurgence of use of herbs in health care and emerging phytopharmaceuticals as drugs,
there was a need to provide objectively assessable quality specifications for them. IPC is
taking the initiative to form a separate working group of scientists for this work at the
Commission’s laboratory supported and guided by an eminent Expert Committee on herbs
and herbal product as IP is a regulatory book of standards. A Meeting of Expert Committee
on Herbal Products and Crude Drugs (HPCD) for IP was held on 23 January, 2017 under
the Chairmanship of Dr. D.B.A. Narayana at IPC to discuss various agenda related to
development of herbal monograph for the upcoming issue of IP.

Dr. Narayan apprised the Committee that the herbal monographs included in IP have
received wide acceptance globally. In view of this, IPC has received an observer status in
European Directorate for the Quality of Medicines (EDQM) and in EP. WHO initiated an
exercise on preparing document titled “Good Pharmacopoeial Practices — GPP” and IPC has
been given the leadership to draft two chapters for this GPP document one of which is on
GPP for herbal monographs. This Committee has provided initial inputs and has now
received inputs from other global partners and is progressing well towards a draft document
for global consultation and finalization. He reiterated that IP should consider not only Indian
plants but also other valuable foreign herbs and their products which have a history of safe
use in India for at least 15 years. Following monographs of herbal and herbal products along
with General Chapter were finalized for the next edition of IP -2018:-

Sr. No. Monographs (15 Nos.)

1. Milk Thistle

2. Milk Thistle Dry Extract

3. Schisandra Fruit

4. Schisandra Dry Extract

5. Belladona Dry Extract Tablet
6. Amarbel

7. Green Coffee Bean Extract
8. Horse Chestnut Dry Extract
9. Tvak

10. Citronella Oil (Geraniol type)
11. Citronella Oil (Java type)

12. Sweet Orange Oil

13. Anise Oil

14. Juniper Oil

15. Mandarin Oil
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2.10. Development of FTIR Spectra

The following 29 numbers of FTIR Reference Spectra of APl monographs for inclusion in
IP-2018 have been developed:

FTIR Spectra (29 Nos.)
1. | Ambrisentan 16. | Lidocaine
2. | Armodafinil 17. | Memantine Hydrochloride
3. | Bisoprolol Fumarate 18. | Metadoxine
4. | Carmustine 19. | Methylcobalamin
5. | Cefdinir 20. | Olopatadine Hydrochloride
6. | Cilnidipine 21. | Oxybutynin Hydrochloride
7. | Cinacalcet Hydrochloride | 22. | Oxymetazoline Hydrochloride
8. | Dacarbazine 23. | Paroxetine Hydrochloride Hemihydrate
9. Darifenacin Hydrobromide | 24. | Prilocaine
10. | Darunavir Ethanolate 25. | Ropivacaine Hydrochloride
11. | Diclofenac Diethylamine | 26. | Terbinafine Hydrochloride
12. | Dinoprostone 27. | Tricagrelor
13. | Glycopyrollate 28. | Lorcaserin Hydrochloride
14. | Hydroxylurea 29. | Sertaconazole Nitrate
15. | Letrozole

2.11. Verification of Monographs

The following new monographs were verified for 1P-2018:

e Etodolac Prolonged Release Tablets
v ldentification
v’ Assay

¢ Atenolol and Chlorthalidone Tablets
v" ldentification

v Assay

v' Dissolution

v' Related substances

e Ofloxacin and Ornidazole Tablets
v" ldentification

v Assay

v Related Substance

v" Dissolution

v" Content Uniformity

e Dapsone Gel

v Assay

v' Related Substance

e Derifenacin

v’ Related Substance

o Enalpril Maleate and Hydrochlorthiazide Tablets
v" Dissolution

e Terbinafine Tablets

v' Identification

v Assay
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2.12.

v Related Substances
v Terbinafine Dimer

e Artesunate Injection
v' Identification

v Assay

v’ Related Substance

e Paroxetine HCI
v Assay
v" Impurity D

e Busulfan injection
v" ldentification

v Assay

v" THF Content

e Carmustine
v 2 Chloro ethanol

e Monograph verification of Darunavir tablet
v Identification

v Assay

v" Related Substance

v Water content

v" Dissolution

e Atropin and Diphenoxylate Tablet
v Identification

v Assay

e Albendazole Chewable tablets

v Dissolution

e Voriconazole Injection

v' Assay

e Phytomenadione Injection

v Assay

o Diphenoxylate and Atropine Hydrochloride tablets
v' Assay

¢ Lidocaine Oral Topical Solution.

v' Assay

e Olmesartan Medoxomil and Hydrochlorothiazide
v Assay

v’ Related Substances
v’ Dissolution

e Monograph verification of Calcium Carbonate and Vitamin D3 Tablets
v' Assay

PET (Polyethylene Terephthalate) Containers

On recommendation of Prof. M. K. Bhan Committee to set a standard about the limit of
heavy metals, total Terepthaloyl, ethylene glycol content and requirement of basic Resin,
residual monomer etc., a Committee was constituted for further action on the report
regarding PET or Plastic Container. Various meetings were held in Department of
Pharmacology, All India Institute of Medical Sciences (AIIMS), New Delhi for revision/up-
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2.13.

gradation of PET/Plastic Container Chapter in IP on the basis of the recommendation of
Prof. M. K. Bhan’s Report. Accordingly a draft is prepared and circulated to all the experts.

HPMC Capsule Shell Monograph (Hypromellose Capsule shells)

A letter was received from Hon’ble Minister of Women and Child Development,
Government of India regarding inclusion of Hard HPMC capsules Shell monographs in
Indian Pharmacopoeia. AR&D team has drafted the monographs of “hard non gelatin
capsules shell” with the help of respective group of Experts. Drafted monographs were
shared with M/s ACG Associate Capsule Group, Bangalore and M/s Natural Capsule Ltd.,
Bangalore for their comments. The comments received from them regarding HPMC Capsule
Shell Monograph were Reviewed and represented in front of the 32" Scientific Body
meeting. Accordingly the draft was finalized and become official as a part of 1P-2014. For
implementation of HPMC monograph general chapter 5.8.1 (Dimensions of Hard Gelatin
Capsule Shells) and 5.8.2 (Dimensions of Hard Cellulose Capsule Shells) were developed
and become official.

Development of IPRS

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

A total no. of 71 new IPRS and 26 Impurities were developed and information uploaded on
the IPC website (www.ipc.gov.in). Thus, so far 612 IPRS including 75 Impurities are
available at IPC.
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Retesting and Maintenance of IPRS

To prove the stability of already developed IPRS, retesting is performed initially after two
years and then on annual basis. A total of 353 IPRS were retested for their integrity of
potency.

Total no. of 41 New Candidate Materials for Impurity Reference Standards are under
validation to develop the IP Reference Substances (IPRS).

A total of 53 New Candidate Materials have been received from Stakeholders and CDSCO.
Received materials have already been taken in under process to prepare IP Reference
Substances (IPRS).

Total no. of 51 IPRS issued for changing of their lot numbers due to old number of vials had
out of stock or less quantity of vials remains.

New Drug Analysis

IPC has started verifying testing protocols for certain drugs that have recently been
introduced in the Indian market on the approval of Drugs Controller General (1). In the 41%
Drugs Consultative Committee (DCC) meeting, the members have decided that such test
protocols are to be made available for drug testing laboratories/ regulators of the respective
states on demand. Indian pharmacopoeia laboratory conducted the testing of new drug
molecules received from DCG(I) office and prepared the protocol bank. Protocols, later in
form of monographs will be included in the next Indian Pharmacopoeia.

Total no. of 234 New Drugs samples were received from the office of Drugs Controller
General (India) for verification and reports generated were submitted to the CDSCO, FDA
Bhawan, New Delhi.

Port Sample Analysis

Total no. of 77 port samples received from CDSCO, IGI Cargo Complex, New Delhi were
analyzed and reports generated were submitted to the respective CDSCO Offices in New
Delhi.

Inter Laboratory Comparison (ILC) and Proficiency Testing (PT)

As IPC is an NABL approved testing laboratory, it is one of the mandatory requirements of
NABL to participate in the Inter-Laboratory Comparison. Hence, IPC successfully
participated in the International Collaborative Studies to Establish a Replacement WHO
International Standard for Parathyroid Hormone 1-34, Recombinant, Human (rh PTH 1-34)
organized by NIBSC, UK. In continuation, IPC had analyzed 46 ILC Samples received from
different Laboratories.

As part of NABL ILC, 08 drug samples with respect to microbial bioassay, microbial
contamination test and Bacterial Endotoxin Test were analyzed.

Progress on National Formulary of India (NFI)
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
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10.

and pharmacy students, and other healthcare professionals and stakeholders in the health-
care system. The NFI represents a broad consensus of medical opinion with respect to drugs
and their formula-tions and provides the physician with carefully selected therapeutic agents
of proved effectiveness which form the basis of rational drug therapy.

For the next edition of National Formulary of India (NFI), identified and prepared the list of
monographs by comparing with National List of Essential Medicines (NELM)-2015.

Release of Guidance Manuals for Monographs Development of Herbs

The Guidance Manual for Monographs Development of Herbs and Herbal Products
including Phytopharmaceutical Drugs was released by Shri C. K. Mishra, Secretary,
Ministry of Health and Family Welfare, Government of India during the Governing Body
Meeting of IPC held on 4™ October 2016 at Nirman Bhawan, New Delhi. Shri Mishra
appreciated the efforts of IPC for such documents. Guidance Manuals for Monographs
Development of Herbs and Herbal Products including Phytopharmaceutical Drugs deals
with processes involved in developing quality monographs for botanicals/herbs. This has
received the wide publicity from both the academics and industrial professionals as well as
in IDMA Bulletin, Pharmabiz and Healthcare and Drugs.

This Guidance Manual compiles the process of developing monographs to help the industry
and other stakeholders working in this area. The objective of this document is to help and
guide the concerned manufacturers and other stakeholders in understanding the process and
development of monographs of herbs and herbal products. The Manual covers various steps
in the monograph development—criteria, SOPs for Monograph development, SOP for
botanical reference substance, SOP for phytochemical reference substances (marker
compounds), SOP for extracts, SOP for herbal product monographs, SOP for photography of
the candidate material of the monograph. It also includes a non-exhaustive list of suppliers
who can provide marker compounds. Other organizations in India namely Ayurvedic
Pharmacopoeia Committee, Indian Council of Medical Research have contributed
immensely to this area. The Manual acknowledges and provides information on these
publications. It is to the credit of many scientists in India who have contributed to the work
of IP and achieved the above results in the last few years, most of which are done without
any financial grants from IPC. The publication of this Manual should help in speeding up
this work to provide quality herbals including phytopharmaceutical drugs in consumer
interest covering a larger number of herbs The efforts of the Secretary-cum-Scientific
Director, IPC, Dr. D.B.A. Narayana, Chairman of the Herbals Committee of IPC, Dr. Jai
Prakash, Senior Principal Scientific Officer, IPC and the associated team are noteworthy.

Adverse Drug Reactions (ADRs) Reporting under the Pharmacovigilance Programme
of India (PvPI)

Indian Pharmacopoeia Commission (IPC) functions as National Coordination Centre (NCC)
for Pharmacovigilance Programme of India (PvPI). During the index period (April 2016-
March 2017) the NCC-PvPI received as many as 67,328 Individual Case Safety Reports
(ICSRs) through VigiFlow® from various ADR Monitoring Centres (AMCs) enrolled under
the umbrella of PvPI. After reviewing these reports for validity, quality and completeness as
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per the documentation-grading system of NCC-PvPI, these ICSRs were shared with the
WHO-UMC global safety database.
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Recommendations for regulatory action

After detailed deliberations and analysis of adverse events by the Signal Review Panel
(SRP) of PvPI, the following 11 recommendations for regulatory action were submitted to
the CDSCO, New Delhi.

Sr. No. Drugs : Adverse Drug Reactions Recommendations Action taken by CDSCO
Lithium Carbonate: Drug reaction Subject Expert Committee
1. with eosinophilia and systemic Recommended as Signal | suggested to incorporate
symptoms (DRESS) same
Phenytoin: Acute generalised Recomm'er}ded toinsert | Subject Expe_rt Committee
2. : in prescribing suggested to incorporate
exanthematous pustulosis (AGEP) . .
information leaflet same
. . , Recommended to insert
3. Rabl_es vaccine (Human): Erythema in prescribing Order issued by CDSCO
multiforme . .
information leaflet
4, Furosemide: Dermatitis lichenoid Recommended as Signal Subject Expert Committee
agreed to update the PIL
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5 Itraconazole: Acute Generalized Recommended as Signal | In process
' Exanthematous Pustulosis (AGEP)
6 Cefixime: Acute generalised Recommended as Signal | In process
' exanthematous pustulosis (AGEP)
7. Itraconazole: Photosensitivity reaction Recommended for drug In process
safety label change
Ibuprofen:_ Stev_en-Johnson Synd_rome Recommended for drug
8. E‘?’JESI\)I/)TOXIC Epidermal Necrolysis safety label change In process
Amoxicillin/Clavulanate Potassium: Recommended to
9. Steven-Johnson Syndrome (SJS)/Toxic | harmonize drug safety In process
Epidermal Necrolysis (TEN) label change
Ciprofloxacin: Steven-Johnson Recommended to
10. | Syndrome (SJS)/Toxic Epidermal harmonize drug safety In process
Necrolysis (TEN) label change
Recommended to
11. Sodium Valproate: Gum Hyperplasia harmonize drug safety In process
label change

In addition to the above, after the preliminary analysis of Suspected Unexpected Serious Adverse
Drug Reactions (SUSARs) from the PvPI database, NCC also advised healthcare professionals,
patients and consumers through Drug Alerts to closely monitor the possibility of occurrence of
adverse events while prescribing/consuming these drugs.

Table: Drug Alerts (April 2016-March 2017)

Sr. No.| Suspected drug(s) Indication Adverse reaction(s)
. Reduce the risk of Chronic Obstructive .
1. Roflumilast ; ; Gynaecomastia
Pulmonary Disease exacerbation
2 Clozapine Ma_nagement of schizophrenic Neutropenia
Patients.
3. Disulfiram Alcoholabuse Deterrent Erythroderma
. - In the Treatment of lower
Piperacillin : . . . Blurred
4. Respiratory tract infection/urinary o
& tazobactam . L A . Vision
Tract infection intra-abdominal infections
5 Mometasone furoate, | Steroid responsive dermatitis, Hypertrichosis/hirsutism,
' topical Eczema/atopic dermatitis Skin depigmentation
6. Peginterferon Chronic Active hepatitis B & C Vasculitis
Alpha-2a
Neovascular age-Related macular
Degeneration (AMD),Visual impairment
- Due to diabetic Macular edema (DME), Myocardial
7. Ranibizumab . . . \ .
Visual impairment Due to choroidal Infarction
Neovascularization (CNV) secondary to
Pathologic myopia (PM).
8. Amphotgncm B Life-threatening fungal infections Bone marrow depression
(conventional)
Soft tissue and Bone sarcoma, Acute
9. Doxorubicin leukemia, Malignant lymphoma, Hodgkin’s | Photosensitivity reaction
disease, Breast carcinoma
Locally advanced or Metastatic non-small Preumonitis. Hepatic
10. Crizotinib cell lung Cancer (NSCLC) that is anaplastic Encephalo a,th P
Lymphoma kinase (ALK) — positive phalopatny
11. Hepatitis-B Active immunisation against hepatitis B Encephalopathy
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immunoglobulin

virus (HBV) infection

(Human)
12 Lacosamide As_ an ad!unctl_ve treatment of partial onset Red man syndrome
seizures in patients > 17 years of age.
13, Dimethyl fumarate For relapsing remitting multiple sclerosis Osteonecrosis
encephalopathy
14, Cefotaxime Infections due tg sensmvg gram-positive Anaphylactic shock
and gram-negative bacteria
Sodium citrate/
diphenhy-dramine . I .
15. hydrochlo-ride/ For symptomatic treatment of cough Myocardial infarction
ammonium chloride
. Hyperprolactinemia and inhibition of Stevens-Johnson
16. Cabergoline lactation syndrome (SJS)
17. | Amlodipine g\_ngma, hypertension, coronary artery Alopecia
isease
Drug Reaction with
18. Nitrofurantoin Urinary tract infections, cystitis Eosmophllla and
Systemic Symptoms
(DRESS)
19. Atenolol Angina, WOC"”!"&' _|nfarct|on, arr_hythmlas, Dermatitis lichenoid
hypertension, migraine prophylaxis
Otitis media, RTI, uncomplicated UT],
20. Cefixime effective against infections caused by Anal ulcer
Enterobaceriaceae, H.influenza species
Schizophrenia and other psychotic Drug Reaction with
. disorders, mania/mixed episode, Eosinophilia and
21. Olanzapine o X X
psychomotor agitation and violent Systemic Symptoms
behaviour (DRESS)
22. Montelukast Prophylaxis of mild to moderate asthma Tinnitus
Upper and Lower Respiratory Tract .
23. Cefoperazone, Infection (RTI) and Urinary Tract Infection Acute generalised .
sulbactam L7 exanthematous pustulosis
(UTI), Septicemia
24, Meropenem Nosocomial infections like septicaemia Hypokalaemia
For serious CRTI, uncomplicated and
complicated UTI, uncomplicated skin &
25. Cefepime skin structure, infection acute exacerbation | Dermatitis lichenoid
of Chronic Bronchitis & Intra-abdominal
infection
26. Losartan Congestn_/e heart fa_ulure, Hypertension & Burning micturition
Myocardial infarction
27. | Amisulpride For acute and chronic schizophrenic Tinnitus
disorders
Partial seizures with or without secondary
28. Carbamazepine generalisation, Trigeminal neuralgia, Bruxism
Bipolar disorder.
29, Clomipramine Obs_esswe-compulswe Disorder (OCD), Melasma
Panic disorder
30. Glimepiride Type-Il Diabetes mellitus Lichenoid drug eruption
Supraventricular arrhythmia, Angina
31. Metoprolol I_Dectorl_s, Hyp_erte_nsmn, Myoca_rdlal Lichenoid drug eruption
infarction, Migraine prophylaxis,
Hyperthyroidism, Heart failure
32. Levamisole For the treatment of roundworm and Skin exfoliation
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hookworm infestations

Treatment of chronic iron overload in
patients with Non-

33. Deferasirox Transfusion Dependent Thalassemia Osteoporosis
(NTDT) syndromes
All forms of Tracheobronchitis,
34. Ambroxol Emphysema with Bronchitis Lacrimation
Pneumoconiosis
35. Lurasidone Treatment of patients with Schizophrenia Thrombocytopenia
36. Etoricoxib Short-term use in acute painful condition Skin hyperpigmentation
12, PvPI1 Excels in National Regulatory Authority Assessment
A World Health Organization (WHO)-led team of international experts from several
countries has affirmed that the National Regulatory Authority of India (NRA) and its
affiliated institutions meet the WHO-published indicators for the functional vaccine
regulatory system.
The experts from WHO-NRA assessment team assessed the functions of ADR Monitoring
Centres as well as NCC-PvPI during February 14" — 15" 2017.
All sub-indicators of the Pharmacovigilance tool were fulfilled and found satisfactory. The
progress was remarkable when compared with last NRA assessment made in 2012. The
Pharmacovigilance Programme of India (PvPl) has been declared ‘functional’ with a
maturity level of 4 out of 5, as per currently-evolved definitions which is outstanding.
13.  Quality Assurance

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

Sr. No. Documentation No.
1. Change Control Number forms generated 21
2. Deviation (Planned/Unplanned) generated and closed 04
3. New SOP (Standard Operating Procedure) Prepared 08
4. Incident event generated 02
5. Out of Specification generated 02
6. Repeat Analysis 14
7. CAPA (Corrective Action/Preventive Action) generated 01
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4.

RESEARCH & DEVELOPMENT

Research and Development is paramount for growth of any organization. Indian
Pharmacopoeia Commission (IPC) has been recognized as a Scientific and Industrial Research
Organization (SIRO) by the Department of Scientific and Industrial Research, Government of
India in March, 2016 and is maintained.

As IPC is growing scientifically, the work directed towards the innovation, introduction, and
improvement of products and processes is being carried out successfully. IPC is working in
different areas of research and development in order to enhance and promote scientific aptitude.
The work of Research and Development is being conducted in the following areas:

1.
2.
3.

Synthesis of Impurities as per the need of Indian Pharmacopoeia
Analytical Method Development
Analytical Method Validation

Synthesis of Impurities

The new molecules are being introduced in the global market regularly. The impurity profile
is one of the most important issues in modern pharmaceutical analysis in the process of
technology development for the production of high-purity substances. The new monographs
are introduced in IP which become official standards in India and may be adopted globally.
With increase in the number of new monographs, new impurities are also required.

In order to achieve the goal of providing maximum safety of drugs to the public, the work of
Impurity Synthesis is also being carried out at IPC in collaboration with Indian Institute of
Chemical Technology (I1CT), Hyderabad.

The following is the list of impurities that have been synthesized by IPC in the previous
year.

Sr. No. Name of the API’s Name of the Impurity
1. Minoxidil Deoxyminoxidil
2. Benazepril HCI Benazepril Impurity C
Lansoprazole Sulphone
3. Lansoprazole Lansoprazole-N-oxide

The following is the list of impurities that have been synthesized by IICT:

Sr. No. | Name of the API’s Name of the Impurity
1. Allopurinol Allopurinol Impurity A
5 Carbamazepine C_arbamazeplne Imp_unty (10, 11-
dihydrocarbamazepine)
3. Fenofibrate Finofibrate Impurity A

29



4. Diltiazem Des acetyl Diltiazem

5. Triameterene Triameterene Impurity A

6. Clopidogrel Clopidogrel Bisulphate
Dexamethasone

7. . Propyl hydr nzoat
Sodium Phosphate opyl hydroxybenzoate

2. Method development and Validation by GC-HS

Gas Chromatographic Methods were developed and validated for determination of
Dichloromethane in Ampicillin Sodium and ethanol content in Dexamethasone Sodium
Phosphate using capillary column. These methods were developed to replace the use of glass
and stainless steel packed columns mentioned in IP-2014 monographs.

3. Method development and Validation on HPLC

HPLC (High Performance Liquid Chromatography) method was developed for the
quantification of Propyphenazone. The chromatography was performed on a C-18 column
(51, 250mm x 4.6mm) using the mixture of water: Acetonitrile (30:70) v/v as mobile phase.

A flow rate was maintained at 1.0ml/min. The analyte was detected by measuring the
absorbance at 275nm. The chromatographic analysis time was kept around 10 min. as
propyphenazone was eluted at 4.4 min. The validation was carried out using the parameters
like Linearity, Precision, Specificity, Accuracy, Force degradation, Robustness.
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5. ACCREDITATION AND CERTIFICATION

(i) IPC has been accredited by NABL as per ISO/IEC 17025:2005 “General Requirement for the
Competence of Testing and Calibration Laboratories”. To continue the accreditation, NABL
Desktop Surveillance was conducted in August, 2016. All the documents regarding Desktop
Surveillance have sent on 24"™ August 2016. Non-conformance (NC) raised during NABL
Desktop Surveillance Audit for 1ISO 17025:2005 were successfully closed and accreditation
was renewed.

(i) IPC had applied for renewal of Accreditation of ISO/IEC 17025:2005 in the field of Chemical
and Biological Testing to NABL. Application form along with all the relevant documents has
been sent to NABL on 30™ March, 2017. An Assessment Audit by NABL assessors is planned
to be conducted in the month of June, 2017.

(111)IPC had applied for Proficiency Testing (PT) Provider as per ISO/IEC 17043:2010 in the field
of Chemical. Application form along with all the relevant documents has been sent to NABL
in January, 2017. Pre-assessment Audit by NABL assessors is planned to be conducted in the
month of April, 2017.

(iv)IPC has been certified for Integrated Management System (IMS) in accordance with 1SO
9001:2008 (QMS), ISO 14001:2004 (EMS), ISO 18001:2007 (OHSAS). An External Audit
was conducted on 30™ March, 2017 for renewal of certification. Non-conformance (NC)
raised during audit were successfully closed and certification was renewed.
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6. SKILL DEVELOPI\/IENT PROGRAI\/II\/IE

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
equipments and has qualified, experienced and competent scientists for providing training on a
regular basis to the drug analysts/bench chemists, regulatory officials, pharmaceutical and medical
academicians, research scholars, students, industry personnel etc. The subject experts/resource
persons are drawn from within IPC and outside. The presentations included power point slides
followed by explanations and daily life examples as well as hands-on training in the laboratory. In
the current year, 1768 participants from across the country and from abroad have utilized this

opportunity. IPC also conducts induction and in-service training.

The skill development programmes conducted by IPC during the year 2016-17 are listed below:

. Participants/ No. of
Sr. No. Date Title Target Audiences Participants
05/04/2016 5" Training Programme on Various Government Drugs
1. to Analytical Instruments & Techniques Analysts/Bench 35
05/05/2016 for Government Drugs Analysts Chemists
5 14/04/2016 IPC celebrates 5" Anniversary of NCC- All Stakeholders of 110
PVPI PVPI
) Second Interactive Session on ‘ NCC-PvPI, CDSCO &
3. | 20/04/2016 | _Challenges and Issues for the Indian Pharmaceutical 60
Pharmaceutical Industry in Reporting Manufacturers
ADRs to PvPI”
1* National-Level Meeting on
4. 06/05/2016 | “Participation of Nursing Professionals | Nursing Stakeholders 33
in PvPI”
One Day Training Programme for Indian
Drugs Regulators and Government
5. 13/05/2016 | Analysts of States/UTs and CDSCO on DI, ADI ADC(I) 75
“Risk Based Inspections of the
Manufacturing Facilities”
One Day Training Programme for Indian
Drugs Regulators and Government
6. 27/05/2016 | Analysts of States/UTs and CDSCO on DI, ADI ADC(I) 65
“Risk Based Inspections of the
Manufacturing Facilities”
One Day Workshop on Awareness
7. 07/07/2016 Programme of Indian Phgrmacopoeia Stakeholders 190
and Indian Pharmacopoeia Reference
Standard at Ahmedabad
12/07/2016 6" Training Programme on Various Government Drugs
8. to Analytical Instruments & Techniques Analysts/Bench 25
12/08/2016 for Government Drugs Analysts Chemists
One Day Training Programme for Indian
Drugs Regulators and Government
9. 15/07/2016 | Analysts of States/UTs and CDSCO on DI, ADI ADC(l) 60
“Risk Based Inspections of the
Manufacturing Facilities”
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Advance-Level Training on

AMC Coordinators &

12/08/2016 “Pharmacovigilance cum Coordinators’ TAs of states under
10. to . g . purview of JSS 32
meeting for Karnataka, Kerala, Tamil .
13/08/2016 " Medical College and
Nadu & Puducherry .
Hospital, Mysuru
One Day Training Programme for Indian
Drugs Regulators and Government
11. 23/09/2016 | Analysts of States/UTs and CDSCO on DI, ADI ADC(I) 62
“Risk Based Inspections of the
Manufacturing Facilities”
One Day Workshop on Awareness
Programme of
12. | 20/10/2016 Indian Pharmacopoeia and Indian Stakeholders 400
Pharmacopoeia Reference Standards,
Chandigarh
“ Advanpg—LeveI Training on , | AMC Coordinators &
Pharmacovigilance-cum-Coordinators TAs of states under
13. 18/11/2016 meeting for Andaman and Nicobar, . 40
. purview of IPGMER,
West Bengal, Bihar, Jharkhand & Kolkata
Odisha
14. | 04/01/2017 CME on Pharmacovigilance Healthcare 35
professionals
1* Skill Development Programme on Pg?:gi]gﬁ;s
16/01/2017 “Basics and Regulatory Aspects of Academia ’
15. to Pharmacovigilance: Striving for rofessionals f,rom 45
25/01/2017 Excellence” for Uttar Pradesh, P Pharmaceutical
Uttarakhand, Manipur, Chandigarh, Delhi
Industry
“Advance Training Programme in AMC Coordinators &
Pharmacovigilance” for Gujarat, PV As of states under
16. | 20/01/2017 Rajasthan and Daman & Diu region purview of BIMC, &
under NCC-PvPI Ahmedabad
One Day Workshop on Awareness
Programme of
17. | 02/02/2017 Indian Pharmacopoeia and Indian Stakeholders 200
Pharmacopoeia Reference Standard
Hyderabad
08/0L/2017 | sensitization Programme at ESIC-MC & Postgraduates/Junior
18. to PGIMSR. Banaalore residents and senior 35
10/01/2017 » Bang Residents
Induction-cum-Training Programme for
99/02/2017 Coordinators of newly identified AMCs
& Coordinators and Research Associates Coordinators &
19. to . . . 19
93/02/017 of Med_lcal Device Adverse Event Research Associates
Monitoring Centres (MDMCs) under
MvPI
2" Skill Development Programme on Healthcare
01/03/2017 Basics and Re_gula@ry As_pects of ProfeSS|oans,
Pharmacovigilance: Striving for Academia,
20. to » . . 47
10/03/2017 Ex'cellence for Himachal Pradesh, professmnals_from
Tripura, Arunachal Pradesh, Bihar, Pharmaceutical
Jammu & Kashmir industry
21. | 18/03/2017 Training on Pharmacovigilance Healthcare 30

Professionals
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20/03/2017 7" Training Programme on Various Drugs Analysts and
22, to Analytical Instruments & Techniques Regulators from 40
31/03/2017 for Government Drugs Analysts Mangolia
23, | 31/03/2017 CME on Pharmacowglla}nce for the Dentist 30
Healthcare Professionals
01/04/2016
24. to Project Works Research Scholars 25
31/03/2017
TOTAL = 1768

Industrial Visit

A meeting was held on 24™ March, 2017 at Secunderabad between IPC officials and officials of
M/s Sanat Products Pvt. Ltd., Secunderabad to discuss about the Herbs and Herbal products
monographs, Botanical Reference Substance (BRS) and Phytopharmaceutial Reference Standard
(PRS). Representatives from IPC visited M/s Sanat Products Pvt. Ltd., Secunderabad and around
100-150 gm of Vasaka, Centella, Tulsi, Neem extract, Kalmegh, Senna leaf, Methi, Coleus, and
Aswagandha samples were collected for further R&D works and future development of IP

Botanical Reference Substance (BRS) and Phytopharmaceutial Reference Standard (PRS).
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7.

REFLECTION IN THE NATIONAL AND
INTERNATIONAL ARENA

The presence of IPC is visible both across national and international arena as mentioned below:

National Arena

Think Tank Meeting:

The meeting of Think Tank, consisting of eminent scientist from academic institutions, experienced
professionals, leaders from pharmaceutical industry, WHO representative, senior officials from
Ministry of Health and Family Welfare, and Ministry of Commerce was held on 17" March, 2017
at Indian Pharmacopoeia Commission, Ghaziabad for taking stock of progress made, developing
ideas for taking the IPC/CDSCO forward and suggesting strategies in this regard.

The objective of the meeting was for carrying forward the current activities, to identify the
strategies for future initiatives for extending the activities horizon to by way of creating the Vision
2030 Document for IPC.

Recommendations of Thank Tank:

(i) Vision Document

In order to achieve measurable output with an eye on establishing IPC on the global
platform, a Vision Document spelling out the strategic action plan and a timeframe for
defining milestones should be prepared.

(i) Single Platform for Standardization, Synergy and Technical Excellence

There should be one standard-setting institution for various systems of medicine with well-
defined verticals.

A common platform involving IPC, CDSCO, FSSAI, NIB, Department of Pharmaceuticals,
Department of Commerce, Ministry of Ayush be created for addressing the grey areas in
fields such as regulation of drugs, nutraceuticals and medical devices, etc.

There should be one authority for the regulation of drugs and pharmaceuticals for all
systems of medicine, including Allopathy, Ayurveda, Siddha and Unani.

(iii)Capacity Building

A state-of-the-art laboratory of IPC must be provided with in-house hi-tech machinery and
equipment to meet the precision and accuracy requirements for the pharmaceutical sector.
This would help India to retain its prime position as “Pharmacy of the World”.

To address the regulatory and other challenges for protecting public health and promoting
the growth of pharma sector, initiatives should be taken with a missionary zeal. This
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includes establishment of a new 250-acre campus in the NCR Region, accommodating the
standard-setting institution as well as the regulatory body.

The regional centre for IPC has been established in Hyderabad. Such centres need to be
established in other parts of India.

In order to attract the best talent and retain them, the IPC should bring out a flexi-promotion
scheme at the earliest.

(iv)Common Technical Initiatives: Raising Standards, Enhancing Compliance, Developing New

Products

PvPI network outreach has to spread at the grassroots level in the country by appointing
product safety and welfare officials at sub-division level of each district.

Data collected through PvPI needs to be preserved as Intellectual Property of India. So data
security system has to be developed effectively.

Creating a multi-disciplinary platform for research aimed at catering need of new emerging
public health requirements.

(v) Enhancing Therapeutic Options for Indian

Considering the enormity of diseases in India, the fast-track approval of new medical
products already approved and marketed in well-regulated countries is the need of the hour.
IPC should work in right earnest to provide well-defined scientific standards for such new
medicinal products.

(vi)IPC-Global Influence

IPC should establish a strong network with other similar institutions at the global level,
including regulatory authorities for strengthening its functioning to promote public health
and growth of pharmaceuticals industry in the region.

International expansion needs to be explored by the IPC. It may be initiated by appointing
Resident Commissioners of IPC in other countries like Japan, Europe, Africa and the USA,
etc.

To make regulatory system on a par with global standards, a conclave be organized inviting
regulatory authorities from developed countries such as the US, the UK, Japan and Europe
for interaction and understanding of the latest scientific and regulatory tools followed by
these countries in areas of drugs, medical devices and cosmetics.

Switzerland has set an example by recognizing traditional systems of medicine which will
be effective from June, 2017. India should also promote the introduction of Ayurveda at the
global level.

An effective communications system be established at CDSCO for spreading awareness
among the public as well as addressing the media about the regulatory landscape of the
country especially in areas of new drugs, clinical trials and medical devices.

(vii)  Regulatory Supervision to Raise Lab Standards and Surveys

For up-gradation of drugs testing laboratories, an action plan for auditing the functioning of
such laboratories be prepared. IPC should lead such initiatives.
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The recently-conducted survey by drawing more than 47,000 samples from all over the
country has revealed that nearly 3% Not of Standard Quality (NSQ) and 0.02% spurious
drugs are in circulation. Such surveys should be conducted every 3 years for providing the
correct picture to the public about the quality of the drugs marketed in the country and also
to take necessary measures for reducing the percentage of NSQ samples from Indian market.

Inauguration of Regional Office of IPC at CDSCO Zonal Office, Hyderabad:

The IPC is progressing towards the excellence in providing the quality and safe medicines to
the society at large. The stakeholders were finding it difficult to get the Reference Standards
and Impurity Standards and suggested to open Regional Offices at various places in the
country. Therefore, Regional Office of IPC was inaugurated at Hyderabad.

The inauguration of Regional Office of IPC at Hyderabad was done on 1* February 2017
and many stakeholders from Pharmaceutical industry, academia, CDSCO and Regulatory
Bodies participated in this unique event. On this occasion, Dr. P. L. Sahu, Principal
Scientific Officer and Head R&D, IPC presented the activities of IPC and impressed upon
the National and International approaches for the best quality of medicines. The floor was
opened for discussion and several queries of the stakeholders were answered by DDC and
Authorities of IPC to their satisfaction. The stakeholders from USP, BDMA, IDMA,
Pharmexcil and various Pharmaceutical industries opined that IPC need to concentrate more
on biosimillars, biotechnology and Medical Devices.

IPC participated in the following Expert Committee Meetings/Interactive Sessions:

1.

Interactive session on “Challenges and Issues for the Pharmaceutical Industries in Reporting
ADRs to PvPI” held on 29" April, 2016.

Meeting on Method for Total Protein Estimation in Human Albumin Monograph of IP 2014
with NIB scientists at IPC.

Organized a Meeting by all the Analytical Research and Development team from 27" - 29™
April, 2016 with Experts working group for reviewing IP. Mr. J. L. Sipahimalani, Mr. R.
Sridharan and Mr. R. Raghunandanan and sub-working group member’s Mr. Gaurang Oza
were present in the meeting and various issues of IP-2014, Addendum 2015 and Addendum
2016 were discussed.

5" Meeting of Expert Committee on Biologicals (Vaccines) on 26" May, 2016 at Kasauli.

Dr. Jagdish Prasad, DGHS, directed the State/Union Territories (UTs) health authorities to
adopt Pharmacovigilance practices on 29" July, 2016.

Dr. Jai Prakash, Senior Principal Scientific Officer, IPC delivered a lecture on Current
Status of Indian Pharmacopoeial Standards and National Formulary of India (NFI) — 2016 in
Public Health during 49™ Indian Pharmacology Society Conference (IPSCON)-2016 held at
PGIMER, Chandigarh.
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10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

Meeting with ICMR institutions as PvPl collaborating centres for Research based
Pharmacovigilance on 28" July, 2016.

National Workshop on Pharmacovigilance of Anti-tubercular Medicines: An active
surveillance for Bedaquiline at New Delhi on 6" — 9" September, 2016.

Meeting of Microbiology Experts Working Group of IP for Up-gradation/Addition of
Microbiological General Chapters in forthcoming edition of IP (IP-2018) held on 9™
September, 2016 at R S lyer Hall, IPC.

Third interactive session on participation of Marketing Authorization Holders (MAHS) in
PvPI: A way forward was held on 7™ October, 2016.

Research-based Pharmacovigilance: Issue of Letter of Recognition to ICMR Institutions on
24" October, 2016.

Participation in “Debriefing Meeting for Awaited NRA Assessment” at CDSCO (HQ), New
Delhi on 25" November, 2016.

Attended Regulators-Animal Vaccine Manufacturers Interactive Meet 2016 on 5™
December, 2016 at Indian Veterinary Research Institute, Izatnagar.

Attended Herbal products and crude drugs Expert Committee meeting on 23 January,
2017.

Attended meeting of NIB-Scientific Expert Committee for recombinant products and
therapeutic monoclonal antibodies on 27" January, 2017.

Participated in meeting of the Scientific Expert Committee for Enzymes and hormones held
at NIB on 31 January, 2017.

Participated in 2" meeting of the Scientific Expert Committee for Blood Products held at
NIB on 2" February, 2017.

Participated in Meeting on amendments in Pegfilgrastim monograph of IP Addendum 2016
on 2" February, 2017 at NIB, Noida.

Organized and participated in Biological manufacturers meeting at IPC, Hyderabad on 8"
March 2017.

MoU signed between National Accreditation Board for Hospitals and Healthcare providers
(NABH) and PvPI to promote monitoring and reporting of Adverse Drug Reactions (ADRS)
by NABH-Accredited Hospitals, at IPC on 10" January, 2017.

MoU signed between National Vector-Borne Disease Control Programme (NVBDCP) and
PvPI for active cooperation and information exchange on safety of medicines used for Kala-
azar treatment in the initial phase on 3" August, 2016.
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22. To promote the cooperation between IPC and DPSRU for achieving the common goal of
improving the quality, safety and efficacy of medical products and skill development, a
MoU has been signed by the Dr. G. N. Singh, Secretary-cum-Scientific Director, Indian
Pharmacopoeia Commission (IPC) with additional charge of Drugs Controller General
(India), and Prof. R. K. Goyal, Vice-Chancellor, Delhi Pharmaceutical Sciences and
Research University (DPSRU) on 3™ March, 2017 during the Opening Ceremony of Fifth
National Conference of Pharmacoeconomics and Outcomes Research at DPSRU, New
Delhi.

International Arena

The IPC is closely working with similarly placed organizations both at national and
international levels such as European Directorate for the Quality of Medicines and Healthcare
(EDQM), U.S. Pharmacopoeia Convention (USP), Japanese Pharmacopoeia (JP), British
Pharmacopoeia Commission, World Health Organization (WHO), National Health Programs for
promoting the quality and safety of medicines.

The milestones of International Cooperation Cell during year 2016-17 are mentioned below:
1. The IPC and USP joined hands to collaborate the setting standards of medicines.

The Memorandum of Understanding (MoU) was signed by Dr. G. N. Singh, Secretary-cum-
Scientific Director, IPC and Dr. Ronald T. Piervincenzi, Chief Executive Officer, USP on 17"
March, 20017 at IPC headquarters in Ghaziabad. The objective of the MoU is to enhance
global public health by working together to:

e Increase awareness of the importance of quality, safety and efficacy of medicines,
and

e Safeguard the integrity of the global supply chain by increasing the availability of
and access to needed public standards for medicines.

The European Pharmacopoeia Commission has granted “Observer” status to the Indian
Pharmacopoeia Commission. The decision was taken by EDQM at the 156" Session of the
Ph. Eur. Commission held in Strasburg on 22"%-23" November, 2016. The “Observer” status
in EDQM shall open the doors for IPC for joining the mainstream of European
Pharmacopoeia Committee which may go a long way in ensuring better public health in the
country.

In addition to the Ph. Eur. Commission, IPC is welcomed to nominate observers to other
activities of EDQM in the field of official medicines control laboratories and official
cosmetics control laboratories.

2. IPC participated in 7" International Meeting of World Pharmacopoeias and JP 130"
Anniversary Symposium held in Tokyo, Japan from 13"-15" September, 2016.
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The pharmacopoeia organizations assemble under the umbrella of the “Meeting of World
Pharmacopoeias” to share their experiences & expertise and decide on the minimum common
programmes to be taken up worldwide for the good of the human race. The major task before
this world body is to consider matters for harmonization of processes and building up a
universally acceptable pharmacopoeia.

For the participating Pharmacopoeias, the World Pharmacopoeia meetings also provide a
forum to take stock of the progress made till date and have further discussions for laying
down the procedure & characteristics for development of Good Pharmacopoeial Practices
(GPhPs).

The 7™ International Meeting of World Pharmacopoeias 2016 was therefore, a leap in the
direction of arriving at harmonization of processes for building up of a universally acceptable
pharmacopoeia and development of Good Pharmacopoeial Practices (GPhPs).

The meeting and symposium was attended by Dr. G.N. Singh, Secretary-cum-Scientific
Director & DCG(l), Dr. P. L. Sahu, Principal Scientific Officer on behalf of Indian
Pharmacopoeia Commission, Ministry of Health & Family Welfare; Govt. of India.

Dr. G.N. Singh, Secretary-cum-Scientific Director & DCG(I) delivered the presentation titled
“Indian Pharmacopoeia Commission”.

. Collaboration with Medicines and Healthcare Product Regulatory Agency (MHRA). MHRA
delegation visited IPC on 10" January, 2017 and moving forward for collaboration on
Pharmacopoeial Standard Setting.

. The IPC representative was invited by Nepal Pharmaceutical Association (NPA) on the
occasion of “World Pharmacist Day” from 23" to 25% September, 2016. Dr. P. L. Sahu
appraised the activities of Indian Pharmacopeia Commission with respect to its functioning
and delivered the lecture on analytical method development and validation to ensure the
quality medicines. The participants were from Nepal Pharmaceutical Industry and Regulatory.

NCC-PVvPI to work jointly with University of Alberta (Canada) for Research-based
Pharmacovigilance of Herbal Drugs.

Prof. (Dr.) Eugene van Puijenbroek, Head, Science and Research, the Netherlands
Pharmacovigilance Centre and Dr. Wil Hilgersom, Vaccine Safety Expert, Lareb, the
Netherlands, visited NCC-PvPI, IPC, Ghaziabad on 20™ October, 2016 for exchange of ideas
on vaccine Pharmacovigilance.

Dr. Marie Lindquist, Director, UMC and Prof Edward, Senior Advisor, UMC, visited NCC-
PvPI, IPC on 21% October, 2016 and briefed about initiatives taken by PvPI.

Dr. J. Christophe Delumeau, International Society of Pharmacovigilance (ISoP) visited NCC-
PvPI, IPC on 21% October, 2016.

PVPI interacted with Faculty from University of Colorado, US on 10", November, 2016.

40



10. PvPI officials participated in the 39™ Annual Meeting of WHO-PIDM organized by Ministry
of Health, Sultanate of Oman at Muscat, Oman from 14" 17" November, 2016.

WHO Work for International Pharmacopoeia

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

e Mebendazole

e Mebendazole Chewable tablets

e Albendazole Chewable tablets

e Ceftriaxone Sodium

e Ceftriaxone Sodium for Injection

e WHO working document QAS/14/586/Rev.4 for International comparator products
e WHO working document QAS/16.672 for Solubility experiment.

e Mebendazole Tablets

e Reviewed and commented on Good Pharmacopoeial Practices-Herbal Medicines.
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8.

ADMINISTRATION, STORES AND ACCOUNTS

Administration

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

Manpower planning.

Auxiliary support to all the Division(s).

Maintenance of personnel service records.

Organizing Skill Development Programmes, Industrial Visits and various meetings.
Establishment of ADR Monitoring Centres under PvPl Programme and MDMC Centres
under MvPI Programme (During the year 2016-17, 35 ADR Monitoring Centres and 7
MDMC Centres were established all over the country).

MoHFW approved construction of G+5 Floors of “Advanced Level Research Centre”
(ALRC) Building at IPC premises. Keeping constant co-ordination with concerned
authorities to get the ALRC building operational by the end of Financial Year 2017-18.

Stores Division

The Stores Division of IPC provides comprehensive support to all Scientific and non-Scientific
Divisions for performance of the tasks assigned to them. Supply chain management is an important
activity looked after by this division. This Division attends to procurement, up-keeping,
maintenance of scientific/other Stores of any value, including the equipments/instruments,
consumable, non-consumable & miscellaneous items and maintains the relevant records and also
takes care of periodical condemnation/disposal of obsolete or not in use or outlived items or stores
beyond economic repairs, etc. All the activities are performed under well set procedure keeping in
view the provision of General Financial Rules (GFR) and QMS requirements issued from time to

time.

Some of the notable achievements are as under:

Procurement of Scientific Instruments/Equipments, Consumable and Non-Consumables
Stores.

Renovation/Maintenance of movable and immovable properties of IPC.

Construction of over-head Water Tank of capacity 1 lakh litre in IPC Campus.

Extension of Solar Power Generation, use of LED lightings, Recharged Water Harvesting
Unit, collection of effluent water from Air Conditioners and re-using the same.
Infrastructural support to various Division(s).

AMC and CMC for various equipments at IPC.

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

Finance and Accounts Division

The Finance and Accounts Division supported the smooth functioning of IPC by allocating suitable
budget and resources. The audited statement of accounts for the financial year 2016-17 is attached
(Annexure).
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9. PUBLICATION & DOCUMENTATION

Publication Division

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

During the financial year 2016-17, the following official publications were published:

Sr. No. Title of the Publication Quantity Eﬂ;i?cgg
1 Guidance Manuals fo_r Mon_ographs Developmen_t of Herbs and 500 Priced
Herbal Products including Phytopharmaceutical Drugs
IPC Newsletter 1000 Unpriced
IPC Training Pamphlets 500 Unpriced

The Publication Division is also performing the Production of TV Spots and Radio Jingles for
awareness of Indian Pharmacopoeia Commission (IPC) and in pursuant to the O.M. No.
S.11016/01/2017-1EC, dated 13™ January, 2017 from Ministry of Health & Family Welfare,
Government of India on Production of TV Spots (60 sec) and Radio Jingles (60 sec) through DAVP
empanelled Agencies at DAVP Rates and following the GFR, the Division keeping constant co-
ordination with Directorate of Advertising & Visual Publicity (DAVP), New Delhi and also Prasar
Bharti, New Delhi. In response, the DAVP has constituted the panel of 6 producers for executing
the said work.

The IPC Library and Information Centre is the leading Pharmacopoeial Library and Information
centre in the country. The library has an excellent collection of Pharmacopoeias of different
countries, reference books, scientific journals, documents of national and international standards,
non-book materials and e-resources to support regularly the standards of drugs commonly required
for the treatment of diseases prevailing in this country. It aims to collect, preserve, dissemination of
information and knowledge to bring out new information products and services to the users.

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

e Reference and Consultation Service

e Circulation Service

e CAS and SDI Service (Print/Online)

e Indexing and Abstracting of Scientific Periodicals
e Newspaper Clipping (Print/Online)

e Electronic Information Resource Access

e Database Search

e OPAC (Online Public Access Catalogue)

e Reprographic Service

Research Publications

(i) Faraat Ali, Utpal Nandi, Ravendra Verma, Ramji Rathod, P L Sahu, Robin Kumar, Anuj
Prakash, G N Singh. UV-visible first order derivative Spectrophotometric method
development and validation for simultaneous estimation of Amitriptyline Hydrochloride and
Chlordiazepoxide in Tablet dosage form. Asian Journal of Chemistry; 2016, 28(12): 2632-
2634.

(i) Faraat Ali, Sandip Jana, Ramji Rathod and Ravendra Verma. Development and validation of
stability-indicating RP-HPLC method for estimation of Ziprasidone in bulk and their capsule
dosage form. Journal of Chemical and Pharmaceutical Research, 2016, 8(3): 137-142.

(iii)Faraat Ali, Robin Kumar, Puran Lal Sahu, G N Singh. Physicochemical Characterization
and compatibility study of roflumilast with various pharmaceutical excipients. J Therm Anal
Calorim, 2017.

(iv)Kalaiselvan V, Saurabh A, Kumar P, Singh G N. Monitoring the safety of Nutraceuticals
through Pharmacovigilance Programme of India. Curr Trend Nutraceu, 2016; 1:1-8

(v) Kalaiselvan V, Thota P, Kumar V, Rathore M S, Thota A, Singh G N. Risk of
Intususception with Rotavirus Vaccine. Indian J Pediatr, 2017; 84(2): 97-100.

(vi)Kumar P, Kalaiselvan V, Kaur I, Thota P, Singh G N. Materiovigilance Programme of India:
A step towards patient safety for medical devices. European J Biomed Pharma Sci, 2016;

3(12):497-501.
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10. BUSINESS MANAGEMENT:
SALES & DISTRIBUTION OF IPC PRODUCTS

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

The Indian Pharmacopoeia Laboratory has generated revenue amounting to Rs.2,61,38,000/-
(Rupees Two Crore Sixty One Lakh Thirty Eight Thousand Only) by the sales &
distribution of IPRS Vials, Impurities Vials and Prednisone Dissolution Calibration Tablet
to private and government laboratories.

Revenue
SIN Items Supplied to Quantity | Rate | Generated
(Rs.)
1. | IPRS Vials Private companies/laboratories | 6509 3000 | 1,95,27,000/-
2. | Impurities Vials Private companies/ laboratories | 441 4000 | 17,64,000/-
3 Prednisone Dissolution Private companies/ laboratories | 273 10,000 | 27,30,000/-
" | Calibration Tablet
4. | IPRS Vials Govt. Drugs Testing Laboratories| 1689 1000 | 16,89,000/-
5. | Impurities Vials Govt. Drugs Testing Laboratories| 174 2000 | 3,48,000/-
5 Prednisone Dissolution | Govt. Drugs Testing Laboratories| 16 5000 | 80,000/-
" |Calibration Tablet
TOTAL REVENUE GENERATED = Rs.2,61,38,000/-
In Words = Rupees Two Crore Sixty One Lakh Thirty Eight Thousand Only
2. Sales & distribution of IPC priced publications
The Publication Division of IPC has generated revenue amounting to Rs.1,34,87,166/-
(Rupees One Crore Thirty Four Lakh Eighty Seven Thousand One Hundred Sixty Six Only)
including foreign exchange of $3240/- (US Dollar Three Thousand Two Hundred Forty
Only) by the sale & distribution of Official publications of IPC during the financial year
2016-17. The details are as follows:-
Total
Numbe| Opening
. . r of Balance Status Stock |Revenue Generated
SIN Title of the Publication Copies/| ason (upto 31/03/2017) Balance (Rs.)
Sets | 01/04/2016
Printed
1 DVD of Indian Pharmacopoeia — 2010 3000 2276 Sold 00 2076 NIL
) Complementary] 200
_ _ Sold 00
2. | National Formulary of India (NFI) - 2011 |30000 14401 Complementary| 829 13572 NIL
Sold 04
3. | Guidance Manual for Compliance of IP | 1000 157 c 141 1200/-
omplementary] 12
- - Sold 493 1,00,89,592/-
4, '”d'arz E::)ar:mjv‘;‘t’ﬁ‘[’f\'f[fo“ 4000 | 1150 645 | ($1100 = INR71,123/-)
9 ) Complementary| 12 ($1100 = INR73 470/-)
5. DVD of Indian Pharmacopoeia — 2014 500 375 c Sold 04 369 60,000/-
omplementary] 02
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6. Adde”d“rznoigﬁ to Indian Pharmacopoeta-| 3050 | 1647 = = 1284 ($26%J4:l?’l?\iég{811/-)
(Along with DVD) Complementary 13 ($260 = INR17,365/-)
Sold 216
7. | National Formulary of India (NFI) - 2016 | 3000 2611 Complementary] 420 | 1970 1,07,520/-
Transfer 05
Addendum 2016 to Indian Pharmacopoeia- Sold 429 17,74,177/-
8. 2014 2000 1100 Complementary, 20 646 | ($260 = INR16,811/-)
Transfer 05 ($260 = INR17,366/-)
Guidance Manual for Monographs Sold 70
Development of Herbs & Herbal
S Products In?:luding Phytopharmaceutical 500 500 Complementary, 31 399 16,500/-

Drugs

TOTAL REVENUE GENERATED = Rs.1,34,87,166/-

In Words = Rupees One Crore Thirty Four Lakh Eighty Seven Thousand One Hundred Sixty Six Only

: INR
1,00.89.592/- INR 1,34,87,166/-
i ($2200)
INR
17,74,177/-
INR $520
i 14,38,177/-
$520
, INR
i INR 1,07,520/-
60,000/-
INR
1200/-
NIL NIL I
DVD of NFI-2011 G. M. for 1P-2014 DVD of 1P-2014 NFI - 2016 1P-2014
IP-2010 Compliance 1P-2014 Add.2015 Add.2016
of IP

GRAND TOTAL (1+2) = (Rs.2,61,38,000/- + Rs.1,34,87,166/-)

Revenue Generated

(Financial Year 2016-17)
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11.

PHOTO GALLERY

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

1.

©oNo A WODN

el
N RO

13.
14.
15.
16.
17.
18.

19.
20.
21.

22.

23.

24,

25.

26.

27.
28.

Release of the Guidance Manual for Monographs Development of Herbs and Herbal
Products including Phytopharmaceutical Drugs by Secretary, Ministry of Health & Family
Welfare.

Signing of MoU with USP.

Inauguration of Indian Pharmacopoeia Commission Regional Office at Hyderabad.
Inaugural session of four days workshop from 6" - 9" September, 2016, at New Delhi.
Signing of MoU with NVBDCP at New Delhi.

Signing of MoU with NABH.

Representation of IPC at Japanese Pharmacopoeia 130™ Anniversary Symposium.
Representation of IPC at 7" International Meeting of World Pharmacopoeias PMDA.
Representation of IPC at Nepal Pharmaceutical Association (NPA).

. Reviewing the process of vaccine ADR reporting system at NCC-PvPI, IPC, Ghaziabad.
. NRA reviewers during assessment at NCC-PvPI, IPC, Ghaziabad.
. Dr. Marie Lindquist and Prof Edward (WHO-UMC) during an interaction with NCC-PvPI

officials, at IPC, Ghaziabad.

WHO Meeting on Accelerated Roadmap for Kala-azar elimination in New Delhi.

Visit of MHRA Delegation to IPC.

PET container meeting at AIIMS, New Delhi.

Seminar and hands on training on High Performance Thin Layer Chromatography (HPTLC).
Industrial visit to M/s Sanat Products Private Limited, Secunderabad.

Meeting on “Research-based Pharmacovigilance: Collaboration with ICMR institutions” in
New Delhi.

Meeting with drug manufacturers for the development of biological — IPRS.

Participation in 5™ Meeting of Expert Committee on Biologicals (Vaccines) at Kasauli.
Participants in 5™ Training Programme on Various Analytical Instruments and Techniques
for the Government Drug Analysts.

Participants in 6™ Training Programme on Various Analytical Instruments and Techniques
for the Government Drug Analysts.

Participants in 7™ Training Programme on Various Analytical Instruments and Techniques
for the Government Drug Analysts.

One day workshop on Awareness of Indian Pharmacopoeia and Indian Pharmacopoeia
Reference Standards (IPRS) at Ahmedabad.

One day workshop Awareness of Indian Pharmacopoeia and Indian Pharmacopoeia
Reference Standards (IPRS) at PGIMER, Chandigarh.

One day workshop Awareness of Indian Pharmacopoeia and Indian Pharmacopoeia
Reference Standards (IPRS) at IICT, Hyderabad.

Signing of MoU with DPSRU.

Think Tank Meeting at IPC, Ghaziabad.
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Shri C. K. Mishra, Secretary, Ministry of Health & Family Welfare, Govt
of India released the Guidance Manual for Monographs Development of
Herbs and Herbal Products including Phytopharmaceutical Drugs in
Governing Body Meeting of IPC on 4" October 2016 at Nirman Bhawan,
New Delhi

Dr. G. N. Singh, Secretary-cum-Scientific Director, IPC and Dr. Ronald T.
Piervincenzi, Chief Executive Officer, USP during Signing of MoU on 17™
March, 2017
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Dr. N. Murugesan, Director, CDTL, Chennai with IPC Officials during the
inauguration of Indian Pharmacopoeia Commission Regional Office at
Hyderabad in the campus of CDTL, Hyderabad on 1% February 2017
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Dr. Jagdish Prasad, DGHS, Shri K. L. Sharma, JS (R), Dr. G. N. Singh,
DCG (I) & Secretary-cum-Scientific Director, IPC with dignitaries during
the inaugural session of four days workshop on Pharmacovigilance of
Anti-tubercular Medicines from 6™ - 9™ September, 2016, at New Delhi
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Dr. Jagdish Prasad, DG, DGHS (4" from right), Dr. G. N. Singh,
Secretary-cum-Scientific Director, IPC (4" from left) and Dr. A. C.
Dhariwal, Director, NVBDCP (3" from right) along with experts during
exchange of MoU with NVBDCP at New Delhi on 3™ August, 2016

Dr. G. N. Singh, Secretary-cum Scientific Director, IPC and Dr. B. K.
Rana, Joint Director, NABH exchanging MoU in presence of other
delegates on 10" January, 2017
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Dr. G. N. Singh, Secretary-cum Scientific Director, IPC in Japanese
Pharmacopoeia 130™ Anniversary Symposium at Nadao Hall, Tokyo on
15" September, 2016

IPC representation in 7" International Meeting of World
Pharmacopoeias PMDA (Pharmaceuticals and Medical Devices Agency),
Tokyo on 13" — 14" September, 2016
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IPC representative at Nepal Pharmaceutical Association (NPA) on the
occasion of “World Pharmacist Day” at Kathmandu, Nepal
from 23" - 25" September, 2016

Prof (Dr.) Eugene van Puijenbroek (left) and Dr. Wil Hilgersom (Lareb,
the Netherlands) (Right) reviewing the process of vaccine ADR reporting
system, at NCC-PvPI, IPC, Ghaziabad, UP on 20" October, 2016
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National Regulatory Authority (NRA) reviewers during assessment at
NCC-PVPI, IPC, Ghaziabad during 14" — 15" February, 2017

Dr. Marie Lindquist (centre) and Prof. Edward (WHO-UMC) (left)
during an interaction with NCC-PvPI officials, at IPC, Ghaziabad on 21
October, 2016
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WHO Meeting on Accelerated Roadmap for Kala-azar elimination in
New Delhi from 2" — 4™ February, 2017

Visit of Medicines and Healthcare Product Regulatory Agency (MHRA)
Delegation to IPC on 10™ January, 2017
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PET container meeting conducted under the Chairmanship of Dr. Y. K.
Gupta, Head, Department of Pharmacology, AIIMS, New Delhi

Seminar and hands-on training on High Performance Thin Layer
Chromatography (HPTLC) on 18" October, 2016 and 21%-24"
November, 2016
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Industrial visit to M/s Sanat Products Private Limited, Secunderabad on
24" March, 2017

Meeting on “Research-based Pharmacovigilance: Collaboration with ICMR
institutions” in New Delhi on 28" July, 2016

57



Meeting with drug manufacturers for the development of biological —
IPRS on 8" March, 2017

Participation in 5™ Meeting of Expert Committee on Biologicals (Vaccines)
on 26™ May, 2016 at Kasauli
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5" Training Programme on Various Analytical Instruments and
Techniques for the Government Drug Analysts from 5™ April, 2016 - 5"
May, 2016

6! Training Programme on Various Analytical Instruments and
Techniques for the Government Drug Analysts from 12" July, 2016 - 12"
August, 2016
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7" Training Programme on Various Analytical Instruments and
Techniques for the Government Drug Analysts from 20 March, 2017 -
31 March, 2017

opoeia ( g
ence Standard (IPRS)
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|

One day workshop on Awareness of Indian Pharmacopoeia and Indian
Pharmacopoeia Reference Standards (IPRS) at Ahmedabad is organized
by IPC on 7" July, 2016

60



One day workshop Awareness of Indian Pharmacopoeia and Indian
Pharmacopoeia Reference Standards (IPRS) at PGIMER, Chandigarh is
organised by IPC on 20™ October, 2016

One day workshop Awareness of Indian Pharmacopoeia and Indian
Pharmacopoeia Reference Standards (IPRS) at 1ICT, Hyderabad is
organized by IPC on 2" February, 2017
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Dr. G. N. Singh, Secretary-cum-Scientific Director, IPC with additional charge
of Drugs Controller General (India), and Prof. R. K. Goyal, Vice-Chancellor,
Delhi Pharmaceutical Sciences and Research University (DPSRU) signing MoU
on 3" March, 2017

\i

Think Tank Meeting held at IPC on 17" March, 2017
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12. IPC STAFF

Name
Dr. Gyanendra Nath Singh
Officers

Dr. Jai Prakash

Dr. V. Kalaiselvan

Dr. Puran Lal Sahu

Dr. Anil Kumar Teotia

Dr. Robin Kumar

Mr. Anuj Prakash Yadav
Dr. Meenakshi Dahiya

Mr. Alok Sharma

Dr. M. Kalaivani

Dr. Gaurav Pratap Singh Jadaun
Dr. Shashi Bhushan

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

Dr. Trivedi Manisha Niranjan
Dr. Prasad Thota

Ms. Shruti Rastogi

Mr. Shatrunjay Shukla

Mr. Mukesh Kumar

Dr. K. K. Singh

Mr. Chandan Kumar

Mr. Manish Jain

Mr. Abhinav Paliwal

Mr. Bijender Kumar

Mr. Rajendra Kumar Sharma

Designation

Secretary-cum-Scientific Director

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

Scientific Officer

Scientific Officer

Scientific Assistant
Scientific Assistant
Scientific Assistant
Scientific Assistant
Scientific Assistant
Scientific Assistant

Library & Information Officer
Finance & Accounts Officer
Store Officer
Pharmacopoeia Editor
Laboratory Attendant

MTS
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13. IMPLEMENTATION OF RTI ACT, 2005

The following officers are nominated as Central Public Information Officers (CP10Os) of the
Commission:-

1. Dr. Jai Prakash, Senior Principal Scientific Officer, IPC, Ghaziabad for Technical matter
related to RTI Act 2005.

2. Dr. K. K. Singh, Library & Information Officer, IPC, Ghaziabad for Publication matter
related to RTI Act 2005.

3. Mr. Chandan Kumar, Finance & Accounts Officer, IPC, Ghaziabad for Administrative
matter related to RTI Act 2005.

First Appellate Authority

Dr. G. N. Singh
Secretary-cum-Scientific Director
Indian Pharmacopoeia Commission
Sector-23, Rajnagar, Ghaziabad-201002
Phone No.: 0120-2783400, 2783401
E-Mail: ipclab@vsnl.net

Report for the period April, 2016 — March, 2017 is as under:

Requests / First Decisions where Decisions
Appeals received requests / appeals | where requests
(Including cases rejected [ appeals
transferred to other accepted and
Public Authority) replied
Requests 34 - 34
First Appeals 7 - 6
Total 41 - 40

e IPC officials participated in RTI-IMS training held on 14™ July, 2016 at Nirman Bhawan,
New Delhi.

e Replied RTI related technical queries and reviewed the RTI related administrative queries.

The technical queries related to Indian Pharmacopoeia (IP) and National Formulary of India
(NF1) were resolved.
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ABBREVIATIONS

ADRs: Adverse Drug Reactions

AMCs: Adverse Drug Reaction Monitoring Centres

APIs: Active Pharmaceutical Ingredients

CDSCO: Central Drugs Standard Control Organization
DCC: Drugs Consultative Committee

DCGl: Drugs Controller General of India

EDQM: European Directorate for the Quality of Medicines
FPP: Finished Pharmaceutical Products

FTIR: Fourier Transform Infrared Spectroscopy

GLP: Good Laboratory Practices

GPP: Good Pharmacopoeial Practices

HPCD: Herbal Products and Crude Drugs

HPTLC: High Performance Thin Layer Chromatography
ICSRs: Individual Case Safety Reports

IP: Indian Pharmacopoeia

IPC: Indian Pharmacopoeia Commission

IPL: Indian Pharmacopoeia Laboratory

IPRS: Indian Pharmacopoeia Reference Substance(s)
MoU: Memorandum of Standing

NABH: National Accreditation Board for Hospitals and Healthcare Providers
NABL: National Accreditation Board for Testing and Calibration Laboratories
NCC: National Coordination Centre

NFI: National Formulary of India

NLEM: National List of Essential Medicines

NRA: National Regulatory Authority of India

PT: Proficiency Testing

PVPI: Pharmacovigilance Pragramme of India

RTI: Right to Information

SIRO: Scientific and Industrial Research Organization
SRP: Signal Review Panel

SUSARs: Suspected Unexpected Serious Adverse Drug Reactions
TLC: Thin Layer Chromatography

WHO: World Health Organization
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