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“msHBIeNs HEUBTERLIL (PeBMWID Hehs LHSHSHIILPD” eTeTeId HEIT6L 2 (heuTddHH e CHTHHIOTRIHI D(HHHIeIS
sewisTeniiiy uBflw eNfliewTey gBUGSHIMGBHTS WL BHOW.  WHHSH / WHSSHS HEISTaRILIL LUl 6TBeTH e ELD
giaaGa e LUIBd CUBBTHEHHGLD, SPTUEFFWTTTSERSSL, @& UBBw LUflge mamraBs Smaseord. Smbs
Gurglaad Bemmisenev (Under Graduates) & wpausemev (Post Graduates) opssie OTEMEITHEHEHGHD, DTSGSHIIMNB FITSH
fHs WhSBTSEHSGD, LTbLfw FHs whSHaTEEEGD @@ alfiiamie) gBUGSSIMSBSTSMLD, DIQLILIEL L
U BeVISETHa|D 2 (HeuTsSLILLL HTGLD.

LO(hSHSIUS HERTSTanillIL] LB SBISH60 HIT6OSET, OBBID IMEVSSHMHIST DiFEamalsd o aener, AmHbsTaID 55
LO(HGHSHIAILD LOBBID LO[HSHSHI6USH Sewramenili] Lmsl, STUIGTHWITD SLPed LigliLg) eeflldled Ufihg COameTeusBaETaalD, &mnbs
BTVHFH0 616flHTS Lpdd (PYUD GTETLSBETSAD (WighdHeuemy Omill QuwiTsHseTGentd, HFev GBL miseafsd oimHalGsuBuL
SYRIFV UTTSHMBHMIUD BenashHieT@enmd. QomAlGuWITL wBpId gesmId SHapl AHHIHTL SRS e0SHHesTen Heier
LO(HSHHIE! HEUTHTEMILIL]  BITELOHMTEWIT, CIMEVSHHENMHIBMEMTCWIT LMTHS DPHEHIE CQETeTenaD. SHemBs Fihd &H([HHIHIH6NMe0
S QmhHTL Gl st L Cal (hé0ameents LbBSNiser. wBBmeusa@ pFAflwFsen CUTBILILIG6.
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(LPEIT GBI

Grrwimeny  UTHIBTICL  (IPHETMDWITIH 6T ChTassHHI a1 Bbdw  oFTeo Pharmacovigilance
Programme of India ereii3 ©emioli] 6w eu(BLRIG6MTS QF e G aubAeBg. 2008 S ewiged S (HhHA
B @hHW WHHHusHHmBUlsd Pharmacovigilance Programme GauwisduL g OSTLmalwigl.

2018-0 emrgm@ Lieir Central Sector Scheme for Pharmacovigilance for ASU & H Drugs eteiis
AL SHeT S Halgors QFwiedUL s QHTLRISWSEH. BFHer peold wHHW FloHd hHHIeN QUITUIEFS G LQL0SES 6
&1p mre Peripheral Pharmacovigilance Center st @uimid eumpalemer. Gurwnefseflen LTaisTiIIBETS
BObd BTG HeneOWmISEHD FBLILITS LRISTBB  6u(HS e

55 WHSHIen wowl SITUIFS Hlensowld Ceuefuil Betemr bs HITeSed Haier LOHIHHIeIS HewTSHTeulLIL|
usplugd, s HSSHIUSHD DIBSTD BT CL  IHSHDHIeUDS SHEUISTIIL  6IGILS  FBLULTS  eupSHSle0
sl LlgHam uBslun alfleursads gapriul (Betengl. Pharmacovigilance 6163 aunjéens Hater Lo aIeg5 a6t
20840 HIBBTETIYE HTeT © (HeuTdalIUL L &l SSHICUTEIB L6 aUTTHmSHHEHHE DeNwIIT6T HLOLDAITTHemSHH6N
@bETedsd @b CuBMIBLILG FBLL auTUIHSSTS 2 66Nl

Pharmacovigilance center se1 uBpw  @pPilyseenud, HoHs DHSHHIEUTHET, LDTERIITH6IT, LDIHHSI
QU1 BleMeOWIRISET, LOHHSTEHBIH6T, CHTWLTETIE6T, SIUTHEHHE 6leUauTyl LD(hHHleNd SHenTETauilienl! ClFLIed
womB  LUGSSHIuSH  eeiugh  uBsiubd, Guoeid oigemer umBlw  elfiiyenTe] uBpslub @bmTeo  Ggefleuns
RSB SB BHI-

BbETe0 HOP6D 2 6TensHTe0, Smanshdl SIULIRIHD 6eflsTasll Lgshd Ufha Csmenenhd almsuisd
SLhaleengl. Guaid @bmredener Wer Hevrs (Electronic version) GQeuefuillilL o 6iTengHmed oieneneu(hLd
sleflaTes LWaTUBSHS SUWID.

@bmredenar  Gomf  QUWTSHHID, OFHTGHHSHID aupBBW  RFAALTHERHSGID LBBID S L FSH
CFUISTHEDHSGID 6Ta0H  UTDSBIBMET O aldhHIsH0 ST Cner.

(.G» ' (c a ML@'%(}

Cuyrdflwiy. 1. p. HedsueTer
HDODD BUSSH],

WHIW FS5S GBS PJTUIFS GULOLD,
SIMHIDLITSSID, OFeiensn - 600 106.
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(LpS&s6L6mI]

fbs wHSH oW ITuIFS Beveowiorerd 2017 b oewi® (wpHev Central Sector Scheme for
Pharmacovigilance of ASU Drugs ete5is & 186t Sip — Peripheral Pharmacovigilance Centre ey QFwiebul B
Camemi®  eumABEH. 204D BEIBBTHIGHSGL LIGeIT  “ChTuTenT [HeveT 6I@B BB  GBsCHTEnHHTS

2 (HaUTHSIULL G SHMBOW LhHHHIeNDH HETeilILsh SHENBULTGLD.

Bl O(HHSHIeUD HERTHTENLIL OBHBID LO(HHSHIHMST LISHaD6T6|HmeNd HeuIHTenNoE@0D  (LDeNBSH6I
L6 eU(HLMISeMTEG0 HeLeV (LPedBUTled GCFwIeOLL (héd QBTam(h B(HHIHBSHI. DS CeuBBIUITS, LIV LD(HHSHIHENTE0
gBUBL Heuprer alemere|sefed SHHIH LHIHM6END STHH UHDGMBH. DML LA LD(HSHSHIUHIHIMBEDHS
L(HHBHI6US HERTHTEWNLIL] 6IHILIGI (DIPUSHIOTES HenL (pemBll LBSHSLILL  Couemi(BL.

Beier O(hSHHIeUD HERTHTENLIL OBEID LO(HhSHISHMST LSHEHaD6T6|Hmend HeRISTemNHEEGD  (LHeNBSHEI
UBPiL Uew USSHBMmIE6T, Lew OTOSeNed 2 60HD (PIPEUSBID 2 _6ITeNGH. SLITed SLLAR  LO(hHSHISHIHIMMB
Fibhe LHHBmE6T FlevBeu 2 6TeNgHl, DIHID DRIBHe0SHH6e0 WL (B HTET 2 6T6NH. DIHenes 6I(BSHHIMTHHC6
W(HSSleUs Sewrsmenily uBs SO0 @bHTemev SuibpliujeiGerTib.

W(HSSHIeUS HeISTemilL UBBUD, DiHeT euenTdFd eugeomm uBplub, GFweoun® uBpBlub LGB
BTHH6M60 B (LPBUNED 2 66N  L(HSHDHIeUSH HEIHTENLIL (WewBenD UBMSIWD, GLMFOLWTSHSID  LBHID
SHBaUcLEmeT CaafHHid, @bHETels0 LSlibha 2 61Cambd. @& WL G e, FHPH WHSHUSHEO 2 6lTerm
WHSBHINE  BEIHTERINIL]  UBBSIL  HBHeUOHMTUD  THSHHMISHHETCTD. Oa FHFH  HHBISHHDHE
yglemwwmerg evemeoBuw Haly, Lsiilsbsll UL Calemigul @eIml SHTe.

BFBE& LD FTRIBIGMENULD, 60 H(HHHDHHMmeLD, BbHTeNe0 0FHTEGHHSH FmmlueGenmid. BFHemern [HLD
1wl Qumhuwirer HOD GomPuied CBTHLILISTED, LO[HHSHIO OTETUTHEHID, CHTUITENTSHEHLD, LOHHSBTEHHTHEIHLD
sTeMdled Lfba Osmeiem (ppujd. GaId GHMBHSH STEVHH60 LOhHJHIUHHED Couslons eueThHEH euUHLD LIS
(WPSHBWIOTRISH SHIMBOWILT LB (eSS SbET60 cpeold OFHfbaH CBmeitem (LpiguLb.

@bEre0  GeuellulL  smyewions  AmbHH HHH WLHHSHO DL QITUIFS  BHaeowlsHed 2 eiten
SIMTOUHBGD 6TRH ATDSHBIHHM6NT OHfallH150HTeTaEmBei.

@®m. U. FHHwITCegerveuyedt

elehehmel - I, Quis&mr (GumEIiL)
fHSH WLHBSHI MOW PJTUIFS Hlensowlld,
SIMHIDbLITSSID, OFeiensn - 600 106.
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1. wimdsg160d535697F 35T 6wT L

11 (WerTeniemIy

abHOUTIH LOHSHBHIOS SHOBUD Hedbster &uw  UfCFTHmeUlmeT DibIHHSD
sTevHHBCHBL CFuig CamemCL auyGsausmiBd. SILIGUTH FHTaT DIH6T aiFH BB [HBIMIGHEN
L B0 SL60SHTEWIY  6UTeI6Ne LJel (Wiujd. uFeyeugdl, elwmiliug oL BGLIeL60TLO
OB 10BILSESHHe0 auFleGD Tl THellen ST SHewL SGWD euTuIlILD GuB (LpIQuLb.
53 WwmHHeUD FHhG HoLuland uvedll OQumdeab, LHw GubulL  SBHEHGDH6Me0
uwenishg  Oeumpsl  Gumeyd, LGB euMBWLITET  DEUMILILGSHHIHD SeTNWLMOWITSHSI.
SIFHID  616060T  HILIL  WHBeMenL Cuid guioBp  (pedBulled (P  HLOLSSHSHETENLOMUIL
CuBBTEL SHTeir B SO WHGHHUOTEW FHEH LHSHHOUIPD 2 60F LHHBHIUDTS 66l
alFgendles (1pQguLD.

Boferl  LO(HHHIUSHHE0 LD(HHBHIHEM6N  HEWIBTENSHH60 6163  (LPedBUTED Db 6me6at
SHEUISTENNHSH DIH6T OFWIOLTHHMET SLeUNID OCFUIHETT. DML BLD LOHHHIUHH L Dib
LO(bbSIB6T LB L(bbSIS6T OBBID LB (hSSier (PenBsEpld LeLBB LGeUSTe0 hboIse
SHEUIHTNILIL 6THIBI FnpleUmBHH ST IQEVID "LD(HSHHIeUd HewtbTeniliL]" 616y FnBieugl LOSa|LD
QUTHSSHLOTETHTGD. DT DS  WHSHHIUSHEMGeom LB  HeudbHemGeor  gBuBLD
Usbs  aNlenereydemen LI ILIBSHHIOSHET cpe0BID [BID  IDHGHHIIHHE HL V66|  SLLOLDTET
Siflalwed BILLGHmS 2 608HMTHE UMBFTBB (PIUb. @& Geunp GummTed W HGW LD
LO([HSHHIUSHHLTED BLOEGH HTHEL GUHD. CUTHIUTS LOHHSHIHET LOBBID LIS 6N6IT6|HEN6N
BHEWIBTEMNBGHID (LPENBENLD 6TTLIH60 DIeWeTHH D(hHHINSH HiMBH6MeID eTHFlewuil M@
LOGUTLILITGITENLD HTeT 2 616Nl HIFHID FHFH WhHSHBHIUNHMSL! CUTBISHHLOL 196D LOHHSHIBHEHDHE)
usbs almene o 6Tengl 6B FaBem (WBBILTS WLBISESILGSBSE. OHHSHISET LBBILD
LSBT D66 HEMET HETHTENSGID (LPENMBEDLD 6160TLIGI 616560 !, DIFH6T GULDI(LPemD 6T6dI60T 7, 6THME)
Sl Lwelbhshd GCeuswipd?, «iGurgd ude] Gauiw Geuewi(Bb?, 6T SpeueTILIBGSHS
Gouemi(BLd?, 611G ?, 6mIG? elenn Beiiaip CoealseEndE alewl Sment (PBUL TG iHemet
SMIPRSHHIOTE  JOHT HHFH W(HHHIMNHHBECH THITEISHI 61603  LOGILILITHRIG Wl
HSBHD LUl WhHHHeN DBalueoTanTsEhiHSn DDHMBHBHTE H(HD. abea &b
weriummhiend ol ol G e6e0Cnmb Gpeaiouter Sflay et ITUIHEH DIBHS  gBBIS
CameiTenGeuswiBLD. BbFH BHITEVIEL aU(HLD LIGVH(HSHHIHEH6IT QUITUIFF SHSHImBUTED 2 6ITeTalTHEThEHLD
LO(HSHBIeUSHHemIHTEmIIL]  LUIBaITHEHHGHD Bl DBWILLL  SHHHSNTS S HLILIeID
53 mHHIHIeN TTSEHEGL O mall ubsl oplwurseaTselear  SileyliLdlsE
@bHET0 @ eflOumHeT CUTEIBI elenmIGLD.

w855 DHSHE SLTTUIESS (B(DDD 1



12 WHES

® VF SGHTHT] WD 1946 @ev CITESWID 6IwUSBG @  FpLiumer
AenEsHMEH OCBTHHHH DIFH  CTHTAOUDBTEO 6hH @H CHTUD  Ee0L60Ted  B(HLILIG)
0L (BLDOGVEVTG! 2 L 6D, LDGUID, LOBMILD &F(W& BLeUHMmS Fplurs QmUugsiGe i Gyréaalud
6IGILIGI ST G LD.

Bz GuraiGp  BLH SO  WOHSHUSHMID  GHS  CTHILSBES — DLPLOTEN,
HHGHHFOFNle] WeHs wBpd GCouml 6bhFH WHSBHMUSHHID HeveoTd BUEGH o flw
SHANSHHHMD  aUTUIHSH LITL6D  Hl(heweoT H(HOHHTD 61D  [BHIT6dle0 LO(HbHI  6TEMILD
SHmeolIIL (B OBTHSHSLILIL (H6TeN .

LBILILGIL 6O GBTUI LOHHOIHET 6OTEGHLD
Il &Hen@mrul HHOSHMIF FTeID
oIl HelGrprul eumym HhbHs
EBILILG FTened L(HHoHer eomGLD
(- Bowe) HEUHSTD )

SHmepev] HHHFI GBmIILY WHHSH 6TTLH 2 L 60, LBBID o eiTendhHer Crruisemern
Guma@eugl, L (BHLoeLeVTLDEL GHTUIHm6N UITLOEL HHHH Couswi(BLD. DIHIOL BHLIGNS FTeneuddnl
ay @ULMDL SHOHLUUSTS @ HESCaUeHIBLD. DIeVevH FTewad OeuBplaIoTs  HemeliGumL &
gl (pempulled EHHECeuewI(BLD, 6TaIml Fnplueitenmit. @HSLILTL 60, &.(p. 3000 - SHHBE
(LPSTIT60 FH(HLOHAHTD 2 _MISHGD FTRIB.

&.ap. 3000 - HIBE Wel FHH HSHBHUSHHEL Ml WHHIET eSS (LPLD,
1946 @60 2 608 GFHTHM ewwwibd OeuelullL SGITsSlwGHHler alenbspd DIGarsLoTeT
QBUIMWEUILT  CUBDIETENH. DiFl  eTaTarteuamBTed 2 | 660 GBTUl gBULTDED S (HLLg)
LB eveuTdH CITESW aumbalB@ el au@GdHs FmpumHCL FHSHTH6T LO[HHSH 6T6InI
GO BeTeneny. @6 cpeod HHF  WHSHUSHE DLTHS Spfelwsd Spfewer [HTD
2 _amIJ(LPIQULD.
SIBSSHILQUITS aUeTEHeUF6T UTHGLILIY LO(HHSHI 6T6TLISHI 6166  6IGTLINS  HTENIGUTLD.
® Mmelat SILLTET WHHBHIMDF 6lFe0eauTOleTeIsI
SILLTEL BTIBEBGB  HbHSH
GBeT: 950 - DIFBMILD: LOHHSI

B0
® BmeuesT - Grmymmeue (Patient)
SFLILIT6sT - mGHHeuF (Doctor)
LO[bbSI - HAOBHS (D) G WGHS BB g6

eaTLjyenLwewen (Medicine and it Process, Manufacturer)

2 §55 DEHGHN MDW SLITLES Heve



o _anPFOIF60RITET - WphHemer GaT@hlueu (Pharmacist and Nurses)
2 Lewev SMILGCH W(HbHSH. @H (LPIDMOWITET LO(HSHHIUD 6TeTUH @ SHMFemi LOL (BLOGLEOTSH
Guomanpiw  BTevauflar gl (B (WWBFCW uGWD. @HBTEOHD 61HS  Llenpud  CFUILITLOeD
AmUUBsH @@ HEL6V LO(HHAH CTEIMI 6U6TEHT FnpluleTenTy. @b Henevenll HTLILGI HT6T
Qb (HSHHIFET HEmeOWITUIS SLEDD DhGLD.

usbs alenere] 6ISILIGHIRMH (WM OLUBB LJeuhHaId aTuihd WHHAH DI6V60SHI
fHFmag (s el Fougndlseier Ghruisamen Genrond@G Gurgl BB b CHeweuwiBms
Gorgorer allenena]semenud gBLBSHSTOHLILG 6T16TSH6BTEITETeVTLD.

"Most people die from the remedy rather than from the illness." ~ Moliere

Guwerm (b oIlehT Gomelwy Gameteng Gumeo, B CHTedWwdH SHIILSBG JHTEUS
P WHSIHIO (POBHS BIDPASDEG WL, Sibd WGBS H CBTeTEpd SieTailBe
Cxpplw, FHLomer o L so 61 BbHHHTE Couewigul &L LTUISH 60 BTD 2 6TGenmLD.

GrTwImTed BBeHIHImIQUI 1DHDHMET Ol (HHHIHHTED DBHE Fnlgul 0HHCT DIFHSHLD
aSIBl GBIUIGABTT. WHHSHISHET WBBID LSHHaIN6Te HEm6N HEIBTeNHEGHLID (LPENBENLOGNUILI
CUTBISSHeuMT “elHHOGUT([H WHBBID (PSS (W(PHS LTHISTLILIMT DINeTHS Il L0SHBHEHSHE LD,
616060 B MISH6MeVID, 6T6060T GBISHHMID aIDHIGHaIH60mev. DIBHIG DiHeT BUleOL]. EeTanIld
S(HRISF CaTeremed 100% (LPIYEMLOWITET LTHISTLIML SHIEUe060H! 616aIBI 61hFH @ LO(HHHILD
S P W(HSHIe (WP»BUTID B60ene0, EHSSHD (LPIQUITSI.

QHOUHES (P(DEMWITET UTHISTLILD, LWEID SHJ6UeO60 LO(HbHEI, LBOBTHe(HES
ueoGBeurm LTgHIBTICUT &F Buieomoed GumseoTd. @b WHHH @CT WaNSHTHSG @H SLeve
WWOUTHISTIY  SHeHS aapIId s, 6% walsisd fosTm Crisdlsd oig
pLLTHISTINmeT SIWipuimoed Guflw ussalmerasamenCuim oiebeug FBiw Sienalevmet
2 L 6v 2 LTenGHHmenCur gmLBSHseond. GoBosmeier sryeammisenTed Hrer 100% (LppLILIGV6T
OBOID  (WRULTHISTIL 6TaILSH DIMTHDH OSHBHEHHGWD, DMAIHSH B mISeed, 616060T
Crrmiseiand LG 6TaLFHe0 2 BIHWTHT 2 SHHTUTHD Eevene0. DIHIGa  LO(hHbHI 6T
®ui6vL.

B HHd wWHSHUS CHT UM 196y eTeubeIT(HeueT oM@ LIBhael eurpampTGeont
SUMBG DbFH BTLIGED, Db B HFHeL 2 6iten cpedlendHemend OBHTRICL  LOHHBHIAILD
QU oIz WGHS LOMTHHHLD aaidBdl. 6Bl @ L GHFHe0 auFla@GD @b G L
DHBEHHE (LPUHLILIGVMSIUID LITHISTLIHLLID HT6U6V60 (h L(HHAH DSBS GBI ergymen
AMOL HHL 2 6T DleL6VH  LOBOWTH BT 1960 UFAILMTHEHSS (PIPUTHISTLIDUSH ST
Buieomosd Gumseumd. SiHevTed HTe WS oyTuiFd  (Clinical Research) ufsd gnl

Leitenlow!l eSS oruiFduler cpspmd Blenev (Multicentric Trial Phase I Gapbai
158 MG SLITLESE (§(DWDD 3



CangHiHz SPWILGHBH.  DSHELNGL] L, FHOSILUGHHNDHE LIHdHU ST TeniliL
Bresismd Hlewev (Post Marketing Surveillance - Phase IV) aoib B seuend 0Fanid s Gmimib.
goanaied FmLaFHEHG abH LIBGHD gl WdHHeler LUTHSTILSEG SHEIG almenaililighmen
Sy oewpdaiu@pd uguimer (Call back) wmbaiseEpDd @Bhds HovL GFuiwiu’ L (Ban)
L6V LO(HHSHIBMETUID BT DInSGeuriD.

@hHAHWT FHTET 2 _60FH 6 cpeBreudl Ukl QUi WSS FhHeOHUITS 2 61TengI.
& OarGasILLBeTen LeTaialaugmiser @bhHumaled Slemenouled BLHSLULL  DUIe)]
(Pgoy:
2016 &b ouewiG AbhFHWTalevieren LOHeHHle0measeisd OFuls TUIFFuler Lig,

1. 2.85 allpéaT®h CHTWITETIS6T LO(hHbHH e gBUL L Lidd allenenale HyeuntLomesdHaHTei
LD(HHSBIULDMETUTNED  DINILOE &L ILIB ) TB60TT

2. 634 alwpdarh ubsalmens], GHTWTENT LOHHHIE! LTI HIEDILDSHSHIETET
GunBs gBUBSBSI.

3. @b opielear L WHHHGeTNE LbE alemereured gmuGL o ulflipiny 0.08
al(pEFBTH LGS LD.
Ref: Incidence of Adverse Drug Reactions in Indian Hospitals: A Systematic Review of Prospective
Studies (Tejas K Patel: 2016)
2019 o ouewih @hHHWTaleeTsen (P& Hlened LO(HGHHIMMeIH6T60 HLSHBHLILILL U166
walsd CrTWTMTHEHGHESG gBUGL LigFFmenseisy 8.36 alpshsr® LIJFFenensst LOHbHE 6
CaTLIUTed gBULL  HHse0H6T GD. BDIHbHSTEO gBLGBL Fobbe0dealed 50 allpsHsrd
HalJHHHHQUIBCH SLEGLD.

Guauld @b SpUIeleT LG LHHSHTEO GBLGBD LIFFFnaIse 6U(HeUSMBTT (PSS
SMJCIRIGH6NTSH FnBIe)HI.

1. Grrwnenjser HToTEGal (HbHIBMeN 2 I Gamereney. (Self Medication)

2. WHSBHATHEHHEG ChTuisemen LB CHeMalede0mosd E)(HEHSH60.

(Lack of Knowledge)
3. dpeuTEeT WBBID (PHWeITHmeT SHTLIQVID BBHSHT euwigh CrTuITeraerr
WSSl DiSlaenyenul LIeTLBBTOE0 B)(HHEH60.

Ref: A Prospective Study on Hospitalization due to Drug-related Problems in a Tertiary Care Hospital

(Venkateswarlu Konuru: 2019).
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2014 2 o0& SHBTHT MOWSHHET HEBOUD LIy  LSHMS GBUGHSHD &nlgul, UT-
Salomer alemena] 6.7 al(SSTLTHAD, UTHBLOTET alenenalenmed Lo(hHHIaIDmaTuled il
HBHIUGLD Crrwimenyser 3.4 al(psETLTSID o eTeneny. @& 1.8 alwsast® Smliy
TBUBSTHAD TBHSIMTSBBI.

GuopseniL  LeTell  elugmiseiey o 6Tem  UbHalemeneseT UHe OQFUIWLINLIL L el
Spemed @hFHwmaled uHe| QFuiwiiLmoBeoBw @ mEEHamigul LibsalmenasCer oifsLb
GTIBID LID  GUGLSVITTHET FnBIBHABIT. Bemeud FHalJ @H FmBl BIHHD LOTHBEBIEIHETTE0
® MILMGD Heummen alemenalel FToHdHwbampliaet 0.7 alpsasTh GWD. FTHTT6RT ailLDTet
LweTSHHe0 gBUBLD Heuprer aleenale FToHHWbTmpIEeT 2.4 al(lpSETH GWD. DiBEn6l
P Femauien Gumg SILILBLD UGS LO(HHSH CHTeNTBIH6MN6ITEL © WL TG HeumTer alenenalesr
FTHHWHFIDBIB6T 7.5 al(pEHBTH YGWD. DHEWET FTHTTEWIOTS [HLOOTEL  GBBIHOHT6IT6N
wuwor? Abhg el eleugmisst 1 Wevedlulem &HH6T OFHTendulled HHWoHamgul FTHEHU

FnBIBH6IT DLGLD.

BTD  6IHBHTE  LO(HHSHISETNT LITHISTILSHHEND LOBEBID  LSHHaleneneyser GnlsHd
Bemeouilenerr SuphEH  Houaibs  CouewiBld? gt QLeueniliLbhHd CeuewiBD?  61HHOUT(H
Sflaluwed SEIGPedBUD, LHw seoiBUlgliseEnd, LUHW SHHBHIUHISEHD  LeTHamishE
Gued BeLeM6V. DIBHTAUFHI  OTIHANGT LTHISTIL  DleLevdH  LITFFemeBBm  [Hlemev  HTeH
(PSS WILDTET  QETBIGLD, efHefear LUTHSTIL 1B eeplet Goed 6lhgh SHTTeRiLD, 6lHdH
alagui(pld BeLen6v. (HSHHIA GCFmeuimsl (BID, WHGHHIO LIGLIL] 6ITUSTHL (BLD, LD(HHSHI6!
STIFS eratugsTaL (B ChTulenmed UTHSHSILGLD Wwellgelen LITHISTLILD, [5enevd3HeiTenLou b
L GCw el GuflwasTG. DiHGn BHWD, (WomBWD DGD. BeHmetCu anfiliGuraGyL e
Szl Fmmmre0 "Primumum non nocere" alenddlueenty. @&H6T alendbdlD  6I6TTERIHBTED
Cpmwrefiseier Crrenw @GewlILBGSHSHIUMBE STLQEID DIOTHEHEHEG 61HFH @H DHHIGLD
Gmymoed HLILSHIG BHFH SLGLD.

** Promoting Public Health by promoting safer Drug therapy **
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2. BEBFHIUE FWIBTHTUURT MUIOTBID suaTFFujb:

LoHHSHenend HewisTenlbs Couewi(BD eaipl o0 LewiBHNTS DHS (LPEMEILILIHSTL 19

Gudleumd BTD B eteieurm CHmewgl? seleurml eueIheHHl? aaiLend alfleurs HTeRIeUTLD.
21 (pHmSW auysm)

1810 mIBmrewiyB@ (eitenry Gmmwimenflesr umgismTIL Ul UGB H([HSHHIHEIT
Blevadlujeienest oieneu, LTLNGsumest BT (h FLL AL @ LO(HHHIeUTTe0 @ ulflpliL| eiudLomuiest
SITHENH  MBHIEWNHBILBLD  eteor  HIGUTeMHWI  evterry eyl o SHHyail BeierT.
(@.ap. 2000 60 — amupyTiGsr® (Hammurabi code): ‘The Doctor who causes death should
loose his hands’ @pbs o HHgalear cpeld HIGBHTEHHD HHBHISHHTL 2 UlFILSHer
PEDHSHMBUILD, DNHDH HalJhs DIFTH6T (Wevellils ST QUHILD CHF B
&.ap. 500 — andliGuraBried (Hippocrates): ‘Primumum non nocere’ anfitiGuna@yL dlesr
CuoBampsiul gBoIiLY  ‘(PpHeded LHHI T 6hH SHnhiG CouswiLmbd’ 6l  CFTBOBTL
Grmwmefluller uUTEHISTIIBSTS LWGTLGSHSLILIL L FI.

100 BEIBBIEGIH HTVHBHED, rUSTLeuTemImL. 6wl Gxgberd 61D Lesien] &mevflGerT
hSHIen  Uetefllulled  OHHSHIBEMTEL gBUBLD UTSHILOTET  aleD6Ta|HEhd@ — HHEMLOWITE
HEWTL_ DB Ml FHHBHT].

154010 gyemtiged @midleonhgl BT lged Drugs and Stuffs Act etets UL 1D O(HHSHISHMm6NTE
SIS TeNHS JBLUGBSHDSLILILL .

2.2 (psSeaurem)

178510 gyewrigev Dr. William withering etz oymidlev omoHaHIeT 1983 L Tedlerd 6T6dis
LHHSTEL GBULL LUTHBLOTeT aleneanedsmen Spule] OFuig &L (Heogwns Geuefuill L.

meiaufl 29, 1848-b syemiged Hannah Greener ameiienm &Sflen 6163 el &SDSE)
@rdeonhemngd CFJbhe 15 auwgl WHE55555 @ Cuemening &Gemm@yrumynd (Chloroform)
LHHMSH HT0 SLOL alfed BHHHeL 6uedl Heungeniwmd LWSLGSHIHWCLTH  Hligbyeis
SHFH OuewT EBhHHI LT DFHBEG STIEWID, WHHSTO GgBULL @FHul LLLULLL. &b
BB HHHIeUDS HISTNILDEG @ D60 H6VVTH DIMHS HBHaUTGWD. 1893-1D
et GGemm@yrumyoTed MShs Le0Cm @mliLseT @midleomnbder eumearog  (Lancet)
a3 LUSFHfbmauled Geueflui il L g
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2005
NPP- CDSCO

1968
WHO - International
Drug Monitoring

Chloroform induced

1978
Uppsala Monitoring
Centre (UMC)

1998

WHO-India
Collaboration

1941-60” Sulfathiazole eteits o(mHEemg Phenobarbital ereins o mbaIL 66T 2 1 CbTeuTL 6 &ei
300 Guy Ompsery. Bx Fev wWHHHBmeT BT CHIHHeL o L Csmerend GuTm eBuL L
pawe. a5 Orei® GeusiGaml LHHHISHNTEO GBLL HInQUl aleneNe]. DIHTaUH LDHHSHIHENT
oL almer alewenese (Drug Interaction) “sulfathiazole Ggna” eraBendHl LGS BS.
1950-b syewi®  Chloaramphenicol etesi3 W(HHMS o | G@Tewi syndrome of grey baby
gBUL(b— 180 @BLILISHET GMLIL L .
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2.3 gmeiGLmsmiol auysvmm)

1960 serflev Thalidomide 616513 Q(H WO(HHSHI ST LOIHHSHIHET LOBBID LIS 6066 HD6IT
SHEUIHTEMNHGLD (PenBENDSSTEN S (pH&HW SrFewiwns alenmasBp. Grminiu B iged
SbHF W(HHEH 2 L OFTemL Senanshdl SILlenill CueiseEpd@h LIpald @smpumbenLul,
Om mBHEHD HTLHEHD FBISSH, 2 LCeorh @Ligul Hlemeouled GLbHmSHE6T  LIBhHeor.
@b elmeneys@ Teratogenicity edimil QUWIT.  SIBTeUd I BB, Fend, 6IGVIDL], [BILDL,
BOrHSEGWTUIS6T, (P9, CHTe0, GUTEIB 2 mINIS6T LUTHUIUBBI Siened  aeNTFS SleHL WITLO6D
mBH, HTVH6T (PRFFHH6T Curevd CHTEIBILD. BHDH TS 2 GG HBHWEa! LO[HbHSHIHEN
BB LSBT D66 BHMET HETHTENSGID (LPeOBEOIOUIET (LPHSIUI STTERID SHLESLD.

SPHHWIL. LILGHHe0 o siten HlemsvBuw Phocomelia gyt

Phocomelia - 160G mewiol” Guirifley

BFmearn euraTendLl. LGS foHmauisd oLevdCreiwmemnel Caimbs wmobaieuy W. Mcbride
&HTE  Oeuelull LTy, @b bHawaydsSl LUBg STl LeCuml BTHHeMNe0  LO[hHbIHISHmeNT

SHenisTenlbs LGB DIMLLS6T 2 (HauThsUUl B SHIfiHoTs CFweoLLd OHTLmISUIG).

196110 oewi® l9FibLT T Pharmacovigilance e1eiB aunidhensd SIFHHTT LLFaIDTS)
GeueMuilL L L g.

1960-6410 oyewih @mideonhg oamev “Yellow Card System by the committee on the
safety of drugs of UK” e16i13 o(hglien SHewisbmeniiliL] (Lpenpenu! Sinl(paslilbHBHwSI.
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OhH (WPMB  (HHHlSHISBTEOIIL WHaID CeuBplarors GFweoul L g, ObhsH
(LPOBULIEOSTEI (PSH6T(LPFHeVe0 1980-10 SLewi® LITTHSILIMISEHHETEN SIS TewiLIL| NLOWIHISENEIT
o (HauTHd GFweoLBHHen, BHemarCu SUICUTEH LeOBTHS6T LlaTLmnIS 61mset.

196860 o sumenmaill LO(HHEH HeWIBTMIHGWD (Wewmedw! 10 o My BTHHm6TS
Camewi(hd O maélwgs [WHO’s programme for International Drug Monitoring was started
initially as a pilot project in 10 countries with established national reporting systems for ADRs. ]

1978 — GuBsmpflw  ewwwld Oeiaumeled(mbas  FaleiaeTen o ligFeomalBg
omBplUlL g, S50 sBOUTEHI IHHHISMENTH HEIHTENSHGSGD MDWSHH T  HEN6VMLD

®Lors o etengl (Uppsala Monitoring Centre).
2.4 @hSLnale-HS SIS SHeTaTeuilier auemTSFALLD aipammL

@hFHwraled 198660 HT6T (PHEL (LPHEVTS  LO(HHSHIHENET  &H6u0THT6mNEGHD  EMLOUIMHISET
OHTLMmISLILL L F).

1997-gb et DHHWIT, 2 0H GFHTHT MLWSHIHIL &1 mBCHMTHHH. 2004
b et (National Pharmacovigilance Program) Gsdul o gien  semiamenilil] S L b
OaTLmsIU LS. 2005 b owewi®  National Pharmacovigilance Program eyl et g gl
hHISHeT SGUUTC B Himeuetd [Central Drug Standard Controller Organisation - CDSCO]
oWl SUGUUTL (B Bmieueid @enenihdhl CFuwleoLL g GCHTLHmSWwIg).

2008 &b opewi(p  National Pharmacovigilance Program for ASU drugs IPGTRA
[Institute for Post Graduate Teaching and Research in Ayurveda], Jamnagar [National
Pharmacovigilance Centre for ASU drugs] s GamLmsiii’Lgl. S Cadlw i wmbHsiel
Pouaibman o etensdlul 8 Regional Pharmacovigilance Centre senenuld wsHaHw fsHs
LhSSBIeN Hpaasams o eten sl 30 Peripheral Pharmacovigilance Centre semenujib
OBTemIL Gl

20108940 opewi® Pharmacovigilance Program of India, National Coordination centre
a6 eveluier AIIMS evwi Hewevento @)L omed OFmeni( GFwedUL g OHTL RIS

20119ub sewi® Pharmacovigilance Program of India, National Coordination centre
UaIoLsvelwledppha srdwmung (Ghaziabad) eei G SHa315E LOTBSIWLIDHOSSLILIL L .

2008 Sulb SLewi(B QPR L(HSHHIMUSHBHTEH SIDLISSLILLL  LO(HEH 16 HETSHTewLIL
Al OHTUIBBSHTEL DendH LUSHIILSEGD CrraGLer 2017 Qb Suewi{B HEULDLIT (HH6eV HT6rT6e0
LeG DMLFFHD PUTCausmT, FHHT, wenmel BB CammiGuwimug WIS HBST6
LO(hSBI6U SeMTBTenSHGL (ensenl GFwesdLBss Central Sector Scheme for Pharmacovigilance
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for ASU & H Drugs aiai3 @ S Lauenyenaus Camemi(® saubsal. iy All India Institute
of Ayurveda National Pharmacovigilance Centre ey opflalssiiulLg. @FHeo Caxflw HHz
hSSBIN HBleuarHmeud o efemdadlw S Intermediary Pharmacovigilance Centre s@rpib,
10 d55 WHHBH HBleuambamen o efendalul 42 Peripheral Pharmacovigilance Centre
&epD CaHIHOSHHISILL(H OFWeOLLSH OHTLRISWH. DHer CHTohsd 2020 S L6 [HHE 6N

100 Peripheral Pharmacovigilance Centre sewen o (Haund@ai8sh ou@Lb.
2.5 2 ez Crmumer] LTSI Sewnd

G wrHd 25, 2019 oD WG 72-0UH 60 FHTHTI Fnl LD HenL GLIBBGI.
BFHe0 2 608 dhselear BITEHWEL  CrpTwimeny UTHISTILID SHTHT 2 6l6eng Iyl
TBSHHIMTSBLILLL FI. DIHEME DIHETA(HLD Hleneney dmmeyd LaiumBed gl bui 17 b
BTeT o euas@hHTwmeny LUTHISTIL Hlons BlalbsHd, DiGHemer 2019 (1pgHe0 OHmewrL T LUl (b
AUHBBH. DHE cpeold HHSHIe! 2anflulfser L BUlens CrrwmenseEns@G  alflliLjewnre]
IBUGBSHD HEV6L (WETOBIBLLTS 2 6TeNG.

o .
Patient
AP Sofen

** Protecting Patient from Harm **
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3. maier wmsgius swrarewruy (PHARMACOVIGILANCE)

WHbHEH, WHSHD eTaBTC  EBEHEHEG BHelwd OFuleug HSTCar.. BHBG
QUGB 6TaiLG CHemeuwn? 61eiBmeL... b Sjeudlwid CeuemiBd 616518B gnp Gouewi(BHLb.
gOaasipTed BUIBLTHIeTen HaI LOHSHHIASHELIY, OHHHIHET 2 (HEUTHGHHE0 (LPHL DI
LWIGTT6NT&6eneT OFeIBeNLU|D 6uen] BT SL LRSS LflEslILBGEBEH. EeneumnarsHHiD
(HSHHIND HTHTNILBEET, (pHe0 3 &L L Mibeled oHHHISHeTaTe0 gCHamID LNew 6JMLIg6sT
Slmal  CeuelFFhHmHHEHHCH  AUHEUHELEMED. OLEITED, [BTGISTD S LD 6T6TUSH  LO(HHSE
FHhMSHHE abdH LIBG WHHSHIHMET HIHTenIHH0 6IRILSTGD. DiGHewear LBy alifleurs

BHITEOOTEVTLD.

LO(HHSHIH6T OBBID LSBT 6066 HN6T HEIHTENSEGID (LPENMBENLD 6T6ILIS]
1. wmba F1bHS LIFdenersenenuld,
2. W(HHSHTeL gBUBLD LISDHa]n6T6a|Hmen SRl ILa|LD,
3. SIBHAM60 gBUBLD STTenT STFWLRISMET Si0d SUITUIR|D LOBEHID  SieuBns
SBHBHIIQUI (LpenBenWILD, Sidluler uBpw SpslelwGso G LD.

®hs wopssd PHARMACOVIGILANCE  eremiQuwiy — euydbsnyenild 6166 ?
Pharmakon eieiiug &Grsas QFTeLNGID. DIHT OQUT(HET WHHSH 6SLSTGWD. Vigilaire
ISILBH BevSHSHeT GLOTHFCFTELEOTGLD. HIGH6T GLIT(HET OHTLJhHd HeueiiiLigl, eLdLIL|ewTe|L 6T
@mliugl, UrsFgmeidbsier (peramlalin uppsiu  elfiliyeo]e] LOBBID SUTWLD, [HeV6T,
BB uBBlw alfliliewTe] 6IUSTGWD. S(HhISHIaMB60, COBHRISUW BBID CHTLJHSH

HEUIHTNILIL| GTRILISHTSLD.

QUH L[HSHHIN (LPemBUlelT HMELWITUI HL6WID, LO(HHS! OBBID WHSHHIO (LPeDBSHEIT
GumepeummlesT LTHISTIIL WLBBID, (wWpLLeve UBPW  SHHSHIHHeMe0 OBHTLIHSH Uiy
Cguleugl BDID SeuellLCsH GWD. P60 FeveuBens SCLGMIILILLILIL (HeiTengl.

* ID(HHSBIF6T LOBEBILD LHHATN6IT6 HM6N HETHTenldH@GH (Wenpenoulet ChreHaDd eTesret?

(HSHSHIOUD OBHILD SHIEWeWIOHSHHIN v UiBHeNed Gpmuwimeiuler Hevedr, LITSHISTLIL
GunepeuBenB DIFHBLILBGSHSHINSH OBBID eU6TTLILII.
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*U B OwrdHs wEFeMN6T UTHSTIL OBBID [HEVENET UGTTLILIG.
* W(HHHIS6MTEL GBUGBL HewD, [Hetlenld, Eener L (BHLOLEVTSHI,  GISHITLTTHSILIBLD
BeLalemeney, gBUMBLD SILUTWRISET SeuBens UIHBHeUS.
* flHEHRND HIHD OHHSHHENEN DIVVHI GHMBHSH CUTHET CF6Ve] H(HD LO[HSHHI6
(PEMBHMET HeWILBleugl, LILeTLBSHHIeUSI.
* HHGHIHET UBY CUTHILGHEHEGSH CHeweuwimer LfboHenTshe0, LQlLleneT, LOBBID
wmSSHIeU uuipd CureBeuBeNs 2 6w SHHIH60.

GpréasLd:
* W(HbHSHIHeMeT LTHISTILTET Hleneouller (ol sryenins alenmideudl LOHHHIS6N
LOBBILD O(HHSHIA! HeWIHTENILIL] (LPEDBENLD  GTETLISHTGLD.
* Obs (Pewpullell cpeOD LO(HHEH 2 (HeuTHSHHN euenT&Fd Blemev (10) Sigl OGTLTLIT6T
oTuIFS BleneoulCGeoB @(h LITHISTLILIBMB LOHHE N6, 0dEH6I LILETUTL 19[BE, aI(HeuSBE
weuTE8eal HBHHIOIL  (PIQULD.
* GeuaMs gshHemzuled alBUMEISEE aubHIeNeN, SHID GeNBhHD, LITHISTUILBB  LOHHIHISHEm6N
BIbSITS DIfHs (LPQULD.
Bell HSHHIUSHETHTENIL (LpewBuUled 2 6o (pddlwiomer oo CFTBOBTLTH6T LB

LIy &&6VITLD.

31 unsswner alemere] (Adverse Drug Reaction)

TN SHTHEHHEG SUIOLITS IHRISEHInQUl WHHIET DlenalGeoCul, BT 6ISHTUTTEHBTSH
allenerey LOBBID SHWG DIGVVGH BFFHSHHEMD GeuaiLBLOTaITe0 HIGHIGa LTHBLOTET 6llenerna]
ARUSTSGLD. Db (HHHIeN (WewB eIl FHFma (pewm, Crrulsbsenili (Lpens, DIV

BUIBMSHWITS LTSN 2 L e0WRISIUIMme LOTHBB&SEIQUL HIBHDESETS E)(HHSHEVLD.

32 unsswner [P (Adverse Event)

ursaioner Habe (Adverse Event) eiaiiug wmbha o 1L Gasmeiend  Calemenuied
aHTUTTEETS alewene] LBBID HEG gBUBEUSHED, STTeNT  STJEILTS Db  LO(HHH
BUHBHEUMD  DIGL6VGHI B6VEVTIOEVID B (HEHHEVMD. DHHWBU IHTIOMMB  HIHLDEA], LITSHBLOT6T

B&LDe] eTeliLIBLD.
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ussalenerey (Side Effect)

QR LGHHMS DuBmaswTear Senaled o L Osmeiend Gurdl ObHFH  LO(HHSeTTe0
WL GBOL  gBULGIW, aHTUTTSSTH alenenCea LbDHalmens SGD. bHSH almene]
HETEMLOWITETHTHAD E(HEBHEUTD DIGLVH! SHEMOWITEOTIHTHAD B)(HEHSHEVTLD.

UTSHSLOTET  alenene] LOBMID LTSHHBLONHT  HHDa ST 6IHHBHISHT(BL 6T  Fnlgul
allendsld. heuT WHHH 2 L Gamerend Curg @gealed Freneo@uimy semLulsd LIGTTLLTene6u
ammigd o ewidmry. SBOUTEH WG @ aHTwmBWTEl  allenere| ML LT60, [BHLDLOT6D
OeBETAT STIMIHMSH FIUITS SHewllbs (WPQUITHL., gheralsd @bhs eFJwemB bHaha|sE
&Myewitd UGITLLTeUT SI606vH  LD(HHST 6Teilend [BLOOT6D  SITefdhsd  (WQuiTdl. 6lerGe

Bend LITHSBIOTE BIHLD6| 6160T60MLD.

AE vs

—===—— No Need to have Causal relationship
ADVERSE EVENT

Causal relationship is
Suspected/Established

33. dealy ungswoer [Hapey (Serious Adverse Event)

SNl SMHWHMS TS Hewlchd (LPIQUITSH (LPenBulled o ewiLTer alGITs HlsheuTeaigl
@pliemuGuT, o L aled Mleweowimesr @pliemuGuim, CHTLJhaH o 6T1CHTwTeny FalFemaliiflalso
LhSSIUD CaFuiujb MIubSD gBuULLTCT, SHaily urssorer Blahpe (Serious Adverse

Event) eremiui@Lo.
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34. unsswner alenerayderier cUEDSLILITHEET

UTSHBLOTET  aleneneydenel b Hl UMBUWITS 6UDSBL LBHBHISSBETT. DIl 6eT6wtent
OeueiTBTeD

1. euema A [TYPE A (Augmented) Reactions]

2. eauema B [TYPE B (Bizarre) Reactions]

3. euema C [TYPE C (Chronic) Reactions]

4. euemas D [TYPE D (Delayed) Reactions]

5. auew& E [TYPE E (End of use) Reactions]

6. euewa F [TYPE F (Failure of Treatment) Reactions]

GuBaEmBULLL  mBHEDDHSG, (dBHBHIGITHH6T DDOTHIHID SLHIBE  LD(HIHHIHH 60
oo & |eiT@eniD.

1. euema A [TYPE A (Augmented) Reactions]

AUMB A eliIld LUTHHLOTET alenena], Henlbdd dnigll Q6D JOTEIBITD Dien6l
LO(HHBHIHMET  QUTHGHHID DIHET DleTeyHenell  OUTHSHID HHPSampUIFH. BbHSH ealenerne]
(HHHHMENT  HBISHHINH DS leTenal Gemplug Curep OFwevselenmed GHmBeHD
Buwiid. @6 61(BSHHISHTL (B FIHBHMIHBTO  LOHHNSH 61HHHIH OBTeTEHD LTS,
FIHBM] lealed WS GHBHEH LUIdSD, UL CUIEB LITHHLONET aleneresemer
IBUBSBSI-

B3 PSP AUMBLTGLD. (WHeUTeUSH LisHalemena], @enumougk FmBHeo almenrey,
CPSTBTOUH [Behd alleneray,

L usbsalenene el  LHHBHFHNET HHdH Slenaled LHHSHIH6TE  CHemeuwBm
CFWEOLITBHENTEL  [HBHLPSHInIQUISI.

II. BIeWILToUSH Fn(bhHe0 allenerey eleilig LOHHHIS6Mer CBhIeBuITe OFUIedSHENT60
BBLPEHInIQUIG

111 CLOSTBTOIEH!  [hEhFialeDETEUTETH] LO(HHHIHEN 6T DIFHBLILIQUITET DIGTEUTED [HBLDSHInIQUIS).

2. eauewa B [TYPE B (Bizarre) Reactions]

OhHeUND LTHBLOTT  allenerey s HH BUITH @Bl @O L([hHbHAHISH6r e
CFwevsellelmba CoupLl 19mEGD. BFHwer Byewi® Lifleysentd LIflaslL (hetengi.

smal @Cundlerdyend (Idiosyncrasy) oBmib @eleuns 6lenereseir.
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AuCuwindlaidzend  ele@ILG  O(HHSHIHNT6D  LOJUEIANGD  GBLL Sl  allenerey.
Bz abHHHHT_ B CHLOROMPHENICAL e6ieitgnid  obhg  OFLIGDIONGT  LOTBBESHSHT60
BrHBHHHaV6en  GeusTeneT SlgmibEHmend CFwelpds OCFUIHBSEH. @6lIITH 6 llen6rTe|dHei
OIILGI  L(HHBHIH6T IBHHIS OameTepd O, B 2 L60 WHbhHISMLD ST (HLD
agljeallenear alleneneuTG. BHe 1BSHHSHHT(H Gueaidleder CUTEIB OHHHIHEMTED GEIITENLD
JBLGE B!

3. eauema C [TYPE C (Chronic) Reactions]

Obs almenauTaigh WHHHSmeT Ooug BT &SaTEd OHTLIFFwns  bhSHHs
CaTeTEUHT6D GBLLS Fnlgul BHDE]. 6Uell LO(HHHIBMT QHTLIFFWTS THSHHIS OBT6TEHLD
CumTupgl Sllell uTHliumLaugk BbHFH eums allenena|seisd GF(mLb.

4. euemas D [TYPE D (Delayed) Reactions]

HHBHIH6ET o L OFTemi(B  LeVBTL &6  SPHSH gBULSIQUI  alenene). SH(HeBB
STUIDTTHET  IBHHIS OCBTETEHLD  LD(HHSHIHENTED GWHMHHES GBULSIIQUI  LITSHSLOTET
allemenea|HeT BFH60 ILMIGLD

5. euemas E [TYPE E (End of use) Reactions]

HHBHIH6ET CHTLIFFWLTE 1BSHHS OBTeiEnd GUTIHS FHleQyeiiy  LOHHMS
PBRISHBIUSTED HIHSHIQUI  HIBDe. @OFH6 bSHHHST(H CuTendmul gBLBSHHHEIQU
OPIOID Gureiis obbaise 6ihsHHs Cameiepburipdl SHeraisl WwHbms BHBISHSHIeUSTe0
uevailglomer  @plGeumiser gBUBD. ATENALOL eeianid w@mbad 1bHHd Comenend
CuTsl FHlebyeip SiHmer HBISHIUSTeO LTILeued gBLBeugieni(B. GG GUILLILL e
SIMHSHID LTHHLOTe alemenalel aendsenD SleuBpler o L Lifleysend oL@

6. euewa F [TYPE F (Failure of Treatment) Reactions]

CrTUIBEHEE HbHAHIS6T Flwms Geuemer OFUILITH([HSSH6V.
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35. ungsonen alenerasHemer JLTMiuFneTen Mere] Cameser:
® VP SeNaled LUTHHLTET aleneTa|Hemel SITUISBHTS Lw Diee] Comevsmel
® 6Nl SleuBMled (W BWIDTeTenel E)eui(H.
1. {6 (6551 ) DY(EE: 4 [V
2. 2 V& SGHTHM MWSHIH&T Si6eme|CsHmed

Adverse Drug Reaction Naranjo Probability Scale

Question Yes No Do Not Score
Know
1. Are there previous conclusive reports on +1 0 0

this reaction?

Bbs adljaloar GHSS WhHMSU (PgeaITeT
DB HMBH6T 2_6TeNST?

2. Did the adverse event appear after the sus- +2 -1 0
pected drug was administered?
FHCHBHH MBI LOT6ET LO(HHSH!I GULDMISLILIL L
Ledteon] LTSHBLOTeT Hlalpey CHmepiuigm?

3. Did the adverse event improve when the +1 0 0
drug was discontinued, or a specific antagonist
was administered?

WHHS BBIGHSIULLCUTCHT Slsvevg

Pk GUILULL 6Igl] (bbBI eupBIE
Bifeudasiiul L 1IB@E UTSHST6T K aDeer
afflwid GemBHHHT?

4. Did the adverse event reappear when the +2 -1 0
drug was readministered?

FH8HHSHBGSFW  LO[BHSleeT  LBI(LPENS
Carhed@d Gurgl UTHETET Hide| WesiBLD
Cxmelwigm?

5. Are there alternative causes that could on -1 +2 0
their own have caused the reaction?
UTSHBLoTeT alenena|b@ Geouml SmyewnImISeT
o _GiTengm?
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6. Did the reaction reappear when a placebo
was given?

LD(BBSHI DIGVEVTHI LD(BHSHI HIGLEVTHEN6
CaTheHaULLLCUTEH LTSHSLOTET 6llen6re
Wewni(Bd CaHrermlwsm?

+1

7. Was the drug detected in blood or other
fluids in concentrations known to be toxic?
BIH5dHe0 Sievevl LB Feumiseried
W(HHA ST HFFHHBHEIENID ST BILILILL L SHT?

+1

8. Was the reaction more severe when the dose
was increased or less severe when the dose was
decreased?

L(HHA ST DleTenelDIH B FeHE&GHD g
LUTSHBLOTET allenene] HIHSHHEBSHT?
(GBI SleTenal GHMBHGW Gurgk um-
SHBLOTET  Ae061T6YGSHMBUTES EHHHHT?

+1

9. Did the patient have a similar reaction to
the same or similar drugs in any previous
exposure?

®BeBe (waums Crruwmen(he@

BFICuUTSIB GG ewmIEeT BGHLOMHHHMBEHT
levevgl @ GCureis CoumIomb eI EHeEEHT
ML (BHensHHT?

+1

10. Was the adverse event confirmed by any
objective evidence?

LUTSHSLOTET HedhE gCHaId o ;I
Ceuiwlul L FTOIBISET 2 6iTengT?

+1

Total Score:
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Naranjo Algorithm - ADR Probability Scale

Score

Interpretation of Scores

Total Score =9

Definite. The reaction

(1) followed a reasonable temporal sequence
after a drug or in which a toxic drug level had
been established in body fluids or tissues,
(2) followed a recognized response to the
suspected drug, and

(3) was confirmed by improvement on
withdrawing the drug and reappeared on
reexposure.

Total Score 5 to 8

Probable. The reaction

(1) followed a reasonable temporal sequence
after a drug,

(2) followed a recognized response to the
suspected drug,

(3) was confirmed by withdrawal but not by
exposure to the drug, and

(4) could not be reasonably explained by the
known characteristics of the patient’s clinical
state.

Total Score 1 to 4

Possible. The reaction

(1) followed a temporal sequence after a drug,
(2) possibly followed a recognized pattern to
the suspected drug, and

(3) could be explained by characteristics of
the patient’s disease.

Total Score <0

Doubtful. The reaction was likely related to
factors other than a drug.
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Causality term

Assessment criteria
(All points should be reasonably complied)

Certain
BIFFWILD

Event or laboratory test abnormality, with plausible time
relationship to drug intake.

Cannot be explained by disease or other drugs.
Response to withdrawal plausible (pharmacologically,
pathologically)
Eventdefinitivepharmacologicallyorphenomenologically
(i.e.: an objective and specific medical disorder or a
recognized pharmacologic phenomenon)

Rechallenge satisfactory, if necessary

LD@BHSTEO GBUBL BB DIVVDHI US|  (PIY6S6IT
S Flwiet, W(HbHH 1bhHHS OBTewi CHIHCHTH HFFUwID
CHTLTUMLUISHTS 266Nl

IBSHHIHOSTEHIL.  1OBM  W(HHSH  DIGVVH  B(HBHSEIB
GrmuyLer Uil (pQuITg

WHHMS — HBISHHIUDHET  CLPeVD  [BHIFFWIOTET LISV
BmEIBaH (I0HSH FHUTHCUT Dlsvevdl CpHTuiulsd
FoHlwTsGeur)

W(HHMS LWIBHLD LWSTLIGSHHINSHBEHTE  SHjeudluiLdlerento

Probable/likely

GUITUILIL

Event or laboratory test abnormality, with reasonable
time relationship to drug intake.

Unlikely to be attributed to disease or other drugs.
Response to withdrawal clinically reasonable.
Rechallenge not required.

DBHSTE0 GBUBLD BloBDey DIeLe0DI U166 eI
apFwer, wHHH aBSHHES OCaTewi  CHyHCaHT®
BuwmoTer(pesuiled CHTLFLMLUISHTES 266N
SpHsDey TGSHIECHTONL BB GBS DEVEOSH
BmabFam CrruLear Uil Suleurg

WHHMS  HBISHSHOSHST P60  BIULITWIDTET  LIGV6ST
BmEIBH (HSH FHLUTHCUT Dlsvevd GCHTululsd
FHwmasGour)

W(HHMS LewI(BLD LWSTLBHSHBHIOSBHTET Djeud] Ui 6iTenLo
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Possible
FTHFH WD

Event or laboratory test abnormality, with reasonable

time relationship to drug intake.

Could also be explained by disease or other drugs.
Information on drug withdrawal may be lacking or
unclear

D@BHSTEO  GHUBD BlHDe DIL0BH D16  (PIYeIH6T
S Fwer,  wmheH aBSHHS OCstewi  CHyHCar®
BWTWILOTE(LPemBUTed QHTLTLMLUWSTS 266
BbplBRe|  TBSHISCBTMIL BB DBHHS DD
BmESeap CrTuL el QUILIL D Gulsild.

WHHMS HBISHUSBHTOT HBAID, E606N60 DIELEVH
Oxefleurs Eedenev.

Unlikely
FTSHSHUWILOELMEV

Event or laboratory test abnormality, with a time to drug
intake that makes a relationship improbable (but not
impossible).

Disease or other drugs provide plausible explanation.
IDBHSTE  GBUBLD BHBDe] DIeVG S| (PYeS6T
apFwer, WmbHSH TBHHIS CaTeni CHyHEHTH FTHaul
LOBBHTE ©_6iT6NGI.

BbPspe|  ABSSIGCBTMIL BB GBS D6V
BmesFam CrruLear HFFwors QUL Suigvid

Conditional/unclassified
BILI Henea/euUenBLILIBGHSLILIL -
T5

Event or laboratory test abnormality.

More data for proper assessment needed, or

Additional data under examination

IDBHSTEO  GBUGBLD BHID| SIeOG! Sila]  (PelBei
©_6iT6Te.

@bpspmel 2 BISHILGSHS, Coab (Wenmpuirer HIILIG
SIGLVG] (LPLPMLOWITET HBHEU6VSH6T ChHemeuliLiBLD.

Unassessable/unclassifiable
aleufldbs (WIS
UMBLILBSHS (PQUITSHSHI-

Report suggesting an adverse reaction.

Cannot be judged because information is insufficient or
contradictory.

Data cannot be supplemented or verified.

HMLHFH SHBEULDHET LITSHHLOTET allenenenel GHBlSHSIBHI.
HwLdbs OUBB  SLeUNIRIGT  (PeTash@ L6
(PIEMITSBA|D, UBBTES GMBUTSHALD B (HSHH6V.
HewLSLIOLBB  Hyeayser Goaid BFULGar ©ieve05
FRluTFesCeum  (LpIQWITENLD.
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Bpmal  FHdH WHSHHMUSGHBEG OUTHHS OCFUINH SYSIOTH 2 6lengl. @5
SLBRIFD  WDHSHUSHBHTE  GHBUBSSILULL QWM. [BLD UOG DIEDDFFHD  CLPEVLD
53 WLHSBHIUHHBHTOT QH DIEMACHTL UMTWIMBILILG] DEUFWIOTET  QEBTGLD.  SIGH60
CFWEOLITBHET LD(HHHIUSHMIBTERNILS G Walar cpeold GFweOUl (hd OBTERIYHBHMBSI.
3.6. Signal

Signal  eeug a7 @Mh  WHHHBSGHD < DHST  HIJEOIDTES  GFBLL L
udsalemena b o eaTen GHTLILY Ffleuy GaHflumallLTed SI6060H DIHEMT (L(LDENLOWITS
SLOUTLILIBSSLILILTIDEVID O (HHSHTEL, DiFet GComgomer alenenale LIWLBIGS]TSHHTenD LOBBILD
Fflwmel  HHeU0SHMENLIOUTRISHSH DbSH LGHHAHST LG BLIQDHMS GIBHLLSTGHD. SLeTT6e0
QepIh@ GuBulL Fflwrer sHaele0sen BmbHTeo WL HGW Signal - & o (HeauTdhs (LPIQULD.
3.7. .Y(HSSILS SHEMTSTERILIL| (LemDE6T

L(HHH T LUTHBLOTeT allenenenel Helldbdab, SHrasmen GFsflébaabd L0 (LPenBEHeiT
WeuBBLILL (G auhS BT DieUBENBLILI6IT 6U(HLOTHI SHTEmTEVMLD.

1.Passive surveillance

2.Stimulated Reporting

3.Active Surveillance

4.Comparative Observational Studies

5.Targeted clinical Investigations.

Passive surveillance:

b @ UL wWwBd B gBaaBal W(HGHHI FhHenmHulled © 6T6N LO(HHSHIH6NTED
gBUGBL UTHBLOTET allenenenal  HTOTEHG6 LG CFUIH0. DHSHHIN HewwTHTRNLIL] Hlenmuied
®a Gumeip ugley GG ADR &6sm oigsib.

Stimulated Reporting:
QMH LUHw mbaH Fhensuled aumd Gurgdl @ UL &Teussl LHHIHEH DibD

WGBHSHET  LTHewTe alenenene GFsflliugi.

Active Surveillance:

®al passive survelliance @@ Crjwepwrers. @®  GEUILL  HbS emet
SHaBTMHHel0 BDFH SILMGWD, BH @ WHbHHmar CaThaEGn Curg LO(HSHSI6N
GBIUUS6T cpeulonsald, CurwmenisefLb alamflesed cpeomsab, LHoHSHIFET  Fnmnsleir
cLPGULDTHAD CHTLJHSHI DibS W(HHHewer LUBBlL HoHeumev GCFHifldhaHe0.
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Comparative Observational studies:

Cross sectional study, Case control study, Cohort study @& Gureiis (B HSI
oymiFHsefled  AE/ADR sewenuyid  speueniu®GsHs  Gouewtguigl  &ad  (LpSHSUILDTIS],
AeiauTs  DLEITLILBHSHHIHET (LPeUID, HOUBTET HIGV6VHI LTHBLOTT  alenerne eBLBSHSHD
Gl LO(HHSHIBMET HeWILBbH, Siewed CQUTHI LHHEHHE OFSIBENLUIT CUGTTENID, SIH60T

STUIFS LgBlanesalCalw 5653 BIBISS (PQULD.

Targeted Clinical Investigations:

whHH TUIFFseiear CuTgl HbHHamed gCHeID eIFHJemBUiTet allenere,
gnubeugd  Gumev Cameflenmed, ObHFH WHHHmT GBlMeUSHH  (LPEOBWITET  LOHHSHI!
uflGamHemensmelt e1hdHsLILL Couewi(Bd. Sieieumsl GUBIULILL WwhHHIen LIFCFTHmemeT GFuiulb
Gumgl, WHHH BD 2 L 6Jled 66l LOTHBBRHRIGMT GHRLUBSHHIFMH, BOFH 2 L 6O WHHIHBEG
eTastear  LoTFHflwimenr aleneneysene gBLBHBIHMSH TSLINS BTD 6TeoMHTEG Sipfiut (LpIQULD.
LHHAH FHl] alewenena GNleneushadl QFULILLGL LfCFTHmeHeT BB SN L

SIeN6Y, LUTHELTe alenenemald SHAMST? 6leilend BLOWTeL DPHEHIS CdTeTen (LpIQujLD.

3.8. (BESISHMETE SamISTaHSEGL Penmuiar Waauggiau

LO(HHSIHET BBID LSHHaTen6N6 Hm6N HERISTENSGHD (LPEOBEMLOUTNGT (P& &IWLISHHI6ULD
eT6016017
waisHb CFHTLuTer (WohHwsHgeud (Humanitarian concern) oigmeugi

1. HTH6T UREG UBID wWHSHH SPTUIEFFSaNe0 Curduw uTgISTIL  LBSw
BMIBIBET  B6V6VUTHS.

2. Guedb wWHGHBHIN ITUIFFH6MN60 alevmGHmen MaubHdH OFU1H SLFTUIFFUled
wpaiGeumLb CumeiiBeummled CuTgslw uTEHISTUL UBBSIW SSTIHRISET E606VTHI.

3. amL&6MN60 aIBLUMAIGE MHAISBE (WP 2 6Ten SITUIFFH6eM0 el THemern
FEUBSHBID (e[

hHHSIS6T Wealdmer eaump eeulugdBGs (Medicines are supposed to save lives
Lepakhin V. Geneva 2005)

1. flov Crrmisefleyd Grrulemmed @mLL gBUGHBSI eTaLmSGW BHLOOTEL gBM3IS6STeT6T
wgaudlevensv. Gouml eufluiens SiICHTH gMBHEBTD. SHLEITED  LOHHSHOITED  DI6V6VSHI
FHaupTen FHFHFWTEL GBUBLD LOFMIHMSD @RHHIH0HT6TenGal (LPIQUITSI.
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2. 9IOwflds BT IGe0 WalHTHeller @BULcSE (WPeHHW CUTSHieuTeT STl GhsH
LUdD aleneleysell 616IM SMTIWLTEGD, @& 1994 6O JaIsHms SH(HD STjenlseiled 4-5 616iim

BL Hmad HaHTHaE Gameidpgl. (Lazarou et. al 1998)

3. @mdeombadl HTLIGeL WG 5700 @plyseenr LUSE  aleneneysmst oL (HOLW
o maunsAulmesdnsgl. (Pirmohamed et. Al 2004)

USHSaNN6TaH6T 2 ewiLTHGD WHSHe HIFws eaugm  BGHH  GuIme
CFevemeaush s srremilwm@d. (ADRs are expensive!!)

1. @prwumaled Crrwmenseisd LSS alevenasenTed gmUGBLD UTHLILY WLGWD 3
WPFHeL 7 al(pSEBTLIGD. SiFHeL 1.8 all(pssTH LFaHend HHB @B LbHD 6lenerne|HenTELb.
SIS0 gBUBLD GLmbHeT OFevey CaHmymuwTs b 187 (1pHev ¢h. 2820 euedFWITGLD. v
gyrgflwurs LG . 690 @ ussalmenassts GFeve] QFUILILILGSBSI.

2. dlev Crpymseied LSS ealewenaydbsrer 6Feve|, WHIHIO OFevalemerud Lehd
al(hdmal. (Gholasni K, Shalvani G. Factors associated with preventability, predictability and
severity of adverse drug reactions. Ann Pharmacother 1999; 33: 236-40)

HhHIBmen o LBuTds@n Curgd opleysd gBueLweurp (Rational Usage of
Medicine) wWwmSHIeN (LPeBEHM6TDS MBUWITETOUSH! 6T6TLIMmS LIFaueoTdslL. Geuemi(hLd.

SHAUBTET (HHHIO DSleyenIHeT L B0 @b (HbHAH FLiged 15 &G  GoBul L
HHBH UMBBHMET  GIIPHBGIIUF.  (PHBTL  auuIBBISEG  WHHHMGL 2 6mamid
LIQWImesT (oG SileyenIHel DSleyhG BLEML UIGH6060. DIFHIOL BHLolens Sipflaluigidh@Ld
SYTUFHSGSD  gBLEDLWISH6060. [BLD  O(HHSHIHET OHID OHHSHIeN (Ppenmasefler  LSHID
OUTHILEHEHHEG DIMFHS (PQUITEH BLdmemw  gBuUbsHH CaueamiGCo  sHaly &6
2 6iTeNmeUTmI LO(HHSHISHM6N 61(RHHGHLILIGH Sievev. BT CHTUISEG L6 LOHHIHISEN6N 6I(LDSHIMISH]
V6V R6UCT([H  GHMIGHWMIBEHHSGHID @ACGUTMH  LO(HHHIHMET 61(1DFH o ewiey GuTeL

LO(HHSBIBEN6T 2 6uT60T6NEULILISGI SH606V.
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WD XEXIXIXX

Mir. HICOOENEX S6/M

C/O Conshipahon, Gastntis, LBA, Head ache Heart bum, Aphthous Ulcer,

Mil awaga Chooranam 5 gm HS wath Hot water

Elahy Chooranam 1grm

Sangu Parpam 200mg B with Hot Water (Before Food)
Silasathu Parpam  200mg I

Hawikka 500 mg

Asta Chooranam 2gm BD with Hotwater (Afte food)
T. Liw 52 DS | BD wath HW

T. Vahamadalda 1BD wath HW

. T. R-Paryn |BD with HW

10. T. Thripala karparn 1BD with HW

11, Usin Syrup 5ml 1BD wath HW

12. Pancha Deepalini Legiyam Sgm BD (After food)

13. Pinda Thailam 1

14. Karpoorathy Thilam | Ext Appln

15. T. Meerkovai - Ext. Appln

16. 2 teaspoon Vendhayvam with Butter milk two times day
Avoid Spiey Food

Take Pleaty of Oral Fluds

Take Timely Meal

22 = Ohovh R oW s e
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39 MHSSHUSH LDGEEHSSE 2-6Ter Hllsems (Ensuring public confidence)
LHSHHUSHe0 gBHemid Houprs BLBSTeL Murphy’s Law (Anything that can go
wrong will go wrong) Gumep HoHaluGHMmS LIGLBBIOD Difaluiesd DL SigHemer
agFesmeien Gouewi(hd. DIICUTHI HT6 OSHHEHHSE BHOSHID BHIOHGHHIMGH T BHID o flul
BLSmE gBUGBL. DHIGe HIHSHHMTHEHSGSW B WHSHHUSSHT BH Slemiiflul
BLoLbenEmul  gBLGHSHID.
Simd (Ethics):
LA SHTHEHEG oSG ealmenalds gniguighl ealmd SBHH  OsTewi  LIBG,
SIS LOBBaHEEG OFHflalbamosd @dHLIUSH DBSHHBES LUBLUTEOISTSGHWD. LDHHSHIH6NT

LOBBID LISHNN6TE|HEN6T HmTHTenlH@SGHD (LpemBenoullesr DIBLD 6T6TLSI LDHHE M0 MBLIBLD
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Gurgiomer FHwms LBBaI(HGE OFHflaldsTosd @HUUSID LOBBID  DIHENT LOMBLILIGID
LO(HSHSBIUH BT BTG (LPeBeMLOUTST DIBLD BTH. BB CHTwImeny, HSHHIT, LO(HHSH
SWmfliueu BHILD SHIMTSHSH! DHSHSHIO LIIWTTHEHHGHD, DHBTFBEHSESG CILTHHSHILD.
alSHHemd © 00EmIGLD LmIFTHBH HOW(HEHHIMHMSD @6ICTHIIHLD 2 oy EbhH DBHMS

smLLpliILg! hSSHITHETN6T SHLEnLOWTEGLD.

LO(HHSHIHET LOBBILD LSBT 6066 HMET HewTHTeRllSEGD (PenBenLoUTet Sl L (LHeDB 616G
GuoBampiul  STFeumISeTe0 S LTWD welldh FUPHTWHHBEG CHemeu 6IaiLenNd DINSIUIGTLD.
P CHTUBB alSHTHEHDHE WHHSHONMD GBLBLD LIGVGIS6T, SHILUTL alleneTe|HeT LoBmILD
urgIsTY Curep (peHHW STTenlBEhEHITS BFH SUFWID LGLD.

GuBev aloundHsds gmBmiIseT Ffl. opeimed Gad L GCHeiail®eT B LT 6L
6I(LPEUSHBE UTUILIL] 2 _6wI(H. DIEN6U 616T6H GTOILIGNSGLI LITJE&60MLD.

1. WHHSHISHET OBEBID LHHaTen6IT6,HEM6N SHeTHTeml @G (LPENBEMLD 61eTLHI 6(H Ligul
S LeaumIey (B, B& B LSS almenebaBn b HSHHMNSHBEG Cohameuwt?

2. @eeuTml HHHSET LOBBID LISHNN6NT6HM6NT  HeIHTeNSGD  (LpenmenLou et
FLouenie| (Bl SEmer opumilLGSSleuS BOS FHD GHHHIN  (PDBBEN
Carehald CaTehanes FmHHeH B euTUILIL] 2 6TendHT? EeveneowiT?

3. @b% WHHHI (WoBHeT 2 ewienoulGeuBul Fehamobaiaud, SLuTGaHLD LOBMID
wjermedll GUITlIB @HAHW! OHHHIN (LPMBHEHESHSH ChHemeuwt?

By SeTenIlD L6V 6T6wTenT gL L MIGH6T 6160860M] aTHeVID @pE&0HTaHI(h ST E)(hHE S 6360
SluBens FBm alfleuraGeu LIMTEHSH60MLD.

Q(H LHHSB eelemd Fflwmer (pempuled LWSTLIGSHSTIO DIeV60H DIFHeneorlILimnsiu
wpewwwne onle M LweaUGSHHID Curgd Gurswrear HEmS GHRUBSHHELTD. DbHH
allemene] @ FnJeniowimer  eUTEHHCHT D6V OFBMQUI HTHGHMLW & FieuTenevdHEam
SIFV6VG] QUGTENLOUITET HEhSHLIGLITHEHHEHT Dlsvevdl Blg LlsiTeedenmed gBLBLD allenerne|sCasi
QUILITEIISTEHLD.

GwBsv aleuTHHHemeu TP WelSHTHEHHE @H WHHMS 2 LGWTHLILGSIHIMSBEG
W Sibs WEBMSILBBIL (Wpewimar Sifle) WBBID Lfiba! CsTeTengels saudluighms
US| BISHSHIB BSI.

@6lCeum®  W@HHHIN PTUIFSselled, SIHTouH  WWalSHIHemen  ITUIFHHEG
2 LBSHSHID (WewB IHUTUIID SHIFHeD SLULTWILOTS LO(HHHIHET LOBHILD LIdhHa]6n66)sHemer
SHEIHTENHGSGID (LPMHBEMLD TSI Db SHL L euengalsd @@L 1bOLB Geuewi(BLb..

@6l0aum WwhHHIe  oyruiFdseied (Clinical Trial) wmpnd wlr  GuoBLigliy
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QamLjurer gpuialsefeuid (Dissertation) b3 IH6T OBBID L1sH6] 606161 HEN6N &6t T 6N d@LD
(POBMDEHETRT  QFHefleuTenn auedI(PmB Dibd WITUIFS ST S L euemyalsd (Protocol)
slLmwd @ibup  Geuewihd. symuiFHuleaiGurg ursswrear  alemeneysGenm  (ADR)
SIevevd LTHsoner HawesGam (AE) gmulLmesd Sigeaning eeer Gauiw  GCeuemi(BLd,
oI UL(LPEDMBEHEIT 6T606VTD OFHerilouTes G OB Geuewi(BD. DIHBHTET GMWILIL] UEDFLIL (LPLD
(Flow Chart) &b opmuisdl gHLeuemyalsd Seudlwid GLboup Ceuemipl. iz B
oBw. oBurg srer BHH Bwwssw (IEC) ey obs JmuiFdesrer  @LiLigHemeo
GULDMRIGHLD.

@&elmbal BTD Dleudl, DSl CouswiBeudl 616L6VMD &M HTal. 100 FHalHHD
6160GEVUM(HBGLD, 6T606VT  HTELHEHIID, 6T6060T G MISETGID LITHISTLILITE OBBID  LIGVEITSH(HLD
(HHEH 6B 6IWl  BeVemev.  6TaiCel  DIHMEIS  MBWTEHLOCUTH  LO(HSHSHIOTSHETHLD
Gpmwmenjs@Epd WShsd SeuaibIil 6l Smbas Geuewi(BLd.

Beiremid @b Ly CBev Gumul &pdler umFeneuwmul UTTSHGHTLOTEITED Lihd aIlen6ra|dei
BpIb Gorgorer aleneeyseT 6Ll 6TeLeuTG W(HHHWeL SHiewmpuler (Pharmacology) e

UGS Cwwerl Goupslevemsv eleiTLIZ GleusiTaMenL  LOMELEILIET ©\FH6IT6NSHHIOMIGLD.

In India -
** Where all citizens have right to access medical facility**
** where medicines are affordable for entire population™*
** Where all health care professional and
Patients can Report ADRs as a concern safety **
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4. F53 LEBEBFINBEAT WHHHIMNE I60FHBT T LI

B  (WPSCaMISeTHW  QUBHMWEGFW  HAHHT OCUHLSHT L  HlenmaseTevid
fmpal allenmdwgd Cumew WHSHIUSHIMBUIID HABLILBBI efleTmISW|6TeNTTH6T. DieUTH6N
wmbhHer e o eten alfleuter LfbaHewiTHe0, SeuBBTe0 gBLGBLD LIGVTISH6T, 2 6wl MELD
USSONN6TAH6T  OBMILD  UWSTLUGSSHID  Fflwmer  (PpedBHmen LB  Hald DIBIHSH
allemmslwengsCul 61} SHSHWIDLSIBSI.

urgbuflw  WhSBHUSHET BH OUTHIMTS EHBEHDHE 2 6T WISD (LPSHSIUILDTET,
SIS, SHeummen HOLIGme WT6gHemen

1. BuwBensWTen LO(HbHSHISHT DIeV6VH SUIBENSHWITET D(HHS 6N (LPenB&H6T 6leiLighl 100
al(p&ESTH LITHISTLILITEISI.

2. eleleuena] BT H6T CeuemiBoTamma)d OCHTLFFAWLTS SUuUBend  LO(HHJ en6
2 | QBTeITeNeUTD, SIHIQID LITHISTLILITES.

3. unybuflw  WHSHSHIN (PedB  GTRIBTE LTHISTLILITEIH 6leTLma! HT6. EUIBenS
aamBTGen  UTHISTUILTEOIHI 6T 2 _6wiJa], [HeVD G BOLSDS 660  (L(LDEDLOULITS
B HHISBCETETN (PIRUWITH. DIG @H GHL(B BLOLISmECWL GLD. Diewd LsTei allLgmisCent(
® MIBEHHG oNendEHGmer.

WHO — et UMC (Uppsala Monitoring Centre) Sweden 60 o _eitenigy. @360 2 aiten
uss  alemeneysefler Gam@ly (ADR Data Base) 2010 a1 L Subensll  GUT(HeTSHETT60
gBUGBL  allewereysaie LeTaflalugliuliguied SIUUL Betengl. @&He0 FHEHBILBLD  Liguimest
BpId o piFwmer syuiapismasend (Suspected and Interacting Case Reports) oiLmigLb.

* G T 2004 61 SMHOBGBLL LY, SBTeuzkl 3.6 millions Sfidmasefed
POINBHESHTLJUTET LSS alenena|dbel LB 41, 439 SuGLb.

* FbUT TS 2010 6uemy, (PIMBHENMTEL L (B GBLIL Sanigll LD aleneIe) el
oiedl SewiL Mt Lemeu 12, 679 Su&lb.

* Gaub cwellensd WBBID BB QT &6 CFhHe LOHHHIHEMTE GHULL LSS
alemena|seflen erewienidamae 21, 951 SLGLD.

&SI #l55 DHSEHI SLIMUEES (&(DDD 27



Status of Natural Products
Suspected/Interacting Case Report
As of May 2004,
- Herbal related — 41439 (Total 3.6 millions)
As of December 2010,
- Only Herbal - 12679
- both Herbal and Non-Herbal - 21951

@AiGurg CwGev OaTeien FnBMle STIEWILD QIETE|HITEUSH 2 _6WIGNID 6160 HHIDH
Cameen (WRHBHT? Aell BT FHBHTH6T Fnpluleien WHSHHIO HewISTEOILL] FTIHSH L6V
SIPW GSMIILBEMET  SLDEU(HLOTNY]  SHTEMTEULD.

BLD SLOD LOHSBHISHMID “EUmIBLD O\BL L T6D LIRS eTarLie CUTaB CFmBeBTL JHemern
uTFSHHBHCBID. BB Ffluwms WwEHbHmear SBSFW  (WpemmLiLy OCFUIZH  (LPIQSHSHTLOED
o LGWTSILBSHBHID HIGLVHI HUBTET (LeOBUTD DIHMeT LWLGILIGSHHID DHHBHIT “OHmgul
BloeuTet LauTet eTaTLeT GUTEs 61(HSHHIHHTL (BHEMENMUD  [FLOGHI HITELH6IED HTEUT6OMLD.

a1ediBou Lo (P&IGaITIHMTHIW GLIBHMWLEGHW FHHT GLIHLLESET L0 HienBaH6TeID
fmpal alemmdwgd Cumen WHHHIUSHIMBUIID ABLILBBI efleTHRISU|ETENTTHET. SIGUTH6I
wmbhHer e o eten alfleurer LfbaiewiTHe0, SieuBBTe0 gBUGBLD LIGVTISH6T, 2 6wl MEGLD
USHaleneTaHeT  LBBID UWSUGSSHID  Fllwmer  (pedBsHemen LBy Bl — IBhHH
alenmmSwengHCul  61(}&HSH WIDLSIBSI.

BLOGI BIBSHETNID @eMevF&ieU&E6Ted W(hbHenearll LB SFpibGurg Sieumlermed
GelILGSHHID Crruisemenud Geieierer CHTUISEHDHE @b W(HHSH GUPBIGLILIL UTHTH
STSTLINSHUILD, LPIILIWLIETLBHSHSH M0 SIUBBTe0 gBUBLD LSS alenenedmenuid, (Lpedm SHeupd
UWSTUGSSID CuUTEH 2 WILTGL bHehFHGSBIGMIMIGBMET UBBIUD, DISH6T [HEhdidHSHeiTenLD
uBpluyb, Gueuld Hehewd WPBILILSBEG 2 Fflul WIBBI WHHSHI! (LPEOBHENENULD 2 6T6NHIEND
OBeLIBHENOIET 61(HGHH BLD (LT MEUSHS (HHBBTTHET.

Gogoib  HIDBHHSH ML  LIWGTLGSHHIUSBE (W6l HISHT  LD60TRISM6T  [HEHaLD,
SIHaT  alfwdsaimwemn DHFfEEaD, LUbHE  almenebamen gBUBSHBHILD DIENLOLILSHEmEIT
TBRBOD &HFH OFUIHN 6TeID DiHEOWTET (Wenpuilenerd DiBHBIeTeN FhHHulearsE
el GUGUTUWI(HSE BT SH6T. GG allauTdsHs SMyeumismensd CBTam(B FHDHT OLIHLOSSHET
LSBNN6Te|H6NT, [Hehdidell, HehFmel Hb@HLD (HenBE6N, Hehdid@GHMlGemimiseT GumapsaBamB
Ozefleurs  opauemiLBSHulmassBryset  (Documented Adverse Drug Reaction) — eren
SIBUIPIQSIBS!.

@A HHEH  (WerETeuSHHCGW  LoHHSHIBMmETILBBIWL  (LPILENOWITERT  Sifley]  LOBHILD
Ufleed @mbHbULNS  SHTEIeVTD. BT &Gewed, aiflud, eluTsd wBpIb CFulms,
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UWSTUBSSID Sieey, GHelILBGHHID CHTuIseT, WHHIHSIMD gBUBLD UHD  len6resHeit
(ADRs), wmba —o a6y QL alemer alenene (Food & Drug Interaction), o@bbg — LohbaS!
(Drug & Drug Interaction) @eLalwer alemenal, @@ GBI L  WOHHIHIL 6T CFrohanigul
mhaismeiiuppsluyd (Compatibility), Gsrsanl g wmbaismen' uBpslujd (Incompatibility)
o 6o LUPHGHILILL Snflalener o eoy(piub.QHIGLTe0 o wia)-2 e Sl almer alamerne]

(Food - Food Interaction) uBpiud 61 EHienTSH3 (S BTTH6IT.

4.1 sereriiiewfl / wmESemed alememuym CsBsHem
[hSHHINDS  HewIBTeILIL 61aIBTC60  LOHHSHIBETT LTHBIOTET  alleneneydel LOBMID

Usbs  allen6NeyHell 6IILG ST (PHETMOWITS SHSLLBaISH. DiFHewerl uBp bl FHHd
WHSBHIID FTJhd Breodsellsd oumuibd Curgd HHFam ghdHer HUD meudhHlw FbSHTLoemT
oTeemILD BIT6060 LO(HHSHIHENTED GJBLIL Hanlgul LISH66061T6)H6T 60 (GH3l(EH60IMISeN6I LD(HbHS) 60TT60
alemenum  CasBa6  elaiienid UTL660 alafldbdlulemenen. g0l Gilans Selalanernenel
“seftenIlend” il @b Hell CrTwTEGeu “HemigmFTOLID slTamID MeuHHul BFsFLD”
oI8IB  HI6VI6D  dmmlLl BeTengl. @& B HHPH WwhHSHIHuSSHen GCoearememul LnJFTHBHILD
AlFHLOTH SIMLDHHIGTENSH.  HATAT HTELHHED HEWIL PN L. @h CFTBOSTL (HHG HLOLDGTHENT
60 SLeWIBBEHHSG (WS Fmpil alendsld DISBG DIeUTHeT CBTHHSHI6N6T  SHerTernLileund
aeiemIlD Hewevll] allwlienLiwleN&SmaI.
Lo(HHSHerTe0 allenenum G B a6l

CauisHBeh AdiBHE Cuisd 6556

OTIHHE WHHEE WEHCL O 16

Wewdg il worss w6

enodg Lomewer CaumdslL CFuigBHLD

- dFFar gHHen HUD meubHul bSO
2 Lo alwysbdHew, 2 L6 FedjhaHbw, 2 Lev SBaEHHHBWL, DFsH Ged®HLb,

® SFIDHFHD 2 WILMGD, 2 mf HHLTBID, 2 6osHHh Gurer ghidl CFUIHBLD.
&6ITeMLILT v

OameiTEnld LHHOSTENSID FBID HeVISTHH

HeitenLlenllGaiml Hewiglget CHelT 2 a6

OBHSTHOHEEB DHSHIUSS 0TI

BH(HHBHMSHHIS FnpeaT] Hewi(H

- (BEUTEIFTLOUWILD 6ITEID eeudhHul BFHyLb)
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BT ST Sdmlgl  OBHSI @led, SIbP GBHSTOGH GBI, G6eWILOTHESILI
Ueay gL 915 Caup gCaaid Crrenwl gBLbBHH T, Dibd Chrenul “seeniileni” o6y
Fgmpleuy. SleleuTm Hemenileni @ LW(HHSHemed CHTRIBIOTETED DiGHl LOHHBHTHTH  6T6ABI

SHEUTEIFTOUID 6TeTenIlD emeuGHH W CFHJID FnmIB MBS
Baferl HTVHHED 2 (HUTHSILLL  LTHHWTRN  alenenalBaTer  GCamedashEd FHdH
LO(HHBHIUSHSH6L LIev Le0i(hdbE (PeiteniGy Heientilentl e1aip Genenruimeds GFTed SnmLiLIL (heiTeng)

FBLILTOIHTSLD.

4.2 855 WmHESGN CEMiMMSLILITHGELD HSSINSE S6uTSTeilLLD:

fHH HHHIUHHE0  O(HHSHIHENTED 6IBLLSIIQUI  allenenedemen  Heoll  GHTuITs
o6& B BT, 6T6lUTH 6T6TBTeL &I eTarily GBI UB® Famid CUTH DIHET EUMBDH6IT6ED
WHHEH CousaJd 61IB eUmBENU!  FnpslujeiTened. LOHHH 2 L &osmerepd Curg gmBuL&
gl UTSHSLOMET  aleneneumerdl &Ioms  GeuefiulLTed Sig hHHH CoussJd. DiHenest
Q(HeuenaWITe &HICHTWNSG euenadLILIBS S UeTener]. g GumeoBeu LOMHHHL B EHLO6U60 LO(HHSHTEV
IBULSIQUI  EHOID ILEISUjeTengl. @eneu LB Sleveord  LevCeum  Gpmuiseied
SIFHE (B UHluled @TFUTL T LO(HHSHIHEMTID, 6119, euTend, Cumey cpedlems C&FihHd
LO(HHSBIHEMTEID © L TGW GBIl e1aiml gnplujeienenry. Qeumnilen e1(HSHHISHHTL (Hb6T g evteu,
aMha!, CumeauUID L&D

fH WwHSHHUSHE DI LTRSS CuTesdhdHed GSuiod, BHWLSHBEG DIBSHILIQUIS
Bmlug Fab Ohs SFashHomer LuIBF QFuieuser cwpeod  GBTUITTION  HBHDHD
Buwisuid, aubSHCHTenwWT CuTdhs (YU, Demausmend SLhH aumpalea o Fgwmer aiGEU®D
Sl W uigid. @iy Gumeno autuihgd CumssHHlermed gnl. GBTul gBUBLD 6T6aIBTe0 gl
Wwor? oiHemer @UCUTIDSHITEN SLUIITENTH6T HMILBIHEH FnBalle0ene0WlT, HLOF &I EH6N
Curashma WL B uBsl alenssTosd CurssHms (persHeusiGuim, CoIb SHeunslGuwr GFuiub
Gurgl SIHeImed gBUGBL LTHFLONET  allenenasamenud CrTuisemen LBMIS SnpIoll &ale0
alenddlueieneny. Seumpslel IHHHISSHTLLTS G60Tow, 6IHeUTUI (PenenGHTUl, BIFS(HHS),
GeusitemenCGmmul, GeupdiGmmul Gureiy Gpmuiseler eumbd auplwmes CuTsupd o eiTengl.

Guomgapiw Crruisefled GUBLDLITeLTETeNA! GleueIGaum HTTEUITRISETTED 6UJHInlgUIENE.
Speed CuTasHHevld Bemer (LD 6TeTB HewwTGerTl L SHHe0 Bell CHruissemidhdHene0 HITLD
G Qsmeiten Gouewi(hd, GHTUI SHewIBTNLILISHSHIMBUIED 2 _6iTenaufsel CUITESHST6O 6uU(HLD

Grmuitiuppsiw NPy et @mUuGsT® elifiliemTey gBUBSHSH Gouewi(BLD.
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4.3 ungsioner alenere| aUFTON SHGES H55 LOHSSIOLD aelLNSSID (PDenLOSET

53 WHHHIUHH60 FHHHTH6N HHH CFuleus (WHeO L(HbHemer CoTwimenefL b
CaEmThaah ey U  alsomer  alFlpempEsamen  HMLLLNQSHSHIETNTIH6T. Db
A& (enpEemen SHeNOWITHL L6 LUBBIWLST60 O[HHHIHENT60 GBLBLD LITHBLOTE 6llenerTeHslt
JMLLTEUCRIGNID SHTHBIGTENTIHET. DIeneUH6T WTOHeN6T HHEH CUITHL H6T alenemubd (o)
HOLEHGWD  Hlevd, Hmevld, SeuBeny CFafla@d Umeld, BCFsfled@d (Lpewm, LTHISTHEGLID
wpemB, USLIUBHSHID (LpedB, IS Fishd OQFUILID (LPedBH6T, Lev alHomer hhae OFul
(LPEDBHET,  LO[HHBHIHMET  LITHIBTHGLD (LPOBHET  DIH6 D66  (LLemBE6IT,  LOHHSHIH6I 6
SIDILITETRIG6N, OBBID LO(HHHIBETNET DleNey, LTHHBLOT6T aledena|Hel GHBHDH alendsmiser,
BEhFHENT, [Hiehdidh@GHBERIB6NT, DIFHET (PBA|H6T, GHNILILGBHHID audl(penpaeT CUTEIBaBENB
SYTUIHS  SDleuBpslest GBS  (LPMBUITS  UGHBIGTONNT.  DlauBNIT  al6moHHHmBUILD

6IBSHHIS BT (HBHMGTUILD  STEITEVTLD.

[ um il 2 SBTEI  BIT 60l &6l ]

6a1H05BHEID
(]

ICE]
QFUILPEHBEHET

Ceafls@n (penm:

&G Oeumastwbd Gssflaégh Gurgd WBBTHEBEG (WeareCy aBHH  DfHal,
BOLUUTESHmS HedHalled Geuewi(bld 6Bl FnmliLL (heiTenHTe0 OFQuUiest  6ueTT SHeiTenLo
WhhHISeer alfluibHms LTBBEHIBL aaiLHmen DBHH DHSCHBBTT GuTed LOMHHSHIL
QuTpLBemen BFifl&gl6iTerTent.
ympeny A pm CQuenjenidl HearsHled e Coaflods CouemiBo. BB Harshdled o@D o (i
UHT 4ETH 616eml FamlLLl BeenSHTed STeuHemd Ll CUT(HHSH W(hHbHISeNer aifluib wrpid

GTETLIGID OleuerlILIenL .
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SWLIUBULD QFUIMSBE “IDHS HevHHe0 2 i@ FHHT cpsv Benev F FTBenMm
Caremi® U @ CouswiBld 61aIm FnmULL (HeTenSHmed Hlevd &b L6V  cLpedlendHerie0
ueLGouml  LOTBIHEVHET  UIHEBLD  adiLHmen  SHAH  GFweoLl B CasfldHgleiene].
WmbHISeMer (WHBLIgwITer WwhHbAH Caafldseled @mbGH HHHTH6T LTSHBLOMEHT aleneTe]
augmHeuTml e1&FFfldemaBun®G BmbaleTenear], cpellensl GUTHL HmeNGWT Sls0evd SHTHIFaIL
CurpLasmenCur @m GBIUUILLES &Teudsl LHFHed Caaflb@ld GuTwsH Sibd Cummerie
alflwb HAIBTS BHEBGLD 6lelemd UL QUi B CaTHSHSHIeTeNTTH6NT.

LHHESL QuTHLsmsT C5TEOSESEL (Pemm:

cPImB-HBHHBTUND Liveuend 2 6WI(h. DIFHL @QaIOUTH euemdU|D  FBUUTE  @(h
fov Cpmuisenen CUTHGW 61y GBILLILLILL (BeTengl. SIFHed HID CFUILD OHHSHIBHEHDHE
gmpeuTy  FApliumer  FhGHHmen  CHIHOHBHSHI WHHH CFugd  Gumgkl  UTHSLOTET
alenene semen HalJobsabd (LU, afflwshdHener DIFHSFoHHaD (LPIQULD.

FSTH — @b, HeuenilseT CuTaBeuBled GBMBLD 6Ty GMILLILLIUL BeiTeneumenm
ABlLBpEHTE SHHHe0 OFTemwih  SuBems bohd FBhHeHauBens WHbHEH CFUiSBESLD,
I HEVRNTH SlenlouBBSGHD CHiIH0O\%HBSH D666

EBBHIL  QuTBLsmen CFaflisall e, DIHSET UMBHEM6N HEWIL M6UFH6T  (LP6VLD,
gflwmenr QUL semen Fflwimer GHTUISEHEHEG LWSILIGSHS OLHLUWLGT DIEHL[HHEIT. ESH60TT6e0

LO(HIHSHIBEMEIT  (LPILYEMLOWITET LILGHS6T QUBLILL G  UTHsmer almere] HalTaaliLBaeser.

SES(POD:

eLpeVlen U ilev:

GHGHBG LB BehF/ SBIITUIHESG P Hehd eaipl GBI (BHeTensmed, &iHd OCFUIHe0
GILG QUTHLBemeT HPaHeo  CuUTEB LB FiGHFLD 0L (BLOGVEOTHI  HISHEVIGTEN  LILIGDIGT6N
LTSRS  61(BSHHIH0STENI(H  LIWSBBaIBeNB  De0evdHl  [behd HTMD  UTUIHHeIHBeNB
H&EL6ITENT6MT.

SHT1H QuTpL serfle0:

OrsHme GHFH CFUILTDed CBFTHHBHAUHDHE ‘UEHFIOT UTHBD alenemubd’. eIy
FoaIsen @MU BelTeniedn]. SIHTeudkl @b WHHSH s Copemeuwimer GLITHL H6rf6e0
o 6N WeUaIHHTL 2 UulhEGs LSS TaLMS 2 MITHBHID alHTs BbHSH aUTHELSHMmSD
FPIW6TeNERNT. EH6T (LeOlD FSHHUNT (LPHBUISHBHIOHMS FnMIUI6TEN6T. LITHBLOTE 6lenera]
QUIMO6D HBHLUILIGED (SHSWILDTET LIKIG aUSIILme SiHF (enBLTEGLD. B&! ohbEH &JHE 6N 61
SIV6VGI  (HHAHIBETET  [Hehdidmen [bHoh@GHeaUd 0L (BLOGVEVTIOE0  LO(hHbHleT — affluighenguld
oPsieADs.
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HES OElipenmseT:

L& &inn-GsTE0sHEED (Wevn

WHbhS CFUID UTHHTHMS CUTBISS (HbHHSeT6T aifluid, SHeitemd GuTaBamel
LOTB&HIn(BLD. BHMM60 L([HHSHIHeMeT alfluid 9IFHFHH60MD, FHMBUIEOTLD (D) H6hdiHHIENLD
JMLIL6VMLD, SLENSHWITEL HTeil Fl6v HbHIH6eMen CFuipensaseisd GBIULILL Feoumsagmisereo
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CaTBHSH3HITCeaewmIBHLD.

(6) BB SiBHBBOMTEID affSHer alljd Swd. (GFunyst - 7 )

WIkEEE Gigemo

Bz olmyaurs Hid SoIwUTd. O DHs Slenalsd o L IbLIBGHeT OFesTed
bEhFdH HAMOMUIS ST (HD. Slened - LIGV6SBISEHLD, BTAID, eUTUD, 2 HAHUD, SHTenL ulledr
® I LUSSIPD LEmTeNIT@GLID. auTUl HBHS (WPQWITSHI. BITON6D BT &JoH@GD. DIHHM6D 6(HEUMESUITET
BIBBHBHIL T HTEFWD. DdHWD  elpmiswuTgl. Guwsld (PeHFHe0  CeuTdE[mHayL,
L(HRY(LPEWTLTGLD  LomTLiled LIhSBHL 19 2 Wil M&ll  Lewienm@d. @G0 aled 2 6wl TG,
alewy aimGLD, o ewiewime@ UeoL®B. Guduied @IHHD eumD SLEWl  GHPGHETRISET LT

BEhFdH GNBE6ILOTGLD.
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pilay;
(1) SHNFFFTY DleL6evH FBMTLOEISHE GCHUIT DIELVGHI LITHED EEN6OFFTHI SLdULIMEIDH6IT 60
QaimBdh 0aThdHs Geuemrgul (WewmLLY 3 SI06VH 5 HTT DI06VH bHehd  H(HLDEID]
Q&THHBCeuemT(HLD.
2) slefl Caumiul emLenwl QeupbBT I LedIHH @ Coumends@GF SHeRIenL SHTUI I6N6]
il STemevuievid OTemeVUTVIOTS Hehd H(HD euedIsh CETHHH Uy Ceusmr(BLD.
(3) PlevlILemRISIPEIG, eusvevTeny Geul, OuTeaTeIMRISTa0N Goul, SHewwT(HLTMIL.
OHBTEIS FTHGHBMULD aUmEHHG 10 Hmd aBHHF FmdHH DiFe0 650 W.60L. BT
Al (p e (HHOBTEBTHS GHT QFUIH STeneoUlID WTMEUINIOTES BT6H(B D06V
weip ey CBThHSINT LISHE aipl Hemiub.
gre Eehélen GNEGTmSEED Sunier oHSginipL
aUTuled OIFFTHMBLIGUTEL LewT 2 6WILMGLD, LBFhHHIH6eMe0 FBIsL (BHLD, 6umuied

BILOLHEGLD, Lemigeoeneol! Gumed eumul @GWUD, eurul, OFHTemienl. Semeu GeoubHeimIGLD,
aumul BTMID, ud WHSUIUBD, GL6D, UIBl EeDeUH6T LeHenT@Gh. UbHHH60 DIQHDIg
aelsHaIs QaTamiCL  @meb@b. eauuippsler e uledil uledLwns Gmed UL (HLD,
BTeVpHeMed GCeuglibaemih by SFUD, aldseo, BIOLUL, @rsHallud), Gurs OsLe,
® L 60 GoueEndHHe0, HTH CFalBULED, Hew LTTemel @IpHHe0, FImi@, Lew, GFFbuemL LIGLTed
® LIbed LML 2 6WILTH6D, HBHMIB0 Bl GHBlGHeNImIE6T 2 6wl mG. GCed L1ggHer
Gumentp eumuIl LISBHILD gBLBLD.
W(hSHHID: BauBBIBETE W(HSHIHIID OeusTeneT (PBFHIEG DEWOFFTHI DIGLVH! LOSHILITHED
BmeuFaTm @60 goTeudl easler gmmens 80 Wel SHTemeUUNID LOTENELUTEIOTES  eL6TH]
BTeT OBThHs Geucwi(Bd. SieyflGauTliLl enLemwl CeupbBT el B DIDTHFH FeRIenL SHSHTUIeT6]

STmELULIEID  LOTEmELUIEIOTS  cLP&iTml BTelT COdThHs Couewi(BLb.

glend GauliuemL & GQHT,

&HBeusd OaTlILMN&HGIQbT,

gemJSHamUL CuTaiBeauBenB Hehd bHRIGLD euemy CaThHHe Ceuewi(BL.

@15 Behameo euuiBmleuedujLer FHUpD GHmHBHujors Cur@ SELILEE SUll] Gleusdeod
BEhOF HHF BT HHD. BIF HEHFT6L 6UTUI FHEN6D HEIS 6I(HhdHGHd OCamiuels GHQhT

LILLIGTT  SH(HLD.
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SO - FEhéle GNGTMmsEsD SHeunier b Siniu:

SBUTD  adiemId  QuTmeT  @eflly UewILMmISeT  LoBpId  FHH  [HHSHISH6N60
CapobaliubIBam. BFH SleTaydsd ehFuSTe0  gBUBL  GBIGNImIGET  WTOZHeTein
awlCrfeuBsm® o eTepmiiusend GaudssTiemLujb. @rHd CudHud  IhHHHMSULD
® GWILMGLD. HML HEWISHGD, 2 L 60 HeMJFAWnL WD, CHTewenL (LPG&H60 6I(HEUTL] U6 &
alarer SBULLST dnlgul 6fFF o eWILMGD. SBLT 6UTFNILL 60T LD  DIFHSBLOTGLD.
SIIBBEL, LJLLEIL 6T BT DL HEIHSBID, HIYHIQSHHID, LLULSHHID BLSGSGLD, elulfenel

SIFHBfHG0. QFleyemiLTGD, SiPfle] Heupsl, WWGHHLD, (WPTFMF 61T 2 _6WIL MGLD.

LD(HSSHIGULD:

e FFILIFFTBHBL 35 & STUFSHSSLIQMW  mIHH USFGCLTTeL HMTHHIH
CamThss CouemiB. Belalmd QFUIL Hehdler Geuspd Hewflujb.

Q&Y FErdler GmEGamsEpn Haunmler L(hHS SieuLpLd:

B BT ged OFblemed OCauish uTsHHTmEmen LGB o LGWTHHHBHTHLD,
CFwemed CFuI%H HHI MU LWETLHHHIFHCBTD BHeImed gBUBL HEhFTand s
Camouigl. SuBBlear  GBGEMRISET LAID  HHVML H60, DIFHd E(HO6D 2 6WILMEHH60,
ald®60, Nfle WSS, eUTUI [HIHBEL, OHTEWIHL © 6Np6D, LML  6TflHeo, LISHMmmeD,
SIFHsILF Bemeu 2 ewiL1d Flov Cousvensefled o ull BHRHIGLD.

LOHHSBIID: BeuBiBaTer (Lpnsle] Tl FMFLIILIY QTFHMBUID SFHendUD CFsHam o L Osmeiern
Gouemi(BlD. BFHEI &HdHEGMMIBN6T HHd, DFHSLILFemwl Curhs GpUl, GCeuasroswiul, SIILILD,
SmL  FJHHMT, UF, oeusd, Oumfl, uwml, upamBHeT Gureiy o ewiasemen OCET(HHD
Gouewt(BLd.

40 1868 OBeLIFFTH Slevevd Leldhsd GmT Sebevd eTflFmall ULFFTH  SeuBenn

&Gl9Hs Geuewr(HLD.

SLysD Hepdlenn GMGaTmSEED Seuniler LO(HS Slsu(LoLD

MDSHHT 6IHIID SIS BFH6T LIOIIIBSTS CLHLLITEITET DIDGHFFTHE0LI
QUL BerMed CaFTHaILGHMBSH. BH6T 2 WIIhHd LHHHIe GHHTe0 LisvGeuml LBL QFhSHTILD
Qe LWSTLGEBS. BenHL L (WenBEHTHa D OFuia]. Gauiwens Heumral S,
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0&b& HeiTend LIdb@GLD. Guesild LUBLSHMSHWID, OFHBHMTEISmeTULLD, CouplFrs@aenL e CFJHa
OTHHMIHNMBF CFuix o LGWTaliugl apsHsd. Seelsd o LGwraliugsd QFuILTsHD
maLUTHD COFaieuBar WwWYHHHTE BHEd CeouewiB. Fig FHUlaid OBHHL 6w MGLD.
SIBCBBHHEVBMET LO(HHHLLT6L 2 6WILTHB GHBBRISEDHDHESG QUUTGD 616113 FnBieu].
SIUITHHMmS S&HH OFLIWMDD LweT UBSHHaMmBsom, (WpIpemwwnd &Fishd Gauiull
ULTS SILITsGLT @ I QsTeniLmed Dig OB LHHSHTEL gBLBLD GBlE e misamen alenenaldsLb.
aWIBBIL  QUITHLOEID, EMTFFILPIILTGHD. ObehdFled Camfisb@Hehdlar FlHHmHLl
Gumeub, Heitey UTHHWSHHET FliHHmBH GCuTeID, @eld@EHD. Semenii Gnmuwimeienuil
Gumed GO © _GWILMGLD. FemeedWld  SHILL6D, FeuTFld, HeLLUL (B wrjled @mels
FRBLHNS DIDILINSHEHF Czuiyd. Guwed o 1lF CmasHmsd 2o i TeEHF FTeme

2 60T M&GLD.

LD(HSBHIGULD:

“ons Crrwasm Wit HbHBGurean &HCx” CaIBHTL HIITS HehHBE
GHmaL LWLBHSHH Geuewi(Bd etarrm GMILLILLILGSBSI.

SMHFHL. HIPBIG, FdbG GOreuienLub 35 & abdHaH BdHdl amLsHG 20 UG B
Al (b GUYPBITEHS HTemev, TEM6L SIILITE Hehd BRIGWL B CBETGHS Ceuemi(BLD.

Ceoupplenevd aTml, BehdFFamm SremiewLujd CxiHa 40 (wWwHev 80 10.60. ey

BHTEM6V, LOTENEOWITE GBThHHD Gauemi(BLb.
URIGLD FEhlen (GMGETRISEED SeunHler LO(HS Siou(LHLD

QUMRIBLD OFL LT6L LMIGLD 6163 LILGIOTL  6URIS&HMmS Hel(LpemBUled Fidhd) OFUIZ HTedr
WHHSTES LWSILGSHSH CouewiBld BeveneoBuisd Sig Hhnd aleenals@GD 6IeTLIGHIGUTLD.
AMIBHHTEL GBLLL BEhd GBIGETRIGET: LIed FBl SBIHH60 (Sf) HeV eUJeT LOTEH6e0, euuiBml

GrTu1,GamiyLD a6, LDVLHSHD,  LILIFID,mBHT60 HMTFS, LUMflg aumu], SHTOTEn60, EenerLiL],

FemeT 2 _6WIL THID. CoHdHHe Gwed @ ik OFTN 26w THEVILOTLD.

44 A5 DHSSR DY SITIEA Hemeow



LD(HSSHI6ULD

1. smIly yeveurmehd Bemevenw! @& I LPhe Friens,Colemend@d SHTeUTIOTS SIS,
&Temev LTenew  @genih Gouemen BHehd LOTHILD UMISHGL GH9dHd Geuewmi(BHLb.

2. smEGaTY MiFshmaF Famwshdl FTINL Geuemi(BLd.

3. s1@B yeiwyenent Gou HeLFLD SHeWIGOL UGG [HEhd BHREIGLD 6Ud] OHmeiTern
Gouemt(HLD.
O] WG BEhd WHHHIN HMBUIeL 2 6Ten Flev (PSHESUWILDTET LO(HbHIHmeT Lol BEW
alendd gnpluerGenmid. BFHewent LB (WpeWITS CHMHHIOBTETEN Hehd (LPNSle] LOIHHSBHIAILD

GTETEID HIT6V6D LIMTeh&BLD.

47 858 W(HSGIU Frevsemey @b QubmeTer LTgsiomer alemerayd Biger
OGS SO

SIBHHHUT MASHHIUI QIEVVT )

SIBHHWT MEUSHBHUI 616060TH HITEVI6L CLPEITMI LO(HHSHIBMENS FnpId GUTHI  LO(HHHISH6N 6T
UTSHBLTeT alenenalener alensbd SeuBMleT HHBHIHMETULD alemddueTenen]. OiGHemer &HGLD
STeurGLITLD.

1. g6 6Ie06UTS & JewiLD:

HTEN60  LOTEm6V  LO(HhGH 2 ewiamid Gurg Gumens DIFHHLOTEH  DUISHLD  UbHSHTED
CeumIBTWID,eTeUOFFLILIDD BB FTENT HVbHH HHD DI6N6] OBTHHS LOUWISHSD (HLD.
DIYHEFY UISHLD auHTUlsd Temsoullsd L (Bl STBHPEHS CBTHHBALD

2. O®Blg FJawid Ge6Nens:

BsGealmamu o auiamild HTeLHH alwfemel HE DFHHOTH 2 WILTGD. DeNHd
H0iB  DlehFCaucmtiguigh &eLemev. eUUIDBIMETADH HWILT6L Siielujld CeUmISTUISmSHULD
SleTevled GBI o 6iTEhHGHDH OBTHEHSH6EUTID.

3. S(HRIGBINUF GyJ6u0ILD

BUDIOHHSHITEDBIBTEY  SBHLLLET Fnlpul BTHHCUSLH  HewiLmed HulmLear GFJsHal
CameiTensd SH(HLD

GoeorumLid 2 & 3 uteld HTHIF Gl

STHIF aUGLL 6IaieId GeILUTLLD USHSHH60 B 1bOILBmIeTEn  OhHbHHIS6IT
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SlauBpslent CaLme0 allewenuld Gp&ewimisamenud (ppsleysenenujd HC smewwt@umLD.
1. Gzemfl uTLTewT WTHHMT (DIGV6VHI) FJeu &I Gelend:
Caemiium aumbHujL el 155 BBeL SlhewwjLer en@ b G9Hs SH(HLD.
- 9IBHHWT uflygewrd - 400
ObF HHMS DHHHIDOUTH DIGITFHID eleTanlld Fieneuulerenld BLLLT6D LOleTEHd
GBI WGBbDTS b GCeuemiBLD.
FIouars Gellendmwl oLml THHmIshEd Ged CBHTHHS Fnl THI.
HHB DIBHHIBID HTe0HH0 L SSTHHSHIBES BHeOGauTliulenL  Wen@ Fpidemy
BaBpTed (FUIsH GYHMT DIHHSH Uy Ceuswi(BL.
SLewimen  OICITWIMISET euUbSHIL L TeYID
SILLGsT LSHHWMIBET HeumlL L Tevid
alewimen LOeTHHeN6TSH SIUITLPLD  LI6woT6ml
afflwioruis et 0eTheHS LeEmpbuT@y
- QIBHHWF uflygewrd — 400
2. ST6Nd LMBLILD
Gursy iy SHJl® Uy FHTeNs LUBUSHET DLUSHWLSHT0 b, HM6L Ligli, LI6D
SlmFe], CuTeBenar gBUGBLD. BFHBEG OFTDL LTHD Fpeold W(HHSTH CBHTHHSILGIMBSI.
STeNS UBLLD SDIHHSHID STuHHed USHW enp gBULSILTH. g  GhFlLLTe0
(HSHIUTTID CHTmW IS (PIQUITS.
B THATTOTHID 6THIDID MAHIHUI FTJ  FhIGJHID
S0 THATOTHD 6IaIlD meUSHUI FTJ FRSTHD 6leienid BHIT660 LO(HHSI
wllealBg 61e8B @h UGHFH CaThHoHSUILL (HeTengl. BFH60 LOHHSHISENT60 ML L LITSHEBLOTET
alemeneysemenll Gumdhs LOHbIHIBM6NDH CETHHIIeTENIT. @O L6 [HITeLUH6ND E606UTSH
FBLuTGLD.
WHHS (PBle] UL 60LD:

1. oeyfl Gouy, Lyl Gemev, WenG DeuBens FmdHsHam Swmpb CFuigh Sm Ceumend
CamTheHs WHHSHET aipl SHewiluLd.

2. o3 Gauj uevd 5 en@ @pewienL Wb CaiHa Brewih LY B el (B SHTed UQuITd
STWIFS BB MeuSHSH IS 19D OTHIEND L, DIHIDSHITD, FneddS B LB 6(H
auITE0eemL. HemTHH, OB mLLILITSES6Me] 66l Cleuewrblewiul &eobal CLP6ImI HI6iT
CaEThEEF CFHHMILD, LBLLD, S(HLO6D, 2 ademild S(HLD.

3. gaip sl Fors GHBImE Gl Ldsflow Ualssh Cumfled smysHsk 3 HreT
Carhds CouamiBLD.

4. UBSPEBETL FTHI, TOIOFFDLPFSFTH, Spelel LT SouBmB @TETEUTLI  HeVHSI
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10.

SIFe0 Fall BHevhdHl cpeiml HT6T CBTHHD, Lew OFbHHMIRIS6eTET aiBml Hemwiulb.
wmhHseilernmed sremid Gug) auuiIBpISEBLIL, ToHHHEBLIL BHRS (WHHIMSUTTHE 2
ueod, Speumeny GeulilenL 1 wevd, F(HeTaT 1 uLeld, QeuBenms FmeHHaH SWTPLD
CQauigl oIbd FHFH 5 HTeT o ewient Geuemi(BLD.

LTegTENSSBES Wiley WEGHe Weng DmIss ckhmw  Geuamibamiuied 1dhH5a
o aendG OBTHHD GCouewi(Bd, 6I(HwLSH Hulfled FHHANHMBHH HMIHH 2 L 1bLl60
g eiml SHewofluLb.

GamOsT 6w  HHBH  WHedE@& LeUFFUL ML  JFD evevdl Leflulemsv F&b
DIVVH!  HELOIVEITOIEITU  LIpDLeTenUIs HMIHH 2 6TeHHG 0aThds Ceuemi(BLb.
CeuellgBGuinsions HTSWBEHSTEOWULD, Lafulensvemwiujd  g@IBledywmul  SienysHdl
o LIbed yas SiHet aiml FHewflub.

alfHIHBGWL JFiILBLSHBGSL wWPley WwmHH 12 Csmpl (wlenL OleusiTenend &(Heme
SHeWIeWIfl60 HVHDH DI9HBIY CBTHHHIHOBTIY(HHS  OHHI ST oIl FHevolluLb.
Sflas wpmpler FTIML FPeuhHBSD FHeL HehdieuarOplbHeMe el DIl MIGLD.
ObETEVed  BEheDF 2 _6WILTHS CLP6Vl D& & EM6IT

FnlgUul UlQuwell(h  SDIBHBHT6

wiley GUIHL ST  al60&HE U6ITENTIT.

oG SO 2 een S L 6uenewIuiled

CaTHSHBLILIL (HelTeNG.
E(E560F 2 eWILT&G cpedlens Eeyms (pilsEn epalams

Bl Fmideny
dlouend OleueTGeueod LI emL
Hoier Speumeny Goufy

QRG] ST ST

2aMIDGFHLD STLOGN] &I LOMIG)
Sl6vrf] BHHBMUI
6119 BTUBOST(OHS
Sl et S GTOBU

61(HEH B M6V GT6IT@IHLD &b EMITULD

G 6w (BLD6uf QuTflgg Ceumismyid

OuBpilenev, HELGIEVENTTGIENTU

GamismuiliLme

&EhaT

FHeTell JFD / eTeOFFID LPTFID

61(H&SLD LIT6D

opedlerr Guomy, &SmGaulul el Slwmpld

G6U0TG0TTLDL | N@EDI
CuuINLiT&G) (PSHSHSHEMG
Qpu1/Gghest QeubHHHH]]
&l6v6ulD  LIT6D OBT DL SHEIHMS JFID
S6TeIMLILIT6D QUTEMLOLILIL DL J&LD
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LUSTTSHS (G6mralerssaLd
UTSTHS Gemibalensdsd eleiaid BIedled OBThSSLILLL Behd (WNey LOHHSHIEULD

gniibd uHeydel &G o 6ol I L aueneniulled OBTHSHBLILIL (BH6TeNG.

USTTHS Gemrallendsid

BEbSHIHHMD JBLUBSSHID Apeenss Bebs (PI6) DBHSHSIeULD

1. |meief QUTEDLPLILIL DL FFTHI, DLeUTENTFTHI

) - 5;5@aé?u_|rr%pm, LIDT&ID, GUTeRLOLILIL DL FFTHI
OoumisTuIFFTH
ordebsmul, 10eng, s, sHeiwm, Gamib-
sSwmpd, sHHfssTULT  BICFIHH CHTHES

3. |esnndens Gouewi(BLD SO HIPHIENS HMQUTe0 IO HSHI

CaTBHD GCeouamiBLD. LIHHH LTI 65T © L]
Bsirha CaThdsd GouewiBLd

. (Lp6TTeTThRIH  FTMIL 60T LIQSMILD. 6uTemLOll LI 6DLFTm,
4. |gmymuwib ) ] .
FIHID, HEWIT, QBTUILT Een6V-HLITLOLD

5. |=®eiiem SBBHBTUT SWITPLD

6. |FPouems Olue0Geueuld LI 6L & &SWITLpLD
7. |PHevemev (€23 oloTE 2521 i

8. | pIbLEha HToenyGeuy

9. |omGsmend SIS WITLOLD

10. |®1856umentd GuyydHemaéaWmpLd

11. |smeneurt Oeumpiiensv, L6

12. [Beng ugbuTey, Copmismul

13. |ommismul LIS, CHmismul

14. [Qeuevevid 6T(HemLDBLoy

48 o ewey - e cwre] @Lalmenr ealemerad L@ESFUWW (Food - Food
Interaction)

By [HTD 2 6me|HeeT  SHONHH 2 HaIIST0 GBUBLD  [HEehFiHmETUD
Sluppler 1wppsley WHHHIBMUID alendslueTCentd.Qal &g GuBulL e o el
CQurmpLamen GFJHz o auiemidBurgd  Fev  UTHFLOTET  aleD6TaH6T  GBLUL  euUTUILL]
o Wi DHwen 2 _ewial-2 e DL almer alemene) (Food - Food Interaction) eiedimr ani
SIMPSHHEVTD. HIFHe0 F6v 61(BGHHIH ST (HBHEM6N &SLDOUHLOTNH]  BHTEMTEVMLD.

QmuI-Casenr
Opul, Cxer Eemeu BNl UlD H DleTeuTd BFIHHIS BHYHBHTEL euuiBBIeIeIu|LD,
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aMphHWD o ewiTeuCaHTH 2 L BeSTHID BeflFgFaid, eumuiled B SHFTHHID © 6w MGLD.
WhSHIeUD: QeupBiBater puley sflenwt LIl Lemyshs o ewienr Gouamsi(BLD.
EevlevsarGlemrl — Gem

HeLGIELERBTOWILILD CFTBENBUILD H6EVHHI 2 WILIHTEL LOHSD, WSS, UThF, HLHFF6L,

eI(HeUTWI SIewL LI, euuwiBmIIGuUT(HLeD, GFFwm LD, OpBEhHHDBIHHED 6THILIT 2 6WIL TGLD.

LD(HSSHIGULD:
BFB& STYH®IH GI9hd bEhd HHEIGLD.

FiFlev QUTHeTH6N, RITICBTOLTeim Ca(Hd CuTgI, TflLITg SHeTEmLOHENTED, DieVeIdeN 6T

G6wID WTBILIL®H, HTeMMLAI6D HFFSHHAEMID 2 WL THGD. DIEN6UBEHET (LHSHSIUILOTETBENMS
OriGd FmIGeauTLd.

1. umeuievr, Weot, Leflidbeenael, Gameen, &b, ST GUUULIB, HeDTH6T SeneudErhelt
Q&TmBFCFT & FH60.
SUIBLT Campsan Di6060H THNFHMBS H6VHDHM.
SWIHL ST UTPLILDSMSHF CFiJ & He0.
ueinsl  mMAFHMBWID (WelTermd LISTHIOTIOFHmBUID H6eObHEH LF&HSHe60.
(WeTeMBISlenWIULD © @SS LBLmUWD G&isH5He60.

SR

et SHHHHTeuL 61, Hled, Wleng, CaHeir, Gleusvevld EeneudbEMhelT eTemBGWIT, HIGL6VGI
uevauBenBGWIT BF5HH60.

7. Cop@ib FHTomIaIHHID H6UbHFH LIGHIL HeNdH 2 6WwI6uT60.

8. GeuBpslensvenuiud eTeTGleTTeNWILD CFSHEH60.

9. O&THHI LFemeOU|L 6t eTeiTenend CFTHBI LITHEHOFUISH60.

10. Gpeir, GBI, O@mplL, erewiOemiul, B GSemeuseiled @TewiCLT, cPHICBT, S0V

SmaHHICT FIo lenaled C&FjsHH60.

11. premyenwil Uil Gpuiuied QU gaev.

12. 1fe01 QU 6TemIGlemIUl Dle06VHI OHUIMUI 2 6NTnIGH60.

13. 18651, (LpeTTeNMEIE), HIH6T LFHBHAIL ST LT6L SI(HHSH60.

14. B0 FHSBOYL 6T B SIBHH60.

15. gmgmupld FFesengud CFJdHaH60.
GG, BFsHSHHIML 6Bl TSIl Beiteng Al GlGHemmisseT Sualw euuip GLMBHLO6D,
Caflwmenio, eumbd GumeBeuBpSled EHHH EBLIL BleMeL eUMIUID JMLIL GVTLD
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49 moler wWEHESGW cwolms wWEHEGW CHTEH TOUUSTOH — aUHLD
Gemiig; G evTmiger
(P& GTTEImIE — Barbiturates

53  WHSIHATHNTL  iFHdenaled LWSILGSHSLILBL  WHHSHIH6N0  Q6iIml
D(PSSITHIDHIEG G Hemen barbiturates eresienild HaIRIOHHBHIL 65T 2 I QHTRILT6L DiFl, Db
LGHHSH alflshensd DHBLILBGSHS DUISHHSHETMOMIL 2 GILThEGLD.
él@é@r;n&&]grrh@ - Diazepam

Diazepam 61603 WO(HbHBH O BEHBIPEWILTHHUWTES OQFWeOLBD  O(HHSH. S&Hemen
S(WHSIT SHPRGLT 6dBGHGD BCurgh oiH CuTmsd HeTemomul DIHEFHESLD.
(G50 — Anti Lipidemic Drug

® L 60 DMENHHEL HTTNIOTHAD 616l Bloumyeniwndald &HdHae0 CHFJhd LOHHIHISHMmEN
LOHHSBITH6IT LILITLI(HSHSH HeTpenny. Ebd HHH CBTILILIEHEMEN HMBHEHLD FHETenLOU|DL UIFI.
Bsmer Haier WmHHHTSHW Anti— Lipidemic Drug semL e GFisha GarhaGn Gurg o L edsd
Bmbha DHd Seneurenr QBT GeueMCWBBLILILG Uev GNGemmibenen ST (HHBESI.
G&e0 - Warfarin

GBH60 L(HHemg Warfarin 616 LohbHSHIL 6T 61(hHHISHCSTERILT6L BT SHILD 2 HBUISInlgUl
Crroms oIPsfiSe USSR almeaismen gHUBSHSID.
(§5le0 — Propanalal

Propanalal Gureiis wmpbglenr Bio —Availability enwi @enméss gniguiGauiensw @60
CFuISBSI.
SiFlogrd - Prednisolone

SIHHTHMSH HANHCHT DIeLVH DFHWHTD CFIbHSH LOHHHIBMET DIFHH SlenalGsom
SI606VH! HEWIL BT HEHHCHT LWeTLUGSHHID Curgl Lev GBTUI GnlESHeNIMIGM6T 2 6L T&EGLD.
@zewer Prednisolone o Lt 6aiBHa Gameiend Gurg Prednisolone Lenmerdiom  ojemene
Hseab DIFBFHH, LUTHBLOTET alenenenal gBLBHHISH MBS
SiFlogiyd - Contraceptives

&HHSHHML  LHHIIL ST DHWHTHMS o L Oaterend Curgd BIHHH0srgiliL,
sTevaissld CuTaBaal gBUBH MBS
SiFogiyd - Thiazide/Loop Diuretic

Thiazide w@mid Loop Diuretic o | &1 QIF0HTHmE 2 1| OFHTRILTD B &HSHHH 60
QuTLTfwsHFHer iene] GHosha alBHBSHI.

Bzieued] BT  HHSHIBEHHGHWD, LPelleNd L(HHHIBEHHGL Sen. Guiwmer Drug
interaction emenr  LUMISHGHTD. @l  aflllged LWSTLUGSHHID oo  HSHHI G 6NI(LPEHL LI

QuUTBLBEHL&T Balear HHHIOID CFHaUHTEL GBUGBLD GG uhISMeNsS STeRICLITLD.
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L,60T(® - Warfarin / NSAID

BD 2 eualed SISMBILLD LWSTUGSHSHID CuTmefled Uewih (PHBWIDTEIH  BFH6
LHSHI GHMSHBETH, WWEHDB6T BFHwen OHTLJbHSH UWTLGSSHISOIBTT. G, 6mTenL
Warfarin woppio NSAID Gureiis  omphaisenler o 1| 0srerepbBurgd @rsHsld o enpuib
SO UTHSSUIUL (B OrHdHd e gBUL  eUTUILILEGTENS. SLDSWTED, 6HS  LO(HhHSH
® L OameuiLmauld  aillged  CFuiwddmigul  FpdFp  meushHUImISMmETUD  LHHSHI6UF 6
SBeorgemen GUBB LIBE, WwBd CFuIHe0 Gouewi(BD. Sl LOHGHHIUD WSQD DLLISHSHTEISHI.
&&(G - Analgesic

GHGLer Halar auell meurgeni (Analgesic) o mbaHismen 61BSHHIS CBTERILTED |60
CFWemeL Fid@E GHMBHIBSHI.
&&(g - Warfarin, Heparin

ad@Ler Warfarin, Heparin Gumeiip opbaisemen 61(hHHIECSTRILTD BFHHH5F 6]
gBUBSHSILD auTUIIenL! HIHBHHSBSI.
Wlem@ - Phenytoin, Propananlol & Theophylline

wWenmgL e Phenytoin, Propananlol & Theophylline Gueiis wmbaHisenet o 1 G&memiLmed
AI5HHH60 W(HhHIHeene| Geusors DFHFHH LTHE0OTE alenerne] gBLBS MBI

cpellend  LO(HbHBHIBMET Haiel LHhBIBEHL T CFToha o I Gamerenaustsd LeoCay
AlBHoTeT LITHBLOTET alleneneysel HSDEMH. SLmBUITeL L(HHHleuTer Ceoramer GLB®
LImBs WmbHIBmen 61(hSHHI0BT6Ten Couemi(BLD.

** Let us join hands with Pharmacovigilance to ensure Patient safety**
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5. wBBFHINE FHHOTBTWIIY DIMKEIEHAT

51 2 Ligeum Sewrameniihse) enLOWwLD:

® 60F SGBTHMI eOOWILDTENH 50 6U(HLMISEHHE GL6VTSH LO(HHSHIHEM6N  HEHIHTen! HHI,
LDBEHEMET  LO(HHSHIHENTeL  gBUBLD UTHEW0TE  alemenaled SbhEH LTHSTHSH aHBBSI.
(WPSHWIDTS  O[HHSHIH6ET  HewidsTamishHeo Lifley WasHamflaores OFwesdul (B  auhHIBSH.
LO(HHSHIHET HEWIBTEWLIL] TSI [Haie LO(HHHIH6NT, LOJL] FTTOHHSHIH6NT, SHBLIL LOHHBHIH6IT
wBpd  CuTel HHBHIHET 2 _GTEMILEIGD LOBEBID WHHHIEN 2 LISJEuhSeT SaiBenBub
BG HNBTONHSH DSHOM6L GBLGBL LTHFBLOTeT almenenal 2 udBEG  ehHHmTHHC6!
® (HOUTHSILLL @ MWD 2 LIF60T SHewidTenilil] MWD @S, BbdH 2 eudenTeaiul
MWSHH (PHBW  UBISNUUTENTTHEMTS  SHBWDUTHET WHHSH SUTHSHEGID BBIeIeThRISET,
SYTWIFS  BBIUSTRISET, FHTHTT DIMLOLILEB6T, DHHBHIAILDMENHENT, LD(HHHEBHIGBET  LOBBILD
SIMNHSH FHTHT] MAUITHEHD YAITTH6T. BFH HNHBHIAIDTE BUIKIBHIQU 2 60HETTaI U
ofalwed ITuIFS oBpId BGFemeu WD SLGD. LHHHBET 2 L QFHTeTeumHTe giLBLD
LWIGTSHENEMULD, 618 Taleneme|semenuild SLITUISH60 LOBHBID LDHHET DIeNETaI(HHEHID LITSHISLILITET
LHbHSHIBmeNT CETewih OFsvaud Salwer @6 GBbCsTemm@n. 1960 (1pgHev G wTHD 2019
auedy &My 20 Webedwed LSTIdemen LUHe| OFUIgeTendl. ObhdH HHEULDHET DIHTSHHILD
FrasenTs CaullbsliuBHBEH. 1963 @0 FBLHS 169105 2 v HHTHT Cureneuuie &b
UTSHBLOTET  alleneneydenTd,  OUTH  eHHEHdHEG OeuefulLliulL gl 1978 (pH60 HT6 D6l
SIMATHSBID 2 LIF60T edWGHHeT SHp OaTemiBeugiiul’ L . & 150 o _miin] BThHHM6nsH

CaTemiL HTSL. 1978 Bev HiBIeU! LILL STGLD.

® LIF60T SHeWISTEILIL] 6DOWLSHE0 LIIDLISHTE0S SLLLD (PHD DI6WIeNDE  HT6VLD
QU] LIFGUTET LITSHEBLOTET 6l6D6T6|dHei:

1978 -1.15.000.

1995 - 1.5 million.

2004 - 3 million.

2010 - 5 million.

2014 - 10 million.

2018 - 16.8 million.
2 [1F60T SHeuIdTeniliL enwisHHed 1968 60 10 o mii] BTHH6T LBOL SHHSHSH. D60
SBGuTxk 2018 6 130 o _miiy HTEHMeTSH SHARILHCH CETewiBeiend).
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B SHHIHTMHGHLD MWD  HHeMer UTHSTILN OUmbLURISalsaBg, LGy
BTBHHTNeN([HHSH HB6ULHET GUBLILIL (B, Siemeu U6 QFWILINIL (B, HHHIS6TET 2 6wureniod
sHatemenl Oeuefluldeamerny. Sibsd SHroysemen Cafldbaald, DUITUOD, SENdH LDHDHEN
oefllsTad SWIB Lwer Ouped o meaursslulL8s aledGued (Vigibase), algdlensverd
(Vigilyze), elgdeissetd (Vigiaccess) ou@b. Sioumenn LI6TaUHLOTNS STEIGVTLD.
adedGue) [VIGIBASE]

al2dICLeD FTTLIZH S SHBHIAIDTET HB6UD HTYHSHENLD. BFHed 1968 Sid DeWIB (LPFH6L
LO(HHSHIHENMTEL SIBLGLD LTHHSLOmTeT  alenemeysmser UBBw Hellul L Cpmumefuler maHsiel
onsmase  [Individual Case Safety Report] uev@oupr o miny prhseieddmha  HHeued
Sl G udGeaummd QFWILINLL B 6u(HES eTmse.
aledemevery [VIGILYZE]

algdlemeverd eteigl al2ICLENIeL 2 6iTem  HBeUevHM6N LGLLTUIEY CFUILISSIQUIS).
@z cpsuld algBuenied BLSHEG CHemeuwmer HBeusoHemen aleIeauTsalb, GGeafeuTsea)d
FHrlLeomd, ool Glas BT  cpeod  CopemeuliBld  HBeUed  FHIeyHewem BB,
®erd, euwigl, WBDID elemereysefer Sglienluled Lflsssiu LWSTLUGSBH. ObHSH
algdlemeveriied &G LFHalener UMC o _mii) Brbsefe oSS HHSHISENT & ewiaTendHe0
MOS0 BGVUFIOTS SLTTUI  EUIGILD.
ﬁ%]@-léi&ﬂb [VIGIACCESS]

BHe0 2 _Wihd Slenaled, QIHRIFMIGSLILLL  LeTel aleugmisst QT Lssereir
LwIeTUTL 19Bamad HILILL (Beitener, Gpmuwmefuier swealouybd @60 GL 1D GUBTH. BFH6 (LpevLD
gmaaiCal LUTHHLOTE allemeTauTed LHe QFUIH W(HbHH FTJhHEH LSTIHmen, slelged OLmg
LDBHENTEL ST SUIGVID. DFHET (LPeVD 2 0HHHe0 OUTHITS LWLSILGSHHS Fnlgul Heieor
LoHbSBIB6eMeT LSBT allenena|samen &6l Bibdl Haljbs Suisvild. DIHILL (BHLilem &0
FHTUJ aUNd FTJhHSH LOHHHISTNET HTeYdEnd @ 1D  CUBBIETENEH. SH6T clpeold LUMFDLIfluw
LOHHBITHEHLD  LPeIlenNBHB6IMeT LTSHFBLOTeT  aleneneydemen elefldled  HewiPbadl HaljHs
Buigb. AT o Ml BIGEeMeL @bFHwmed UBRGCEHBM 2 e6TendHTed @b wmaled(HbHID
WHbB FMIbhdH UeCam LsmIsamen o LiFeomalsd LHe| OFUIHIGTemTTaHer.
http://www.vigiaccess.org/ eiesiz URL 60 2 eiten  cuedevdhsmendhdHer LbsHH0 CHbad

(Search) ety @SS, BFHed BTD Pl Geuewngul OHHSHIBeMEIT GILILIEDT 6TV
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(HHSIBMETL LUBKIWL $HBHeUmeolIGUB EUIgVID. Sien6
1. udHe] QWL L urgswrer aleeraser - ADR

BFH60 HNHMIBIBEDLD, 61hFH 2 MILILT60 &HemBH6T BLIL BeTeng etetmid GMSILLILL UL 19(HdELD.

2. 6bd MleolLgliiled eTeliouena] LTSI 6lm GBIULILL LI I9HEEGLD
3. awgl aumflwres GBUUILD Ul meESLD.
4. uredleand eumfluims GPIULILL Ul QHSGSLD.

@6UCeUT(H SLEWIBLD 616116U6TR| LISTTHET 6UHHIGTENH GTRILINSUD GSBIULIL LU 1Q(HEBGSLD.
alediGsm [VIGIFLOW]

Bz s BUT CpTwmel SYSmEHEHHETE EenenTldF OQFWEOUTH GD. B0
o miileny BTHSH6T HHeucoBmen CFsflddealb, LHe| CFuiwebd, LUSTaD 2 FHad EeN6wruLF
OFweoun(® LG LD.

SLIIDL HTVHHED 2 euHeTallll L(HHSH HewTHTemnoHGD mulsHmad 10 BTBH6T CFhal
poelwug. Semeuser edCredwm, serm, OCFsBsrsHGsomalwm, OmFwel, OWIiTeTHSI,
CBOSHTeOMHSHI, HupFleonhbgl, Failer, LIfILLer, BB DIOLfaET.

SBCUTEHI o L1F6eT HuIHTamNHGD mUWSH 136 o mii] BTHS6T 2 etengl. 30
BTHE6T Senewt o ML BILTS 2 6TengHl. DHH Slemwliied, 1998 @60 GHHuIm 2 ML
BILTES S6enemnihbBLILIL L .
aledlsnd VIGISEARCH

Beiem L(HhHHeUD HeHIHTRLITe0 LenlwmBpe  FniguIeTHEhdh@E LOHHHIBET, LbH
alemenaysel LB gls@ID FHGHSD gBLIGE SleuBmB LB SBbs SeuFseT Cgerey
OQup o HauTsHaIULLB%H DIGD, BFHe DMauauBHBHTR allewIeur LIl LIQaISHH e  LLTHa)
QFuIg SIHMOT 2 LIFOT HWISTEONLIL MWD gBBid CBTETEHD L FHH60, DIeUTH6I
Vigisearch enw LWSTLGSHS SUWIGILD.

2 Ligeumaler GFwesoLm(p\&eT

o cuaenmaill hHHINS  HewIBTNlNGT  SBOUTHIGTON  HTOUHET — DIDEOTHHILD
2 lIFeoT emWWSHH6L el CFaflid meubslILBSBSHI, DIBHIOL (HLOGOEVTLON DibHSH DIMTHI
LBTTHE6NMULD SITUIHSI, DIFHemem 2 mid CFUIaISID © LIFe0T eOUIGHH6T CIFUIOLIT[HSEMTEGLD.

o ligevnaler Spsrer WHO Drug Portfolio eieii @evrar o _eitengl. @ WHO
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LO(TH & 1621856301 BT 6vulILIL |

Drug e wmSaen DSITHenw o el szl DFH el SBOUTH DHS

LWSTLUGSH S  I(hSHBHIO DIBITHWTS 2 6Tengl. EFHe0  LOHHSHISH6N 60T

LDE BHGITTEV

WalauImisEnd @ 1D CuBDIeToNS, el RSHHNID FarOTHuiid o 6Teng).

WhSHSHI SewisTenill] FTjhdh LuleoImisd, SHHHIMaD, uuiBnd eugly Gurems

Bae|smen 2 eudenaled OHTLTFAWLTS BLSHHMUDSBBSHI.
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National Pharmacovigilance Centre For ASU & H Drugs.[1]
[Ayurveda, Siddha, Unani, and Homeopathy]
All India Institute of Ayurveda, New Delhi.

5.2 Intermediary Pharmacovigilance Centre [5]

1. AYURVEDA

National Institute of Ayurveda, Jaipur, Rajasthan- [PvC

2 AYURVEDA

IPGT & RA, Jamnagar, Gujarat- [PvC

3. SIDDHA

National Institute of Siddha, Chennai, Tamil Nadu- IPvC

4. HOMOEOPATHY

National Institute of Homoeopathy, Kolkata, West Bengal- IPvC
5 UNANI

National Institute of Unani Medicine, Bengaluru, Karnataka- [PvC

5.3 Peripheral Pharmacovigilance Centres with Code

AYURVEDA
Under National Institute of Ayurveda, Jaipur, Rajasthan- IPvC

1. Central Ayurveda Research Institute for Cardiovascular Diseases, Delhi

Center Code: Ay-NIA/ 001

2 Raja Ramdeo AnandilalPodar (RRAP) Central Ayurveda Research Institute for Cancer,
RA Podar College, Worli, Mumbai, Maharashtra

Center Code: Ay-NIA/ 002

3. Regional Ayurveda Research Institute for Drug Development, Govt. Ayurvedic
Hospital, Gwalior, M.P.

Center Code: Ay-NIA/ 003

4. Rajiv Gandhi Government Post Graduate Ayurvedic College, Paprola, Himachal
Pradesh

Center Code: Ay-NIA/ 004

5. Uttarakhand Ayurved University, Dehradun, Uttarakhand
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Center Code: Ay-NIA/ 005

6. Shri Narayan Prasad Awasthi Govt. Ayurved College, Raipur, Chhattisgarh
Center Code: Ay-NIA/ 006

7. Bharati Vidyapeeth, College of Ayurved, Pune, Maharashtra

Center Code: Ay-NIA/ 007

8. Khushilal Sharma Government Ayurveda College and Institute Bhopal, M.P.
Center Code: Ay-NIA/ 008

9. Sarvepalli Radhakrishnan Rajasthan Ayurved University, Jodhpur, Rajasthan
Center Code: Ay-NIA/ 009

10. Madan Mohan Malviya Government Ayurved College, Udaipur, Rajasthan
Center Code: Ay-NIA/ 0010

11. Brahm Prakash Ayurved Charak Sansthan, New Delhi

Center Code: Ay-NIA/ 011

12.  Dhanwantri Ayurvedic Medical College, Ujjain, Madhya Pradesh

Center Code: Ay-NIA/ 012

13. Institute of Medical Sciences, Banaras Hindu University, Varanasi, Uttar Pradesh
Center Code: Ay-NIA/ 013

14. Tilak Ayurvedha maha vidyalaya ,Pune,Maharashtra.

Center Code: Ay-NIA/ 025

15.  Govt Ayurveda college, Bilaspur, Chattisgarh.

Center Code: Ay-NIA/ 026

16. Govt Ayurvedhiccollege, Kadhakpura, Nanded, Maharashtra.

Center Code: Ay-NIA/ 027

147 Govt Ayurvedcollege, Raghujinagar, Nagpur, Maharashtra.

Center Code: Ay-NIA/ 028

AYURVEDA

Under IPGT & RA, Jamnagar, Gujarat- [PvC

1. Central Ayurveda Research Institute for Drug Development, Kolkata, West Bengal
Center Code: Ay-IPGT/ 014

2. Regional Ayurveda Research Institute for Metabolic Disorders, Bengaluru, Karnataka
Center Code: Ay-IPGT/ 015

3. North Eastern Institute of Ayurveda and Homeopathy, Mawdiangdiang, Shillong,
Meghalaya Center Code: Ay-IPGT/ 016
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4. Vaidyaratnam P. S. Varier Ayurveda College, Kottakkal, Kerala

Center Code: Ay-IPGT/ 017

5. Shri BM Kankanawadi Ayurved Mahavidyalya, Belagavi, Karnataka
Center Code: Ay-IPGT/ 018

6. Sri Dharmasthala Manjunatheshwara College of Ayurveda Hospital, Thanniruhalla,
Hassan, Karnataka

Center Code: Ay-IPGT/ 019

7. SDM Institute of Ayurveda & Hospital, Bengaluru, Karnataka

Center Code: Ay-IPGT/ 020

8. JSS Ayurvedic Medical college & Hospital, Mysuru, Karnataka.

Center Code: Ay-IPGT/ 021

0. Ayurveda Department, Amirta Institute of Medical science, Kochi, Kerala.
Center Code: Ay-IPGT/ 022

10. Govt Ayurveda College, Bangalore, Karnataka

Center Code: Ay-IPGT/ 023

I1. JB Roy Ayurveda College, Kolkata, West Bengal.

Center Code: Ay-IPGT/ 024

SIDDHA

Under National Institute of Siddha, Chennai, Tamil Nadu- IPvC

1. Siddha Central Research Institute (CCRS), Arumbakkam, Chennai, Tamil Nadu
Center Code: Si-NIS/ 001

2. Siddha Regional Research Institute (CCRS), Puducherry

Center Code: Si-NIS/ 002

S Siddha Regional Research Institute (CCRS), Thiruvananthapuram, Kerela
Center Code: Si-NIS/ 003

4. Siddha Medical College, Palayamkottai, Tamil Nadu

Center Code: Si-NIS/ 004

5. Government Siddha Medical College, Arumbakkam, Chennai, Tamil Nadu
Center Code: Si-NIS/ 005

6. AMO, Govt. Hospital (Siddha Wing), Perundurai, Erode, Tamil Nadu
Center Code: Si-NIS/ 006

7. Govt District HQ Hospital (Siddha Wing), Dindigul, Tamil Nadu

Center Code: Si-NIS/ 007
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8. Kulumani, Govt District HQ Hospital (Siddha Wing), Trichy, Tamil Nadu

Center Code: Si-NIS/ 008

9. Siddha wing Government Kamaraj Hospital, Chidambaram, Tamil Nadu

Center Code: Si-NIS/ 009

10.  Government Villupuram Medical College and Hospital (Siddha Wing), Villupuram,
Tamil Nadu

Center Code: Si-NIS/ 010

I1. Siddha Clinical Research Unit [functioning under CCRS],Krol Bagh, New Delhi.
Center Code: Si-NIS/ 011

12. Government.Hospital, Kamuthi, Ramanathapuram district, Tamilnadu.

Center Code: Si-NIS/ 012

13. Government.Theni Medical College Hospital, Madurai district, Tamilnadu. Center
Code: Si-NIS/ 013

14. Government hospital, Kuzhithurai, Kaniyakumari, Tamilnadu.

Center Code: Si-NIS/ 014

HOMOEOPATHY

Under National Institute of Homoeopathy, Kolkata, West Bengal

1. D. P. Rastogi Central Research Institute for Homoeopathy, Noida, Uttar Pradesh
Center Code: Ho-NIH/ 001

2. National Homoeopathy Research Institute in Mental Health - NHRIMH, Kottayam,
Kerala Center Code: Ho-NIH/ 002

3 Regional Research Institute of Homoeopathy, Dr. GGH Medical College Campus,
Gudivada, Andhra Pradesh

Center Code: Ho-NIH/ 003

4. Regional Research Institute for Homoeopathy, Guwahati, Assam

Center Code: Ho-NIH/ 004

5. Anjali Chatterjee Regional Research Institute for Homoeopathy, Kolkata, West Bengal
Center Code: Ho-NIH/ 005

6. Regional Research Institute for Homoeopathy, Navi Mumbai, Maharashtra

Center Code: Ho-NIH/ 006

7. Homoeopathic Medical College and Hospital, Bhopal, Madhya Pradesh

Center Code: Ho-NIH/ 007
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8. Mahesh Bhattacharya Homeopathic Medical College & Hospital, Howrah, West
Bengal. Center Code: Ho-NIH/ 008

0. Sarada Krishna Homeopathic Medical College, Kanyakumari, Tamil Nadu. Center
Code: Ho-NIH/ 009

10.  Father Muller Homeopathy Medical College & Hospital, Mangaluru, Karnataka.
Center Code: Ho-NIH/ 010

11. Dr. Abhin Chandra Homoeopathic Medical College & Hospital, Bhubaneswar, Odisha.
Center Code: Ho-NIH/ 011

UNANI

Under National Institute of Unani Medicine, Bengaluru, Karnataka

1. Central Research Institute of Unani Medicine, Hyderabad

Center Code: Un-NIUM/ 001

2. Central Research Institute of Unani Medicine, Lucknow, Uttar Pradesh
Center Code: Un-NIUM/ 002

3. Regional Research Institute of Unani Medicine, Mumbai, Maharashtra
Center Code: Un-NIUM/ 003

4, Regional Research Institute of Unani Medicine, Chennai, Tamil Nadu
Center Code: Un-NIUM/ 004

5. Regional Research Institute of Unani Medicine, Srinagar (J&K)
Center Code: Un-NIUM/ 005

6. Regional Research Institute of Unani Medicine, New Delhi

Center Code: Un-NIUM/ 006

(I8 Ajmal Khan Tibbiya College, Aligarh muslim University, Aligarh, Uttar Pradesh.
Center Code: Un-NIUM/ 007

8. Hakim Syed Ziaul Hasan Govt Unani Medical College &Hospital, Bhopal, Madhya
Pradesh.

Center code: Un-NIUM/008

9. Dr. Abdul Haq Unani Medical College, Kurnool, Andhra Pradesh.
Center Code: Un-NIUM/ 009.

10. Regional Research Institute of Unani Medicine.

Center Code: Un-NIUM/ 010
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5.4 (H5ZILG SenTsTenil owmseiar Splilim 5 Csemeaser

Gxpdw W(HHBHINS HVIBTELIL MOUIGHH T DgLiLienL & BCHeneubeit

o  MybhaTOTE oy @mHd Ceuem(BLD.

o dgnen BT SmbIHHe0 CouewiBLD.

o [HoV6V 2 L& LMWL BhHeHHev Geuewi(BLd.

o 2 05 FHTHIMWSHIL 6T OHTLILI0 DHHHeo GCeuewr(BLD.

o« ADR Form, ICSR Form, urgswier ealmetensal OsTLIHSH UHey OCFUISHSSH60
Gouemt(BLD.

o ude) Geuiwiul L urgswrer alemenale Hra|HeT CFHHI MeushHH(HHHe0 Ceuemr(BLD.

BB HHBHION HEOTHTENNHHE0 MOWLSHH T QLML & CHENAUBEHLD SHL DLOBHETHLD.

o (HHBIUHHINMB, LOHHHUWOHIMB, BHEhd LDHHHIUHIHINB SLFHUIET 2 6T Sl
LO(HHSHIAIDMET DIGV6VH! LOHSHHIA! HBleUaToTd B(hHHHe0 Geuemi(BLd.

o (BB HeWIBTENLILIBOBGICB Buwbldsliul L omfluIfseT BMBID © 1 &L L enLoLiL]
auFd DmHHe0 Ceuemi(BLD.

o omfluIfEEndHSG BbHdH HOBIFTIHS Geuenevser LBY BHea@ LUIBHAwelhmHed CouemrBLD.

e 2 605 SFHTHT HBIUDIHBHIL 8T OHTLTL SHHHe0 Geuewi(HLd.

o L(HHSHIIDMEIUTD © 6Tl 2aMOUITHEHES, LO(HSHHI6UD HEWISTWILIL] OSHTL JLT60T
alfiijenije] gBLBSHS0 CouemiBLd.

o« ADR ysnjsemen ugley QFUIW LgaGHm S SHWTT CFUIFH, H6T HHSHIAIDNET OBBID
SIHF6D 266 L(HSHHIUDMDNBEHHEH OBTHHHL Geuewi(HLD.

o Uamy GFuwiulL Hresenen (penpuits BFsfleHsed Geuemr(BLD.

o el GuTgl LHSHHIUDMST 2aNUITHET, OHHHIA HeLAIWITENTHET, LOBHBID &I
Fmbhd Hlewpuled 2 eiTemeuTseil b HeubHTUIR| BHLSHSHLILL  Geuet(HLd.

o ADR Reporting upplwr elifiiienye] gBLbBSHSH0 Geuewi(BLb.

o Reported ADR uspw oymuiiFdl wpyejsenem  wHSHHIN Braished Oeuefuil B

alfiienyey gBLBHSHO GouemiBLD.
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55 W(mEFieus sewrsmeili enowmseter QUTmLLD GFweLTELD

Codlu msSgeus SeausTaily ERSmuLL emowssar  Gummiib

@FweoLMT(ID (Responsibilities of NPvCC)

SWTCausT, HAHHT, BE@ID  WeTel  WBHSHBHIUSHBHTEL  GBLLHFmIQU  LITSHBLOTE
ANEM6IT6)BHEMENT  HEMTHTeNT HFH6EV, LOBNILDSLEIHTIIILIBSHSHIH60.

WHHBHI Semrsmenill upplw elPliee] HaDFFsmen BL HBHIMSH.

(PHEUHIEN60 , DL HeN6V OHHBHINS HEMTHTENILIL| HLOULIRIBET 6T HT6BMET SLTTUIHSEI
SIUBDB  RULBGUBSDIH60.

ueLBeuml emowImIBETeI(HHSH aUHD FHeaTemed ITUIHSH HLOUQHMB 61(HEHH60.

@lsoL_pHlemey LO(HS IS SewTETEILL emowSHer Gurmriyd  GswsLT@LD

(Responsibilities of IPvC):

SWTCausT, HAHHT, BEBID Wl  BHSHBHIUSHBHTEL  GBLLHFnIQU  LITSHBLOTE
QNEm6IT6)BHEM6NT  HEMIHTENT HFHEV, LOBHBILD  LEUETLILIHSHHIFH60.

ueLBoum  eWWIMISETNE(HHSH UHD UTHBLOTET  allenena]del LMLl SLaI6wIHISm6IT
GBI &HH60.

UTSHSLOTeT  alevenaser UBBlw Spfldmassenet  LFhAHMISSIULL  BenL Gaueiluied

Gxpdw W(HHBHINS HWIBTENLIL DOUWISHHBEGH DIGDILILIFH60.

(PSOHEneY L(HSGIUS SenTaTeniliy enowgsslear urmriyn  GewsoLm@Ld

(Responsibilities of PPvC):

WTCGausT, HHHT, WLBBID Wl BHSHBHIUSHSHTEL GBULS Fnlgul  LITSHBLOTET
ATEM6IT6YBHEM6NT  HEITHTEMN HH6V, LOBMILD  SeU6OTLILIG HHIH6V.
UTHBTeT  aleneneysel UBBW Sfidmasemen UfbaHmyasliul L SenL taueiluied
BDDLH60  I(HSHHIeUDH HewidTewiliy wBpIb GCHFw  HGHHINS  BHEHIHTENILIL
DOLSHBES — DDILILIS60.

** Build a Global Patient Safety culture **
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6. ULBUMI FWrETMILIY (PHBIHAT

® sudle0 LGN LOHSHHIO (LPeBH6IT LITUBBLILL (B aUHBOBSHI “GQHOU(HES, 616060T
LO(HHSBIBEHLD  6T6060T  GHIMIBETEID 6T16060T  [HlenevdelEpHD LTHISTULTEIEH  E606n60”  6T6IB
FBBT6L  LO(HHSHIHMeND  Hewisbmenibs Pharmacovigilance et Hiens 2 (HeuTSSLILIL L G.
et @& 6T (WeHHwshgeupd, Chemauud SiFHsfsssTer Dpemer Goeid Lev Lifleysents
fsHeny. Aeneusefled @GmSHedwCuT, GmaHuleeren CUTHL SenenGuim, eHeuflL O(HHSH
LOBOEBTHeUHSHE LTBEBID CUTEH Fl6v @eIMTMOSET JBRLBHMBSHI. DIFHENET H6wTHTenIILISBHTH,
Hemovigilance 61613 gienpuld, SGBLIL| W(hHSISMeNT LLeTLGSSID CUTH gJBLBLD 2 _LITendemLl
sWIBTaIILSBETS  Vaccinovigilance  eteiB3  SHlewBU|D,  O(HSSHION 2 LIG[eNIHISEm6NL]
LWSTLGSSHID CUTHI au(HLD 2 _LiTengHeml SHentaTeniliLgBasTas Materiovigilance e16iis glienpuLd,
SIPGFTHE QUTHLBemenLl LiweBHSID CuTgH gBUBLD 2 LITenHHem6N SHeulHTellILISBHTH
cosmetovigilance 663 HMBUILD, 2 (HAUTHBLILLL FH. Heweu  sleLeVTAIBOBUID  alfleurs
SHTET6VMLD.  LO(HHHIHEMTEeOT HIeL6VHI LIB HMTeumisEHHHTHET HD SFBBILILUBSHSHE © 6iTer
o auieFmFel LTHILDLaImS SHemiasTenis@ld (wepsenw Ecopharmacovigilance  eresiuy.

Bz GuTeB L HIWBHEDHD 2 (HUTHSLILIGSHBSH.

6.1 Hemovigilance

2 _codlgisiten LGN SIBEHIBEDHID alevnmiEGSeMsd Bbhal WalHIHEhHE BIHSHMS
mpp uflGsngmer GFuigh LTTHHeNT. @bhsH (WwWBH 17-10 BHIBBTERIH DI HTeusH3HECeuGW
BOLOUBBEH ICUTEH SiFed GCeupsl HewLsdaalevenev. OTBTS Lew o UlFlpliseT e
BabHr. SedHWTeL 18-1b HIBmTeniged LI0rehs BTl ewL e 14-o1b  somuilerd
LIPS DbH BIHS LIBB (POBMOWS Sl CFUISTT. e 19-94D HIBBT6wIY60
em; walgfled Qmbs WHEPTH WashdE BISssms WIBH WHE WHeTs Bk
OIBlehTHeT Spule) OCFUISHe. Db GCFHTeoalulBeBWw (WPYbHHSHI. 20-SHD HITHBHBTEIIYED
155 amsLILGSHSHIHMe SMBLLILSSHBEG Lisan walsjsensd QoL Guwrer QJsHs
LomBBL CeuBpsl HJTE CFWEOLL S OHTLHISUIGH. BHamed BTHH GLILTeD, Led HSLPTLO6D
uev o ullysel STUUTBBULLL 6. L(HHSHIS6T LWLIGHHIUSHe0 eeleuTy alfiii 1 Smes
Gouewt(pBuor 918s Gumety @rsHs wWIBBL GaFuwiwbd Curgd aMPICUTG SmEs Geauewi(BLD.

B60emeVBUIGD LIV FlBbHe0H6I AUbHHEMLUILD, 6T6ITH 6Tedle0 ATHBHD CBHTHLILIGNT [HeVEL © L 60
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Blemeoulled @evevrs HMyenTSHHeTeVID,GHTUI CHTHB®I gCHamId EWHULSTID, CFafldalILBLD
BOTHHHH 60 S (HLOHET 2 6L TOUSHTEVID, HTEOTeUSUWITRT B HHHSHTEID, LITHBHLOTET alen6re]dei

IBLL SFmBLD. BHMaIh HNISTaNILSBETS gBUBSSIL LS STt Hemovigilance u@lb.

@z @pdHwuralsd Hemovigilance Program of India 2012 60, National Institute of
Biologicals, Noida, Uttarpradesh v Gam_msiu’ gl &g Pharmocovigilance Program of
India eileir S CFWOLGHBH. BFH6&T (WHHW CHTHHD BIHSHD LOIBBIUBTEL GHBLEGLD Sl
aleneneyseme LFHe| QFUIISTGHD  BHeicpeod LIBsmeomiseilsd @ HHeum GCohIm  euewrerld

SBBTHBHISH OCdTeTeniBLD.

http://www.nib.gov.in/Haemovigilance/TRRE Form.pdf
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LD(Th & G516)1 &b 356301 &b T 600 L IL |

National Institute of Biologicals sea
Ministry of Health & Family Welfare, Govt. of India 5" )
' {Mational Coordinating Center) Q,. ;
v HAEMOVIGILANCE PROGRAMME OF INDIA Ve

Transhusion Reaction Reporting Form {TRAF) For Slood & Blood Companents & Plasms Products (Version 21
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6.2 Vaccino Vigilance

S6ULS wEhS 2 BUSHUTNID gBpISuiend SbSWT GLGD UGG euslssBal.
1986 -opb  opewi®  Universal Immunisation Program Qsmomisiul Lgl.  obbiseresr
symFAuler Curgd SBUY  HHSHISNTO gBLUGBL LTHHLOTE  alenenalenar Sl plaig
QU(BLD FeuTeLTd BHHHHI. DLMSBWTEL SHBLIL WHHBH alBUMISE b LIBE LOHHIBHIHmEI
(WIS  SewidTemlhHeny. 1986 - b opewih @pHw  opameo  AEFI (Adverse
Event Following Immunisation) &3 Siewioli] o (HheuTdaUUL LGl HOBLIL  LDHHSHIBHEMT60
JMUL SHInlgUl LITHBLOTET aleneTeydeied cLoeiTi3l (Lpd&ULILDTETeNE), HINeUHMEN Lige] CFUIaSBE
HhSBHIT, CFaledwy, wmSHn o FHalwmeny, &gmoliys Faledwy GCUTSICBTTHEHHE
LIBd  oEefssiul L. SIFHed WpHeoTeudk STUIFF, Hemeveusd, @G Led Gumep &pfiw
CRTUISGMGHMIMIBET LGD. @TMILToUSH SuieoTenld (&) SmUL  gBULTIDD 2 L 6n60
T (Bb  HalywTer alenene), cPAIBTOIS Suleomedld, (&) Gplemu gBUBGSHHID Guiflw
alemerey. Ab%H HOBLIL O[HHSH HEWISTWILIL] CT6TLSH 2 (HeUTH (PSHEHUl STTEIOTS EHHSHH
Rota Virus 56U w@mba SHtern S6p Garhasiul L i Lamenulsd SOHLL  LOHHHTEO

gBULL  Ilen6Ta|Hen6rd SHTewIGUTLD.

S. No Vaccine Adverse Reaction Onset Interval

I Rota Virus Vaccine | Intussusceptions 3 - 14 days

2 Oral Polio Vaccine | Vaccine Associated Paralysis |4 - 30 days

34 Tetanus Vaccine Brachial Neuritis 2 - 28 days

4. BCG Vaccine Disseminated BCG Infection |1 - 12 months

5. Hepatitis B Vaccine | Anaphylaxis 0 - 1 Hours

6. Measles Vaccine Encephalopathy 6 - 12 days

7. DTP Vaccine Hypotonic Hypo responsive 0 - 48 Hours

episodes

https://www.who-umc.org/media/1075/india.pdf

(Adverse Events following Immunization - Reporting Form)
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5.2.1 FIRST INFORMATION REPORT FORM

First Infermation Repon

Adverse Events Following |mmunization

(To be reported within 48 hrs to the Gol)

State District

Block Date of report
Mame

Age (DOB) Sax: Male/ Female

Mother's | Father's Name

Com plete Address of the case

Date & time of vaccination Date & time of onset of symptoms

Complete address of place of vaccination

Vaccines given

Batch Number & Expiry date of each vaccine

Type of reaction

Date of Death

Any other comment’

Mame of person filling the report

Signature and Designation

pGFlw Hes DLHGGN SLITUEES (DL 70 655 DHSFIeU MW LTSS Blemeowid
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5.2.2 PRELIMINARY INVESTIGATION REPORT FORM
FRELIMIMARY INVESTIGATION REPORT
Adversa Events Following Immunization

(To be reported within 7 DAYS to the Gol)

State District

Bleck Date of report
Mame:

Age [DOB): Sex: Malel Female

Maother's | Father's Nama

Complete Address of the case

Date & time of vaccination Date & time of onset of symptoms

Vaccines given

Complete address of place of vaccination

Batch Number & Expiry date of each vaceineg

Type of reaction

Date of Death

Probable cause of death:

Probable cause of the AE:
Programme error/ Vaccine reaction/ Coincidentall Unknown

" Further action planned; Yesl Mo (if Yes Eetﬂi15]

Any other comment

Name of person filling the report Signature and Designation
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6.3 Materio Vigilance

Materio Vigilance iwmsgeut Qurmlser [/ smelser  GhmTul  &SewiLpluie,
GpTuied GBHEH SBBTHIHIHOBTeTTOD, WHSHHUNSHBSTHD GUFiFHID LwWETUGESHSILL B
AUBABG. BeleuTy  LWETLGSHSILGD  hSHeIT QUL set /| smalser w6 gee
& (HeHa1d LwWaLhHSIUBLD Bandage, oadfl Gumeniy HAnflw QuUmpLs6T (PpHe0 er0BH6
Cauw LweTESSILGL Cuflw &mHelseT auemy o 6oL miGh. @elaumsl LW6TLIHSHSLILIBHLD
smaldenmed  BpTwmelseEnd@ gmuBD uTeHswTear  alemenGa  Materio Vigilance ereiiy
&HPUUBFBE. Bz BbsHwmalsd 2015 -0 syewi® MvPI (Materio Vigilance Program of
India) et &L omergy Indian Pharmacopiea commission & OQFweduL g GSHTLmiguigi.
https://www.ipc.gov.in/images/ MEDICAL DEVICE ADVERSE EVENT REPORTING
FORM editable.pdf

w Wersion-1.1
Al

MEDICAL DEVICE ADVERSE EVENT REPORTING FORM
Materiovigilance Programme of India (MvPI)

This form is intended to collect i i o v minmkmmkmpﬂhhmmnm
Manmnufacturer / Importer) Distributor of Medical Boes, i amnd ¥ wwith  di indirect knowledge of
Devices Adverse Event.

General Information

1. Date of Report -

2. Type of Report - Imitial O roliow up O mnal O vrenada O

3. Reporter Reference for MDMC only: « Centre = Location = Month-year = Case Mo.

Reporter Details

1. Type of Reporter : {a) Mmanufacturer [ (b) Importer [ (c) Distributor [ (d) Healthcare Professional O
{e) Patient O (A oOthers ] specify

2. In case, where the reporter is not manufacturer, fill the following detalls: -
(a) Has the reporter Informed the Incident to the manufacturer?
ves [O no
(b} Is the reporter also submitting the report on behalf of the manufacturer?
ves [ no O
3. Reporter contact information:
a) Mame B
b) Address

c) Tel. /Mobile
d) Email
D
Medical Device In Witro Diagnostics (IWD) dical Equip ts / Machi
L. Therapauwtic O Dlagnostic c L. Kits = I. Therapeutic (] Dlagmostic D
Baoth [0 ereventive i | II. Reagents [ | II. Therapeutic & Dlagnostic |
Assistive D 1. calbrator - | III. Preventive (|
1. Implantable device G . Control Material ]:E Iv. Assistive |
Mon-Implantable device I:l W others [ | W Imaging [ |
1. Inwasiwve [] mMon-Invasive | vi. D electronic readery | vL. Invasive [] mon-Invasive []
. sSsingle use device | Analyzer VII. Others D
Reusable dewvice (|
Reuse of manufacture marked
single use device [}
L Sterile [ Mon Sterile |
wI. Personal use f Homecare use O
Instruction for use Section A-F
- dF Davices/ Equi Fr i > Please A alf the sections Le. A, B. C. D, E&F
= IFim Vitre DV [TV ¢ o i A fexcept & 7, 8 13, 14 & 16}, B fexcept 1, 2. 6 & 8, D, £, & F
Pape 1 of 5
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(A) Device Details

Device Name | Trade Name |/ Brand Name:

Details Name Address
Manufacturer
Importer
Distributor
1. a) Isthe device notified/regulated in India i ves [] mo [
b) Device Risk Classification as per India MDR 2017 a O s O c O QO3

2. Ucense No. (Manufacture/Import)

3. Catalogue Mo.

4. Model No.

5. Lot [ Batch No.

6. Serlal No.

7. Software Version

8. Assoclated Devices | Accessorles

9. MNomenclature Code If applicable; GMDN/UMDNS
10. UDI No. (If applicable)

11. Installation Date

12. Expiration Date

13. Last preventive maintenance date (dd/mm/yyyy)
14. Last calibration date (dd/mm/yyyy)

15. Year of manufacturing

16. How long was device/Equipment/Machine In use

17. Avallability of device for evaluation T Yes D No O

If no, was the device destroyed O stnmuse O return to manufacturer or Impaorter/distributor -

18. 1Is the usage of device as per manufacturer claim fInstruction for usefuser manual: Yes D we [
If no specify usage

19. For devices not regulated / notified In India :  Regulator / Regulatory status In country of origin

Page 2 of 5
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(B) Event Description

1. Date of Event [ Near miss Incldent: 7. Serious event: []

2. Date of Implant/Explant (If applicable]: IF serlous, Tick the appropriate reason

3. Location of Event: a) Death (DoMMY) O S
Hospltal PFremiss [ manufacturefDistributor premlsa D b} Life Threatening

Home [] others D
4. Device Operator:-
Healthcare Professional [] patient [] oOthers D

c) DMsabllity or permanent damage
d) Hospitalization

e} Congenital anomaly /birth defect

Problem noted prior bo use/near miss event [ ) Any other serious (Imp. medical event)

5. Device disposition / Current location:

ooooOdo

g} Required Intervention to prevent [ permanent

a) Returned to company D If yes, date ... i F S Impalrment { damage device

b) Remains Implanted In patient

c} within the healthcare facility

B. Mon serious event [
8. Whether other medical devices were used at same time

d) At patient home with abowe device If yes, please specify name{s)/use{s)

e) Destroyed
f) others (specify)
6. Is device In use after incidence : ves [ Mo D

ooOoon

" 10. Detail description of Event:-

For manufactureryauvthorized representative use only ‘Continue on Page 5
Year No. of similar Total No. Frequency of Oocurrence
11. Frequency of occurrence of Adverse Events Supplied (28}
similar Adverse Event In India in
past 3 years
Year Mo. of Similar Total No. Frequency of Occurrence
12. Frequency of occurrence of Adverse Events Supplied (%8)
similar Adverse Event In globally
Im past 3 years
(C) Patient Information, History & Outcome
1. Patlent Hospital 1D : 7. Patient Dutcomes:
2. Patlent Initial ! a) Recoversd Date (Dofmmivy) [ i
3. Age : b) Mot yet recovered D
4. Gender : Male O Female [ others [ ¢} Death (DD/MMiYY) O .. J
5. Weight : d) Others O
6. Other relevant history, Including pre-existing medical

Please specl
conditions pecify

Page 3of 5
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(D) Healthcare Facility Information (if available)

1
2
3
4

. Mame

. Address

. Contact Person Name at the site of event
. Tel. No.

(E) Causality Assessment

1. Investigation action taken:

Caonkinue 5
2. Root cause of problem [Applicable for follow up [ final reports): on Fege

(F) Manufacturer/Authorized Representative Investigation & Action taken

1. Manufacturer/Authorized Representative device risk analysis report:

2. Corrective | preventive action taken: (Continue on Page 5
3. Device history review: Cantinue an Page 5
Continue on Page 5

Page 4 of 5
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(B} Event Description (Continued)
10. Detall description of Event:-

(E) Causality Assessment (Continued)
1. Investigation action @ken:

2. Root cause of problem (Applicable for follow up [ final reports):

(F}) Manufacturer/Authorized Representative Investigation & Action taken (Continued)

1. Manufacturer/Authorized Representative device risk analysis report:

2. Corrective [ preventive action taken:

3. Device history review:

|

Duly filled Medical Device Adverse Event Reporting Form can be sent to Indian Pharmacopoeia Commission, Ministry of Health and
Family Welfare, Government of India, Sector-23, Rajnagar, Ghaziabad-20002, Tal-0120-2783400, 2783401 and 27833932, FAX:0120-
2783311 or email to mvpi.ipcindiatgmail.com or Call on Helpline no. 1800 180 3024 to report Adverse event.

e (&) X @E‘a
g %, _JJ \_5“3_://'

[Dlsclalmer

Confldentiaslity: The patlent’s Identity is hedd In strict coafidence and protected bo the fullest extent. Programme staff is not expected to and will net disclose the
reporter's bdentity In response to a regeest from the pabllc. Ssbmission of a report dees net constitute an admission that me dical persoanel or manutacturer or
the prodect caused or coatributed to the adverse event.

Page 5of 5
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6.4 Cosmeto Vigilance

OIPG FTHel OQUTHLS6T eILBeUH 2 L el &HIHD OFUIUSHBETEHALD,
SIS ement GLobLIBHBHIBHBHTHLD, QUF B & HGTENLOGMUL HGHUILBHBINSBHTHLD,
® (HLTBBRSHHBEHTHAID LLSLGSHISLILGHBH. DIDG FTHEI QUTHLH6T BTG UMNDBDHENTD
Lfdslu (Beengl. Sjemeu BHTe0, (9, HFSLD OBMID LUBHEHSITH  LILIGTLIHSHSHIUTEUTGLD.
BhFHWTaled HTeT HIPG FTHEMICUTIHLH6IT SIHHLOTS HWMFEHSLILL (B FHedSUILBHSILBH MBS
SIUBBT60 GBLBLD LTSHBLOTET allenerTeBHener SHemlsbTentob@Gh (Wempenld @hAHWTaled Ee0enev.
apemed @b FULGHe0 Drug and Cosmetic Act 1940 and 1945 sl L sFHer Sp OIS
grgell QUL sefer @BH@GHgd SWTHLL uUHe| QFUIH, alBBeL, SHIH6T @leTDLTHISEMEIT
CEBILILGSHIHO CUTSIB aULS(LLEDBEHMET 61GHHHIN6N6NT. DHEN6T LBILITHEHDHE 6L 60T
QUDMRISLILIL (LD eU(HS MBS
6.5 Therapovigilance

BOhs s aledleveTerd BHIUMT aILDSHHIED BELN6V, SLEITEL SLUIOS LO(HHHIAISHHIMBUT6D
LDHHBINDH HwTHTemILILSH HWB H&IE UeMIHAHHHTL BelauamnaBu CGumeuTfiluns @b
CQuBBI(HBGLD. GOTIEBTEL GBI 61aIm CFTeLHEIQUI LB  (HhSHSHIID DIFHH0OTS GL LD
CUBMIBLILS LG HSHBHISHIMBUID HTar. @H60 CHIHLD HEOUBISETTEVID, LITSHBLOTET
alemeneysem  gmuUbBHmal.  Therapovigilance a3 auMmjHmsd HHeH WHGSSHI ITUIFS
Bemeowid amjums 20 Udgeufl 2020 oM BLSSUULL  IDHSHSHIO HEWISTILIL]  FTIHSH

allfltiyewtjey wopmid LuIBduller Gumgl (PHET (POBUWITS THHHIMTHSBL LILL .

B0 HHPH IDHBHBHIUHH T CLPeOLD D[HHHIH6T HewIBTenlHHe0 Llfley 6T6TLINSHSHH T
HHBINDH HewIBTenlHHe0 Llfley el  LTBrlwemSSILL BeTengl. 6Jolereied LombHSHIH6I
LOL_(BLD6VGVTEI LID 6UeM& LD(HhHSIa (LPedBEH@EHLD (FBULTS LB [hHHI FSFDF (LpenmH6i-
QUTLDLD, CFHTEHH6mILD, 6TeVIDL] (Wiley FHFma, DI L alBFH60, @MBL LD, H6VHHLID, HHBITTemnILD,
glyms Qereip...,) SleuBBiBaTer al(wmBsend OFHelleurs gnpliul Beengl. eeaiGeu
SluBmled gBUBL LIenWITed LB(HSHHIOID FiheH LUTHBLOTET aleDena|dH@hd  eJMLIL 6VTLD.
DIFHANML BFHwen LFHe| CFUIHE0 cpeold BHemedT (WedBWTH GENSILILGSHS 2 FHab. 6lerCeu
Frer FHd WhHHHI QPTUIFS Blemeowid gmjurs 20 wlgeufl 2020 SR BLSHSUILL L
O(hSHHIN Hewismenilli] &mibhs allfiiieey wBmid uuIBduler (WHed SBsldms, FTISSLD,
Gu&grenyseien Hodauevbend, SMWPLLIBHD BuTaBeuBled gl LO(HEHSHI6SHDHEHTIHTewILIL
8B SIFFLUUL (B RIS L ).
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CuBE@BIUILL  STTIBISNTILD,  HHMOSHSH S,  L6VIMS  HEIHTeniLIL
(LPEDBHEVT6ET QUGN FF LITEVILD, “mba  HeusTemlll” a3  CFTBEBTLmIsS ST IQeID
“mHaIasHasTailL” 6% 1Ws 10& CUTHSHHTAISTGHWD. DHIC FTELFFMBHITGLD.
B SO WHSHODTD HHH HHHUHHT ABLCL D6 HHHHIFCFBAID DIHSTOLOTLH
QUEI(LPLD SHTeIl. LUTHISTUUBB alenena)sh@ dnl HHd HSHBHIMID HETTLILNenf 616m DIDSHT6T,
alenddlD  HTHaIgUl CamBOBTL®y  hSHHWbLSBH. ObHFH DDANHH (PULBFHEMHLD,
LUWIBFBEHD,  SLOUTILGSHIHID dHHellar  Dlevevgd GhTmenysefer LITHISTLILGHSTH

ol (HGLp.

** The safer use of medicine depends on everyone’s constant

awareness and vigilance **
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1. poopuwBy sIarbUrEHISEaTar FHewresTenriy
(Misleading Advertisement Reporting)

@bHwreled 2015 oub oewih (PpHeo 2018 b e euedy 804  allgHLoment
(WepwWBB  alembUIRIS6T cpedend/ Qg WmHbHSefar Guwifled uHeGauiwLl BHeTergi.
Goevitb 20172018 euewy 732 (pedBWBB  allenbUImISEHD, 2018-2019 eueny 497 (WenBUIBD
allembugmisEpDd  UFHeyCauiwuLl BeTeng).

BTD OFHTmeVHBTL S, LOBMILD FLPS UMELHHEMHISANMID HTEMID LBLINTF leTDLITLD
WPHL  GWHMBSBEHEHBTR 2 _ewia|l OUTHLS6T alembugd euedy LY  allembUFHIS6T
WemaIUBSHSUIUL L  (pedBLBB alleToUgmiseT @)L bouppieTeng &g Gumes allembLgmigsener
uFe] CFUIEH FUL BLagdmS aBHd Pl aumsd Fuieugd ASCI (Advertising Standard
Council of India) eteti3  SiemIOLILITEGLD ey smwFgsd ASCI (Advertising Standard
Council of India) oe@wiLST QFUIEH CHTEwIL o L &1 Ligdmauler Luwems Guomanpiw
wepwBs alenbugmisamen 2018 aueny UHe| QFUIH aubHeNT. DiHH alenbLImiser L
BLOUQSHMS GIBLILSBHTES LOTHED 2 Flod auphGLD HSTIUILD DienIfiTeneusbslILBGEBSI.
2018 &b SpewigB@ et @bgHwneler LGB LGHHele0 HHBHIeNH BHEmHTSTeniLIL
Ufley OHTLmSUIULE SIS (PeIDTES  (LPMBUWMBMB  elembUTHIS6I Goaifldsliul (b
SIDINLLILGSBEHL. 2018-2019 suenyuievment (LPeMBUWIBMB aileMbLITHIS6NM 60T 6lewiemnidbamad 1127 SiEGLD.
sHaupTen (9 (PeopwWBB  allenbuUImismen USH|CFUIUSID (hHDHINE SHemISTemIlIL 6
UGHWTe  CaydasliLl BeTendl. @HeT (peold  LOHHSHIHENTEL gBUBL LSHHa]em6IT6)Hmer
SMBBEB(LPIQULD.

LLDGDLOWITEN  o(hbHuoTdSwl Bl HHd  hHSHHUHmS B COLHEHS  Dieneral(hHLd
ueBaum  eufldailed Gumymg eumpSlepeny. GbHH o wWihs CpTésdled SUGuTEHI L6
SHGHH 0Ffbd LHIHHIUDS GBILLSMMULD, OFHTemevd CHTLIL FTHIOTRT CFUIHHHTET,
CaTemeudaT g, 65TmeulLd], IMELSHHETRIGET, (LPED WHBEHEEG FHS HHHIUNHMDH
Cameni(h Baidhaament].

@& B WHSHMUHHBE BHIEOID 6Tl  6TEITMIMITID EFH60 v LISHHIHEHLD
BlenphbaleTengl. goaraipred GnTul @Gewions WHbHEH WLEGL FfbaTed Gurshrg, Crruler
Faiiemo  Crrmwmefuflesr  Heitewid,  WOHHSHET  Heiteno,  BCuTeIBeneuBEHD  COFHFHIH(HSHH6E0
Sludl. &S DIHH IPLILETe] EeL60TLO W([HHHIN GHNILILEMmeNT L(HoHHleud GuTed
UeuBpieudl LUSSTRISH. &Gl meUSHWID 0EHead uSHHTerg. @& WL GLlans WwmHbal
alBuenerwTenysel  alwrury GCrréa@L el L@mbaisemen alenbuyld OFUISapey, 9IgeD
Flovj FIH CrTemsamL HisslelbBausTHEaID, GMBbHS CEISSl S5zl alBasTaad g

édsmen MBS alBuUmeT CFUISGIBHIT. EFH6ITe0 HDH6T HTOTEHG6 LOHHSHIHEMENT 6UTHIS
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BT SH6IT HewibH e oBBID (pedBWITer auflaT. (HHelens o I QbmeTslenme, EgHeime0 Lie0
LSHNN6TE|HET 26Tl THBH.

@smar s GULUGSHHID ChrdgLear PHARMACOVIGILANCE - & @@ ugsHwuns
Misleading Advertisement Reporting @enewidbaLiLL L gi.

OTH60  OIFFTe0  HWOSHIULL @  DHST] Drugs and Magical remedies
(Objectionable advertisement) Act, 1954, section 8 (1) &b HeupraCaur Dievevd @l SHmern
UG HHHT, SUTCeusHT, OBBID ujeimel LO(HHHIBmET alBLN6T CFUISHTED LOIHHSHIHEN6N
uplpsHed  CFuiwBeur, HLeUHMS 61HEHBCuT o flew o ewiB. 22  THlevmiseilsd 621
SIFEMflEeT HWbesSIULIHbSHleapmeny.  SbwamBwBB  alenbuimsamer &bEHul (LB
LOHHBHIUHH ST OMH6V O(HHH 2 Fliold eupmiG FHSTAUILD  FFinlsslin®Ga &mer. SieuT
FLL (LpedBWTET L 6UIQE6NSHHM6N  61(HLILITY.

Drugs and Magical remedies (Objectionable advertisement) Act, 1954
An act to control the advertisement of the drugs in certain cases to prohibit the advertisement
for certain purposes of remedies alleged to possess magic qualities and to provide for matters

connected therewith

1. BOFFL SHFILIG HHSHIBMENS SpdImlweuT alembuyd QFUIgHe0 FULLLY SHeuml
2. L(HHSHIH6TN6T 2 _6wleniod, Heienoenl (LpBslevd wTms,Gumuiwrer aflemburyd C&FU1Ig%H6e0
3. LHhBISmeTILBIL  QuUITIWTeT dmBenp allemburd LBHSHSHISH60.

4. QUTUWIWITET DI60V6VSHI HAUBTET H(HHSHIEML U aleTDLITLD.

GuBampiw FUL S Ly LeCaum GhTUl Blensvsemen @GBl@Geumisamen alemburd LbBSHSHISH60
FLLLIUQSGMBMBID LG LD.

SIM6:

amasmevlil] (The Procurement of miscarriage in women or)

ameHHemL ( Prevention of conception in women;or)

H55HCaTenmenms FfloFuIsHev (The correction of menstural disorder in women; or)

Gbmall Gum

The schedule [sec 3(d) and 14]

1. BIRgD SIS ( Appendicitis)

2. STflOwimeroaded@rmdlerd (Arteriosclerosis)
3. &m® (Blindness)

4, 153 Beha (Blood poisoning)

5. Wewgl’erd0 Gmmui (Bright’s disease)
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9.

10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24.
25.
26.
27.
28.
208
30.
31.
32.
33.
34.
35,
36.
37.
38.

ysm Gmmus (Cancer)

sewt Leny (Cataract)

a1z OFal® (Deafness)

pfifle (Diabetes)

cpemenuied gmBuUGLEHTUI mpId Gempur® (Diseases and disorder of the brain)
sewienilev gBLELEHTW wBpId Gepur® (Diseases and disorder of the optical system)
smlenuuied gmuBl Gpmul w@mIb G&epun@® (Disease and disorder of the uterus)
#55HHe0 gBuUBL Gamenmm (Disorders of menstrual flow)

BIbLS6T60 gBUBLEHTUI BmId Gempur® (Disordersof nervous system)
LrevgssBasren Gpmul (Disorder of the prostatic gland)

Bamemu (Dropsy)

euedliy (Epilepsy)

waefl] Gmrul (Female disease -in general)

aqb (Fever-in general)

omjueney rmmid (Forms and structure of the female bust)

Ussliemus se0, Fpprassso (Gall stones, Kidney stones and Bladder stones)
Slpse0 Lewt (Gangrene)

umTeneuenwIul UTEe@ e SiwdHs Grrut (Glaucoma)

&5 Hwemev (Goitre)

Smapw Gwmul (Heart disease)

& Sieveod  GB I55IWHsD (High or Low Blood pressure)
alewgaissd (Hydrocele)

et Gmmui (Hysteria)

GWHMBBEHDHSH gBLGL udbseamsd (Infantile paralysis)

eusSHwid (Insanity)

ezmey Gmmui (Leprosy)

GeuemtuenL (Leucoderma)

sreoLll Yl GLyFdener (Lock jaw)

Heitenmi_Lomedr Hewl (Locomotor ataxia)

eurliterd (Lupus)

BrbLs Gsmenmml (Nervous debility)

oiFgmevd (Obesity)

Gens (Plague)
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39. mieoguized geuaier oupBd (Pleurisy)
40. BGwmefwm (Pneumonia)
41. wLé@ eumuy (Rheumatism)
42. ey (Ruptures)
43. spemteniouieiento (Sexual impotence)
44. esrenbento (Small pox)
45. Goendgend (Stature of Persons)
46. Guewrt e (Sterility)
47. sewt Gpmul (Trachoma)
438. &1 Gmmui (Tuberculosis)
49. &l 19 (Tumors)
50. wenp g (Typhoid fever)
51. @Lev yewr (Ulcers of gastrointestinal tracts)
52. urevailewerr Gmrul ( Venereal diseases, including syphilis, Gonorrhea, soft chancre,
venereal granuloma and lympho granuloma )
The schedule [see Rule 6]
1. ooyl Crrul syerogiom (Bronchial Asthma)
2. gu@mrmut (AIDS)
@b CHTUISMET  IBHSHBHIUSSHTED — GUILILGBSHSHOTD  61eIGBT  (LPLYEMLOUITS
Gl ILI(BGHHeUMD 61ICBT alembuyd OFUIHD FLULUUQGBBLD SLGLD.
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(POBWBB  allenbUmismen L&He| GaFuiud Ligeud
Misleading Advertisement Submission Format
Centre:
Month/Year:

Copy of Advertisement or Video link with snapshots

Serial No.:
* Name of the Ayurvedic/Siddha/Unani/ Homoeopathic drug
(Name of the Product):
» Name of Advertiser/ Advertising authority/ Manufacturer/Marketing agency
(Contact Details):
* Medium of Advertisement (print/electronic/internet/audio-visual)/ Language/
Place:
* Contents of the advertisement:
* Reference details: Source of Advt. (Page no.) (along with complete name and
address
of Print media/TV Channel):
* Date of Advt. (Publication/ Telecasted on):
 Under Section violated or contravened:

Date: Signature of the Coordinator

Place: (Name of the Coordinator)

®a8urais alenbLymismen CFafl e DIHMEN LOHHHIAIS HEwIHTRILIL] DIGVIAICVTHET,
DIHBOHETH  UMTWI(HBHL UL UgeaudhHed UFHley OCFUISeameny, Sig oL (BLOGLEVTLO6D
Sipme FHaT, UWTGeusmT, wenmed LWHHHISH6eMeT WIHev o FloD eUPHIGD DI ST o@D
LUfhBHINTSBLILILL. HT60 HEUSTFSHHD DILILT MeusbSLILBHBSI.
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wepwBs alenbuymiseaier 60 Lmall LLmismen @nls OsmBaHaHienGenTid.

FEBAY CHTAL 69 GlJ LD G & &l6v

@G uMEAe GMLTEEL

555607 GHTEMIL
kg

gieasmy Crpmul aaiug @geum] GMLUbGSS wWownsh Crrwrseleiengdl, &bs
Grmuissmer WHbHBEG CETHSHILGL  alembuimisefled  @HCHTemW  GewIlLGSHHICouest
aaiCmr, Flev FHemiseied @GewlILIBGHHIGeueT GTHICBT, (LPUPMWITES GH6WILILBSHHIC6ST 61eTEmIT
aeiiml GBS HEUBTGLD.

(WpedBWBB  alembugmismen LFHe CFUiusBsTes WwHHW FHH WhHHHe QTTUIFS
BleweowsHenr  amgures  DOOR MAN [Documentation of Objectionable Advertisement
Reporting under Magical remedies Act Notification]| el &ueingymui®p  Ggwied  elpsvld
QUTSHIDSH6T eTaMFHTHAD, 2 L @ISGL@ID UHe OFUIW auflauend OGFUIHeTeng. BbhdH
CFwed 3eug Capdlw HHz wmHHen Hmbrer 13 Jan. 2020 ey Gevefuf L L gl wimy
Gouemr(BLOTEITEVID 6TMRIS(HHSHI CouemT(BHLOTENTEID HEUBTET DIGVEVHI (PEDBULIBM All6ILDLITHISENETT

UemalULLD eihHs o L Cer oipement LHGaummLd OFuiuleomLd.

** Strong communication practise is an important part of the process **
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8. wBEHFIUE BWrBTWTUY MIPPHBBET

81 WmSGus semrsTenily GEfwennaetir Saudid (Regulatory Guidelines)

HhBHIBmeT  HWMflesad, CeusiGamp S HHBEG BT OCFeL6vaD, alBLIeD6T
Qauiwed, oIbs WHHHE alBumamw SigHsfodsad wHpn UAGFTHmer Gauiwab,
alembuyd QFwiwe)b, GUEIULILL QUM (WeBH6T HmLLILNgshs Geuemr(BLd.

UTGISTUUTET, L6V6T SHTHanigul  LO[HHBHIH6eMeT HIHsL BUUTLIQBSTHOD, LDSHSH6N 6T
uwesr urligesr Gugl, gaid LSHaTmeNe d6T JBLBHITHUTH EHBIOID QUOBIG (LPeDBEHEIT
UG SHBLILIHS G367,

Grmwmenyseferr UTHISTICL e (WpsHSWIDTEIH. WHSHIO SITUFHACWT (&) WHSHSHI!
Creweu@uim, waser / Crrwnenysefenr LUTHISTICL (WHETMLWTEISTS EHHD Geuemi(BLD.
dhHeT UTHBTUImL o pHiuGHaId Gurgl, Schedule E/ Spurious drugs — Drugs &
Cosmetic Act - 60 FBUULL  [BHEhFiSHDHETENOUIML LI  LOHHSHIH6MT CFWLeOLITHHMET  LOBHa|LD
FIhSH Beualsbs GCeuemr(BLD.
SHOUBTET LD(HHHIO (LPENBHEN6NTH MBWLTEHH60, GUTET  LOHHSHIAITHET6HT LOHSHSHIOID, LOBBILD
D(hSHSIUTHENTeL 2 e TehaILBD ubs olmenayss (latrogenic effects) eneuwimeyd
(POBUWITS QURIGLILGSSLILIBGHD GCouewi(BLd.
Vigilance eteiiug) ol er @mUug eleim QuTbeT UGB 68U  UTTSHEHTLD.

@ef wrGysveumd ereieurm QUTEINILL 65T BHHd GCouswi(BLD eleiend LIMFLIGUITLD.

82 d55 W(msGUTSHErssTar GEdLsmmpser
hSBIuTHeT Crrwmefluler Gmmul Sewily (WHe0 LO(HHHemer GBTLTENTHEHHE
QUDHIF], GHTMUISEGEIDTSGD Uen] HHIGB6T QUTBILL 6Bl HHHHe0 CdTerenGealewiBLb.
o W(HSHSHIUTHMET HMY (D ChTwTeNSEHHE WHHBHIHENMTED 6lhd HRIGLD EJMHLIL TEIGNTERILD
BT1HH60 Geuewi(BLD.
o L(HSHBITHEN BLOLOL GFHe0 aumd Crrwimeiluier @&psl@emmisenenub CrTul DinslEHsleemenub
G LLler Gprenwl Hemisb@GBuTs WGHd SeuaisHH 6T ShHd Geucmi(Bld, 606TeIBTe0
GrTuIsbHNLILID gBRUBLD LW L(HHSHIHMN HaBIHeUTE CBTBHS CH(HD. DIHIT6D

Grmwmefle@ LUTSHSLOTET Hlewew GMLL  eUTUILIL6TETS.
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LDHHSBITH6T OHHSH FLewL 6HIDCUTEHI Guwiy, euwigl, GBTUI, WHSHHIAID, LDHHSHIE
WBH6T S FwaBedB  OFefeuTded,  Lleuledeomosvld  61(1HIHD  Ceuewt(HLb.
GrTuwmenTaEndH@E Lflub euemtentd @mHobHCeuewi(BLd

LOHHAHT  SIETER], SIILITRID, LSHHWID, BHTeT Siemey, @emeu FmmIbGurgl OFHerieursebd
RHPOBEHSG DHWBWLLLD  FaBCaemiB.  CHTwWTeNTHEHGHEG —Uflwelsdensy  6T6aIBTeD
Oxpefleurs WG 61hSHHIHIB Geuemt(HLd.

LoBbSBIBeMeT eIHTUTTSSLILL L Lbsalmenenel  Cpmumenjsef b e1&FFfleds Geuemi(BLd.
HSBHIVUTHET LBLOHSHSH (WemBHeT CFubGurgid seianh il el BHoHHe0 Geuei(BLD.
SleleUTs BeL60TLDe0 GUITETTEL HL 19NSH, QMBL HBTEL HBHBTUI(LPLD, CHTEHHEMILD, GUTLDSHHTEV
GTEVILDL| (LPMSle&EMHLD GBLIL SHan(BLD. B Crrwimeiuler urTgisTliemu Caseiald@nwuma@Lb.
hSBITHeT CrTwimenTsenen algmflé@l CuTg SleuTser BHelar LHHHISGET BB
urgmbuflul WwmbBismenCuim e1BHHlemenyT el Cal & Couemi(BLD. GOTSIBTD SisuBmB
aBHHIHCHTeTEHD (Wempulled Fev GCouemenr Houml HHWHSTED, DIHl  LOHHBHIBEHDHE
AL ufled allener ML (HeTENHTeL HIHWHHHT levevd Gouml STITTHHTED HBHDHBHHT
SIW  HEWILMBIW  (PIQUID.  hSHBHITHeT @FH CuTEIB  Haler HSHIHIUPD DLUIOS
LHSHBINPLD REBTH TBHSWD CuTghl Blapb UTHHTeT alamenesamentt LBMIL Luleve b
Gouewi(pd. LFHley GFuIHevID Geauewt(BHLD.

LHHBIUTH6T  BOLISHmBMUIL  CUDBIUSBETHOID  Lewd L (BoUSBHTHOID  HEUBT6T
alembuymiseT OQFUieumd HalJhmHeo CeouewiBD. OTEDBTE SIFH FLLLILIY  SHeUBT6T
QEIBTGLD.

SIMTHENHUILD 6T6ITSIT60 G6MILILIGSHS (LPIQULD 616G, GHBIBW HTevdHHCBW G LB SHS
(WQU]ID 6THICMT, LyTeioTsd G6emILIL(BSHS (PIQUd 6TeiCmm, Lshs aleneresBem E6060TLO6D
GeIL(BSHS (Wb e1ei@mm alembLgmiseT GFulaemsd HalJsHhsHe0 Couemwi(BD. DiENaTSHH
CrTUIBEHHGD OmEG FHFmF SHIUUBLD CUTEB UTHHWMISEN6T LILIGTLBHSHBHIH0 BB
Ohs CrTuisd Bbsd WHHSH 6aim alembugll LUBGSHHIHD FnLTHl. JOTaTBIed LDSHSH6NT
FHTemEG6l (HHH HMLHEM6N DieId LO(HHHIHM6N 2 I CEmeirend OHTLHBIG6]T. SIeUTH6IT
LOHHAHT DIeTe], DIHeT alfluid, DiFed o 6ifen CUTHL H6IT, DD 2 L QHT6ITEHLD [HT6IT
SIETR], DIHE LUSHH WD, DIH6I [HEhFHBHETEND SLBHUIAIBENB DINSILITIDED LOTHS 6T 60,

AUMBLE HewIdHPHe0 2 I OaTem(h 2 Leded Oumb urdHlmu gBubBHS CsmeTsaser).
86 658 DHSZIE OLW SYTTIES |



SLMBWTL B Curais alemburmismensd HalTshmHe0 GalewiBLD.

53 WHSHBHITHEH6T LIev] HTCLD W(HbSHIBMmeT QFUIH CHTWITTTHEHHE O\BT([HSH 6TB60T].
Sleteurm GFwiub Burgd SiHer SWTHLIL [HT6T, STEOTUHWTGD HT6T, BB GLWIT,
SIFTR], DS FHH(PMB, DS LSS alewena] CUTSBaIBMB SLAUNID OIFUIHE
Gouemt(pld. SIHIOL BLosveoTdH ChTwTelBEnEE CBTHHGD HHH T (WS DL ulled
LOHHAHGTOLWIT,  OHHSHET  DieT6], DIHET  PELIGUTHLH6T OBBID  DIET6], DS
® I OFm6@Emnd BTelr,  SWTHLLY [BT6T, STEOTUHWTGD [BT6T, LSSaNN6Te], LO(HhHH
o fliob erewr, OFHTLFL elewr oBE@ID (WHeufl CuTeBeuBemB GBLILIBH0 Ceouemr(BLD.
wmSBIT Crrwimelad WmHbH OBTHHH DIGHETeL LUTSHIBLOTET ailenene] 6iLBLOTUT 6T
SIS UFHe| CFUIFH DIHBVIETEN LOHHSHIHEMENT HEWIHTEMNHGD MOWSHHBE SHeUBTHI
SIDIILHD CouewiBLd. BHemed B L(HSHHIMUSHBEHT OHHHIMTHEHHCHT 6hdEH LIHF
CFTeLEID GUITSI. LOTBTSH B WHSHBHAUHMSH SBITOSHHMBE HSHHSTIL Gumed  ommips
SIMDEDS  (PIQUILD. OSHBEHDHE, CHTWLTeNTSEHGHE UTHISTIDLL OUBBIS ST  (PIQUILD.
53 DHSHBHIUHMHSUD DIHET GLHEDOMWIUD, HL60 HTewig o u8HT] 2 euyFeauiul

(LpIguid.

8.3 wmHg OFul Hamewmsensstear GEMLampseT

QUIBLDLITeVTET LITHSLOTET alensrey LO(HHHe0 gBLGBL GBBHBHTCLCW HHDBBSH.

HHH GBBHMSH FHROFUIUBH LOHHBHIOFUI HleneLWIBIBMEIT HLDOWITGLD.

WGBS QUL semen CFsfle@GWD (Pewm, USLILGSHHID (peoB, Fishd CFud (s,
SIHET (BHSH CFUILPMDB, DIHM LTHISTHSH MeUbHGD (pem, GuTd CFUIHe0, @b
BL 5P BHE WHCHT QL HFBG CETa(h GFbmHd Bampled gHuUBL Llampaened
LOHHBHIH6ML GBBLD gBLUGHMBSH. BFHmeand FHalfhs WHbHSH CFUl HleneouImE6T LO(HbHH
QU @EICUT(H UIYHemeVEmeTUD BailG SITUIHSH [HEO LO(HHMSD LDHDBEHDHE
OQxThobs Gouswr(HLD.

flov  BHAHIBET FHWHHG UHSH LIBEG UTHBWTE  almenenal  GeualiLBSHHIS MBS
SIGHMNNH  HEWIBTENILILISBHTS DMANHSH OHHBH OFUI Hlensowmseafed LoHHHIeudH
senisTenilliBg sHellilfley gBuBGsHH GCeuewi(BLb.

HHAHET SILMLUTD UTHBLOTT alenene] gBULLT0 GHTLILY Osmeten OHTeneuGud]
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oTewICeum  DleLeVGl  LileiTeTehFe0  (LPHUICWT  CBTHHI(HHH60 [HEV6VSHI. EFHET  LPEVLD

LOHHAGI  LIGVGITHEMET (LP(LYEMLDUITS  HeWTLMIbEH HAUBIGEMET HeNETU! EUIGVILD.

LO(HESTEHETSHenEsTen QEiLampseT
LHHSTEHHT ChTumenfld S mbaH CUBID WHbHH FLIQed 2 61T6N LO(HHAHIHEN6T 61[HHEGLD
Gurgl HHTAIOTHOD HAUDHBHIL@ID B(HHH WHHmSH CETHHD Geuewi(BLD.
LHhBHIBMmeNS OBTHHGL CuTgd o flur puflLd CsThss CauemiBl, Feof LSBBSHH6L
LHhBHIBmeT CBThHGD Curgl B CaEThHH aIBH M. SiGHamme L elufs
alemere)H6lT JBLIBSBS.
OGBHSTEBET  WHHSMmaT LISTLESSID (peppeuitt LBl spid GRS DbSSIeT
GBEUULLe»aCw  auflowmfuw  GeuemiBo. oiguid FHCsH&D @mULler  omIHaHieufleir
SiBeurgemerenwil QUBDILT 6T Fam Gouewi(HLD.
LBHBHIBmeT  TBIlE  QBTHHS SnlMH. WHSBHINT UfHBHIDTHSH LOHbHSHIHMNTCWISH
OQxThobs Gouewr(HLD.
WHSBINT UfbHBHImTHS HHHIGHmen DiFHed GHUIILL SemaigCu aTGHs GeuewiBhLd
GrmunerysEmeasme QbbLpenmeer
GrTwmenyae (PHeded W(HHHIMMT DamiGD Curgd Beu CuTelwTeUTT &606M6V, SITs
ugell GQUBE, WHHBHINT HTEIT 616Nl BT DPHS Lleten] SieuTseier oL CeTFmeTenuL
Gum Geuswi(BLD.
GBTWITENTH6T  HRIBENH (GBS THIBMET  ((PMDWLTHS  FnBGalewI(BhD, HHHIeUFIL LD
GIMGBUID LDEMBHH6L TFal TG
GrTwTenyHeT FHEIBEHEHG gBUL (BeTen uTHllemers  upplud  Gpruiemers LmSuD
Q@ (wapewwwrer Uflsed GCamenngmebs Gouewi(Bd. LgsHdH 0FHFfha Osmeter GeauewiBLb.
9IeV6VGI (HGHHIUFLLD Cal (B OFHfhe Osmeiren GeauewiBLb.
GrTwTeNTH6T HTRIGET 61(hHHH CBHTTEHD BB LOHHHIHET (L0) LOHHSHIIBISE6TL Limns
LHSBITHMLGHFHe0 Fmp CeuewiBd, BFH LGB LDHSHHI (LWeDB FMIHS LO(HHAHIHENEI
(Multi pharmacy) @Gy Gpr&Hasd eihd@GHL Gurg Ba@wd LTsswTear alamenalamear (Drug
-Drug Interaction) sailjés Suisuilb.
QM (wewp WhHBHeufler pGeorFemenuiler LIy W@HHH FLB CUBBIS OCaTew(, ibHS
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WHHHOW 16w BLD 6B 6UTHIS LIWGTLBSHHIHED FnlTHI.

LO(HHSBITH6ENT60 LIFHBHIENTSHBLILLL  HIGV6VHI HTET 2 _6Tenid dnlgul LO(HHMSL LBHIW
Uflaed Osmemngmeds Geauewi(hLb.

HhHever  mHSHflar S Bsorgmenuiet L  SleNey, SEILTEID, USHSHWID, [HI6IT
seme), o UgGuwnsd wmpid GeuefiniyCunsd, SiFlwauBens mard Gzl (B Lfibhs

Ueir o mhbHener o I Gamemen/LwaibsHd Geuemt(BLb.

LO(BHHBHIBEMED BHHEH OHHHIBMT amhiGld BGurgd oibs wmba GMP (Good

Manufacturing Practices) syFsmamisn OUBB HipeassTed SWTfdaliulLsr? o flu

oiing GupLL(BeTengt (License No.), Gsuliefled [Label] wappbder Guwy, Cambd QuTmLser,

o smigGunaior GeuefllgGuimsior, Slema], BTeTeNe], SHWTHLIL BT6T, HTEOTOUSUWITGD BT,

WTFFfHMB Fulenal LD CUBBIETNHT 6Tl HeuandHd GCeuemr(BLD.

Crmwrmery GElwd seum)

GBGETRIBMET (LP(LDDOUITS FaBTID60 E)(HSHSH60.

HSBHIT  FPWbBTeT Semened el gl pBum  Slvevd  GHMBEHGHT  LO(HHIHIHEN6IT
2 1" O\ T6iT6IT60.

wmSBIfler  rGeorFamenuilens W HHHET Sememed G BT  GMBHCHT TBHHIG
OsmeiTeeL.

HSBIT Pl DDILTETHMS LTBY 6IhHHdH CsTeiemev.

USHWLHMSH MBAIL60 DleLevH LGHHWSHmSH DieuauiCGuTg Lpslal[B&He0.

SIBWITEHLOWITEL 2 6THHeng GeueiombHTEHa b Oeuaiiombensd © 6MomHHBTHAD Lommis

dBSHHIH OFHTeTEN6L.

** ADRs are Expensive **
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9. ysrir ugea Qzuiud P(PsHM:
BOFID] LHHSHIeUDH HewTdTenillL] LBMSILD, DiFHed LuwieT LUGHSILGLD alemdsmigern

uppluyb CrredGeamid. el W(HHHINS HewisTanllled eiHemer LFHe CFUIHe0 Ceuemi(BLD,

g udHe] OFuimed Geuewi(Bld, ey uHey CFUIHe0 Geuewi(Bd, wmflLd uHe] OFUIHE

Gouewi(pld, 61HIB aMleNHEHHMSH LTTLIGUTD. (HHeU60 eI ILGSHBHIHeI6 6l (LpedBH6T LM

umriGumib.

9.1 SpeusTTLILIHSSiHedeT (LPEDMESET:

o GCapmeuwmer HHaI0HM6NT (edBWLTEF CFaHifldhFH6v0.

o GCrafldss HHaULHMET (LPBLILIY  FILITISHSH60.

o ADR - oW auenaLILI{BEHHISH60.

e ADR - &g omeviorer wHSHBmen  Fiwuns GG  Bkseo (Coding)/
auemalILpSBIHe0 (Classification).

o LGDHaIMETeDETRT HTJent HTflmidemen Sevd ouyTuised (Causality Assessment).

o UfihBHmsaslIl L CBIHHBGeT (WwesliLy Sipfidmamul FJlilsss0 (Submission

of reports within the appropriate timelines).

9.2 ergemenll Lisla GFuise Gaswr(Ld:

LO(HHSBIHENMTE  GJBLIL HInlgUl  LITSHBLOTET  alleDeTa|H6T  SENTHMSHULD LHe| GCFuighed
Gouemi(pd. AFHe0 FPw SHmiEG Ouflw HHIG 6B LUTGUTH E606N6V.

LhSBITHeNTe0  LUFHBHIMTHBLILLL  (HHHSNTS  QHHSTID  LfbHenyohslilLTs
LO(HHBHIHENTS HHITID DiUBBTEL GBLGBLD LTHHBIOTET alenanedemert! LiGHe| GFuiged
Gouemt(BLd.

SIFHB  SleNal6VTa  LO(HHSHT HETEMOWTS B(HHITID, HHB alfliheHTe0d BB Fnlgul
uTgsTe aleneraurs QmULmid uFHe] CFuIsHed Geuemt(BHLd.

LHHBHIHMIT  Fnl BBeUTed GBULSHImIQUl  LTHEIOTET  alenereydemel LFHe| CFuighed

Gouewi(Bld. Siemeu HPGSMILLI L 6hd Fnl (hBeuTsd CeuemTBLOTRITEID B(HEHBHEVMLD.
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IDGBHS! — WHHS

DBHS — 266

W(BHEH — 2 el CUMHL &6

93 (ps&ors ysmy Sefissiu Gousmripuisme:
LO(HHBHIHEMIT LTHBOTRT  alleneney STIEIOTS  GBUMBLD  SDHHEWIL  aIleD6rTe|dHen6r

WpSHWITE UST] Slefdsii. Gealemr(Bd

e LDJGUOTLD

o 2 UIHEBG DUSHSHTE BleDeL

o (HSHBHIDMETUND DINILHBHILL Couewngul Sjeudluid

e 2 160 2 mlyselar Gempur®

o HHaled 2 616N (GHWHMHHEHHESG GBLGBLD GHmBUT(H

o WHIHEHIS GomuTh

94 mBs, wmflLw ysny AlefEs GouewrGid
LHHSHaI0ener 2arfluifser wmy Geuemi(BLOTaMTEID LSTeny UHey GaFuiweord

oL -

LOBSHSIT,

QFaledwi,

LO(BHSTEhHET],

HSHBI 2 HNWITeN],

LOHSHSBIO! LOTEWIGUTH6T (LD(HSHHIUTHET LOBEMID (HHHIe FfluiTser euruieoms)

Gpmwimefaseir.

Gpmwmefl  wWHSHUFLELT  HEVeVH  W(HGHHIUDmeT  eamflwiFsefLGuor L&Y
SIeflBHEUTD.  LDHHSHIIDMET 2fWITH6T LsTen] LUHe| CFUIgH WwhHSHFLD CarThoHs
Gouemi(BLD. LOHSHHIUT DIHWET DiHBH6L 2 6itern LTTLOCHTAILS 606N MWSHHBESG SiGILILI
Gouewt(BLd.

saolly unsslomer Bae| (Serious Adverse Event) gmulLmed 15 BTl semed L&y
Slefldbs Gouemwi(Bld. LOBM LTHBLOTHT BB H6T LOBBID  aleneTaldamen 1 LOTHHHMBE 6N

Sl CauewwiB. Bener IGLEVTLOED LOHHSTGUT LOHHHIUSHSTELT LI gmLger o L Ger
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SIFTUH 1 BIEHHSGH6T LUsTT DleMdHHe0 Geuemt(BHLb.

Obs LsTem] SLauenilILBHSH 0FHflalss BHBOHT auenTWIBISSILL B SHLOTedalIL L
ugeud (ADR Reporting Form) o_sitengl. oigewen (wedpwns, albhseland uiss Cauis,
sipmer CuB@essiiulL. NPvCC, IPVC, PPvC - ssefled Oxflelids Couemi(hd. iger omglfl
Ugealld OFHMIL &1 DenenihBLLL (HeTengl, DiFHemern 6y LJiHdH OFuiw Geuemi(hld eT6dis
AU (LPBHEHLD DHEIL 65T EDenerrebBLILIL (HITeNG] .

@0 @Miurs  GprwmeliuBpBlul  HEH6UeOH6T, W@HHSH LUBPRW  HBHEU6OHET LOBHBID
UGS alenene] SieLevgk Gumgwmer alemere opdluier UBBlw GPLLS6T SILmGW. Gg)ib
SLauemILBSSHLT  Sevevdl  Gaflaliiueufler  @GBlyseT &SlLTuid @ IDOUBID.  &eveu
SIMATHSHID s BoLlbmaswTe (pedBuied LITHISTHSILGBLD. Speuar ILiBGHSHILINMT B 61H
BLOUQSHMBUID T(BHBLIIL LT LTS Dleuenyliuppiu GlliyseT SFasFuors meudbaLiLBLD.
@ sl BLiesns Grmuwumenae sromesGeal ChruiTes UsTT SieMds HIaTHaID, LD(HEHHIMTHEMHLD,
LO(HHSBIILDMET 2aTNUITHEHLD 0 sleilenowimeg ST SleMdd Liew aULfl(enBEemer  LO(HHHied
HemiHTenilIled o 6o Hpeuamiser OFuigeumaps. B5Hs0  ADR uysty ugousbmns
SHHIBENH DMeHenHHe0 Geuefuie0, GFuwied SISPSILBHBHIH6E0, LSBT CLMBICISBHTET
eitedtehaev (deufl GeueMui 60, HL L ewridleveor GpmeneuBud] eremr Gleuefluils0 GumaTBeuBmM®
SIB(WpHLD CFUIFHieTeNan]. @HET (PeVlD LIgausHemd UHaIBsa, UjsHd Fuig, D(HPlev
® 66N LO(HHSHIUMETUIGT ©I6L6VFHI LaTeNEhdFed cLpeulodBeur, GFweduier euruieomsGeur,
DIMILILIGVITID.

Identification
of ADR/AE &
MLAs

Dissemination Investigation

(. ) a ( Evalaton )
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B 3651 (b QLB (pwiBFuims SiddARAPP-erens QFwedwimengi £ &aLoh s a6 s Hiennulled
W& (WHeled FHd WmoHHen emwwl ugTuiFd Bleweowid (Siddha Central Research Institute
- SCRI, Chennai) gnjurs  ASU 1o(bbaHiSEHEHSTEN O(HHSIST FTihsd LsTfener  LHey
CFuluaBaTe 2 (HaUTHSLIULL 0Fwed Su@h. Abhsh CFwed cpsuld LHSHHIOT, OHHSHIA
o galwmeny, OFalelwy, WHGHHeN UsniwTeniser, Cwurwmeny, Gpmwmefuler o geluimenrs
eleoiml Wy GouemiBLOTRITEIID LBTT ©J61fdbaH60mLD.

9.5 ADR/AE Form

2008 oub SpewiB  (PHEL  SLUIOG  (HSHBHIOUSHH BB  LO(HHHI6UD  HETHTewILIL
GFweouL g OQaTLmsSuNmHIdmID Belawmbaiseisar ADR ugasbms srer Llemummpiul (b
aupbSHH. et 2019 oub Suewih QOFHTLSssH3He0 (Central Sector Scheme for Pharmacovigilance
for ASU & H Drugs) &esr@sasiiu’ . ADR  ugeaid Spujed 1bhHSaHHenBHBTHE6!
aueIWmISSIUL (B Ueaumpl uGapa. Bbsd LgasHma eelaumsl LiHd GauiwiBGsuemt(hld
B aUPST IQUD OFHIL &1 CBHTHHBLILLBeTendl. ObhdH eubsl gl FHH WHHSHI6!
SYTWIFS BpieuensdHen W heHHes seusTenill] e aryied 8 glyed 2019 siem Gxdlw

LDHHBINDH HEWIHTRILIL] MIOUISHMBE SIEILILIL LS.
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PHARMACOVIGILANCE OF
AYURVEDA, SIDDHA, UNANI and HOMOEOFPATHY (ASU & H) DRUGS

Reporting Form for Suspected Adverse Reactions

Mote:
i.  Personal information of the consumers [ patients / ADR reporter’s will be kept confidential.
ii.  All suspected reactions are to be reported with relevant details.
iii.  All completed forms are to be submitted to the program coordinator of nearby centre.

Al/U/S5/H
Ay-N1ACods of Feripharsl
Cankre' AR MNumbenYear
Ap-IPGTICods of Feripheral
Cantre ALK MumbenYear

Code Un-MIL MY Code of Feripheral
i1 Cankr' AR MumbanYoar

Si-M1%Cede of Peripherai

Cantre AL MumbenYear

Ho-MIF/Code of Peripheral

Cantre' AR Mumbenyear

1. Patient / consumer identification (please complete or tick boxes below as appropriate)

Mame (2} Patient Record Number
Place of Birth (4) | IPD / OPD (5) (PRIN)(3)
Address (7) Age (6):

Village [ Town Sex: (8) Male / Female
Post { Via

District | State

Diagnosis(9): Constitution and Temperament (10) :

1. Description of the suspected Adverse Reactions

Date and time of initial
observation (11)

Description of reaction

(12)

3. Whether the patient is suffering with any chronic disorders? (13)

Hepatic Eenal Cardiac Diabetes Any Others

4. Addictions, if any? If yes, please specify: (14)

5. H/O previous allergies / Drug reactions, if any: If ves, please specify: (15)

6. List of all ASU & H drugs used by the patient during the period of one month:

Date of
MName of | Manufacturer / D Form / Route of - EE: T, Reason & ted
the drug Batch no. t::;E administration | Starting c D|::pe e  E— ny unwante
(16 a7 (19) (200 “r:z':"“ (23) occurrences
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7. List of other drugs used by the patient during the period of one month:

Date of
Name of | Manufacturer / Form / Route of Reason
Dose St 2 Stopped / Any unwanted
the drug Batch no. administration | Starting : for use
5 2a) I Continued OCCUITENCes
(24} 1251 (27} (28) (29} (300

8. Details of the drug suspected to cause ADR:

Name of the drug (32) :
Manufacturing date and Expiry date {if available) (33) :
Femaining pack / label (if available) (34) :

(=" =

Consumed orally along with (water / milk { honey [ or any other) (35)
e. Whether any dietary precautions have been prescribed?
If yes, please specify : (36)
. Whether the drug is consumed under medical supervision or used as self medication. (37)
g Any other relevant information associated with drug use: {38)

9. Management provided / taken for suspected adverse reaction (39)

10. Please indicate outcome of the suspected adverse reaction (tick appropriate)

Recovered: {40 Mot Unknown: Fatal: If Fatal
recovered: | (42) i43) Date of death: {H)
(41)
Severe: Yes [ No. | Reaction abated after drug stopped or dose reduced: {46)
(45}

Reaction reappeared after re administration of drug: (47)

Was the patient admitted to hospital? If

ves, give name and address of hospital
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(48)

11. Any abnormal findings of relevant laboratory investigations related to the episode done pre
and post episode of ADR: (49)

12. Particulars of ADR Reporter:

Please tick: Patient / Attendant / Nurse / Doctor / Pharmacist / Health worker / Drug Manufacturer
(30) [ Any others (please specify)

Mame: (51)

Address: (52)

Telephone / E - mail:

Signature of the reporter: Date:

Please send the completed form to: The centre from where the form is received or to
The Coordinator, National Pharmacovigilance Centre
All India Institute of Avurveda, Sarita Vihar,
Mew Delhi - 110 076
Email: pharmacovigilanceayush@gmail.com

The ADR FProbability Scale
{Program Coordinator has to fill this scale)
Questions Yes MNo Don‘t
Know
1 | Are there previous conclusive reports on the reactions? +] 0 0
2 | Did the ADR appear after the suspected drug was +2 -1 0
administered?
3 | Did the ADR improve when the drug was discontinued a +1 0 0
specific antagonist was administered ?
4 | Did the adverse reaction reappear when the drug was re- +2 -1 0
administered?
5 | Are there alternatives causes that could solely have caused the -1 +2 0
ADR?
6 | Was the drug detected in the blood (or other fluids) in a +1 1} 0
concentration known to be toxic?
7 | Was the reaction more severe when the dose was increased, or +1 o 0
less severe when the dose was decreased?
8 | Did the patient have a similar reaction to the same or similar +] 0 0
drugs in any previous exposure?
9 | Was the adverse event confirmed by objective evidence? +l 1] 0
Signature

Program Coordinator
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1. CODE

Code expresses the 4 classifieds
a) ADR or AE belongs to which system of medicine either Siddha, Ayurveda, Unani or
Homeopathy medicine and represent Si/NIS, Ay-IPGT or Ay-NIA, Un-NIUM, & Ho-NIH
respectively.
b) It indicates the number which is given to Peripheral Pharmacovigilance Centre [such as
SCRI, Chennai-001] where ADR reported.
c) It indicates the serial number of the ADR documented. [It is not unique]
d) It indicates in which year ADR reported.
2. Name of the person who had ADR or AE. But due to the maintenance of confidentiality,
initials can be marked here.
3. Any number or code represents the patient given by the Institution or Hospitals usually
OPD number or IPD number (It should be unique in nature)
4. Birth Place of the Patient.
5. Mention the Name of Hospital or clinic and also mention whether OPD or IPD.
6. Age of the Patient.
7. Complete Address of the patient.
(N.B: Name (2), Age (6), Gender (8), Place of Birth (4), Address (7) may be registered in the
separate register for maintaining the confidentiality and it can be traceable with unique Id - OP
id or IP ID).
8. Gender of the Patient. Mention female, male, or transgender.
o Mention the diagnosis [either provisional or complete diagnosis] for which the patient
took medication.
10.  Write the appropriate constitution & temperament of the ADR suspected Person.
According to the Siddha system of medicine Body Constitution (Yakkaiyinllakkanam) classified
into 10 types. [Ex: Vathapitham]
11. Write the exact date and time of Adverse Drug Reaction (ADR)/ Adverse Event (AE)
starts. [Ex: DD/MM/YYYY at 5.30 pm]
12.  Write each & every Reaction of the ADR (signs & symptoms).
13.  Mention whether the patient suffers with any long-term disorders or under medication
for any chronic diseases such as Hepatic, Renal, Cardiac, Diabetes, Hypertension (May be
included), etc. if it is other than the above select any other and it is to be mentioned separately.

14.  If yes, mention whether the ADR suspected person addicted to any drugs or alcohol,
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tobacco, etc. and also, specify the quantity of the items per day/week/month. Mention the
habitual period. [Ex: Alcohol addiction for more than 5 years & took 180 ml daily or Habit of
tobacco smoking for more than 2 years & smoke 5cigarette per day]
15.  If yes, mention the previous history of the allergic reaction towards any substances or
any food or any medicine. [Ex: Substance -allergy to acid, Medicine - allergy to Sulpha drug,
Food- allergy to Seafoods]
16.  Full name of the medicine belongs to any one of the ASU& H medicines taken by the
patient for a month before the occurrence of ADR/AE. It may be an individual medicine (Single
or multi-ingredient), or formulation (Herbal or Herbo-mineral).
[Ex: Siddha medicine formulation-Thiripalachooranam]
17.  Mention the name of Pharmaceuticals where the medicine manufactured and also
manufacturing date and batch number which is mentioned in the label.
[Ex: Name of pharmaceuticals-XXX Pharmaceuticals

Manufacturing date-DD/MM/YYYY

Batch No: xxxx]
18.  Mention the dose of the medicine in specific measurements such as number or grams
or mg per day. [Ex: If tablet or capsule write the number such as 1 or 2 per day, If the medicine
in Powder form mention in grams per day]
19. Mention the Pharmaceutical form of the medicinelike Chooranam, Parpam, Chenduram,
or liquid form [Ex: powder, liquid and semisolid] and also the route of administration like

orally, or external application of medicine.[Ex: Tablet xxx-oral; yyy oil-External application]

20.  Mention the starting date of medicine consumed [any one of the ASU& H medicines].
21.  Mention the date whether the medicine stopped, or mention continued.
22.  Mention the purpose of diagnosis of the patient to take the particular medicine. [Ex:

xxx medicine for cough]

23.  Mention any unwanted occurrence occurs while taking the medicine. [Ex: Heart burns
occurs while took some medicine]

(N.B: from 16 to 23 mention all the information for each and every medicine taken by the
patient)

24, Mention Full name of the other medicine (Other than the specified system of medicine)
taken by the patient for a month before the occurrence of ADR [other than given in the above
table from 16 to 23].

25.  Mention the name of the Pharmaceuticals where the medicine manufactured and also

manufacturing date, the batch number which is mentioned in the label.
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Ex: Name of pharmaceuticals-XXX Pharmaceuticals

Manufacturing date-DD/MM/YYYY

Batch No: xxxx]
26.  Mention the dose of the medicine in specific measurements such as number or grams
or mg per day. [Ex: If tablet or capsule write the number such as 1 or 2 per day, If the medicine
in Powder form mention in grams per day]
27. Mention the form of medicine like liquid, semisolid or solid form [Ex: powder, liquid

and semisolid] and also the route of administration like oral,

28. parenteral or external application of medicine. [Ex: Tablet xxx-oral; yyy oil-External
application].

29.  Mention the starting date of medicine consumed.

30. Mention the date whether the medicine stopped, or mention continued.

31.  Mention the purpose of diagnosis of the patient to take the particular medicine.

32.  Mention any unwanted occurrence occurs while taking medicine.

33.  Mention the Name of suspected drug which may be considered to be the reason for
ADR/AE.

34.  Mention the Manufacturing date and Expiry date of the suspected medicine which are
available in the label of the medicine
35. Remaining pack/label (if available) of the suspected medicine.
36.  Mention whether the medicine taken orally or any other route of administration
and mention the adjuvant/vehicle took along with the suspected medicine. [Ex:
ThirikaduguChooranam took orally with honey]
37.  Mention the dietary precautions advised by the physician while taking the suspected
medicine. [Ex: While SerankottaiNei, Siddha medicine Physician strictly advised to avoid
tamarind & salt]
38.  Mention whether the suspected drug is consumed under medical supervision or used
as self-medication.
39.  Any other relevant information associated with the suspected drug use such as sleep
disturbance, changes in daily activity, took different foods, etc.
40.  Mention any treatment given to the patient for managing the ADR or AE.
Indicate the outcome of the suspected adverse reaction (tick appropriate)
41.  Tick whether the patient recovered from ADR.

[patient’s ADR - signs & symptoms reduced well]
42.  Tick whether the patient not recovered from ADR
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[patient’s ADR - signs & symptoms not reduced well]
43.  Tick if the patient doesn't know whether the ADR/AE reduced or not.
44. Tick fatal, if the patient died due to suspected medicine.
45. If fatal, Mention the date of death if the patient dead.
46.  Mention whether the reaction of the ADR/AE is severe Tick Yes, if not Tick No.
47.  Mention the ADR/AE reduced after the drug stopped or reduced (De-challenge)
48.  Mention the status of reaction while re-administrating the medicine. (Re-challenge - This
should be done if the ADR/AE is not a serious one)
[Note: 46 & 47 Karpoorachindhamanimathirai: Nausea & vomiting are the ADR recorded for
the drug.
The symptoms reduced while the dosage of the drug reduced - De-challenge.
The symptoms while re —administrated of the drug, Re-challenge]
49.  Whether the patient suffers from ADR/AE and if admitted in the hospital due to ADR/
AE, Mention the Name and Address of the hospital.
50.  Mention the relevant Laboratory findings to Pre or Post-episodes of ADR
[Ex: Sr.Ferritin for the ADR due to Iron related medicine].
51.  Mention the position of the Reporter such as Patient / Attendant / Nurse / Doctor /
Pharmacist / Health worker / Drug Manufacturer / Any other.
52.  Mention the Name of the Reporter.
53.  Mention the Address of the Reporter
54.  Mention the Telephone number & mail Id of the reporter
55.  Put the signature of the reporter in this field.
56.  Mention the date of recording of ADR in this field.
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The ADR probability scale:
Each question has three options and based on the appropriateness; the answer will be given.
1. If any previous conclusive report is available in line with current ADR reported, then
“Yes”, or else “No” has to be selected. If no known report means, then select the “Don’t Know”
option.
2. If ADR appears after the suspected drug was administered, then choose “Yes”, or else
Choose “No” option. If you are not confirmed, then choose “Don’t know” option.
3. If ADR recovered/reduced, when the drug was discontinued and a specific antagonist
was administered, then choose the option “Yes” or else “No” has to be selected. If you are not
confirmed, then choose “Don’t know” option (De-challenge Phenomena).
4. If the ADR, reappears when the drug was re-administered, then choose the option “Yes”
or else “No” has to be selected. If you are not confirmed, then choose “Don’t know” option (Re-
challenge Phenomena).
5. If any alternatives other than the suspected drug causes the ADR, then choose the
option “Yes” or else “No” has to be selected. If you are not confirmed, then choose “Don’t know”
option.
6. If you find the suspected drug concentration in the blood as in the toxic level, then
choose the option “Yes” or else “No” has to be selected. If you are not confirmed, then choose
“Don’t know” option.
7. If you increase the dose of the suspected drug, the reaction was more severe or if you
decrease the dose of the suspected drug, the reaction was less severe, then choose the option
“Yes” or else “No” has to be selected. If you are not confirmed, then choose “Don’t know” option.
This will once again confirm the causal relationship of the suspected drug and the reaction.
8. If the patient has a similar reaction to the same suspected drug or similar drugs in any
previous exposure, then choose the option “Yes” or else “No” has to be selected. If you are not
confirmed, then choose “Don’t know” option.
e If any confirmation report with objective evidence of the suspected report and the
ADR, then choose the option “Yes” or else “No” has to be selected. If you are not confirmed,
then choose “Don’t know” option.

®aeueny BT AYUSH D(HHBHIANHHMBHTEOT  LITHBLOTERT  alen6NeyHemen  Lige]
CFUIISBHTA LIQaISMBUILD DHMT LTHa OFuleuser eud(penmaenst LITTHESHTLD.Eel
Indian Pharmacopeia Commission cipeold  SyRIFe  L(HSHHISHHBHTE ©_(HeUTSLILIL L

WeDIg LIQ6UMBIGBEN6T SHTewIe0TD. @hAHWT @h LaT(PEHHHaemn 0smen Brh @mGs LsdGaum
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QumpseT GusliuGadma, NFCe @bHLHwmalsveren CLHLDLITETEMOWITET LD&H6T  HhidH6r 6
LO(HHSBIH6T FMIHe LSTIHemen eleflare ude OFuiw Geauemiph eaLsBaTes @Hh ADR
LIQAILDTEIIZHI SISV O (BLO6L6VTIDEY SO, OHeumiE, Cureis @phdHlwmalsd CualILGED
usbal Gomfuied  CmAll QuWTssIUL (heTengl. GSFHe0 QyndSeod LBBID SN0 2 6iTen
ADR ugeud &81pd Q@mBHBLILILL G

Version 1.0
W uhing lo
, MEDICINES SIDE EFFECT REPORTING FORM (FOR CONSUMERS)

Wwhhasaiss ubs sisnmaysst SIHBH UBT] SeTULSZDSTEN UgaD (HSj8an]sEbETEH)

e indian Pharmacopoera Commetion, National Coordmat:on Centre. Pharmacoviplance Programme of Indi,
Ministry of Health & Famiy welfare, Government of india.

fy 3> STl T 3,
TASDALF 3 AL

BEPHL WHBHL SgSSNLRl LIT] LsosETiagh S

patient mmialyCpTutaiLisE

e

Reasonds) for taking medicine(s) (Discase/Symptomal/ WOBHbLBH B6T) 2 L QETMFDAETN STTawtsd (CHTO & oef @)

b. Medicines Advesed by/ wagame o CGaseen ufggmg s sy (VE Doctor/ Liady :Immucndn\}-}.l-a\ai:l Friends/Relatives/ pemn/a padaysal_)
Seif (Past dicase experienced/No past disease experienced)/ sanmas i ]

. Details of Person Reporting the Side Effect/ uss cleenass glss ysay aﬂ&gﬁ: pufian eleuyrimst
s Name [Optionall/ Gams (sipiasas’s ety

n  Address/ (psau]:

Telephane No./ G@tsneoCLd| s1am: Emal/ @-Guouiso:
4. Details of Medicine Taking/Taken/ gt Garchppd / afiss Qs
Name of Medicines/ Quantity of Medicines taken (e.g. 230 mg, Two times a day)/ Expiry Date of Medicines Date of Start of Date of Stop of
[T S L2 afias Garain. wehpsald omaya.s. [T S XL ] Medicines/ Medicines/
Guij ssiv 2sbg, g prevamas B wap) sasora® ChE TS & XES S WO KB BIESDT
2 L Gsamm PobEU CapL
(== A B T
Sl

Dossge form/LOThHHER QYENID (V): Tablet/ 1005 E0] l:l:.mde.rt.unm.q;a [ miection/ o3 ] Oral Uquids/ ssvianfi Byene [ o
Others (Please Spectfy. - D HUNEF LS e s

\\*rﬂdld!h-c»dcrikﬂﬂﬂ?-‘ ke deerw nAen Boate wred e’ - Side Effect 15 5ol Continung/ UGS allsnensy Cpm_JEmaT(auo [

When did the side effect stop?/ uta. dieny asling fPany’ :] Feoae) :]

6. How bad was the Side Effect? (Please v the boxes that Apply)/uds dewme abs swsdibe Sursurmprs Boded (Gurabfusd Cuigde

puey Geigy v Gedusagh)
|| Dad not affect daily activities/ fmsf o andsssoni ngsadeos L] Affect datly activitics/ fmof pismsmssons i
[} Admitted to hospital/ sas peusadis Gripdae l ] Death/ wygems

[ others/1ip

7. Describe the Side Effect (What did you do to manage the side effect?)/ uds diema ubfiu paacismer diafiis eswsapd (LEs
damoa Fueeits Pusd ada CrlfisaT)

-
This reporting i voleomeary. -n--g-——u_-—u_—--.-—;—---q Tone sctive particpation s walusbie lh-n.n-.m.m-.----m--|-m|-n-----.-n-n-m-u-.l.ﬂ1
Moritoring Contre for follomw-up Tou are B officisls whes they contact you for more detais. Plesse do report sven If you do not have sl the
dssmanan
BAa A e ) gy il e saphens sdngy Baa Sakes e Braa Sncban Sprinduia et Suvuhbaren o e = wssia opraets
ilagm whpitan  BANS inalfe seuld pacd Canthe seceilasfestoe @5 ) seesedis ssoApts sl setaals  aied desusmens
5 e Sl1 S Castmmelimy ghtrsytausn 5 Gemed S b Coradles e premiaat Bdee cdEgmas  Baiesss Casesg
pjorig sultmame AS Crigs suyiaihsas )

Please twn the page to read the instructions
Prajappase afisi ) SHlLASaU HEEAE AUNGIOY MBAS USALEEN LE)SaOM @

pESlu 55 LEHGH STTLERS (5D 102 §55 DmEG oW SLTTLFS Hemeowd
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Send your report by mail or Fax to/ a_rkselr ysify &
Pharmacovigilance Programme of India

National Coordination Centre, Call us on Helpline

Indian Pharmacopoeia Commission, Bibp = o achafs Dpdsapn

Ministry of Health & Family Welfare, Gowt. of India

Sectorgl Rajagar, Ghazia;ad-201602. Uttar Pradesh. 1800-180-3024 (Toll Free/al L ami FHeocusiw)
Tel..0120-2783400, 2783401, 2783392 (9:00 AM to 5:30 PM, weekdays)

Fax: o120.27833112 (anmyprissfst ssamso 9 wad @pgsd wasmse 530 wead
Email: pvpi.compat@cmail com w0y )

For more information visit us at
Confidentiality: The patient’s identity i3 held in strict confidence and protected to the fullest extent. Programme staff iz not expected to and will not disclose the reporter’s
ident Rty in response to a request from the public.

padusd sparssiuBssx Crprunaiulss sepiunmamd s JEAunTsl NHSTESIUGD. WYhs Semay Py alayRasED
jafunms oaisiubn. Curgméss Ca GECsiam te ys1] seiisaflan s amaiass S0 vaduisd = sen o]
FBAUT] S8% UKD uéjuﬁsi Catesin._mi:. Seaa] E,lqi: wrLag

Instructions to Complete the Reporting Form

ysry ugadest Yiss Gsusigphsrer Spilysen

Section 1 - Patient Details Ufley -1 — Gpnuralulsr clapmtsss
¥ In patient Initial, write first letter of the name and first letter of Y Gpruneiuie pategipsse eap S ple. PEe Cuusde
(ap plomc ! Gurasfam ¢ s
the surname (e.g. Pradeep Sharma-PS). S S I S S—_—
(@B Urgo opywe — haat)
¥ Provide personal information (Gender, Age). e A Eed ame, mugs
Section 2 - Health Inf L Ofie 2 - e Ldped Uiy BeaK
¥ Provide reason(s) for taking medicine(s) and medicines advised | ¥ WRhnma o (Gardlaghats ] erGeseas S50 opt
by (Doctor, Pharmacist, Friends/ Relatives and Self). woipemnc fipesiiey e (rdc). wassTERy.

pomged [ o padaysa wopged prde swsors) @i opt

Section 3 - Details of Person Reporting the Side Effect
Ufly 3 —uds diooasd gidgn yst seltgd pufier
¥ Provide the name (optional), address; telephone no. and email chompneh

are necessary to assess the report. v Guag (eimasans wt) paaf. Gpiamewdud aes. B Guuis
Section 4 - Details of the Medicines Taking/Taken pfiuena ety agigg wPall Godu sdiTimasg Gpena
v Give all details about the Medicine(s) (Name of Medicines, flors — aBhas o | aGoe B o

¥ use dosgeem giuBiu woggeeis G,
o CGaram wojdpaaia smo steral G, wohiinemar
Medicines) that have caused side effect. oL Garmmi Gan ddu G cojpema Soglu S

Quantity of Medicines taken, Expiry Date, start and stop date

v Please provide Dosage form (Tablets, Capsule, injectionl, L4 o Garalm woglea amand uhd oy Godgy egioieopd
Oral liquid) and if others, please specify. Qugifemgacts, Sacutays. enfom, anpenfl gyt G
Saarud Gup gliap auic doaurss 0ok o

Section 5 - About the Side Effect Macs — a . il alagd
¥ Provide side effect start and stop dates and also specify whether | o ., Gomy snigs 68 wooe fap Szfamams

the side effect is still continuing. sgiiagr. use semey ROhRga o ampr aeug

Section 6 - How bad was the Side Effect e e =
Ufars - uks dinme apg sendipes hotsceapis BOLOS

v Gragfanr Gansaie poaGsOE B GruluopD

Section 7- Describe the Side Effect Sfer? — ubs < . = PP ———

¥ Please describe the details of side effect and what treatment was | v  uLss doemyg uniu daeressag oy Goigy defiy exi
taken to manage side effect.

¥ Please tick marks the appropriate boxes that apply.

83 wse diemma? sunaies COlLp GEBLITE ST aul
aBie Garame)na

Thank you for taking the time to complete this form.

Sppb gmbdd Bzl upedosl Y Grisshsrs s dhsmés Bl

o eu&led 2 6t LIVGeUMI HTHH6MED LOHHHIHMENT SIS ILSBHTHE  GILIHLD
wpwpd  eihdBlempen, Seleurm elfllilenife] gBUBSSHID CUIHBL B uUFHle|Henen oamHd
UBSHSHID GuTBLBL U ealssHwrgiorear ADR ugeamsamer opfiipsd CFuihern]. Sigeo
wWasab elwjdwmerg Yellow card/Blue card - ADR uigeud &81psh0smBahasliuLl HeTeng).

https://vellowcard.mhra.gov.uk/resources/reporting-forms/member-of-public-yellow-card-
reporting-form/
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https://www.tga.gov.au/sites/default/files/blue-card-adverse-reaction-reporting-form.pdf

Toar siong the o e

#YellowCard

Use blue or black ink. Complete all the lines marked with # and give as much other information as you can

1. About the suspected side effect

* What were the symptoms of the suspected side effect, and how did it happen?
I there en't enough space here, attach an extra sheet of paper.

How bad was the suspected side effect? Tick the bax that best describes how bad the symptoms were,

s [ Mikd [ Unpleasant, but did not affect everyday activities
[ Bad enough to affect everyday activites [J Bad encugh to see docter
[ Bad enough to be admitted to hospital [ Caused very serious ilness
[0 Caused death [J Other
When did the side effect start?

How is the person feeling NOW? Tick the bax that best describes whether the person still has symptome of the suspected side effect.
s [ Better [no more symptoms) 0 Getting better [ Stll has symptoms [ Mare seriously il ] Diect D Other

Can you give any more details? For examgple, did the parson take of receive any other treatment for the symptoms?
Did they stop taking the medicine as a resut of the side effect?

Was there a mistake in how the medicine was given or taken?

2. About the person who had the suspected side effect
Who had the suspected side effect? Is the patient pregnant?

s OOyou [ Yourchida [J Someone else COves CONo Ounkmown [ONA

Information about the person Supply as much information as you can, even f you prefer not give a name.

First name or Intais Family name 0 Male O Female
& Age weignt O wg 0 stones/pounds Heght O metres [ feetinches
Any other relevant information? For exarmple, does the patiert have any medical conditions or allerges? if the patiert i
pregnant, please provide the estimated due date and as much information as you can about
this and any previous pregnancies.
Msks sure you have completed sl e bnas markes § Phe sss tarn sver -’

DEFIL F55 wmEHI SLITUEAS GDWD 104 655 DMmBGIeU MDW JLTTIES [Hlemsowid
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* Name of the medicine (] prescription [ bought in pharmacy [ bought elsewhere
Dosage for example. one 250mg tablet, twice a day)
[] bought on the infernet
What was it taken for? Batchrumber BN
Start date End date Did you stop because of side effects? O Yyes [ No

Give details of other medicine(s) taken at the same time (which might have caused an interaction). Attach an extra sheet of paper, # needed.

Name of the medicine (O prescrigion [ bought in pharmacy [ bought elsewhere
Dosage (for example, one 250mg tabiet, twice a day). [ bought on the internet

What was it taken for?

I this medicine thought to have also caused the side elect? Oves ONo [ Possibly

Start date End date Did you stop because of side effects? [ Yez [ No

Were other medicines or herbal remedies taken in the last 3months? [ ves [iNo
What were theze (32 wel as the abovel:

We can send a copy of your Yellow Card report to your doctor f you are reporting about yourself or if the person is your next of kin, Would you like
a copy of this report 1o be sent to your doctor or the person's doctor?
Doctor's name.

Oves 0 No I yes, give the doctor's name and address

if you wart us to send a copy of this report to any cther healthcare Address
professional, attach a separate sheet with ther contact details.

if we need more medical information (such as test resuts), Postcode
do we have your permission to contact your doctor directly for it?

Oves ONo

We need contact details - pieass supply a 1l postal acdrss, even If you preter rot 10 ghve  phone rumber of emal address.

Titie First name of Intias Family name
* adoress
i Postcode
Telephone number Email agdress

| agree that the Medicines and Healthcare products FRaguiatory Agency IMHAA) can contact me to
nd ¢ - dscuss the suspected side effect, and 10 ask for more information that might help understanding of
e case and that all information | provide will be handied in ine with the Yelow Card prvacy policy:
Sometimes MHRA may want to use your Yellow Card information to encourage others to report, to opt in tick the box []
Signed Date
See our animation and share & on social media 1o raise awareness about the Yelow Card Scheme: www.youtube com/watchTv=3etSLdYLeBM
Please return this lorm in the envelope provided to: FREEPOST YELLOW CARD. (Mo ofhr address detalls are required) © Crown Copyright 2018

105 A55 DHSEO DY SITLEA Heveowd
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https://www.tga.gov.au/sites/default/files/blue-card-adverse-reaction-reporting-form.pdf

Australian Government EA Y

“ Department of Health
Therapeutic Goods Administration

Report of suspected adverse reaction to medicines or vaccines

about the and use of personal Information overteal. and please attach any adational data 10 this form
Plﬁ.rllnili.hornnﬁcalrmdnm‘iber. Sex: MD FD Date of birth or age:
Weight (kg):
Suspected medicine(s)/vaccine(s)
Medicinelvaccine Dosage Date begun | Date stopped | Reason for use
(ph use trade [ (Dose number for
bmmmmwsmor vaccines eg 1*
AUST L number if known) DTP)

Other medicine(s)/vaccine(s) taken at the time of the reaction
Medicine/vaccine Dosage Date begun |Date stopped | Reason for use

Reaction(s): Date of onset of reaction (for vaccines time after administration):

Describe: piease provide as much detall as possibie and INclude any resuits of relevant laboratory Gata and other INvestigations )

Seriousness: Life threatening _] Hospitalised _]  Required a visit to doctor [_]
Treatment of reaction:

Outcome: Recovered_JP Date: / / |Notyetrecovered [_]|Fatal_JpDate: / / |Unknown ]
Sequelae? Noe Yes [_JP Describe:

Reporting: Doctor[_] Pharmacist ] Other[_] Contact details (email or phone)
Name:
Address:

Signature:
Postcode: Date: / /
Thank you for taking the time to compiete this form PTO

psBlu EE DMmEEN SLTTUES EDDD 106 655 DHESG ewLW STTIES Hemeowib
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Report of suspected reaction to medicines or vaccines (“Blue card™)

Privacy statement

For general privacy Infonmason, oo io <www.iga gov.awprivacy™.

Information in This report Is coliected o assist in the post market monitoring of the safety of ferapeulic goods under the Therapewdic Goods Act
1389 {the Act). All reporis are entered into the Therapeutic Goods Adminisiration’s (TGA's) Adverss Event Management System [AEMS). Further
Information about how Te TEA uses adverse event infomaSon thad is reporied io i is avalable at <y iga pov sureporting-acverse-sverts>.

Thi TGA Ccollecls personal Informaation I this repor to;

= maniior the safety of medicines and vacdnes under the Act

= pontact The reporier of Te adverss event T further information & required

* oomtadt representalves of entBes that supply thesapeutic goods, o discuss reported adverse events.
l:hackmatﬂtsmlrfmrna'bmM:mmnmmmdﬁehmhhmmem

Al times, this informaticn is collscied from someone ofher than e individual o whom the personal information relales. This can coour whien an
adverse svent s reporied 10 a person or an endity other $an the TGA (such as a heallh professional, a hospital or a sponsor), and that person or
enfily passes the information on o the TGA. In those cases, ordinarily the TGA wil not colect the name and contact details of patisnis. However,
the TGA may colect other information relating o patisnis, including e dale of birth or age, gender, weight, initials and information aboul the
relevvant adverse svent.

Personal information collscted in this report may be disclosed as permissd under the Privacy Act 1088, inclsding by consent or where the dis-
closure s required by, or authorised under. a law ifor example, under seciion 61 of the Act). Where a report relaies o vaccine svents, personal
information about the reporter or the patient may be disdosed i Stabe and Terrilory health agenciss under subseciion 81(3) of the Act.

Fold here first (Please do not use staples on this form)

wanw Iga.gov.aulreponting-problems Email: adr.reporsifigagov.au Fax: 02 6232 8302

What to report
You do not need to be certain, just suspicious!
Amy information related to the reporter and patient identifiers is kept strictly confidential.
Adverse drug reaction reports should be submitted for prescription medicines, vaccines, over-the-counter
medicines (medicines purchased without a prescription), and complementary medicines (herbal medicines,
naturopathic and/or homoeopathic medicines, and nutritional supplements such as vitamins and minerals).
Please include timing of reactions relative to medicine administration where relevant.
The TGA particularly requests reports of:
= Al suspected reactions fo new medicines and vaccines
= Al suspected drug interactions
=  Unexpected reactions, that is not consistent with product information or labelling
+  Serious reactions which are suspected of significantly affecting a patient's management, including
reactions suspected of causing death, danger to life, admission to hospital, prolongation of
hospitalisation, absence from productive activity, increased investigational or treatment costs, and

birth defacts.
Fold here second D073 June 2018
Delivery Address: Mo stamp resguinsd
PO Box 100 L] [I:1

WODEN ACT 2808

I.|||”||I|I.|I|I|.|”|||||I...........|III|.I||III.

Medicines Safety Monitoring
Pharmacovigilance and Special Access Branch
Reply Paid 100

WODEN ACT 2606

** Enhance Reporting Culture prevents tomorrow ADR**
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BbFHWTaled GLIHLDLITEOTEI LOSHHENTe0 eBBIs OBTETTILLL LO(HHHIN (LPeDB, DU
SIMDFFSHHBSLLLL UTFOUFWl HSHSHIO! (LPHBHEMTGID BHeN6T 6IeNTFFLILITNSHDEHHE)
(b HHITF OF60EUHBHTHLD CEBUILGSSHINSBETEHAD B  HHeuedT D& LI6v
FHLLmsemen GFwLeOLBGSHHW6TeNH, DIGH6L 10S (PeHBWTEIGHID SBCUTMSUI  FLOISHE)
DISHHWTOUFWIOTRIHIDTET D(hHHIes Hewidmenili] eeranid Pharmacovigilance gy@b.
BOamear aHTHTeLmIS6TN0 © BIFUWTS BHewevdHGb Uy EHHES F60 DIQULIML FH6T Djeudluid
FBH. DleuBedBLI LMY STewGUTD, @60 (LPSHEITEnLOUITETHI,

1. SIMETU(HHGLD DR LD(HSHHIeUH Hewramenilli] LBpiul allfiliemrTenel  gBLI{BSHHISH60.
2. @6 QHTLFFFwTs urssorear  almena)/Bshalmer LHe CFUIWD (PpedBenU
SeUTEFSFMILOTHC ©_6uILTeEFH60.

fpba wmssen LWIBHSsE Good Clinical Practices (GCP) eisiip @mliug Gumev,
fmps  wmbaser swmfiiiBg Good Manufacturing Practices (GMP) @@riugr  Gumeo
ey Hiewpuied Fpha WwmhHBIe Sewrsmenilil] LuiBgd Good Pharmacovigilance Practices
(AYUSH-GPVP) @mssev Geuewipo, AYUSH-GPVP mimien (pedmliuGsHsl Ll S

alemJalenel o (HauTHsd GalewiBLD.

Drug Safety Update Report (DSUR) —eieiugl  hBhHIESmen  FhHadSLILBGHBHISBES
W&TLTHCUT, $I6L6VGI L(HSHHIe TTUIFF H6T HL GLBID CUTCSHT, W(HHSHIHMEIT LITHISTLIL
uspw  (Phase-I1 wpged 1) opsmaswun@b. b amd DPSoEmeBHmen SRS HeDB
gMibd WHSHI (PBEHEHHEH, UJTUIFHBEHEEG LWLBGHS Geuemi(BLd.

Periodic Safety Update Report (PSUR) - aiaiiug o@mbaismen  FhHensliLBHHw  LIBG
(Phase - IV) wmbaiseier urgistiy upsiw, GPEULL &Te Siene] euedy FFliileaiiuL
Gouemngul SNIHMS LG LD.

Periodic Adverse Drug Experience Report (PADER): Phase — IV — & uwe@saib
oNlBms, GUILILTE U BOrsg (cumulative safety) ungismiy opldms SLGWD. OUTHIUTS
BTLU L CrTuisends@ HHd WhHHHID WGHhHS L6V SH(HD 6D uiflebensv. 6rerGel
@bs BTLULL CHTUISEHSE, BT HNIHHE0 WHHHIID CHemeulilLeombd. 616G ujans
(HHBHIA (LpedBHE& Bbrdflwme U GOWTsHs LUTHSTIL Hfidmns, GUEUILL  WmbeH /
LO(HSSHIUIPMBEHE BHID LGS GCoueni(BLD.

108 655 DHSZIeN eOLW SLITIES Blemeowid



SUSAR (Suspected Unexpected Serious Adverse Reactions):

B3 aHTUUTTES (PQUITSH, WHHSHIBMT FhHGHHH@GHLID LIQUITET, SDILTWISTLOTET L
alemereysemen LBPIW SNfidmd GWD. ObHdH DNHmS LHHHISTET LIfiHaHIenTaaI L
slemalemer  QUTHHCHT, SILVHI DleTeYHEG OHTLTLIeL6OTOE6OT  E(HBSHEVTD.  HLETTEV
aHTUTTES (PWITSH, Haly uUbsalmenasenTd EmHd GCouewi(hd. BF SUAG WHHSHI!
wBHeied UHHTE gChamid mbheH HemiBLgs@GHn ITuIFFseled QbdH DinldmaemuLl

Lwelbs® Geueust(BLD.

Focused Drug Case Study (FDCS):

GBULILL  HHAHISMET QBT JHAH HeNIBTaNSHDH, DHAT DPbmBHmU FIOTLILSHH60.
LAY LD(HSHHIN HIMBHEN60, CUTHIOUTS LITUTS EYHSHH nlgul LOHHSHIBEHEHE [BITLD
OhsH SNGmBMU LWLSLIGSHSHOMD. (.M. QIFD CFihHEH LOHHSBHIHET, OBBID SHRISLIBLILD

GuTelIB  LO(HHSHIHENT).

Orange — Guide
B  HSSHONSH — SHlewpuled,  eTeLeOT  W(HHEH — SwmfllurenTseiler  LOBEBID

alpCwrsliuTenysefler OFHTLIUS GSMILILS6T SILmFL mBCWEB DievevdH OLosT  GUIT(H6IT
Swumflebseond. g Cxpemeuwimer CuTgkI LWETLIGSHS WSAD 6TeNHTOIH. RISV OHHSHI!
wenpseiled o eiten Orange — Guide et Gumev, BLOGH UG OHHSHIN (LPEDNBEHETHEBEGLD

BT o (heuTdhs GCeuswi(BLb.

Line — Listing
ADR &6 Gorgsons Excel - QFweld (penpuiBeur, oievevgd Sigmamer LFsCusons
B MBIl Ower CUTHeTHNGT, FHTaysHHenonsCaur LHe Gauiweomd. Qg Cheneuuimet

Gurg eefams BxhBL (Wwewpulsd (Searchable) srefleniowins LWSTLIGSHS (LIQUILD.

EURD

@6UGEUT(H OHHSHWID EYHHBHDHIIQUI (LPEDBUITET OHHSI CLPeLDHInBIHEN6T FHeullwimesGeur
(o) LB GHHB CLPLSHIBIHMETCLT BTD QRH SHIOUSHHENOTES SUTHHH MEUBHEVTD -
Cxpemeuwimenr CUTSHI LISH6IMETAHSTRI HTT60T HTFLIKISMET ITUIHS DB BFH o FHab.

SBOLTEH HeL (WewBuied o eiten LSS alenene|sefler STTewT TSN Dlevd SLITULD
Golw £55 WDmEGI SLITLESS (§(DWDD 109



(PDB, SYHIBL HGHHIO (POBEHEG CUTHHHS HFmQUISTES SHEIBH. DG DUEGW
(P(OEMLDUITES UG OHHSBI (LPMBHEHHE CUTHHBTH. “BTIehGFT SlemeyGsmed GuTeTy
BLOGHI LOHSHBHIO (LPDBHEHHS, DHHBHIBEHDHE OUTHBSHID LguTer DeneCsTed HWTFHs
Gouemngueitengl. G&Hemer (WempwTad SWMflhal, Fflwmer (wempuiled SHILFCFTHmern GFUigI,
ety LWeTBSHS Couemt(BLd B)g LSO LILIGDIGTENSHTS DIHLOULD. BB (T (LPESIUILDTET 6T8)THT60
aueMIFd auTUILILTGLD. SpauenIILBHBHIHmevLl UBM 1emiBLD LBewIBLD  aueVlw|mId ) é0\sTenTGL
Aouioid, Obhd AIMIBIFT DMAIHMBUD CFafldHham DIF60 2 6T  HBHEUCLHMET
QUL (B uriugsBe Caumpieny LUBSHH UTTLILSBGW, CFHHH malisBEGL SUBuUTHieTeT
Camfled BILUD HTer HlewewiLfluyd, Haier WHHHI HewisTenill] (Wwenpulsd DHBOHIBI
Heoll  QeOuTHeT o 6feng SiHer Guwifser Oracle Argus Safety, Oracle Adverse Event
Reporting System etc. §g1 GCumelipl SR OHHBHIUD HeWIBTeNLILIBSTET  CLOGTOILITHEMET

2 _(Heoutshd GCeauemri(BLd.

Baier LWoTSSIU L e Wwmsseuwmasaisd AYUSH-Hospital Management
Information System-Electronic Health Records QueiQumnmefllesr @b DRSS  O(HHH0IS
SHETHTMIIL DHSHGBH. Seveumajld &bH WHSHHINS SHewidTailienl GbLBHSHLD,

BEm6UBTL LD 2 HeLb.

** Take and Tell-Together for safer medicine **
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11. yyemr

@bEreded Belar HeHHedS SewrdTeoill  uBp  gapluldpled  BL  FHs
L(HSHBHIUHH6L OHHSHINDH HWISTEILILNGH FTITDFD GLHLOMald OFHelleuTs  euen(Lpe®
Cauig BmlusTed DiHamer alaflsbalis gnplujeiCenmid. (The Pharmacovigilance system was
well established in the ancient days). @etenpw g ipeded HTD QFUIL GeuemiBouer WITGFHeTE0
LO(HHSIH6T OBBID LISHENN6TE|HEN6T  HEmIHTenHEGHID (PmBenLOUTmaT LOBEBILD DiHeT S L
auenailene LewWIHD LomIoeuTFS QFuIwl Geuewi(Bd. LITGHSLOTET alemenadenen Fpslul allenere,
Quflw ellenerey eTadTml LTPMDEL Fflwimenr (empuied o Fflu CrIsHaed SpeuemILbGHSH CauewtBLb.
(Re — Establish with suitable documentation for our System) @genenr Fflwimer (pewBUT6d [BTLD
CwebLBHFH a0 CUTHID. BHemenr CFWL LUBHHIUSH DHHBIAT, LO(HHBHTEHET], LO(HHAI
swrfliumeny, GFaledwy, Sigiol Gilers e (wphdHwiwres GuTdl oHeHeller &L enLwm@GLD.
B FHeneLl umpdl LO(HSHSHI6UTBHEHHG LD, CFallellwTaEnHaHELD, LO(HHBHIT(GTHEVTT B (6ThEHEHLD
UTL SH L SHFH60 B FHenan LBy CFIHaHe0 DIeuFWIDTRISHI. LOHHSHIHMET SHWTT GFUILLD, W(hHbHIA!
CFul FHemeowmiseled W(HGHH HemisTenilliBg eaiCn Hol @ Lflelmer gBUbBSHS
LBHBHIBMENT  CBHTLIHSHI HMISTNHH DUILILIGSHH Sleudwid. Seueurm  Glguieug e
cpeuld  BIDGl FHG HSHHIHHE LOTewienL! 2 e0SBIF OFWIeug I 6T UFhd UL oluiled
® 6N DIMANHH WEHBEHHGHD B0 SO OHSHHIOSHHOEH 6wl SHBTLOTET [HLOLDHNHEmUL
gBUBSHS (PIQU|LD.. DiesTepeold Wmeu(bld CHIWISTHSI Leved QUMD euTUINLD GILIBIPIQULD.

HHBHSHHIUGHMBCW  Faundlb@GD BSHGSW, B BTG LOSHHEHEHSWD, EFHETLITED
2 eifen Slalled SPSHMSH 2 uifhdH GaTeTenald, WHSHHUSHD YHw SbhHmersemer
USSHH b5 BevdH@& umuiFdsenenuld CeuBpisrons QFuIsH (péH@&Ld HLoLldemnaenuiu b
BLO&GSHSHID-

Vigilance is Essential for every Country!!

Pharmacovigilance is Very Essential for every Health Care System!!

@m BTG eaped Gureis UBBICHTUISEMTEL LTHSSILLTIOE0 6uemd CUB®I ey
Vigilance (ov6hF @LOLIL)) eleleurml (pSHBwions CHamaulILGHBCHT, DIHGLTL @6lbleu(H
D(HSHIPOBUID  HesTenent  HTeVHHMBCHMBL LB SHHISOHTERICL, Dflalluied L Teulomeot
(EBHMETUID D66 Camevmemenuld gBmIseaTeni(B, GuweaBwad eueny Pharmacovigilance

(B HIeUS HewidTenilll]) s e S@LUmLITHEH SLGLD.

** Making Medicines safer for Patients everywhere**
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ABBREVIATION
ADR - Adverse Drug Reaction
AE - Adverse Event
AEFI - Adverse Event Following Immunisation
A-HIMS - AYUSH Hospital Management Information System (Electronic
Health Records)
AITA - All India Institute of Ayurveda
AIIMS - All India institute of Medical science
AMC - ADR Monitoring Centre
ASU & H- Ayurveda, Siddha, Unani & Homeopathy drugs
AYUSH - Ayurveda Yoga Unani Siddha and Homeopathy
CCRS - Central Council for Research in Siddha
CDSCO - Central Drug Standard Controller Organisation
CIOMS - Council for International Organizations of Medical Sciences
CTD - Comprehensive Technical
DCGI - Drug Controller General of India
DMR - Drugs and Magical remedies

DOOR MAN - Documentation Of Objectionable advertisements Reporting under

Magic remedies Act Notification.

DSUR - Drug Safety Update Report
FDA - Food and Drug Administration (USA regulatory body)
GCP - Good Clinical Practise

B H5s DHGHN SLITUEAS G #l55 DHSGI coLW JTMIEFS Hlemeowd
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GMP -

GPvP

GSDC

ICH -

Good Manufacturing Practise
Good Pharmacovigilance Practise
Global Safety Data Collection

International Conference on Harmonization of Technical Require-

ments for Registration of Pharmaceuticals for Human Use

ICSR

IEC -

IHMP

IPC -

IPGTRA

IPvC

MCI -

MedDRA-

MLA -

MvPI

NCC -

NIS -

NPP -

NPvC

NSAID

oTC -

PADER

Individual case safety report

Institutional Ethical Committee

Intensive Hospital Monitoring Programme
Indian Pharmacopiea commission

Institute for Post Graduate Teaching and Research in Ayurveda
Intermediary Pharmacovigilance centre
Medical Council of India

Medical Dictionary for Drug Regulatory Affairs
Misleading Advertisement

Materio Vigilance Program India

National Coordination centre

National Institute of Siddha

National Pharmacovigilance Program

National Pharmacovigilance centre

Non Steroidal Anti Inflammatory Drug
Over-the-counter

Periodic Adverse Drug Experience Report

DEFlw 55 DHEG SLITIESS (GDWD 665 DHSFIeU MW LTSS Blemeowid
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PMS - Post Marketing Surveillance(Phase 1V)

PPvC - Peripheral Pharmacovigilance centre

PSUR - Periodic safety update report

PV - Pharmacovigilance

PvPI - Pharmacovigilance Program of India

SAE - Serious Adverse Event

SCRI - Siddha Central Research Institute,Chennai (PPvC)
SCRU - Siddha Clinical Research Unit, New Delhi (PPvC)
SiddAR - Siddha Intiative for Documentation of Drug Adverse Reaction
SPC - Siddha Pharmacoepia Committee

SRRI - Siddha Regional Research Institue, Puducherry (PPvC)

SRRI - Siddha Regional Research Institue,Thiruvananthapuram (PPvC)
SUSAR - Serious Unexpected Serious Adverse Reaction

UIP - Universal Immunisation Program

UMC - Uppsala Monitoring centre

WHO - World Health Organisation
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https://www.who.int/

https://www.who-umc.org/

https://cdsco.gov.in/opencms/opencms/en/Home/

https://www.ipc.gov.in/

https://ipc.gov.in/PvPI/pv_home.html

https://aiia.gov.in/

https://www.ayushsuraksha.com/
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http://siddhacouncil.com/
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https://www.ayush.gov.in/
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