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ey 3 TRAT FeTor $ETE
(FATET ST aiETe e Tor faem)

Fferg=aT

T2 foeett, 19 frawaw, 2024

AT H7.. 581 (31).— siroer i srermer araedy AT, 1940 (1940 #7 23) ¥ &7 12 3 33
F el AT Ut 2 Sioer S dariaa adreqor 2w, 2019 § i< Terved e & oI, 9= & oI,
FETYTIOT, AT 2, G 3, ST-GE (i) § AT TCHRTT & FATEST A TRATL FodTo7 FATAT (FATEST AT TRATT
FATI e i A 11 |, 2023 Fit ATeg=aT qedis a1.%7.7.364(31.) T, TH9 TATad g arel
TATIET AR & SATIRAT ST TATE, I ATTLAAT AT TSI T TATT STAAT T ITAH FIT I il
AT & Ugg T3 & Tater 7 a2 & gl AHEd Fd gU, Haad STeT [HFAT F7 qHET FHhriara
[ERIRIE I

T, I T it TfaaT 11 |9, 2023 FT AT {77 IUAsY FA0E TS o

ST, I AR 9T ST F T SO d 1 3 AT T b 1 LT g7 G=1 & ar 14w &

6058 Gl1/2024 Q)
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TETONT, 37 SOTEr 3T THTe arady sz, 1940 (1940 =T 23) FY =T 12 3f¥ 33 g Yed
QTTRAT T TN T gU a1 FLHTL AT ThA T TATSHE ATS & T FIA & TAT 72 AT A
T Tirer aw, 2019 F &Y dera F & forw Meforfea Fee a9 g, sraiq - —

1. (1) ¥ == Rawt s g@ferg am 72 ity s aarfas adierr (Femra) e, 2024 2

(2) T 1 3191, 2025 FT 3T F I 210
2. 7% Suie Y qarHeE aiEr FaH, 2019 (P 298 389 Toarq 9o {9 F=7r 14m 2) #, Hae 2
&, SU-ATw (1) ¥, @ (i) F v, Fetated g o st G s, oaiq ;-

‘() TR SATEETT @eA | T TS A7 oheft 6o % TaT ater Rl arrortsas T aeafores
77 fReft 3= waet & U Syt AT e st @ S Bl oft s & fRfeer R i wfRerfa
=1 21, S arrs A= e a7 SF-3aesydr AT ST GHGeTdT ALAT ¥ o fad AT a9t

Y, FAA ATEAATU (g § TS A7 T FT T9d gl

3. g« Fuwi #, sreama 5 & wenq, Meferfed sreama stqeamiaa e Sroa, sraiq -

"STEATH-5%
ATTAF SATHETT &S

38%. ATTME ATHLTT EST T TR =4 7T F gl o= Suael # siqafs el aq =
STase T Tl 8T, Fle @ A2TE TIHeTT Sed = FIHT & oTelld dhexld TSI el g
FET TSR o o7 A Al # 92 Siroe a7 STeauoTeHE q% AL F HlS AT G0 1 99
STASHAT AT SAT-HATAAT AETTT TEl HT|

38%. ATF ATHUTT TS o TSTELHL & T SraTq-—(1) A2 F ATHETT TS ATATIA, AT
AATIA, TEEAT AT SASTASHAT AT TT-THIAAT T T FIA o [T TSTELTHTIT & TATSI g Feald
AT TTTEHRTLT T TET HIET-07F H AT HAM

wiq 7% o o 44 F i qger & T Fe 9 ST AT T THEIAT AAAT HF, T
SUSIAT AT T THAAAT LTI o TITSAL F [T 6 FLATT F el TIEEha JT SO

(2) e % form sreed, 2T AT § PR gqoF & a1 UH e ST o7 SEat & 91
HAT oA SATUT StThes At et | AAfEe g

387, ARTAT ATHUTT ST Fl LR AT FAT- (1) Fea T AT AT, 7w 387 &
T TR o AT TEIT TAAT ST STUEATH %0l FATAT FH 6 T 3T UHT 3T 1=, T(< FIg 2l, S4r
ATT9TF FHAT ST, -
i. =t g g1 Sar g, B == et fY sraearsharett # st BT A 8, 91 straes v g
#T arE & Farete w1 &7 it srater F Ffae = HEF -07 =T # AraEs w7 T dEd
;AT
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ii. =TT FHETLTT ST STAT &, AT e df TTH f ara | S0 garertd w3 & it qarer & fiaw,
AGTF FTLUN o (7T ATAET Tl AT F; T

ii.  FfT TTET g Srar g, R smaew § Rl oft w5 Sy Ghar S smfera € av A smeew Ay
ST UTH B9 it a7 dareny wrd fam % frae w6 % a § giea wom, arfes s @
Ut srarfer F e s fafAfde & so, S B s e

g a8 T et srae® 38y fafiew srafd % «fiaw w1 &1 g2 FaT &, Feald ST STrershrr
T, I THTLTT T SATAT &, AT ATGGH Hl TSTELTHL0T SAqaT HAT AT T(E THTETT qg! grav g, ar
T AT AT T TG & Toel [QAT ol AT 6 HqL ATGGA Bl A BT HT T
(2) S-FH=H (1) T saae it TENFIA HF 9T H, SAATH o ATLAT § TIT AFGE 7 & §aF
TAT AUTAT SATAHTLT ST ITEATAS QA FC AT il AEFA FT arg & A5 & #ir s@ater & fiaw
AT I TATAATE e & [oTT FG 1 SATATHA AT | ST FT Tl 2

(3) FIE SAMEEH ST IT-[HAH (1) IT IT-ATH (2) F el FR 1T STATIA TTTerHT o6 EAET & 6 &,
e fafRe i it &t e 7 garene T F T FET GE F g0 A0S BEd i ghdl § i
HTHTL THT ST 6 TAT AT A AHAT Bl GAaTs B AL TIF FA 6 THATT A15 Tadf 6l FAd *F e
AT &1 e T qll

38 . AT ATHHTT ST % Toreeiaher it FAfdaT=aar srafer i Aehr—
(1) = 38T & 7efie sTqa TSTECIeoT 8 STa gid l qIrd | I 91l a1 & forg [AteaT=
BRI ST @ o 1 = riersnrdt gy Retad a1 g 98 e sram

(2) TISTEEIRTOT & AATHLT o [oIT FETT ATATIT SN I A TSTEHL0T il FHATTH &l arra o T3
AT ST | T fAfAfae aEarastt & a1 wiH 959-079 H AT w3

g T2 % 7 TR F forw sraee e i qurE A i ¥ a2 HE AT
TSR 0 ST &1 SITAT 8, AT Siead 9% a3 qarad TEhel g el 97d (hT S
TSRO ToTT T2

(3) T ATATIA TTIAFTET T, ATAGH % ATT FAT TAAT FT F@Arer fiw Vel e o=, =fx «°re gr o
AELTF FHAT STT, & T, A< THTLTT 81 ST & (o6 7 [HAHT T STAITFHATIAT T SATATAT 64T TAT E,
TR HIET-07 H TSTE R0 T AR T T TAT ST AT HEAT 6 AT, TS HIS g, Al 90T
# fere 38 1 F wrefAfEy wh @ 2ef;

38 T. HFE SATATIT TTAHT % T USEEIF AQTAE ATHETT GIST T AL —

FAF AIATIT TTEHRT GRT FIH 387 & eI ISEiFa AaTad AqEeaTT e, hald AATIT
TSR GTRT e foRet ot stfersprr, fSeeh |Ter 57 SIqATae WIeaey  ZIT Iadhd STreshTr ar
qHAT §, F 9 TG AT I faa1 Rt Rare, aeamast, = I I8 AT o+ Hafad arRit &7
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ALTeror, = a7 Steq Fee forg AeTiee SIeeTe WA & TR H Yo A A SAqHTT ST i Aeqr
TFErsRTEY GTET TS & FTHETS o Harel § ISTT T J7 T 3L <0

38 9. ATTAH ATHHTT G o TSI FT e AT TWHT —

(1) STET FIE ARTAE JATHETT Sod ATAHIR ¥ T HFAT % ThT dF ITae AT AT FA § TqRA
TZAT 8, Hal STATI TTIEERTET , SH FIL FAT AT TAAL & 1 AATE HT AGAL T& HLA o6 THT,
ferfer smaer gy Raferfed g v ar srfers Friarsai F2 967 8, A -

) IU-F=| (1) % Srefier ST 7207 FaqTs AfeH &7 a9 AT,

@) RIS AT T I [FL07 & AT AT SA=AAT TS TS 39 FHHAT T 0T FT 09
FA U Ifed # =araet ST FAT, ST GrE 0T 60 ST T A6 & TR AT FHedTo & Jidgd
gfager THTE FT ThaT g A1 orEd g=rforq et @ srerae i ffgmerar o gfags gwe 92
qHAT &;

M RTHE T AT ST ITASHAT AT AF-HHAAT TEITT & TROTTHI &l T8 HIAT,
=) TR 387 % Sref1 sTa TSE e &l 39 SIafe & forw, o 9 a9=T 9, [efea

AT T g AT,

T) wfasy § UHT sEfg & forw, B F6T sqamoT wfgsrt g aqf=a a7 s, T
RIS T STETAT AT STF-3TASHAT T AT-THAAT TETAT HATIAT Hlel & TS Al TTqaterd
FEATI

(2) FrE TSTEFT AQTAE AT TS ST IT-AFH (1) F T, FhT ATATIT TR o QLT &
AT g, T AT TTH B o AT & il AT F ATqY Fg T TR % IT6 AA FT T § A Fai T
HLFHTT UHT ST o TETd, ST AF9TF THAT ST, GAATE FT A6 T F3 F TATT 396 dag § UAr
ST ITIA FT TRt & o ATAeT % a2t o afefRfaat uw o= w3 % arg aqf=~a a@=m s 1

4. o ==t &, B3 SgHt H,

(i) of T #, 31 "34" % THATq, 3F ¥ &1 "387", "38T" S(wa:+ATUq ohT STUI;

(i) IR ®, FH GEAT 4 S 399 SatAq el & TEnq, Feteted ® steqetud T s,
AT —

“4 % |387 [TRTT ATHETH SIS o TSTEE R & (T Taa 5,00,000
4@ |38t [T SITEETT ST & TSTE a0l % (o0 STaad 9% (a1 1,00,000”

5. g =i &, sadl Sqa=T §, I=T He-07F & vAq, Fafriag s siaqefua o s, s
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"= & -079
(A7 387(1) 5 387(2) 39)

ATTAF AqEETT HT F TEEHr / FAHT & T e
L= V2. A (5T3%%F FT 718, U779 ST Q27 7% 9a7) TAEgRl HY /| g Aal®
SATHETT TS 6 TSTEE R o AqET TG HIAT g/Fd 3| A FT Favor Hear 2
1. SATAEH HT ATH:
2. AT T TFI ST Toe:

(FaTTHeE, HiHa TTicd aniERT agd AR, FOeT,
eI, =T, g 7 fafAtEe T o)

3.(i) TSI FaT, HIATE Aa¥, FHH 767 3 $-9o el
Aied ST T IaT:

(ii) T F o vaT:

[FETT SHETT SIS FT HANE AT TSELFA FI 4]

GAER)

4. ST T TEreer, a2 e 2, (TE-aeatd i
EERRERUEIEEIEIEILRE

5. O THIE T FATATT AT AT et
O Ha AT T e :

6. B U sirufer siiv Aars aiteqw F=w, 20196 F1=T srqa=T #T arferswr 1 #§ [AfEy aEarasii w1 99
7. § g FgAT g A g 99 T g o

F srer arteets fgiat 9 =g Tara ST F antaets Rrgiar qom siuter o somae araey
TR 1940 TAT AU ¥ AqTHS G0 ==q 2019 F ITAET  ATATAT % AT TISEEHIIT THT]

T O SATEITOT 9Tat T qTeAe el
# sfafRam T sos el s o Rt ¥ erefiw, Wi awa g Ry o afRm

STUET, AT FTS &, FT ATATAT FET

H FRIT AT TIEFRT /AT =0 A0 39 g7 witerga et ot =ai=e &1 aiae § g9
e AT AT Fe ST g9 g fohw 0 H=tera forelt oft darieen areqor & Hag § Tihar /Arayore ]
ST TEATASIT o0l ST FLe 2l SATATT G,

T
qIE: e gratax

(ATH ST gEATH)
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g8 - 077
(R 38, 387 (3) 3@)

AT SIEET ST ST ST AT AT THHTT FEAT

TorEd iR Hear

FETT AT TTEHRTET T qfer i dgriaeh whveror Fgw, 2019 F srefimr 72 sfrofert siw =
T I AT T ATt F ATTAE TEHEAT AT AF-ITAAT AT AT-HHAAT ALTAT F HATAT
o et (e &7 919 3% @7 94T Sl 69 S310) F Toreeihd FedTl gl

T === mmm e T ST T
(] KA £ p— T
e i ad.—

A 387 & erefiF argea Yoo a1 M| 38 & o9 sraq Adtweor Faw 25, Huw 35 #
ﬁﬁﬁgaﬁHmWQﬁﬁﬁaﬁﬁﬁﬁﬁgﬁwaﬁ%awﬁam AT —

Vi.

ST AT FEAT &0 F2A & forw qat gt § Afafde sqaw gt &1 w@-w@me F#3 67
TTH ET H e A ATATRIT HTiHehi i L&,

TS, TATTEATT, ATAE G0 AT SF-3TeedT AT SAF-THqeddT LTI, & o0 = qiufa

FTT TSI 3T A7 Hafrd aearersii o SIqHTad ¥ FErT SIqaTaa JTeeey T &F T8 29
qYE & STETAT il STLATA % TATq A= | el o7 7% sfufer a7 = &t S A1eft 92 Sfrofeyr &

ToReT ot AT T 7 SF-ITAH AT AT AF-THeTAT TETAT [F T,
STgT ot FaTiHe T T A7 JTF-ITAsLdT IT ST-THGeAAT % il a1 & il A= AT

Tl g, af = 8 * et TSediand AT TLr&0r AT Ja-3TeedT AT JAd-qeddl Aeqdq= & o
et Tad smaw wfafa ar 39 o a1 Fz 9w G s afeer s oo aE g "
STTET( T SATHIET TTH FLA 6 THT FAEIAT & AT 1 ThaT &

g Ag o Fumeufa ol wue A1 ¥R, 9T TeAd & o sqHTeasdr srEre gtafd

IAEET M, ST SAHIGHHAT A=A AT 3T T ©Fd AT g M1 UH ol M7 6 Hia< a1
TS T AT 3 & TATH [0, HT. AT qRfS § srafeera gil

AITAE T T FF-ITASHAT AT AT-HHAAT AT o [T AT AHIA o6 SATHGT 6 aTd |
FEIT AT TTIEHTLT T Grad AT ST,

FeA F forw qad qger =Afth A7 ATHIRG A q gger T8 Sty A1 e qE sfafer v
AETAE TEEAVT AT T QT LA Treer § Toeeidhd fohaT ST,

ST T2 Shufer 1 Sa-Suesydr AT JF-TH AT & AeqqT & o0 a9 Igd AE &
ATHhT F | Tgel WILq il AT TLIe707 TIoTeel § TIoTee (4 [T SITUAT;
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Vii.

viii.

Xi.

Xii.

Xiii.

Xiv.

XV.

FLIA, ATHIRT TSRS MY d7F HIq wqTEsl 6 AqHT AT F=hl Aar¥ad THaai &
ATt forgial o srfarfaem sfiw = FawT & I T T0eArshi & TIaTe g rterd AT SITus,
UH et Sre s &7 997 ¥ 98 9918 [0 ST o0l 29T |, UH 96199 & [aeqd 00 & a1 §
FrAT SAATI TR T L FG = FhaT ST,

Fegd T S aTer U RE F qeqIT % I g arel Y giawe gedr i wre R,
Teg fAgwor & T, TEdt A=y H arrersr 5 7 797 AfAfEy e 7 & Fae 42 7 7ar
fafafde sl & squres § =feq g % =g &F & Faw F e wfEasrT @1 shiug
T ST,

FETTT F LT ALTAT (T S Tl AR 1 FIS AN =1 9T H, T T FaTaq =S F qTHA
H qur AT yege i wiagfd, Teama VI & Ul F AGET T 6 SAT0H 3fT UE ATl §
Tierer o o sfRR # AT i T wiagid & s sreer f WA F e fim F e w1
AT TR A7 gl s

T T 0 ATE i FATierta gog, wmdt feeqiar, g =i et fasmar & fos =e
FAT H, LA™ VI F 39T & AR IAqfd T it SITOIAT 2 07 qraar § Fevtefd, adieqor

T T =f<h AT 38T FIEAT STLTEFRIET T GG TAqid 6 AL 0 GAAT AT 0 I
o o Ta e ST qIiashrer 1 & Srus;

T3 IRTAT ATHLTT o & Hoed IT FATHA | Fle TRaad gial g, qf §0sa UF qradd &
T o1 & ATa F= T SATATIT TR AT (o &9 § 9REd & a1 # giod H;

RIS SATHETT ST, UH SATAT 6 T 2l 6 TAT T4 a9 6l FA(S 6 oI AT 73w it T8
TS TS AT FATUTCHT T TS F 9= il A ARG % TAT FH H FH af 99 aF, 390 F
ST oft TET 7 BT, ARTAE TN Al HeA | GA(ed e, AT 37T 177 FEqrast TE&,

T ATHLTT TS, Feald FATATIT TTTAFET FIT TS Rt STrerahTr &I, forees a7 Tsa
SAATIA TR FIRT TTTerhad SATera<t gf, Td GaT & a1 AT f5A1 9F =471 & IRa7 § Jaer
FIA, AT TV F Heferd et srferere, ifersha saersT a1 Ty AT el sEarast #r
AT 3 T I AeTAT F HATAT ® ey §; UH WIedhd oA g 3810 T T4 & [0
AAT TEIA XA 0l FTATT T FHT

TR ATATIA TTEHRT , TfE Aaeq® g0, AR dar=s a3t & d9g § vy Ay
FeAAA % 32, BWTeA, SHeeET, qrrdr, Feiwor, #9936 SUAN F g § Sfiteey "ied
forfaa =9 # sifafs ad sfaaioa % aar 81”7

6. g fAgwi #, smedi sqg=r & wETq REffed sqger sdenfua it S, -
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(=W 38w, 38, 387 sfi¥ 38+ 3H)

AT ATHETT ST F TOEEH & forg ey

ATAEH I QT T ATHITT TS h TSTEL 0T o (U T ed sTIeTsit 7 AT HTAT g,
AT —

Vi.

Vii.

viii.

ATTAF ATHETH TS, TH SAT<F F eI T ST FTSA F THT FIEAFATAN 6 forT ITearit grm
AT TR qeAw AR SN ST ST 3caTad, Sernid, forfaa giea agafa =7 a7 =Rt #1 J&W
£ TS AT TTAFT, TSR gTT ATAF =TT THATAT, STH A1AF Tgid AREds Hgidr
AT ATF T ST AT FF-ITAHAT AT AT-THAAT AT FA o (0 A1) o7 ot &
T avE Wit g,

ATTAE TIHLTT TS & ITE AGTH S THEAVT ST SF-ITAL AT AT AT-THeAAT STeATAT o ohelT
T =& & e & o a=Td gEgre, S9ree, deF i TIATerd FH=rd g0 oY UH =Tl wif
IR 9T T AT e & (o0 Aafag =7 & gfortera T s,

ARTAE ATHLTT TS I gEATAT ST I8k FIT TZUT [0 ST aTed TLEA AT 3TeqAT | Hafara
FaeAt e Fwt 6 forfea = 7 fafafae far o s sfea =0 & gt B s,

ATTAE SATHTT TS, T ATHT FIT o6 T ST AF-IqAedT AT AF-THAAT STETATT
FT T AL 3T ST WS g AT AT IO T H IEHT AR TV AT AT et
SFETRET T THTET 3T Foraar @ Haed af;

ARTF AT 1A, TS 6 forg [BSmea #it T2 7F Faraa Jearel & SAqare qoradr
ArATAEA ST UrEAT HI=07 &1 BRATiead F oY UHT 7% Sarad ToRaTet i Seil-aifd &
gorfera BT ST,

ATTAE SATHATT ST YUl ST, TEATASHRLU ST =T Hateq ATTo@ &l TEdh €9 T JATT
@, e 7g =T $ geAtaa wer arfie g & BT aieor & g9 F oo sfera
AFLTF TEATAS| T TE-TETH SATAwatal gIeT 31 o haT SArav €;

AITAF SATHTT TS Tg GATHT FAM o Trawatel wf AT e I Sa-3qedsddqr av
ST-FHIAAT STEATT Fl S | FATIT HleA o (o0 ATALTF THT TEATAS ST TLIEAT IT FTLTIAT &
TSI A I 3,5

ATTAF ATHLTT ST 6 I A9 ST=harall w1 U T oY Jeqgq=l 9 aR] AREe®
frgidt =iv ARt & oqam aqaeTe steaa F99 § 7ag w2 & forw e srdwa giv, S
TETRA AT, ITH AaTHs Tga aneds fgia, giea agafa abmar s o= aerEs
TET AT F o = tai o STCaTAcAl F Hael | TTrer0r T&TT FTAT AT &

aft srfverat (erfera seamesy, ot awafes ar sitftesa i, =6, anfR), 9 Teew,
FAIT SATATI TTEFHTT ST A=A AT F SAHIEH, =i e, f=h agafa y=u, ai+]

RIGAS

RITE, HOEeAT THTOT 9, qERTT TATAE, HEH I8, IO s sifaw Rre &t va-vara T s,
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X. AT TEQTAS T TATATE &l UH STeTAT & U7 219 o T I a9 6l 79t o0 a7 92 Fa7 47
TEAAT AT TS AFATVTCHE 9% ST F 9 % AT ARG F THAT FH  FF &l 9 6 (o0, S
AT Tt 7 21, eAitha, wree v geferg &9 & @efera B s,

Xi. g T QANTE TTHRATSA F I HEed A A qT a9T0 T ST

xii. TS T ARTE STHETT S & Heed T TTHd § &l Iadd gl g, i §0e UF 9
& A T3 o T F5 T ST TRy & forfad 9 § qfadd & ae § gi=rd H,

2. FETHE ATHLTT HIA 6 TS & I & fou Fafateaa Gawor s aeames sufera giv,
ER I

(i) TREETFa 3T ST ATl T3 T ATH Sl 94T TAT ST AR Fa, FHag ¥ ¥ -7l IaT;
(ii) wTTerRT T AIITETT AT Aeerht 7 979 ¥ aaT;
(iii) Taferr srfedqes =0 § "ree it yreafq;
(iv) FiEeTst, SETeET 7 SEa=dT digd §ed T 0 Tu @Ay wrefwardr ar aarst &1 a@fen
IEEEAE
(V) ETST T HEAATCHSE ST (S8 @ FIHDT HT G (AT AT gl
(vi) FfteaT o ST arer FafRfde st i g fErervarett afga wE s=re sthaet f g
(vii) 7 FafAaTae SISl & YT A7 SqHIET I(< s g, HT A1, (THTIH I FF-TATd Tid);
(viil) TI TaEd, AqATE, ST FIEAh!, AFHST Taed, TARLTAT HaATeh A< 6 [T JAT TR HAT
TETATAT o AT FIL T I,
(ix) =g =0T FLA HT T4 TF, -
(F) BT 31T ARTEYF fRrgial S ==t Aariaes qgfoat gait anteets gl siw siufer va ymmae
Tt wfafaee, 1940 (1940 &7 23) siw U =iufy =i Farfas e faw, 2019 ¥ 3wadt %
SAATAT o HT-TT TSTELHTOT THTOT T T2 TSI T T FATATAT 2|
(@) gF At &iT 39 i 991w U [t % o7efiH, W 99 g 797 fAAEy v siw
TUEATS, T FT &I, T SAAATAT FeA|
(T) TH FET SATATH TTEHTLT IT IHb GIT ATTEFHA [heit HT ATk 1 TRET | T Fo 2 ALreqor

T ST FATE FIT FATIOIT el WY AT ST o6 Fae § TTAT AT FATET 3T Ieqrasit ol 14
LA T AIATT &0

[T, 7. TFT-11014/23/2021-3T3T]
TS(1E FTLTA, AATGHIT (AT

femqur: qor e, 9T F e ® sAfegEer e anan, 227 (), aE 19 914, 2019 5T
TR 0 0 o ST qersTq Afaeg=HT deis ananf. 605 (31), aE 31 3T, 2021,
arEr. 14 (%), e 13 SH=aRr, 2022, AraEnfA. 21 (31), arie 18 SHad, 2022,

qraLE. 778 (31), aTE 14 Fga, 2022 ¥ ArALE. 175 (31), @ 9 AT, 2023 FRT
Tontera o o
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 19th September, 2024

G.S.R. 581(E).— Whereas a draft of certain rules further to amend the New Drugs and Clinical Trials Rules,
2019, was published, as required under sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940) vide
notification of the Government of India in the Ministry of Health and Family Welfare (Department of Health
and Family Welfare) number G.S.R. 364 (E), dated the 11" May, 2023, in the Gazette of India, Extraordinary, Part I,
section 3, sub-section (i), inviting objections and suggestions from persons likely to be affected thereby, before the
expiry of a period of fifteen days from the date on which the copies of the Official Gazette containing the said
notification were made available to the public;

And whereas, copies of the said Official Gazette were made available to the public on the 11" May, 2023;

And whereas, objections and suggestions received from the public on the said rules have been considered by
the Central Government;

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the Drugs and Cosmetics Act,
1940 (23 of 1940), the Central Government, after consultation with the Drugs Technical Advisory Board, hereby
makes the following rules further to amend the New Drugs and Clinical Trials Rules, 2019, namely:-

1. (1) These rules may be called the New Drugs and Clinical Trials (Amendment) Rules, 2024.
(2) They shall come into force on and from the 1% day of April, 2025.

2. In the New Drugs and Clinical Trials Rules, 2019 (hereinafter referred to as the principal rules), in rule 2, in
sub-rule (1), after clause (i), the following clause shall be inserted, namely:-

‘(ia) “Clinical Research Organisation” means the sponsor or a body, commercial or academic or of other
category, owned by an individual or an organisation having status of legal entity by whatsoever name called, to
which the sponsor may, delegate or transfer in writing, some or all of the tasks, duties or obligations regarding
clinical trial or bioavailability or bioequivalence study;'".

3. In the principal rules, after Chapter V, the following Chapter shall be inserted, namely:-

“CHAPTER VA
CLINICAL RESEARCH ORGANISATION

38A. Registration of Clinical Research Organisation.- Without prejudice to anything contained in any other
provisions of these rules, no Clinical Research Organisation shall conduct any clinical trial or bioavailability or
bioequivalence study of new drug or investigational new drug in human subjects without registration granted by the
Central Licencing Authority under these rules.

38B. Application for Registration of Clinical Research Organisation.- (1) The Clinical Research Organisation
shall make an application in Form CT-07B to the Central Licencing Authority for the purpose of registration for
conducting clinical trial or bioavailability or bioequivalence study.

Provided that any bioavailability or bicequivalence study centre already registered under rule 44, shall be
deemed to be registered under this Chapter for the purposes of bioavailability or bioequivalence study.

(2) The application for registration shall be accompanied by a fee as specified in the Sixth Schedule alongwith such
documents and other information as specified in the Ninth Schedule.
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38C. Grant of registration to Clinical Research Organisation.- (1) The Central Licencing Authority may, after
scrutiny of the information and requirements furnished with the application under rule 38B and such further enquiry, if
any, as may be considered necessary, —

(i) if satisfied, that the requirements of these rules have been complied with, grant registration to the applicant in
Form CT-07C within a period of forty-five working days from the date of receipt of the application; or

(i) if not satisfied, reject the application, for reasons to be recorded in writing, within a period of forty-five
working days reckoned from the date of the receipt of the application ; or

(i) If satisfied, that any deficiency in the application is required to be rectified, it shall inform the applicant of
the deficiency not later than forty-five working days from the date of receipt of the application, to rectify the
deficiencies within such period as may be specified by it:

Provided that where the applicant rectifies the deficiency within the period so specified, the Central Licencing
Authority, shall if satisfied, grant registration to the applicant or if not satisfied, reject the application within a
period of ninety days reckoned from date of the receipt of the rectification.

(2) In case of rejection of application under sub-rule (1), the applicant may request the Central Licencing Authority to
reconsider the application within a period of sixty days from the date of rejection of the application on payment of fee
as specified in the Sixth Schedule and submission of required information and documents.

(3) Any applicant aggrieved by the decision of the Central Licencing Authority under sub-rule (1) or sub-rule (2), may
file an appeal within forty-five days from the date of such decision, before the Central Government and Government
may, after such enquiry and after giving an opportunity of being heard to the appellant, dispose of the appeal within a
period of sixty days from the date of receipt of the appeal.

38D. Validity period and renewal of registration of Clinical Research Organisation.- (1) The registration granted
under rule 38C shall remain valid for a period of five years from the date of its grant, unless suspended or cancelled by
the Central Licencing Authority.

(2) An application for renewal of registration shall be made in Form CT-07B to the Central Licencing Authority along
with documents as specified in the Ninth Schedule prior to date of expiry of its registration:

Provided that if the application for renewal of registration is received by the Central Licencing Authority prior to
the date of expiry, the registration shall continue to be in force until the orders are passed by the Central
Licencing Authority on the application.

(3) The Central Licencing Authority shall, after scrutiny of information enclosed with the application and such further
enquiry, if any, as may be considered necessary, if satisfied, shall renew the registration in Form CT-07C and in case

of rejection or rectification of deficiency, if any, the procedure as specified in rule 38C shall apply.

38E. Inspection of Clinical Research Organisation registered with Central Licencing Authority.- The Clinical
Research Organisation registered by the Central Licencing Authority under rule 38C, shall allow any officer
authorised by the Central Licencing Authority, who may be accompanied by an officer authorised by the State
Licencing Authority, to enter the premises of the Clinical Research Organisation with or without prior consent, to
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inspect, search or seize, any record, document, investigational product and other related material and reply to queries
raised by the inspecting authority in relation to functioning of the Organisation.

38F. Suspension or cancellation of registration of Clinical Research Organisation- (1) Where any Clinical
Research Organisation fails to comply with any provision of the Act and these rules, the Central Licencing Authority
may, after giving an opportunity to show cause and after affording an opportunity of being heard, by an order in
writing, take one or more of the following actions, namely:-

(@) withdraw show cause notice issued under sub-rule (1);

(b) issue warning in writing to the Clinical Research Organisation describing the deficiency or defect observed
during inspection or otherwise, which may affect adversely the right or well-being of trial subject or the
validity of any study conducted;

(c) reject the results of the clinical trial or the bioavailability or bioequivalence study;

(d) suspend for such period as considered appropriate or cancel the registration granted under rule 38C;

(e) debar the organisation to conduct any clinical trial study or bioavailability or bioequivalence study in future
for such period as considered appropriate by the Central Licencing Authority.

(2) Any Clinical Research Organisation aggrieved by the order of the Central Licencing Authority under sub-rule (1),
may within a period of sixty days from the date of the receipt of the order, make an appeal to the Central Government
and the Central Government may, after such enquiry, as deemed necessary and after affording an opportunity of being
heard, pass such orders in relation thereto as may be considered appropriate in the facts and circumstances of the

case.”

4. In the principal rules, in the Sixth Schedule, —
(i) in the heading, after the figures ’34”’, the figures and letters “38B”, “38C” shall be inserted,;
(ii) in the table, after serial number 4 and entries relating thereto, the following shall be inserted, namely:-

“4A 38B Application for registration of Clinical Research Organisation 5,00,000

4B 38C Reconsideration of application for registration of Clinical 1,00,000”
Research Organisation

5. In the principal rules, in the Eighth Schedule, after Form CT-07A, the following Forms shall be inserted,
namely:-
“FORM CT-07B
[See rules 38B (1) and 38D (2)]

APPLICATION FOR REGISTRATION / RENEWAL OF CLINICAL RESEARCH
ORGANISATION

IIVVE, bbb bbb b bbbttt bt e e (name, designation and full postal
address of the applicant) of ... hereby apply for grant of registration of my/Our Clinical
Research Organisation. The details of the application are as under:

1. Name of the Applicant:

2. Nature and constitution of applicant:

(proprietorship, partnership including limited liability
partnership, company, society, trust, other to be
specified)
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3.(i) Applicant's address including telephone number,
mobile number, fax number and e- mail id:

(i) Address for correspondence:

[corporate or registered office of the Clinical Research
Organization]

4. Details of accreditation, if any, (self-attested copy of
certificate to be attached):

5. Fee paid on Rs. Receipt or challan or
transaction 1D

6. | have enclosed the documents as specified in the Table 1 of Ninth Schedule of the New Drugs and Clinical Trials
Rules, 2019.
7. | hereby state and undertake that:
(i) 1 shall comply with the conditions imposed on the registration certificate along with the adherence to
other guidelines like Good Clinical Practices guidelines and provisions of the Drugs and Cosmetics Act,
1940, and the New Drugs and Clinical Trials Rules, 2019.

(i) 1 shall comply with such further requirements, if any, as may be specified by the Government of India,
under the Act and the Rules made thereunder.

(iiif) 1 shall allow the Central Licencing Authority and/or any person authorised by him in that behalf to enter
and inspect the premises and to examine the process/procedure and documents in respect of any clinical
trial conducted by us.

Place:
Digital Signature

Date (Name and designation)

FORM CT- 07C
[See rules 38C and 38D (3)]

GRANT OR RENEWAL OF REGISTRATION OF CLINICAL RESEARCH ORGANISATION

Registration No.

The Central Licencing Authority hereby registers (Name and full address with contact details of the applicant) for
conduct of clinical trial or bioavailability or bioequivalence study of new drugs and investigational new drugs under
the New Drugs and Clinical Trials Rules, 2019.

Place: ............. Central Licencing Authority
Date: ... Stamp”

Conditions of registration :
The registration granted under rule 38C or renewal granted under rule 38D shall be subject to the conditions specified
in rule 25, rule 35 and the requirements specified in the Ninth Schedule including the following conditions:-
(i) the organisation shall maintain the facilities and adequately qualified and trained personnel as specified
in the Ninth Schedule for performing its functions;
(ii) the organisation shall initiate conduct of any clinical trial or bioavailability or bioequivalence study of

any new drug or investigational new drug in human subjects after approval of the protocol and other
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related documents by the Ethics Committee for clinical trial or bioavailability or bioequivalence study,
as the case may be, and permission of such study granted by the Central Licencing Authority;

(iif) where a clinical trial site or bioavailability or bioequivalence centre does not have its own Ethics
Committee, the study at that site or centre may be initiated after obtaining approval of the protocol
from another Ethics Committee of another trial site or an independent Ethics Committee for clinical trial
or bioavailability or bioequivalence study registered under rule 8:

Provided that the approving Ethics Committee shall be responsible for the study at the trial site or
centre, as the case may be, and both the approving Ethics Committee and the trial site or the centre are
located within the same city or within a radius of fifty kilometer of the trial site or the centre.

(iv) the Central Licencing Authority shall be informed about the approval of the Ethics Committee for
clinical trial or bioavailability or bioequivalence study;

(v) clinical trial of new drug or investigational new drug shall be registered with the Clinical Trial Registry
of India before enrolling the first subject for the study;

(vi) bioavailability or bioequivalence study of investigational new drug shall be registered with the Clinical
Trial Registry of India before enrolling the first subject for the study

(vii) study shall be conducted in accordance with the approved protocol and other related documents and as
per requirements of Good Clinical Practices Guidelines and provisions of the Act and these rules;

(viii)  in case of termination of any such study prematurely, the detailed reasons for such termination shall
be communicated to the Central Licencing Authority immediately;

(ix) any report of serious adverse event occurring during study to the subject of such study shall, after due
analysis, be forwarded to Central Licencing Authority within fourteen days of its occurrence in the
format as specified in Table 5 of the Third Schedule and in compliance with the procedures as specified
in rule 42;

(x) in case of an injury to the study subject during study, the complete medical management and
compensation in the case of study related injury shall be provided in accordance with the provisions of
Chapter VI and details of compensation paid to the trial subject in such cases shall be intimated to the
Central Licencing Authority within thirty days of receipt of the order;

(xi) in case of death, permanent disability, injury other than death and permanent disability, as the case may
be, of a study subject, compensation shall be provided in accordance with the provisions of Chapter VI
and details of compensation paid to the trial subject or his legal heir, as the case may be, in such cases
shall be intimated to the Central Licencing Authority within thirty days of receipt of the order;

(xii) if there is any change in constitution or ownership of the Clinical Research Organisation, the
organisation shall intimate about the change in writing to the Central Licencing Authority within thirty
days of such change;

(xiii)the clinical research organisation shall maintain data, records, and other documents related to the
conduct of the clinical trials for a period of five years after completion of such study or for at least two
years after the expiration date of the batch of the new drug or investigational new drug studied,
whichever is later;

(xiv)the Clinical Research Organisation shall allow any officer authorised by the Central Licencing Authority
who may be accompanied by an officer authorised by State Licencing Authority to enter the premises

with or without prior notice, to inspect any record, statistical observation or results or any documents



[¢TRT [I—=vE 3(i)] T T TSI © T 15

related to clinical trials and furnish information to the queries raised by such authorised person, in
relation to the conduct of the said study;

(xv) the Central Licencing Authority may, if considered necessary, impose additional condition, in writing
with justification, in respect of specific clinical trials regarding the objective, design, subject population,

subject eligibility, assessments, conduct and treatment of such specific study”.

6. In the principal rules, after the Eighth Schedule, following Schedule shall be inserted, namely:-

1.

“NINTH SCHEDULE
(See rules 38B, 38C, 38D and 38E)

REQUIREMENTS FOR REGISTRATION OF CLINICAL RESEARCH
ORGANISATION

The applicant shall comply with the following requirements for the purpose of registration of a Clinical Research
Organisation, namely:-

(i)

(i)

(iii)

(iv)

v)

(vi)

the Clinical Research Organisation shall be under the charge of a person who is responsible for the overall
activities of the organisation and shall have competent persons who are thoroughly familiar with the
investigational products, the protocol, written informed consent forms or other information provided to the
subjects, the standard operating procedures by the sponsors, good clinical practices guidelines and other
rules applicable to the conduct of clinical trial and or bioavailability or bioequivalence study;

the Clinical Research Organisation shall have adequate facilities, resources, qualified and trained staff for
handling any oversight of clinical trials and bioavailability or bioequivalence studies and such staff shall be
trained regularly to update their skills;

the trial or study related duties and functions transferred to and assumed by the Clinical Research
Organisation shall be specified in writing and properly quantified;

the Clinical Research Organisation shall ensure that the trials and biocavailability or bioequivalence studies
are adequately monitored and the trial or study related responsibilities transferred to it, partially or fully, by
the sponsor are discharged effectively and efficiently;

the Clinical Research Organisation shall implement quality assurance and quality control as per standard
operating procedures designed for the purpose and such standard operating procedures shall be well
documented,;

the Clinical Research Organisation shall maintain complete data, documentations and other related records
accurately including checking and ensuring that the essential documents required for the conduct of the trial
are maintained properly by the investigators;

(vii) the Clinical Research Organisation shall ensure that the investigators receive all documents and trial or

study related supplies needed to conduct the clinical trial or bioavailability or bioequivalence study
properly;

(viii) the Clinical Research Organisation shall have education programmes to help its investigators carry out the

research studies as per the guidelines and regulations applicable to such trials and studies including
imparting trainings as to protocol adherence, good clinical practices guidelines, informed consent process,
and investigators responsibilities for good clinical practices compliance;

(ix) all records (written documents, electronic, magnetic or optical records, scans, etc.), such as protocols,

approvals from the Central Licencing Authority and Ethics committee, investigators particulars, blank
consent forms, monitor reports, audit certificates, relevant correspondence, reference pages, completed and
the final reports shall be maintained;

(x) all documentation and communication shall be dated, filed and preserved safely for a period of five years

(xi)

after completion of such study or for at least two years after the expiration date of the batch of the new
drug or investigational new drug studied, whichever is later;

strict confidentiality shall be maintained during access and retrieval procedures;
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(xii)

if there is any change in the constitution or ownership of the Clinical Research Organisation, the
organisation shall intimate about the change in writing to the Central Licencing Authority within thirty
days of such change.

2. The following particulars and documents shall be required for the purpose of registration of a Clinical Research
Organisation, namely:-

(i)

(ii)
(iii)
(iv)

v)
(vi)
(vii)

(viii)

(ix)

name and address of the organisation to be registered along with its telephone number, fax number and
email address;

name and address of the proprietors or partners or directors;

status of the organisation as legal entity;

a brief profile of the specific activities or services undertaken by the organisation including facilities,
resources and infrastructure;

an organogram of the organisation including brief Curriculum Vitae of key personnel;

list of Standard Operating Procedures with salient highlights about specific areas to be scrutinised;

details of accreditation or approval of other regulatory agencies, if any, (self-attested copy of certificate);
copy of agreement with third party service providers for site management, translation, biostatistics, data
management, laboratory services etc;

an undertaking to declare that,-

(a) we shall comply with the conditions imposed on the registration certificate along with the adherence to

other guidelines like Good Clinical Practices guidelines and provisions of the Drugs and Cosmetics Act,
1940 (23 of 1940), and the New Drugs and Clinical Trials Rules, 2019;

(b) we shall comply with such further requirements, if any, as may be specified by the Government of India,

under the Act and the rules made thereunder;

(c) we shall allow the Central Licencing Authority or any person authorised by him in that behalf to enter

and inspect the premises and to examine the process or procedure and documents in respect of any
clinical trial conducted by us.

[F. No. X-11014/23/2021-DR]

RAJIV WADHAWAN, Adviser (Cost).

Note: The principal rules were published in the Gazette of India vide notification number G.S.R.227(E), dated the
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