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TaTeey A gRET Fedmor § T

(Fameey i gfaT< searr fasm)
EIBECE

T faeett, 30 TawaT, 2015

ar.F. . 918(31).—:fufer i yoTea ATt 7w, 1945 7 &7 Foea w7 F forw efrafyr fiw woras araft
srferfeare, 1940 (1940 FT 23) T &T<T 12 3T oT<T 33 FIT TATUTET HiquT F=HT FT IT=T TG TLHL & Fqeg
3T qETE Fed T HATAT (FATEST T TRETE Fed 107 faram) it stfeeg==r /. 91.%7.59. 702(37) g 24 s=<5a7, 2013
FTT ST & TS99, ST, 90 1|, G 3, ITGEE (i), AE 24 F<5a7, 2013 § THIAT 60 0 o, 37 92 39 a9t
iRt & S SHE TariEd g it S9TaET €, I ATSEEAT F TASTIT QI AT F ITASH g AT ATEE H
Farefier faet i srafer % ofiaw sner s germe st o o o

S Troroer T Tt ST #7229 SrEqET, 2013 F STers w4 o TE off

3Y I WIS [ & Haer | S=ar § ITH el 3 AT 9T Feald b g o= w2 o @ 2;

Adq:, AT FealT THRTL, ATTTE ST TETe Gt afafa=a, 1940 (1940 =1 23) Y 9m=7 12 i< &m=T 33 5T
& ATTRAT A TART X g, SHUTE Taeihl qATgdIe are & qIHel Fd & T, rurer i y@reae arar Fa,
1945 FT ST FIMET Faed & forw fAeferfed e aard 8, o79iq -

1. (1) == TRt =t "ter a sfafer s yemee arnfy (sresat gere) =, 2015 3 )
(2) T TS | I ATAH THTAA T TG FT TFT B |

4976 Gl/2015 1)
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2. Sirafer o yETe arit =W, 1945 (R =60 389 9997q 3 a9 Fgl1 47 §) & 9w 2 9, @ (%) % 7997q
Fafafed g sia:earfua T s, oraiq -

"(F) "IN A" H qEE AT WM F SATE AT A1) START & U &Y qma a7 wivtet F fee, StE
et e, o & forw srerfa STt % forw aredy 37 39 ARTET A7 ITE9T F S0 o6 AT o 3T TEHEhd AT
ATHEFT ATHHIFT ATHIIIT, 396 ([OTcHE Y AETcHE €9 § JoFifhd) =[AdH 9¢ IRATNT S qimT a1
TTRTHTSIT THTAT H9ed & 1 iEFa i Ahrha 97 anfie § Fheq T siavid Asrae 9t & I8 Jfase Fwer
T T81 8" |

3. 3 R F Reaw 122% 9 -

(i) Sufa=w (1) F @< (@) § gAY T3qH § "qfrse 1 g7 giefore 15" orsal, sishi ¥ o7e¥ & €1 9y, "uiferee 1 ar
gfforse 1% =7 afiforss 19" 9rea, 3 i< A&qT 7@ S0 ;

(ii) Sufeae (2) 7 "ofeferse 1 77 qfiforee 15" 9real, siwhi 37 7% % w79 ¥, "oieferee 1 77 gfefore 1% 77 gfifore
19" 9Te=, 3o 3fi¥ 3T&T< T 10 ;
4. 3 7wt F w1229 9 -

(i) SUfR=® (1) & @< (@) § gAY T3qH § "O0se 1 7 g 15" oreal, sl ST A7 & € 9, "ufferee 1 ar
gf¥forse 1% 77 ufeforse 19" o=z, s < 7T T SATUA ;

(i) STfFaT (2) & "gfRforss 1 37 qfforse 13" orsai, it 3 37er¥ & T ue, "ufefarse 1 a7 afifare 1% a7 afifase
19" 9Teg, ¥ ¥ T&TT TG STU ;
5. 3% et F A9\ 1225 % @ (F) ®, "TRATT § Ul qaTed” ol F qeArq "AT UTETHusiy oy g
s -ETio foh ST |
6. I T F St 7 § e 19 % TeaTq Meterad TIferes siqeqmiud Hham ST, v -

"gifers 19

FaTAE T FA AT I F AEIATST St w7 s A FfRwt #2 F o seea & 9y ywqa G e
AT ETT

AT 1

1. M I & THAT ST ATAT STeT

1.1 9189 &1 9" (S sfaia Ser @) &f, &ft wrar a7 de5a 9 g) RS siw afbase #7= #1 9nt, goe
ITETEERt S for 77 SURfdT g 3T TreaHusia 3care & forw fhw w e onfie € 39 g, deaswsiy siufyr #r
Tfere feraror = g |

1.2 9Tl AT JTTET T¥ TTRINTS T A IRTF e A7 SeTd vy F 9 § AT qigd THRAT qTiged argd
siv oY e ARt & sfogere/states & s siw 3o & forg weew, @R sim, goe a7 o i
fafer, qatera Seat F7 JquTd & HaY § TEah! 37 7T TEATASI| 6 Taaer 9 3ueee F10]|

1.3 gt s fAger, i sfroer 37 wfra sy arfeger a7 ARt F e swarr o et § afia
AT TATT |
1.4 faroore % for smerfaa arew Aosit sirwer 3 forw qeRTa FRaT ST AOSi e 6t arad TRIq == (e,

(F) STET I futer A7 T oty § ST T I8 H THRAT 3T ITART IHF =T AT AT & ; o7

(@) STt T sfrufer a7 wiewd siafer § s T Ieur § WA sf SoEnT fae €
1.5 et steae § Freft st Rderd, sa wamat a2 AT, s dF aut & 09 98T qusiT & e Ut
FrT Rt B3R T ga weTEt ST gfaEe TETE 0% gEA, et AN ar |

1.6 9T FOSHT sfufer 7 =™ TR — ST &1 2fagr wanfua w3 & fore soare, fAfemtar, e £ 1€ 7o,
AT STAEEAT U2 3G T TIOTTH 3T 39 Ut it 5T, 5w 3eara &7 faeeg o o7 w571 8, % =41 397 |
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2. WT9E AT ARTAE WO [OIAT AT
2.1 AT AAT AT AQNAF AeTAT HTHT TRT SAeTAT AR TS [UITAATT SAeqAAT ol a9, ST f&Aqo & forg
LTI TR TSI SHTer | FEAT &, TR AT e -

(F) STt I sfrafer 77 S sirater § S 70 Ieare § THRIT 3T ITART IHF =T AT 9919 & ; i
(@) STet qriatye sirafer a7 wfewra siofar § S 70 Ieare # T i st fae 8
2.2 ST UTTASTT LT GAAT (TTX 3= BT )

2.3 9789 IT IeqTE AT Fed AT TET ATSHT AT 9T THRIIAT HIAMNTE, Fe il [T Trerdi £ st s1qars % a1
gt HJee 1)

HATT-2
AaTH T giord shishe

3. Ao qor e & forg START g T v1ew it 989, ST si< & -

3.1

3.2

3.3

3.4

3.5

3.6

3.7

ITET AUSHT 3O & Hd F €9 § Y 70 T q1aq 1 avfida Tga= ad7 ameaias gg=ard e

F9T, ST TAT Fed 7 Fawor AfeAr2d gl S8 a1 a7 STrerahy S| S &1 e ar g
A7 Wi (AT FE BT) F ATH HT I FTAT AT F9TF ¢ |

AT Ua o7 AT Favor TaH AqTAE A0 a9 9re w1 FEyAr atm afemm i qite
2 TR T AT (T FATHT0T G T&T ATTET A Ta AT 0l (o T THTT-TF T&T F7) |

ITET T ATHTda TITETE S Ao ey a1 7g ff aviq #3 & F47 gequre e S arer oy
T AT AAHLOT g AT Fredarena e T &0 6 Gt i AT g AT TT 2 |

U FA 6T AT 99T |
ITET % BT o At ARTIers raferfa § T 39 Sugor T kg a7 9897 |
e fareror vt g 3wafea ar B st Ferfertee & & 8 v £

(F) SINTSAT F9] Tt o HeheTaw TSI SATAETe a7 a2 qToft 37 a=edfa $F daherad IS §
HACSET =T ATEaT ¥ oAefie gerarae 71 afidse § saenfig queft € §;

(@) = fategar sfafaas, 2002 (2003 F7 18) & srefir forerT dweqor 3 eha &;
() JSTT T TS T ST TG, T T2UT AT qr ey oy s=47 gRafdan

ITATEH AT ATYFAha el (AT TAT 9 Ad) it TAT 37T T IcATEF AT g fishal & forg FHaferted
AR UX AT, AR IUAH BI, TE TgA af TgAd F A M2 g, oraeh siavia yrafis geeweor $i
SRR ARIEE

(F) T FT TR
(@) Iuw it Rt

() FEA F THT TTET JTeg T THH;

() S FTGET;

() TAGIT, €Ta, Lo T Tfiweror fRerfa;

(=) e, EFfE s afEe;

(®) qTed ATHAT T AT, e ; 3w

() ot T aTew AT ¥ HT AR F FOT ATSq FAA o7 AT |



THE GAZETTE OF INDIA : EXTRAORDINARY [RRT II—SEC. 3(i)]

3.8

3.9

Tora fafRrfeea srriq -

(F) EEIGIERERE

@) T =

Q) FEA H AAAA T T,

()  ATAES A FATA;

(% wrd g g,

(&  gEESET A

(@  RT AT qIW AT (TH) "ied Redt A,
() St g 7T uTeT Tt gHeht & o av;

(@) Y T % T SOS Sre (FIET €dTasiEwor) 3 fory suraedr fAeErr 3 srefi &F v
areror fafer % e T U SR’ e

TR SFAAIIEE GIRT AT ATHA S THI-T5 i AT TAqT qUid: A@= 19 91&T & g7

gfaey # argfd 1 sy S arr i f qfte g T3 g aTd ar=edias SaTard i

AETIA, ATRTICRT TAT Haeh (AT Aeqt =6 =0 a7 grarsfa 5o 2n

4. T H THFT i geTaadt e siv qrfae -

4.1

4.2

43

TR FTRAT 3 for pore fAfarfteat siw wdyeror et
JEHERCOT § Sradtord #aq
(F 3T U U e, g9 g, Aers saforee adverr a7 Sfmrd, aifas-wmrae ol

eSS 9IX, 9T 4T g0, 9787 Susig #ad A dfgd avf qied ane qwor
TS o faaor afeha gl 7 Afera ATl it ferare gf aiw dees 1 951 ©;

(@)  sfaw s e aTw s e,
@@ o s B T frarse % St |t geet 97 2T,

() zEwTe R T s Tered AT "o a7 v A1 ahiwes 9 q=e |
91fg s faerdiara sifaw seure it TS, sremor Rafa=t s Srecfiso F =2iv |

5. srafed Hit TS qIRT WSy Ay Hit AR -

5.1

5.2

5.3

e, Hed T &7 SO 1 T 1S G HT AT, THT FIEAT, FEFATeSIl ST ITLFRT TRt
o= SATHRAT, TR AT 67 AT T AT 6 =41

ITET AT i ag=T F forw adrer |

Tt a7 FAfoFT ameT Justa & auf qies A G20 T g Frrrel Afaftaat qoum afw
e TAT ATEATOF HHe g Id, AT AT HHeF AT a1 2l

6. AR f F_fwtor s

6.1

6.2

aTaver A, S YA qurEat e afew s w=eia g et aed gus e F
[EIEEIREARSE R

ITET i TS T TSR AT, TR SET F W @i sfaw i F fFewr F =1
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6.3

FATT TR, e fEferftent e siasta g w=w # forw fEfare wdieor, 9w Susty @
HITHT o q7 e, TAT AUAEF AR ST THRSA g (0 d Icaral, Jorar Efafest w1 Hawor
El

7. TAT ATFST:-

7.1

7.2

0,1,2,3 3T 6 AT Fq FeT ATTHTT T 40 3T +/-2 =t F=ferm=/75 wiaera sme.u=. +/-5 wiaea
AU, U FSTIRA T T ITeT AT a7 9T ITAE 7 4.0 92 F{07q g F I1ied szl

oo & 29T 7 9% 0,1,2,3 TAT 6 719 7q 40 =3t +/-2 630 aafm=/75 afaaq smeu=. +/-5

TTIOTT . T=. TAT FeT ATTRH I¥ WSTHT qTaT AOS (H) T gy 7 et a1 g & earfe
AFS|

8. AT AT WUV AT =T~

8.1

8.2

AT ST TTaT SO TEIAAT T TTET ITASH FIAT AT ¢ |

T ForeTT=RAT T T AiFS:-

() eI T &1 SATIAAT % LS TS W [ATehaT = T 28 & 90 faai ah

(@) = faer AT iTae SAheT (ST 7 & SIaTe THT TEreqo q9T HIHEH TS e) |
() ATET ITI IR & SHA ST e

() TEISHAIRE A (AT Afe 91T TS e Tt % 0" ST g aifed 2)|

9. HMT AT :-

9.1

9.2

9.3

TTET AOUST ST FT AqTAE AT 95 A9el & oy an) et e antest® fgidr & aqar
EENEAERIES I

qHET TIET WO AT - A0 1 F Aihe (ATTFaH T Gk a7 dataa oo e
Tq) TAT TSR TETT TTFA Hild & Tgol Teqd Heed givll

TEAAT TTEEA il & I FATTd o3 T GRTF GIoT TEAAT o T o Aiehe Teqd e gl

Ui AR ITET ATSHT Sfoer qf=r a9 dr srater ¥ afew & fAofora gr w@r § a1 gt ey
ATST ey T FLAT & HAterd TH=a THAq T § q1 eI AT qertoq, gertera a7 fafere frar
ST FHAT 2

10. e i whem |

10.1

TET WO ICATE 1 TEqTiad e Tear steaa a1 et &fere a7 f&ew qeer &g aqaears
eI T A

10.2 ITET AOSH G AT FoFem T IeaTe g T[T TAT TAqT AR I T I F2 o forw Fi=ag a9
ATTF TEATT g ATHIGT & TEqTAd Tl Teqd Hil

10.3 S FLAAT o A o R Rt S qurar seierd it STt % gEe w1 qd w1

11. R faf-

11.1 et Ty & fRufora Gl 2oft S| R SIS a1 gae IO I7 IEI R Siiug F w9 § AT
FHITET 3T o =T H ITaT AT sfroer v arfa

12. v g==T:-

12.1 farafora g arer TTaT AOSh siroer F G § Tt T Al gEar 9=+ A Eaem

12.2 T TAT FTeA g ITS T ITET|
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13. fawoiar e (frowes)
13.1 ST 3 STIHIET & ST AAET AATeF GLAT FAq (NAIE Tgol a1 a9 TF Te4% SHTR! Teqd FT|
13.2 TETTAAT a7 a9 qF AT eI AT ST2AAA TS ATF SATLTT T TG T AT SAT9TF 2|
14, X< 1T TEIQ AT
TS AT TET TAAT (o1 A= THAT 2 76 9 eaae o AT qoaisd § qegraeh g |
[T, |, T, 11014/2/2012-FT0waH 1]
Fead AT 9THT, I q=a

feoqor : g e W & Ter § sfeEET "eEtE U 28-10/45-u= (1), A 21 fREwEw, 1945 T TEAq
T ST IHH SfaT Herre sTfag=eT deats ar.ar.A. 826(3r) e 30 wazav, 2015 T T T =m

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 30th November, 2015.

G.S.R. 918(E).-Whereas a draft of the rules further to amend theg® and Cosmetics Rules, 1945, was
published, as required by section 12 and sectioof 33 Drugs and Cosmetics Act, 1940 (23 of 19¢i@)e notification
of the Government of India in the Ministry of Héalind Family Welfare (Department of Health and FaMielfare),
number G.S.R. 702(E), dated the"2@ctober, 2013, in the Gazette of India, Extracadin Part I, Section 3,
Sub-section (i), dated the 2©ctober, 2013, inviting objections and suggestibam all persons likely to be affected
thereby before the expiry of a period of forty-fitays from the date on which the copies of thedffiGazette of the
said notification were made available to the pyblic

And whereas copies of the Gazette were made alaiiatthe public on the #80ctober, 2013;

And whereas, the objections and suggestions reteffen the public on the said draft rules have been
considered by the Central Government.

Now, therefore, in exercise of the powers confetygdection 12 and section 33 of the Drugs and @tism
Act, 1940 (23 of 1940), the Central Governmenterafionsultation with the Drugs Technical AdvisorgaBd, hereby
makes the following rules further to amend the Bragd Cosmetics Rules, 1945, namely:-

1. Q) These rules may be called the Drugs and Cassni@ighth Amendment) Rules, 2015.
(2) They shall come into force on the date of tipeiblication in the Official Gazette.

2. Inrule 2 of the Drugs and Cosmetics Rules, 1945¢ihafter referred to as the said rules), afteust (ea)
the following clause shall be inserted, namely:—

‘(eb). “Phytopharmaceutical drug” includes purifiadd standardised fraction with defined minimum
four bio-active or phyto-chemical compounds (qadiNiely and quantitatively assessed) of an extract
of a medicinal plant or its part, for internal otternal use of human beings or animals for diagnosi
treatment, mitigation or prevention of any diseaselisorder but does not include administration by
parenteral route.’.

3. Inrule 122-A of the said rules,-

(i) in sub-rule (1), in clause (b), in the second psoyifor the words, figures and letter “Appendixrl o
Appendix IA”, the words, figures and letters, “Appkx | or Appendix IA or Appendix IB”, shall be
substituted;

(ii) in sub-rule (2), for the words, figures and lett&ppendix | or Appendix IA”, the words, figures and
letters, “Appendix | or Appendix IA or Appendix IBshall be substituted.



[am 1—&ve 3(i)] YA T SIS @ STHINOT 7

4. Inrule 122-B of the said rules,-

(i) in sub-rule (1), in clause (b), in the second psoyifor the words, figures and letter “Appendixrl o
Appendix | A", the words, figures and letters, “Agpdix | or Appendix IA or Appendix | B”, shall be
substituted;

(ii) in sub-rule (2), for the words, figures and lett&ppendix | or Appendix IA”, the words, figures and
letters, “Appendix | or Appendix IA or Appendix IB5hall be substituted.

5. In rule 122-E of the said rules, in clause (a)ermthe words “bulk drugs substance,” the words “or
phytopharmaceutical drug” shall be inserted.
6. In Schedule Y of the said rules, after APPENDIX tle following Appendix shall be inserted, namely:-

“APPENDIX | B

DATA TO BE SUBMITTED ALONG WITH APPLICATION TO CONDCT CLINICAL TRIAL OR
IMPORT OR MANUFACTURE OF A PHYTOPHARMACEUTICAL DBG IN THE COUNTRY

PART - |
1. Data to be submitted by the applicant:

1.1. A brief description or summary of the phytopharmamal drug giving the botanical name of the plant
(including vernacular or scriptural name, whereapplicable), formulation and route of administratio
dosages, therapeutic class for which it is inditated the claims to be made for the phytopharmaadut
product.

1.2. Published literature including information on plantproduct or phytopharmaceutical drug, as a tiauhl
medicine or as an ethno medicine and provide refereto books and other documents, regarding
composition, process prescribed, dose or methodsafe, proportion of the active ingredients in such
traditional preparations per dose or per day’s sonion and uses.

1.3. Information on any contraindications, side effestsntioned in traditional medicine or ethno medicine
literature or reports on current usage of the fdation.

1.4. Published scientific reports in respect daffesy and pharmacological studies relevant for the
phytopharmaceutical drug intended to be marketed,-

(&) where the process and usages are similamog 8athe product known in traditional medicinesthino
medicine; and

(b) where process or usage is different from kinatwvn in traditional medicine or ethno medicine.

1.5. Information on any contraindications, side effatisntioned or reported in any of the studies, inftian
on side effects and adverse reactions reportesh@uertrrent usage of the phytopharmaceutical inake
three years, wherever applicable.

1.6. Present usage of the phytopharmaceutical drug, establish history of usages, provide detailshef t
product, manufacturer, quantum sold, extent of eMp® on human population and number of years for
which the product is being sold.

2. Human or clinical pharmacology information:

2.1 Published scientific reports in respect of pharnagioal studies including human studies or chihic
studies or epidemiological studies, relevant fer phytopharmaceutical drug intended to be marketed,
(@) where the process and usages are similaairoe $0 the product known in traditional medicine or

ethno medicine; and

(b)  where process or usage is different from timawkn in traditional medicine or ethno medicine.

2.2, Pharmacodynamic information (if available).

2.3. Monographs, if any, published on the plant or piicbr extract or phytopharmaceutical. (Copies|bf a
publications, along with english translation toadttached.)

PART -1l
Data generated by applicant
3. ldentification, authentication and source of plantused for extraction and fractionation:

3.1. Taxonomical identity of the plant used as ars® of the phytopharmaceutical drug giving botahiame of
genus, species and family, followed by the autharitation (taxonomist’s name who named the spgcibe
variety or the cultivar (if any) needs to be menéd.
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3.2 Morphological and anatomical description givitiagnostic features and a photograph of the plaptant part
for further confirmation of identity and authentici(Furnish certificate of confirmation of botaalddentity by
a qualified taxonomist).

3.3 Natural habitat and geographical distribution @& ghant and also mention whether the part of thetplised is
renewable or destructive and the source whethéwatdd or wild.

3.4 Season or time of collection.

3.5 Source of the plant including its geographical tasaand season or time of collection.

3.6 A statement indicating whether the species is ditlgeofollowing, namely:-

(@)

(b)
(©)

determined to be endangered or threatened undé&intiengered Species Act or the Convention on
International Trade in Endangered species (CITE®)Id Fauna and Flora;

entitled to special protection under the BiologiDalersity Act, 2002 (18 of 2003);

any known genotypic, chemotypic and ecotypic valitgtof species.

3.7. A list of grower or supplier (includingmas and addresses) and information on the followamgs for each
grower or supplier, if available or identified ady, including information of primary processingnmely:-

@
(b)
(c)
(d)
(e)
(f
(9)
(h)

harvest location;

growth conditions;

stage of plant growth at harvest;

harvesting time;

collection, washing, drying and storage conditions;

handling, garbling and transportation;

grinding, pulverising of the plant material; and

sieving for getting uniform particle size of powddmlant material.

3.8. Quality specifications, namely:-

(@)
(b)
()
(d)
(e)
(f)

)
(h)
(i)

foreign matter;

total ash;

acid insoluble ash;

pesticide residue;

heavy metal contamination;

microbial load;

chromatographic finger print profile with phytochieal reference marker;
assay for bio-active or phytochemical compoundd; an

chromatographic fingerprint of a sample as per tasthod given under quality control of the
phytopharmaceutical drug (photo documentation).

3.9. An undertaking to supply specimen sample of ptaiy labeled and photocopy of the certificate dgritity
confirmation issued by a qualified taxonomist alowgh drawings or photographs of the diagnostic
morphological and histological features of the batal raw material used for the confirmation of
authenticity.

4. Process for extraction and subsequent fractionatioand purification:

4.1. Quality specifications and test methods fartsng material.

4. Steps involved in processing.

(a) details of solvent used, extractive valusslvent residue tests or limits, physico-chemicstg,

microbial loads, heavy metal contaminants, chrogragehic finger print profile with phytochemical
reference markers, assay for active constituentsharacteristic markers, if active constituents are
not known;

(b) characterisation of final purified fraction;

(c) data on bio-active constituent of final fiied fraction;

(d) information on any excipients or diluentsstabiliser or preservative used, if any.

4.3. Details of packaging of the purified and cletgesed final product, storage conditions andliage
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5. Formulation of phytopharmaceutical drug apflied for:

5.1. Details of the composition, proportion of fhmal purified fraction with defined markers of
phytopharmaceutical drug per unit dose, hame aoplgptions of all excipients, stabilisers and artyeot
agent used and packaging materials.

5.2. Test for identification for tplytopharmaceutical drug.

5.3. Quality specifications for active and inaetphytopharmaceutical chromatographic finger pnofile with
phytochemical reference marker and assay of actimstituent or characteristic chemical marker.

6. Manufacturing process of formulation:

6.1. The outline of the method of manufacture efdlbsage form, along with environmental contreigpriocess
quality control tests and limits for acceptance.

6.2. Details of all packaging materials used, pagldteps and description of the final packs.

6.3. Finished product's quality specifications, lining tests specific for the dosage form, qualignd
chromatographic finger print profile with phytochieal reference marker and assay for active comstttu
or characteristic marker, if active constituents aot known.

7. Stability data:

7.1. Stability data of the phytopharmaceuticalgddescribed at 4 above, stored at room temperatuté
+/- 2 deg. C and humidity at 75%RH +/- 5%RH fol02, 3 and 6 months.

7.2 Stability data of the phytopharmaceutical drug iosage form or formulation stored at room
temperature at 40 +/- 2 deg. C and humidity at 76064R 5%RH for 0, 1, 2, 3 and 6 months, in the
pack intended for marketing.

8. Safety and pharmacological information:
8.1. Data on safety and pharmacologicalietuto be provided.
8.2 Animal toxicity and safety data:
(a) 28 to 90 days repeat dose oral toxicity on $pecies of animals;
(b) In-vitro genotoxicity data (Ame’s test and Chromosomal iatien test as per Schedule Y);
(c) dermal toxicity tests for topical use products

(d) teratogenicity study (only if phytopharmaceatidrug is intended for use during pregnancy).

9. Human studies:

9l. Clinical trials for phytopharmaceutical drugss® conducted as per applicable rules and guideforenew
drugs.

9.2. For all phytopharmaceutical drugs data frorasehl (to determine maximum tolerated dose andceded
toxicities) and the protocols shall be submitteidmpto performing the studies.

9.3Data of results of dose finding studies perforraad the protocols shall be  submitted priorddgrming
the studies:

Provided that in the case of phytopharmaceuticag didready marketed for more than five years or
where there is adequate published evidence regatinsafety of the phytopharmaceutical drug, thdiss
may be abbreviated, modified or relaxed.

10 Confirmatory clinical trials:

10.1. Submit protocols for approval for any sfie@r special safety and efficacy study proposgecsic to
the phytopharmaceutical drug.

10.2. Submit proposed protocol for approval for hanclinical studies appropriate to generate ordeddi
safety and efficacy data for the phytopharmaceuticaage form or product as per applicable rules
and guidelines.

10.3. Submit information on how the quality of tfmulation would be maintained during the above
studies.
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11Regulatory status:

11.1. Status of the phytopharmaceutical drug etarkin any country under any category like funaidood
or dietary supplement or as traditional medicina®ean approved drug.

12. Marketing information:
12.1. Details of package insert or patiefdarimation sheet of the phytopharmaceutical drulgeanarketed.

12.2. Draft of the text for label and carton.

13. Post marketing surveillance (PMS):

13.1. The applicant shall furnish periodiéesy update reports every six months for the fingt years after
approval the drug is granted.

13.2. For subsequent two years the periodic\safadate reports need to be submitted annually.
14.Any other relevant information:

Any other relevant information which the applicannsiders that it will help in scientific evaluatiof the
application.”.

[F. No. X. 11014/2/2012-DFQC]
K. L. SHARMA, Jt. Secy.

Note: The principal rules were published in the Gazeftdndia vide notification No. F.28-10/45-H (1) edt the
21st December, 1945 and was last amewiinotification number GSR 826 (E), dated the 30tkoBer, 2015.
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