o=t Ho Fo Teo-33004/99 REGD. NO. D. L.-33004/99

1 TISTUA
Che Gazette of Fudia

EXTRAORDINARY
I [|—WUE 3—39-JUE (i)
PART Il—Section 3—Sub-section (i)
WA/ vy
PUBLISHED BY AUTHORITY

H 534 7§ feeeht, qevufiram, smqem 24, 2013/®10® 2, 1935
No. 534] NEW DELHI, THURSDAY, OCTOBER 24, 2013/KARTIKA 2, 1935

waTeey A7 IRET Feror HAEy
(Fareen 1o e w=or frem)
it

€ faeeht, 24 srqan, 2013
. ALALR. 702 (). —hafir she wwme arft fem, 1945 w1 di G w0 % R
e i sy faw, Reer w6 awr, sefy s sare sffgs, 1940 (1940 Fr
23) ﬁamwﬁramssmmwﬁﬁﬁmmmgq.ﬁwﬁﬁ%mﬁﬁ
wﬁm#m,aﬁmmﬁmﬁg,wwﬁmﬁﬁﬁ#mﬂmﬁ%fﬁqﬁﬂﬁmﬁm
ST €, o SE wvE g A swre § o T gear 4 9t @ o ey Bt o I
mﬁaﬁ,ﬁmﬁmmﬁwﬁﬁ,ﬁﬂﬁwﬁmmﬂﬁﬁwﬁﬁa,mﬁmw
& STt &, Faretar R i sl i wwfR F mar frare R s
fRator wam, 7€ Reef-110011 Ft ¥ w77 739

FATT FTHRT G I AR gt ¥ ey § 77 ywe ARy safy ¥ e fef fr

STH ST S gEATEt 97 = R s |

4517 G1/2013 8]



o et vy

wT=y s
1. (1) & et & wfim am sl s seme st (wieat i) fram, 2013 30
(2) % T & 39 Sifaw s Y ardre S wg A
2. shafir sl smer vt e, 1945 (R gaif T T a7 P sy T 8) & e
2 %, @ (3%) ¥ warer Prefia wy srenfie fi s, sty -
"(F@) e AT et # e av vy F i A gy swe & R gos e § i
A a1 vy #F Fft S g e & fem, svER, w ar famw B stafie s F
Form qret ar S WY AT 9 ¥ A ¥ e § T S A7 e A
AT, I AT AT sher afier § g awE siwdta wiae wnt § 5 wfie e i 6@
Coll
3. gt Farsit & P 1227 §—
() SfEw (1) % 9@ (@) § gt vigw § afifere 1 ar afifie 15 =, sw e
T F T 9T, afifire 1 ar ofiferg 1% a7 ofifie 1wt e, s s e
ST,
(i) sl (2) & "wfiftrem 1 97 ofifere 15" =2, s e sew ¥ v 0w, R
177 aftfire 1% av afifere 19" aes, o sl arere @ S,
4. 7= et ¥ faw 1229 §—
()  SufrEw (1) ¥ 9 (@) § gy s § ghfae 1 ar aRfe 1w g, e il
. AT T O, i 1 oftfie 15 @ ol 1w s, s e
ST,
(i) Tt (2) & "aftfire 1 g7 ofifere 15" a=2i, o ol srer & worre o, "R 1
Ay wftfire 1% 7 ofifirg 19" 1=, siw o s T SToT;
5. ¥ fdi & frew 1228 % 9w (@) #, wfmr F shafy o esE e tw
RS shfy” orew) st R s )
6. 7w st ¥ st w ¥ afifie 1% ¥ v PrefafR offe stmenfie R s,
o —
"afifire 19
Farfa wlveor F ar 2 § TReAeiT shfy # s ar Rt w3 % R e
F ATy TR AT ST a1 s
W 1
1. qEgEAT:
11 el shafd w5t wftr fm a1 e fres st arew # A (Rres st
st R &, et wrem Ay sepa aw ) i e sfie Fo s e, g st e R
7g uafia & o areaisity 3eme % R e o e mfRw €



[m[l—ms(t)] WA H1 AT ¢ Y 3

1.3 ﬁ»ﬂﬁﬁ.mmamﬁﬁ?mmqﬁwmﬁﬁﬁﬁﬁ%WWW
Redvet & afiie g s |
1.4 ﬁﬂvm%ﬁqumwﬁww*ﬁqmgtmmﬁwﬁvmwﬁﬁm
THRIT e fravd
(F) WWMmWMﬁmwm&mmmm
ATEY AT HAEH §; sl
(@) aﬁmmmﬁmm&mmmﬁmwmﬁwgl
15 m%ﬁummﬁawvﬁw-wﬁ,ﬁﬁ#ﬁ(ﬁ)wm.ﬁmﬁﬁw
Wmﬁmﬁ@%wm%zﬁmwﬁam%%ﬁmmﬁﬁﬁw
o searz 7 R frr s 2
2. W A7 ATAF A o g
21 mmmm#ﬂﬁ*mﬂgmﬁfmmmaﬁammﬁmwwﬁfﬁ
W%%mwﬁmmﬁwméﬁrﬁmﬁﬁ,
(*)agfv@ﬁa:ﬂh@m‘éﬁwmﬁtﬁwﬁwmﬁmaﬂtmmm
T FRA E ; 3w
(a)agimﬁﬁw%mﬂw#@ﬁwﬁmmﬁﬂﬁmaﬂrw%gl
2.2@%%%wﬁ%ﬁdw.mwwﬁww.ﬁaﬁﬁaaﬁ%ﬂuawﬁwﬁw
sﬁw(aﬁ)%ﬁawmmﬁw%ﬂmﬁqﬁﬁ?qwqmwmaﬁfﬁwﬁwm,ﬁ
wwmﬁmmmmmga
2.3%%%@?%(&%@)1
2.4mmmmwmwﬁmﬁumwmﬁﬁﬂﬁmﬁﬁ,ﬁ€h
[Mmﬂﬁﬁﬁﬁﬁﬁmw%wwﬁﬁmﬁ}

T 2
AT T o g
3. mﬂﬁmﬁﬂiﬁ'ﬂ‘ﬂ‘:%
3.1 WWW%m%wﬁmﬁmwm(aﬁ)aﬁﬁwwwﬁm
Wﬁﬂﬁ#ﬂ,mﬁmﬁawﬁﬁwm@mmmwwmw
AT T & ar AT (afR #E 2 F A v Aot v off sravars 3 .



Le rann ss memer wyny

3.2  SrETToRT U o T AT s fAEoor T AavfAe Aeer qur arew & R afi afmm
¥ gfe TG TET FT AT (T FATHC GILT TG AECIAF TEAT Y T THU-9F T FL)
3.3 ey () F wEfas mata s Wi R

3.4  gTEY (3i) % Hia (@) R st s seRafd g e s ST AT g A
o oY ATt

3.5  #ug FOA Y Fg AT HAT |

36 uF e R 1y swafie & r ol PeffRm d a s ve &-

() Sl gep et ¥ Fwera wonfa wfirfe av awrsw yroft s amey £ g sefadt
# sACarE g aTaTe wEET & 9efi deaRTen A1 oftEwe § sEaia e g g

@ 5 BfEvar afafea % st fBdw dovw gg g R

(M werfe e ara Sfte weft, e weft qar o s f eRafdar

3.7  wres (3) S srqfawate (A aur 99 wi@9) qar FetiEm wE W sw@E Ieraw
7T srqfeRat it gEAT e B T A afy suesy § 9 g & & i § R ate
ST e Y g o 2, st -

()  wEw F safeafy

(@) Sywats b giafm

() FEA F WG IR Il FT A |

()  wE FT R

(). TR, draH, quFA, Fers i TR giE

(=  oftEEe & gures s skeroor £ gt

3.8 v fAfIrefRaT sraiq -

(®) Ry g

(@) i stade)

(my  aresfie waTs (@i FEEn )
(= T wEA

(F) s § AgEAT AT |

(&) "I

(B) AT AT A |

() T g Eg

() Few=EE AT

(=) At s (SeEr s TR, IR S )

(2) ey wETEfaE g9 qrehe (TH) wfde wtedt sqite ai=atEE (vm) aft afE des
FTa AEI & A1 w@fE e (3t a1 amfin T (ow) gg o

(8)  wiehg deree o1 9w g\ AT TR Al ded [T TRl 8, F R T |



[wm 1l-@vs 3(i)] WA F1 TITS : SR 5

39 rﬁwh@ﬁﬁﬁwmﬁaﬁﬂwm&m-wﬁwwﬁwwhrémm
%mqﬁﬁﬁwﬁwwmmmﬁwnméﬁmﬁmﬁm
Wﬁ%ﬁ,ﬂﬁﬁﬁﬁmmﬁaﬁmﬁ%ﬁammﬁmél

3.10 mﬁwﬁwaﬁw(ﬁﬁaﬂﬁﬁmﬁwﬁfm%mﬁ%mwﬁwﬁﬁr%
FET TF T F AR AR |

4, mmwwmwm%w#mﬁwﬁmwa}mmz-

4.1 wrfews ammft & Rrg st Afirgfat sic whwor fAfiah

42 wwhﬁwmﬁm%uﬁmﬁﬁwﬁaﬁ%ﬁhﬁﬁﬁﬁﬁmﬁ%
TR 3T &, e s shvnr ¥ srepor 3 R st e b g '

43 W%qmﬁm,mw,ﬁmnmmﬁqzwﬁwmﬁw&,ﬂﬁﬁ-w
Ter, gerddty W, W arg W,w%ﬁhﬁmmﬁw%aaﬁg%%w
M%ﬁwwﬁwaﬁmaﬁamﬁﬁmuﬁvﬁwmmaﬁgl

44 Heew! F ariw @A B qafia 0 g TF T4 F WS s Fgelt ¥ whad=t ar
I9fAT FTF gU, TRl AT &Y, i wrEw dyshy sy

45 ﬁwﬁmw(mm,ﬁwﬁmqﬁawmmﬁmwﬁmﬂﬁﬁ@)ﬁ
ST TAT ITH AT

4.6 & AT ITRY Aty F SRR, sereor £ gt aur s ¥ faon

5. smafRw #t 1 qrew Awsfr s i AR

5.1 m.mmmﬁmﬁﬁm%mww,wm.mﬁﬁm
'mwﬁaﬁmaﬁw,&%ﬁwmﬁﬁmwaﬁrww%@ﬁl

52 ey dusiig $t qg=T F R ot

53 Hﬁﬂwﬁqﬁwwﬁw&q%ﬁﬁgﬁmwmﬁwﬁm%g%ﬁﬁ%ﬁﬁﬁﬁﬂw
A HHZH T AT OF Ho B 10w, AR A we e s

6. RfAfiR & fAfwir v

6.1  ggtave g, m:mmﬁwﬂﬁwﬁtmgﬁﬁmﬁﬂ%m
Frew & fafftor £ wavEm

6.2 Wﬁﬁwﬁﬁﬁvmﬁﬁ.ﬁ%ﬁw%mm#ﬁwﬂﬁ%ﬁmﬂ%qﬂh

6.3 A Seure, v fAfdfET R st geE e F R fAfere wfem, grag wsh
MW%WW.WWWWWQWW.WWW
RETrd

7. e e

7.1 o,1.2,331‘11am%gwmmamm%ﬁw-zﬁﬁﬁaﬁwnswﬁwm.@.
+/-5srf%wmm.@.wﬁ%ﬁvwmwﬁwﬁww&ﬁwmw4.0wﬁg%
w7 siwE |

US/T G2/)3-2



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

72 e % See@ 9% 0, 1, 2, 3 7UT 6 WiH &Y 40 R +/-2 Reft a=wR==75 wfawa
ML, +/-5 TIATT AT, TAT T IR 9T W TR WaetiT (3i) FY g A fawedt v
it & warfieT s | '
8. LT auT AN=w e gEeT-
8.1 =fE urey dusity yerd f whkay yreafiw shwy 1 s stey & faw § 9 s
TS 77 TEF TEE qUT ST aE g qgt & F AT qaNrar a1 FHAar
yaftha 73 &g AT &1 STy FIC |
8.2  sroft frerrerar wuT Fow A
@ gt ¥ argEre w6 S afat o S & A gers S o Sged v A
ForerrraT $t g+ 28 & 90 fet o
(@) = A R siweT (gt 7 & sgare uHT THE T S i) |
(M) TR ITANT ITET §Y IHA SR wteor |
(M RS st (A iR arew wshty siwy wiEem o sEi g aitee
B
9. ATAT MY
9.1  HwWEd qTRY HusftT shaer gg- =0 1 F Ay (ftrwaw age e aur |@sfie B
Fretor ¥g) T TS TEATT TN T § 959 TRd 0 i
9.2  IEAAA WIFH F04 § T3 AT Y T GRS @I reaaq e F TR F A wed
g

Tt 7ft TRy Skt i otw of £ orafar & srftrs & Frofore 3 wr & 77 arew S
sty it qEe F gEfie g vl aom @ @ asrae A Gafia, gafim o e R
HHAT 1
10.  Hweq a1 gf® oof A wwor & sy
101 TraT Awsftg were it searfaw Rfere zaar sermw ar G Rfte ar ey g 3
FAATEATS STEHIT g F4|
10.2  TEY AuSHT govE i e 97 IeaTe B GEET TUT T SRS 99T A7 &y w1y ¥ g
TR AT AT sreaae ¥ i & TeaTad S Seqd F1)
10.3  I9UE snerae & 2w e ware Ry £ qorasr st & soft o g s
Eadl
11, Rfgms fafd-
1.1 Ry oo & i feft Sft S e ot o1 g sraee ar areeafi sy %
C®Y I AT AR sfhvy ¥ wg § wrey Fusiia shaw f Raft
12.  favor g=e:-
12,1 Faafor g 3t aray Sesfi gy 3 4R & it v Oeft g o=ff o R



[ 1-=vz 3(i)] YRA 1 Y9 FARERAN

12.2 99 T FTE ¥ T T15 7 97F7 |
13, Rryvire fmrot (from)
131 STt % ST 3 I ST A GRAT o it T A ke e gy
ST FAT |
13.2 mﬁifa&ﬁm@ﬁwmﬁﬁéwwwﬁwﬁmm%l
14, ﬁwwmmmmgﬁﬁm%mmﬁw
g '
[HTH. X.11014/2/2012-Fruwyet |
STE FHTT IUST, YW qhA

7z frogft-

7o fiaw v F o # st | T 28-10/45 U= (1) ari| 21 Reww, 1945 gwr
ST e 7v & vd sifdw e FfRg=T |, AL, 588 (1) aTfre 30 e 2013 AL
faraT T o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 24th October, 2013

G.S.R.702 (E).—The following draft of certain rules further to amend the Drugs and Cosmetics Rules,
1945 (hereinafter referred to-as the principal rules), which the Central Government proposes to make in exercise of the
powers conferred by section 12 and section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), after consultation
with the Drugs Technical Advisory Board, are hereby published for the information of all persons likely to be affected
thereby, and notice is hereby given that the said draft rules shall be taken into consideration after the expiry of a period
of forty-five days from the date on which the copies of the Official Gazette in which this notification is published are
made available to the public;

Objections or suggestions, if any, may be addressed to the Secretary (Health), Ministry of Health and
Family Welfare, Government of India, Nirman Bhawan. New Delhi- 110011.

The objections or suggestions, which may be received from any person with respect to the said draft rules
before the expiry of the period specified above, shall be considered by the Central Government.

DRAFT RULES

1. (1) These rules may be called the Drugs and Cosmetics (5th Amendment) Rules, 2013,

(2) They shall come into force on the date of their final publication in the Official Gazette.

2. In rule 2 of the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the principal rules), after
the clause (ea) the following clause shall be inserted, namely:-

“(eb) “Phytopharmaceutical drug” includes processed or unprocessed standardised materials derived
from plants or parts thereof or combination of parts of plants, extracts or fractions thereof in a
dosage form for internal or external use of human beings or animals and intended to be used
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for diagnosis, treatment, mitigation or prevention of any discase or disorder in human beings
or animals, but does not include administration by parenteral route;”.

3. In rule 122-A of the principal rules,-

(i) in sub-rule (1), in clause (b), in the second proviso, for the words, figures and letter “Appendix |
or Appendix 1A™, the words, figures and letters, “Appendix I or Appendix [A or Appendix 1B”,
shall be substituted;

(ii) in sub-rule (2), for the words, figures and letter “Appendix I or Appendix 1A™, the words, figures
and letters. “Appendix | or Appendix 1A or Appendix IB”, shall be substituted;

4. In rule 122-B of the principal rules,-

(i) in sub-rule (1), in clause (b), in the second proviso, for the words, figures and letters “Appendix
1 or Appendix TA™, the words, figures and letters, “Appendix | or Appendix [A or Appendix IB”,
shall be substituted;

(i) in sub-rule (2), for the words, figures and letter “Appendix | or Appendix IA™, the words, figures
and letters, “Appendix I or Appendix [A or Appendix IB”, shall be substituted;

5. In rule 122-E of the principal rules, in clause (a), after the words “bulk drugs substance,” the words “or
phytopharmaceutical drug” shall be inserted.

6. In Schedule Y of the principal rules, after APPENDIX I-A, the following Appendix shail be inserted, namely:-

“APPENDIX I-B

DATA TO BE SUBMITTED ALONG WITH APPLICATION TO CONDUCT CLINICAL TRIAL OR IMPORT OR
MANUFACTURE OF A HYTOPHARMACEUTICAL DRUG IN THE COUNTRY

~ PART -1
1. Basic Information:

1.1, A brief description or summary of the Phytopharmaceutical drug including the name of plant (including
vernacular or Sanskrit name, wherever applicable) formulation and route of administration, dosages, therapeutic class
for which it is indicated and the claims to be made for the Phytopharmaceutical product.

12 Relevant published literature including information on plants or products or Phytopharmaceutical, as a
traditional medicine or as an ethno medicine, and also provide reference to books and other documents, regarding
composition, process prescribed, dose or method of usage, proportion of the active ingredients in such traditional
preparations per dose or per day’s consumption and uses.

13. Information on any contraindications, side effects mentioned in traditional medicine or ethno medicine
literature or reports on current usage of the formulations.

1.4. Published scientific reports in respect of safety and pharmacological studies relevant for the Phytopharmaceutical
drug intended to be marketed-

(a) where the process and usages are similar or same to the product  known in traditional medicine or
ethno medicine; and
(b) where process or usage is different from that known in traditional medicine or ethno medicine.
1.5 Present usage of the Phytopharmaceutical drug — provide details giving the name of the products,

manufacturer(s), quantum sold, extent of exposure of human population and number of years the product or products
have been sold to establish history of usage.
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2, Human or Clinical Pharmacology information :

2.1.  Published scientific reports in respect of pharmacological studies including h tudies or clinical studies

or epidemiological studies, relevant for the Phytopharmaceutical drug intended to be marketed,-

(a) where the process and usages are similar or same to the product known in traditional medicine or
ethno medicine; and

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

22, Information on any contraindication, side effects mentioned or reported in any of these studies. information on
side effects and adverse reactions reported during current usage of the Phytopharmaceutical(s) in the last three vears. if
the Phytopharmaceutical drug has the same process or the same usage.

23. Pharmacodynamic information (If available )
24. Monographs, if any, published on the plant or product or extract or Phytopharmaceutical.

[attach copies of all publications, along with English translation).

PART - 11
Data generated by applicant
3. Pharmacognostic description
31 Taxonomical identity of the plant(s) used as a source of the Phytophar ical, and the botanical identity

giving the genus, species and family, followed by the authority citation (taxonomist’s name who named the species),
the variety or the cultivar (if any) also needs to be mentioned.

32 Morphological and anatomical description giving diagnostic features and a photograph of the plant and/or
plant part for further confirmation of identity. (Furnish certificate of confirmation of botanical identity by a qualified
taxonomist).

33, Natural habitat and geographical distribution of the plant(s).
34. Source(s) of the plant(s) including its geographical location and whether it is cultivated or harvested from the

wild.
335 Season or time of collection.
3.6. A statement indicating whether the species is any of the following:

(2) Determined to be endangered or threatened under the Endangered Species Act or the Convention on
International Trade in Endangered species (CITES) of wild Fauna and Flora.

(b) Entitled to special protection under the Biodiversity Act.
(c) Any known genotypic, chemotypic and ecotypic variability of species.

3.7. A list of grower(s) and/or suppliers (including names and addresses) and information on the following items
should be provided for each grower or supplier, if available or identified already, including information of primary
processing, namely:-

(a) harvest location;

(b) growth conditions; )

(c) stage of plant growth at harvest;

(d) harvesting time;

(e) collection, washing, drying, garbling and preservation procedures;

(f) handling transportation and storage conditions.

Ysi7 £2/13-3
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3.8. Quality specifications, namely:-
(a) foreign matter;
{b) moisture content;
(c) volatile matter (if any);
(d) total ash;
(e) acid insoluble ash;
(f)  extractive value;
(g) pesticide residue;
(h} heavy metal contamination;
(i} microbial load;
(j)  adventitious toxins (e.g. aflotoxins, if any);
(k) chromatographic finger print profile with phytochemical reference maker/(s);

(1) assay for active constituent/(s) or characteristic maker/(s) if active constituents are not known.

39. An undertaking to supply specimen sample of plant duly labeled and photocopy of the identity confirmation
certificate issued by qualified taxonomist along with drawings or photographs of the diagnostic morphological and
histological features of the botanical raw material used for the confirmation of authenticity.

3.10.  Chromatographic fingerprint of a sample as per test method given under quality control of the
Phytopharmaceutical (phote documentation).

4, Processing of extract or Phytopharmaceutical (if used as an extract)
4.1 Quality specifications and test methods for the starting material.

4.2. - Details of the steps used in processing of the Phytopharmaceutical, with special reference to the changes from
the traditional medicine or ethno medicine processes, including any enrichment steps.

4.3. Details of solvents used, extractive values, solvent residue tests or limits, physico-chemical tests, microbial
loads, heavy metal contaminants, chromatographic finger print profile with phytochemical reference markers, assay for
active constituents or characteristic markers, if active constituents are not known.

4.4, Data on the active Phytopharmaceutical establishing the natural window of constituents (marker compounds)
reflecting geographical and seasonal changes in a year, wherever applicable.

4.5, Information on any excipients (diluents or builders or stabilizers or preservatives used, if any) and their
proportions.

4.6. Details of packaging of the extract or Phytopharmaceutical, storage conditions and labeling.

5. Formulation of Phytopharmaceutical drug applied for :

5.1. Details of the composition, proportion of extract or Phytopharmaceutical per unit dose, name and proportions

of all excipients, stabilizers and any other agents used, packaging materials.
5.2. Test(s) for the identification for the Phytopharmaceutical.

5.3. Quality specifications for actives and inactive Phytopharmaceutical, chromatographic finger print profile with
phytochemical reference maker(s) and assay for active constituent(s) or characteristic maker(s), if active constituents
are not known.

6. Manufacturing process of formulation :

6.1. The outline of the method of manufacture of the dosage form, along with environmental controls, in-process
quality control tests and limits for acceptance.

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



[wm 11-=vg 3(i)] A T YT ¢ TR0 11

6.3. Finished products, quality specifications, including tests specific for the dosage form, quality and
chromatographic finger print profile with phytochemical reference marker(s) and assay for active constituent(s) or
characteristic marker(s), if active constituents are not known.

7. Stability data:

1.1 Stability data of the extract or Phytopharmaceutical as described at 4.0 above. stored at room temperature
and at 40deg +/- 2deg C/75%RH +/- 5 %RH for 0. 1. 2. 3 and 6 months.

7.2. Stability data of the Phytopharmaceutical(s) dosage form or formulation stored at room temperature and at 40
deg+/- 2 deg C/ 75%RH +/- 5 %RH for 0, 1. 2, 3 and 6 months. in the pack intended for marketing.

8. Safety and pharmacological information:

8.1. In case the Phytopharmaceutical’s processing is different from the way it is done in traditional medicine or

ethno medicine, provide comparative chemical and chromatographic profile, and spectroscopic information where ever -
applicable, to demonstrate the similarities and dissimilarities between the two.

8.2, Animal toxicity and safety data :

(a) 28 to 90 days repeat dose oral toxicity on two species of animals of which one should be non rodent as
per Schedule Y;

(b) In-vitro Genotoxicity data (Ame’s test and Chromosomal aberration test as per Schedule Y);

(c) Dermal toxicity tests for topical use products;

(d)  Teratogenicity study (only if Phytopharmaceutical (s) is intended for usage during pregnancy).
9. Human Studies :

9.1. For all Phytopharmaceutical- Data from Phase | (to determine Maximum Tolerated Dose and associated
toxicities) and the protocols shall be submitted prior to performing the studies.

9.2. Data of results of dose finding studies performed and the protocols shall be submitted prior to performing the
studies.

Provided that in the case of Phytopharmaceutical already marketed for more than five years or there is adequate

published evidence regarding the safety of the Phytopharmaceutical drug the studies may be abbreviated, modified or
relaxed.

“10. Proof of concept or confirmatory clinical trials :

10.1. Submit protocols for approval for any specific or special safety and efficacy study proposed specific to the
Phytopharmaceutical product.

10.2.  Submit proposed protocol for approval for human clinical studies appropriate to generate or validate safety
and efficacy data for the Phytopharmaceutical dosage form or product.

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

1L.1.  Status of the Phytopharmaceutical marketed in any country under any category like functional food or dietary
supplement or as traditional medicine or as an approved drug.

12 Marketing Information :

12.1. Details of package insert or patient information sheet of the Phytopharmaceutical to be marketed.
12.2. Draft of the text for label and carton.

13. Post Marketing Surveillance [PMS] :

13.1.  The applicant shall furnish periodic safety update reports every six months for the first two years and after
approval the drug is granted. ’
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13.2.  For subsequent two years the periodic safety update reports need to be submitted annually.

14, Any other relevant data which the applicant considers that it will help in scientific evaluation of the
application.”.

[F.NO. X 11014/2/2012-DFQC]

ARUN K. PANDA, Jt. Secy.

Foot mnote : The principal rules were published in the Gazette vide notification No.
F. 28-10/45-H (1), dated the 21st December 1945 and last amended vide notification number G.S.R. 588 (E), dated
the 30th August, 2013.
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