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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homoeopathy)
NOTIFICATION ’

Society Buiiding, New Delhi-1 10001
Any objection or suggestion, which may be received trom any person with respect to the aforesaid draft tules
within the period specified above, will be taken into consideration by the Central Govemment.
DRAFT RULES
| These rules may be called the Drugs and Cosmetics (Fifth Amendment) Rules, 2010,
They shall come into force on the date of their publication in the Official Gazerte.
2 Inthe Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), atter ryle 158-A, the following
rules shail be inserted, namely :—
158 (B) Guidelines for issye oflicense with respect to Ayurveda, Siddha or Unani drugs,
1. {A). Ayurveda, Siddha, Unani Medicines under Section J (a) : —
Avurveda, Siddha or Unani drugs includes all medicines intended ror intemal or external use for oF n the
diagnosis, treatment, mitigation or prevention of disease or disorder in human beings or amimals, and
manufactured exclusively in accordance with the formulae described in the authoritative books of Ayurvedic,
Siddha and Unani Tibb system of medicine, as specified in the First Scheduie:
(B) Patentor Proprietary medicine under Section Xh) ; .

(i} Inrelation 1o Ayurvedic, Siddha and Unant Tibb system of medicine of ali formulations containing only such
ingredients mentioned in the formulae described in the authoritative books of Ayurveda, Siddha or Unani Tibb
system of medicines specified in the First Schedule, but does not include a medicine which is administered by
parenteral route and also a formulation included in the authoritative books as specified in clause (a);

(i} Balya/Pushak/Muqaw VUnavuporutkal/positive health Promater formulations having ingredients mentiyned
inbooks of First Schedule of the Prugs and Cosmeties Act and recommended “or promuotional and presentive
Selth,

i Saundarya Prasadak (Husanea fza ¥Achagh-sadhan formulaton g ing gredients mentioned in Bauks of
Frest Scheduie of the Druys and Cosmetics Act and recommended for oral, skin, hair and body care.

tiv)  Aushadh Ghana (Medicinal plantextracts - dry/wet) extract obtained from plant mentioned in books of First
Schedule of the Act including Aqueous or hydre-alcohol.
i1L{A) Forissue oflicence to the medicine with respect to Ayurvedic, Siddha and Unani, the conditions relating to

safety study and the experience or evidence of effectiveness shail be such as Specified in columas (5) and (6)
ofthe Table given below ;

Serial Category Ingredientys; Indicationys) Safety Experience/Evidence of

umber study Effectiveness
¥ 5 T T s T T T e T
T ) N Published _-H__Pm_or oy
Literatre tffecliveness
P —. ———
i tA} Ayurveda, AS per text AS per text Nt Required Not Required
»iddha and Required
Unans drugs
2lven in
158.8 as
referved in
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2. (B) Any Not Required Required
change in
Josage form
of Ayurveda,
Siddha and
U'nani drugs
15 described
in Secrion
3¢a}of the
Drugs and
Cosmetics .
Act, 1940

1. () Ayurveda,
Siddha and
Uinani drugs
referred in
Jiabtobe
used For new

As per text Ag per text

Nat It
Required Required

As per 1ext New

ndication.

Not Required

Required

ILB Forissueoflicemse with respect to Patent or Proprietary medicine. The condition refating to safety studies and

experience or evidence of effectiveness shall be as specified as foliows ™

Serial Category Ingredient(s)  Indication(s) Safety t:xperience/Evidence of
number study Effectiveness
ihy 1) 3 14) ()] &)
Published Proof  of
Literature [tfectiveness
1 - E’-.ncht_or As per text Textual * N 1} *Pilot study as per
Proprielary ~uionale Reyuired trpedients relevant protocal for
e Avirveda, Siddha
and U nani drgs
hs Avurveda As per text Existing Required Required Reguired
Siddha
Lnani drug

wilh any of the
ingredients of
Schedule
E(ipalthe
Drugs and
{'nsmetics

vt 1940

(i For issue of ficense with respect to llalyra and Poshak medicines the person whoa pplied for license 1s required to

submit the following :
(i}
15t Schedule;

uiy Conduct safety studies in case the

Photo-copy of the textual reference of ingredients used n the fonnulation as

mentioned in the book of

product contains of any uf the ingredients as specified in the Schedule E(13,

as per the guidelines for evaluation of Ayurveda, Siddha and Unani Drugs formulations;

Gii) For textual indications the safety and effectiveness study is not required.
(V)

license is required to

For issue of ticense with respect to Saundarya Prasadak (Husane afza/Azhagu Sodhan) the person who applied for

(' Submit photo-copy of the textual reterence of ingredients used in the formulation as mentioned in the baok

af 1st schedule:;

i) Conduct safety sludies, in case the formulation contains ol any ot the ingredients as specified in the

Schedule E(1), as per the guidelines for evaluation ot Ayurveda,

i For textual indications the safety and cffectiveness study is nut required.

Siddha and Unani furmulatina,
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edicinal plant (dry of wet).
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(V) For issue of license with respect to medicine Aushadh Ghana jextractof m

Ingredient(s) indication(s) Safety Expericnce:’Evidence of
Effectiveness

g, No.  Category
study

e
(H (23 (3 @) $ (6)
_____-___'__._____-____,_"__.____‘____—_________ -_______.__._-—-—“_'h_-
Published Proof of
Literature ¢ ffectiventss
e e e i
1. {A) Agqueous As per As per Not Not Not
Fext [ext Required Required Required
2 {Al) Agqueous As per New Not Not : Required
Text indication Required Required
3. B) Hydro- As As Required 1§ . Required
Alcohot specified specified Required
AR - - i e _

N E—}

«{he standard protocol wilt also include concept of Anupan. Prakriti and Tridush etc. published by Central Rescarch

Councits Ayurveda, Siddha, Unani and other Govcmmenu’Research Bodies.
pNa KT 102(}{0'.’.;’_‘010-DCC (,-\YUSH)]
5. JALAJA, Heey. (AYUSHY

FootNote: The Principal rules were published 1 the Official Gazette vrede noulication No. . 28.10:45-Hth dated the

1§51 December, {945 and the last amended vide No.G.S.R 337(E). Jated | 5-4-2010.
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