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Irgde, AT T wipfaw RfEa, goeh, R e e mgy) FErwe
e

N

a5 Red, 24 dsR, 2015

araLfA. 897(3). 3wy 3k uywtyw Rt AwH, 1945 &1 IR T WA & fov wfauy
T 1 Peafeaf@a uwg, 9 S wmer, i 3k garas @l sfafage, 1940 (1940 & 23)
# URT 33 & E@ART Yecd ATFAAT FT FIT A §U, Foflell e §, 3ol URIHT BT HeTTaR 0wl
fadar 1 JEERr & v s 358 gonfad gl &7 F@eraeT § SHiRd R Ser § 3R 3§ gaer &
S § 6 3od urew [fAAl] X qorenRat & 3meidt O geel W) o3H al &, S| e @ ety
AT gl & gedd S AR & 37 TovT @ yiadr fSed a8 sfRgaer gwfd & S 8, Serar
I 3Uelst T &1 ST §; garT fa=r fRar smeem

F eI I geral WY, S 3%d ey AT f aed R cafdd @, 56 R fAafAfdse sty &
MR red 81, FET AR arT AaR famar e,

metT a1 geE, AT ;S ¢, A@Ra, wyde, Aot g ywfaw Rifecar, goeh, g va g
(3) HATIT, Y 7ae, o sellch, SHAIN PlFaclerd, WSTAT, 78 Goe-110023 & HST ST Fhl B

g e
1. (1) s fagar &1 @féiea @ 3iwfer 3R g aeeEl (@aar @) @@, 2015 g1
(2) ¥ fRgEer & TodT # IHAH g i Al F gded g

2. i 3R garee Rl AIAEEe), 1945 A, A 161 - @ & TU W Reafai@a &as w@r
1511 | G 3 =

4914 GI/2015 (1)
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“161 @ iiwfer i 3wl Iaf® a1 s A afE (1) 3gde, Rg iR e (Tvay) 3twy & U
el B A H Al Ui agde, e 3R FaEh i & o= ar deer W as-ars o
el 3R 3Fd A 3G & §ig Ry off 3w & o, ey, JIaRer a1 gua ag Far S

W F§ 3U-TA 34 IS, g 3R o ARt woan g See e & v g

Tt 1 e 1 e & §Te AT o AT AT & AdRIOT FHI TRl TS|

()

39 HAETH &1 ORT 3 & s (9) & N gRNT Igde, e ar g sdivfeat & fafasor
8T HTATT ofel AT AT AT F F fAT ST A aTell GAF dfea IFadr, Bg ar
AT dovorafear # fAuiRa Anfeds fgid @t & eqar vt & seggd & 3R
swfergt & denfeies st R 3METRA 39T A AT AU ARG IS A9 AIEASRRT l
eI FM

W T§ 39-9A 5o fagAr & sfRrgeen &1 ali @ de a¥ a1g g gem;

TS e TRy, ey @org 3gdd, g a1 o AN & fov rgeiied & a1 fgeiied
AdoT ¥ qd, AT qarr 38 I f crarhd 3w daf & #@Eda A gegd R e
3riehst 1 faftaA giafRaa s

ToT Hepaea wiitery fafedTar &1 fhell off gog 3w & qoe o 3R e 1 defta e
& & fau e & @har ¥ R 3@ Rewer o1 w@dT ARmEmgeer 89 eRdw R
AVSTHTRAT TR, INTSATENG & T TS HT Thl ¢

SeT faforATar 3u-fad (4) & e T 3gericd TRy & foder &1 3reureld a3t # 3rahe &l
ST & a8l faf#ATar I geaars &1 3uged a8 Yol aaA & 9euid, 39 i & fafsor @
3HH HeJATT fo¥oiaet foRaT ST Hevell Bl

() 39 3R & a1 3 & w3 (F) § FUIReRT fhe 3rgde, e ar o 3wy $r 3w
Jafer a1 AT alr@, Ife Ao sl & HUR W 3Hegyr HuiRa & &1 a1 g1, o Heeganr
grefr -

(@ IgEd sitwfer

.4 g siwfet fr gues & w9 fafaAor & al® F IuIer @

3afar a1 A" i afE

@ kico 1 9y

(i) 3mag 3ise 10 af

(iif) 3IoE, WS, U, I3 3 ay

@iv) Tof, wary Foi, g gol, &d FHsrer (T 2 9y

) ber 2 ay

(vi) 19, TavT, &R 5 a¥

(vii) ga > T8

(viii) T 5 a§

(ix) afear

(1) TE/3H/HEA/TATS (A9 et AR bl a&r |fga) & | 5 ay
|y H1es I JoFa pfeehr ar adr
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() Hae Hres AW (Ao e AR o g @fed) | 3 a¥

Fd et A1 I

() Shael TH/ZURH/TEA JeFcl T[fehI/acT 10 ¥
) Fi/aAraT &g (11, a1 7 STelt STt arelr §2) 2 a¥
(i) Fuea T 10 a¥
(xii) T 3 g§
(xiii) Fgt-olg 10 T§
(xiv) AT T, 997 $EA IR arH HEA 5 ay
(xv) a7 fig (3@ & sTel S arell §) 13y
(xvi) qESY 10 ¥
(xvii) e 3 sew 10 a¥
(xviiD) | oy Fary (@Reh WY afkd @) 3 ay
(xix) AT

(D) Il TH/FRA/HEH G THAT 10 a¥
(I) ISS NN & T IH/FRA/HEH e TGANT 53y
(xx) ga (3iweh great & greq) 2 af
(xxi) AT 3av
(xxii) 9dd quer 2 a¥
(xxiii) S 3 ay
(xxiv) it 2 a9
(@) Rg sitwferm-
&.4. &g siwfet & g &1 &9 AT & ol & 3T &
3afe a1 gAY i alE

@ qutH 2 Oy

TR qoiAsEs  gUEAT  guESehel U/ Mg

quiAaRfAde  qoia/adyay guiey digo a1 fesh
YUIA/3NTTH JOTA/AY JUTA/TE gUH/ Frell JoTH/gaer JuTH

(i) AMyarasa 2 9
(I) adl Helel agdl god (PSR oI A #fga)
(31T ey AR #AA)
(IT) ATY DNEcehel/SIaT Tecehel/INIHA/HIH/FUIH (FEAR 5 gy
oA AN @fga) & a FAt sragal god
(IT) sharel ATY qlbc*dlmlﬁgm@mﬂ/ﬁ\/ Feidh g 10 a¥
(iii) TH-UeTe AT (Teft 3ftwer AT v e §)
() Uy ITecohol/IRUH/HRA/HUH/FE/Fedh & @A Feldr | 3 aF

37gyar dfase
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(I Shael ATY Gecehel/RIA/AH/ FUTH/HE/Feid 3idiase | 10 af
(iv) R
(D *hdol FLPT 3Hagat Jdidse (3T Hafforar wu#) 4 g
(I &ael ATY Iecehel/RIA/TRHA/FOTHA/FE/ Feid & AT | 10 a¥
HY 3ragal  Jidfdse (3rdTa AT EqIA)
(L) SPaT Gecshel & FHMAY razdl @fgd (3rdfa dep wu#A) | 10 a9
) FEG
(I ael P HaFal erd (37U ATATg Fool ) 2 9§
(I) YTy Gocshel & ATY FHAPY Jazal e 5 ay
(31T RAGaR 3RAH, YoT Feq)
(D) STaT Grecshel & AT Heler Hagal Jord (3rATd HEQY | 5 a¥
FEY, Tg FEY)
(vi) BIGICT:]
(D FERT 3MeTRa aTaiRA (3T IR aTdieR) 53y
(I T8 3meRd ardiehs (37T & ) 10 Oy
(vii) Farg
gishaT oY 3MUTRA
() 3G Fellg (3T IFTAIR Foliq) 5 ay
() 3R Fellq (AT FAfeT Ferg) 3 ay
(viii) Ao
gfshar ¥ 3meaTiRda 5 ¥
() 3NTY AGF (31T Folam Aq)
gfshar ¥ 3maTiRda 3 a¥
(I 3f3vg Aefh (31T T e AH/SAT Teolcl Ae[F)
Fedl AT W) ImaTRa 3 ay
() e AGE (AT AATSTT AGT)
(ix) FIH
Fedl AT W) ImarRa 2 9y
(D AR A (3rdfa FhF A, TARTer #w9w)
el FHE 9T 3meRd 53y
(I) FERY AT FIAA (3T AT FIRTST FIH)
gfshar ¥ 3meTiRda 3 a¥
(I 3T FHYA (AT Feeloell FIIH)
(x) Teq
(D HAE & e Heq (3T Heafae ded) 2 a¥
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() U1y URechel ¥ IS Heq (3T 3T Fel, 33T T, | 10 a¥
qeq Hed)
(L) SPaT Gecshel & o Heq (3rATd qUiorH, #ARAfRM | 5 a¥
# 9T HY Heq)
(xi) Soloh /AT A /ZTHATTH/ 3 a¥
(xii) FHicoaana/ATS /FHog/AR/dw= 1 a¥
(xiii) F(HTE) > %
(xiv) FF (Gars el e ael/adi/fody 19§
M i i 10 %
(xvi) FERIR/ e (et afed) 3 a¥
(xvii) FOTO 7T 3 g%
(xvild) | v qevae qevARY P
(xix) ;ﬁ/qaﬁ/ﬁogl 2 aY
(xx) SYTA/ATTRIROTH/T T 1 a8
(xxi) TFFaH, deaAReT 1 a§
(xxil) | dgr oy 10 ¥
(xxii) | oy - 2 %
(xxiv) | gfeear 2 a¥y
(xxv) deH/T g 3ay
xxvi) | P 1 g%
Oxvi) | foRTaeRer (AT MR & 9Ted) 5 af
@@ T st
.. Tt Jiwfergt & g & &9 AT i gl & 3uhEr @
AT AT FAGS $H A
(i> 3% (Rar 3r&-v-31ei9) 1 ay
(i) 3-T-3rSeT 5y
(iii) IR/ &/ 2 a¥
@iv) e /GHT /R 5ay
2 gea (anfora) 3 ay
(vi) aorar 3 a§
(vii) e 3 a§
(viii) Stevsrarfit 5 a§
(ix) STaTier 4 ag
& gHRT 3 af
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(xi) g 10 a¥
(xii) GEC) 3 ay
(xiii) —— 3
(xiv) HrSH/ear 3 a¥
(xv) HEA/MFE/Aw 2 a¥
(xvi) ﬂ-q;i—s- 3 ay
(xvii) AT p—s
(eviid) | oyl 10 a§
(xix) T (ZTeicH) 39y
(xx) R 1 a9
(xxi) Qerferard/frer 3ay
(xxii) | qrefer/Rchtatet 3 a¥
Goxiti) ) GRS (@@ W) 2 a8
(I) PP (F7HF afdse) 1 9§
(xxiv) CREa 3 gy

[€. &. 11024/5/2013-SE(3M)]
T _
feoqor: - A A HRA & ToOT A IRGEAT §. v.28-10/45vH(1), dR@ 21 feHeY, 1945 e@nrt
YRl fhT 1T & 3R 3rfRegEer ararfa. 826 (31) dri@ 30.10.2015 g@aRT 3ifde denes fhar arm Tl

MINISTRY OF AYURVEDA, YOGA AND NATUROPATHY, UNANI, SIDDHA AND HOMOEOPATHY
(AYUSH)

NOTIFICATION
New Delhi, the 24th November, 2015.

G.S.R. 897(E).—The following draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945,
which the Central Government proposes to make, in exercise of the powers conferred by section 33-N of the Drugs and
Cosmetics Act, 1940 (23 of 1940), is hereby published as required by the said section, for the information of all persons
likely to be affected thereby; and notice is hereby given that the objections or suggestions of the stakeholders on the
said draft rules will be taken into consideration after the expiry of a period of forty five days from the date on which
copies of the Official Gazette in which this notification is published, are made available to the public;

Any objection or suggestion, which may be received from any person with respect to the said draft rules within
the period specified above, will be taken into consideration by the Central Government;

Objections or suggestions, if any, may be addressed to the Secretary, Ministry of Ayurveda, Yoga and
Naturopathy, Unani, Siddha and Homoeopathy (AYUSH), AYUSH Bhawan, ‘B’ Block, GPO Complex, INA, New
Delhi-110023.

DRAFT RULES
1. (1) These rules may be called the Drugs and Cosmetics (Seventh Amendment) Rules, 2015.
(2) They shall come into force from the date of their final publication in the Official Gazette.
2. In the Drugs and Cosmetics Rules, 1945, for rule 161-B the following rule shall be substituted, namely:-

“161B. Shelf life or date of expiry of medicines.- (1) The date of expiry of Ayurveda, Siddha or Unani medicines shall
be conspicuously displayed on the label of container or package of Ayurvedic, Siddha or Unani medicine, as the case
may be, and after the said date of expiry, no medicine shall be marketed, sold, distributed or consumable;




[9mT 11—

ug 3 (i)] RA hT SIS : STHIYRO] 7

Provided that this sub-rule shall apply to Ayurvedic, Siddha and Unani medicines seeking licence or renewal of

licence for manufacturing after the date of notification of the rules.

2

3

Every person applying for licence or renewal of licence for the manufacturing of Ayurveda, Siddha or Unani
medicines defined under clause (h) of section 3 of the Act shall submit to the State Licensing Authority
scientific data based shelf life or date of expiry of the medicine based on the studies of medicines in accordance
with the guidelines prescribed in the Ayurvedic, Siddha and Unani Pharmacopoeia.

Provided that this sub-rule shall be applicable after three years from the date of notification of the rules.

The State Licensing Authority shall, before granting license or renewal of license for an Ayurvedic, Siddha or
Unani medicine, ensure validity of the data submitted by the manufacturer in support of the claimed shelf-life of
that medicine.

(4) The State Licensing Authority may at any time direct the manufacturer to provide the samples of the medicine
and any other related information; and may share it with the Pharmacopoeial Laboratory for Indian Medicine,
Ghaziabad for analysis or independent validation.

(5) Where the manufacturer fails to comply with direction of the State Licensing Authority under sub-rule (4), the
license for the manufacturing of the medicine shall be liable for suspension after giving a reasonable opportunity
of being heard.

(a) The shelf life or date of expiry of an Ayurveda, Siddha or Unani medicine defined under clause (a) of section 3
of the Act shall, unless otherwise determined on the basis of scientific data, be as follows:-

(b) Ayurvedic medicines:

S. No. Dosage form of Ayurvedic medicines Shelf life or date of
expiry with effect from
the date of manufacture

@) Arka 1 year

(i) Asava Arista 10 years

(ii1) Avaleha, Khanda, Paka, Guda 3 years

@iv) Churna, Kwatha Churna, Lapa Churna, Dant Manjan (Churna) 2 years

W) Dhoopan 2 years

(vi) Dravaka, Lavana, Kshara 5 years

(vii) Ghrita 2 years

(viii) Guggulu 5 years

(ix) Gutika

(I) Gutika or Vati containing Kasth Aushadhi along with Rasa / Uprasa/ 5 years
Bhasma/ Guggulu (including Lepa Gutika and Ghan Vati)

(II) Gutika or Vati containing only Kasth Aushadhi (including Lepa 3 years
Gutika and Ghan Vati)

(11I) Gutika / Vati containing only Ras / Uprasa / Bhasma 10 years

(%) Karna/ Nasa bindu (Ear/Nasal drop) 2 years

(xi) Kupipakva Rasayana 10 years

(xii) Malahar 3 years

(xiii) Mandura-Lauha 10 years

(xiv) Naga Bhasma, Vanga Bhasma and Tamra Bhasma 5 years

(xv) Netra bindu (Eye drop) 1 year

(xvi) Parpati 10 years

(xvii) Pisti and Bhasma 10 years

(xviii) | Pravahi Kwatha (Decoction with preservative) 3 years

(xix) Rasayoga

(I) Rasayoga Containing only Rasa / Uprasa / Bhasma 10 years
(II) Rasayoga Containing Rasa / Uprasa/ Bhasma along with Kasth 5 years
Aushadhi/Guggulu
(xx) Sattva (derived from medicinal plant) 2 years
(xxi) Sharkar 3 years
(xxii) Shveta parpati 2 years
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(xxiii) Taila 3 years
(XXiv) Varti 2 years
(b) Siddha medicines:-
S. No. Dosage form of Siddha medicines Shelf life or date of
expiry with effect from
the date of
manufacture
@) Curanam
Kutinir Curanam/Adai Curanam/Kanchi Curanam/Utkali Curanam/Pittu 2 years
Curanam/ Podithimirthal Curanam/ Podi/ Pattru Curanam/ Pottanam or Kizhi
Curanam/ Ottratam Curanam/ Vethu Curanam/ Pugai Curanam/Kali Curanam
/Thuvalai Curanam
(i1) Mattirai/ Vatakam
(I) Containing only Mooligai ingredients (including Kudineer Curanam 2 years
Mattirai) (eg. Nilavembu kutinir Mattirai)
(I1) Containing Mooligai ingredients along with Thathu Porutkal/ Jeeva 5 years
Porutkal /Parpam/ Centuram /Cunnam. (including kutinir Curanam
Mattirai )
(111) Containing only Thathu Porutkal /Parpam/ Centuram / Cunnam/ 10 years
Kattu/Kalanku.
Rasa-Paadana Marunthugal ( All Mercurial Preparation)
(I) Containing Mooligai ingredients along with Thathu Porutkal/ Parpam/ 3 years
(ii1) Centuram/ Cunnam /Kattu /Kalanku
(I1I) Containing only Thathu Porutkal / Parpam/ Centuram / Cunnam 10 years
Kattu/Kalanku
Parpam / Centuram
(I) Containing only Mooligai ingredients (eg. Kungiliya Parpam) 4 years
(iv) (II) Containing Mooligai ingredients with Thathu Porutkal / Parpam/ 10 years
Centuram / Cunnam/ Kattu/Kalanku (eg. Aya Centuram)
(111) Containing Mooligai ingredients with Jeeva Porutkal (e.g. Sangu 10 years
Parpam )
Karuppu
(I) Containing only Mooligai ingredients (eg. Vasambu Sutta Kari) 2 years
) (11) ‘ Contair?ing Mooligai ingredients with Thathu Porutkal 5 years
(e.g. Sivanar Amirtham, Thalaga Karuppu)
(111) Containing Mooligai ingredients with Jeeva Porutkal 5 years
(e.g. Kasthuri Karuppu, Pattu Karuppu)
Patankam
(vi) (I) Mooligai based Patankam (eg. Sambirani Patankam) 5 years
(II) Rasa based Patankam (eg. Rasa Centuram) 10 years
Kulampu
. Based on process-
(vi) (I) Araippu Kulampu (eg. Agathiyar Kulampu) 5 years
(I1) Erippu Kulampu (eg. Kumatti Kulampu) 3 years
Meluku
Based on process- 5 years
(I) Araippu Meluku (eg. Linga Meluku)
(viii) Based on Process- 3 years
(11) Idippu Meluku (eg. Rasa Gandhi Meluku / Idi Vallthi Meluku)
Based on raw materials- 3 years
(III) Mooligai Meluku (eg. Malaikudara Meluku)
(ix) Karpam
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Based on raw materials- 2 years
(I) Mooligai Karpam (eg. Karisalai Karpam , Thiripala Karpam)
Based on raw materials- 5 years
(1) Mooligai Thathu Karpam (eg. Aya Bringaraja Karpam)
Based on process- 3 years
(111) Araippu Karpam (eg. Irunelli Karpam)
Satthu
(I) Satthu derived from Mooligai (eg. Seenthil Satthu) 2 years
x) (II) Satthu derived from Thathu Porutkal (eg. Aya Satthu, Eya 10 ears
Satthu, Thurusu Satthu)
(I11) Satthu derived from Jeeva Porutkal (eg. Sembu Satthu derived from 5 years
Poonagam, Mayiliragu)
(xi) Ilakam / Legiyam/ Iracayanaam 3 years
(xii) Kallikkam/ Mai/ Kalimbu/ Neer/ Venney 1 year
(xiii) Karam (Karanool) 2 years
(xiv) Kattu (Medicated bandage cloth)/Seelai/Varthy/ Thiri 1 year
(xv) Kattu / Kalanku/ Cunnam 10 years
(xvi) Kutinir / Kiyazham(with preservatives) 3 years
(xvii) Manappaku/ Panagam 3 years
(xviii) | Nasiya thuli/Kan thuli /Sevi thuli 1 year
(xix) Ney / Ghirutham/Kadugu 2 years
(xx) Oothal/Nasigaparanam/ Thoopa sarakku 1 year
(xxi) Pakkuvam , Thennoral 1 year
(xxii) Panda Vaippu 10 years
(xxiii) Peechu 2 years
(xxiv) Sutigai 2 years
(xxv) Tailam / Ennai/ Poochu 3 years
(xxvi) Tinir 1 year
(xxvii) | Tiravakam (derived from Thathu Porutkal ) 5 years
(c) Unani medicines
S. No. Dosage form of Unani medicines Shelf life or date of
expiry with effect from
the date of manufacture
(6)) Arq (except Arg-e-Ajeeb) 1 year
(ii) Arq -e-Ajeeb 5 years
(iii) Ayarij / Sunoon/ Zuroor/Ghazah 2 years
@iv) Burood / Surma / Kohal/shiyaf 5 years
) Habb (Pills) 3 years
(vi) Halwa 3 years
(vii) Itrifal 3 years
(viii) Jauhar/ Jawahir 5 years
(ix) Jawarish 4 years
(x) Khamira 3 years
(xi) Kushta 10 years
(xii) Laboob 3 years
(xiii) Laooq 3 years
(xiv) Majoon / Dawa 3 years
(xv) Marham / Zimad / Qairooti 2 years
(xvi) Mufarreh 3 years
(xvii) Murabba 1 year
(xviii) Nabeez 10 years
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(xix) Qurs (Tablets) 3 years
(xx) Qutoor 1 year
(xxi) Raughaniyat/ Tila 3 years
(xxii) Sharbat/ Sikajabeen 3 years
(xxiii) (I) Sufoof (Without Salt) 2 years
2 Sufoof (Containing salt) 1 year

(xxiv) Tiryaq 3 years” :

[F. No. K.11024/5/2013-DCC (AYUSH)]
JITENDRA SHARMA, Jt. Secy.

Note.—The principal rules were published in the Gazette of India vide notification No. F.28-10/45H(I), dated 21st
December, 1945 and were last amended vide notification G.S.R.826 (E), dated 30.10.2015.

Printed by the Manager, Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054.



