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AW FATI

75 RR=ft, 10 s, 2025

ar.&nfA. 28(s1).- sirwfer =i yara arnft [y, 1945 #7 07 goe #4 & orw sfiwfdr siw yoreas
arft srferfeem, 1940 (1940 T 23) T &mT 337 &t ITETT (1) T AT Fwiaaa Fawt 1 s
AT TEATE & AT HATAT [ ATeE=T €.97.97.57. 891(3) @12 fawaw, 2023 gRT 9T & o9,
FETITI, 9T 2, @< 3, IUEe (i) 37 92 379 a9l ARRTT & S5k 389 warfaa g it §97a4T 8, 3%
ATERLAAT & TISTI 0T TTAIT STAAT Tl IUAee I 0T ATEE & e [ =hi sTater & Hiae ey siw g
AT T gU TR T 97 T,

A T AT TTaaT ST9ar w1 14 fSwaw, 2023 F1 3T F:27 & T2 A ;

3T 3h T A9 & Faer | I A&l oY AT 9T Feald qEh g7 A= 7 oET M@ g ;

A2, T Fea T TLHT, AT T T ATHIAT Tferf=aw, 1940 (1940 =7 23) it 4T 338 g0
Y& ATRAT T TART Fd g0, I<6 SATAAH T &Ter 33 T 3refie Tioq smgas, FagT ofiv AT sfrufer
qFHAThT TATGHIT ATE T T FA F THT, iy [aw7, 1945 7 i Fovew Fad & forw Feferiag

304 GI/2025 1)
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1. (1) = Rt 7 "t ar siofer (s "o R, 2025 21
(2) T TSTIS § Ieh THRTAA T ATLE T T i

2. Sirufer sie w|ree et Fom, 1945 #,- Fae 158@ & af=aw (v) & Tarq Fefotea saf=ae s
T TR STTORTT, i
“VI. SIq=te STfeeRTd, sgas, g o gam strafert & fore gas & &9 § 91 & & #F amaq
siroer o forT SIatfar STy #°2d  forT sig=T 9@ & Jqa Anieerd Hgidl #7 e H4 |7
3. SATHHAT T & THT ATLAT 99 o TATAT il STTUIAT, AT -

AT T
(a7 1583 F1 Ifraw VI 39)
agde, g s AT Arafea & forg geos & &9 § 916 & o & A % forg far [
l. o=
AAR H ATF (ATTHHT) F TR T & ST AT Rt ST ZaT H T8 (AT T TR FHLAT) qAT
STAT g1 AR 9T, 7 ST e (SLasiarasy) § dafed gt dares fafadt 1 3= 9 &l

STATT T & UT=F o € H AIATHRL AT SATAT g1 ATEHTL, IFATE A1fe RAfadi & T A7 Sie T Tiwamo
STad AT IO RT AT ZTT dchTel Tgd &I HLdl gl

HWEA AT (AT T d&1 K T H TEAATA RAT T ATAT AT qer A7 oY), o AT (\q7 +
T F & o0 SEaaTer AT ST a1t areT e T8 AT FHIEl), dAadied 916 (qTST JTei-qredi &l
=TT T &7 91 AT 931 F T § TEAHIA 03T AT §), T AT ([ST-Fedl F TISST &l 416 |
Seaed! RIS STaT &) 3% | Ared (ST U &1 33 1) AT F2 [hed g SEE & o0, sgdar
IET <HE SN & U gewfaq §; ISHTSIT @/ gai w&eEr & S9AN ATEEG hid
(~uftectaas) @ T SITar §; stEdied 987 1 YA Adawas | g1 srar g Brevg =o7 31 et =of #71
ITANT AT H 997 F &7 § a7 qmar 81 #®ed, qafied 997 s w767 IiRamsi &7 9T
TEATHRY ferm | 6T SITar 8 it ATed 3T T 767 Sl =T fAfel 7 START [Hcarhu o7 et
* faeg T STaT 81 9= = 9 e #§ 5 (ARFerT 21 | F9TE) S a(ae T
FATHAT STET) STET TEI-FIEAT FT ITANT FHd F HAT AT T ALAT TEI 0l GLEAT ST T I 5

g ToITetT ®, AT (AT AT 4= ST AT I (ST G9) 97 % ATeAT F s
FTeAT ATEET TAT o TR gl ATIHET (ATF H STHAT) 7T 6 HIEAH H LA &9 § SOETT Rl TR S
TIRAT B, STateh ATIERT SO0 (STl FAAT) qTSST o6 &9 | ATIEIT Hl T T gl AT f=fehedr
ugfa &, fafes s & & S areft gt 1 STt AT Srar g & srfasrter e 2 o s
B g, ST T39ra &9 | FHeRT Geeft TETT § HgTaF g g1 AT [ ohedlT TEid | TETHTA 0l ST aTeAT AT
AT AT AT TN =0T ol G ST ST THTET AT AT aw % oTefie et 2
o I (AT T TTHTET) T T T qLA T (STHRT STANT AT 1 93 6 &9 | g1 S1aT gl
o ST GET AT T4 & | SAUTEAT T FoAAT qTih areaefier T&Tef 77 i [T S AHqT AT d1 O T |
o FYF AT THATL (TATFALT): Tk LA TATL AT FOT FOERT ITANT |19 o o forw f&war srar 21
o TET AT AT (LEITA): SHITEAT AT TATHT THATIT 3T FT 30 3T
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1. TRaTeT

AT T T TF qe AT IISST [AATHIT § o0 Fhed? a7 I § 976 § UF Ggid & & &9 § ST
STaT 21| AT =T gRe % 39 e |, Q9 STIEERdl S|t 9T § "9 ofd gy arh § AT6
SIfafATaT &1 S F2ar g1 7% % B FT STIN A7 [&T § ST T F 970 GgaT 6 (w677 Srar 2|
N, AT & <

TATIT ATET T AT T T % TLATAA FT AN UF gf ¢ (ATH), TRAE A6 AT AT ATF T & &
U GITH ®T 19 TeF a7 78 g & "uraivw fEate & siwedfir @ a7 9o Gl o suese a7 gfie
TG % &1 919 % AW | Joed U STa gl STath 91 F7 T/ UF [@Gfg IR F1 STA Fh
SerTraa fohaT STTaT 8"\ AT T T T aAHT IR ST AT IRET J9 I7 FL AT 6 ' H START AT AT
FTAT HISET TEA S H EAHT Aal HT| Harerd His(ar a1 ATt ST Wil 39 Tl o7y srater
HATAF A5l T30 ST AT ATGATET BIHTHRITOAT (T I &7s), AT-11 (SIae oY uftagad & o 3argem)
H TATT TT §| ATET % TR o [o[T AT Ga1a9 THAT (THAd) A agr SR S Fsid Argaradh &
FIEIT IuS (1. €A UH.) g7 T G9HH 9, FAT, F 7 A #i TS g A0 g 5
Y "9 T % forg AT e A7 gfRE F ITART F forw wantests frgia afarua e o g
IV.  afea oeh =3 & forg artests Rgia

T Tt &7 F99 SO v yare vt stfafaem, 1940 F orefie ey 3(F) # smyafa, &g
T TATHT SAOTerT it TRATHT & SITETE AT ST AT 0
V. TS e IA9 % (o griedts Rgia

TETT Tl T 999 Ararer 2w, 1945 F Faw 169 Ta7 I9H 3w 70 Ferrerdt * arefiw faw 10w
e oY et Y o|t F ATHA gHAT AR
VI.  Ife % forg AR (RfAwtar g fag e e & sqar)

rforfeaa Frferdt sm=rer % R arRft 3 =9 % o7 aniee™ Yo #33d 81 39 STl & o a7
RSN FTAAT sqfaaal & YTH & ST Jhdl g 97 =G F J9I0-957 & e 97 @EEair die

THFFAT 1 I8 T ST Fohll 2

#.8. | g | qufT | ffaer ar g

A AT 7T Th( o HIL

1. A o FIAFTOT Y T, 278 R aielt ufehe (r= [EIRIEEA TS
AT & ft €) A7 ST A T AT

2. AT FT AT BT 3 forg sy 1 3 fafafde =%

U T UFAUET (TEE T & G19)/57T TeFl & o0 fEawor

3. 9T o HIAHTT T ATH ST T T/ AT [EIGIE:ERS
T AT

4. o fit faaTd e ¥ o 3wy 1 3% [EIEIEREDS

5 TFAUT AT SEE FT o | T 3T &I ATHAT e #¢
HfRwtor i arrRft

6. m@mw%ﬁrﬁ faaror 3 fore STy 1 3 fafafe ¢

VII. 39= Sas & forg RfAder (@)
.9, IR fafaer ar fHumd
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1. ERIE] GIH f TERT H UHE Fae YEE AT ST =Rk
(3T & foru, Sufeata e )
2 Tt sl i e wg A fAfFcer a1 s fAfader ar wwtwfoae d@gd o
FTHTRIITT TG BT ITAN FT w7 e fFewar &g
TETOTT (Y 31 U))
3. HTEF AR PR FA AT | 90-110 widvera v wram Hamd
EREREIRESE]
4 97 RAa T (A GO F | W UG T ATES ®l ARG 8 % A1 & 9867 91 %
&7 H) "15 i ¥ a7 I AT AT FT AET A F "0 TiyerT
F A AT F31 AR T, e g 99 (ST &
o 20 TH Ue) F U srex wiEa AEe 3T g aEhd &
5. FeT HTAT GITF 1 ATTLAHAT 6l AT HLAT
6. TUF 719 (T3A GIOF 6 &9 | TAT T AT 6 o= A7 T 0= w7 q0eq 0 6571 Sem
H) AU 3T UF A TiFld ATES ST AT ST 91Ul
7 AEATATAET (TTA G o6 | IATE Al (Aol o I [AATHIT ol SAEHTATET T TEEAT ST
&7 H) =T R ST =R, S START i T aTEl F sy 9w
AN &I ATt ST AT 3T T AIEE % 91 &l
8. GIEElIERE D] Hag TUTTAT T HTATHITIAT, FHIA RHE- ATEAT| GIIF HT &
SN .
e qIEAEl, UEAREAT  Hel, TESAEEAE  TEEEET 3
TR Th e AT STE TSI | J<h g [T ATl
9. gt sheae ramefiear i i #hea | Fhamefierar it 5eaT aa it 5 BhaTRaTdl i Tedr
THEAT H Fq qgl gl AT
10. AT Ty He T2 TOTTEAT T AT 19T
1. FreATIF FATAT T fera TOTTeT T HTHTHR AT
12. TFAST T T fera TOTTeT T HTHTHR AT
13. THT FT AT (IS GO | FoAwar srea=i # 3 0 IR & e 9% 9y i AT A
* =7 H) T FTMOT HT AT AU TR TROMT IR * AoF Sad &
e faw 8 ar afe 9@ & A § Gy off afede ®
gfumHEaET T s7 T | qadd dgl grdr g, ar fafaaer
T T AT FT GISAT TR gl 7T g 30 fafager & sifeer
STATT | I T3E & FHATAT ST AT 0
14. e oerr TA-ZTSH TIHAT % AT

VIII. 33X St # forg R (Fsfeas)

w.9. I L RS ar fimr
1. | IF T AT AT F | 7y S Frad B w1 e B s £, av g ¥ arew A
FT ATHTL AL

7 Frawor 1 10, 50, F190, e [(F190 -F110)/2150], i
10 frow & w7 g&1 & viaed £ Ffor F @ § FatEa B
STT |RAT g1 AT & & o forw, et &F T arder 37 weea” & ™
T =110, 50, 190 AT FT TET TAF Sfa=T =70 § 3T

THTS | VTATE A1 & F 3fea | T ST Tahe T 1TAT, TEHRAT
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AT T TOT9H ; STETETIOT 5

T TFAT LA o (70, T T T 227 | R o sroam)

UHA T g3 & AR Ao siw srater i R Rt (J&T
TEAT) o ST WTAT (FTHT) 3 AT T T SATOIT| AT F T F

o 227 wam T ST JTR v Fae W avg @ A =57,
UaSUer fg # I AT ITATEN F S HATAT STl T uar
T AT &1 g3 &THAT & (o0, TZ AT 1 ST § 1 (e,
g & 2 7 7 I &t Ho7 % faw e s, S a7 gt 3
AT AT I AT & e g | o fAfet, e s fhar
STT FhAT g: TSI, Fehe TFeaay, 3i¥ ooe fevheer|

SITE F g SIS M0 ULETA A T F Fafer arer | o o7 a7
g & AR FT FFTT0r S AT F g SIS T I8 ¥ b
AT ATST H 0T 3 AR T FAq0r 312 T H7 A H

SUIART FT ST ATAT Ageaqol fFermard g1 T2, arsshendr
ZTT T ATHRTE HTT T ITTRT AT F ZIT SIS T T 3
T % IS | 2 FOM, THGT AT AT FO 0l HLAT T AT
T & o T ST |ehar 8, STer #wl 9§ g, TH ILrE0 &

STTE & HFhee ATl ug A & arIaanid e f&aeor
F1 Raiia #3 f [t 7 wiaenfia BT s =Rl

o e & forw wiafa AMee # e (IIEL0T, 99 99
e FT STH) o ATT-A7 Fe AT A6 (IIEL, FIs 727 10
foeffier & srfas =t 2) aftafoa T TIRU i e w9 &
I TIE ALAT HT AATT UF WL HAT § SHT ALY (IITLT
= o, 1.00 - 1.30)1 78 wafeha & & forg Ser ware T ST
FRU & & Ted a0 & e =399q 90g T T9dd [Aa9es
AT T FG ATE F 5 F e, = gt # 3 7 7 it fr
=T o ATAY 77 | FH 3 qHT 0T gI =l TIAHT T ATA T2

(TTSST G &)
3 T e
4 TTH ST

TR SATHIT T8 I gL % qHEiaY TAEe arsd & TF 915
= FT U FAT &, AT T ALET Fd & 1o Tg g T aATeAm
FIEWTH, TH AT ATze i 3T 37 T arar =Bfoesr 9y an
q ITYH JLHI I AETRA BN TAH SATHIA HT HeA T
s afhamstt gmT T ST ahar § (SIew & o, aw
g - 37 afd wrw wenrh [, fiftew
RanifE i fafsr et &t aedis o) Teay Ig I[orar f
g AUl ITANT 0 ST aTer g8 & 997 F &1
TR T TTH % ST (ST & (oI, &1 d128 o7, UF o< o
90 f=ft w¥ Sfi worw f¥ e&T F ATHeT) T TRATOT F2 F fory
T H fAshTe T R e it ST oot AT Ul

T SATHATS &7 Y299 39 TRE (AT STO9: Fae S(aT &
AT =L H, Fadq UF A2 =, TF UFHd o 097 gq
AT HTd g o oo SATATT AT 267 /T, SATTHA T /e 1T
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% HTET (Fr=IaT &7 I[oTie) o =7 § F&taa B s

5 | GUF ATHEATE FT A9 | AT gIE ATSETE 9% T Uil UEEIar S w9 A7 43
AT FAawor & "2l § ITHRCUI F TAATHT TaH FT ATLTIT
Y
6. | AT & THIA B & (Mae | TAF ARGIT & &l T GOl THEIdr i g8 I7 F AR
T AT ATEIAT (& AT | Faeor £ drrzer el 5, @ 6 % aw S g i
farororaTd) TE wET | 7 At o w5 9% TS e S sva T 8
( STATA AT GTeAT 21|
7 | e fBEaeer ux | Fr SR AT T geaiad T ST )
HSTIOT T TATS
AR ERE R IC) foAT wTew w10 FEAl F ded ®F 97 O a9y 9@ &

ST AT [HE0T Y, I A AT AL AT qEL B G| T2,
T S A\ ' (FF 9T qE) # Aaia wigeed i
THETAT ATLTA I ST AT

IX. STTE fashTe % W1 & €9 # TF I 6 eI (NATaq AqAT™ & 9T TE&T FhaT 1Y) (FHa):

SATEFTEIT:, T UF AT F ALAAT g AU, ATHAA: IR F F2 =1 (39 A= 27 s1fersw) a2 o

ST =TT, ST faawer & form e soame &1 afafiea w2 gl

w4, | A€ R
1, |Rfws afafemmat § | e & arEw 9 dured w721 F o setEa & ge &
ST S AT (7 | s stawrer, St 2ar 3eame #v ey F72 F T2 odia 2y,
G T F) FaYTRA F3 |
o | ATIHTT =T TIT AN AT AT AHES! 9T ATIHE § FqA19 6 TA7F Fl
FAGTRA 7
3. | afwers EEICKIEEI Ffe afizerai 1 9= FaTor § T Smar g, ar =Eaw |
e =T FT ATZHITGTT FATAT TG Fh AT A g &9 &
TATAT o T § TZT AT ST A1 0
4. | Forar qerm WF Rawar e, Sd dew o Fer feew § oA
TAAAT ATHH g, ATFTorT 3 S[Tuar
I fodeh: ATS FEAT & [T T SIoad g, AT TTAHE et
H AT YT THFAIISIT ITH FT b, AT Sraa L reqor oty
FT SUTRT FF FEESAEl Jeqaq v o= =fgul =9
et 1 felt oft s GeRfoiT (SeTeeoT, Wige straeyy) #i
Fquterta § BT ST ATt
5 | @wTE FEer SUGNT F 0 ALTAAT F 1AW F AR & o0 siqarer e
fAer sremhia w4
6. | IR ST/AT  GETEE | T ALIAAAT T 29T STAN F I ZATTH TeF AN F i

STHFIT (TTSST GITF FiH)
I AT T STHT gMEAT

STHT =47 it AT Rt war g, e dee T it srorersi
sl

serge fRomee: weade a1 9w Rarsw d9ewi F 9 g
(ST, Fal & TS AT TAL AT qT0d) I THET &
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SITHTY STHT g% ST T ATAT &7 SfEd d77)
7. EQQW(W%W 19T Y, FrTefier ST ¥ o w9 F e 1w
GTF)
8. | WILA (TR=Y & FT ¥ | qfvagd oiiw SUAN ¥ T FOA FT ATHT T F U, qIT
) fysror it For Rorear w7 wedt BT ST wRm fafa g
S/AT AEIA 0T TAAE § Agcd Ul (Haarstl 9% 3ca1& =l qeeaT
T TATERTRAT & a9 | T a98 ¥ F41 il SAHT A0l
9 | @S " aTer AT % B IRl H AT F I a9 "gerd & o S
HqTeE gieaferd g4 A2l
10. | =Ee (TA F T F | gy 312 AT qeATRT 07 ARF F oo B ST =R, S
EED) FHIAT FAMTL [EH o TATERHICE AT TATReH Taahl o (Haweld &
RIERRI RS
11, | & Ay T & TaeUe? & &9 § feearst fhu 77 &1 &1 srgqw ateng arat
THETAT (THHETY) F foro 9@ avg | fFgwer foear ST =nfgu) 77 Aterd wev,
FHaAl 3T FT aF1 F A9 KT ITTRT FLeh THAT AT AR
SUH TH-ZTSH TS WuITeRe Tl 1 daTd R ST JehaT § qT
argae, g sfe g areEfE e wr gfea B s
TqFHAT 3

X. Fouar gaeft feem-fder:
TSI wIETRTOIT | ITEterT fRem-fAger & gl

X|. AT S TATGRIIAT T

ST & § GLEAT X TATERAT qael T4, siuter g, 1945 % [ 1587 i gerret
H uaterd fRem-fAgen & AT 3% a7 §1, FeaiT Agatas A SIqaeTs 9, Ay J e, Ad
LT 6 AT BIHAT 01 GLEAT A7 Furhar geaisa & forg qmrey fRem-fAga § suefda  aqar &g
ST T SFeTHAT 2

TUEAT o STAHATE, ST el wAT T AT AT AOThaT, 39+ dfaw7 &9 § 3=q argei &
HTEAT | TET 2, S T 918 F AqEE g2 qiiecd, Hohd (I, TSI eaah qeh), T T=iehear T
TATTHATENT 3iTTeT, e - Ig ol 37 AT A, TN TRl IF FIHE ST a1 $iT/AT Sgas,
g 3T FaTT =frcaT  qaraeE a3t & o sr=agr qar+e vy fRer-Aeer, 2013) SHHHI-uuEy)
AT AT RrfehcaT dEg™ IRug (AEHUHAR) - AT IAATRIT T GFeAterd Hid are Sia =it
T T AT & fou g At fRen-FaEer- 2017 &7 s =g fRen-Faet & sqamn g2,

THATAHRTIAT ST TETeNear q¥ AT T3]

T -1
Rar=" & g sifafRee fega [fAcEer
#.8. | qTee | e | fafaer a7 A
Fraer &1 ferawor (feoqur: ga9 & forw aaer &1 = 9o #3)
1, FAA  FT | TIAA HT ST T Frae &1 1 Qe #7

ATATH T 7 I, TTH et 7 o1 (Afeg ¥
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S #T T AT, T A
v A s, et wrar fafde #3
e a1 =, A EIRIGARIERA T
FIAA T TEA FT TR 5~ AT heT-3A1 A7 J9-Tthe
e ¥ TET T A (ST, ey EIRIGARIE TS
A 1 T T a1 ATE (AreT), T EIRIGAEIEE TS

U ST U (Y F9 % 91) F7 oo

2 9 AT 9 Y TaT T T ATHRT 3T THE [AGe F
9 o fAwior it Tt TeUF Hed HT e [AiEs #i7
R =@ it e, fAfde 3
09 ASEYE, THETU IT &1 fAffe

3. TTAATH | e A AerE, R fafde ¢
9 T AT T Thede TFT TG F AT
ITSH T4 o [T T2 Afes #¢

4, TFSUSE AT | wopeque Y (e o), feft At ¢

ﬁ P ——s— Rfte %

TA TFS[UST + A G FT SATs, [HHT fafde =<
FoT TSI (T 0 % ) s, fefy | A
TFS[UET T IS, TTH fAfde *<
FAETRT F 7T aoi, I [RIEtEDS
97 AT UFS[UT fhede T A & ATET

[T, Fo. #.11011/3/2023- ]

1. AEQH IATEATT, TATEHIT (ATAR)
feoqoft : gt e 9 % TS # srfergEET /e U 28-10/45-1=) 1), A 21 fTEwEw, 1945 5T
TR FoFT T qAT STfERg=ET Fear |ar.ar..669(3r), aria 28.10.2024 T ifaw a1 gertaa &y
T

MINISTRY OF AYUSH
NOTIFICATION
New Delhi, the 10" January, 2025

G.S.R. 28(E).—Whereas the draft of certain rules further to amend the Drugs Rules, 1945
was published as required by sub-section (1) of section 33N of the Drugs and Cosmetics Act, 1940 (23 of
1940) in the Gazette of India, Extraordinary, Part-Il, section 3, sub-section (i), vide notification of the
Government of India, in the Ministry of Ayush, number G.S.R. 891(E), dated the 12" December, 2023, for
inviting objections and suggestions from all persons likely to be affected thereby before the expiry of a
period of thirty days from the date on which the copies of the Official Gazette containing the said
notification were made available to the public;
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And Whereas, the copies of said Gazette was made available to the public on 14" December, 2023;

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

Now, therefore, in exercise of the powers conferred by section 33N of the Drugs and Cosmetics
Act,1940 (23 of 1940), the Central Government, after consultation with the Ayurveda, Siddha and Unani
Drugs Technical Advisory Board constituted under section 33 C of the said Act, hereby makes the
following rules further to amend the Drugs Rules, 1945, namely:-

1. Short title and commencement:- (1) These Rules may be called the Drugs (First Amendment) Rules,
2025.

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

2. In the Drugs Rules, 1945,- in rule 158 B, after sub-rule (V) the following sub-rule shall be inserted,

namely:—
“VI. For issue of licence to the medicine with respect to Ayurveda, Siddha and Unani drugs with
nasal spray as dosage form, the Licensing Authorities shall follow the guidelines as per Schedule
TB.”

3. After Schedule TA, following Schedule TB shall be inserted —

“SCHEDULE TB
(Refer sub-rule VI of Rule 158 B)

Guidelines for development of nasal spray as dosage form for Ayurveda, Siddha and Unani drugs

l. Introduction.

Any medicine administered through the nose (Nasika) is considered Nasya (Nasal administration)
in Ayurveda. Usually, all the clinical conditions related to head and neck (Urdhwajatrugatavikara) are
treated by following Nasya as the main line of treatment. In conditions like Apasmara, Unamada etc.
procedures like Pradhamana nasya provide instant relief by reflex or systemic action.

There are several varieties like Snehana Nasya (medicated oil or ghee used as nasal drops),
Shamana Nasya (fresh herbal juices or decoctions used for nasal administration), Avapeedana Nasya (fresh
herbs squeezed and the juice used as nasal drops), Pradhama Nasya (powdered herbs forcedly sprayed into
the nose) and Dhuma Nasya (medicated fumes inhaled). For example, Anutaila nasya is indicated for daily
usage; Dadimapushpa svarasa or durva svarasa is used in Nasagata Raktapitta (~epistaxis); Avapeedana
Nasya is used in Ardhavabhedaka; Trikatu churna or Pippali churna is used as Nasya in Apasmara. The
Nasya procedures like Snehana, Avapeedana Nasya etc. are used in the gravitational direction as the other
methods like Dhumanasya and Pradhamana nasya are used against gravitational force. Acharya Charaka
contraindicated herbs like Kushtha (Saussurealappa D C Clarke) and Tagara (Valeriana wallachii DC)
from using in Shiro-virechana. This shows the safety consciousness of Ayurveda practice.

In Siddha system, Nasiyam (Nasal drops) and Nasika aparanam (Medicated snuff) are the types of
external medication applied through nostrils. Nasiyam (Nasal instillation) is a process of instillation of drugs
in liquid form through the nostrils while Nasika aparanam (medicated snuff) is inhalation of medicated
substances in powder form.

In the Unani system, various nasal dosage forms are used and most are nervine tonics and
stimulants, especially helpful in neurological diseases. Dosage form of Nasal drop or fine powder used in
the Unani system of Medicine comes under Drug and Cosmetic Act.

o Saoot (Nasal drop) or Qutoor: A liquid preparation which is used as nasal drop.

e Shamoom: Smelling of the drugs which may be in dry or liquid form so that volatile substances
reach the nasal cavity and respiratory tubes.

o Nashug or Naswar (Insufflation): A liquid preparation or powder that is used for insufflations.
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e Bakhoor or Dhuni (Fumigation): Smoking an affected organ by burning the drugs.

Il.  Definition.

A nasal spray is a liquid or powder formulation dispensed as a fine spray from a container or
device into the nostril. In this combination of formulation and device, the end user sprays the nasal spray
formulation into the nostril while breathing in through his or her nose. Nasal sprays are used to deliver
medications locally in the nasal cavity.

I11. Differentiation from Nasya.

Though the route of administration for Nasya and Nasal Spray is the same (nose), the main
differentiating aspect between traditional Nasya and the new dosage form of Ayush nasal spray is that “in
the traditional method medicated juices or oils are administered through the nasal route without the
support of any specialized instrument or device. Whereas the nasal spray is administered by using a
specific device”. The present definition or introduction of Nasal Spray shall not interfere with the existing
Nasal drops used in the form of oils or decoctions etc. The respective existing nasya methods shall
continue. The medication standards for those items remain to be the same as indicated in the Ayurvedic
Pharmacopoeia of India (API), Part-11 (example for Anutaila and Shadbindutaila). The Standard Operating
Procedures (SOPs) for the performance of Nasya shall also be the same as those developed by Central
Council for Research in Ayurvedic Sciences (C.C.R.A.S.) at National Institute for Panchakarma,
Cherthurthy, Kerala. The standards for the new dosage form “Nasal Spray” and the guidelines for the usage
of the new device are defined in this document.

IV. Guidelines for active ingredient selection.

Active Ingredients should be selected as per the definition of Ayurvedic, Siddha or Unani drugs in
Section 3(h) under the Drugs and Cosmetics Act, 1940.
V.  Guidelines for excipient selection.

Selection of excipients should be as per the provisions and terms and conditions provided under
Rule 169 of the Drugs Rules, 1945 and amendments therein.

V1. Specifications for the device (as per the details provided by the manufacturer).

The following quality parameters provide guidance for the selection of packaging material. The
data for these parameters can be obtained from the packaging material supplier and consistency across the
manufacturing lots can be confirmed, based on the certificate of analysis.

S.No. Parameter. \ Description. Specifications or Limit.

Details for Bottle or other components

1. Material of construction | Glass, High Density Poly Ethylene Specify
of Bottle (HDPE) or Suitable and compatible

material

2. Bottle dimensions Refer Annexure — 1 for details Specify

Details for Pump and Actuator (with dust cap) or other components

3. Name and Material of | Suitable and compatible material Specify
construction of Pump

4. Pump dimensions Refer Annexure - 1 for details Specify

5. Material of construction | Suitable and compatible material Specify
of Actuator and Dust
cap

6. Dimensions of Actuator | Refer Annexure - 1 for details Specify
and Dust cap
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VII. Specifications for the finished product (mandatory).
S.No. Parameter. Specifications or Limit.

1. Description A qualitative description of the dosage form should be provided
(e.g., appearance and color).

2. Assay of Active ingredients | Basis vendor Certificate of Analysis (CoA) of Raw material
Specification or Extract Specification or Pharmacopoeial
reference or Using Pharmacopoeial method.

3. Assay of Preservatives and | Content limits of 90-110 percentage.

Stabilizing excipients
4. Pump Delivery (Liquid | Weight delivery acceptance criteria should control the weight of
dosage form) the individual sprays to within "15 percent of the target weight
and their mean weight to within "10 percent of the target weight.
However, for small dosage pumps (e.g. 20ml) other acceptance
criteria maybe justified.
5. Net Content Basis number of dose requirement.
6. pH value (Liquid dosage | The pH or apparent pH, as appropriate, of the formulation
form) should be tested and an appropriate acceptance criterion to be
established.

7. Osmolality (Liquid dosage | The osmolality of the formulation should be tested and

form) controlled during release of product with an appropriate
procedure and acceptance Criterion, as applicable based on the
ingredients used.

8. Microbial or | Pharmacopeia of concern system, Coliforms— Absent. The

Microbiological limits dosage form should be free from the pathogens like Salmonella,
Escherichia coli, Pseudomonas aeruginosa and Staphylococcus
aureus.

9. Number of actuations per | The number of actuations per container should be demonstrated

container to be not less than the labelled number of actuations.

10. Heavy Metals Pharmacopoeia of concerned system.

11. Pesticide Residues Pharmacopoeia of concerned system.

12. Aflatoxins Pharmacopoeia of concerned system.

13. Moisture Content (Powder | The limit for moisture content should be established based on

dosage form) results seen in stability studies. If the results are stable
throughout the shelf life of the product, or if any changes in
moisture content do not result in changes to any other
parameters, it may be acceptable to omit this test from the
specification; this should be fully explained in the Justification
of Specification(s) section.

14. Leak test As per in-house procedure.

VI1I1. Specifications for the finished product (optional).

S.No. Parameter. Specifications or Limit.
1. Droplet Size | If a laser diffraction method is used, droplet size or particle
Distribution or | distribution can be controlled in terms of ranges for the D10, D50,
Particle Size | D90, span [(D90 -D10)/D50], and percentage of droplets less than
Distribution 10 um. For nasal sprays, mean D10, D50, D90 values for a given
bottle or canister can be computed from the mean of up to three
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consecutive sprays from that unit at each life stage. However, to
assess precision, the data of each spray would also be reported.
Single spray droplet size distribution and span would be reported
based on volume (mass) rather than count (number of droplets).
The data be provided for nasal sprays at: Fully developed phase
only, Two distances from the actuator orifice. For the increased
ability to detect potential differences between products, it is
recommended that the studies be performed within a range of 2 to
7 cm from the orifice, with the two distances separated by 3 cm or
more. Other Methods that can be used: Microscopy, Cascade
impactor, and Laser Diffraction.

Aerodynamic
Particle
measurement
(Powder
form)

Size

dosage

The Particle or droplet size distribution in the plume discharged
from inhalation aerosols and sprays and the particle size
distribution in the cloud discharged from inhalation powders are
the important characteristics used in judging product performance.
Although particle size measurement by microscopy can be used to
evaluate the number of large particles, agglomerates, and foreign
particles in the emissions of inhaled aerosols and sprays, whenever
possible, this test should be replaced with a method to determine
the aerodynamic size distribution of the drug aerosol leaving the
product.

Spray Pattern

The acceptance criteria for the spray pattern should include the
shape (example, ellipsoid of relative uniform density)as well as the
size of the pattern (example, no axis is greater than 10 millimeters)
and the ratio of the longest to the shortest axes should lie in a
specified range, (for example, 1.00 - 1.30). Data should be
provided to demonstrate that the collection distance selected for the
spray pattern test will provide the optimal discriminatory
capability. For nasal sprays, these distances are recommended to be
at least 3cm apart within the range of 3 to 7 cm.

Plume Geometry

Plume geometry describes a side view of the aerosol cloud parallel
to the axis of the plume, and we recommend it be based on high-
speed photography, a laser light sheet and high- speed digital
camera, or other suitable methods. Plume geometry can be
evaluated by a variety of procedures (example, the time sequence
sound-triggered high speed flash photography method, video tape
recording and taking pictures of different frames). Photographs
should be of high quality. The approaches used should allow
monitoring the plume development to define the shape (example,
two side views, at 90° to each other and relative to the axis of the
plume) of the individual spray plume over time.

Plume geometry would be performed at: Beginning life stage only,
One side view only, A single delay time. We recommend plume
geometry measurements be summarized as mean, geometric mean,
and % CV (coefficient of variation).

Effect of Dosing
Orientation

Determine the comparative performance of the devices in terms of
Spray Content Uniformity and particle or droplet size distribution
at various dosing orientations.

Profiling of Sprays

Determine the profiles of Spray Content Uniformity and droplet
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Near Container
Exhaustion (Tail off
Characteristics)

or particle size distribution of each individual spray after the point
at which the labeled number of sprays have been dispensed until
no more sprays are possible (i.e., the container is empty).

7. Effect of Storage on | Particle size distribution to be evaluated.
the Particle Size
Distribution

8. Effect of Resting | Determine the effect of increasing resting time on the first spray
Time of unprimed units, followed immediately by the second and the

third sprays. Uniformity of the formulation delivered in the first,

second and third spray (no priming) should be determined.

IX. One-time studies as part of product development (to be submitted along with the license
applied) (mandatory) -

For the most part, these should be one-time studies, preferably performed on multiple batches (e.g.

three or more) of the product, representative of the product intended for distribution.

S.No. Parameter. Description.

1. Priming and Repriming in | Determine number of Sprays recommended to prime or
various orientations (Liquid | reprime the unit and approximate interval that can pass before
dosage form) the drug product should be reprimed.

2. Temperature Cycling Determine effect of variation in temperature on finished goods

parameters, as applicable.

3. Preservative Effectiveness If preservatives are used in the formulation, the minimum
test content limit should be demonstrated as microbiologically

effective by performing a microbial challenge assay.

4. Stability Studies Standard Stability Studies, including compatibility with the

containers and closure system, shall be conducted.

Optional: Photostability studies should be performed using
appropriate test conditions, if warranted by the immediate
container, i.e., the formulation in the primary container can
receive light exposure. These studies should be conducted in
the absence of any additional packaging(example, foil
overwrap)

5. Cleaning Instructions Through in-use studies determine the frequency and

instructions for cleaning.

6. Drug deposition on | The purpose of these studies is to determine the amount of drug
Mouthpiece and/or | deposited within the device constituent part during use, which
Accessories (Powder | can relate to cleaning requirements. Study Design: Measure the
dosage form) mean amount of drug deposited per actuation on the

mouthpiece or other device constituent part components
(example, spacers or valved holding chambers).
7. Specific Rotation (Powder | As applicable, based on the pure form of active used.

dosage form)
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8. Robustness (Powder dosage | Vibrational stability of powder mixtures should be
form) demonstrated, in order to simulate vibrations during transport
and use. Significant variations in the delivered dose and/or fine
particle mass should be fully discussed in terms of the safety
and efficacy of the product.

9. Weight Loss Nasal spray products should include acceptance criteria for
weight loss during stability.
10. Leachable(Liquid dosage The Ayush product should be evaluated for compounds that
form) leach from elastomeric or plastic components of the container
closure system or justified otherwise.
11. Spray content The spray discharged from then as actuator should be
uniformity(SCU) thoroughly analysed for the Ayush active content. This should

be performed using individual container, between containers
and multiple batches. Suitable in house analytical methods may
be deployed and communicated to the Ayurveda, Siddha and
Unani Licensing Authority.

X.  Stability guidelines.

As per the guidelines provided in concerned Pharmacopoeia.

Xl. Safety and efficacy studies.

Broadly safety and efficacy studies need to be conducted as per the guidelines provided in Rule158
B of the Drugs Rules, 1945 and Amendments as well as those provided in General Guidelines for Safety or
Toxicity Evaluation of Ayush formulations, Central Council for Research in Ayurvedic Sciences, Ministry
of Ayush, Government of India.

As per the requirement, safety or toxicity of the intended therapeutic formulation in its final form
must be justified through appropriate means as relevant, such as ingredient literature as per text, indication
(example, textbook rationale), classical medicine or proprietary medicine, hydro-alcoholic extract or other,
mucosal irritation test on experimental animals and/or clinical studies on safety, efficacy and tolerability as
per Good Clinical Practice guidelines for clinical trials in Ayurveda, Siddha and Unani medicine (GCP-
ASU), 2013 and Indian Council of Medical Research (ICMR) - National Ethical Guidelines For
Biomedical and Health Research involving Human Participants- 2017 and other guidelines as appropriate.

Annexure - 1
Additional detailed specifications for device.
S.No. |  Parameter. | Description. | Specifications or Limit.
Details for Bottle (Note: Attach Bottle drawing for reference)
1. Bottle dimensions | Base color of Bottle Specify bottle color
Weight of Bottle, gm Specify bottle weighty
Overfill capacity of Bottle, ml Specify
Bottle Height, mm Specify dimension
Bottle Body diameter, mm Specify dimension
Bottle Neck type Screw-on or Crimp-on or Press-fit
Bottle Neck Bore(ID), mm Specify dimension
Bottle Neck Outer Dia (OD), mm Specify dimension
Details for Pump and Actuator (with dust cap)
2. Pump dimensions | Neck of Pump Specify Neck size and type

Material of construction of Pump Specify details of each component




[¢TRT [I—=vE 3(i)] T T TSI © T 15

Pump closure OD, mm Specify
Dip tube length, mm Specify
Pump output, mcl or stroke Specify
3. Pump dimensions | Gasket thickness, mm Specify
Pump and bottle fitment As per approved sample
Strokes to prime Specify
4. Dimensions of | Actuator OD (at base), mm Specify
Actuator & | Actuator shoulder height, mm Specify
Dustcap Total actuator + over cap height, | Specify
mm
Total actuator (without over | Specify
cap)height, mm
Weight of actuator, gm Specify
Weigh to fovercap, gm Specify
Pump and Actuator Fitment As per approved sample”

[F. No. T.11011/3/2023-DCC]
Dr. KOUSTHUBHA UPADHYAYA, Adviser (Ayurveda)
Note: The principal rules were published in the Gazette of India, vide, notification No. F. 28-10/45-H(1),

dated the 21 December, 1945 and last amended, vide, notification number G.S.R. -669 (E), dated the
28.10.2024.
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