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aT1.%.14.891(31.).—sfrwfer i samere arRft =, 1945 # e wemerd we & forw, St & sfufer
ST yETEe AT ST, 1940 (1940 FT 23) it T 33-2 T J&T ARl & TART Fd g 3T
argae, frg, AT siufer et aeres 9 F T F Feg qeRe w7 yedrd g, At st
T % WS A, THY TATAT g T TAqTadT arer auft SAfhat it SRl & o 39 T gy I49w
STOTErT ThTT9T AT STTAT & 3T UAeaTeT AT &t STl & foh S<h #arar =t 9¥ ffagment & srafat
T FATAT U2 39 ARG & 9 oot it sate & qarta & arg T=w G s, 59 i #1 awEwwi
Tror =, oreH a8 ATSg=aT TR 6T T 8, H TAAT ST & [T Iuee Flls STTUA;

ST fafAfae sty % fiaw S Aeter FawT & o § ot off =i & 91 g aretr et o
AT AT AT 9 g T g = e s,

AT AT GAE, AR K g, =G, AT WATAT, AT TAq, A AT, SIS FHiveera -,
arsuAT, 75 faeefi-110023 F 9 9% 997 S0 AT THA-dec-ayush@nic.in T 99 ST

CEICAT R

1. wferg ofrde, BT i I
(1) = o=t =7 weteT sirafer A (Feme), 2023 FT FgT ST

7700 G1/2023 1)
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(2) T A= AL TSI § T SATAH TRt T aTg | AT g

2. siufer A9, 1945 (9% T&Tq 3 9« I8 #gr o) #, =9 158 #, -7+ (V) %
e, Meteriad su-faaw siqzatar o som, st —

“VI. GO0 % € | 967 T qTeAl Agae, &g i AT Farsh wl ATsad JEF Fed & o, AreaienT
TSR A -A-T & AqaTe fRerT [aer &7 arae war”

3. SATAT-A-F % qeATq, Feferiad sa=T-A-= staeaferd & Susti-

“W_q-_ ]
(R 1589 =71 39-FF7 VI 2%)
sy, g, T s Saraeft garsit % forg gae & &9 # Trffar & F Ram & g fRar [
|. SEqTaT

AT (ATTEERT) F ATeAT & &7 S aret! et o Ta1 &1 gas | 997 (AT Ja+) 9497 Sav g |
AHAR 9T, T 3 aq | Fatera Sadt it A3\ JaeqTu (IS aiasHhiy) gidl g, STl ST &
FH F &7 § 76 TFAT FT STqAT FT BT S[TET 8 | AT T IFATE ST STaeqTait §, Teme 76 St
ssraTent & fooerse 37 o BT & aeRtaea Hedt gl

T AT w2 TAfet § S #gd A9 (et Jo/=HT e 9% # g3-93 Feh STAT S1aT §), A 6
(ATSIT g TA/ATET TS AT STAT STAT 8), ATIST 767 (TS TS T-FfeAT il F{=1eT rar g e & &
AT | 8-93 Fh STAT 1Al §), TIH T (SSt-edt &1 907 5 91 § T2 & Rggh 27 e 9T 2)
ST T T (SATofer o et O 97 | 909 % 97 (&< GiaT1 AT g)| ST 6 o, o] I T8 F7
SHF ITANT T ST 3 TEH Touea<d/ AT T3 & STANT AN Thiod (~ Tieetas) § f&Far
STTAT &; SATAISd T8 FT ITANT AGawa® | A7 SArar &; Brerg =Tor a1 fowet 7o7 1 ITRr e §
T % & H AT [@T 8 | Wgd, FaUied 997 At St 967 e w1 = [Eeaty e § HAr Swar
g At gHT T 3T TgHT 767 ST 1+ et 1 ST [EeA T & fawg HAr Srar g1 A= =97
7 for-fav=e ® 7y (FRET v S ) $iv e (et afea=t S | S| SSt-gtedt
START & 7 AU T ST srgafas sTeame i gear  9fd STRreehdT 1 2977dT g

g g § AHW (7% § 9 STAAT) 3T AT JUZAq (AT F 9796 F GoAT), AT & TR0
SINT T ST AT AT heaT & T g AT (AT § d&-d@he STaAT), AT &gl § ava &9 §
TATAT T FE-J& FY STAT ol U TRIT § STETeh ATTERT STILAH (FAT T AT o GAAT) F0T 6 &7 7 foefiT
TRTAT 0 AT & F9 & q7F HaL G=T 21T g

TATHT 9ET |, AT & & ST 1Al AT T 0 GOl w1 AR 61 Srar g e stfeepax
ATl i ST & T H FTH AT 8, [0 7 F T FEH=LET § G813 grdt g1 AT i
TEfa ® AT ® 7 AT 7SI o7 F T H STl T ATt g Sirafdr ue yeres st srfafaw % aga
AT B (HTH- TS THLSTIgaeEr. 189-190, 193, 196-201)!

o TIHA (ATEHT SIT) / TX: UF TTA TUTH [STHHT TART ATTERT ST % &9 H g7 17 2

o A YCHAT XA ®F ATAT IATAT I FAAT qAT1h IS T ATHA[RT T ATHAAT T

e
o TYH/AFEAT(TTH & AT GIAAT): Uk TLA 9T T 907 (o0 T % 9T & G HT [ordT Srar
2

o TEI/YAT (LHF): TATIAT il TATHT THATIAT 3T [ ATIAT HLATI

grereft gty o, ATt Ot | 34T ST 7 Ioorg grearaefy garet £ sfesfir et # B
AT Bl
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1. gfesmaT

ATRET &, T4 AT 0T o & H UF 39 TN g o e/ fRares & s § & F &7 § 337n
TRt STTaT 81 R 3T fRarss % A & Sfaw SRRt SO AT & HIE o FHT ATTEERT T B
T AT § T FIAT | ATIHT T FT TTRT AT &1 § ZaT 7 o forw B srar 21

1. 757 forear

TT T ¥ AT T F TIET FT AW UF &F g q77q a1, 6 oft ariaivs 997 o7 sy 6t
TR 5 Y 9 gHrw F S g aqw 98 g B rRvReE f&fe 7 sivfagad wa/aa a6} @ [@aw
SUFI/TIFT #1 GETIAT & ATGFHIT & &I 7T 8, 7713 F7fa%: 7 & #7 JI07 UF 397 F9aT #71
FETFAT & (397 FraT §1" AT TF 7 adHT T A7 IR=T, T AT FE AR F T F TR AT
ATTERT STT o TorT aTeeh Ag! a=T| Hatad #isar 967 et ST I 39 a&qel & & e aor
TR ST ARATT AgATRE oSt HRdr (THerS), -l § 4T T (e iR usfEg @ & e
TET o TN o 7rees "=rer giwamd (wasdY) off 927 gy s St meuus gRT T e eed T,
ST, A | a6 T2 g1AIEE S F € H 9% G 6 9T A7 q% IEd & TGN F o
fRenfA=er =7 T&qTee ®§ aieaTiea e w2

V. el sraaa & =79 & foro fRenfRger

Srafer ST yETee qTRT (ST U #) sfafaaw, 1940 i F=e 1945 F q8d 9T 3 (§) § Tuey F4Tet di
TRCATHT % STET harefier staaat &1 =9 AT ST =31t Ul

V. 9qgEed &% 9949 & (o0 fRernf=aer

AqEeAl T =9A9 =F U #f 99w, 1945 % fAIw 169 3T IHH HTed & dgd Suaiad Sragm i a1 Feaea
TE 9TAT & ATETE g [T AUl

VI. e F o FfRcer (RfRwtar grr se= e 1o fFEer & saw)

et poraaT aee TR aTRlT & =999 & o Aniedd I8 #3d gl 39 ATIES! & (o geT
FoRfST ATHAT Srqfaar & ST 70 ST 9hd g i @ SHIYS % e 9% S99 =i dte 6
fAazar it gfE &t 7 gt 2l

#.9. e fRawor fRsafimT
Traa/swaaeat & forg fEar
1. Fad & AEFr F | FwE, TEErds 47 U A 8 | Fig w7
D EIEDI
2. e T STTHT e F Pwged 139 e w¢
9T T THFAUET (TS T & d79)/3T FAhl & (aa<or
3. 97 % AT wT AT | ST ST 69 qrRit Gl
T AT
4, TRT STAHLTT T 3 doas 1 3@ GRS
5. TFAUET 3T TEEHT & | ST AT I qIRAT e ¢
rfaor & JTEft
6. TFUEY AT TEET 1 | faEwor g q9vd 1 39 fAfde
TTAHT
7. TEERT ST T-ursfaT fEe ¢ (ot &1 a7 90% &
110% = &= gHAT ATRT)
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VII. 3R S F forg fafader (sifRem)

*.9. drteT AT
1. IEEEX GIIF F T AT [OMHS a0 (S, FY, AR AL T1) T2
ERISIEIECIEL
2. ERINEEEREIEIRSIE e famrar #eu Fg A1 gq AHeer I1 o gq A a1
AOSTH AT J2+ AT AU Higar g i F1 =T
3. qRTesl F AT ST AqEeAl | acd A AT 90-110%
[ERERR]
4, 9 Al (A3 G & &9 | d¢ [SA @il FHid AIHEE & qad ART-TAT & F T, AT
H) T & 15 IiAera i< ST Ed a9, AT a9 & 10 qiaera
% HIqT M1 AR EreAile, Bl G qdi (34, 20 [=T) *
T ster Tfiela ATEE wTAa 0 ST 996 3l
5. qE TA GIF g AUTed T qeal il qeAT
6. o 9°g (T GF & & | BHAAT & T0A A7 T qU=, Sq10F ITIE ¢, F TR0
) T ST =F1RT sfT UE IUEh wiEia "hae e T
ST AR
7. AEATATAST (AT GITF 6 ®F | BIHAAT Hi AEAMIl H T0AT {7 [eor3acmg s
) FA % T UF SUITH THAT 3T T ATHES 6 a1 o
ST AR, STET I3 T STadai & A 9 A0 217 2l
8. CIEEIIERE] Hataa qgia i AuSTEigar, R |- et
| AT SR ST
9. T FedY TFgUE 6 66T | Tidshed ¥ UFAUL i AT Hl TFUaT il oo 9edT § w7
&t g R
10. | wréreamqy Hatad qafa it ausEizar
11. | Freres a9 Hatad qafa it ausEizar
12. FFATI T EEIECR AR RS EG]
13. fRorear sreagsr ® 39 U afRoTT F AT U AT Fir 9w v

THT T AT (AT GIE K FT
)

T TTHOT T AT AR THOTH IS T AF ATSE
g oo g, a1 afe 7 #F /e § B o aeama o G
a7 THTe | qfEdy gt grar g, ar fafader & =& e &y
e & g = fAfRda g ¥ oy §# o aw A

[enN
JHATT ST AT U
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VIII. 3R 39TE & forg RfRder (d=feas)

#.9.

Fyfiex

IEIGECUCIE

1.

SRR

SIES]

Rfteegam /arféswa
HrEs fefegegers

gt oow R¥wm Rfy w1 swrwr fr Smar g, ar
giae/aTésa s RfEesgem w1 €10, 150, €190, =
[(F190-S110)/8150] H #Hmr F Ffaw siv giuee w1 afqaa 10
et & 9 @r ST gwar g1 ATesr ® % forw, TR arae 3
FEdT & rad €110, 150, €190 AT T MUET, IH OTHE A
TAF ATSH TS IT AMAE AT T aF % fed ¥ il ST Tl
SITTATTh, TERAT T AFAT FA & o0, TAF T F T HiT
ff g=aT & ST e = girae aes Resgem siv 9
& AT [t (SToere #i g9 T) it a9, A7 (F9E) F S
T & SATOTATRERT & % forw wyam R s At e A o
e § fawfaa = W vFeuer g 7 v gt g ke s
AMRUISATET F 9 F9THad e 7 9a1 " it q87ar gg
F forw, a7 s & S g F e fRm & 2 7 7 Wy A
qwr & offar B S, e i i @ 3 a9 sEe
sfer grisrafafeat ST TR e S "sar € ATss e,
FERT THEIFEL, AT oo R

TIHSTSATHE  qTieawer
qres A9 (07 gIOh

FETY

)

TALAUT TIEA Y & ¥ el =@ # uTiéswa a1 giaee
qrEs RRFgegem & 3agaee aresy § fAde Frss § qrfdsa
qares Rftgeqem, Scame F y=eF #1 tvE@ § wgequ fagrvard
S grewERrdt g qifdsder |TeS F WO AT TN TAgeS
TIEA 3T & % IAsd H g2 qTeawd, TAHieH T aTg
qTfEaher 1 HEAT FT ToATHA Fd & o0 & a7 a&ar g,
ot ot oft 99 g1, =9 990 F ©IE 9T UE UHr At vy
. s =eT Sew 3oe @ F a3 wEeE &

TUSEATHE d1es [SResger &1 g garan

= T

o e F oo gy avee § w9 (39, 919 999 a9 §
TorTEe) T Ued T S (S, ®s AT eir x fAeier &
Afes Al gl ofiv " &l T Ja9 FH gL F AU UF
ey ofimr & g7 =I1fRu, Iseer & forw, 1.00-1.30) artae g
7g Wi 9 F U e wem BFu oo aRe & ow G
EEE L T L £ B D A A et b B e o R R e L A G
FOM AR F fREwE F oo, zaghat 1 3 a7 & &
% FTES[@ HF °H FH 3 HHT 9T g 0 HRrer & S gl
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H SATHTT

IH SATHI, T &l Rl % FHEa A FA18E & Uh aih
F ot o & zatdl 2, zafou gurt #erg § M ozEd syl
REMTH, oo @ee e v 3g-aa Rfeea F7r a1 o=
SO qLHT T HIT [T S0 oA SATAfq 7 gegina fafws
gttt g T ST ogswar € (Sseewr ¥ form, zrew e
arse-fore grefie wg wemTh &3fy, St ¢x
fafesr At & aEE oA TR 3 ET 6 gl ARl
S U= #7 TR 21 399 WH Saeqde Fif At g T
FMET qTh T9T & ATI-A79 UH-UF & WH & A (I,
FATE F 39T, UTH gAY T 90° w¥ T ww A T F ATve)
Rt o ST o)

o SATETG At o7 i ST Fae qEert ArEw w10 b,
FIA TFH TR AT 3T, UF BT (S eT2H| gAY 918 g o =+
SATATY BT 7 HTeT, SATHGT ATeT 3T % q&t & &9
Tt AT ST

TIoRT - AU &
TAT

Afier it saifdeess & = # @Em fit TEETdr T
TTféwa/giaaearzs Rffesgem F dad & it (Rarzas)#r
TAATHS TR9A [Heifa #3

oAl Hwm (e
foer) % wfin = f

TR ®TAT T UREIdrT T TAF FN-HANT T %
givcle/aTiewa ares Bfteege™ & Wwrew &1 359 g % a=
e ® 5" 9T = T 9= da g w5 g T qa aF
FE ST T FAT AT T AT (I, FAT @A qT
AT B

Rftesgem @ wewo

FT JATT

qTiEheaaTES STeeege T qedTeha AT ST

TRET aTEH T aTE

TS ed THEAT F Tgd B T LT S2H F@M & AT Al
FRaifa #%, zo% TT 9= @O T 9T & F® I, TE
@Y dEe (R IefEw Agl) ¥ v owu wigeE i
THETAT Haia T St AR

IX. 3T % faFe & B F €7 § UF a0 g3 (S A58 AR &1 S a1 T&qaq fhdr SITeem)

EIEEIR]

ATAFHTT AT & o0, T TF IIA TeTqT g AT, ATAHATAT: Trg SCATE * F oAl (ST i AT

Fter), FAaeor g SaTe % Wiasdas 9 a1 ST A1)

#.9. e EERS

1 EIEE] ERnCE) # | gfve &1 ar=w a1 Roumew #3 F forg sreifEa 2 i dear o 3 3o F
ST TS -STE [T (A2 RTew 9 & qgel 9 AT Saare & Agiasi
GIF & =9 H)

2. ATIHTT =H ST @1 g1, TATC |T & ATIESt 9 arqwre § f9ear &1 g gt

T
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3.

gfiwerr  gerasfierar #T
PEEL)

Tt wrereE § TRTerst w1 SUAnT § FFr Srarg, 97 SgAaw 9 i
HIAT 1, THTEHIEAA Aos 6 09 % a8 8 ATehErardiod gite
TqTET &7 H ForfAT ST AR

Forear srerae

HTH (AT ST SAIMST 61 ST

Fefous: U TireAw RRafaat § werefaferdt seraw B s
TfRu, AR srae Feaw & oo srafera &, srafa, wrafas deaw §
ETHCTIT T TRTer T J1har 217 sreaw feft ofF st Sl @,
wize AraeyT) & faaT fro s =)

RS AT

STAT-T STeTAAT o ST TETS 1 Agi oY Ao &1 Fatha w3

TR SiT/AT TR I

ST ST AT (07 GITF *
=9 H)

T ATAAT FT I2¢T ITINT % I f2areq 7 2 e F dfae s g2
ZaT it AT Aethia wear g, et aars f sT=a gr a9d1 g1 AT
ST wreadie a1 v fRarew & 2 fRFi(S9, F99< a7 1o gifeeT
FgT) TT STHT T TFUITT 4T 0 3rEd qra7 & 77|

afere Tesm (TOF guE &
=7 ¥)

STET AR 2T, AT fohT 10 Sramefier # 9[g =9 % e 9wl

FSILAT (FOT GLTF & &9 H)

Fof Foreror 7 Foe AT &7 T W1 AR qlh S8 Tagd oY
SR & ITF H99 T TET g ITAT 63T ST Foh| ITATE Al AT ST
TATEHIAT &1 a@d g, faaia g /AT Agiq urfed & =4 71 |
HEca Ul TH=Iarell 9% quf =941 61 ST AT90)

TC FH AT

AT & ScaTal § Ruwar % 9 qEH g F TG aree A
TR TRt ST AT T

10.

T T (T goE
=7 H)

AT ITATE T GeATohA 39 AT & (o0 7T ST =10 ST FHeaw
FATST Aeay AT AT =T Ui TATECIHIE AT TATIRSH Tl &

fomma grar 21

11.

T AT T UEEdl

(ware)

TaFUer | et & it sy Grarsfier it 9= &1 O avg & fBEgwor
FaT ST ATRUI Tg ART-T FedA, FHeddl & I+ AT FF a40 &l
T oA ST ATRU| ZTH UAdeRa | SULhal 9TaT SITET ATRT
ATeTag, [HE Ua TATHT ATSH (&7 ST 1 =d AT ST ATfe 0l

X. fRuar feanfA<er

wFatera wost "igar # faw v e e Feraml

X1, AT AT TATIHIRAT TeqqT

droter oY goTe aradt FEw, 1945 F M9 158 (@) § fRU v fRermfaaernt ST "emed a9

HTAUUH, AIUHATAT, AT G & AT BIHALT il gL/ Furhar qeaiad gq arHT

fRoneEen  TTE SATTH LT ST TATAHIAT Gl ST Feed il AA9THAT &

FULATHATE, AT Trferce = wiererd T zaeh a9 § qeAT/fEuT<ha T F7 ST ara=r o, €T
TR 21 et g A F1iRe, 39 & e ¥ aqEn sagearEd, g9 (S8 e S
TATHR), AT AT I AT i, gTEgl-STemigiord 3 AT 37, TINTHT TR T
R ES STAT T T /AT Agas, g ofiw gt i (Sherd-tuey) § qares aiter
o SH ARIEE AT gaeft fRemfHeer, 2013 T EHIURAR- A AAATRAT AT AR
FTATHISHA U TATET AL g TS AT Rermager- 2017 AT TATSHITE A-A QLTS

ATETT AT, TATAHTIAT ST T[T T AT AT
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G- 1
fRamew  for srfafs faega fAfada
%.4. | e | e | ST
AT T AT (A7 629 2q F1ael 7 = e )
1| A ST AT HT A7 FAL Ao 1 T A
AT T A, TTH Tl TS ATy
Fqd AT AER eHar, | AiRE R
foreft.
AT A, f. T A %
e ArIETEA, THUH STEHe FfSeT
AT 2137 -t -t/ e
AleAFare (), e, sTede fde w3
Flecdah  dqIeT  TE(AET), | sTeHew Ay
oY,
T ST TFTET T AT (3F H FiE)
2. | T o FT o T AR AT T Ay
o & fAwter £ araft TENF TTF FT AT (AT w3
99 FATSTE et . A v
Rz fefars, fef. fafde ¢
O ATSEYE, THHEIUA/EET fafse =%
3. | dweT STEHe PSPPI v
U S e el AT T AT
gT=H & o =2 e
4. THFUE TS TS [ H AT e A (s, B | ffde
TFAUET 9oy Hl SAre, AT, | Afee 7
FA TFAUL + AET 9 41s, | Az ¥
fory.
FA TFAUX (AaenT & foeD) | Afce 77
TFAUEL T T, TTH sy 77
AFATHT T q9, TTH Ay =
0T Y T e ATAITRT THA F AT

4. FqgETe-l #, 37-g@< 3.7 F ar, Mufiea 3u-d< 3.8 siafdte Bhar o, sroid-
"3.8. ATHEEHT T H G & &7 H &I AT ATAT FATTAT TAT F ATSHT SR FIA & [0, AT 6T
ATFTLT ATLAT-A- F ATATL QAT T ITAT FHor"

[T, . €1.11011/3/2023-ST+fHT]
#ft.%. g, dg af=a
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A &7 a9 9aa F T § Jfeg==r 9 17 uF. 28-10/45-v=(1), fGmrw 21 fGwaw, 1945 ger
TR 3T U o S R - srfeET i Her soum e gry staw e gfea R
IgT AT

MINISTRY OF AYUSH
NOTIFICATION
New Delhi, the 12th December, 2023

G.S.R. 891(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) and after consultation of Ayurveda, Siddha, Unani Drug Technical Advisory
Board , 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 thirty 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 Ayush, AYUSH Bhawan,
‘B’ Block, GPO Complex, INA, New Delhi — 110023 or emailed at dcc-ayush@nic.in .

DRAFT RULES

1. Short title, extent and commencement.
(1) These Rules may be called the draft Drugs Rules (Amendment), 2023.
(2) They shall come into force from the date of their final publication in the Official Gazette.

2. In the Drugs Rules, 1945 (hereinafter to be referred as the principle rules), in rule 158B, after sub-rule (V) and the
following sub-rule shall be inserted, namely:—

“VI. For issue of license to the 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 Ayush, Siddha, Unani and Homoeopathy 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
Nasyaas the main line of treatment. In conditions like Apasmara and Unamada, procedures like Pradhamana nasya
provide instant relief by reflex or systemic action.

There are several varieties like Snehana Nasya (medicated oil / ghee used as nasal drops), Shamana Nasya
(fresh herbal juices / 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 Dhumana Nasya
(medicated fumes inhaled). For example, Anutaila nasya is indicated for daily usage; Dadimapushpa svarasa/ 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 Nasyaetc. are used
in the gravitational direction as the other methods like Dhumananasyaand Pradhamananasya are used against
gravitational force. Acharya Charaka contraindicated herbs like Kushtha (Saussurea lappa D C Clarke) and Tagara
(Valeriana wallachii DC) from using in Shiro-virechana. This shows the safety consciousness of Ayurveda practice.
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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 & Cosmetic Act (Reference- llajulAmraz Page No. 189-190, 193, 196-201).

e Saoot (Nasal drop)/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/Naswar (Insufflation): A liquid preparation or powder that is used for insufflation
¢ Bakhoor/Dhuni (Fumigation): Smoking an affected organ by burning the drugs

In Homeopathy system, administration of medicine through nasal route is mentioned under authoritative books of
Homoeopathy medicines. .

I1. Definition

A nasal spray is a liquid/powder formulation dispensed as a fine spray from a container/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/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/oils are administered through the nasal route without the support of any specialised instrument/
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-1l (example for Anutaila and Shadbindutaila). The Standard
Operating Procedures (SOPs) for the performance of Nasya shall also be the same as those developed by CCRAS 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 ASU Drugs in Section 3(h) under the Drugs
and Cosmetics (D&C) Act, 1940 and Rules 1945.

V. Guidelines for excipient selection

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

VI.  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.

Sr. No. Parameter Description ‘ Specifications/Limit
Details for Bottle/ other components
1. Material of construction of | Glass, HDPE or Suitable and | Specify
Bottle compatible material
2. Bottle dimensions ReferAnnexurelfor details Specify

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

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

4. Pump dimensions Refer Annexure 1 for details Specify
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Sr. No. Parameter Description Specifications/Limit
5. Material of construction of | Suitable and compatible material Specify
Actuator & Dust cap
6. Dimensions of Actuator & | Refer Annexurel for details Specify
Dust cap
7. Priming and Repriming Specify (Shot weight should be
between90% to 110%)

VII. Specifications for the finished product (mandatory)

Sr. No. Parameter Specifications/Limit

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

2. Assay of Active ingredients Basis vendor CoA of Raw material Specification or Extract
Specification or Pharmacpoeial reference or Using Pharmacopeial
method

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

Stabilizing excipients
4. Pump Delivery (Liquid dosage | Weight delivery acceptance criteria should control the weight of the

form)

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 form) The pH or apparent pH, as appropriate, of the formulation should be
tested and an appropriate acceptance criterion to be established
7. Osmolality (Liquid dosage form) | The osmolality of the formulation should be tested and controlled
during release of product with an appropriate procedure and
acceptance Criterion, as applicable based on the ingredients used
8. Microbial / Microbiological | Pharmacopeia of concern system, Coliforms— Absent
limits
9. Number of actuations per | The number of actuations per container should be demonstrated to be
container not less than the labelled number of actuations.
10. Heavy Metals Pharmacopiea of concerned system
11. Pesticide Residues Pharmacopiea of concerned system
12. Aflatoxins Pharmacopiea of concerned system
13. Moisture  Content  (Powder | The limit for moisture content should be established based on results

dosage form)

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.
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VIII. Specifications for the finished product (optional)

Sr. No.

Parameter

Specifications/Limit

Droplet Size Distribution
/ Particle Size
Distribution*

If a laser diffraction method is used, droplet size/ particle distribution can be
controlled in terms of ranges for the D10, D50, D90, span[(D90 -D10)/D50],
and percentage of droplets less than 10 mm. For nasal sprays, mean D10,
D50, D90 values for a given bottle or canister can be computed from the
mean of up to three 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
Size measurement
(Powder dosage form)

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 (e.g.,
ellipsoid of relative uniform density) as well as the size of the pattern (e.g., no
axis is greater than x 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 least3cmapartwithin the
range of 3to7 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 (e.g., the time
sequence sound-triggered high speed flash

photography method, videotape 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 (e.g., 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.
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5. Effect of Dosing | Determine the comparative performance of the devices in terms of Spray
Orientation Content Uniformity and particle/droplet size distribution at various dosing
orientations

6. ProfilingofSprays Near | Determine the profiles of Spray Content Uniformity and droplet/ particle

Container  Exhaustion | size distribution of each individual spray after the point at which the labeled
(Tail off Characteristics) | number of sprays have been dispensed until no more sprays are possible
(i.e., the container is empty.
7. Effect of Storage on the | Particle size distribution to be evaluated
ParticleSize Distribution
8. Effect of Resting Time Determine the effect of increasing resting time on the first spray 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.
Sr. No. Parameter Description
1. Priming and Repriming inVarious | Determine number of Sprays recommended to prime or reprime
Orientations  (Liquid  dosage | the unit and approximate interval that can pass before the drug
form) product should be reprimed.

2. Temperature Cycling Determine effect of variation in temperature on finished goods
parameters, as applicable.

3. Preservative Effectiveness test If preservatives are used n the formulation, the minimum content
limit should be demonstrated as microbiologically effective by
performing amicrobial challenge assay.

4, Stability Studies Standard Stability Studies 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(e.qg., foil overwrap)

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

6. Drug Deposition on Mouthpiece | The purpose of these studies is to determine the amount of drug

and/or  Accessories  (Powder | deposited within the device constituent part during use, which can

dosage form) relate to cleaning requirements. Study Design: Measure the mean
amount of drug deposited per actuation on the mouthpiece or other
device constituent part components (e.g., spacers or valved holding
chambers).

7. Specific Rotation (Powder dosage | As applicable, based on the pure form of active used.

form)

8. Robustness  (Powder  dosage | Vibrational stability of powder mixtures should be demonstrated,

form) 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.
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Sr. No. Parameter Description
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 leach
form) from elastomeric or plastic components of the container closure
system or justified otherwise.
11. Spray content The spray discharged from then as alactuator should be thoroughly
uniformity(SCU) 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

XI.

As per the guidelines provided in concerned Pharmacopeia.
Safety and Efficacy Studies

Broadly safety and efficacy studies need to be conducted as per the guidelines provided in Rule 158(B) of the
Drug and Cosmetics Rules, 1945 and Amendments as well as those provided in General Guidelines for
Safety/Toxicity Evaluation of Ayush formulations, CCRAS, Ministry of Ayush, Govt. of India.

As per the requirement, safety/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 (e.g.
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
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

Sr.No. |

Parameter Description | Specifications/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/Crimp-on /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
Pump closure OD,mm Specify
Diptube length, mm Specify
Pump output, mcl/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 & Dustcap | Actuator shoulder height, mm Specify

Total actuator+ overcap height, mm Specify
Total actuator (without overcap) | Specify
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Sr. No.

Parameter

Description Specifications/Limit
height, mm
Weight of actuator, gm Specify
Weight of overcap, gm Specify

Pump and Actuator Fitment

As per approved sample

4. In Schedule M-I, after sub-clause 3.7, the following sub-clause 3.8 shall be inserted, namely:—

“3.8. For issue of license to the homoeopathy medicine with nasal spray as dosage form, the Licensing Authorities
shall follow the guidelines as per Schedule TB.”

[F. No. T.11011/3/2023-DCC]
B. K. SINGH, Jt. Secy

Note: The principal rules were published in the Gazette of India, vide, notification No. F. 28-10/45-H(1), dated the
21st December, 1945 and last amended, vide, notification number G.S.R. -, dated the -.

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064

and Published by the Controller of Publications, Delhi-110054. grvessm




		2023-12-14T12:05:49+0530
	SARVESH KUMAR SRIVASTAVA




