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(vrRft Paftee wgf o Winfloes faaee)

wfrgEm
¢ faeeht, 13 SR, 2002

At 566(3).— 3SRy oI v T Frm, 1945 a7 AR deiee IR & fore siaug i o
e, Ford St TR ek R 3IR T iy e EETEER AR & e
& qeErq Ay R waneE gt afufaem, 1940 (1940 =t 23) & 9rt 6 @ 3quw (1),
I (2) % T e uw 33 § I (1) % EE () §RT W Afekdt ot JEeT e g
ST T ¥, ST URT i STUETAR 08wt =fdeal 5t wrvert % g fomes sa warfa
BIF ol W ¥, SR foher ST & iR g & o ¥ i g oy et ) 39 ariE @,
foreenr 39 Tt i wfera, Rad gg srfugerr semfe < At ¥, ST & I9erT w0 @
S &, 45 T s aTafy st wmifer & gear f9aR fear s

R IRER FeoT HETer, TR Yeamie aranee) wae, s et 110001 w5 S s wih ;

Iegert faffee sty % Wiy, area famt st s Rt safda 3 i ame a1 geme
I ¥ 0, i TR g fera feran smam

wwq

Lo 37 T o dftae s aiefyy iR srames anmlt (Geieey) fam, 2002 #)
2. ¥ 1 vHad, 2003 i wew g
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3 arafir A7 vEe vt fraw, 1945 9,
() Fram 155-m & e ffafaa st foar smom, svei;-

155w sy, ey ol gt ot o oresft frfrmior warfer @ sramd s
- AR, fog a1 et aivefust 3 fafaiead o ot fafmior wefmt (fa) =

o7 o QR ergafenenfiat s R e s A st <97 F sifefe argag, few ok
gt atrafert ot oret ffmor wgferat w6t avdemadt & o S K |

(@) fram 157 4, (1) & gvary Frsfofiae swwentae fvm smom, sl :-
“(1e) e, faw ve A affest areght fafitor gzt w1 s ug o &
fT 73" T TS TR T g e, R g fafemior v o feremrr svadiaer Gendt

TR SUeTR HTT 3N ST it oyt & “F % @R ST & 9T F
U¥I, 3 A i 27a ¥ o) wEw 263 1 7 werer o AR e

() T 26 % e freiforftrr e afdeenfir femm smam, s -

W 26 % -1
(Fremr 155 - 3 ¥figm)

(3T, fag ol gt muﬁﬁ%ﬁmﬂﬂaﬁﬁﬁﬁ#ﬁgﬂﬁ (31.fa..) &1 v 9)

vt fear ser & f - A ITen fafor T
Ao, =t - A fem ¥ ol foraait
e 4. %, aﬂﬂﬁqaﬂtwwﬁﬁm 1945 w0} orget 7 4

affirerRrer 3 SFTAR 3ydE, Fag @ garh shfirl @ areh fafrmtor wgfodt = srommat w0
I Har ¥ |

T yETor us i | & fau et g
AR TR
EIE gam/
aTgeR, fag 3R !1=n=|°r
AmfEt &



M I—5 30) ] I o1 TS : TR

(=) g v W sl v e, s -

\ﬂﬂﬁﬁﬁ c(.:{s)
(Frm 157 3R5@)

Srgafees, fap ol gt
Arafirat & e et o g it

fFrfafan =1 g o & foag am 1 &R am 2 § st fafamior oefemt (arfam,)
Frremrgene fafe & st & :--

() st o fafmior & wgea st qrsl sforn ¥, fafie saferdt 2t ¥ ok dqwor @
IR %

(i) fafmior =t nfdear T ¥, S T T & R g W Y
(ii1)  va Fenferet farimor 3um fpe IR & ;
(iv) Ot faffae sinfiy A fashg 3 fora Preprelt st &, e seferet #4 ,

(V) TR gelt 9 3¢9 o g a & forn, vl e sivfdt 3 fafmfor 3 R
U g famm oiR wfsramail bt faefaa o o Prfore & w9 & qeaastieor
o IR e e Frdwor 3 fer war s aenfly, wRele Pt Sl o
atfufrm, 1970 % anii dorgdipa 4w, fag ol g < @Y dOR e 0 SR
w1 it ared & AR Tt il @ aeR o e 6w, ¥ oresh fafmior
ggioa (a.fan) Femdgeaa ¥
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wrer -1

st fafmtor vt
HRAFT GRAT ¢
fafmmior Wem o featefiaa o fee vt wam @ -
(1) o QR TS T AR R ;
(i)  fafaror niseen & ;
(i)  wenferdt forror arumT ;
(iv) YR A YER ;
(V) e

(vi) aqmﬁgﬂ,ma/aﬁw&xﬁgm
1.1  WIRT YW ;-

1.1 (%) safafr o afaw:

angafee, fag oIk gt siwfiat & fafmior & fow srem & we @ ueR e
et 3R S T 0 wehR o o SR T gt anfear T, Aol WA wivner an
frdlt T wREE & TYEe § T9E 8 w6, e e 1 yoreEs gy e g
Feafiren wiiere, got a1 ot feherar ¥

1.1 (&) v

FREM % T TRt o U w0 e areeaa gensti o it &1 Searg & W%
AR TERg ST 9T Piel, FOhi § qIRT e IEH T FehreT @R Qv B aifey) we
AR St o o ar der A At fafeon, s, e ol weer s o T s
TRE FEE Jfuf & oyl & ST Bt | 98 0 YR sttt g, e fo :

() =% ¥ fafwior wftwnat &, S So a1 S oft gu iR o @t S ¥, orged &
TH|

(i) ITER 3 A & sraferd AR TeET w@E % SR W« T '
A e B T, e b fafim st an oer doest & omaw & fae 99 &



[wr—amE3a)] M 1 TEIA - STHTHRT

STEH & &91 51 W 3R o afal o ugredt gro wfadsEer @ e @ Rrfaa
féen < s ofR femelt fafomtor 4 faaer o wvor & g o & wHifay § == -1 %)

(i) 78 Het AR Fri o Haw H AF  forw arfvraploe, Tf o srRfir &1 et
w8 (dram, w3k o) e @it ol R Q o Al e 5% o @ wre
AR foreera femar sweh | o et o fafeor dfimamd o sl & SAent S o
T AR = W oW Ay gl | et feener ot awaet @ oiR dar g R 3ae
YA I YT Jearq wfcreniia a1 v =1 & Wi

(iv) VSR & g H wfea sTor fe womett @t srawr @ win) fafmior o g A
e et fifem SR faem SR wfe st R &

(v) ot S W e ) B @ g ST e 2R S e arae e, faeg oot
3R et o famur & fore g Sragrh axa) s e

(vi) 31 e & Sur € e SR ot wfe e i @9 =i

(vil) [T W O et |, RReom e sinefir o siafi & fg Rre e fag
T ¥ A Y O &, I % o gk e e wilen | 9e @@ e w e
Siiferl arelt Ragat, #v @ o1 sl gRT wiwinEadanl/ge o @ wfa
Lt

1.1 () T S
faf-mior & wge <11 Y& oIk 99 Jafere) o 81 9 @ yers & fore e ey
AT SET ! AT |

1.1(") srafire %1 =@
fafaior srpAmt iR waTeTeTe % sTafyre St 3R S eraivre gerat @,
FHHRT AT AN T R RIheT Hu1d G5 Hehell &, G Fehan S

1.1 (¥) Amamt ot qey:

I R, T8 S S Hiewed, $er R A % SuET i didafer we
Ted! WfsFaTe i T &, T8 O T B €, W A IR gEe % fg fafmion dhemet
Q gerep T e ) st |

1.1 (®) IR
YERT & e Fame 8P 3R & dier W et @) 2Rt 8 fafie wer =t amiat
N et el deRfemT it #iR TR SR o eRor o ot gues vl w a
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1.1 (W) (&) Tt wmwh:

fafmtor 3 forg Surer wt  andt et wmiEl @ sl el ver § et fe
w1 fafmien, s ok smgag, fag olv el g o vge fafire arifivt % et &
YR T IWeh ferq O Iferet amrt & 39 1 fafreear e it eelt Qrasit eht Turaren @t
T e ol e fF T Hiew, gerfael Tguv @ wedw ol wie e anfk & wwor
THar @ ot s 9 9 et w3 fee O it sl g o aan &
Y, et Wl % IR A 3fee arel & Wy 59 waR Iu-fawnforey forar o e ¥ e e
I ITGHRT el H Glew I WS B ITAS PG O Woh | hemt wuplt IR T Y
MUY, ShfstT AT T B fireheust & wuy frafafiaa fafam semt =) sl afirt % waem
% fere arawrT st s e -

(1)  enfeeren Yot ot Tt GOnl |

(2) W g e G

(3) Oy e al

(4) ot =7 et

(5) gt ~IE-gfeat ar aRal % 9

(6)  aTRe, AR

(7) sl /gy iR ga |

(8) U wigw/frsryur 3iR wagEeR AT

e T HEROT % AT e S T Wi U dee @ agfed €9 @ usa @
At ST et G A, WET o i SIS e 8 ofR i shed wnnt it midefy
Y “qRterome” A “arfen eren “ordrpa” W off W w9 @ faaror e @ SEw
d9 4. e §. 3R W H wfty # ade & w9 4 fafere ma @t ggem off 3usfe
HU

wft s wrafie % A fog ST o) A | S W OW & engatks, fog el
T fardwt (semferdt frdsror Tereiiont 2afa) &7 O TR GRT SR warmenerait o
TRIETOT AT AT SR et T oh o] SR 0 8 ITNT o o1 et v
Fed! wrht W, o Fe annlt ER U8 | g2 S AR gue wu o T S el
HTTeh B et T} 3% foT “aget o7, uwet ST it wifsea siie W ) 39 et
[T Wt T, Ttetor 3R STHIG 91 aREid R ST % sifiiela T Smat

L1w(am et :-

wft e a9 Siae, woEE, Fger et agfea w7 ¥ deia @
S Wt e SR aTERe Scardt W AR W g udh 9 ¥ W fopn snd iR 3
G S |
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SR 8 ¥ AN TR w1t wfee A o qean “ed fafed &
% e IR I R 1 eia fern sum1 e Farfee) Frdmor wavmenen @ik fad g
IR AT YT W S 36 YT Feveiae we oiR fafed dar Sem st &
vfafcer @ gt YEaT WA A A A ¥, 7 FE AR R A w8 1§ g
feam s aer arpfsa dOR Al W d fagom ordamedt % orER e faar s
farcroT atfireiwat =t e aafire wa1 sTom)

ofs et stigafaer, fag it g stfy & fore fadi sewor emedt =t anervasan
el & T R AT YR § 3Tarvdsh A e STUsTaT Wt sgew i ST

1.1 () ®Td®HoT WH :

fafmior & o forelt ot Tfshar & e Soe 3l amoft, R e g fraem
feram sttt &, < =afted we & fou gate wr (fafmtor sie sarfer fadaon) #t s #i
S, fored feh g SiR GRIATT HIEIAROT Y Ge S o a iR Fafve sife, e
bl % s # e ST o fadt oft Sifam o e o gx forar o e oI ue st
R FSY 7 Gferigwor d @rEer W et fen o we it e 3w ofer § fafufim, seia
a7 431 33 ST B

1.1 (I) FUHRT BT @A, T, AT AR AT

I F Fifaa o FeR i I @ ged @) FHER & o w9 Fi
WA AR AT % foru Suga ot o € T 8 IR s w1 et & el o o anifarer
B &1, U 3R e o forw e a wiftene aimarwr &1 safaere wsan 3 fog water gfawret
Ao §R 3T fhu S F gue-2 Trarerdl @ syawr @ Sl ok U v
YT T W QTR W1 WX STARET BRT | SHERI ol 397 o 5ot % fon AR o7
AT B Ta- o o1 off faurail st srewen @

1.1 () Fafewan g :

fafamien frafehad = ot sgawn o -
(%) TR I99R & o0 vaiuy gfawms ;
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(&) FAHRT F AR F ang fofecia wism ok Iuk gvard av § uw R fad v
faftrcaes o smafus s o faviy ok @ Wepmvr @ gfea, o w9 8 TEa w et 36
FfeRg v ST |

1.1 (%) wgftedt ol Sweaee

Hferan v 3R 3R faffi sag =6t weta R R e gu faftor fae s o fora
SR IITR S AT A & wnfer ¥ 4 et (faega o amsy i) svedn gt &y
¥ e ARl BT, Iueter T A TR ofete fafemior ik S ERer, G,
U, T, T, TE, T, Fhoexienor, Y, W, daet o 3R Ao anf F 3wam
fepn I oot 4 ot ¥1 FHBRT & HEeW § G § wEeE & o d agge ® 9 9
fshanadi o et @ giAfRed e o fo 3 el o el w0t et % s S e
w9 W SugeR @A giafRaa far smam | &7 el ok et ) T w3 e i
e 3R Sfae W | gHen rReru fohar o fafier fie o Saee AR ARt @
eft v 297 # IR o man ¥

TeE WY S qEE, AReT R HR-faea % fon wfea 9, e Ao
wisrand sfirenfore st S Tfe

1.1 () ¥ fafmior sfirerer :

Frafendt faffim ses (e fAffa o 98 ol wiafae afwfu) =t fore =1
oM A TEd g fatifha stgafs, faw ok garh shwfidt & vl @m0 =1 & fafmio
afvierg wam | fafmior srfirdrat o sveelt wmlt wt et oiR siER @ st &t 78 3T
st &1 wrEr e, Tafmior 3 fafus weal & R fen o wierl, @ I, shias daor
3 TR GO ST STTeres Y, a1 sty SR ware |t Afufram 1940 (1940
23) #} uget gt § afowy sngas, fag R gaR F orrifeT qwe F A & W
Juaty foa ST ovafRE &1 A a6 sfarie st Wl | o e annlt | o) 3R
eag § fafaniar gro oiiie aToe soar o faman war St odeer off §1 3 sthwera seeem
Feas AR Fatere) Fder wifies gRT G €9 A i & R SR & S &
afirera, 3t B &, Q¥ ife el & g siafa =t 1§ Awfuat # arba oiR W
Hfea, AR S vier # fafiafie siefy & afowor & =R % g @ st fafa stsfat
i T T T IR AR it qeiert & um e & g & 3 faee @l feeet
IGLEEEIEE RIS

fafvrr g, v, o & e ol sridfte Suam % et & e, fafre dwor
g % oo a9T 3! antE, ST, Tene 3R 3wl o e T ST STavas
B e |
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1.1 (3) Tavor e :

A9 ¥ de 3R G e A9 AT B G TR F SR |, Ay sravass &, YR,
fog 3R gl sl & vt & o fasha iR faoror o srfrera W@ g | Sfiera T@q
) 37y 49 ¥ TEEH B D ARG B =iET)

1.1 (%) TR fvrant wr Afvw:

fafuian, sR o faska fipe 1o Seagl & Gew o s FreiR ferepraat @ weft Ret At
T & o T Eorer i fafma O s el W e wl etienst, 39
forepraat @ et fafaaiaiet gry faa o srawl @t afiee @ 3R we & SR feresrat
= TR ) Aokt & FeTe SR Wt T GUR e o sifvera o w@m fafmien 6 wr
) oy § T IR I WREEmR o v fererrt o st of weg w1 d
R & Tt off fordtaror 3 = Fdwavr o ferg Suere &

e fatien g aTgafee, fag ok gt sl & Sy & aitomraey Redt
wfereper wifcfsran =t R % forg wer gare e v smam, faf-miar faret sfceper widfman =
=T g sy Frarer % forn e T a8 I o faedh fareler & eor ¥ &R = il
yfufirad greal § qEe | 8 stfafefiad & a1 3 w97 SueI g |

1.1 () ¥nfet Framom:

TR SRR & 370aT &) STl ¥ 36 9 a7ot & ofceRt § 91 SRR GRS
TRRT ST 3 AN § #aferet freer s o fae yfaer ooy s o,
TR, famg R g Swsfta 9 % ogER 1 St adwor Suerey 6 X, @l e
faferatan 3 fafrer an of=r Iuefey Ga & SIER foRl ST a1feq | Faierel faer STgum
aoft = wiva ST, SRR S i A A R IR R 2w
Faferdt @ Formor o PR 4R et sier/ATeTR o Frenrdt b o W & 3w ferg et
fpT ST BTor SR SR SMfyuEa: U9 walee) FdEer & fan o ges faves g
e frrmron s o faetafiga gfewd g, s, -

Tl fior arpumT o Tt 150 ot e 1 ey &1 afed |

et Ffy ) veaT & fora frder qeeh ok e R o st e

fafir ufsramait & fora fafmmior stfirera Ta @ alew |

IR ICART F T F 10 v A % AR Searl & i A e & S

ARG qh T S |

5 sAqunal @t frs ot e anh, o daw fee o Seam ol AR IS T SR
¥, TR o1 YAEEIT SR I A S

6  airfudr & fog frar oty wmTor o woger awdealt @ Ao e |

7 ) fafmin, < 93 wiafae sTgER, faw, T siwfual @ fafarior #¢ W@ &, T

fofir aimafidt = amem are foh fafadar otk o fden st 8T

BN
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8  THfafa =t fafafse sl v ufrar 1 sifirerg, swfe “aremr” “méa” @R g2 @
e &R fafmiar g ot 718 v wfsra 1 etfirelg T s
9  TEU, Y& 3R NETHT 3 AU I TR 1, ST RS SRR G Hehite St &6
HGSR, Fag 3 T vgler & Heifua wmienitar § fig 7o §, seumerr fawan smom
10 aodt eveelt Tl oht QR EEWOT R R WS o g QWY San] deuer % fe
TR o s
11 wenferet fomon arguam & o @ o0 trefalias sfE dm----
() e tm wE, Sos am, g el we ufeg afafwm, 1970
(1970 =7 48) Wt Tt 2 % 37l HIRFABIG Mg/ R/ v ¥
T 3 W = S v o U gt fagmreares famrasst faam
o AT 36T 8, % eI a1 AR YR 9T & T ¥
() fofuiar wwe & ar 35 (i) § aun fesfaa wfeR) Fsor seprs &
farerearar 3 serferd) frdsmn swy fedt araan wer sgag fag T gAmT
Nl yEwTeen | afwfy it vaem annlt sfafem % fem 160w & andia
TRpeuT 3 FRT R e s |
(iil)  Tawmiver & 78 SR S gE W 20 H STRiE ¥

1.2 Forsftavey searg % forg arde:
1.2 (=) Fafmitor e

faeftan] sngafiess, T @ik fag stsfar & fafamior & fog U8 gerss aRaftsT &
e st s i fafafe v @ 5@ vaee & fow sfrsfead fevar s &7 & 9 waw
% o0 oy ARl @l e B oI STavasE TY € He ¥ e e Ol A W 6 9
Tanferr &1 R el s & for et argferes fafamtor fevan st &, amy o1 Sharo e
HA T IR (a1 Fden) & e 9§ i fopar stmamm oiR <1 o) gU & o qEe |
IR FEE W R FiEet St T W S 9GS S 6 ST SR SHh 9eE
SHiforad: TG T Aerg v s fsiam) fafagior & O wh saat o, @ 9R
foipmor & g I W & fow sifvsfona famar sy fostlanoy fafmior & foro wdt
angafeen, fag ok gt ofwfy fafanior & o1 ket & SR s gl #se
foran ST O TS % ot i et Al @ S A sl 39 e sfere
peeis ol

fafmior & o warer wfuwa siffeer Tt =g den o & el g@vm fafmior g
o g R 3R B % fo sTeRer o S arelt faew sfshen fetfer Brit ol 9 SoRfem
ferar s |



Lami—ar 30 )

MWE I TSTA 2 STATER

1i

Tt atrgafen, fog &R e sisfy % fafadior & fog, foeé s sifaw smemt
fetteroper faperm s ae &, 351 7 festg 9, feltamopeor & fo sofaa SemR) & 9B
FrsiTamopna Seqrat & frel ST &t Sureaar @ vaia fwar o sifaw w9 9§ Fetargga
IeqRT ot 9 b, &t o fesirga ¥, MR-frsflamma iR fsftamga scst & amaw | e T
Sl FTEAT I FERd forar s

1.2 (3m) dguur AW frsor % ui yataentan

() T w9 9§ faen a1 % gores s o fafmior Wheamd e a1 s % ok faom arei
ST T AT

(%) SRIGEHIOT &1 H $18 520 T[T ST 0 T AT |
(1) e Ferserrereh 92RT @l e STl
(1) forstian] Searst o fort werfier wae Fotramoyg arg gt @t stfirereamr |

() WIS ot &) Ao A @ it ST iR g8 Hel SRR A §Y SR
NTeRE a1 ST 3 ST § e S SATE S|

() @i, R ST Hiett % S-SR S B ST 3 TR fasdry freffen wad
et g & e gy e & for faafa weer & sfea vam-ved g | wie
T ST

(%) AT WRTHE R SR dER NS, 39 ¥ ifay famor % g dgifas
FeTE AR SAE W ST el 3T g Rl |

Wﬂ@%ﬁ&‘ﬂﬁqmﬁ%ﬂwq&mwmmwmﬂ,m
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W 2

(%) gy, fag i =t simfirat & fafvw wemit % Rafmior & frg Raenfer £
st myftet, St A g fafmtor ufrart wt et

Irafly % s wat % oy Suzfim o weit siefir ¥ orwr wart & faftmtor & fore ot
Iugi it o w1 R e ge Rfmivemdt d st yoiR, wedt st sraee e

%t Ao ¥ et & g oft v T
g, | SO HINET | SO A | a8 HKY SORRT SR T h TR € |
faferator =
1 2 3 4
T TRt
% fem 1200 a7
fhe = vuya
FHad  foveE
e,  smesid
871 g AR
siofumi 3t
ufemr o fafafi
=t S & qr 400
T R @
afafa &=
STUfEA T |
1. | smffue 100 =1l 2 AR RET W 08 WA ma
| /e |
2. o e/ | 200 9 g | O/ foa /GO AFER  (Hov /Ay
B A & o7 forrex |
3. |wely @y | 100 @ e fow, 58 fasor o wesk fasmr 4,
AR fefmat W U, WAAW @i, fehat & g |
deru & fau smm oiv famfum = =i
faeifua mierts @i =t (e & fosor
| foT) Tel st o
4 [ yeasRd | 150 @ ge e, PSRN It S/ TNAT HoTh,
e/ wea/ fage (feregm aftarfer) de/ o R, Frewmes g,




(| == 3(1) ]

YR 31 T : TR

FR/FT/T | TS @I, e
5. T 100 77 Gz HISTel o TUEUT % [T THES) o q, BRI |
ot HR faf-mtor w1 o e g
) 3T RTARTHY ATl i e B
6. | et 1005 G2 | ], RISTHRE, Sl A, e,
HE FROT FRA 3R e ger |
7. | sfiedy e | 100 g e =F YT 99, iRt sinefer sidede fasor
T T, Ug TR/ fuet (5787 oraferd &) weAea et
HBROT 3UMH, LA LI Yol |
8. |umw et | 100 @ g et ST forere! fersehreren U o BT 31K
HE  AREH T TS Y BT AMC, T H Fary AN
I B I Tl 37 LA I HgROT A |
9. |um= 150 &t e feem v, fAshaes drat o TR WS I,
FERBEI | S AT, e aiEe A9, {Ser iRy
T/ qHATE & fthowy, F 9T Zant fotam 2 o1l &/
T4 RO 7, 9t g mefia |
10, [omwe/mis [ 200eiye | a@ o wR Al §1 fehvad bl A AR |
THET AT STET 3Taeash &l | fhoex 0a |
TARE: 100 &7 Fe S SR A § I W & Srea g
I S0 3 -
12 | srfff 100 & § qE GO ehl, ST WA, g9 WU ol
fay 2 =l &Y TEedm fromd/ feeer o,
59 [R&07 SR |
13. | d=fgaim 100 o1 = WS, FRTY LA Wl g TelT, AT @I,
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Indian Systems of Medicine and Homocopathy)
NOTIFICATION
New Deltu, the 13th August, 2002

G.S.R 566(E):— The following draft of certain rules further to amend the Drugs and
Cosmetics Rules, 1945, which the Central Government after consultation with the
Ayurvedic, Siddha and Unani Drugs Technical Advisory Board proposes to make, in

2531 GIf2002—3
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exercise of the powers conferred by clause {a) of sub-section (I} of section 33-N read
with sub-section (I), clause (d) and (f) of sub-section {2) of section 6 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 said draft rules will be taken into consideration after the
expiry of a period of 45 days from the date on which copies of the Official Gazeite in
which this notification is published, are made available to the public;

Objections or suggestions, if any, may be addressed to the Secretary,
Department of Indian Systems of Medicine & Homoeopathy, Ministry of Health and
Family Welfare, Indian Red Cross Society Building, New Delhi 110001;

Any objection or suggestions, 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. v

DRAFT RULES

1. These rules may be called the Drugs and Cosmetics { - Amendment)

Rules, 2002.

2. They shall come into force on the 1=t January, 2003.

3. In the Drugs and Cosmetics Rule, 1945,

(a) after rule 155-A, the following shall be inserted, namely:-
"155-B Certificate of award of G.M.P. of Ayurveda, Siddha and Unani Drugs:
The certificate of Good Manufacturing Practices (GMP) to manufacturers of
Ayurved-Siddha or Unani drugs shall be issued to licensee who comply with the

requirements of Good Manufacturing Practices (GMP) of Ayurveda, Siddha and
Unani drugs as laid down in Schedule T".

(b) in rule 157, after condition (1), the following shall be inserted, namely:
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"(1A) For getting a certificate of '‘Good Manufacturing Practices of Ayurveda-
Siddha-Unani drugs, the applicant shall make an application on a plain paper,
providing the information on existing infrastructure of the manufacturing unit,
and the licensing authority shall after verification of the requirements as per
Schedule “T", issue the certificate within a period of 3 months in Form 26E-1",

(c) after Form E, the following form shall be inserted, namely:-
Form 26E-1
(See rule 157-B)

(Certificate of Good Manufacturing Practices (GMP) to manufacturer of Ayurveda,
Siddha or Unani drugs):

Certified that manufacturing unit licensee, namely .............cccoun.een. , Situated
- | State ........ooeenee License No. .....ccovvvunnnne comply with the requirements
of Good Manufacturing Practices (GMP) of Ayurveda-Siddha-Unani drugs as laid
down in Schedule T of the Drugs and Cosmetic Rules, 1945,

This certificate is valid for a period of three years.

Dated: Signature
Designation/
Place: Licensing Authority for Ayurveda/
Siddha/Unani Drugs.

(d) for Schedule "T", the following shall be substituted, namely:-
SCHEDULE 'T"
(8ee rule 157)

GOOD MANUFACTURING PRACTICES FOR
AYURVEDIC, SIDDHA AND UNANI MEDICINES

The Good Manufacturing Practices (GMP) are prescribed as follows in Part I
and Part II to ensure:-

(i) raw materials used in the manufacture of drugs are authentic, of prescribed
quality and are free from contamination;

(ii) the manufacturing process is as has been prescribed to maintain the
standards;

(i)  adequate quality control measures are adopted;

(iv)  The manufactured drug which is released for sale is acceptable quality;

(v) to achieve the objectives listed above, each licensee shall evolve methodology
and procedures for following the prescribed process of manufacture of drugs
which should be documented as a manual and kept for reference and
inspection. However, under IMCC Act 1970 registered Vaidyas, Siddhas and
Hakeems who prepare medicines on their own to dispense to their patients
and not selling such drugs in the market are exempted from the purview of
Good Manufacturing Practices (GMP).
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PART I
GOOD MANUFACTURING PRACTICES
Factory Premises:
The manufacturing plant should have adequate space for:-

(1) receiving and storing raw material;
(ii) manufacturing process areas;

(iiij  Quality Control section;

(iv)  finished goods store;

) office.

(vi) rejected goods/drugs store.

1.1 General Requirements:
1.1(A) Location and surroundings:

The factory building for manufacture of Ayurveda, Siddha and Unani
medicines shall be so situated and shall have such construction as to avoid
contamination from open sewrage, drain, public lavatory or any factory which
produces disagreeable or abnoxious odour or fumes or excessive soot, dust or
smoke,

1.1(B) Buildings:

The building used for factory shall be such as to permit production of drugs
under hygenic conditions and should be free from cobwebs and insects/rodents. It
should have adequate provision of light and ventilation. The floor and the walls
should not be damp of moist. The premises used for manufacturing, processing,
packaging and labelling will be in conformity with the provisions of the Factory Act.
It shall be located 80 as to be:

() Compatible with other manufacturing operations that may be carried out in
the same of adjacent premises.

()  Adequately provided with working space to allow orderly and logical
placement of equipment and materials to avoid the risk of mix up between
different drugs or components thercof and control the possibility of cross
contamination by other drugs or substances and avoid the risk of omission
of any manufacturing or control step:

(Il) Designed, constructed and maintained to prevent entry of insects and
rodents. Interor surface (walls, floors and ceilings) shall be smooth and free
from cracks and permit easy cleaning and dis-infection. The walls of the
room in which the manufacturing operations are carried out shall be
impervious to and be capable of being kept clean. The flooring shall be
smooth and even and shall be such as not to permit retention or
accumulation of dust of waste products.
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(YV) Provided with proper drainage system in the processing area. The sanitary
fitting and electrical fixtures in the manufacturing area shall be proper and
safe.

V) Furnace/Bhatti section could be covered with tin roof and proper ventilation,
but sufficient care should be taken to prevent flies and dust.

(VI) There should be fire safety measures and proper exits should be there.

(VII) Drying Space:- There be separate space for drying of raw material, in process
medicine or medicines require drying before packing. This space will be
protected from flies/insects/dust etc., by proper flooring, wire-mash window,

glass pans or other material.

1.1{C) Water SBupply:

The water used in manufacture shall be pure and potable quality. Adequate

provision of water for washing the premises shall be made.
1.1(D) Disposal of Waste:

From the manufacturing section and laboratories the waste water and the
residues which might be prejudicial to the workers or public health shall be
disposed off.

1.1(E) Container's Cleaning:

In factories where operations involving the use of containers such as bottles,
vials and jars are conducted, there shall be adequate arrangements separated from
the manufacturing operations for washing, cleaning and drying of such containers.

1.1(F) Stores:

Storage should have proper ventilation and shall be free from dampness. It
should provide independent adequate space for storage of different types of
material, such as raw material, packaging material and finished products.

1.1(F)(A) Raw Materials:

All raw materials procured for manufacturing will be stored in the raw
materials store. The manufacture based on the experience and the characteristics
of the particular raw material used in Ayurveda, Siddha and Unani system shall
decide the use of appropriate containers which would protect quality of the raw
material as well as prevent it from damage due to dampness, microbiological
contamination or rodent and insect infestation, etc. If certain raw materials require
such controlled environmental conditions, the raw materials stores may be sub-
divided with proper enclosures to provide such conditions by suitable cabinization.
While designing such containers, cabins or areas in the raw materials store, care
may be taken to handle the following different categories of raw material:-

(1) Raw material of metallic origin.
(2) Raw material of mineral origin.
(3) Raw material from animal source.
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(4) Fresh herbs.

(5) Dry herbs or plant parts.

(6) Excipients etc.

(7) Volatile oils/perfumes and flavours.

(8) Plant concentrates/extracts and exudates/resins.

Each container used for raw material storage shall be properly identified
with the label which indicates name of the raw material, source of supply and will
also clearly state the status of raw material such as 'UNDER TEST' or 'APPROVED
or 'REJECTED'. The labels shall further indicate the identity of the particular
supply in the form of batch no. or lot no. and the date of receipt of the
consignment.

All the raw materials shall be sampled and got tested either by the in-house
Ayurvedic, Siddha and Unani experts (Quality control technical person) or by the
laboratories approved by the Government and shall be used only on approval after
verifying. The rejected raw material should be removed from other raw material
store and should be kept in separate room. Procedure of ‘First in first out' should
be adopted for raw materials wherever necessary. Records of the receipt, testing
and approval or rejection and use of raw material shall be maintained.

1.1(F)(B) Packaging Materials:

All packaging materials such as bottles, jars, capsules etc., shall be stored
properly. All containers and closure shall be adequately cleaned and dried before
packing the products.

1. 1{F)(C) Finished Goods Stores:

The finished goods transferred from the production area after proper
packaging shall be stored in the finished goods stores with an area marked
"Quarantine”. After the quality control laboratory and the experts have checked the
correctness of finished goods with reference to its packing/labelling as well as the
finished product quality as prescribed, then it will be moved to "Approved Finished
Goods Stock" area. Only approved finished goods shall be dispatched as per
marketing requirements. Distribution records shall be maintained as required.

If any Ayurvedic, Siddha and Unani drug needs special storage conditions,
finished goods store shall provide necessary environmental requirements.

1.1{G) Working space:

The manufacturing area shall provide adequate space (manufacture and
quality control) for orderly placement of equipment and material used in any of the
operations for which these are employed so as to facilitate easy and safe working
and to minimize or to eliminate any risk of mix-up between different drugs, raw
materials and to prevent the possibility of cross contamination of one drug by
another drug that is manufactured, stored or handled in the same premises.

1.1(H) Health Clothing, Sanitation and Hygiene of Workers:

All workers employed in the factory shall be free from contagious diseases.
The clothing of the workers shall consist of proper uniform suitable to the nature of
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work and the climate and shall be clean. The uniform shall also include cloth or
synthetic covering for hands, feet and head wherever required. Adequate facilities
for personal cleanliness such as clean towels, soap and sctubbing brushed shall be
provided. Separate provision shall be made for lavatories to be used by men and
women, and such lavatories shall be located at places separated from the
processing rooms. Workers will also be provided facilities for changing their clothes
and to keep their personal belongings.

1.1(I) Medical Bervices:
The manufacturer shall also provide:-

(a) Adequate facilities for first aid;

(b) Medical examination of workers at the time of employment and periodical check
up thereafter by a physician once a year, with particular attention being devoted
to freedom from infections. Records thereof shall be maintained.

1.1(J) Machinery and Equipments:

For carrying out manufacturing depending on the size of operation and the
nature of product manufactured, suitable equipment either manually operated or
operated semi-automatically (Electrical or steam based) or fully automatic
machinery shall be made available. These may include machines for use in the
process of manufacture such as crushing, grinding, powdering, boiling, mashing,
burning, roasting, filtering, drying, filling, labeling and packing etc. To ensure ease
in movement of workers and orderliness in operations a suitably adequate space
will be ensured between two machines or rows of machines. These machinery and
equipments have to be properly installed and maintained with proper cleaning. List
of equipments and machinery recommended is indicated in Part I A.

Proper Standard Operational Procedures (SOPs) for cleaning, maintaining
and performance of every machine should be laid down.

11.(K) Batch Manufacturing Records

The licencee shall maintain batch manufacturing record of each batch of
Ayurvedic, Siddha and Unani drugs manufactured irrespective of the type of
product manufactured (classical preparation or patent and proprietary medicines).
Manufacturing records are required to provide an account of the list of raw
materials and their quantities obtained from the store, tests conducted during the
various stages of manufacture like taste, colour, physical characteristics and
chemical tests as may be necessary or indicated in the approved books of
Ayurveda, Siddha and Unani mentioned in the First Schedule of the Drugs and
Cosmetic Act, 1940 (23 of 1940). These tests may include any in-house or
pharmacopoeial test adopted by the manufacturer in the raw material or in the
process material and in the finished product. These records shall be duly signed by
Production and Qualify Control Personnel respectively., Details of transfer of
manufactured drug to the finished products store including dates and quantity of
drugs transferred along with record of testing of the finished product, if any, and
packaging, records shall be maintained. Only after the manufactured drugs have
been verified and accepted quality shall be allowed to be cleared for sale.
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It should be essential to maintain the record of date, manpower, machine
and equipments used and to keep in process record of various shodhana, Bhavana,
buming in fire and specific grinding in terms of internal use.

1.1(L) Distribution Records:

Records of sale and distribution of each batch of Ayurveda, Siddha and
Unani drugs shall be maintained in order to facilitate prompt and complete recall of
the batch, if necessary. The duration of record keeping should be the date of expire
of the batch.

1.1(M) Record of Market Complaints:

Manufacturers shall maintain a register to record all reports of market
complaints received regarding the products sold in the market. The manufacturer
shall enter all data received on such market complaints, investigations carried out
by the manufacturers regarding the complaint as well as any corrective action
initiated to prevent recurrence of such market complaints shall also be recorded.
Once in a period of six months the manufacturer shall submit the record of such
complaints to the Licensing Authority. The Register shall also be available for
inspection during any inspection of the premises.

Report of any adverse reaction resulting from the use of Ayurvedic, Siddha
and Unani drugs shall also be maintained in separate register by each
manufacture; The manufacture shall investigate any of the adverse reaction to find
if the same is due to any defect in the product, and whether such reactions are
already reported in the literature or it is a new observation.

1.1(N) Quality Control:

Every licensee is required to provide facility for quality control section in his
own premises or through Government approved testing laboratory. The test shall be
as per the Ayurveda, Siddha and Unani pharmacopoeial standard. Where the tests
are not available, the test should be performed according to the manufacturers
specification or other information available. The quality control section shall verify
all the raw materials, monitor in process quality checks and control the quality of
finished product being released to finished .goods store/ware house. Preferably for
such quality control there will be a separate expert. The quality control section
shall have the following facilities:

(1) There should be 150 sq. ft. area for quality control section.

(2) For identification of raw drugs, reference books and reference samples should
be maintained.

(3) Manufacturing record should be maintained for the various processes.

(4)  To verify the finished products, controlled samples of finished products of
each batch will be kept for till the expiry date of product.

(5) To supervise and monitor adequacy of conditions under which raw materials,
Semi-finished products and finished products are stored.

(6) Keep record in establishing shelf life and storage requirements for the drugs.
(7) Manufacturers who are manufacturing Patent Proprietary Ayurveda, Siddha
and Unani medicines shall provide their own specification and control

reference in respect of such formulated drugs.
(8) The record of specific method and procedure of preparation, that is,
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"Bhavana", "Mardana” and "Puta” and the record of every process carried out
by the manufacturer shall be maintained.

(9) The standards for identity, purity and strength as given in respective
pharmacopoieas of Ayurveda, Siddha and Unani systems of medicines
published by Government of India shall be complied with.

(10) All raw materials will be monitored for fungal, bacterial contamination with

-~ aview to minimize such contamination.
(11)  Quality control section will have a minimum of

(1) One person with Ayurveda/Unani/Siddha qualification recognized under
Schedule II of Indian Medicine Central Council Act 1970. Two other persons
one each with Bachelor qualification in Botany/Chemistry/ Pharmacy could
be on part time or on contractual basis.

(i1) The manufacturing unit shall have a quality control section as explained
under Section 35 (ii). Alternatively, these quality control provisions will be
met by getting testing etc., from a recognized laboratory for Ayurveda,
Siddha and Unani drugs; under Rule 160-A of the Drugs and Cosmetics Act.
The manufacturing company will maintain all the record of various tests got
done from outside recognized laboratory.

(iif)  List of equipments recommended is indicated in Part II C.

1.2 Requirement for Bterile Product:
1.2 (A) Manufacturing Areas:

For the manufacture of sterile Ayurvedic, Unani and Siddha drugs, separate
enclosed areas specifically designed for the purpose shall be provided. These areas
shall be provided with air locks for entry and shall be essentially dust free and
ventilated with an air supply. For all areas where aseptic manufacture has to be
carried out, air supply shall be filtered through bacteria retaining filters (HEPA
Filters) and shall be at a pressure higher than in the adjacent areas. The filters
shall be checked for performance on installation and periodically thereafter the
record of checks shall be maintained. All .the surfaces in sterile manufacturing
areas shall be designed to facilitate cleaning and disinfection. For sterile
manufacturing routine microbial counts of all Ayurvedic, Siddha and Unani drug
manufacturing areas shall be carried out during operations. Results of such count
shall be checked against established in-house standards and record maintained.

Access to manufacturing areas shall be restricted to minimum number of
authorized personnel. Special procedure to be followed for entering and leaving the
manufacturing areas shall be written down and displayed.

For the manufacturing of Ayurvedic, Siddha and Unani drug that can be
sterilized in their final containers, the design of the areas shall preclude the
possibility of the products intended for sterilization being mixed with or taken to be
products already sterilized. In case of terminally sterilized products, the design of
the areas shall preclude the possibility of mix up between non-sterile and sterile
products,

2531 GlI2002—-4
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1.2 (B) Precautions against contamination and mix:

(a) Carrying out manufacturing operations in a separate block of adequately
isolated building or operating in an isolated enclosure within the building.

(b) Using appropriate pressure differential in the process area.
(c) Providing a suitable exhaust system.
(d) Designing laminar flow sterile air systems for sterile products.

(€) The germicidal efficiency of UV lamps shall be checked and recorded
indicating the burning hours or checked using intensity.

® Individual containers of liquids, and opthalmic solutions shall be examined
against black-white background fitted with diffused light after filling to
ensure freedom from contamination with foreign suspended matter.

by the Licensing Authority shall check and

() Expert technical staff approved
oretical yield before final distribution of the

compare actual yield against the
batch.

All process controls as required under master formula including room
Temperature, relative humidity, volume filled, leakage and clarity shall be checked

and recorded.



[Wr IT—amE 3(1) ]

YA 31 TIYA . TATYRT

27

manufacturing of other category of medicine also.

PART - 11

LIST OF RECOMMENDED MACHINERY, EQUIPMENT AND MINIMUM
MANUFACTURING PREMISES REQUIRED FOR THE MANUFACTURE OF

VARIOUS CATEGORIES OF AYURVEDIC,

MEDICINE.

SIDDHA SYSTEM - OF

One machine indicated for one category of medicine could be used for the

Similarly some of the

manufacturing areas like powdering, furnace, packing of liquids and Avaleha, Paks,
could also be shared for these items.

8.N. Category of Minimum Muachinery/equipment
Medicine manufacturing space recommended.
required.
(1) (2) (3) (4)
1200 sq. ft. covered area
with separate cabins
partitions for  each
activity. If Unani
medicines are
manufactured in same
premises an additional
area of 400 sq. ft. will be
required.
1. Anjana/Pisti 100 sq. ft. Kharal/mechanized /motorized
kharal, End runner/Ball-Mill
Sieves/Shifter.

2. Churna/Nasya 200 sq. ft. Grinder /Disintegrator/
Manjan/Lepa Pulverisar/Powder mixer/
Kwath Churn Sieves/shifter.

3. Pills/Vati/ 100 sq. ft. Ball Mill, Mass Mixer/ Powder
Gutika Matrica mixer, Granulator drier, tablet
and tablets. compressing machine, pill/vati

cutting machine, stainless
steel trays/container for
storage and sugar coating,
polishing pan in case of sugar
coated tablets, mechanized
chattoo, (for mixing of
guggulu) where required.

4. Kupi pakva/ 150 sq. ft. Bhatti, Karahi/ stainless steel
Ksara/ Parpati/ vessels/Patila flask, Multani
Lavana Bhasma Matti/Plaster of Paris, Copper
Satva/Sindura Rod, Earthen container, Gaj
Karpu/Uppu/ Put Bhatti, Muffle furnace
Param (electrically operated) End/

Edge Runner, Exhaust Fan,
Wooden/S.S. Spatula.

5. Kajal 100 sq. ft. Earthen lamps for collection of
Kajal, Triple Roller Mill, End
Runner, Sieves, S.S. Patila,
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Filling/packing and
manufacturing room should
be provided with exhaust fan
and ultra violet lamps.

Capsules

100 sq. ft.

Air conditioner, De-humidifier,
hygrometer, Thermometer,
Capsule filling machine and
balance.

Ointment/
Marham Pasai

100 sq. ft.

Tube filling machine, Crimping
medicine /Ointment mixet,
End Runner/Mill (where
required), 5.58. Storage
container, S.S. Patila.

Pak/Avaleh/
Khand /Modak/
Lakayam

100 sq. ft.

Bhatti section fitted with
exhaust fan and should be fly
proof, iron Kadahi/ S.S. Patila
and S.8. storage container.

Panak, Syrup/
Pravahi Kwath
Manapaku.

Tinctum press, exhaust fan
fitted and fly proof, Bhatti
section, Bottle washing
machine, Filter press/Gravity
filter liquid filling tank with
tap/liquid filling machine, P.P.
Copping machine.

10.

Asava/Aristha

200 sq. ft.

Same as mentioned above.
Fermentation tanks containers
and distillation plant where
necessary, Filter Press.

11.

Sura

100 sq. ft.

Same as mentioned above plus
distillation plant and transfer

pump.

12.

Ark/Tinir

100 sq. ft.

Maceration tank, Distillation
plant, Liquid filling tank with
tap/Gravity filter/Filter press,
Visual inspection box.

13.

Tail/ Ghrit/ Ney

100 sq. ft.

Bhatti, Kadahi/S.S. Patila S.S.
Storage containers, Filtration
equipment, filling tank with
tap/Liquid filling machine.

14.

Aschyotan/
Netra-Malham
Panir, Karm
Bindu
Nasavindu.

100 sq. ft.

Hot air oven electrically heated
with  thermostatic control,
kettle gas or electrically heated
with suitable mixing
arrangement collation mill or
ointment mill, tube filling
equipment, mixing and storage
tanks of stainless steel or of
other suitable material
sintered glass funnel, seitz
filter or filter candle, liquid
filling equipment, autoclave, |

15.

Each
manufacturing

200 sq. ft.
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unit will have a
separate area for
Bhatti, furnace,
boilers, puta,
etc. This will
have proper
ventilation,
removal of
smoke,
prevention of
flies, insects,
dust etc. The
furnace section
could have tin
roof.

manufacturing of other category of medicine also.

LIST OF MACHINERY, EQUIPMENT AND. MINIMUM MANUFACTURING
PREMISES REQUIRED FOR THE MANUFACTURE OF VARIOUS
CATEGORIES OF UNANI SYSTEM OF MEDICINES.

One machine indicated for one category of medicine could be used for the

Similarly some of the

manufacturing areas like powdering, furnace, packing of liquids could also be
shared for these items.

8.N. Category of Minimum Machinery/equipment
Medicine manufacturing space recommeonded.
required.
(1) (2) (3) (4)
1200 sq. ft. covered area
with separate cabins,
partitions  for  each
activity. If Ayurveda/
Siddha medicines are
also manufactured in
same premises an
additional areas of 400
sq. ft. will be required.

1. Itrifal Tiryaq/ 100 sq. ft. Grinder/Pulveriser, Sieves,
Majoon/Laooq/ powder mixer (if required), S.S.
Jawarish / Patilas, Bhatti and other
Khamiras. accessories, plant mixer for

Khamiras.

2. Araq 100 sq. ft. Distillation plant (garembic)
S.8. storage tank, boiling
vessel, gravity filter, bottle
filling machine, bottle washing
machine, bottle drier.

3. Habb (Pills) and 100 sq. ft. Ball Mill, Mass Mixer/ Powder

tablets. mixer, Granulator drier, tablet
compressing machine, pill/vati
cutting machine, stainless
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| steel trays/container for
storage and sugar coating,
polishing pan 1n case of sugar
coated tablets, mechanized
chattoo, (for mixing of guggul)
S o L where required. .

4. | Sufoof (Powder) 200 sq. 1t. Grinder/Pulveriser, Sieves,
Trays, Scoops, Powder mixer
(where required).

a. Raughan  (O1ls) 100 sq. tt Ol expeller, 5.8, Patlas o1l

(Crushing & filter bottle, filling machine,

| Boiling) L | bottle drier, Bhatti. L

6. | Shiyaf, Surma, 100 sq. ft. End runner, mixing 8.S.
Kajal 3 . |vessel B

7. Marham, Zimad | 100 sq. ft. Kharal. Bhatti, End runner,

(Ointment) Grinder, Pulveriser, Triple

L o _| roller mill (if required)

8. Qurs (Tab.) 100 sq. ft. Grinder/Pulveriser, Sieves,

powder mixer (where needed),

Granulator, Drier, Tablet

compressing machine, Die

punches Trays, O.T.

Apparatus, Balance with

weights, Scoops, Sugar coating
pan, Polishing pan, Heater.

0. | Kushta T 100 sq. ft. Bhatti, Kharal, Sil Batta,
N ) . o _ | Earthen pots. .
10. Murabba 100 sq. ft. ﬁ Aluminium vessels 50-100
I __ kgs. Capacity, Gendna, Bhatt1, |
11. Capsule 100 sq. ft. Pulveriser, Powder mixer

(where needed), capsule filling
machine, Air conditioner, 1Je-

humidifier balance with
weights, storage containers,
. R i ) glass.
12. | Sharbat & 100 sq. ft. Tinctum press, exhaust fan
Joshanda fitted, bhatti section, bottle

washing machine, Filter press
gravity filter, [Liqud filling
tank with tap/ liquid filling
machine, air oven electrically
hecated  with  Thermostatic
control, kettle.

13. Qutoor-e- 100 sq. f1. Hot air oven electrically heated
Chashm and with  Thermostatic  control,
Marham (Eve kettle.
drops Lye

. | omntment) . . o __ I

14 | Each 200 sq. ft.

manufacturing

unit will have a
separate area for
Bhatti, furnaces, |
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Tbollers, putta I T
etc. This will
have proper
ventlation,
removal of
smoke,
prevention of
flies, mnsects,
| dust etc. o o
C. LIST OF EQUIPMENT RECOMMENDED FOR IN HOUSE QUALITY
CONTROL SECTION.
(Alternatively unit can get the testing dome from the Government
approved laboratory.)
(A) CHEMISTRY SECTION (B) | PHARMACOGNOSY SECTION N
1. Alcohol Determination Apparatus | 1. Microscope Binocular.
(complete set). B
2. Volatile Oil Determination | 2. Dissecting Microscope.
Apparatus. n
3. Boiling Point  Determination | 3. Microtome
Apparatus. |
4. Melting Point  Determination | 4. Physical Balance.
Apparatus.
5. Refractometer. 5. | Aluminium Slide trays. ]
6. Polarimeter. 6. Stage Micrometer.
7. Viscometer. 7. Camera Lucida (Prism and Mirror
Type). )
8. Tablet Disintegration Apparatus. | 8. | Chemicals, Glass-wares etc.
9. Moisture Meter
10. | Muffle Fumace ~ L
11. Electronic Balance. B
12. Magnetic Stirrer.
13. | Hot Air Oven.
14. | Refrigerator.
15. Glass/Steel Distillation
Apparatus.
16. | LPG Gas Cylinders with Burners.
17. | Water Bath (Temperature
Controlled). |
18. | Heating Mantles/Hot Plates. ]
19. | TLC apparatus with all
Accessories (Manual).
20. Paper Chromatography
Apparatus with accessories. _
21. | Sieve size 10 to 120 with Sieve | | n
shaker. L
| 22. | Centrifuge machine. |
23. | De-humidifier. - - - -
24. | pH Meter. ] N : T; :
25. | Limit Test Apparatus. L ]
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Note:

The above requirements of machinery, equipments, space, are made subject
to the modification at the discretion of the Licensing Authority; if he is of the
opinion that having regard to the nature and extent of the manufacturing
operations it is necessary to relax or alter them in the circumstances in a particular

case.
{ F No. K~-11020/5/97-DCC(ISM) |

L PRASAD. Jt Sccy

Footnote : The Principal rulcs were published in the Official Gazette vidc notification No F. 28-10/45-H(1), dated the 2 1st
December, 1945 and lastamended vide GSR 504(E) dated 18-7-2002
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