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A, TR A AT R, @, g sk gty s
CIPECET

T2 foeett, 30 frawae, 2020

qr.#1.[. 608(3).—sfuter =iw saTe arnfY FaraTat, 1945 &7 i Fered #3 & forw wiaaT
et &1 Refefag e, e F70T 99T a9 FiT I Fwdr g, Suier oY YEaT araidy
srfertaae, 1940 (1940 F 23) &t gTXT 33 & ZIRT Y& «hAl &1 AN Fd gU, TAGEIT S99 TATET g
AT T SATRAT o GAATS TR 6 AT SITAT § 3% Tag T I Gr=ra 63T Sar g & aeawn s #
TH ATIGAAT FT ATESTHE =l T2 TqFi & Tored wr [t & o & fF qafs g7 g F 74979 36
gr&q et 97 =T B srom)

UH STl IT ATET 9%, ST I T HFAT 67 Jraq hHT =7i=6 &, =0 g Gk sE@fa 5
f < I ZIT, Fea T T A= it |

AAT T AT, AR Fle g, =, AIAR, TN 3T ATFfdS =ihedr, Jar, g siw greamoeft
(SIT), AT Ha, &1 A1, SIS HIFATd, AEUAT, T3 faodt - 110023 T 97 ST T 2|

EIRSERT R
1. (1) = f9=r et =7 sirorfer s y=mee arady (e Terrer) fAre, 2020 FZT ST
(2) T TSIA | TF ATAW THT9 ¥ AT F w9 g

4700 G1/2020 )
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Aot i y\Ta ATRi FEarEet, 1945 F 9w |, F9w 3 F (7) 3T 9 XV F &aEd,

9w 163 % & 163 &, 164, 165, 166, 167 ¥ Haterd wIF 1 F, FH 2 F ¥ AqA @, Fafertad &
gt AT s, 7o -

A= 3 % (7) FT gemT ST

AR XVII &, F7w 163-5 & 92, ofitis “adia [T ua gl SusEigar ST i
WA e sie gradeft i FEi siroer THETLmEr SIET STus, 39 a7s-

163-F. Fx LRI F TfH T FFeT T gl AU iZar ST IeEmETs (ITC T=19),

A tah, g, T ST Srerrdef garet & Wt 7 fAwET w i oy F#31 F fore
FRT ST FF ALHT 6 ATHIEA % TATT BIHTHOAA FFUTE, FHALT A FEGEHT THRATE
THRIAT MM AR, g, AT & greardeft sfrafet & e a7 FEuor & 3897 ¥,
FTSTETZAT AR i TR, A =T sie grendef & forw ST sivy sarremar
LU

163-& (1) g TLHL, ATTEHIE TS H ATIGAAT % qeqH ¥ 7 5 A Gt & garat g1,

1 & forw AT RrfereaT o gt SustEi=ar s & o aATHs 9arghT aie &7
TS AT, S o6 g qEaTe, T 99T Y Ragant & o A=, AT G=1a Tonarsi
ST argas, &g, T ST el sirafet e Terhid & JrHdl 9 9reel

(2) FHATHE qATEHRIT d1e H (AHfoied Taeg givl ;-

FLTET, HATHGT ST AT (AAT, e TLHIT G AAAIN

AT et sfi gt SusERar SR & e, geer afug 1ae

AW HATAT 6 ST TATSHIT, HIET Tad

AT % TS AT, T3 989

FTeeR Ao, TR GOUSTEigaT SR, 56T e

HAEIHRF, F T ATAE (AT ATHETT TRUE, G T

AT, H I AT [ TohcdT SIEETT TUE, 9287 qad

T, F3iT (og SAqaeTT 9ug, a6 98

HETTHRITH, Frald AT e THUE, 9867 Iad

argae, g, AT ST grearedt sirafeat & o i Tseha fagwe, 9aeq 9a

argas, g, TAT, et Sirafa, SRR EET a7 a=qeqrd &, | o, J6y -
THTIA T 3T HTHAT & AR AT [OET HIA0 & qaA=6 qeq=i | § T UTF
AIHAT (AT AT g TEHTE G ATCHT (AT ST

FeTeT AT YA TaH, [Bg, AT < ot rafet % went & Aty amet § a1 o7
ARTEL o oI &7 [Aw=l F7 9g-999 Hi H7 (ST gRl

IHATHF AATZHIL ATS o HIAT DI (AT T I & qTas@ T AT ST F&haT &l

AT, AATIAF TATGHTC AT T (ARTLT 9T A &qTer ¥ srater  forw v qoseizar afffy i
eI IT-ATHTAAT T TST FT

ISATIF TATGHIL AT, HUSTH AT FIHIT AT ST-TTHITAT 0T TSeh SITANT LT qHIAT GiviT|
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163- (1) Wy =T ua greardefi SusEiear T 1 TR, agas, g, AT e

greTeft sfrafart & T3t & wdreror av frawer F forw srferfaaw i g 6 F 9gd FhT
AT AT AT F &7 § FTF RS, 7 FF 9= 11 (2) IT 9=7 25 (4) 37
FfarfAay 33-57 F dgd 9o ST T g

(2)  FET ST TANTLTAT AR, (g, AT 32 FrearedT siufey & da9 dugraa
ST AT T LA FT, TG TOTeHe 37T Sfofert T qurar == &tet
& form wfereror T srnfSra w0 i s v g Aatom aiafafat s
FAAT T qTAT HAT |

(3)  srxdafew, g, FATT &fiw grearaeft safery & forg S siroer serrerrer  asft
FIAT T AT ST T Freara=f SosTaigar aranT it 9% & s Ao =
ELER-ARR e T PEAR R-A LR EDIRE L

163-9. ateror AT fAgwor % forg TET &1 G- (1) s, g, AT ST greardeft sirafey % adegr

(2)
)

T FA&wor o T 9T 11 ¥ IT-41T (2) ST &7=T 25 i IT-a1T (1) 307 sAferfa=s & ey 33-51
* Ted, ATIAT & | A2 BH 1 F / BH 18 (ST AT AW g1) | UH 199 & a7 e Tohe H,
T AT ¥ Ao, A ST siv greaeft SusEigar S, s (ST TR
& T I IS ST GIT 9of ST

Tohe o |TT-TT SUTEr % T & STg<l a0 &l Ueh (A1 AT & a1 F=ia=a frar smoam)

HIH 1% / BH 18 § FATIF HT TF I ¥ Tore &l T FT & o7 SEdqqTer T ST areit qg2 il
e THAT 1 e, A i sz et SusEigar s, MisEmEars (39T T19T) H
USTTehd ST | ST & HS{T SITusf|

163-%.. &t <t feufa it RatfEwr- sirafer % a7 & Tz * a0 2 a, Reed g forfed =9 7 sifgga

T ATARIT FIT GIAT SITUAT ST AT T fehed T o greamaeft Sustatear ST § ehe a2 @i
& et &t srfsha wam

163-.- qregor g7 fRgwor & afoms i Rae-  afeqor ar frgoor  are, aheqor = frgwor g,

AT PR T eroTt % qut SIErRTer % AT, I 2 % AT B 13 (ST o SR 2Y) F A eyt
FT ST, ST T 36 =T | MiEE )

163-8.- Lo~ ATUTer & THA o TLHA 3T FEEwor & forw gree g« @ -1 § [AfEE & oqamw grm
163-S7.- THTIIT U< GEATeA<- AT e sfiw greamaeft 7 S sfroer wrrerer g ==t & agq

164.

165.

ST g0 YA 95 9% EqTeAT Haere AT g IhT g0 THITA] 97 ZEdTedT Fded gq TTedd
FTERTEY g o SToT

argde, g, T AT Sl @ el ¥ g9y § A e S gt 9deor ar [Agwr i
fafer- srgas, g, TATT AT et sirafae & daer § o ST arer aiveqor a7 fErgpoor i f&ter
argates AT g I A A1 greanatE qusEiear § [y geft afe duswtgar § e fie
Treqer [AfEe 9 8, a7 9 avg F wrer weehi g A w2 awa €, e aeae ' v
AT § oad I adqTs TS TTHAT T g AT A1 THHRT TF Fe0|

T BFYwF it TFFar - A= 7 a7 33 T F q8q aFT Fgus & w7 § [
AT AT I 44 F i Teaar @ arar e gRT TAqT A4 iad T8 AT [ AT S8ar /
g ATee-SqY / FTHAT § SR ARAAT T 65 T g1 A=Al STH S99 7 gaq /
AT / g [ gremaedt § =30 g ud TAETene T § F9 F w7 T qTe w7 Suter fHgr v
FqHa TEar & o1 o 9 7 & et & aga g 21 (i) stfarf=am & aga g e Fgues &
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T 92 AT (i) TR o FT s wamafees advers, 4 (i) e i g f@ow =9 § =
39T F o0 FEITad TEIH F7 T F|

166. T FAFTF F Faed- (1) Torha s srgatas, g, AT a1 grearaedy siofa=i % o
THAT T T AT TEEAT FEN ST g (AeAHT AT Rl T AR AT ATATHIHT o T
T2 g TLRTE AT TST TLHTT LT ITIAFT ITTARTET FIRT AT ST UF 377 2 (AI\ F Tqame
oyeror AT fErgerT % gt i R s #

(2) UF GERT GHUE ST AT 33 F & Jgq (A AT AT § a8 GEER & HOITE T
39T T RGO 1 UF AT % qT GHT-T0T 9 GLRTET RATE T8 qa FHaTm

167 . TAdersnt &t TIaT — ag ==E ST Ataf=m 7 9 33 ¥ F 9 uE Ades e BT s g,
a_-Q"_

F) T 49 F qga & W AT wT 9w ST ST srgatah, g, TATT AT greardeft g et
Ao & wrerfe wtereror s R Mt ArfEw S o Ay En

(@) % AR T {1 9T AT, g, AT 7 gRaraet &rae SuTter 9 af a1 ferata=mas
T TF LRI FET Y& G699 F A4, AT, g a1 grearaeft § wrH«T F7 39T a1 g,

ST HT AL 2T
TH1®
(R 163-9 79)
AT Sirafedr s Srareft it st irofdr SrRTereT &t S

B 15 OO
(T ATH, TEATH ST ST 74T )
22 I £ S
GENl

e,

FHAT 4% AL, AT ATaTE- 201002 (ITT T290)!
H ogmT 11 (2) / a1 25 (4) ST ot ug qo = et Afafeaw, 1940 v &mwr 33 7 &




[¢TT [1—=vE 3(i)] T T TSI © T 5

HH2F
(FaT 163-7 3)
ATTAT STOer ST grearaeft T e Siofer SAETerTaT a1 IRy (e & qLreror 7 ferawor =1 S
e
STHTTOTA & T3 THAT 7 T oo ST AT H&AT o,
T TZ AT FHAT oo SIS LR -G 1 TR (9w T
L2 L5 ) TSR T 9T g frEat aireror / g G g R s w e &

areror / frgerr wr gty g i fREm mr g
2. THIE UX Tohe U¥ | At FRufa Remgam o -

* 3. AeTgEATALT i T § A= U TU FROn F AT 9w et w1 g o9 G $wfy va ymree
aret srfarfaae, 1940 siw sad Mfea Fawt & afvartua BT = )

7

FTZEATEALT it T | A1 [T T FHOT | THAT HIAF [0 T A5l @ 47 {6 rofdr ue gare=
et sfafae, 1940 iw 39+ MR et § afvarua B @ )

e ST AW A &1 39 el &)

TR |
T . |
(TEEAT F TATLY FAEF F gearery)
TTH 3T TG S T oo |
STRTEITEAT &7 ATH 3T TqT ............
IV : srepeEt-= | fAeferfea 1 ger fa=r sro
#.4. STHER % SYART & 9T ZA ATl ST TEAT 3 G S I o oI e i (3)
ST sfroferat (2)
1. ITET § % ATCHT dTHIAT o o Tg=me qreqvr (9 F o7 FeFl 6 99F & 125.00
SATAT)
2. TETIE G & ATSHFT AT F oI Tg=ma qiieq o (I3 & TTaT) 100.00
3. TETAAE o di ety F oo ot afer (forfie aw) 150.00
4. TETIE g FT futer F o 1 srewraiae S 100.00
5. STq ¥ T AT 0T SOTERT U AT st 9o st Srafedt & o ag=m 100.00
AT FEsa s
6. HaT f&aw, 3x T Hit TIEHT AAAT THF qHqeT, WIgH, de, ATAhHE/ZTS T/ 100.00
BIEATITr FR{ererd o T & fory 9o,
7. U.V. 3T H.P.L.C. % ZTXT SI{= Ui THE AT TIFE B Y2 o HIETH o 75.00
AR sfrofer Y Str= 7500
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V. et et @ -1 staeroa Bam Sosm: -

AT @ -1
(Frw 163- it 24)
T sirwfer sie grerraeft Y 3 shwfer srmrerar ar g g & aderor av R{gwr & g g
w4, TEr / FREwor T TR T&r o (%)
(1) (2)
1. Sfram AT F fore weror 300.00
2. AT faraThaT a7 s fuThar T srgTETeRaT e 750.00
3. Ffedt T2 U ST 50 F 10 T F =TaF G FT HLT0r FAT 2500.00
4. TAF e o (oI TS Treq 500.00
5. FIETUATAF 1000.00
6. et oft st wéveror 3 forw S StTat 1 =T g 500.00
7. GEAS A AT @ /T 750.00
8. TH ST T GEH/ TSR aH ST 250.00
9. IR sirafart 3 srafvesa arnft ft gen/mesestos = 500.00
10. EHIHTRITIAT & ATETE THTA S Tgard 250.00
1. et 3T e T e
) T 100.00
EVBEEASIRE] 200.00
T) weefew wfud 400.00
12. - T 300.00
13. U F SAATAT AT TEEAT (AT forg e s, a7 9ra, Fef 100.00
I 9Ty, THE AT, AR 719, @1 92 &fd affa 1 94reqm)
UL § & Ted F T ¥ oy
14. Aifeasher e 250.00
15, ERERTIE 250.00
16. AT TEreror 250.00
17. U7 FHSETR 250.00
18. 39 S FEEETET (TLC) 300.00
19. FIAT FIHSRITR 2500.00
20. - forfee wrenmhr 1000.00
21. HPTLC TH ZAT3Al & J[UITcH® T a HId 1000.00
22. Hg, Pb, As, Cd 3T sTerfara siroferat & form uetfie sreamdoma 500.00
TYFHIEH T
23. THTE AT/ O/ 500.00
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24, TTET G o AATLSHT ATHYT 6 (7T Tg=Te L& (e i 97F & A7) 250.00
25. TETAE G & ATSFT AT o 70 qg=Te e (79 F ATar) 250.00
26. TrETaE got i siruter F foro afiwfmT e (forfae o) 200.00
27. TrETE g i sfutert 1 o dehrarae fi T 250.00
28. SIq T AT Siutery o for g ave AT AT ATl ST e 250.00
29. wav fE=w, 9 It 3x oroar THF q9qed, AYEH, dd, aTaRHE aTe, 350.00 for

TSI [ GIEATATa AT & qL0e07 o forw g each test
30. sre fafare adteqor 1000.00

e ; AqgAR, TN U ATHds et a1, g va gl () #=maT & WA 7 Haer,
AT =rTehcaT Ua et AusTeigdT SART AT Tl Hald TTRTATAT o TSTh T (S, ST At
AN 21 6 &, der aireqvr g et / denfera e srom

[T, &. T.11011/07/2020-THT=t (3m7w)]
ff, 7. YOS T, o A

MINISTRY OF AYURVEDA, YOGA AND NATUROPATHY,
UNANI, SIDDHA AND HOMOEOPATHY

NOTIFICATION
New Delhi, the 30th September, 2020

G.S.R. 608(E).—The following draft of certain rules further to amend the Drugs and Cosmetics
Rules, 1945, which the Central Government proposes to make, in exercise of the powers conferred by
section 33-N of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published as required by the
said section, for the information of all persons likely to be affected thereby; and notice is hereby given that
the objections or suggestions of the stakeholders on the said draft rules will be taken into consideration
after the expiry of a period of 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;

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

DRAFT RULES
1. (1) These rules may be called the Drugs and Cosmetics (....Amendment) Rules, 2020.
(2) They shall come into force from the date of their final publication in the Official Gazette.

In the Drugs and Cosmetics Rules, 1945, under PART 11, rule 3A(7) and under PART XVIII, rules 163A
to 163G, 164, 165, 166, 167 and related Form 1A, Form 2A and Schedule B, the following shall be
substituted, namely:-

I.  In, Rule 3A(7) shall be omitted

1. In PART XVIII, before Rule 163-A, title ‘Pharmacopoeia Commission of Indian Medicine &
Homoeopathy and Central Drugs Laboratory of Indian Medicine and Homoeopathy’ shall be
inserted followed by -

163-A. Pharmacopoeia Commission of Indian Medicine & Homoeopathy at Ghaziabad (Uttar Pradesh)
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under the Central Government shall function to develop and amend standards of Ayurvedic, Siddha, Unani
and Homoeopathy drugs and publish pharmacopoieal monographs, formularies and standardized procedures
with the approval of Central Government. Laboratory of the Pharmacopoeia Commission shall be the
Central Drugs Laboratory for Indian Medicine & Homoeopathy for the purpose of testing or analysis of
Ayurveda, Siddha, Unani and Homoeopathy Drugs.

163-B. (1) The Central Government shall, by notification in the Official Gazette and with effect from such
date as may be specified therein, constitute Scientific Advisory Board for the Pharmacopoiea Commission
of Indian Medicine & Homoeopathy for a term of three years, to advise the Central Government, the State
Governments and the stakeholders on the matters of standards, standard operating procedures and testing
protocols of Ayurveda, Siddha, Unani and Homoeopathy Drugs.

(2) The Scientific Advisory Board shall consist of the following members, namely:-

0] Retired Scientific Expert of drugs to be nominated as Chairman by the Central
Government;

(i) Director, Pharmacopoiea Commission of Indian Medicine & Homoeopathy; ex officio
Member Secretary

(iii)  Advisor dealing with drugs, Ministry of AYUSH, ex officio;

(iv)  Drugs Controller General, India, ex officio;

(v) Scientific Director, Indian Pharmacopoeia Commission, ex officio;

(vi)  Director General, Central Council for Research in Ayurvedic Sciences, ex officio;
(vii)  Director General, Central Council for Research in Unani Medicine, ex officio;
(viii) Director General, Central Council for Research in Siddha, ex officio;

(ix)  Director General, Central Council for Research in Homoeopathy, ex officio;

x) Central Government Analyst for Ayurveda, Siddha, Unani and Homoeopathy Drugs,
ex officio;

(xi)  One professionally experienced expert each of standardization or quality control of
Ayurveda, Siddha, Unani, Homoeopathy drugs, pharmacognosy or botany, chemistry,
Phyto-chemistry and pharmacy to be nominated by the Central Government from
amongst the scientific institutions.

(xii)  Chairman shall have the discretion to co-opt two experts for advice and guidance in
specific matters of standards of Ayurvedic, Siddha, Unani and Homoeopathy drugs.

(3) The functions of Scientific Advisory Board may be exercised notwithstanding any vacancy
therein.

(4) The Commission shall constitute a pharmacopoeia committee and sub-committees there under
for a period of three years on the recommendation of Scientific Advisory Board.

(5) The meetings of Scientific Advisory Board, Pharmacopoeia Committee and Sub-committees
shall be supported by the Commission.

163-C. (1) The laboratory of Pharmacopoeia Commission of Indian Medicine & Homoeopathy shall
act as Central Appellate Drugs Laboratory under section 6 of the Act for testing or analysis of
samples of Ayurveda, Siddha, Unani and Homoeopathy Drugs as may be sent to it under section
11(2) or section 25 (4) and 33-H of the Act;

(2) The Central Drugs Laboratory shall maintain reference museum and herbarium of Ayurveda,
Siddha, Unani and Homoeopathy drugs, conduct training programmes for analytical and drugs quality
control methods and carry out such activities and duties as may be entrusted to it by the Central
Government.

(3) All functions of the Central Drugs Laboratory for Ayurvedic, Siddha, Unani and Homoeopathy
drugs shall be exercised by the Director or the officer appointed on his behalf of the Pharmacopoeia
Commission of Indian Medicine & Homoeopathy.
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163-D. Despatch of samples for test or analysis - (1) Samples for testing or analysis of Ayurveda,
Siddha, Unani and Homoeopathy drugs under Sub-section (2) of Section 11 or sub-section (1) of section
25 and section 33-H of the Act shall be sent by registered post in a sealed packet, enclosed with a
memorandum in Form1A / Form 18, as the case may be, specified in Schedule A, in an outer cover
addressed to the Director, Pharmacopoeia Commission of Indian Medicine & Homoeopathy, Ghaziabad
(Uttar Pradesh).

(2) The packet as well as the outer cover of the drug sample shall be marked with a distinguished
number.

(3) A copy of the memorandum in Form 1A / Form 18 and a specimen impression of the seal used to
seal the packet shall be sent separately by registered post to the Director, Pharmacopoeia Commission
of Indian Medicine & Homoeopathy, Ghaziabad (Uttar Pradesh)..

163-E. Recording of condition of seals- On receipt of the packet of drug sample, it shall be opened by
an officer authorized in writing on that behalf by the Director, Pharmacopoeia Commission for Indian
Medicine & Homoeopathy, who shall record the condition of the seal on the packet.

163-F. Report of result of test or analysis- After test or analysis, the result of the test or analysis,
together with full protocols of the tests applied, shall be supplied forthwith to the sender in Form 2A or
Form 13, as the case may be, as specified in the said schedule.

163-G. Fees -The fees for test and analysis of drug sample shall be as specified in Schedule B-1

163-H Signature on certificates-Certificates issued under these rules by the Central Drugs Laboratory
of Indian Medicine & Homoeopathy shall be signed by the Director or by an officer authorized by the
Central Government to sign such certificates.

164. Method of test or analysis to be employed in relation to Ayurveda , Siddha, Unani or
Homoeopathy Drugs.—The method of test or analysis to be employed in relation to an
Ayurveda, Siddha, Unani or Homoeopathy Drug shall be such as may be specified in the
Ayurvedic or Siddha or Unani or Homoeopathic Pharmacopoeia, or if no such tests are specified
in the pharmacopoeias, such tests as the Government Analyst may employ, as are scientifically
established to determine whether the drug contains the ingredients as stated on the label.

165. Qualifications of Government Analyst.—A person who is appointed as Government Analyst
under section 33 F of the Act shall be a person possessing the qualifications prescribed in Rule 44
or postgraduate qualification in Ayurvedic Ras-shastra/Unani Saidala/ Siddha Marunthu-
Alunur/pharmacy or degree qualification of Ayurveda/Unani/Siddha/ Homoeopathy recognized by
the Central Government with not less than three years experience in the analysis of drugs in a
laboratory under the control of (i) a Government Analyst appointed under the Act, or (ii) a
Chemical Examiner to Government, or (iii) the Head of an institution specially approved for the
purpose by the appointing authority.

166.  Duties of Government Analyst— (1) The Government Analyst shall analyze or test or cause to be
analyzed or tested such samples of Ayurvedic, Siddha, Unani or Homoeopathy drugs as may be
sent to him by Inspectors or any other persons or authority authorized by the Central Government
or State Government under the provisions of the Act and shall furnish reports of the results of test
or analysis in accordance with these rules.

(2) A Government Analyst appointed under section 33F shall from time to time forward to the
Government reports giving the result of analytical work and research with a view to their
publication at the discretion of the Government.

167.  Qualifications of Inspectors.—A person who is appointed an Inspector under section 33G of the
Act shall be a person who—

(@) has the qualifications laid down under rule 49 and shall have undergone practical training in the
manufacture of Ayurvedic, Siddha, Unani or Homoeopathy drugs, as the case may be; or

(b) has undergone degree course in Ayurveda, Siddha, Unani or Homoeopathy recognized by the
Central Government or degree course of pharmacy in Ayurveda, Unani, Siddha or Homoeopathy,
as the case may be, conferred by University or State Government.
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FORM 1A
(See rule 163-D)

Memorandum to the Central Drugs Laboratory of Indian Medicine & Homoeopathy

(Full name, Designation and Postal address of the sender)
Serial NO.....ocoveviviirccccceie,

To
The Director,
Pharmacopoeia Commission for Indian Medicine & Homoeopathy, Ghaziabad (Uttar Pradesh)

I send herewith, under the provisions of section 11(2 )/ section 25 (4) and section 33H of the Drugs
and Cosmetics Act, 1940, sample(s) of a drug purporting to be ................... for test or analysis and request
that a report of the result of the test or analysis may be supplied to this Court.

(2) The distinguishing number on the packet is...........ccocvvvviiriiineiciiinn
(3) Particulars of offence alleged ...
(4) Matter on which opinion is required ...........cccccevvviviiveiecnnnnenn,

(5) Afee of Rs................. has been deposited in Court.

Magistrate/Authorized Signatory
FORM 2A
(See rule 163-F)
Certificate of test or analysis from the Central Drug Laboratory of Indian Medicine & Homoeopathy or

Government Analyst
Certified that the sample bearing NUMDEr.....ccooiiiiiii e,
purporting to be a sample Of.iiiiie, received ON.....ccccceeewee. with
memorandum No et earenens
dated......cccoeviviiiiiiien, FrOM..e e, has been tested/analysed and that the

result of such test/ analysis is as stated below.
2. The condition of the seals on the packet on receipt was as follows:—

*3.In the opinion of the undersigned the sample is of standard quality as defined in the Drugs
and Cosmetics Act, 1940 and Rules thereunder for the reasons given below.

Or

In the opinion of the undersigned the sample is not of standard quality as defined in the Drugs
and Cosmetics Act, 1940 and Rules there under for the reasons given below.

Note: delete which ever is not applicable.

Place................ (Signature of the Analyst Person-in-Charge of testing)
Name & Designation and Seal................

Name and Address of the laboratory ...............
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V. From schedule-B following shall be omitted
S.No. Fee for test and assay of Drugs requiring use of animals Rupees
Homeopathic Medicines 2
1. Identification test for raw material of plant origin (other 125.00
Than assay of constituents)
2. Identification test for raw material of chemical origin 100.00
(other than assay)
3. Limit test for drug of chemical origin 150.00
4. Assay o total alkaloids or of drugs of chemical origin 100.00
5. Identification test for drugs of animal origins or 100.00
microbiological.
6. Fees for testing of Mother tincture, lower potencies upto 3x or 100.00
Equivalent, ointment, oils, Biochemic/ triturations/ homoeopathic
formulations
7. U.V or H.P.L.C. Defect determination 75.00
Determination of Biochemic drug through atomic absorbance 75.00
spectrophotometer

V. Following Schedule B-1 shall be substituted:-

SCHEDULE B (1)
(See rules163-G)

FEES FOR THE TEST OR ANALYSIS BY THE CENTRAL DRUGS LABORATORY OF
INDIAN MEDICINE & HOMOEOPATHY OR THE GOVERNMENT ANALYST

S.No. Type of testing/analysis Cost of testing or
analysis in Rupees
1) )
1. | Test for sterility 300.00
2. | Abnormal toxicity or undue toxicity or safety test 750.00
3. | Determination of lethal does LD50 to 10 on mice 2500.00
4. | Chemical test for each ingredient 500.00
5. | Disinfectants 1000.00
6. | Any other test requiring animal experimentation 500.00
7. | Microbiological assay 750.00
8. | Microscopic examination of single drugs 250.00
9. | Microscopic examination of raw material of compound drug 500.00
10. | Chemical identification as per Pharmacopoeia 250.00
11. | Disintegration of tablets and capsules

(a) ordinary 100.00
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(b) sugarcoated 200.00
(c) enteric coated 400.00
12. | Physiochemical Assays 300.00
13. | Test other than assay (limit tests for impurities, ash 100.00
Content, total solids, acid value, saponification value, loss on drying
etc.) for each test.

14. | Optical rotation 250.00

15. | Refractive index 250.00

16. | Arsenic testing 250.00

17. | Paper chromatography 250.00

18. | Thin layer chromatography 300.00

19. | Column chromatography 2500.00

20. | Gas liguid chromatography 1000.00

21. | HPTLC restricted to single drugs qualitative 1000.00

22. | Atomic absorption spectrophotometry for Hg, Pb, As, Cd and Biochemic 500.00

drug

23. | Cosmetics/tails/creams 500.00

24. | ldentification test for raw material of plant origin (other than 250.00

assay of constituents)

25. | ldentification test for raw material of chemical origin 250.00

(other than assay)

26. | Limit test for drug of chemical origin 200.00

27. | Assay o total alkaloids or of drugs of chemical origin 250.00

28. | Identification test for drugs of animal origins or 250.00
Microbiological testing.

29. |Fees for testing of Mother tincture, lower potencies upto 3X or 350.00 for
Equivalent, ointment, oils, Biochemic/ triturations/ homoeopathic each test
formulations

30. | Other miscellaneous tests 1000.00

Note.-- Sample testing charges will be determined /revised by the Director, Pharmacopoeia Commission

for Indian Medicine & Homoeopathy or Government Analyst of its Central Laboratory , as the
case may be, in consultation with the Ministry of Ayurveda, Yoga & Naturopathy, Unani, Siddha
and Homoeopathy (AYUSH).

[F. No. T.11011/07/2020-DCC(AYUSH)]
P. N. RANJIT KUMAR, Jt. Secy.
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