TR &, §.ue.- 33004/99 REGD. No. D. L.-33004/99

Che Gazette of India

Gr.50.-31.Te.-31.-27012026-269590
CG-DL-E-27012026-269590

T
EXTRAORDINARY
AW [I—E@vs 3—39-GVs (i)
PART II—Section 3—Sub-section (i)

grfee ¥ THfAT
PUBLISHED BY AUTHORITY

g, 52] g Reell, geerfear, Sl 22, 2026/4T9 2, 1947
No. 52] NEW DELHI, THURSDAY, JANUARY 22, 2026/ MAGHA 2, 1947
TS 3T IRETT FeAT0 HATAT
(FaTeey iR g weamr fam)

T2 faeett, 22 ST, 2026

&, 52(31).— (3= et #1 et sy, S F=0T aww, shufer siv o amnft
srferfaae, 1940 (1940 T 23) T T 12 3T &T<T 33 FTRT W& TRl T TTNT Fd gU, ST Tohe1e07
TATGHRTE TS F TLIHET o TETA T T TEATT FLAT &, TARTET I THT SFThAT o0l STTFARTLL o [oTT TRTTAqT
foraT ST &, Toreeh & WTiad g9 7 ST g, 37 TagT T=4T &F STdT g 3 3<% 910 [==at 97 39
ararg T e fom & erater & qarta a7 71 39 gt A= et s, S =1 e RaEi e
& TSI T TTAIT STHAT 7 SYeTsd LT &F STl 2l

Y [feE sEfa % fiae B o =fe § 9T oAl & 3mEl 9% g 93 g0 6Er
ERuS I

e FIE AT AT AT T Al 37 a7 dt=a (3fufer), T Ud TR a1 #31ad, qd
LAY, T-6, T gIdA AT &, TI7 q , Fieq qad-1, T2 &oett, 110001 FT Haa B ST et g srrar
$-He % AW 7 drugsdiv-mohfw@gov.in 9% HSIT ST JdT gl

Taier [T

1. (1) =9 RIwi &7 Awfey (Fera) a9, 2026 F27 ST

490 GI/2026 (1)
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(2) T ATTAFRTIE TSI | SATAH THRTT Ff T H AN g
2. sfufer fFem, 1945 7 srqE=t &7 & e ¥ Aeferfea siaerfod o s, srriq;-

“SggA A
o 7 3fiw 48 3F
et siafer werrerTsi AT e shwfer srrerTeTsit g akerr Ar g F o e
HIT-T
#.9. AT o G707 3 UG T ATH TqU
(1) (2) 3)
1. TYSI 3 FTFNT F1 FToTFAT FTA1 STIETT 3 TR ST 7@ F [T 9[-
(1) [TEAERIEFER e v 3000
(2) [oero= sfafater & form Tt ths g 3000
(3) [TwHTETT Ifafafer 3000
(4) |t sfatate & o war feed o a1 o Fates EEen 3000
(5) [ararrer TRfaf 3000
(6) RTETRATZHHE TATaTd % o S T FAS § oo 6000
(7) [ErEeiEee 1500
(8) [T 6000
(9) |t whatafer = forw gaia 2000
(10) [ITeTHTEA dohe 1500
(11) [sramTas a7 ferermree ST et 1500
(12) [T=TS adteT 2000
(13) [OESHTEET 37 el T gdreqor 2000
(14) [srameT== a7 AT AThaT a1 LT T 5000
(15) [F&T # =Tae g1, LD10 71 LD50 =T fHerizor 25000
(16) [car=T it Fagasfrerau/atat § o 1000
(17) [erarer aferor 5000
2. GEFAIFIAATHT T ST TTE—

(1) [Erarite 1 ST 1000
(2) [Tt ST st Uit &1 geustiaaseT airer 1000 eI
(3) [Fr=== At [uria &Y Fowar 1000
(4) [T -ATSHITETS FATAT T 5000
(5) [@teraer Tateror -9¥aer qariat

a. Tea qarat (Rreett Medes & o) 1000

b. ge qatiat (fBreeft Redes & @) 2000

c. wfYFer IR 1000

d. 95 938H 1000

e. R v q=at 1000

f. YT Y A9a T AT HIH, JF TR T STHRI 2000

g. & FiA qATRAT/AFT 2000
(6) [mTzsIfaEe Fh|T Ter

a. JoIF LTRSS S &l Aquareafa & fore 1000
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b. ¥ & 1000
(7) [T
a. fafere sgame F oo 1000
b. Ihc =T 1000
(8) [eeraterera/=ragr HITerhT oAt 1000
(9) ofe = 1500
(10) [s=diRaer uetetfaae aderor
a. T 2000
b. ATATHS 4500
(11) [T
a. STIrhIHHA 500 T+
b. #HTr=rttorwer fafar 500 T
c. Tt St fafer
(i) Tt TTEFAT () 1000
(ii) STt ( wfday @< dars ageadn) 1000
(iii) FTEsIT F aTE TRt 2000
(12) [WTEHIERTT FTIT FHOT 0T 500
3. TE=IT TRIET---
(1) framfes ffaet 150
(2) [orfa gem 150
(3) [srEeme TRy 450
(4) [ FreEEErd 300
(5) [FrH=ITER
a. &El 300
b. Taelt uTd 450
c. TW 300
d. Soert 500
e. THTTUTHY 1000
f. ot e 600
(ORERIETEREIED 150
(7) [T
a. TS AT AT UHiee 600
(&) TiefrufTaTEE S = S AR S 900 YerF
4. IIRF Tdieror---
(1) [atfeeera Teaw | Afere T | svads g I Ao au 200 II=
EISEUREENE]
2) R 200
(3) [fru= Feresfierar , q@r o< g+ ,3[& aTHdT 70  qethee @ ,faawor 100 T
S
(4) [FerTa Y TRETaT 150
(5) [P s 150
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(6) |TEreTTooT & HAT NI TTs & WX (Aioiehe), a1 Tare , Heweor 719, g 150 e
T AT FATS 3T ATSTS (Fiotehel), Tdg TR TaTed | 31erdT AT &Tar
T | THY i
(7) [@= Y whETar
a. Tferat 100
b. e 150
c. TSFIAE/ ARTAST 200
d. fAeTee T A 100
(8) [ wIH SIS |IA ,ULIFFATES A AT 20T HIH , UHeEd 914, 500 T
ERIER RG]
(9) [fEreres afteror
a. fa=r i =t frew stfta mfert 100
b. e 150
c. HI-erfua Mot 200
d. s-afua miferat 400
(10) [fereresr areqor -
a. AT 500
b. TEfUeaHT 1500
c. worrteaa e
(i) e =T & A 500+300
TEAF ANTTHT ST
forg
(ii) TET U e dE =TT 1500+1000
TEAF ANTTHT F29T
forg
(11) [FTRA T TewETar -
a. THITUAHT 2500
b. THUAE F SFATAT 1000
(12) (o ZohTs &1 a7 (ATIST ), 07 ATRTE 07 TeqT 1000
(13) [ereraaT AT o foaT srqrfesat & form AT odero 500
STLLEAT AT 6 &1 AT % ferw &wr adero 1000 JeIH
(14) [Eafera qard
a. ool et
(i)Tas] ATt o famT 300
(ii) T FIAHT F AT 500. TAH
b. Shruert
(i) T2 wreent o fa=T 750
(ii) HE ATARI 6 97T 1000. TAH
c. TRt
(i) FZ+ ATHT 3 AT 1000
(ii) TE9 AR 6 G 15005+
d. T e (Arsem) 500
(15) [S<t (et fohere) 600
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5. 9g--
(1) [ramtae fEteEt (397 aqumIe) 300 J<aF
(2) [remfeE ffeet (@) 600 TEIF
(3) [FTHERITR
i. Aot 500
i. TENSTEHT 1500. JAF
jii.  Shoert 1200
iv.  TEdOeET 1500
(4) [TuTHE/sTEHT 1000 T
(5) [araTiETeT 750
(6) [FrEFrfeT 1000
(7) [faafes 250
(8) & 750
6. 3 fAfae gdieror 300-1500
STT-aT
.9 qLrETT Y
(1) (2) 3)
=T &Y & % o oo
(1) | St adeqor 1000
(2) | i 78q 300
(3) | TerettET 4500
(4) | srETAET fEuThaT aiteT 5000
(5) | 7Y ¥ ATAT 1500
(6) | =EY & =k At gwar / oar / vg=e 10000
(7) | Fa=T e Fit awar / Rowar / 9g=e 10000
(8) | w¥=m wree it arwar / fooqwar / ug= 10000
(9) | &HaT FUeTEied &t 72w 12000
(10) | gUeTsiew ot aaii= & forw S Trema = adreqor 4000
(11) | Thersten u Fwfia % foro St T o 3500
(12) | TueTsier T+t o= & forg S TrEmaf=es adreqor 4500
(13) | TSI T o oo e Aftwrar 2000
(14) | TTFIUSTT S0 3 forw St e fees adyeqor 6500
(15 ) | Ao S Serfier 3 for St Tremafee adveror 2000
(16) | =T & TAAE TErT 20000
(17) | m=rdet Serfier % forg St Tremarfees aderr 3000
(18) | Yefist aerfier Y eqwrar / Rorear 20000
(19) | A Afewaar aherr 2000
(20) | ¥t Ferie 3 for St Trema e g 1500
(21) | AT [TEATH Rt 1T (ArdrE) 20000
(22) | TR SR 1 S T T 10000
(23) | JTer @ F &k T eAFar/Fawar are 10000
(24) | T v & forg eraar 7500
(25) | Yelier v ¥ forw S Tt ol 7500
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(26) | =t o Treft #ww F forw S wemartaeE adrerr 7500
(27) | Teaw udiettams & forg S aamatas g 7500
(28) | Refifar vttt ¥ oo Sa wamafas v 7500
(29) | ¥efsr v ¥ forw S Tt ol 7500
(30) | &t farer vt efhvewr oy erwret 30000
(31) | ZeAs Uttt #T qwar 10000
(32) | FReefifiar vdietfam & eraar 5000
(33) | ffara f W3 vdehvw 1 Stg TEmataeE adreqor 7500
(34) | YAt AR e TSt F o S et ader 5500
(35) | Frefermw faw & forw St Tomartae adveqor 5000
(36) | Zawrr Sl 1 erea 45000
(37) | STt |9E * £k & forw fatare fErhar ater 6000
(38) | Temwr FFfe F forw St e aererr 5000
(39) | ReefifaT weah it eqwar adreror 45000
(40) | TR =eF & 1T F2 & a5 @ F T 6000
(41) | TR e % o e 36000
(42) | T F19E F & F o S e EE o 5000
(43) | B 5o (U e uétaiet) & forw erwar adreror 9000
(44) | TSI A= * forT ag=m o 800
(45) | et Ffi 1 fRoar 10000
(46) | st e forw =t i giatrareferar s adreqor 3000
(47) | FEuTSIAE ATedEE AT A suteta F o aferr 2000
(48) | FHITHAAH & o1 F HTdT SFF(UST 2137 ot I 3000
(49) | Errfthers  forw 9o RAREE serusT arey o ST 3000
(50) | ETETTRE % ToIT Tg=Te TEIeT0T SeFeUSTT 212 &1 Jad 3000
(51) | AR A T SERAT T 6 (o0 S TEa e e 4000
(52) | AT A T SERAT T # o ag=mT aeq 3000
(53) | ATRTIR R T SIRAT T 6 o7 Aot st aereor 3600
(54) | ATRTIREFRA T + € GYRAT F91T 6 0 S TEai=s awreo 4000
(55) | ATRTIR R T + €T §YRAT F9EE % o0 Tg=m areo 3000
(56) | AT A + C IRTT J31T & o1 soriass s 941eT 3600
(57) | AfFTRERe U Y AT Seeg AR F for St TramrtaeE g e 4000
(58) | RIS T | ,3TS S5 T o ToIT Tg=T TLIe77 3000
(59) | AT T HT ,3TS S50 JaEIA o (oI SATUTTE ST T 18T 3600
(60) | TTsHTEE TichasTss JaF+ % forw O-ufferge armft /Vi aiehesrse araft 3000
(61) | TTEHIEE TIAHRAISE TFENT T SF TTET AR T 4800
(62) | TTTHIET TIATHITES T T & (o0 O-UTHerse arRiT /Vi Tieiawirss aradT 3000
(63 ) | TTEHIEET TTHHITSE HITH JFEIA T o AT TLIET 4800
(64) | wifers &= i & fore St wrErafaes ol 3000
(65) | IHTHIHA TIATHFITT T 6 o0 S TETIAH T 3000
(66) | FIHTHIHA TIATHRITZE T (70 TgaT T 3000
(67) | IHTHIHA TIATEFITST HITH T o ToI0 ST AT TL1e07 10000
(68) | FIHIHIHA e 15 HITH AR F forg ag=ma a3reqor 3000
(69) | ST THE F i | VA 3T Y weawt i ugE adreA 500
(70) | ST St it e 10000
(71) | 49T FUSTS(EH U T2k 12000
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(72) | SFFIUSIT S T &war 20000
(73) | TreTaTaed &t uar 20000
(74) | FAfowa € J=h= & foro ermar oheror 20000
(75) | STE I o FolT 9T a1 Ared 20000
(76) | ST S o o St Tramatas geqor s 1500
(77) | ffera et d=fie & forw ergar gdveror 20000
(78) | fa=g farw oy it eqwrar 7500
(79) | frfara w9 W3fe vdehva & forw erwar aderor 7500
(80) | YISt WIS UEtaie! & forw ermar gdreqor 10000
(81) | HeTarele a1 3i¥ ZaTacie Jae | a0 oea & for et dramedy 10000
(82) | HeTercte I 3T ZaATacie Jae A § 2d Jea o (ou (g dremedt 10000
(83) | AT T HYRAT FFHIT o0 e7aar Teq 10000
(84) | ATRTIRIFRA T + €T §YRAT FFHIT o0 e7m7ar qireqo 15000
(85) | AT T T ,ATs S50 daH 1A o (oI e79aT areqr 25000
(86) | FTHET & # <Y =eek F forw sravenroor qdteqor 1500
(87) | ST & | & wree & for sraerroror et 1500
(88) | SHTE & § guersied ot wed F forw sraerroor adeqor 1500
(89) | TrETHIT T 2500
ST -7
ERIET qreror T
(1) (2) 3)
IR (e/ga o 2aT0
(1) |FTI=TaF 91 % g ATl TATT T (S| 0l TG 6 A1) 250
(2) |TmETEAE AR % g AT hl TZATT TV (TS T TG F FATAT) 200
(3) |TrETatae Ieatxr &t ZaTsl  forw HwT gdreqor 450
(4) |F7 TemdlzE AT THEEE T S 9Tl F TG 300
(5) |Ter & AT GERSHATASTHT AT % o7 Tg=m areor 500
(6) |F=¥ =3 X AT THEET TF i (FH &7AT & T & o0 9 400
(7) | = e A1 vedruerHt At v et g 500
-,

Y

1. AT § gEtaE T 0 T aeon & o, e TN T/He T & Haerd a7 Al AEud

2. IUh e areuT/fag T e | Sfaay 5% il ea=red gt gl

g7 et B smom)

3. sfrufer fF=m, 1945 7 srqE=T d1(1) % T ¥ At siaefua o s, srriq;-

“sgg (1)
A7 163 UF 79
AT Srefer srRrereT (fromerdun) a1 g g gy akerr a1 gy F g oo
R qXreqor/ T T T gdteror 97 g
#T AT T A
(1) (2) 3)

1. |ateA9 & for gdreqor 1000
2. | SETTT EATRAT AT A AOThaT AT R T 25,000
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3. | 7% LD 50 & 10 FT =1 GITa F7 Hgieor 25,000
4. | IUF T F o0 T E T ( I[OTTCH) 1500
5. |FreTvETers 2000
6. |FERESHATASTT 93E 1000
7. | I % o0 Ut qaTeH T g5 A 500
8. |Tta sirafa=i & Fg AT il qeu A 2000
9. |=dl/ Ifeat F T it THEIAT 150
10. |ferares adeqor

(1) faaT arfia = frew afaa 100

(2)Fr arfia 200

(3) et 150
11, | T & T a3 A e e (st e avnlt [ T 500 T

BERUEEE: R RIEL R R ECIC CIE AR K GO CIE I R AL IR = L o2

arta  form =\ qdero)
12. | aAtfeaswer Teer 250
13. | Tad® gAFHH 250
14. | 3mdfHe adreor 300
15. | 9% FEZATH 500
16. | It 9T FIHSUTH! 500 T

(FrueeY) gas 7 & =T ar

el gTee F a1 Ut 3000 T
17. | THHTOAHT TaTS I FIHSTER 4000 T+
18. |9 59 FHITh 1500 S+
19. | T ETTeE Uae ZaTell aF HHT & [OTHE 2000 JeI+
20. |Hg, Pb, As, Cd T2 ¥ form AAS/ICP. 2000 Y%
21. | g 9T AT 9T T AT 6 (oIT TZ=T TLI07 (F2ehi il T4 6 AATAT) 1000
22, | TETIF HA % g HIA & [T G841 T (T3 % FAATA) 500
23. |TmETateeE Ioafxr it garet & forg T e 500
24, | FreATF AT o TorT qEreqor (AT AT FraATer  ATA R R 6000

FASHATIF, TTZLATSE hISATIF)
25. |ugeTetfFae (B1, B2, G1, G2) & forw udieror 2000

feroqufy -

1. FHAT I 9o T (LTI T FeMTer AT =iehedt U grearae=fi  fore wreveaiogT araRT
& TH9r AT THT Gl T TANTIATAT & TLRET AT G, STET T ATHAT 8T, AAE, TN 3T

ST erfeReaT, TAT+, g ofiT et () |5=rerd & qerael 7 o ST
2. ghrerr/fagmr £ eyt arra wmerfea =9 87 gfaad 5% a8 ST
[T 5. T.11014/14/2025-3711T]
e g o sfeeEET "@edr v, 28-10/45-1= (1), fami® 21 famaw 1945 g swfesrfar oo &

TERTTT TohT 0 o i Sifqe ame STTEg=eT § T SHusei

TT |

.. g "ot forw
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 22nd January, 2026

G.S.R. 52(E).—The following draft of certain rules, which the Central Government proposes to make, in
exercise of the powers conferred by sections 12 and section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940),
after consultation with the Drugs Technical Advisory Board is hereby published for information of all persons likely to
be affected thereby, and notice is hereby given that the said draft rules will be taken into consideration on or after the
expiry of a period of thirty days from the date on which the copies of the Gazette of India containing these draft rules
are made available to the public.

Objections and suggestions which may be received from any person within the period specified above will be
considered by the Central Government.

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of Health and
Family Welfare, Government of India, U-6, Work Hall- C Wing, first floor, Kartavya Bhawan-1, New Delhi, 110001
or emailed at drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (1) These rules may be called the Drugs (......Amendment) Rules, 2026.
(2) They shall come into force on the date of their final publication in the Official Gazette.
2. In the Drugs Rules, 1945, for Schedule B, the following shall be substituted, namely:-

“SCHEDULE B
(See rules 7 and 48)
FEES FOR TEST OR ANALYSIS BY THE CENTRAL DRUGS LABORATORIES OR STATE

DRUGS LABORATORIES
PART-A
S.No. Name of test and assay of drugs Rupees
@ 2 3
1. Fees for test and assay of Drugs requiring use of animals—
(1) | Adrenocorticotrophic hormone assay 3000
(2) | Gonadotrophic hormone for LH activity 3000
(3) | FSH activity 3000
(4) |Posterior Pituitary extract or its synthetic substitute for oxytocin activity 3000
(5) | Vasopressor activity 3000
(6) |Insulin and insulin in combination for hypoglycaemic activity 6000
(7) | Hyaluronidase 1500
(8) | Glucagon 6000
(9) | Heparin for anticoagulant activity 2000
(10) | Protamine sulphate 1500
(11) | Depressor or Histamine like substance 1500
(12) | Pyrogen test 2000
(13) | Antigencity or foreign protein test 2000
(14) | Abnormal or undue toxicity or safety test 5000
(15) | Determination of Lethal doses, LD10 or LD50 in mice 25000
(16) | Skin sensitivity/eye irritation 1000
(17) | Implantation test 5000
Microbiological tests and assays—
(1) | Bioassay of Antibiotic 1000
(2) | Microbiological assay of vitamins and amino acids 1000 each
(3) | Rideal walker coefficient and stability 1000
(4) | Preservatives- Microbial challenge test 5000




10

THE GAZETTE OF INDIA : EXTRAORDINARY

[PART II—SEC. 3(i)]

(5) | Sterility test- Parenteral preparations -
a. Parenteral preparations (without membrane filtration) 1000
b. Parenteral preparations (with membrane filtration) 2000
c. Surgical Dressings 1000
d. Ophthalmic ointment 1000
e. Syringes & needles 1000
f. Transfusion and infusion sets or assemblies, other sterile devices 2000
g.  Other sterile preparations/items 2000
(6) | Microbial limit tests
a. For absence of each pathogenic organism 1000
b. Total count 1000
(7) | Antisera
a.  For specific titre 1000
b. Avidity 1000
(8) | Lactobacillus/Viable cell count 1000
(9) | Heparin assay 1500
(10)| Bacterial Endotoxin Test
a. Qualitative 2000
b. Quantitative 4500
(11)[ Identification
a. Biochemical 500 each
b. Serological Method 500 each
c. Molecular Biological Method
() Thermal cycler (PCR) 1000
(i1) RFLP (Restriction Fragment Length polymorphism) 1000
(iii) PCR followed by RFLP 2000
(12)| Particle count by Microscope 500
Identification tests---
(1) | Chemical Methods 150
(2) | Microscopical 150
(3) | IR Spectroscopy 450
(4) | UV Spectroscopy 300
(5) | Chromatography
a. Paper 300
b. Thin layer 450
c. Column 300
d. GLC 500
e. HPLC 1000
f.  Gel filtration 600
(6) | Melting point /Boiling Point 150
(7) | Electrophoresis
a. Paper and Cellulose Acetate 600
(b) Polyacrylamide Gel, Starch Gel, Agar gel 900 each
Physical tests---
(1) | Optical rotation, Specific gravity, Refractive index, weight per ml, Fluorescence etc. 200 each
(2) | Viscosity 200
(3) | pH, Solubility, Loss on drying, Net content, Ash, Sulphated ash, Description etc. 100 each
(4) | Uniformity of dispersion 150
(5) | Minimum fill 150
(6) | Absorbency, Weight per unit area (Surgical), Foreign matter, Extractive value, Threads 150 each
count, Length & Width (Surgical), Surface active substances, Acidity or alkalinity,
Neps, Setting time etc.
(7) | Uniformity of weight
a. Tablets 100
b. Capsules 150
c. Injections/ RSD 200
d. Extractable Volume 100
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(8) | Acid value, Iodine value, Peroxide value, Saponification value, Acetyl value, Methoxy 500 each
value
(9) | Disintegration tests

a. Uncoated or film coated tablets 100
b. Capsules 150
c. Sugar-coated tablets 200
d. Enteric-coated tablets 400
(10)| Dissolution test --
a. U.V. 500
b. H.P.L.C. 1500

c. Modified release
(1) U.V. each stage 500+300
per subsequent stage
(i1) HPLC each stage 1500+1000

per subsequent stage

(11)| Uniformity of content --
a. H.P.L.C 2500
b. Other than H.P.L.C 1000
(12)| Wt. per unit area (powder), Particle size, Particle count 1000
(13)| Limit test for impurities without impurity standard 500
Limit test for impurities with impurity standard 1000 each
(14)| Related substances
a. TLC methods
(1)Without reference standards 300
(i1))With reference standards 500. each
b. GLC
(i) Without reference standards 750
(i) With reference standards 1000. each
c. HPL.C
(i) Without reference standards 1000
(i1) With reference standards 1500 each
d.  Polymorph Test (IR) 500
(15)] Water (Karl Fisher) 600
Assays--
(1) | Chemical methods (Visual Titration) 300 each
(2) | Chemical methods (Instrumental) 600 each
(3) | Chromatography
i. T.L.C. 500
ii. H.P.T.L.C. 1500.  each
iii. G.L.C. 1200
iv. H.P.L.C. 1500
(4) | A.A.S/I.C.P. 1000 each
(5) | Polarimeter 750
(6) | Spectrofluorometer 1000
(7) | Gravimetric 250
® UV 750
6.Other miscellaneous tests 300-1500
PART-B
S.No. Tests Rupees
) @) (3)
1. Fees for sera and vaccine
(1) | Sterility Test 1000
(2) | Physical Aspects 300
(3) | Endotoxin Content 4500
(4) | Abnormal Toxicity Test 5000
(5) | Moisture Content 1500
(6) | Potency / Stability / Identity of Measles component 10000
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(7) | Potency / Stability / Identity of Rubella component 10000
(8) |Potency / Stability / Identity of Mumps component 10000
(9) | Potency Hepatitis B component 12000
(10) | Biochemical Testing for Hepatitis B Vaccine 4000
(11) | Biochemical Testing for Hepatitis A Vaccine 3500
(12) | Biochemical Testing for Hepatitis A+ B Vaccine 4500
(13) | Virus Inactivation for influenza Vaccine 2000
(14) | Biochemical testing for Influenzae Vaccine 6500
(15) | Biochemical testing for J.E. vaccine Inactivated 2000
(16) |NVT test in Mice 20000
(17) | Biochemical testing for HPV Vaccine 3000
(18) | Potency / Stability of Rabies Vaccine 20000
(19) | Virus Inactivation Test 2000
(20)| Biochemical Test for Rabies Vaccine 1500
(21) | Potency/ Identity Oral Vaccine (OPV) 20000
(22) | Biochemical testing of Inactivated Polio Vaccine 10000
(23) | Potency/ Stability testing of Yellow Fever Vaccine 10000
(24) | Potency for Rabies Antiserum 7500
(25) | Biochemical Testing for Rabies Antiserum 7500
(26) | Biochemical Testing for anti snake venom serum 7500
(27) | Biochemical Testing for Tetanus antitoxin 7500
(28) | Biochemical Testing for Diphtheria antitoxin 7500
(29) | Biochemical Testing for Rabies Antiserum 7500
(30) | Potency for anti snake venom serum 30000
(31) | Potency for Tetanus antitoxin 10000
(32) | Potency for Diphtheria antitoxin 5000
(33) | Biochemical testing of Mixed Gas Gangrene Antiserum 7500
(34) | Biochemical Testing for Rabies Monoclonal antibodies 5500
(35) | Biochemical testing for Botulinum toxin 5000
(36) | Potency for tetanus Vaccine 45000
(37) | Specific Toxicity test for DTP group of vaccine 6000
(38) | Biochemical Testing for tetanus vaccine 5000
(39) | Potency testing of Diphtheria component 45000
(40) | Mouse Weight Gain test for pertussis Component 6000
(41) | Potency for pertussis Component 36000
(42) | Biochemical testing for DTP group of Vaccine 5000
(43) | Potency test for Hib Component (Anti Hib Antibodies) 9000
(44) | Identity test for BCG Vaccine 800
(45) | Stability for BCG Vaccine 10000
(46) | Test for Skin Reactivity for BCG Vaccine 3000
(47) | Test for absence of Virulent Mycobacteria 2000
(48) | Total PRP for Haemophilus influenzae type B Vaccine 3000
(49) | Free PRP for Haemophilus influenzae type B Vaccine 3000
(50) | Identity test for Haemophilus influenzae type B Vaccine 3000
(51) | Biochemical testing for Meningococcal A Conjugated Vaccine 4000
(52) | Identity testing for Meningococcal A Conjugated Vaccine 3000
(53) | Molecular Size testing for Meningococcal A Conjugated Vaccine 3600
(54) | Biochemical testing for Meningococcal A +C Conjugated Vaccine 4000
(55) | Identity testing for Meningococcal A +C Conjugated Vaccine 3000
(56) | Molecular Size testing for Meningococcal A +C Conjugated Vaccine 3600
(57) | Biochemical testing for Meningococcal A,C,Y, W Vaccine 4000
(58) | Identity testing for Meningococcal A,C,Y, W Vaccine 3000
(59) | Molecular Size testing for Meningococcal A,C,Y, W Vaccine 3600
(60) | O- acetyl Content/ Vi Polysaccharide content for Typhoid polysaccharide Vaccine 3000
(61) | Biochemical testing of Typhoid polysaccharide Vaccine 4800
(62) | O- acetyl Content/ Vi Polysaccharide content for Typhoid polysaccharide Conjugate Vaccine 3000
(63) | Biochemical testing of Typhoid polysaccharide Conjugate Vaccine 4800
(64) | Biochemical testing for Oral Cholera Vaccine 3000
(65) | Biochemical Testing for Pneumococcal Polysaccharide Vaccine 3000
(66) | Identity test for Pneumococcal Polysaccharide Vaccine 3000
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(67) | Biochemical Testing for Pneumococcal Polysaccharide conjugate Vaccine 10000
(68) | Identity test for Pneumococcal Polysaccharide conjugate Vaccine 3000
(69) | Identity test for D, T and P components in DTP group of vaccines 500
(70) | Potency Varicella Vaccine 10000
(71) | Potency Hepatitis A component 12000
(72) | Potency Influenza vaccine 20000
(73) | Potency Rotavirus 20000
(74) | Potency test for J.E Vaccine inactivated 20000
(75) | Potency test for J.E Vaccine Live 20000
(76) | Biochemical testing for J.E. vaccine Live 1500
(77) | Potency test for inactivated Polio Vaccine 20000
(78) | Potency for Scorpion Venom Antiserum 7500
(79) | Potency test for Mixed Gas Gangrene Antiserum 7500
(80) | Potency test for Rabies Monoclonal Antibodies 10000

(81) | Total PRP for Hib component in Tetravalent vaccine, Pentavalent Vaccine and Hexavalent Vaccines | 10000

(82) | Free PRP for Hib component in Tetravalent vaccine, Pentavalent Vaccine and Hexavalent Vaccines 10000

(83) | Potency testing for Meningococcal A Conjugated Vaccine 10000
(84) | Potency testing for Meningococcal A + C Conjugated Vaccine 15000
(85) | Potency testing for Meningococcal A,C,Y, W Vaccine 25000
(86) | Adsorption Test for D component in D.P.T vaccine 1500
(87) | Adsorption Test for T component in D.P.T vaccine 1500
(88) | Adsorption Test for Hepatitis B component in D.P.T vaccine 1500
(89) | Protocol Scrutiny 2500
PART-C
Sr.No. Tests Rupees
0 @) 3)
1. Homeopathic/Herbal Medicines
(1) | Identification test for raw material of botanical origin (other than assay of constituents) 250
(2) | Identification test for raw material of chemical origin (other than assay of constituents) 200
(3) | Limit test for drugs of chemical origin 450
(4) | Assay of total alkaloids or of drugs of chemical origin 300
(5) |Identification test for drugs of animal origin or microbiological 500
(6) | Fees for testing of mother tincture, lower potencies upto3x or equivalent 400
(7) |U.V.orL.R. or HP.L.C or HP.T.L.C determination 500
Notes.-
1. For tests not listed in the Schedule, charges will be determined by the Director or the Government Analyst of
the Laboratory/institute as the case may be.
2. The above prescribed testing/analysis fees shall automatically increase by 5% annually.
3. Inthe Drugs Rules, 1945, for Schedule B(1), the following shall be substituted, namely:-

“SCHEDULE B(1)
(See rule 163 F)

FEES FOR THE TEST OR ANALYSIS BY THE PHARMACOPOEIAL LABORATORY FOR INDIAN

MEDICINE (PLIM) OR THE GOVERNMENT ANALYST

Sr.No. Type of testing /analysis Cost of testing or
analysis in Rupees
0 @ 3)

1. Test for Sterility 1000

2. | Abnormal toxicity or undue toxicity or safety test 25,000

3. Determination of lethal doses LD 50 to 10 on mice 25,000

4. Chemical test for each ingredient (Qualitative) 1500

5. | Disinfectants 2000

6. | Microbiological assay 1000
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7. | Microscopic examination of single drugs for identification 500

8. Microscopic examination of raw material of compound drugs 2000

9. | Uniformity of weight of Tablets/Capsules/Vati/Gutika 150

10. | Disintegration test

(1) Uncoated or film coated 100
(2) Sugar coated 200
(3) Capsule 150

11. | Tests other than assay (limit tests for impurities, ash content, total solids, acid value, 500 each

iodine value, Saponification value, loss on drying, extract value etc.) for each test

12. | Optical rotation 250

13. | Refractive Index 250

14. | Arsenic testing 300

15. | Paper Chromatography 500

16. | Thin layer chromatography 500 each

(TLC) without reference standard or
TLC with reference standard 3000 each

17. |HPLC Pressure liquid Chromatography 4000 each

18. | Gas liquid chromatography 1500 each

19. |H.P.T.L.C restricted to single drugs qualitative 2000 each

20. | A.A.S./I.C.P. for Hg, Pb, As, Cd etc. 2000 each

21. |Identification test for raw material or plant origin (other than assay of constituents) 1000

22. | Identification test for raw material of chemical origin 500

(other than assay)

23. | Limit test for drugs of chemical origin 500

24. | Test for pesticide residue (Organochlorine pesticide, Organophosphorus Pesticide, 6000

pyrethroids pesticide)

25. | Test for Aflatoxins (B1, B2, G1, G2) 2000

Note.-

1. Sample testing charges will be determined or revised by the Director, Pharmacopoeia Commission for Indian
Medicine and Homoeopathy or Government Analyst of its Central Laboratory, as the case may be, in
consultation with the Ministry of Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homoeopathy
(AYUSH).

2. The prescribed cost of the test/analysis shall automatically increase by 5% annually.

21% December 1945 and last amended vide notification number G.S.R. ...... (E), dated

[F. No. X.11014/14/2025-DR]
HARSH MANGLA, Jt. Secy.
Note: The principal rules were published in the Official Gazette vide notification No. F.28-10/45-H (1), dated
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