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EDITORIAL

Dear Readers,

We are happy to publish the 29" issue of Pharma Web Newsletter for Jan —Mar 2016. We are also happy to
announce our Chairman Mr. S. V. Veerramani, have been unanimously elected as president 68th IPC to be
held at Visakhapatnam in December 2016.

The following articles are published in this issue

a. Indian Pharmaceutical Industry — Challenges & Way Forward by Mr. S. V. Veerramani,
President—IDMA, CMD M/s. Fourrts (Inida) Labs Pvt Ltd & Chairman of our Trust

b. Quality Control & Calibration of Equipments by Dr. R. Venkidesh, General Manager, Quality
Control, Sai Mirra Innopharm, Chennai

Essay competition article about “Pharmacist Role: Safety First with Medicines” by Mr. M. Vigneshwar,
College of Pharmacy, Jaya College of Paramedical Sciences, Thiruninravur, Chennai

We have also published the following Gazette Notifications pertaining to the amendment of Drugs &
CosmeticsAct & Rules.

a. Three notification on Clinical Trials

b. Inclusion of “Ablation device” as a notified medical device

C. Notification for inclusion of various sea ports & Air ports for Import of Drugs and Pharmaceuticals.

d. A notification regarding exemption under Schedule K for Zinc Sulphate, Custom made device &

Homeopathic hair oil.

e. List of Fixed Dose Combination banned by Government of India (344 combinations)

Important news items appeared in various national News papers on various technical issues are also
published in this issue. Various events held in Pharmacy colleges of Tamilnadu are published

Important Parliament Question & Answers belong to Lok Sabha & Rajya Sabha during the winter session.

Hope this Newsletter will benefit our Pharma professionals. Any suggestions to improve our news letter are
welcome.

With Best Regards

R. Narayanaswamy
Chief Editor
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ARTICLES

INDIAN PHARMACEUTICAL INDUSTRY — CHALLENGES & WAY FORWARD

S. V. Veerramani

President — IDMA, CMD M/s. Fourrts (Inida) Labs Pvt Ltd.,
Lecture delivered B.V. Patel Memorial Lecture, 18th December 2015,
67th Indian Pharmaceutical Congress, Mysuru

INDIAN PHARMA INDUSTRY -

INDIAN PHARMACEUTICAL INDUSTRY

THE JOURNEY SO FOR TODAY
India- A major global player
= jor global playe
m R Indian Pharmacoutical Industry is 2t present growing at 1%
Loading m\\ whereas Global pharmaceutical industry B growing ot loss
1] producer  than%. Indian pharmaceustical sector accounts for sbout
/" 10percant in valuma torms and 2.5 par cont of the
[ mwes | o global
) iz pharmacoutical industry in value tarms
[ o | " Onecfthe .

[ ww:i' India sccounts for 20 per cont of global exports in genarics
Rapidly growing . Indian pharmaceuticalindustry, one of the fastest growing
healthcare sector  S0ctars, isoxpected to advance at a CAGR of 15 % to roach

L USDGO TS billionin 2020 from th curment 30 Billion.
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INDIAN PHARMACEUTICAL INDUSTRY

SEVERAL CHALLENGES FROM VARIOUS FRONTS

May be Bottlenecks or Opportunities for Growth

REGULATORY SMEs

TECHNOLOGY APls

INTERNATIONAL MARKET SUPPLY CHAIN

DOMESTIC MARKET RESEARCH & DEVELOPMENT
cost

REGULATORY - CHALLENGES

* Observations from USFDA and other regulatory
authorities have indicated the need for
improvements in systems documentationand
compliance and deficienciesin GMP practices
and data integrity.

* This has led to stoppage of production in few
plants, loss of revenue and loss of prestige.

* Lack of efficient internal control, lab control,
computer systems and failure to follow written
procedures and investigation failures have been
considered some of the reasons for the same,

REGULATORY - WAY FORWARD

* Need for In-house training of all cadres on all
the above observations. The training should be
practical need based on Regulatory
requirements and compliance.

* There should be more accent on quality culture
and documentation, Adherence to SOPs and
building a risk mitigation frame work.

* Thereis an urgent need to establish and build
the credibility of Pharmaceuticals from India.

REGULATORY - CHALLENGES

EVERCHANGING REGULATIONS
* Yesterday's recommendation becomes today’s

expectations. Today’s expectations become
tomorrow’s requirements,

* Product specifications (for testing requirements)
is increasing with the release of every edition of
Pharmacopoeia.

* Efforts in demonstrating quality exceeds that of
building quality in the product.

Pharma Weh @
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REGULATORY - WAY FORWARD

* Thereis a need for constant updating and
training of personnel to meet the ever changing
global requirements,

* Needto be alert on current changesin
regulationsand the action to be taken.

* There needs to be a forum of collaborative
discussions between Industry and Regulators to
optimise regulatory requirements and remove
unnecessary procedures,

TECHNOLOGY -
CHALLENGES & WAY FORWARD

* Need for improving our techniques, cost
efficiencies and machinery utilization,

* Need to adopt more of automation packaging
innovation, IT based approaches and software
validation. Need for foolproof system.

* Need for application of LEAN manufacturing
technigues to improve operational excellence
and reduce wastages.

* Need for better utilization of man-power.

* If we cannot improve operational excellence,
we cannot sustain price advantage.

INTERNATIONAL MARKET -

CHALLENGES

ROW MARKETS

* Regulatory requirementsand approval for
registration of products are increasing with the
requirement for CTD dossiers.

* Local Clinical Trials / BA / BE studies are insisted
in certain countries,

* Product specifications also differ in certain
countries,

* Inspections from Ministry of Health of various
countries have become more stringent.

* There seems to be an increasing emphasis on
pharmaco-vigilance studies,

INTERNATIONAL MARKET -
WAY FORWARD

ROW MARKETS

* There is a need for spending resource and time
to prepare CTDs for various products. WHO-
GMP units need to think in terms of PICS
approvals and constantly upgrade their plants.

* |t would be better for companies to concentrate
on few countries and focus and specialize on
few products

* Need for constant updating of current
requirements and take prompt action.

Pharma Web
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COST - ABIG CHALLENGE

* Cost of compliance

* High cost of rejection and loss of reputationis a
serious issue.

* Changesin regulatory requirement add financial
burden to the Industry, more so, when the
market is highly competitive and price sensitive.

* The cost of machinery, laboratory equipments
like GC / HPLC and utility cost need to be
considered.

* Accessory cost for automation and checks

seems to be more than cost of the main
machine.

COST - A BIG CHALLENGE

* Cost of carrying multiple inventories due to
different language and labeling requirement.

* Establishmentand approval of new facility for
regulated markets and attainment of breakeven
levelstake up to 7 years, which adds a great
burden on cost. International prices offered are
50 low, that there is not enough return on
investment,

COST - WAY FORWARD

* Need for vigil in costing of the product,
productivity, control of process loss,
manpower cost, regulatory compliance cost
and interest cost,

* Cost consciousness and efficiencyis the need
of the hour.

* Adequate funding and investments are
necessary.

* Government support is welcome,

DOMESTIC MARKET - CHALLENGES

DPCO

* Thereis a pricing pressure constraining the
marketing efforts.

* The traditional market and sales model are
becomingin adequate.

* Anincrease in field force has not yielded
expected productivity.

* Increasein the sale of patented products is
worrying Indian companies.

* UCPMP may become mandatory - can lead to
changes in marketing and selling approach.
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DOMESTIC MARKET - WAY FORWARD

* Pharmaceutical companies need to be vigilant
about the current scenario and make strategies
keepingin mind the future trends.

* Need for increased attention from Acute to
Chronic segment and from Urban to Rural
markets

* Apart from anti-diabeticand Cardiovascular
segments, there is an increase incidence of
Dementiaand Obesity. Geriatric population on
the increase

* Accent on prevention of disease has lead to
increased use of Nutraceuticals.

DOMESTIC MARKET - WAY FORWARD

* Introduce products with Incremental Innovation,

* Collaboration with MNCs for marketing patented
productsin India

* Launching patient programs
* Re-aligning field force strategy

* For price controlled products, cay think of higher
volumes through lower price.

* Voluntarily adapt ethical marketing practice.

PUBLIC PERCEPTION

CHALLENGES
* There s a perception on the part of the public
and consumer organisation that pharmaceutical

industry is enjoying exorbitant profits and
fullmg no ﬂilcag\ practices. ol

WAY FORWARD

* Thereis a need for educating the public and
NGOs that Indian Pharmaceutical Industry s
offerin 3ualinr products at the lowest price in
the world and contributing to healthcare.

* |ndian Pharma companies also need to do more
on CSR in order to make public aware about the
value of the Indian Pharmaceutical Industry.

SMEs - THE GROWTH ENGINE

CHALLENGES

* Large number of SMEs are in India - SMEs at
varying levels,

* Need for sustenance and growth in face of
increased regulatory requirements and plant
upgradation cost.

* Fragmentation and Competitionin the market.
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SMEs - THE GROWTH ENGINE

WAY FORWARD

* There is a need for investment in upgrading plant
and travelling from Schedule M compliance to
GMP-WHO compliance. This will help them to
tap the Export market as well as become Contract
Manufacturers for larger companies.

* Need for Government support in funding SMEs
for plant upgradation.

* SMEs should concentrate on Regional marketing
and specialize in few therapeutic segments,

* Participate more in hospital and Institutional
supplies.

APIs~ NEED FOR URGENT SUPPORT

CHALLENGES

* Over dependence on China for API can affect
Formulationindustry in times to come.

* Chinascores over India in reduced land cost,
transaction cost, electricity subsidy and other

increased subsidies and support from Chinese
Government.

WAY FORWARD

* Needs urgent support from Government of India
for APl sector in the form of reduced land cost,
electri:il&y‘suhsi , common effluent treatment
plant and interest subsidy.

* Approval from Ministry of Environment need to
be speeded up

SUPPLY CHAIN (LOGISTICS)
CHALLENGES

INDIA

* Varying temperature zones in India and different
modes of transportation as well as inadequate
storage practices is challenging the Quality and

Integrity of the Product. There is a need for
improving transportation and good storage
practices.

INTERNATIONAL

* Raw materials are often sourced in one country,
processed in another with finished product being
soldina 3 country, Thereisaneedfor
c-:-ntmllil;nﬁthe supply chain to ensure quality and

integrity of the product

RESEARCH & DEVELOPMENT

CHALLENGES

* Innovate, Manufacture and Deliver is supposed
to be the role of Pharma companies. But, Indian
companies concentrate more on Manufacturing
and Delivery.

* Over dependence on Generics have taken away
the attention on Innovation and R&D.

* Indian pharmaceutical industry are investing
less on R&D as compared to MNCs, more due to
pricing pressures,

* India can lose to MNCs for slownessin
introduction of new drugs and therapies.
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RESEARCH & DEVELOPMENT

WAY FORWARD

* Increased investmentin R&D and if necessary get
special funding for the same.

* Identify key drug categories of significant disease
burden in India.

* Concentrate on incrementalinnovation and
increase the number of Patent filings.

* Collaborating with MNCs on New Drug Research

* Industry Academy interaction need to be
strengthened . Academicinstitutions should
become base for Industrial Research,

* There is a need for strengthening of NIPERs.

CHALLENGES & WAY FORWARD

BIO-TECHNOLOGY

* The Indian Biotech Industry comprising of
Vaccines, Therapies and Diagnostics are growing
at 20% and likely to step up their growth rate to
almost 50%.

MEDICAL DEVICE

* The Medical Device Industry is likely to grow
mﬁnﬂalb.rand need proper regulation for its

HERBAL INDUSTRY

* The Indian Herbal Industry has also got great
potential for growth and need to be taprml with
accent of standardization for global market,

GOVERNMENT

* The Prime Minister slogan on “MAKE IN INDIA"
is apt for Indian Pharmaceutical Industry. But,

thereis a need for improving Ease of doing
business.

* Time for regulatory approvals in general need
to be reduced.

* MOUs with Regulatory Authorities of other
countries can iron out differencesin regulatory
perceptions and boost growth of Indian Pharma
Sector.

* Encouragement to Clinical Trials and removal of
bottlenecks, so as to bring back India as an
important base for Clinical Research.

GOVERNMENT

* Increasein span of price control can hurt the
Industry and availability of drugs.

* Government need to announce API Package
quickly.

* Thereis a urgent need to provide funding for
SMEs for upgradation. Bottlenecksin financing
need to be removed

* Government need to provide funding for R&D
and Drug Discovery

* Approval of Foreign Direct Investment in
Brown field sector to be encouraged.
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GENERAL - WAY FORWARD

* 72 Billion US Dollars worth of drugs are going
out of Patent in the next 3 years, India need to
encash on the same,

* India need to encash on CRAMS (Contract
Research & Manufacturing Services) considering
its developed capabilitiesin manufacturing and
research,

GENERAL - WAY FORWARD

* There is a need for massive attention on Skill
development and training in order to tap the
incr;asing opportunities in the Indian and Global
Market.

* Thereis a need to capitalize the advances in
Information Technology and Digital Innovation in
the pharmaceutical industry and consider
increased usage of IT in all segments of
manufacturing, R&D, Marketing and Logistics.

GENERAL - WAY FORWARD

* Consider increased usage of IT in all segments of
manufacturing, R&D, Marketing and Logistics.

* Low prices cannot be sustained for long. Thereis
aneed for increased accent on Qualityand
Timely delivery.

* We need to decide whether we will be Pharmacy
of the World catering to varied therapeutic
segments or concentrate and specialize in few
therapeutic segments.

GXOR Ao

COLLABORATION - WAY FORWARD

* There s a need for harmonization of various
pharmacopoeias.

* There is a need for collaborative forums between
industry and regulators to optimize the
regulatory requirements and remove barriers in
technology utilization and change

* There is an important need for collaborations
between Industry and Academic Institutions.

* There is a need for increased collaboration
between Indian and Multi-national companies,

-End -
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QUALITY CONTROL & CALIBRATIONS OF EQUIPMENT
by
Dr. R. Venkidesh,

General Manager, Quality Control, Sai Mirra Innopharm, Chennai
(Lecture Delivered on 24th October 2015, during the
Training Program on Quality Control, conducted by TNPSWT)

CALIBRATION Equipment’s USED in QC Laboratory

* Analytical Balance
* UV Spectrophotometer

* Melting Point Apparatus
il * pH Meter

* Karl fisher Tritrimeter
* Disintegration Test

Calibration of instrisments

pertarmed by autsida party * Dissolution Test Apparatus
JEsternal party in cnsite or

oftsite with their own standard * IR Spectrophotometer
Instruments and procedune.

* Polarimeter

ANALYTICAL BALANCE CALIBRATION PROCEDURE Monthly Calibration Parameter

(Teneanity i 2 deviation |of o devation] irom b sreg boe, § we |

Duly Calleation s P, | dewws graph with weight at one side and diplayed valoe on Ehe
% | ethes,  prraly linesr halance would show & uiraght 45 line from
* The calibration of the balsnce *  The monthly calibration of Umﬂﬂ l.'"') mn;mm-»hlm >
shall be designed insuchaway  balance in the g and mg range ) =
the performance check weight  +  (Jse cortified dass 1 (*") weights b, [Aecuracylsthe dosenessof a measurement for setof |
mh: entire loading range of | b oe sorviced yearly | [Eﬁ oy observations) to the true value. The higher the scourcy
e Hawe wrsghts re-certified bebe 7| the lower the error.
* Lower and higher load limits shall yhe exparation date | VoA J
by ducted o putimancs Detrmine the aceptancernge orecsion | roconisthecosncsfmukileobsarsiostoone
. Before callbvation malke e thet |  eaar oot o e the S | M gyt
lewel bublle in the centre of the reasonable tolerance guidslines .
indicator and if internal .
calibiration facilivy available in the M “m‘““ they Uncertainty > l The netimaste aftha error i called the uncortainty
balance then it shall alsa be et o R ted ot —/
Whmwm*»e actionin the loghook . JH\ eocentriciy of an ellipse (5.3 namerical valse wed io
- * MEVER use & balance that Eils the Eccentricity | describe theshapaotan ellipse spocificallyititis
ks verification check!! =1/ | cireularor J
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LINEARITY

* Instrument Shall be calibrated
byusing 200g,100g, 50¢ 20¢g,
10g 5g2g 1 g 500mg 200
mg. 100 mg, 50 mg.20 mg and
10 mg by calibrated weight.

& Weigh the cach weight for 3

times and calculate the average
value and Correlation cocficicnt

v Limit : Correlation coelficient
Should be less than 0,993

ACCURACY

* Instrument Shall be calibrated by using 10 g, 100
g, 200 g ( for 200gm & 220gm capacity balance)
by calibrated weight.

®Weigh the each weight for 5 times for all weights.

® Limit: + 0.1 % of Reported Standard Weight

PRECISION

* Instrument Shall be calibrated by using 100g, 10g,
calibrated weight. (for 200 g & 220 g capacity balance)

* Measurementis performed 5 times for all weights.

@ Reset the balance to zero and then confirm that the
indicator value is zero.

* |oad a weight equivalent to the test load on the centre of
the pan, and then record the indicator value.

& Limit: £0.1%of Reported standard weight .

MEASUREMENT UNCERTAINITY

# Instrument shall be calibrated using 100 g calibrated weight.
* Measurements performed 10 times for all weights

# vReset the balance to zero and then confirm that indicator

value s zero.

# Load the weight equivalent to the load on the center of the

pan, and then record the indicate value,
# Limit : 0.001
Cabenlations:
31X Standard Deviation
Uncertamby-
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ECCENTRICITY

@ Themazs100 g} ks placed in the cestre of the
balance pan, C, and the balance tarved so that it
deplaystero weight.

4 The weight b then moved o test poists 4, B, 0
andE, in/tum and the diviation from zerm
reconded.

w [Before measurement, reset the balance o 2em,
and then confirm that the indicatorvale s rem. @

# |Losd a 100g weight for 200 & 220 g capacity
balance, which i equivalent to the test load, on c
the cantre of the pas |Posticn C) asd then
moord the indicator.

@ [Place the same wesght at position &, and thes
record the indicatorvaloe.

o Mace the same weight at position B.D and Eim

turm while seconding the respactive mdicator
vahse

# Limit: Relsted standard devistion [RSD) - NMT
0.05% Ecemsiricity tist ponilion on e
poumd halsncn pan

INSRUMENTATION AND WORKING OF UV
SPECTROPHOMETER

*  instrumentation and working of the UV specometers G be stdied smsltaocousy. Most of
e meders Y sperirometers comsist of e lobowisg parts
Light Somarca: Bengsten fikamest Lamjs and | trogen Drubori Limgs ane mosd widely wsed and
soitable light scve 25 they cover e whole UV region. lungsten Blamen| Lmgs e rich in ed
raxflafions; more spocifically they omil e cadiations of 175 nm, while e inlemdty of Hydioges
Deuteriam Lmps Ealls beow 37% om
Mssechwomator: Mosorhworiers generaly composed of priams and dite. The mod of e
wortmpholomelers i double beam spectrophbotometen. The ndation emitied from e
ey souire i despersed with 1he belp of solatng prisme. Th: vanoes wavelengihs of the lght
fouce which ae septod by bhe peism ane Shen soleciod by e dits such the sotafion of e
et aesalts in 3 senies of ooetiseonly increasing, wavclospth o pass theough e iy dor
etneding puipese. The beam seleried by the St & monochnomatic aad herthes dvided inlo two
o w thee Bk o ey i,

INSRUMENTATION AND WORKING OF UV
SPECTROPHOMETER

Sarmphe und reference el e ol ther e dhbed b purvad thoriggh e gl wobation e

B ks

purngt i e pedenraar e

iy, Fhesecrdl aim made of eithes sl o quarts, Glescan't be v o the o s it aha absorn
lightin e LY yeqgions

Detectun-Cueni byt photrcrfi srvwehe purpose of deteciorin [N o e il e
prhusionrll sm v e e lomm siwple el and sexnid deetnar v, the beam fom e seleene
Vhurinat vty ol e it i oo the v ol . st roongges fham e beam of gl crll. This st

Inthegraetation ol pubutngor sl rating natienits is the photonrd,
Aepliler- 1he altrraating curvert provsaied o e photocrls s 2asederird to the ampifien The amglher
mmugrhd 10 2 il srmmee. Genesaly I d i the phetocrd i of wery low intrrmidty, the

e g v o gl it iy thee ety s i e e ket e el s,

Recording devices- Werd o the e ampider b coupled 10 2 pen e which diathe
compratr. Covmputes toers ol the ot groet stind andl prodace the spnitram of the desand cmpousd

CALIBRATION TEST PARAMETERS

i A\
» Controd of Absorbance mem | Check the absorbance using 2 solution of
potassium dichromite

L 4

Verify the wavelength scale using the
» Controlof Wanelengthmm =

LY F)

i |

StayBght may be detected at a given
v limit ol Stray fight ™=+ "“I oftssaible sch
LY F)
(Whenstatedin monographrecord the |
+ Resolutionpower b | specirum of 0.02% vfv solution of tobsens in
hexane
LY
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CONTROL OF ABSORBANCE CONTROL OF WAVELENGTH

+  Controlof absorbance i dons QU00E% wv with 0.06% wiv of potassum ' L : - .
" R # Transfer acouracy 100 £ 0,005 g of Hobmium ooide (9.5%) into

« Chesckthe abaebance of the solution, sing .00SM Sulphuric s asblank, i the a25bml. volumetric flask.
Fge 20 1 0 o uch wamdongh e the kg bl  Addabout 15 ml.of | M Perchloric acd,warm o disolv,
i L S cool diute o volume with 1 4M perchloric acid and mix.
AltStom)s —— # Uheck the wavelength of the absorption peaks in the ranpe 2mm
T GO s ARV SO o 60Xnm sing |4 M perchloric acd as blask againstthe vahes
+ Conecnaration of KylCrl)y capresacd in % v in the following tahle

| = Thicknes of the slworbmg layer mom 1e. | cm.
Peak  Wgzimum Toleranoe

Wovelength  A[IN1cm]  Mazimum Toleane
W15 - M21S5 mm

5am 15 129 - 162 L
2570 s 1028 - 1462 S SN B A
Nem 46 70 - 53 P e
eI 1073 1055 - 1080 & 00NN -
e 158 157 - 161
LT OF STRAY LickHt RESOLUTION POWER
* Dry about 2g of Potassium Chloride AR grade by heating to
constant weight at 1308C, # The resolution power of UV is checked by using 0.02% vjv
solution of toluene in hexane solution,
# Transfer accurately 1.2 + 2% g of potassium chlorideinto a
100 mL volumetric flask, add about 25 mL of water, dissolve, # Record the spectrum of 0.02% /v solution of toluene in
dilute to volume with water and mix. hexane solution.
# On running spectrum absorbance increase steeply between # The ratio of the absorbance at the maximum at about
220nm and 200 nm and is greater than 2.0 at 198 nm. 269nm to that at about 266 nm should not less than 1.5.
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MELTING POINT APPARATUS

CALIBRATION PROCEDURE
* Ensure that all the connection of the instrument are
proper.

* (Operate the instrument as per the operating instructions
and determine the melting point of the following
substances.

How to take sample in capillary tube

pH METER
BUFFER SOLUTION

PHEST |wmmmg | PHLimit £0.05 (6.82-6.92)

e L
L r

PHAOL |mst | pH Limit £ 0.05 {3.96-4.06)

—

pHOIB | ===t |  PH Limit +0.05(9.13- 9.23)

! r,

Choaarthe pH meter with parified witer and wipe the maisture, using lintfroe tissue
paper

Initialy, take bufies 7.0 comtnining beaker and dif the ehactrode and calibrated ATC
Probe conmectedintn instrumend str for 2 while Preax *CAL" button and sutnmatically
calibratad buffer solution, the display shows the bufier pH {T.00HLS). Dnce the
standard pH value ks displayed, g to check the confirm calibration

BUFFER SOLUTION

* o bufier 4071 containing bealey and dip (e clertaode and callfaind AT Probe conneried info
mstrament st 2 while. Press “CAL” button 2ee sutematically cafbeated buffer solstion, the display
shomn, the befley pH [ <00%] Ovce the standnd o valoe = dnplayed, o o check the confirm
eabeation. (g Calibeation MES Sanclnd, O, LISA, cwm standlond (28 be .

* e bofier 1001 contaming beakey and dip The cledode and calibated A Probe consedied infio
iedrartenl din ot 3 whike. Press “CAL” bt 3t nterrutic oy abbrofied bl sciubon, Lhe
oy hown, the bufler i {10101 s0.85]. Dince: the s il ke i cigloyee, o i chech the
sconfirm calbeation. Mobe down e valer

o i i oy calbeate e il meker using the bfler soltions bo sead the pid .01, 100 and 10.01
repoctierdy 2 250 i il i 400
¥ The clectoode i acthvalesd with 01N 1101 21 the end of pvery work.
¥ A ol ation e electrode shoukd be stored in 101
¥ e cablbrtion devialr= o the staratard, repent e vsask bo the departmental beae bt

appropute action b be Liken
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SLOPE TEST

* The millivolt readingwhen choerved at pH 7.00 must near to zar, 2 there will be no
electrical conduction st that phL. So when a pH 7.00 buffer is kept, a sero reading will
beobserved.

*  oorw place & .01 pH standard bafier and obsenve the mill volts.

*  Divide the observed mill volt by three.

+ Calculabe the percentage of the slope by considering 5.2 as & standard value.

+ Thelimitof slope obtained thould be between 55% and 105%.

+ The same can alsa b don by takingthe pH 10,01 standard buffer vados and the
abovecalnuation dane.

o 177 millvolt foo 117 millwol

] ¥ ¥
A 7 00| 1

(Carabation: T
- r
3
Topet the doge i precessl g
T
— 1100
w2
1 Dserved millivodt af pil D0 stamdand bufley solution

 Diseron rallcl 2t 1 401 baafles

CALIBRATION FOR ATC PROBE

* (lean the pH meter with purified water and wipe the
moisture, using lint free tissue paper

* Switchon the instrument

+ Take water containing beaker at 20°C, 25°C, 30°Cand
40°Cand dip the electrode and calibrated ATC Probe
connected into solution.

* The display shows the temperature in the instrument and
theck with calibrated thermometer.

* Acceptancecriteria £ 0.5¢C

*  AIC- Automatic Tempersture controlier

KARL FISCHER TITRIMETER

DAILY CALIBRATION

+ switch on the instrument.

+ Set medium rotation speed for magnetic stirer,

+ Standardization ks performed with Water,

+ Take approximate quantity of methanod in the titration vessel and
pasition the vessel in such a manner that the electrode just dips info
the methanol.

Fill the KFA reagent in the burette up to 0 level,

+ Methanal ks neutralised by titration.

* Fortitration, if necessary press the reset button and then start button.
+ Abeep denotes the end point.

+ Take [NIT 25 mg) water in 1 ml syvinge and weigh. inject 2 1o 3 drops
of water thraugh the side neck of the titration vessel contairing
neutralised methanol

Again refill the burette with KPR reagent up to the ‘0 mark.

+ Pressreset button and start button and titrate it,

DAILY CALIBRATION
+ Again a beep is heard when the end point is attained,

+ Calculate thie KFR factor with respect to the quantity of KFR
reagent consumed (titre value):

* Press reset button and start button and titrate it,
* Abeep sound is heard when the end point is attained.

* Calculate the KFR factor with respect to the guantity of KFR
reagent consumed (titre value)

Factor = weight taken [in mg)
Titre value
* Limit: & to 7 mg/mL
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SYSTEM SUITABILITY TEST

 Systemsuitabiityis done by Standasdizationof K F. reagent with water ot
Disodium tartrate dibyceate.

*  Fordisodium fartrate diydrate:

¥ Take appeoimate quantity of methanol in the titration vesse and position
the vessed in such a manner that the slectrode just dips into the methanol

J Fill the KFR reagent in the burette up to 0 level

¥ Methanol s neutralised by titration.

¥ For firation press the reset bufton and then start button.

¥ Abeop denotes the end point.

¥ Take 150mg to 350mg Disodium tartrate diydratein the fitration vessel
containing neutralised methanol

% Again refill e burette with KFR reagent up to the 1 mark.

¥ Press reset button and start button and titrate L.

Calculation
WATER Disodium tartrate dlhrdfate
» ' Equivalont Eactior for Disodiem tartrale
Factor = M El-ih'_l'&m 0.1566
Titre value
Uit 47t e T

Limit: &7 mg/ml

SYSTEM SUITABILITY TEST
+ Again a besp is heard when the end point s attained.

* Caleufate the KR factor with respect to the quantity of KFR reagent
consumed (titre value).

Fruivalent factor for Disodium tartrate ditwdrate = 0.1566

* Factor= Equivalent factor X weight taken (inmg]
Titre value

* Do the same procedure for 5 times.,

* Calodate the average value The sverage value must be within the
specified lmit.

* Limit:4-7 mg/ml

DISINTEGRATION TIME

What is Tablet disintegration Time

* Fora drug 1o be readsly available to the body it must be in solution.

* For most tablets the fist important step toward slution s break down
of the tablet into smaller particles (or] granules 3 process called

Calibration parameter
- Number of stokes ———

_ Distance travelled

~ Temperature
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Distance travelled
+ Attach the basket rack assembly firmly.

* Switch on the main and instrument.
* Attach the basket rack assembly firmly.
* Pressenter key once to start the test.

* Note down the travelling distance of the basket rack
assembly on the device from a calibrated scale.

* Repeat the test two more times to confirm the results

* Limit : 53mm to 57 mm

Number of Strokes

* Measure the number of strokes per minute
usinga calibrated stop watch,

* Repeat the same for further three times

* Find out the average number of strokes per
minute,

* Allthe results should meet the requirement.

* Limit:28 - 32 Strokes/minute

TEMPERATURE
v Suspend the assembly in 2 beaker containing purified water .,
v Setthe temperature to 37£ 2°C.

* After attaining the temperature check water temperature
using calibrated thermometer.

* Repeat the operation for further 3 times.

* Find out the average temperature.

v Allthe results should meet the requirement.
* Limit 37+ 28C

Mlobe :F the callbration deviates from Bhe standand, sport the sesalts 1o the dopartmental brad
o appropriote ation o be Rk

DISSOLUTION TEST

What is dissolution

* Drug should be released from tablet in a controlled &
reproducible way .

Tablets or capsules taken orally remain one of the most
effective means of treatment available. The effectiveness of
such dosage forms relies on the drug dissolving in the fluids
of the gastrointestinal tract prior to absorption into the
systemic circulation. The rate of dissolution of the tablet or
capsule is therefore crudial.

The administration of drugs via oral dosage forms is one of
the most commaon and effective means of delivering
treatments to patients. When a dosage form is swallowed,
the rate at which it releases the active ingredient is critical
to ensure that the drug is delivered properly. The rate at
which the drug is released is called the dissolution rate,
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Calibration PARAMETERS

— Temperature

~ Time N

— Rotation per minutes

Factors that may affect reliability of the test

Mechanical Caibtration Equipment Needed

M' Measures resolution per minutes with
! J | sensitivityless than 0.5 rpm
e Determines centering of the apparatus shaft
"I || withinthe veseDistncegien by s gage
_ Gauge | | yechecked witha caliber
| Digital | Determine the angle of a surface relative to
|_protractor | | horizantalor vertical
: Centering || Determine the centering o the stiing eement
| || shaftwithin the vessel for each position.
(" Measure the temparbae of any particaar
Digitl | |  deviceorliing bodyand diplaysthe reading. A
| Thermometors | thermametes scale cain be in Fahrenhet or

! -

TEMPERATURE

+ et the temperature to 37°C.

+ Check the temperature of each
vessse wath calibrated
thermometer and record.

# Acceptance criteria; The
difference should be
within 37 £0.5°C,
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TIME

+ Adjust the set time o ‘20 minutes
in the instrument and start the
instrument.

*  Smubtanecushy start the calibrated
stopwatch.

ROTATION PER MINUTES

» Setthe RPM to 50 in the
instrument.

* Startthe instrument and

. i check the RPM using a
e ke calibrated tachometer.
stopwatchand record the time.

o Followthe sae procsduets * Repeat the procedure at 75,
calibeate a1 30, 45, 60, 120 and 150 100 and 150 rpm.
manite intenvals.

+  Acceptance criteria: The difference * Acceptance criteria: The
should not be more than 10 difference should not be
. more than + 4%,

DEPTH CENTERING
* Measure the diameter of

+ Measure the depth of paddle and , ;
basket in the bowel with ﬂ:he.lp the vessel in (mm) with
of depth gauge. vernier caliper.

+ Fixthe shafts with paddies /
bavues " + Place the centering device

* Fin the depth gauge in bower and _" i in the middle of each
i el shaft and adjust the

% screws until the device fit

+ Press e platform down ¥ key. with the vessel.

Measure depth for paddie/basket
with suitable device.
+ Acceptance criteria: NMT £2mm
Pharma Web
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WOBBLING

v Measure the wobble of each shaft
hirving paddle [basket with the
help of wobbling gauge.

+ Fix the wobbling gauge on % pant
of shaft connected with paddle /
hasket and measure the reading in
mim

+ Pressthe platform down ¥ key

[Fox the wobbling gauge on upper
part of shalt with padadle/ batket
and measure the reading in mm.

* Acceptance criteria; NNIT £2mm

APPARATUS SUITABILITY

+  Check the austablity of the instrument
6 per apparatus test of USP apparatus
1K 2 and follow the procedure 5 given

akorg with the USP system suatabsliy
reference standard

PROCEDURE

+  Preparation of standand Solation :
Trareler Bmg ol USF Sin o clean and dry volumetric Bk Add 50 mll of
ettanc] mix and dikute to 1) ml with dissoltion media, Dtz 7 mi. to 25 ml with
dissolution media.

+ Preparationct Standard Salation:
A e tablet o 00 md of de-seratec wastir and carry ot dssolution for 30 minutis,

# Measure the absorbance of standand snd sample solution i 2 1o ool on saftable UV
spectrophotometer at 242 e, g dssolubion medium i blank.

# Caiculate the amount of Predesone dsotnd in the dasclution medium by using the

Sl Abw» 3 Wesghtin my 1 1 500 Purity of peecincons
Stel Abey 1003 251 Label Olim

Testing should be-carried out on 7 s and £® unit is comsidaensd & control.

cakculade the % of predesone dessolved in the medum,

iter calpalabng the ' of Prednisone deasobed, convert the resuts info a kg scale.

Rumin each apparatis for bwo times and name them o et | and set 1. Determine the

mian and variance for set-1 and st-2 indwidaly.

*+ Comvert the reults bo s geometric meun {GM).and pencent cosfficent of wanation [CV)
and round both ko one decimal place. Becord the resulty in kormat number; Annexure i

*  Acreptunce criteria: The disobution of LSF pelrence standard hould be within the imit

el oned on the censfcate of the LISF reference tandand.

= % = ®

POLARIMETER

What is Difference between Disintegration and
dissolution

Disintegration time s the time
required for a dosage formto

break up in to granules of f- ;.
specified size (or smaller) %
under carefully specified =
conditions.
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PROCEDURE

* Switchon the mains walt till sodium Lamp glows with full
intensity of yellow Eght.

Rinse the Polarimeter tube with distilled water,

Adjust the vernier scale and main dial scale to e,

If two halves intensity is not metering then adjust it by turning
knurled serew of the prism bo slighty, If not possible then
adjust the field by rotating milled knob and vernier scale note
the reading [+) or [} side a5 2 zero and to be consider while
calibrating.

* Fill the purified water in Polarimeter tube. Clean the sides of
the tube with tissue paper,

Entrap any air bubble in space at center of the tube, Keep the
Polarimeter tube in the place provided in the Polarimeter.
Adjust the zero with the help of control knob. Focus circular
disc of light with the help of field telescope,

* Obsenve the fields, which i dnided into two halves, lght and dark. Adjust
the control knab 1o get equal intensity of the two hahes.

+  Measure oplical rotation of the blank solution,

*  Remowe the Polarimeter tube from Polaimeter & discard the purified
water from the tube.

* Prepare the following concentrations of Sucrase [AR Grade) solution
(which has been dried at 105°C for 3 hours] and measure the
aptical rotation in a J-dm tube at 25°C The expected readings ane
given below

H13.08" 10 H1158C
+26.35" 1o HIRESC
+3961" 10 MO0
5151 o 45230

ESEEE

$65.58" 1o +66.48°C

* Rinse the tube with sucrose solution (10g/100mL) and fill the

salution in Polarimeter tube. Clean the sides of the tube with

tissuse paper.

Entrap any air bubble in the space at the center of tube.

* Keep the Polarimeter tube in the space provided in the
Polarimeter and measure the optical rotation of sample solution,

* Note the reading in degree of rotation,

* Remove the tube from Polarimetes & discard the solition from
the tube.

*  Repeat the procedure with (20g/100mL), (30g/100mL),
(40g/100mL} and (50g/100mL) solution after rinsing with the

same solutions.

* Note the readings of each concentration The values should comply
withspecified limits.

* Remowe the tube from Polarimeter and discard the solution from
the tube.

* Wash the tube with purified water and rinse with scetone and
keep in Polarimeter tube box
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FLOW CHART

Polarimeter tube with
purified H,0

Measure blank reading

Prepare different
concentration of sucrose

Measure optical rotation

Take Reading

FOURIER TRANSFORMER INFRARED

SPECTROPHOTOMETER
Fined Mirror
‘ Moving
Mirror
-
Samgple
Cell /
l]]*l || || 4 e
IR Half
Semsor Silvered
Mirror
I
IR Source

Calibration Procedure

* Double dick on the “IR Solution” icon.

* IR Solution (default] windows will appear on the monitor.

* Switch ON the instrument as per operation Procedure

* Goto "Measure” and cick. Then go to Measurement and dick on
“EP* Validation.

* “Previous badground data” will display on screen and then
“Remove the marked data” will display on screen. Then did: “yes”.

* Select method file will display. Click Measurement on the method
file.

* Enter the parameter and didk OK and “Form of power spectrum”
will - appear and then “Remove sample from sample chamber *
will appear then dick ok. These operations are automatic.

+ By default it takes 45 scans two times and after completion of the
seanning  Itwill ask printing option fllowed by displaying “Now
peinting” then Result.

Calibration Procedure

* Display shows “Set Pobystyrene film in to the sample chamber”, insert the

polystyrene film (thickness: 0.05mm) and dick on DK

+ By default it takes 45 scans two times and after completion of the

scanning it will ask printing option followed by displaying “Now

~ Pas (1 form of power spectrum,

- Pass (2) Comectness of resolution and Wave number by
polystyrene film

Will appear on the screen then dick “0K°,

* The printout of the background spectrum, Polystyrene spectrum

and the Validation report will come automatically,

* The validation report shows power spectrum, Control of Resolution,

Wave rumber acruracy, Reproducbility of wave number and
reproducibility of Absorbance.
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ACCEPTANCE CRETERIA

. A + Enter all the data’s in the calibration protocol and compare the
Resolution eosult or s complience aggiest e vekuee gerentd by the
B Gm spiem,

Between 2850000 bo 2670000 Not Less than (.33

* Attachthe printout of both the spectrum and the validation
Bebweten 155100 bo 1589,00 Not bess than 0.08 report with the calibration protocol,

* Ensure Polystyrene film is calibrated every year against
standard NIST traceable film.
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PHARMACIST ROLE : SAFETY FIRST WITH MEDICINES

by
Mr. M. Vigneshwar,

College of Pharmacy, Jaya College of Paramedical Sciences, Thirunindravur, Chennai

Note: This article was awarded First Prize in the Essay Competition conducted by our trust.

INTRODUCTION:

Pharmacist is a part of Health care team who is “solely responsible for manufacturing,
storage, dispensing, and all other matters related to drugs”. Pharmacist must perform his work
legally, coordinately and professionally to achieve rational drug use and to ensure medicine
safety.

AIM OF WORK:

Is it possible to produce medicine safety?

YES, it is possible if a pharmacist performs all the works related to medicine. Only a
pharmacist must be engaged in Manufacturing, Storage, Dispensing, Counseling, Educating
about the drugs. The following are the some of the safety measures to be taken by a pharmacist to
produce medicine safety:

ROLE OF PHARMACIST IN MEDICINE SAFETY IN MANUFACTURING:

It is the sole duty of pharmacist to follow '‘GOOD MANUFACTURING PRACTICE' (GMP) for
production of safe and efficacious medicines thereby to ensure rational drug use. All the
medicines must comply with the limits of pharmacopoeia. No medicines which are qualitatively or
quantitatively substandard should be sent to market. The medicines therapeutic effect should
overweigh side effect then only it should be manufactured.

Pharmacist must ensure that all the drugs which are manufactured are packed in proper and safe
way for further process. The packaging should also comply with the pharmacopoeia.

ROLE OF PHARMACIST INMEDICINE STORAGE:

The medicines should be properly handled and stored by the Pharmacist to prevent the
degradation of medicine. Ex: Certain drugs like IV INJECTIONS should be refrigerated while
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others should be kept in dark place. The medicines should be stored in a concrete walled well
ventilated place. All the medicines must be categorized as poisonous and non poisonous and
should be kept under lock and key. No person should be authorized to enter into the pharmacy
other than the pharmacist. Medicines which lost their Shelf life must be carefully disposed as
soon as possible. All the medicines should be categorized according to their category and
property.

ROLE OF PHARMACIST INMEDICINE SAFETY DURING TO DISPENSING:

Pharmacist must ensure FIFO-FIRST IN FIRST OUT (FIFO) while dispensing of medicines to
minimize the dispensing of expired drugs. Medicines should be double checked weather right
medicine is given to right person. Pharmacist must enquire and record the details like patient
family detail, medication history, hereditary disorder, immunity deficiency, any allergic
condition, pregnancy. While dispensing of medicine pharmacist should educate the Right time,
Right route, Right dose and dosage form the medicine should be taken by the patient.

Pharmacist should not dispense a medicine incase of any discrepancy over the medicine it should
be clarified with senior Pharmacist or Physician then only the drug should be dispensed. In no
case the drug should not dispensed in an assumption. Since SOUND ALIKE LOOK ALIKE
(SALA) drugs can cause medication accident.

Pharmacist should not dispense the drugs through the counter other than OTC drugs in any
situation. Ex: Incase of drugs like NSAIDS counseling regarding their side effects like
gastric irritation, heart burns must be give to the patients. Pharmacist must counsel to
improve the medication compliance.

Pharmacist must counsel patient about the medicines effect weather it is for therapeutic or
diagnostic or preventive nature. Then the drugs property, its adverse effect, its interactions, its
contra indications should be clearly indicated.

ROLE OF PHARMACIST INMEDICINE SAFETYAFTER DISPENSING:

APharmacist must perform Therapeutic drug monitoring (TDM) to ensure safety to the patient.
Pharmacist must record the details of patients who are using Schedule X drugs. No such drug
should be early or late refilled without the permission of physician. Pharmacist must help the
patient incase of missed or overdosing of medicine since he/she only knows about the
Pharmacological and adverse effects clearly. He must educate patient what to do incase of
emergency conditions. Ex: Incase of allergic reaction what should be done to prevent
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further accident.

Incase of narcotic medicine the records separately maintained which should include details of
patient, physician, dose, and lot and batch number. All these records should be maintained
properly by the pharmacist in the pharmacy itself it should be verified incase of any discrepancy.

ROLE OF HOSPITALPHARMACIST INMEDICINE SAFETY:

Pharmacistin the hospital should be allowed to Ward round and to directly interact with patients
to minimize the medication incidents. He or she must take part in investigation of medication
errors to prevent them in future and also he/she should prevent the use of investigational
medicine use inside the hospital. A pharmacist must be consulted prior to admitting in hospital to
prevent duplication of medicine, over dose, allergy. A pharmacist plays important role in
Reconciliation of medicine.

ROLE OF PHARMACIST INEDUCATINGABOUT MEDICINE SAFETY:

Pharmacist must gain knowledge about the ways to medicine safety and prevention of errors. A
pharmacist should educate his fellow and junior pharmacist regarding the safe use of medicines.
It is his duty to educate the patients regarding the safest use of medicines. Pharmacist should
arrange for Handouts, Posters, audio and Visual sessions for patients regarding medicine.

CONCLUSION:

The pharmacist is the one of the health care team person who possessing important role in drug
safety a patient sees before leaving the hospital so he must professionally perform his duty and
responsibility to bring out the medicine safety. Pharmacist must give special campaign over
medicine safety and prevention of errors so that they need to be will be well educated in recent
trends of medicinal accident prevention and safety measures to safe guard the patient.

“We the pharmacist must be the medication safety person”
“Ask pharmacist: to know about your drugs”

GHOK ARESO
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NOTIFICATIONS

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 6th January, 2016

G.S.R. 11(E).— The following draft rules further to amend the Drugs and Cosmetics Rule s, 1945,
which the Central Gover nment proposes to make, in exercise of the powers confe rred by section 12 and
section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), after ¢ onsultation with the Drugs T echnical
Advisory Board, is hereby p ublished for information of all persons likely to be affected thereby, a nd notice
is hereby given that the said draft rules shall be taken into considerati on on or after the expiry of a period of
forty-five days from the date on which the ¢ opies of the Gazette of I ndia containing these draft rules are
made available to the public.

The objections and suggestions which may be received from any person with respect to the said
draft rules 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, Room No. 414-A, D Wing, Nirman Bhawan,
New Delhi- 110011.

Draft rules
1. (1) These rules may be called the Drugs and Cosmetics (9" Amendment) Rules, 2016.
(2) They shall come into force on the date of their final publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said rules), in rule 122DA,
in sub-rule (3), before the Explanation, the following sub-rule shall be inserted, namely:-

“(4) No permission for conduct of clinical trial intended for academic purposes in respect of
approved drug formulation shall be required for any new indication or new route of
administration or new dose or new dosage form where,-

(a)  the trial is approved by the Ethics Committee; and
(b)  subject to the provisions of sub-rule (5), the data generated is not intended for
submission to the licensing authority.

(5) The Ethics Committee shall however inform the licensing authority about the cases
approved by it and also about cases where there could be an overlap between the clinical trials
for academic and regulatory purposes and where the said authority does not convey its
comments to the Ethics Committee within a period of thirty days from the date of receipt of
communication from the Ethics Committee, it shall be presumed that no permission from the
licensing authority is required.”.

3. In Schedule Y to the said rules, in Appendix I, in item 4, after sub-item 4.8, the following note
shall be inserted, namely:-
“Note.- Where data on animal toxicity as per the specification of Appendix III has been
submitted and the same has been considered by the regulatory authority of the country which

had earlier approved the drug, the animal toxicity studies shall not be required to be conducted
in India except in cases where there are specific concerns recorded in writing.”.

[F. No. X.11035/289/2015-DFQC]
K. L. SHARMA, Jt. Secy.

Note: The principal rules were published in the Gazette of India vide notification number F.28-10/45-H (1)
dated 21 December, 1945 and last amended vide notification number GSR 918(E) dated
30.11.2015.

Printed by the Manager, Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054.
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Deaprtment of Health and Family Welfare)
NOTIFICATION
New Delhi, the 25th January, 2016

S. 0. 237(E).—In pursuance of sub-clause (iv) of clause (b) of section 3 of the Drugs and Cosmetics
Act, 1940 (23 of 1940), the Central Government, after consultation with the Drugs Technical Advisory Board,
hereby specifies the following device intended for use in human beings as drug with immediate effect,

namely:-
“Ablation device”
N . [F. NO. X -11035/275/2015-DFQC]
K. L. SHARMA, Jt. Secy.
397 Gl2016

Printed by the Manager, Government of India Press, Ring Road, Mayapuri, New Delhi-1 10064
and Published by the Controller of Publications, Delhi-110054.

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 1st March, 2016

G.S.R. 268(E).—Fhe 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
sections 12 and 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 shall 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 will be received with respect to the said draft rules within the
period specified above will be considered by the Central Government.

Objections and suggestions, if any, may be addressed to the Under Secretary, Ministry of Health and
Family Welfare, Government of India, Nirman Bhawan, New Delhi- 110011.

Draft rules
1. (1) These rules may be called the Drugs and Cosmetics (.....Amendment) Rules, 2016.
(2) They shall come in to force on the date of their final publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945, in rule 43 A, for the words “Chennai, Kolkata, Mumbai,
Cochin, Nhava Sheva, Kandla, Inland Container Depots at Tuglakabad and Patparganj in Delhi, Tuticorin in
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Tamil Nadu and Marmugao port in Goa: in respect of drugs imported by sea into India. Chennai, Kolkata,
Mumbai, Delhi, Ahmedabad, Hyderabad, Goa and Bengaluru in respect of drugs imported by air into India”,
the following words shall be substituted, namely:-
“Chennai, Kolkata, Mumbai, Cochin, Nhava Sheva, Kandla, Inland Container Depots at Tuglakabad and
Patparganj in Delhi, Tuticorin in Tamil Nadu, Marmugao port in Goa and Visakhapatnam in Andhra
Pradesh:
in respect of drugs imported by sea into India;
Chennai, Kolkata, Mumbai, Delhi, Ahmedabad, Hyderabad, Goa, Bengaluru and Visakhapatnam:
in respect of drugs imported by air into India.”.
[F. No. X-11014/1/2015-DFQC]
K. L. SHARMA Jt. Secy.

Footnote.—The principal rules were published in the Official Gazette vide notification No. F.28-10/45-H (1),
dated the 21* December 1945 and last amended vide number GSR (E), dated the

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054.

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 8th March, 2016

G.S.R. 287 (E).-Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, was
published, as required by section 12 and section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), vide
notification of the Government of India in the Ministry of Health and Family Welfare (Department of Health and
Family Welfare), number G.S.R. 559(E), dated the 17th July, 2015, published in the Gazette of India, Extraordinary,
Part II, section 3, sub-section (i), dated the 17th July, 2015, inviting objections and suggestions from all persons likely
to be affected thereby before the expiry of a period of forty five days from the date on which the copies of the Official
Gazette containing the said notification were made available to the public;

And Whereas copies of the Gazette were made available to the public on 17th July, 2015;

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

Now, therefore, in exercise of the powers conferred under section 12 and section 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940), the Central Government, after consultation with the Drugs Technical Advisory
Board, hereby makes the following rules further to amend the Drugs and Cosmetics Rules, 1945, namely:-

1. (1) These rules may be called the Drugs and Cosmetics (First Amendment) Rules, 2016.
(2) They shall come into force on the date of their publication in the  Official Gazette.
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2.

In the Drugs and Cosmetics Rules, 1945, in Schedule Y ,-

(A) for paragraph “(2) Post Marketing Surveillance” and clause (i) relating thereto, as published in
Part II, Section 3, Sub-section (i) of the Gazette of India, Notification G.S.R. 32 (E) dated 20th
January, 2005, at page 63, the following shall be substituted, namely:-

“4. Post Marketing Surveillance.-

(i) The applicant shall have a pharmacovigilance system in place for collecting, processing and
forwarding the report to the licensing authority for information on adverse drug reactions
emerging from the use of the drug manufactured or marketed by the applicant in the
country.

(ia) The system shall be managed by qualified and trained personnel and the officer in-charge of
collection and processing of data shall be a medical officer or a pharmacist trained in
collection and analysis of adverse drug reaction reports.

(ib) Subsequent to approval of the product, new drug shall be closely monitored for its clinical
safety once it is marketed.

(ic) The applicant shall furnish Periodic Safety Update Reports (PSURS) in order to-

(a) report all relevant new information from appropriate sources;
(b) relate the data to patient exposure;

(c) summarise the market authorisation status in different countries and any significant
variations related to safety; and
(d) indicate whether changes shall be made to product information in order to optimise
the use of product.”;
(B) in Appendix III, in paragraph 1.8, in the table,-
(i) under the heading ‘Systemic Toxicity Studies’, for sub-heading “Oral or Parenteral or
Transdermal” and entries relating thereto, the following shall be substituted, namely:-

Single dose or several LILIIT 2sp, 2wks
doses in one day, Upto 1
wk
>1 wk but upto 2 wks LILII 2sp; 2wks
Upto 2 wks Marketing 2 sp; 4 wks
permission
“Oral, or parentral I, ILIIT 2 sp; equal to duration of human
or transdermal exposure
>2 wks but upto 4 wks Marketing 2 sp; 12 wks
permission
LILIIT 2 sp; equal to duration of human
> 4 wks but upto 12 wks exposure
Marketing 2 sp; 24 wks
permission
> 12 wks but upto 24 wks LILIIT 2 sp; equal to duration of human
exposure
Marketing 2 sp; Rodent 24 wks, non-rodent 36
permission wks
LILIIT 2 sp; Rodent 24 wks, non-rodent 36
> 24 wks wks
Marketing 2 sp; Rodent 24 wks, non-rodent 36
permission wks™’;

(ii) under the heading “Male Fertility Study”, for entries thereunder, the entries “Phase III in male
volunteers/patients” shall be substituted.

[F.No. X 11014/12/2011-DFQC]
K. L. SHARMA, Jt. Secy.

Note.- The principal rules were published in the Official Gazette vide notification No. F.28-10/45-H(1) dated
21st December 1945 and last amended vide notification number GSR 918(E) dated the 30th November, 2015.

Pharma Web Jan. - Feb. - Mar. - 2016



MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health & Family Welfare)
NOTIFICATION
New Delhi, the 16th March, 2016

G.S.R. 312(E).— The following draft 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 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 persons likely to be affected thereby, and notice is
hereby given that the said draft rules shall be taken into consideration on or after the expiry of a period of
forty-five days from the date on which the copies of the Gazette of India containing these draft rules are made
available to the public.

The objections and suggestions which may be received from any person with respect to the said draft
rules 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, Room No. 414‘A’ D-Wing, Nirman Bhawan, New Delhi-
110011.

Draft rules
1. (1) These rules may be called the Drugs and Cosmetics (Third Amendment) Rules,
2016.
(2) They shall come into force on the date of their final publication in the Official
Gazette.

2. In the Drugs and Cosmetics Rules, 1945, in Schedule K, for serial numbers 35 and 35 and the entries
relating there to, the following serial numbers and entries shall be substituted, namely:-
Class of Drugs Extent and Conditions of Exemptions

“35. Homeopathic hair oils having active ingredients up | The provisions of Chapter IV of the Act and
to 3X potency only. the rules made thereunder which require
them to be regulated with a sale license
subject to the condition that such products
have been manufactured under a wvalid
manufacturing license and sold in the
original sealed packing of the licensed
manufacturers.

36. Custom made devices. All provisions of Chapter IV of the Act and
the rules made thereunder, subject to the
condition that the device being specifically
made in accordance with a duly qualified
medical practitioner’s written prescription
under his responsibility, in accordance with
specific design, characteristics and the same
is intended for the sole use of a particular
patient and the label contain the words
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‘custom made device’.

Explanation.- Mass produced devices, which
only need adoption to meet the specific
requirement of a medical practitioner or any
other professional user, shall not be
considered as custom made device.

37. Zinc sulphate tablets and oral solutions having 10 | The provisions of Chapter IV of the Act and
mg and 20 mg of elemental zinc. the rules made thereunder which require
them to be regulated by a sale license,
subject to the condition that such products
have been manufactured under a valid drug
manufacturing license.”.

[F. No. X. 11014/5/2012-DFQC]
K. L. SHARMA, Jt. Secy.

Note: The principal rules were published in the Gazette of India vide notification number F.28-10/45-H (1)
dated 21st December, 1945 and last amended vide notification number GSR 287(E) dated the
08.03.2016.
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 16th March, 2016

G.S.R. 313(E).— Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules,
1945, was published, as required by section 12 read with section 33 of the Drugs and Cosmetics Act, 1940 (23
of 1940), vide notification of the Government of India in the Ministry of Health and Family Welfare
(Department of Health and Family Welfare), number G.S.R. 11(E), dated the 6" January, 2016, published in
the Gazette of India, Extraordinary, Part II, Section 3, Sub-section (i), dated the 6hJ anuary, 2016, inviting
objections and suggestions from persons likely to be affected thereby before the expiry of a period of forty

five days from the date on which the copies of the Official Gazette containing the said notification were made
available to the public;
And whereas copies of the Gazette were made available to the public on 06.01.2016;

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

Now, therefore, in exercise of the powers conferred under section 12 read with section 33 of the
Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government, after consultation with the Drugs
Technical Advisory Board, hereby makes the following rules further to amend the Drugs and Cosmetics
Rules, 1945, namely:-
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1. (1) These rules may be called the Drugs and Cosmetics (Second Amendment) Rules, 2016.
(2) They shall come into force on the date of their publication in the Official Gazette.

