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fawT - g & IRt & foww # RFERAT F@ § gey & s WA |

R PR o ANIT & famg &, FTF 3idTd ATdBT /3eleie & ATeqH
¥ frv o= arer g ot arffer §, @1 arell arsafsal & Ashad & TaRIhdl & aR
H 3% 379TdeaT Ued FU & | a2y 3R 9RER FedvT HA1dT § 39 ATH T
e $r a7 g AR Nt & ey @ gar Afa & R_faafag == & fow gomel
IR e g Geftd RaftmRat @ grfees @=n o & s & | 0 fafagas #
35T W U IfFa &, [ dwfRat fr smaegedr g, d@@r el i sgest,
Sic-ggFshdr iy &1 fa=or giafad e AR oRd & e AfFadt a1 3=
SISl I IHTeTellsel /Seeic & ATEIH ¥ N9 & 3nqfd & [AfAafAd wwer
g |

2. §IR & SEY Y4 AW & gruffes, gfadae 3R Jdias Jel I aRHS
e &7 fafeay foear o1 | AT IRIE 39 AT gaierer & o o 3mer foeam
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R gred g W E |

3. TR 3R IRAR FeAT0T HATGT I, sﬁmmﬁﬁtwﬁwﬁgm

a1 # 3Rt & Ak & AT e & v gelacris-aatd vs geg e
TATUT el T GEAd %ﬁ?@mm?mﬁmﬂmm HI ITdTd
foram ST &:




l. S 7 iRt & Oy & lfaaf@a = & v & selaerf@s colewnT
IR AT STeeT |

Il.  3H $-Colchd & TR 3R IRAR HeduT JAATeT & 3T T TWacd
e garT fasfda fham STeen 3R §=TT I@r AT |

n. IRfET Eaed e @ FeeT 3R 9RAR Fed1uT #FET a1 3RAS
31Tl 3R FYATH HITd HHIU 3Uelet] AT S0 3R 7 AT W 39T <ag
dr qfd 3f@e & ast &1 3afr & Qv ara Hr Fafea @A F F fH sreeh |

IV.  ¥E F&RIcd [T & a¥ & gRald 3el @l fohdicaen 3198t 1 U e
& v 39 TaT & FAT Ferven |

v. e RAfaaAar g &1 39 dicad W I awer AR AffesT oo, 3raia
Tarforeet/dten fashdr3it a1 3= safFaat & fhe ot vt & g & Feafdd ser
P T &I, YeIT ST I8 AT 3R S T 3199 aiE gied 390 S-Colewre &
gfase &raar |

vi. gl werfrEet /die fashdi3il ar 3= At @ ot Ta &1 3Fd Ed W
ST AT B 3R 3efeh S@RT IIed 3R M FIAERT AT Ger fashaiait ' g
v av wow & =R ufdse wue g |

VIl. I STl ATTclSed ATETH T 3R AGSel Blel T JINT axeh diase fohar o
FhaT ¢ |
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X.  Ger-fashar, 3dTd, HATe 3R Jiwer-fashar ar $-wefdr asg-ses & fau
gred &1 915, g Fr 78, AfaAtar o dierg 718 a1 et 3= Ofa & sgafaa
wfei/snwfeat & gl sgk gfase aar 3maeas gem |

Xl. TR ot fFa a1 sos canrT S-wretdr & AregA ¥ F15 o g e a9
deh AT ALl AT ST ST e 3eAeh U 39a1-370e e iTdel TR v
HTRIRAT aTel &7 A TR TATH-GIIEm 3egared o & |

Xil.  fRE soS GanT W a1 ¥ W, fowd fov 3@ seafa & o g, et &
facRor/fashg 3egard =€t fohar smear |

XL 3T o, o1 3R o A afFafad vt @ @ew siteftar fhdr safed
fonely IS Rifshear caaarll & F8d W & AaRd /3ueeyr w8 smeel | qury,
o UReard AR o ger # (S 3mem) VAT HS e gidd, S faRise aa @
et & faRor & fav [AfAfdse §a @ witpd 8, a1 & @ |

xiv. faaRa $r 15 3wt 1 sg9Rkr S-ceewe & gfase frar ameem 3R foar
Tl & ATETH @ R v e | 0 sGR & Jear fows are srerel &
aEdetor degis (AR Rfecar aRve, Tea R aRvg ar srd &a-
Rifshcar aRwe) a1 37 wifthd afFa @1 ggae T&dis, fAaes HfATe &1 a1F
IR ToERor gege 3R e & a5 A 3nfe enfdd g |

XV.  3TgE S, S-1 A1 7 F FiEATIT o I IS 3NETRGT T g2 7 A9 & AA
3R vgTd ¥ e FI5 SGRT 3MaeTS AET g |

XVI. Il & wiftiehd safed & AR, e MU= W SMUET 3R 3o¢ i 3R
o 3SRt s ar i aER 1 TeT TWHR c@RT TIfthd 37
AR ¥ Feet fFdy afed & geve 781 fham S | 3 &R, M9l Sty
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Jwferat & <@l qur feddr gfdeper gfafsarn, 3nfe & =@k gfase & ger 3R o
3T MUAT @M STean 3R 3T Fad q.drdams. 3R [amss & 3w [fakise

{7 3Ty HI=AT FATTIT |

xvill. RfSarAet garT 39 3R garesT el fafagA, 1940 3R 39& 3l

SATT T TAIAT HT 3He]dTeled ARTT A & TIT JeTesd T H QIO S Teh
gotell farfid & STl | g AWTORIET TU-SEy fAeIvor & AIH & FH TA19
SUE |

XIX.  HIEIT Y IS STeAehT &l JANT FEELY AR IREGX SHed1oT HATT gt od
TSt & forw o fFar a1 gahem, St ofies fRa & 3maeges &Sy AU |

XX.  wfasidr a1 3 s arely 3NN FT A5 FATT S I F AT I
3Tl gl fohar e |

XXl. 0O R afFd T s Y, ST Sexae IS F IR W 3
JiwfRgnwfeat 1 FaTa Fa &1 gEaE &, deaa vy A FEer @ered &
e IS FET g9 3R v sifat iRt & AEta wa gag S 7
ITSAECTHIUT Fl Sl FIAT HTALTE gIIT |

XXIl.  Ueh HHMET Tored Ase [apfla fohar Seen foad & 0 @aree, St 9ice
F IATT W 3R VA 3T FERIAT el e & foiw, S for 39 @it &,
3ccRer™T &, - a7 T |

XXIll. $H T AsS 7 9fd ¥ 200 9C HY AfAHIA HAT & AT T g,
NSOt b T ofrerd 1 1 AT @ AR A 3T TeadeR G mfAer g
Fehall, ST T wreAdt /S-wrefe/dieh/ger faekehl, e GaRT TeAeTgeT Heed HT S
giefl, IFSFECHIOT 3R AT dr hrE i T B A M, S THER garT FAI-
AT W ATUIRA HI S0, AT /o )/ 3readrei/=arfees T&mdsi, 3G ganT
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XXIV. 3¥ dli@ ¥, 39 a0 [T Yadd & 39 g, Tl 75 wrefaat & fov ol
B FT &I e, i [Afgd &I ST, Feard Y Aldew [HIF0T 3T & arg
IoFex T 3MaTs gen | faegdAs wrEffaar & s dicd W Ioredentor
A & T ar a¥ & FhAT A g gel | U faeaAs wrEfaat &, S o
AT & MR (T S §, 0 oo & faw 60 gfawrd Afed & & e
AT BT |

XXV, Uel3ME.E./FE TWHR & 3 QAT [T WaRT, e garr fawfaa
TaCIATT AIFCARI/CACHIAT & AT Fiefafedr T & Sl |

4. 3UYFA S1At B AT H @A gu, Tl TeareeRar 3R 39T Soar 9 I8

3 fohar ST § 7R 9 39 geag /fecufOrar i $H @@RT  epharmacy.drugs-
mohfw@gov.in & el IT ffl@d wfaar 3T-afkaGiufr Jfassd), @@y 31k 9Rar
HedIUT HATOIT, HAUT F. 301-81 & U 5H AT & FeplAd glel I dRI@ & 30
feat & ofaw, 3rafd, 1 5 3der, 2017 G a1 36 qd A | 39 R gred fa=ny,
fecaforat 3R gemal W TR @R W 3R garee A e, 1940 &
3efeT faAr & 3ifad & ¢ & o gFs ¥ @ faar & forr sreer |
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MINISTRY OF HEALTH AND FAMILY WELFARE
DEPARTMENT OF HEALTH AND FAMILY WELFARE

New Delhi, 16 March, 2017
PUBLIC NOTICE

SUBJECT: PuBLIC CONSULTATION REGARDING REGULATION OF SALE OF DRUGS
IN THE COUNTRY.

The Government of India has received a number of representations
regarding the need for plugging the gaps in the sale of drugs including sales
through online/internet. The matter has been examined in the Ministry of
Health and Family Welfare and preliminary discussions have also been held
with stakeholders concerned with a view to evolving ways and means of
regulating sale of drugs in an efficient manner. The objective of such
regulation would be to ensure availability of right drugs that meet the
standards of quality to every person, in need of medicines, curbing anti-
microbial resistance (AMR) and also regulating supply of medicines through

online/internet to persons or other entities in outside India.

2. The Government had earlier, decided to introduce bar coding on the
primary, secondary and tertiary packs of durgs/medicines. Such bar coding
has since been introduced for export purposes; however, the mechanism has
so far not been made mandatory for domestic sale of medicines keeping in
view the concerns of MSME industry. In the absence of such track and trace
mechanism, having operationalised for sales within the country, complaints

continue to be received by the Government about the quality of drugs.

3. Keeping the overall context in view, the Ministry of Health and Family

Welfare proposes to establish a robust e-enabled structure for regulating



sale of medicines in the country and, with this in view, the following course

of action is proposed:

Vi.

Vii.

viii.

An electronic platform will be developed for regulating sale of
drugs in the country;

The e-platform will be developed and maintained by an
autonomous body under the Ministry of Health and Family
Welfare.

An initial grant and the minimum human resources will be
provided by the Ministry of Health and Family Welfare to the
identified autonomous body and expenditure incurred on this
count will be met from the Consolidated Fund of India for an
initial period of two years.

The autonomous body will generate its own resources for
meeting all its operational requirements beyond two years.

All manufacturers will be required to register themselves with
the said portal and enter data relating to sale of drugs on the
said e-platform to different distributors i.e. the
stockists/wholesalers or otherwise with batch Number,
quantity supplied and expiry date of the batch.

All stockists/wholesalers or other distributors will, also be
required to register themselves on the said portal and enter
details of stocks received and supplied by them to further
distributors or retailers.

The data can be entered both through online and by using
mobile phones.

The pharmacies located in rural and other remote areas can
upload the data either through mobile phones or through

internet at least once every fortnight.



Xi.

Xii.

Xiii.

Xiv.

XV.

No retailer/chemist/e-pharmacist outlet shall be permitted to
sell any medicine/drug unless such pharmacy is registered on
the e-portal.

The retailers i.e the Chemists and Druggists or e-pharmacy
outlets will be required to enter all details of the
medicines/drugs received, sold, returned to the manufacturer
or disposed of in any other manner.

No sale by e-pharmacy shall be permitted to be carried out by
any person or entity unless, it has a licenced brick and mortar
facility in each of the Licencing Authority’s jurisdiction.

No dispensing/sale of drugs shall be permitted by any entity
beyond the area for which a licence has been granted.
Medicines other than drugs included in Schedule H, H1 and X
will be dispensed or made available/distributed to any person
only against prescription of a registered medical practitioner.
However, in case of a few identified medicines, any other
person specifically authorised (such as ASHA) to distribute a
particular class of medicines may do so.

The details of medicines dispensed will be entered in the e-
platform and bills will be generated through the system. Such
details will include prescribing doctor’s Registration number
(MCI or State Medical Council or the Dental Council of India)
or other authorised person’s identity number, the name and
registration number of the dispensing chemist and the quantity
supplied, etc.

Details of other than the patient name and identity shall not be
necessary in case of drugs not included in Schedule H, H-I or
X.



XVi.

XVii.

XViii.

XiX.

XX.

XXi.

The details of patient authorised person, etc. shall be kept
confidential and shall not be disclosed to anyone other than
the Central and State Drug Regulators or other officers
authorised by the Central or State Governments. The details
could, after removing the confidential information, be also
made available to the Pharmacovigilance Programme of India
(PvPI).

Hospitals and other clinical establishments or other authorised
persons, both in the public sector and the private sector, shall
be required to enter details of medicines dispensed or
distributed/issued/made available to patients as also details of
any adverse reaction, etc. and such data shall be kept
confidential and made available only to PvPI and the regulator
in the manner specified above.

At the backend, a system of audit by regulators for ensuring
compliance with the Drugs and Cosmetics Act, 1940 and Rules
thereunder will be developed. The audit will be facilitated
through offsite analysis.

The information collected may also be used by the Ministry of
Health and Family Welfare, Government of India for such
purposes as considered necessary in public interest.

No export of anti-bacterial or any habit forming drug shall be
permitted against internet orders.

Any person or entity proposing to export other
medicines/drugs on the basis of internet orders shall be
required to be registered with the CDSCO and details of such
registration will need to be mentioned in the invoice when

exporting such medicines/drugs.



XXil. An appropriate revenue model will be developed so that the
organisation responsible for maintaining the portal and
rendering such other assistance as may be entrusted to it,
becomes self -sufficient.

XXiii. The revenue model could comprise a small transaction fee of
not more than 1% of the total cost of medicines subject to a
ceiling of Rs 200 per prescription, to be paid online by
pharmacies/ e-pharmacies/ wholesale /retail distributions,
etc., a small amount of registration fee and renewal fee as
may be determined by the Government from time to time shall
also be payable by manufacturers/ pharmacies/ hospitals/
clinical establishments, etc.

XXIiV. With effect from the date, the new rules come into force, it will
be mandatory for all new pharmacies to register with CDSCO
on payment of such fee as may be prescribed. Existing
pharmacies will get a transition period of two years for
registration with the online portal. Such existing pharmacies
which register within first six month will be required to pay
60% of the fee prescribed for such registration.

XXV. Portability will be established with the existing softwares/e-
platforms, etc. developed by NIC/other Departments of the

Central Government/State Government, etc.

4, In the light of the foregoing, all stakeholders and public at large are
requested to forward their suggestions/comments, etc. through e-mail to
epharmacy.drugs-mohfw@gov.in or send hard copies to Deputy
Secretary (Drug Regulation), Ministry of Health and Family Welfare, Room
No. 301 D, Nirman Bhavan, New Delhi within a period of 30 days from the

day of this notice i.e. by or before 15.04.2017. The views, comments and



suggestions so received will be duly taken into account by the Government

for finalising the Rules under the Drugs and Cosmetics Act, 1940.



