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R IR TRAR BT HATET

(FRey UG URAR HearoT )

75 facell, 24 JFEFER, 2013

1. ®1.4.703 (1) . —3Nuf 3R yare wrEh, w1945 &1 3R ehe™ & & forg f=ferRaa urea
W, @ o IReR, SNy iR wxee M, 1940 (1940 &1 23) & gRT 12 AR IR 33 §R Uad
oferl BT TAN B §Y, AT ThIdb! AABDHR drs A WHY B & IehR, M I YT B 8, S
aft afeal @ IR & forg g fFar srar g, ome Sw gwifad 89 &) J9raer 2 8k I8 ga &
SRt 2 fr Saa aren el RS9 aiie 9, et 99 Iors @t ufow, R a8 iftRge gl @t
2, ST I U BRI & SR 8, Yol 7 @ srafy &1 v & g far fean e ;

TRATAT IRed Rl WR DTS MY AT GId o H fFaag IS Afgd |fYd, WReA 3R URAR Hemur
AT, MR WRBR, A0 g+, 73 Reeh-110011 @1 S & 1e9H F 39 YR fafAfdse @afd & fiar oo
WHR & faR & fov foaRad & a1 = | |

ured fRem
1, (1) =9 |t &1 e W Ny ok e |l (war wehes) R, 2013 ©
2) ¥ IoE # ITB MAH FHERE @ ARG BT Fgd B

2. AWM IR gTET ATl M, 1945 (RRT S350 U9 Sa 199 B8l 11 ) & (34, 76 & Iufam,
(1) # -

() TR WP § RIS I B WM R =g T8 3N {ho e R Smg ;
(@) TR ®P & WH R FFAfARIT e @1 g, ffd -

4518 G1/2013 1)
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‘g I A1 b srggEt 1 A faffde fafeen gfeaal o forg quiererr sHart orre sidierr & srefe
faferafor ar wlieror wenfora fvan Soam -
(i) W JASHN & iy Sl IRBR gRT AT favafderney & Avsit a1 soiifd (Fgfd emar #)
HE AP 3R S A fFm e S Sy 78w & gearq Sk oy Bkt € & fafywfo
AT G H HH  HH ORE A Pl FABING  31Wd & IHT & ;

(i) O yAoE & fOT Sa SRER gRI ARG WK fAafderad Wi a1 I|rEERE a1 gerEsid
e 7 4 o1E v favy afeq e 4 o8 wde iR gl e Saa Swfy 780 & uwarq
A o Bk &, @ fAfmior a1 ueror § &9 § HH (9 99 $ FdeIRG  3JWd & IH B ;

(i) O o @ U $EE WEHR AT I9T AR gRI AT I a1 AT AT I WSt A7 goifasy
(T arar ®) ®1F R ok g e S e & e afa ar &t 8 &
fafrafor a1 wleror #§ &9 § F9 IR 9§ BT FIEIRS W T ;

(iv)  foceht orgar, Faferd) ok S9 Uiieror &1 sidqdvg @dl 8l ol SWad e (i), We (i) 3R Es (i)
# fafed & 9 O g, 3R S Dol WHR N 39 W & e\ e dafia SHaiRde &
R ECEEICRERISICII

3. S el H, e 100-9 & wi wR Frefoiaa s <@ s, e -
$109-& fIfdaita gfRmal w” Aaa T &1 - 39 M & o Iuedl o srend|, fFreferRad fafdfeeai
1 a1 gfed a1 ofHe wrE A faRaa 8l ok ffecar gfaw & der o iR IS 3 ey 3RS
o fafere gfdaai 9 1 18 € & odd R W W ¥ fewrg o, arfq -

() fafee gfea @1 Ifea = ;
(@) gfax @t ggar B B oY 3R SHBT ITINT B & ol IUAET 8 ATaeqD AN ;
() fafsmiar &1 9 iR fafmior oRer wet gfeaat Afafa &t g € &1 uar ;
(@) wnfRIfd wR, Iurd, aRATT SH1gdl & W & el § g d@Ifac] & 98l HUF R oo |
sfafdse gfaar o den Hifgw gumel § Siferad & STe; 3R
(e fafesior & IR SR g™ & ARG :

g IR WA Wi A1 Trgef A o RR 9l 9 gfdm s 12§ @1 o @ ani
3Ty el Bl |
(@) 919 B oA B, fHdl IueeE &I o 6 gfda # Ny a1 9ifde uered siafde 2 |
(B) = W AT =dco AT =49 AW I W 499x gN ffed 99 W@ A1 offc W &1 Iudy HT ;
(W) Sta 1 srfara &1 A faR WeRw A Jfda B AT SoE-eRIs F wnd A SR
@) I g & Al ST & w0 H g & Orit & @ 530 [RImH srawen iR fdman ugla &
w0 H USRI BT ;
(1) Fafecr gfaa Swaamel & e & oy afe a9 S &, <Sdrae 3R [rae SR |
(@) afe gfax et wam & fory | € @1 gfda W dgdl o ;
(3) IMEM & oFdl W =hddl -ald JN0 & Uz Tl B AU BT ; IS Jfa a1 r=wor &
forg smefya 2 |
() fafvcas & fou /AT - 921 7 SUs v Ifad & o9d R AfRFfed B ; Afk B ey e
3w T & W ¥ fafeea el o faaw & fog smelia 2 |
(@) =smarfia Ifmal & Ramws<a.sdsar s va & qd fAFm e Rem g& &= ;
(o) smifad gkl & Ame # w21 # Sfcafed srgame e & e & e S
A&, IMATAHA! BT M AR Tal iR aafas fafvmior aRer &1 gar, it o aRe (3fS emma &
WW@@E@HT@%)WW
WY AR AS RT IT IARTGT ATTDIDRN HIST (3775.T9. 311.) §RT AIAIE b ofdel H fQy o
Fodl, T2 U8 & qacl ITAN AT ST qoball & 3R Ffokd Tl BT STATRT D W TR FHS & IAHTd W
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Fae H & ST WY et wedte @1 3k gfR & Sude & forw W w8 2, g’ Y iRy fhy v wies
& forg, U WaRu IWAN & oy srasll # e fhar Sme |

4. Saq FrEl #, 39 YR W Y 109-6 b q¥Er Fefead e s feg S, s -

$109.¥ WRA | At & forv ffdem ikl & forg sfioa dea oM &t smenstt @ e - fafd &
forg gfaa & ot a1 el W ded 39 <@ o gfda @1 frata fear s 2, @t ffy @ fffds
ettt d g B & fory sifipa fhar Som g FrefaRea fafifear ffesr gfe & dow 9%
o gfax &1 9% fhar 711 8 3R T 3 a1ed AR fOd e U A M1 8, B ddd W
W W Y fowrg ot -

(@) I &1 T ;

) =IC 6.3 U1 =es ] 4d WD I = A89E & (@ G 99 4. A1 A1 9& 5

(
() I B IR, AT BT B 5

)
(@) fafafar @1 9 &R gar ok arafds aRER &1 war wigt gfda &1 fafmio fear wn ¢

(8 . a1 dzer a1 HAfwin s e & gd ar fafmior srgef e ;
(3) U6 & 950l TSI T I AT U Uelidy, 51 ST ruferd &

WY S8l W g1 fAfFaiar & 9 iR ud & |1 Ifed W oddl I Bl U TS B Sl 2 a8
ST WRAHRY GRT FMIIAIRT HIS W& Vs a7 M & odel § arft | =fds iR Rfvmion sgafa
A YR B APEA H DS AT FEUER H IS AT FH S &3 DI T g4 H |

g I8 R 6 T8 g dre @ & Qi ff o9d W T8 0 B Ay urfd gRy srvenm @t S @
T8l IR g1 JUTT A IR fPY S WR SR W 21 @ e 1T WiReR gR1 AT Uh ARy
Hre F@T Sl A7 el & ofddd TR Bl |
109 71 fafhe iRl  Aew aEE - Fafecn Il o Iow dvE [ @ IRE § Bg 99 96 B

K

g feft fafafde fufecn gfe & 99d ergeme TReR g1 77 oy 99 o1 wad, afy ™
Rl &7 <A gevm @ forg fafmiar grr weamye we U fHa S ©
5. I Il Bt g ° H He AT 6 3R IqA Felea wfafeedi & uwarq fEfaRaa dg W ik gfafeeai

Nt &1

Be &1 R 3R o

=7. o= Jfaaai

AfEfrad & s 3 3R WD A g1¢ MY Al & @l ey,
I I B A 6 wRID v A it Rfeeear @l & faRad
TRI & 3R I ScRald@ o g faffde fSomga fafdredrsr
B AR Ffaa o1 fAffde w4 g9 w2 8, ok faftee I &
HId ST & oy omaf| 2 | ofdd # =ofeorw Ik w8
1Ry |

wEHRY — g9 § [ gfaaai e daa Rifecr gaar o
By I ghie I o fAffde smensli &1 91 &= & fou
N & foy foar 78 fan Som

6. S Al B Sl © ¥ Ae WA 34 iR S9N WEfd yfafeeal & uwarq fefaRad 9 @ ok gfafe

?@GITQTTTSTQTTH -
Ny &1 ot B &1 AR 3R o
=35. oy Ifaaai | JARFIH & AR 4 R IS A g9Q MY AT B | Iudy,

99 WA b e b qwie wu @ sifed R @qardt & faRad
TRI & IR I ScRaldd & g faffde fsomga fafdrearsr
B AR Ffaa o1 fAffde w4 g9 w2 8, ok faftee I &
SId ST & g omaf| 2 | ofdd # =ofeory Ik w8
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ey |

WS — 4o § [T gfaaat el saa ffecn gaart a1
B3 3 ghud ST @ fafafde sl &1 9w & & foy
IMawd: W A Ffiea fhy S @ smawdar 7, Jfgerw It
M & foy feR & fea smom s

7. Saa el H gl € 1 & @M R FefaRad sl @ S, st -
ST 7 - 1
(¥ 109®, 109, 1097 3iR 125& < )

fafre gfaaat TRdT 996 R (d1.9718.79) gR THI-9T0 W ARSI R Al & o/ gwy Bt | afg
DIy NAE.TE. AFF T8 € T TT ATRIGT AMGIGRU AT (JME.TA.3M.) I 3 ARG 3TeehTer
A 3R U 3T A% ol fafzd fby o 9o S SIaRRIS A & g 8RN | IS I 3R SRR
AP Iuae el & a1 Ifax fafmiar & | Py 77 At & srgwa B Bl

[®1. d. THd./11014/3/2013-SIUHEYH]
T fewur - Hof s wRA & Io0H H AT H. Th 28-10/45-UF (1) ARG 21 @R, 1945 gRI Y1
Py Y SR feRgEeT 4. WP, 588(3f) ARG 30 A, 2013 gRT ifcH IR Fenfa &y Ty |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 24th October, 2013

G.S.R. 703(E).—The following draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945,
which the Central Government, proposes to make in exercise of the powers conferred by section 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 the information of all persons likely to be affected thereby, and notice is hereby given that the said
draft rules will be taken into consideration after the expiry of a period of forty-five days from the date on which copies
of the Gazette of India in which this notification is published, are made available to the public;

Any person interested in making any objection or suggestion on the proposed draft rules may do so in writing
for consideration of the Central Government within the period so specified through post to the 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 (6™ Amendment) Rules, 2013.
(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 76, in sub-rule (1),—

€)) in the second proviso, for the words “Provided that”, the words “Provided further that” shall be substituted;
(b) for the third proviso, the following proviso shall be substituted, namely:—

“Provided also that for medical devices specified in Schedule C, the whole time employee under whose supervision the
manufacture or testing is conducted shall be—

(i) a graduate in Pharmacy or Engineering (in appropriate branch) from a University recognised by the Central
Government for such purposes and has had at least eighteen months practical experience in the manufacturing or
testing of devices to which this licence applies after his graduation; or

(i) a graduate in science, from a University recognised by the Central Government for such purposes, with Physics
or Chemistry or Microbiology as one of the subject and has had at least three years practical experience in the
manufacturing or testing of devices to which this licence applies after his graduation; or
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(iii) a diploma in Pharmacy or Engineering (in appropriate branch) from a Board or Institute recognised by the Central
Government or the State Government for such purposes and has had at least four years practical experience in
the manufacturing or testing of devices to which this licence applies after his diploma; or

(iv) having a foreign qualification, the quality and content of training of which are comparable with those prescribed in
clause (i), clause (ii) and clause (iii) above, and is permitted to work as competent technical staff under this rule
by the Central Government.”.

3. In the said rules, for rule 109-A, the following rule shall be substituted, namely:—

*109-A. Labelling of medical devices.—Subject to the other provisions of these rules, the following particulars shall be
either printed or written in indelible ink and shall appear in a conspicuous manner on the label of the shelf pack of the
medical device and on every other outer covering in which the medical device is packed, namely:—

(a) proper name of the medical device;
(b) details necessary for the user to identify the device and its use;
(c) name of the manufacturer and address of the manufacturing premises where the device has been manufactured;
(d) correct statement of the net quantity, in terms of weight, measure, volume, number of units, as the case may be,
and the number of the devices contained in the package shall be expressed in metric system; and

(e) date of manufacture and date of expiry:

Provided if the device is made up of stable materials such as stainless steel or titanium, date of expiry may not be
necessary,

Q) to provide, wherever required, an indication that the device contains medicinal or biological substance;

(@) toprovide, a distinctive batch number or lot number preceded by the word “Lot No.” or “Lot” or “Batch No.” or
“B. No.”;

(h)  toindicate, wherever required, any special storage or handling conditions applicable to the device;

0] to indicate, if the device is supplied as a sterile product, its sterile state and the sterilization method;

()] to give, if considered relevant, warnings or precautions for the attention of the user of the medical device;

(k) to label the device, if the device is intended for single use;

0] to overprint on the label of the container, the words “FOR CLINICAL INVESTIGATION ONLY”, if the device
is intended for clinical investigation;

(m)  to overprint on the label of the device, the words “Physician’s Sample—Not to be sold”, if a medical device is
intended for distribution to the medical professional as a free sample;

(n)  to provide, except for imported devices, the manufacturing licence number by preceding the words
“Manufacturing Licence Number” or “Mfg. Lic. No.” or “M. L”;

(o)  to provide on the label, in case of imported devices, with the approval of the licensing authority mentioned in
Rule 21, the import licence number, name and address of the importer and address of the actual manufacturing
premises, date of manufacture, (if not already printed at the time of import):

Provided that the label may bear symbols recognised by the Bureau of Indian Standards or International Organisation
for standardisation (ISO) may be used in lieu of text and the device safety is not compromised by a lack of
understanding on the part of the user. Where the meaning of the symbol is not obvious to the device user, for example,
for a newly introduced symbol; an explanation shall be provided in the instructions for use.’.

4. In the said rules, after rule 109-A as so substituted, the following rules shall be inserted, namely :—

‘109B. Exemption of certain labelling requirements for medical devices for export from India.— Labels on packages or
container of devices for export shall be adopted to meet specific requirements of the law of the country to which the
device is to be exported, but the following particulars shall appear in conspicuous manner on the label of the shelf pack
of the medical device in which the device is packed and every other outer covering in which the container is packed :—

(@) name of the Device;

(b) distinctive batch number or lot number preceded by the word “Lot No.” or “Lot” or “Batch No.” or “B.No.”;
(c) date of expiry, if any;

(d) name and address of the manufacturer and address of actual premises where the device has been manufactured
() manufacturing Licence No. preceded by the letters “M.L. No.” or “Manufacturing Licence No.”;

(f) internationally recognised symbols in lieu of text, wherever required:
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Provided that where a device is required by the consignee not to be labelled with the name and address of the
manufacturer, the label on the packages or container shall bear a code number as approved by the licensing authority.
The code number shall bear the name of the State or Union Territory, in abbreviation, followed by the word “Device”
and “manufacturing licence number”:

Provided further that where a device is required by the consignee not to be labelled with the code number also, the
label on the packages or container shall bear a special code number, as requested by the consignee, and approved by the
licensing authority under rule 21.

109C. Shelf life of the medical devices.—Shelf life of the medical devices shall not exceed sixty months from the date
of manufacture:

Provided that this period may be extended by the licensing authority, in respect of any specified medical
device, if satisfactory evidence is produced by the manufacturer to justify such an extension.’.

5. In the said rules, in Schedule D, after item number 6 and the entries relating thereto, the following item number and
entries shall be inserted, namely :—

Class of Drugs Extent and Conditions of Exemptions

7. Custom Made Devices All provisions of Chapter 111 of the Act and the rules made thereunder,
subject to the condition that the device is specifically made in
accordance with a duly qualified medical practitioner’s written
prescription under his responsibility, in accordance with specific design
characteristics and is intended for the sole use of a particular patient. The
label should bear the word *“Custom made device”.

Explanation.—Mass produced devices which only need adoption to
meet the specific requirements of the medical practitioner or any other
professional user shall not be considered to be Custom made devices.”

6. In the said rules, in Schedule K, after item number 34 and the entries relating thereto, the following item number and
entries shall be inserted, namely :—

Class of Drugs Extent and Condition of Exemptions

“35. Custom made devices All provisions of Chapter 1V 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 is intended for the sole use of a particular patient .The
label should bear the word *“Custom made device”.

Explanation.— Mass produced devices which only need adoption to
meet the specific requirements of the medical practitioner or any other
professional user shall not be considered to be Custom made devices”.

7. In the said rules, for Schedule R-1, the following Schedule shall be substituted, namely :-
“Schedule R-1
(See rules 109A, 109B, 109C and 125A)

The medical devices shall conform to the Indian Standards laid down from time to time by the Bureau of
Indian Standards (BIS). If there are no BIS standards then it shall conform to the International Standards, like
International Organisation for Standardisation (ISO), or other International Pharmacopeia Standards and such other
standards as may be prescribed. In case national or international standards are not available, the device shall conform to
the manufacturer’s validated standards.”.

[F. No. X. 11014/ 3/2013-DFQC]

ARUN K. PANDA, Jt. Secy.

Foot 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 G.S.R. 588(E), dated 30th August, 2013.
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