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w@Tey 3T IRET F T HATT
(T 3R gREa wegmor fam)

gt
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ar. #1. 7. 690(3r).—arwfer =i yHTe ATt AT =W, 1945 #r sfiT Honraw F# F forw sirwfer
A yaTa Gt fafaaw, 1940 (1940 F1 23) #FT & 33 F ATT ST & 12 g TAATUTAG HiaaT
el T T AT AR A TEEs 3T TRA FH T g (Fareed TamT) d stteEEr €.
1AL, 703(31) A 24 <Fa<, 2013 FRT 9EA & S9=, FETET, 96 10, 9 3, 3u@e (i), ae
24 3paY, 2013 § weRTfera FoRw o o, 39 9 39 A9t safRat & e se yartaa g o geree g,
IF SATEEAAT o TSI il TTAAT AT I 3T B o0l i@ | Garerrer &A1 it safer & Jiae swad
EIEEIC I I E CREIUR DR

S ST T T AT a1 &1 24 AT, 2013 FT 3Teed FT &f 1% o ;

3T 3h TS 929 o Farer | I ey ofiT FATAT U2 Fea T TR g A= FiT foram @ 8

Iqd:, T Feal T AR, ST T AT Gradt Tfafa=m, 1940 (1940 7 23) it &<y 33 & 47
Tfed 8T 12 FIT Y& ARRAT FT TN Fd gU, SHUTE T el aATgahie are o THe Fd & TH,
Sirorfer S soTerT araIt AT, 1945 T T gerree e + forw Auforfed Fae sardt g, staiq -

1. (1) = H=HT 7 "t T sfoter oi Somee T (4 Terrg) F=, 2014 2
(2) T TSI H Ik THTIA 0l G & TIT g |
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2. sfrufer ofiT yoTee ARt Fem, 1945 (S8 <08 =9 T9=Tq % (MaH &gl 747 8) & 749 76 %
3T = (1) ¥ T8 T 6 T IR Ao T qe T ST, 9 —

"o Ag WY TR FrfercaT gt form, quisTiers = Srees weeEror % srefie A=At ar aderor
EEIECRERIESIRE S

®

(i)

(iii)

@iv)

el TLRIT T ] TATSIA & (o1T AT I freafamme™ ¥ Qs a7 S (ST
STTET ®) TATAH g ST 39 ikt & Bty a7 oo & et 98 saateq Ry grdv g,

H TATTH o AT FH & i ABg J19 FT ATAGIF A9d T@dr &l ; a7

Feal T HLRTE G 39 T & o0 qregar area Feafe=meas & |ifar a7 @ ames a0
&R St foae & e g & &9 § GFW #§ A o 39 g & @i a1 oo §
ST I SAqSATOT AN 2rdl &, H T1aF 6 T9ATq FH 8 FH q9 a9 H[ ATag A3
T gr ; AT

TR, FeaT AT AT T TR g 39 TAS & o qregar area & @ o
Teq™ § qOSir A7 TS (STET omEr #) § R v 37 gt F [femir an
T § ST 7 SAqATd AN gl &, ¥ oA & T9ATq 7 H FF A a9 & AT H
AqHT TEAT &1 AT

et srgar T@ar g1, el FATerer oiie YIrev i siqaeq @< (i), @< (i) fiT (i) &
fafafdee & qae= 21 i S =0 F9W & 4T 909 aad el FA1ge & &9 § Hid Hid %
o0 hest ™ | GIT ST AT AT gr 1 " |

3. 3% i % e 109%  wora w7 At FRaw war sroa, serfq . —

109%. farfereaT Ffaaat 1 dacti=eor- == [t % o= Suadt % i w®a gu Awfatea Eferftat #r
st wargr ¥ e afF F w0 % Jaa a1 0w a1 v =T 76T F aed e e
T ATg<l w1 9¥ e e giaaat &1 &= forar Smar g, giea B s, staiq—

() TrfercaT g 1 3t=a am;
(&) FFT AT TEATT FXA o (o1 T IHeh ITANT o (70 ITANTRAT o6 [T ST AT
(1) fafewTaT #1 9 s AT afEme #7 aar set g & et G T g

() TATRATT TSI, AT, TSI, THISAT Hl HCAT F A | G AT K Aol a0 7 Tohot | siqface
AT T HEAT il HTew TOITAT § STTeeaaF T SO ;

(8) ScaTE  FAAHATT &t I ¥ 9 arg o T ST STANT ThaT ST ThdT § ; SohicTs &7 § o
¥ e o S & srafer st faew:

T SHTAT ed Iaadl Sl F9T § SHATUigd oy ST il A &1 i o A 6 ae & 9§
ERIEE e
g T A & giEa F el Gt & a9 e A q9T § S O weAee TE A7 ey 7

ATATSTATIRT T gl it 297 § 9 AT S5 T ITANT 61T ST FHM, STa9T Tl g ;
() STeT |1 srufera g1 U 3uRsi Iuerey FAT 4 I | siroed = a1 Stk aare siqfae g;

(F) e TE&AT, AT Al T oF HCAT AT 9 Fa % Td A~ o4 T&AT T o9 Aa% Ta HAT |

(ST) STET | srae= g1 g 1 AT IS AT HST AT ATAT 0d ITR LT FLAT
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(=) =t g FF syl StamERa 3o & &7 § & St & 91 3T stavtea fufa siw stam oea
T T fafer i1 Suafa AT ;

(3T) TS T THAT Y AT = hedlT T o STANTRAT o T o [olT TERT AqTadT AT I3 AT« ;
(=) Ff= T Uae ITART % o0 swerfa g a7 I il Sae &1 H3AT

(3) ST F oG TT "Fa AQIAF 9 % (0" eTeai wl qlad FeAT T I q&qi+=d = F o0
srerfa g ;

T) T % g uX "fElheE T AHAT-EwT F °IT Agl 8" Oeat H qied wAr q1e g e
TR ol 407 TH & a1 92 foaor % fow sperfa g

(@) fram srarfaa gt % forg, "afawtn sqafta e o B aq. & " 'R 9 85 % @
stﬁﬁﬁﬁmﬁ ST TeTeT &9 & ATgeh 7 TR i &0 dgi Fhu STq g i sreaarei am
WWQW@%W%W%M%Qm% T A T U7 AfAEd | e A7 T g
Q;L‘Ul"ilsl_f{'m%(‘l,
(@) smATtaa Fheaar & 2o § a9 21 § Ff0q sAreadmit & SAqaed o AT AqaAea 9edT, SAaah
T ATH Y 94T a7 areqias [AEAe 7RE &1 aqr, =R fF e (3@ smaa F a9 92d 9 80
qfad 981 g AT ) T&TH FAT:
g I8 T dE@e I AT AT sS40 AT AT o [oIT Saeiseid §9ae gIRT 918 o €419 9% q1eaal
Y& o 10 o 21 "o, 3% e T geeaar &, ITANTHRAT ZIeT (e &l J9e T I il 3907 ¥,
ITANTHRAT o THAT § FoReT FHT o6 LT GAL | A1 STeAT SITUarr ')

4. 37 =i 9 w109 % gearq Meatoted Fam siaearfoa o s, s -

'109 @, wa & fAata & forg ferferear gfaaat & o wfaa sreefiewar soamet & ge-fata F oo Tt
T FEFAAT 6 AT T G 39 227 SrEeh! i T Haia B6am ST 2@r g & &feree sroerett &t s
Four T Aeaforfem et agsger Of & Ffae 3t & aow % o= Sed g £ o G o
& i T o T ATl Faniw § AT S s #v &= forar St g, et i St -

(F) AT F1 T

(@) Ale TEAT, AT Ale AT I HEAT AT 99 HCIT T Td IS o9 H&T AT 9 47

() T AT o a& ST oRAT ST JeRaT g, AT wE g

(=) FafRwtaT 1 919 & 7ar i area s afimw w5 am st g & R e g
(T.) "FARHTT ST HEAT F @ R oL &/ A L o w5 A AR sgsta s
(F) TTS  TITH U2 AL € H HIAT T (=&, STgi Tuterd gi:

g Stet ot gfe & wfudt g AfRwtar & 79 o 97 & J@eiida 7 R s i e g ar
ol AT ST T¥ o[ H SAATCqem<l T TAT SAqHISd Fie HCAT gt 3T Fie H&AT H§ H&T &2 §
ST AT §9 TSTAT T A0 6 T2 "Ira" 3T "TA=HI0T et sedr” g
i T Y o sret et gfa & Tt g g went & off saeiiga 7 Gy S i srvar g ar T A
AT o g 9% TLUdT T e ohe S & S e a8 21 F i srgafea STrespr geT
AIAIET T (AT Fie HEAT T |
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1097, Ferferea iRt &t Srew arew- T gt i aow ares 3= et ff arfe § e ae a
T T AT T SATATH AT g et fafatee e g i amaq fEeaw B s oae,
Tt AfFwTar g UH fawar &t == sga & o auramaye sif=er y&m BT Smar g 1
5. I =T T AGgAT o |, 7T HEAT 6 ¥ I Faterq TA9Ar & w9 97 Fofafaa 7 |9 3w
stafeat siaq:eamfaa £t Sy, srafq—
N IERIEIKR] el #1 Rwr iR ad

"7, SreATIETE A gt T & a3 3T 39 A= a9y U At F oadr
TS TH o * e wgd gu T gin & e avs s g
Afed e saardt F e 95@ & a1 394 Saariicd
= arefier faforg fRsmes fAeroarstt & A a=mET @7 g &Y 38
et fafere TRft & TaAT ST & for smerfaa g a9 9d 1w
"oATa MHT e ae1 g AR |

FTHFI - JEq ®T F JAW Irear e waa Gy e
FrEamET a7 R SraETaE STANTERAT B ATl F O ATE
A B AT SMEALTFRAT &, B ATATANR HET IAAT T8I
HTAT ST |

6 S<h fAIwT i1 sIqgAT = §, 7E 9eAT 34 ¥ 399 gafad Etedt ® w7 1w Aefertad 77 g9er 6w
sttt sia:earfaa it ST, stafq—

EINIERIEIER] el o1 A sk ad

"35. sraerTETe AT g gferf=s & oreama 4 3 3O et a9 U [EEy F gei Sey
= o & o9fiF w=a gu fF ge @ AR avw = 3 affa
FrfercaT =eEr & e T5a & ST 39 Savanad & i
fafars e fareraarsti o sIqaTe a=mT 137 g s a7 foet fafore

TRIT % THATT STANRT & [0 ST § TAT dad 9 "AUATTET
A e asz g FmfRu |

FTHIFIT - ged ®T F qd At S waw G S
FAFTAT AT et SAFETHH ITANTHAT a0l TTATSAT o SATHTT SR
S T AFATFHAT &, F FuATAE FHT Jhram Tgi 71 ST
'

7. 3T AT & SATEET 31 % I O MEieied SeEt Tt SO, st -

ST -1
(%€ A= 109%, 1099, 1097 i 125)

fferca giRAaT R A9 S g0 FHI-99T U ATIET AT GEa F aqET g |
AT HIAE 430 7 g 0 29T H Tg FASE TEahT SF FALEIT A0 ST IT AL TS
AEE A7 UH AES Sovg =0 T & fou @R G S, % g gt | aersT /e &
AATIA=EAT T 29T § Fi<h FATATAT F Sefshaor ATt (=7 2R 1"

[®T.H. TF-11014/3/2013-ST0HF]
. U, oTHT, §I<6 g
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915 fewqur: g s W & T § SAfEgEET @eaid U 28-10/45-1=(1), A 21 faEaw, 1945 gr
TR R0 T o i stfag=mT "t anFr . 570 (31) arra 07.08.2014 FTRT IAHT SifaH e
ERIREI

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION

New Delhi, 25" September, 2014

G.S.R. 690(E).—Where as the 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), number
G.S.R. 703(E), dated the 24" October, 2013, in the Gazette of India, Extraordinary, Part II, Section 3, sub-section (i),
dated the 24™ October, 2013, 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 the 24™ October, 2013;

And whereas, the objections and suggestions received from the public in respect of the said draft rules were
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:-

1.(1) These rules may be called the Drugs and Cosmetics (4" Amendment) Rules, 2014.
(2)They shall come into force on the date of their 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),
for the third proviso, the following proviso shall be substituted, namely:—

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

@) 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

(iii)) a diploma in Pharmacy or Engineering(in appropriate branch) from a Board or Institute
recognised by the Central Government or the State Government, as the case may be, 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 specified in clause (i), clause (ii) and clause (iii) and is permitted to work as competent
technical staff under this rule by the Central Government.”.

3. In the said rules, for rule 109A, the following rule shall be substituted, namely:—
‘109A. Labelling of medical devices.—Subject to the other provisions of these rules, the following
particulars shall be printed in indelible ink on the label or sticker on the shelf pack of the medical
device or on the outer cover of such medical device and on every outer covering in which the medical
device is packed, namely:—
(a)  proper name of the medical device;
(b)  the details necessary for the user to identify the device and its use;
(¢)  the name of the manufacturer and address of the manufacturing premises where the device
has been manufactured;
(d)  the 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
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the date of manufacture and date of expiry; alternately the label shall bear the shelf life of the
product:

Provided that in the case of sterile devices the date of sterilisation may be given as date of
the manufacture of the device:

Provided further that the device is made up of stable materials such as stainless steel or

titanium, and supplied non-sterile, date of expiry may not be necessary;
to provide, wherever required, an indication that the device contains medicinal or biological
substance;
to provide, a distinctive batch number or lot number preceded by the word “Lot No.” or “Lot”
or “Batch No.” or “B. No.”;
to indicate, wherever required, any special storage or handling conditions applicable to the device;
to indicate, if the device is supplied as a sterile product, its sterile state and the sterilisation method;
to give, if considered relevant, warnings or precautions for the attention of the user of the
medical device;
to label the device, if the device is intended for single use;
to overprint on the label of the container, the words “FOR CLINICAL INVESTIGATION
ONLY”, if the device is intended for clinical investigation;
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;
to provide, except for imported devices, the manufacturing licence number by preceding the
words “Manufacturing Licence Number” or “Mfg. Lic. No.” or “M. L”;
Devices or In-vitro diagnostics which are not sold to customer or patient directly and are sold for
use by hospitals or diagnostic labs shall provide the information affixing additional label or
sticker on outer shelf pack;
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) in lieu of text and the device safety is not
compromised by a lack of understanding on the part of the user in case the meaning of the
symbol is not obvious to the device user.’.

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

‘109B. Exemption of certain labelling requirements for medical devices for export from India.— The 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-

(a)
(b)

©
(d)

©)

®

name of the Device;

the distinctive batch number or lot number preceded by the word “Lot No.” or “Lot” or
“Batch No.” or “B.No.”;

the date of expiry, if any;

the name and address of the manufacturer and address of actual premises where the device has
been manufactured;

the manufacturing Licence No. preceded by the letters “M.L. No” or “Manufacturing Licence
No”;

the internationally recognised symbols in lieu of text, wherever required:

Provided that where a device is required by the consignee not to be labeled 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 and 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 labeled 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.— The shelf life of the medical devices shall not exceed sixty
months from the date of manufacture:
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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

3

“7. Custom Made Devices All provisions of Chapter III 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 and 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 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 is intended for
the sole use of a particular patient and 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. If there are no Bureau of Indian Standards then it shall conform to the International Standards, like
International Organisation for Standardisation, or other International Pharmacopeia Standards and such other standards
as may be specified for this purpose. 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]
K. L. SHARMA, Jt. Secy.

Foot 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 G.S.R. 570 (E), dated 07.08.2014.
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