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SUBSTMUES

nnFaranrFf I\BArvrDl-lf
t/rh.** it ir c;ryedient to promote and protect breastfeeding and to ensure safe and
adequate nutrition for infants by regulating the marketing of certain infant foods
:ncludrng breastmiik substrtutes,

Be it enacted bv Parliament in the twentv first vear of reisn of His Maiestv Kins
Brrencira Btr Bikram Sharh Dev.

1. Short Title and Commencement

(1) This Act rnay be called the 'Breastmilk Substihttes (Marketing Conhol)
Act, 2049."

Thjs Act shali come into force on such date as His Majesty's
Govemment may, by a notification published in the Nepal Gazette,

appotnt.

7. Definitions

Unless the subject or context othenvise requires, in this Act,

"Breastmilk substitute" means any food being marketed or
otherwise represented as a partial or total replacement for
breastmilk

(b) "Containef means any form of packaging of any products for
sale as a retail unit including wrappen

(c) 'Committee" means the Committee for the Promotion and
Protection of Breastfeeding constituted under Section 4.

l ''tu" follo',ring matters :-

(1) a breastrriilk substitute 1
U any type of milk being or othenrise rePresented

(2)

7

(a)

(d)

as suitable for
modiflcation;

or without any
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(3) any other rood being or othenvise

represented as

, (4)" 
,feedingbottlesandteats, L

"Sarnple" means a single or small quantity of the product
provrded without cost.

a,
!

"Dskibutof'means a person engaged in the business, whethcr
urholesale or retail, of rnarketing any product ancl inclirding any
person engaged in the business of providing informatronaj or
public relaticlns serVces in relation to any pr.oduct.

"Heaith care faolity'' means a govemmerrtal, nongovemmentai
t:r private institution or organization or private pracl.itioner
engagcd directly or indirecuy in the provisicn of hcalth carc. It
aJso incltrcles nurseries and other chilcl care institutions.

"Health professional" means a medical doctoi re$sterccl nurse
or nutritionist or such other person as may be specifiecl by His
Malestls Govemment by a notihcation pubirshed rn the N-epal
Gazette.

"Llealth workef'means a person workrng or rn trarnrng to work
in a heaith care facility, and errgagecl in ploviding healilr care
including voluntary unpaid workers.

"lnfant" means a child up to the age of 12 months.

(ft

\6/

fn)

(t)

(j)

C/!
means a breastmilk substifute formulated

with prevalent Nepalese standards to
approximate the normal requirements of infants up to the age of

ti
months and adapted to their physiologicalfour to six

characteristrcs.

tk) ulabeln means any tag- mar( pictorial or other descriptive
matter, wntten, pnnted, stencilled rnarked, embossed, attached
or otherwise appearing on eontainer of product.

(I "Manufacfuret'' means a person engageci in the busrness of
marrufacturing the products whether directly, through an agent,
or throughh pcrson controlled by opunder an agreement.

ftr) "Nlarketingl nreans any method of introducing or selling the
product, including promotion, diskibution, adre*ising,
diskibution of sampleq product pubiic relations and product
information semces
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any food suitable as an a,Cditi':n to

zubstifute when either becomes
insufficient to satisfy the nutriLional requii.enrents of an infarit.

"Mrrlistry" means 
-Mrnistry of Health, Fiis lvrajesty's

Govenrnrent of Nepai.

'ihescribed" or "as orescribed" means prescribeci or as prescribeci
in ilre rules r:rarle under this Act. r 1

To call for consultations r,vith govemmcnt agencics and cther
interested parties to ensurJ implementition ancl shict
comphance wrth the provisions. of thrs Act and the ruies
pror:ruigated thereurrrler;

To cause the enforcement of this Act, and

To exercise such other priwers and functions that rna;-r 5,
necessaryforor inciciental to the aHainment of the obiectives of
this Act.

3. I.rnplementation ancl Monitoring :

(1) Thc lv'linistry shall be principally responsible for the implementation
and enforcement of this Act.

(2) The Ministry shall, rvhen necessary call upon other ministries to
ensure the implementation of this Act.

(3) For the pttQosc of implcmenting this Act, the Ministry shall have the' following powers anci h.rnctions :-

Tc promulgate such rules as
implementation of this Act;

are necessary foi' the

(o)

iq)

(c)

(cl)

i.;
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(a)

(b)

4.

(1)

tl)

For purposes bf monitoring compliance with this Act and for the
promotion and protection of breastfeeding and the conkol of the
marketing of products, His Majest/s Gdvernment shall form a
cornmittce for the Promotion and proiection of Breastfeeding

The coninrittec shali be composed of the foliowing mernbers :

(a) Seqetary Ministry of Health - - Chairman

f
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(b)

(c)

(d)

(e)

I{.epresentative (Gazetted First Class)
Ministry of Industry

Representa tive ( Gazetted First Class)
Ministry of Suppiy

Representative {Gazetted Finst Class)
Mmisrry of Commerce

Representa tive ( Gazetted First Class)
Mrnistry of Educatron and Culture

- Member

- Menrber

- Member

-Member

- Member

-Member

Member

(h)

(f) Representative, (Gazetted Hrst Class)
Mrntsuy of la.bt'rur and Socral Welfare

(g) Ir.epresentative, NepalPaediatricSociety

(j)

A noted nutritionist nominated by
His Majes$s Govemment

Rcpresentati',rc, Fed eration of Nepal Chambers
of Commerce and Industries - - Member

Trvo pcrsons norninated by the Committee from

rtoted people working in the field of rnatemal arrd

child heaith Member

A person nominated by His Majesty's Government
from among the mothers experienced in the field of
upbringing ancl care of the Child. - Member

Aperson designated by His Majest,l/s

C,CrVernnrent -Member-Secretary

*--+ (ud r.<r\ar(o\ lcr c}rr\ta-j:a*L')

(3) The nominated memberu shali serue for a term oi two yearr and may be
renominated as determined by the Committee.

(.i) The Conrmittee may invite a national or foreig,n expert to take part irr
the mcetings as an obscrver.

\Jl His Majesty's Govemment may, by a notilication pubiished in the
Ncpal Gazettq change the size and composition of the Committee.

(j)

(k)

il)

f
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5. lvieeflngs of the Corllllritlee :

(1) The Membcr secretaT shall convenc meetings at the directicn of theChairman. -'- --"'o'
\

ln'o thirds of the members of the Cornmittee shail constifute a quordmfor a meetin&

(2)

(3)

(4)

\J/

A majority votc of ihe rncmbcrs present.on any agenda of the meetingof the cornmittee shall be deerned to be the ciecisiJn of the cornmittee.

Deisions cf the comrnittce shal be attested by thc lv{ember secretary.

other pr'ceciures reiaiing to nreetings of the cornr,iitee siiaii be asdeternincd by the Comnrittce itsclf.

The functions, ciuties-andpowers of the committee shail, sub;ect to theappruived puricy of His.Majest/s Govenrment, be u, forlo*r,1

(a) To monitor compriance wrth this Act as may be prescnbed;

(b) To rec.rnrnend 
.investigation or initiation of . cases against

rnanufactureru, cirstnbutors or health workers found to be
violating flre provisions of this Act;

(c) To consider requests for donafions of any product and approveordenysuchrequtstsaspresoibed; r L

(ci) To consrcier requ.:sls. b,v health workers for fundrng from a
tnartufacturer of tiistributor for research, feliow,shiB ittenriance
at a prcfessional meetil$ or conference or sponso*i.,ip oi such a
meeting 

'r conference, and approve or dJny such requests as
prescnbed;

(e) To review labers 
.of..ail.products as they are subrnitted by

rnanufa$urers and distributors and approve such labeis that
conrply with all relevant pruvisions ot tfris act;

(it To coorcirnate the dissemination of inrbrmatronal and
educationar nraterials on the topic of infant feeding fd i;
formulate national porrry for tire promotion unt"prlt..tion of
breasffeedingand

(h) To coirstifute the sub-commiftee as required for the purpose of
implementing supervising and .ont oiting

6.

:-{.L!

,t-,
L/''

q

...,-',.,'
-4.: .

L

L



.., ,L.

feeiiin6 iniants
rnust ciplain, in
the following points:-

&)

!

t-,'i

Y,{

7.

infant feecirn$.

ad'yice of the Committee, shall give its approl,al
of infomrational and eclucational rnateriils on

Informational and educational materials, whether written, audir.r or
usuaf on the lopic of infant feeding shall clearly and conspicuously
explain each of ttre fottowtng points:-

(a) The benefits and superiority of breastfeeding

(b) How to- prepare for and maintain breasffeecling includirrg
maternal nutntton;

(c) Hor,v ancl why .any introduction trf botfle-feeding or early
introciucfion of suppiementary foods interferes with
breastieedirrg"

(ci) I-hy it is drfncult to retum to breastfeeding arter a penod of
buttle-feetiiug.

V;2,
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(3) Inr'ormatronai and educationai materials that inciude the toprc oi
with

(a) The proper use of breastmilk substitutes;

The approximate financial cost of feeding an iniant with
breastmilk substitutes ascompared to the cost6f breastfeeding

(c) Tlre heatth hazards of botfle-feeding of improper preparation of
breastmilk substitutes and of feeding with iirappropriaie foods;

(d) 'FIow 
to feeil lnfants with a cup and spoon, and

(e) Howtopreparezupplementaryfoodsathome.

lnformational and educational rnaterials shall contain only correct and
current intormation and shall not use any pictures or text that
encoumge bottle-feeding or discourage breastfeeding

(4)

c*q
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lJ. Health Care lracilities and Health Workers :

(1) Headsof health care facilities and national and iocal health authorities
shall take appropriate measures to encourage and protectbreastfeecling

31ci promotl tire pnncrples of thrs Act, Ind srran g,uu appropriate
iltforrttatit-rrt and advice to liealth workeru regarOing their
responsibilitics anC particularly ensure that health r,vorkers arc familiar
with all of the information specified in Section 7.

(2) Hcalth v;orkms shall cncouraEg support and protect brcastfeeding. The;,
are e4pected to know the provisions of this Act, particularly the
rnrormation soeqfied in Sechon 7, and to unplement thenr when
possii;ie.

(J) iieaith workers shail not cjo anv work that directiv or rnciirectiy retaro
tlre initiat'iun aird continuation of breastfeeding,

i4) -tieaith 
'workers shali not accept any financral or matenai gtts trom a

ntanufacturer ot' distributor.

Heaith workers shalinot glve sampies of the products to any pemon.

Health workers shall not promote, in any way, any product.

3

"v3
r -lL (5)

(6)

(7) Health workcrs shall make in writing a report to the head of his or her
instihrtion, urho shali in trrrn report to the committee) any offer of a
gtft or other financial benefit by a manufacturer or distributor or any
other contravention of the prov'isions of this Act. 

ml9. .Mantiaculebanci Dstributors - Itohibited hactices

(1) A manttfacturer or distribtttor shall not put forth any advertisement 1=.'-*-ls.':'-
that :

(2)

(a) Itomotesanypr,:duct;

(b) Implie s or reates the belief that bottle-feeding is equivalent to o;'
superi or to breastfe_edin g

For puqposes of this section, aQvertisement fncludes every fonn of
advertising whether :

(a) In a public4fion, or by television, radig film, video or telephone;

(b) By display of signs, billboards, notices or goods;

(c) By exhibition of pictures or models; or

5.,f
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(d)

{
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(6) For purposeli of thrs Section, promotion means any method of
intlor.lucing ol famiiiarizing a person with a product inciucling by

in subscction (1), products nray be
only health professionals,

A manufacturer.or orstnbutor shalt not promote any prociuct within a
health care faciiity,

Providcd thaf such advertisernents must be lirnited to fachral anC
scientific matters anrl must not create the belief that bottle-feeding is
equrvaient to or supenor to breastfeeding. Such adverhsements nrust
include tlre infonrration listed ln Sectlon 7.

A manufacturer or distnbutor shali not supply or distribute sarnples of
the products to arly persort.

/ -o

',/ .
v

t t t,v'

(a) Acivernsrng

,hl 'lhe use of printed matter including books, pamphlets, orposter,s
beanng the name, logo, graphic or other representatron of a

of

Distribul.iuir or r'rffer uf any itern for litUe or no cost, bealing the
name, logo, graphic or other representatron of a proprictary
prodrrct or the narne or logo of a manufacfurer or distributoq

Dsplay of thc products;

Ariy otlrer iilarlner.

retail price any quarrtity of the care or any
other lnstitution or organization or

and such
AS

No manufacturer or distributor shall in furtherance of or for the
purposes of its business have contact vuith the general public withhr a

health care facilit1.

i,io rrranufacturer or distrjbutor shall donate equipmerrt or nraterials to
a health care facility vrithout the approval of the Committee.

>t

.:'1.
I -' i7) No manuiacturer or distributor shali donate or provide at lower thar
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7.

the attendance of a

or conferen

) 10. Certification of the Prodtrcts :

(1) l,{anufacturcrs or distiibutors rnust obtain a certiflcation from the
Central Food laboratory approving any product, other than the feeding
bottles anci teats, before rt maybe sold in Nepai.

11

(2) I..or any prodrrct, already being sold in Nepal, manufactnrers or
cirstn'butors must obtain a cerltfication from the Cenhal Fooci

Iaboratcry witirin nirrety days of the comrnencernent of this Act.

(3) For pur.oose oi subsechons (1) and (2) manufacturers or cirstributors
ntust subrrrit trr tire Cenkal F<-:ocl latnlatory au application aiong with a

sample of the products in the fonn as prescribed and any fee that may be
required.

I ^1.a11ien .
!4lUvllil t E -

-at

(1) lvlanufactul'ers or distributors shall submit the label of the products to
the Committee for approval before the products may be sold in Nepal
with an application as prescribed.

(2) For any product already being sold in Nepal, manufaclurers or
distributoru shall obtain the Committee's approval for the label of each

prociuct wrthin ninety days of the commencement of this Act,

(3) labels cf the products shall be designed so as not to discourage
breastteedrng anci shall provrde the necessary information about the
appropriate use of tlieproduct.

0i
2./

tll The labei or contalner of the products

, ,l,R.,}, ,

(),, The iabel of the prorlucts must c,ontain the name and address of the

rnanufacturcr and, wiren appllcable, the dishibutor.

(101 No distribntor or rnanufacturer shall offer or make to a health rvr-rrker

any glft or other benefit, financial or otherwise.

(11) No manufacfurer or distributor shall provide fellowships or research
grants for health rvorker or shall sponsor a professional meeting or

\r""*q
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ilUJ

!t"D'container of a breastnrilk substitute or other rlilk prociuct withirr
the- scope oi fhis Act must have a clear, conspicuols, anci easil,v
un'-ieist,od ttiessage printerl on it or on a labet. ihat cannot beconte

::i:,_.].q.*H:l shalt be wrtten in the Nepali langr.rage and shail
include all of the following information:_

(a) the 
"vords 

"lniportant Notice" or their equr,ialent;

(b) a staternent Urat breastnrilk is the best rnilk for infants;

ic) a statement that the product shoulci not be used g.ithgut the
advice of health worker concerni,g the need and proper methorl
for its use;

(cl) instructions for appropriate preparation in words and in easily
understood grphi.r;

(e) tlle quarriity tlf the breashnilk substitute or oiher nr;lk prorJuct
that 

"vill 
be rcquired to properly feed the infant each n-ronth.

Tlie tenns "rnate|nalized", i'humanized" or their equivalent shall 1ot
bcused.

Any type of milk that does not rneet all the nutritional rcquirenrerrts of
an infant formula, but can be modified to do so, rnust contain on its
label or on an insert that is visible from the outside of the containel a
wamrng that the product alone should not be the sole source of the
infarrt's nourislunenl and that it shuuld not be usecl to feecl infants
cxcept under the guidance of a health worker.

labeis oi sweeienetl conderrsed mirk shall coirtairi a clear and
conspicuous waming that it shall not be used for infant feeding

Thg label uf prutlucts, otherthan the feeding l:otiles and teats, shali also
state the following

,{^)
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(a)

(b)

(c)

(d)

the itrgredieltts;

the compositron and analysis olthe producf

the required storage conditions; and

the batch numbcr and date before which the product is to be
consumed, taking into account climatic and storage conditions.
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LL.

(11) 'lhe labeis for bottles and teats shall state in aciciition to the name ancl
acidress of the manufacturer anci distributor, that breastmilk is the best
ntilk fi-rr infartts atrcl tirat feeding with a cup atrd spoon is safer than
bottlc-feeding)

O_ua'lity : u+

(1) The prociucts shall, when manufacfured, sold or otherwise drstnbutei
trteet applicable slaitc]ards fixed or recon'rrnendecl by tiie Nepal Bureau of
C{rsrla..lrrlCll t!l(ll Ll.

\L) Tlie Ceritrai Fuud laboraiory shajl have the power to test any product
scld in Nepal to determine whether it is fit fr:r human use or
consumption.

/?\
\.r/ Thc products that do nct rnect the safcty standards fcr use in the countrl,

of manufacture shall not be sold in Nepal

Ihc products that havc rcachcd the expiration date shall not be
marketed, solcl or dishiLruted.

(4)

To provent quality deterioration, adulteration or contamination, the
prodr:cts, other than the feeding bottles and teats, shall be sold only in
the onsrrai crrntarner,

Y

-<t'
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'- 13. Ins.oection :

-

(1)

tL)

For thc pulpose of tahng necessary actions after inspection and enquiry
about the compliance of this Act and rules made under this Act by the
manufachrel distnbutol health care facilities and health worker,
Ministry may, on recorrrfi)endation of the Committee, appoint the
inspcctors in required number or designate the employees as inspector
by obtaining the approval of the concemed bodies of His Majesty's
Govemment.
The irrspector; appointed or designated under subsection (1) shall aiter
inspcction and enquiry about the compliance of this Act and the mles
rnade under this Act by the manufactureri diskibutor, health care
facilitres and heaith worker, submit a report thereof to the Commrttee.

Ii 4.1

In case it is fcund from the report submitted by the inspector ptrrsuant to
subsection (2) of Section 13 that provisions of this Act or the n:les rnade under
thts Act has not been complreci by any manufaclure4 distnbutor, health care
faciiities or heaitlr worker; Iv{inistry rnay, on recornrnendation of the

lttl
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Corrttnittee, wtite to ilre ccrncerned bodies to suspend or revoke arly license,
plnnit or authodty obtained by tlrem from His Majesty's Govemment or any
otherbody.

The por,vers and functionq other than those mentioned in .this Act, of an
inspectorshall be as prescribed.

Penalties :

(1) ,Auty liealilr worker wlirr acts in corrtraventitln of subsectiorr (4), (5) or
(6) of Sectlon 8 shall bc pcnalized vrith a fine up to one thousand rupees
or an irnprisonrnent np ttl one rnt'rnth or both.

(2) Any manufacturer or disfributor wf,o acts ln contraventlon of the
subsection (U (4), (51 (7), (B) (9), (10) or (11) of Section 9 shal be
penaltzed wth a fine up to three thousand rupees or an imprisonment
up to two months or both.

{3) Any manufacturer'or distributor who acts in contravention of Section
i0 r.ir 11 shall be penalized witir a fine up to five thousand rupees or an
imprisonment up to three months or both.

(4) Any peison who acts ln contravention of other provisions of this Act
other than those mentioned in the subsection (1), (2) or (3) or the ru'les
made under this Act shall be penalized with a fine up to two thousand
rupees or an impnsonment up to one month or both.

(5) 'lhe Court may, while making decision to punish any person pursuant
to thrs Section rbr any onence, make such person liable to pay an
arnount of compersation ranghrg from twenty five thousand rupees to
onc hundrcd thousand mpces to the person ',vho has sustaincd the
damage fi'om sucit offence.

Rcs;onslbrlit','of Firm or C-oroorate BoCr.' :

-r-

If any firm or corpc.rrate body contravenes the provisions of this Ad or rules
made under this Act thc ormer or par[ncr of such firm or chief administrative
ciflcer responsibie for the conduct of the business of such corporate body shall
be penalrzed pursuant to Section 16.

1i

15.

16.

77.
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18.

19.

74.

Invcsticotion and Filine of the Case :

(i) The inspector shall conduul the investigation of the case relating to arr
offence vrhich may be penalized undcr this Act and file the case beforc
the Dshict Court on completion of the investigation work

(2) The inspector may seek the advice of the govemment lawyer on
conduct of investigation and filing of the case. After the case is filed the
govemment lawyer will plead the case .

Pr:lurer to Frame Rrrles :

His lv'lajcst/s Gov,gmment may franre necessary rules fcr
irnplenrenting the objectives of this Act.

I

l3

L

His L4ajcsty/s Govci nment shall be plaintiff in all thc cases undcr this
Act.

(.L


