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Guideline on Medical lnfomation for Summary Product Characteristics, Patient lnformation Leaflet, Packaging and labeling in Banglade*r

Message from the Director General, Directorate General of Drug Administration

It is my pleasure that one of the nine f unctions of DGDA*"Marketing Authorization" related guidellnes

are now regularly published from DGDA for different classes of medical products. On this aspect

"Guideline on Medical lnformation for Summary Product Characteristics, Patient lnformation Leaflel

packaging and Labeling in Bangladesh" is one of the very important guidelines.

The main purpose of this document is to provide guidance on how to ensure that the information on

the labeling and packaging leaflet is accessible to and can be understood by those who receive it, so

that they can use their medicine safely and appropriately. This guideline is written to assist applicants

and marketing authorization holderswhen drawing up the labeling and packaging leaf let and preparing

the mock-ups or specimens of the sales presentations. The guidance gives advice on the presentati,cn

of the content of the labeling and packaging leaflet.

The guideline is intended to apply to all marketing authorization procedures and to all medicinal

products, including those available without prescription.

Iwould like to thank the members of working committeefortheirmeticulous job which theyperformed.

M
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ajor General

rector

General of Drug Administration &

Licensing Authority of Drugs
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l.lntroduction

The name of manufacturer on label of product with its full address including dose and
indication is very imnortant and useful for the patients/users. The name of active
ingredient or cornposition, batch no, manufacturing and date of expiry are very essential
for users of all labels. Considering this matter Directorate General of Drug Administration
has taken an initiative to prepare a draft Guideline for medical information on packagi!'rg
material. Approved packing material carrying the lndication of h/arketing Authorizaticn
that makethe consumers to use medicine confidently. lt is not only technical information
l-, ,t ^l^^ ^^, ,^l-.r^ t^^^t -^^. ,i-^F ^h+-t,lut cil-\J uLrLitiLiy i, t{;uclt rE;Lltlti(itttEtatir.

2. Fackaging and labeling

Packaging is the science, art and technology of enclosing or protecting products for
distnbution, storage, sale and use. Packaging also refers to the process of design,
evaluation and production of packaging. Packaging can be described as a coordinated
system of preparing products for transport, warehousing, logistics, sale and end use.
Packaging contains protects, preserves, transports, informs and sells. lt is noted that
maxirnum 05 (five) pack sizes are allowed in an annexure or each registration.

Packaging labeling or labeling is any written, electronic or graphic communications on
at*- *--l---i-- -.- +- L..r -----:^+-J t-L-turu pdundviirv ur ull d ot,pdicltE uur ds5uui€lrrru iiruui.

3. The purposes of packaging and packaging labels

Packaging and packaging labeling have several objectives

Physical protection - The objects enclosed in the packaging may require
protection from. among other things, mechanical shock, vibration, electrostatic
discharge, compression, temperature etc.
Barrier protection - A barrier from oxygen, water vapor, dust, etc., is often
required. Permeatiort is a critical factor in design. Some packaging contains
rlaeino=nlc nr (.)vrrnan alrenrhorc ln lraln avfand nhalf lifavvsrvvsri!* vr v^r:iv!r qvJvrvgrs Lv iitilt, vr\aga,u Jiiuii iii-.

lnformation transmission- Packaging and labels comrnunicate how to use,
transpot't, recycle, or dispose of the packaging or product.
Marketing - The packaging and labels can be used by marketers to encourage
potential buyers to purchase the product. Packaging graphic design and physical
design have been important. tVarketing communications and graphic design are
applied to the surface of the packaging and {in many cases) the point-of-sale
display.
Security-Packaging can play an important role in reducing the security risks of
shipment. Packaging can be made with improved tamper resistance to deter
tampering and also can have tamper-evident features to help indicate tampering.
Anti-Cn:tntnrfpitinn P-rkarrinry - DanLn^i^^ ^.ln ho anai-oorarl *n hnl^ rarl,r^nJU ri ivia iuti tu tJ . ieit, ;;vJvu

the risks of packaging pilferage or the theft and resale of products. Sorne
packaging constructions are more resistant to pilferage and some have pilfer
indicating seals. Counterfeit consumer goods, unauthorized sales (diversion),
material substitution and tampering can all be prevented with these anti-
counterfeiting technologies. Packaging may include authentication seals and use
security pflnttng to nelp rnorcate Inat Ine pacKagtng and contenis are not
counterfeit. Packaging also can include antitheft devices, such as dye-packs,
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RFID tags (Radio frequency identification) or electronic article surveillance can be
activated or detected by devices at exit points and require specialized tools to
deactivate. Using packaEing in this way is a means of loss prevention.

. Convenience-packaging can have features that add ccrnvenience in distribution,
handling. stacking, display, sale, opening, reclosing, use, dispensing, reuse,
recycling, and case of disposal.

4. Packaging types
r Primary packaging is the material that first envelops the product and holds it. This

"-"-11". !- 4L- -*-!!^-1 .'-|a -a J:-'lnil^.,1i-* -*.,^- ---l i^ rt-- --*r-^^:-- ..,1-:-L :- :.-ubuaily t5 urt Unairtr$r uril. ui uirsalauuHuit ui'u:iE aatu is tile pacnaglng wilicn is in
direct contact with the contents.

. Secondary packaging is outsiCe the primary packaging, perhaps used to group
primary packaging together.

r Tertiary packaging is used for bulk handling, warehouse storage and transport
shipping. The most common form is a palletized unit load that packs tiqhtly into
containers.

5. a. Symbols used on Packaging and label

TH'S SIBE UP
?

llff&8g&$til!l8{Ae

"Print & Apply" comer wrap ucc {Gs1-12s) Iabel application to a pailet road

lli liilili Iil iri lliilili i ili liiil

fil lilli fi lil iii trililili 
j 
IIi lliil

\r1/ikipe<*ia
A bar code encoding the word 'Wikipedia" in Code 129

Shipping container labeling
Technologies related to shipping containers are identification codes, bar codes and electronic
data interchange (EDl). These three core technologies serve to enable the business functions
in the process of shipping containers throughout the distribution channel. Each has an
essential function: identification codes either relate product information or serve as keys to
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other data, bar codes allow forthe automated input of identification codes and other data and
EDI moves data between trading partners within the distribution channel. Shipments of
hazardous materials or dangerous goods have special information and symbols (labels,
placards, etc.). Two examples are below:

With transport packaging, standardized symbols are also used to communicate handling
needs. Examples are below:

Do not use hand hooks

THt$ SIDE UP

This

Fragile material

Keep away from water

Keep away from sunlight

T

-

TI

6f-
XE€P AWAY FROM

SUNLIGl{T
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Centre of

Clamp as indicated

Do not clamp as indicated

Food contact material

Attention for this material

5.b. User of Picture / Organ Picture in Packaging and Label
DGDA has authority to approve or disapprove use of human body or it's any organ which
could facilitate the correct use or misuse of medicine upon through evaluation of picture.

5.c. Labelling
[ltlOTE: The data should be presented according to the template below, irrespectively of their
sequence on the actual labeling and their position and possible repetition on the individuai
sides/flaps of the packaging (e.9., top flap, front, back etc.). Blue boxes and their contents
should not be included. The order of presentation of the different packaging labeling elements
should be sequential, i.e., for each strength and pharmaceutical form the outer packaging
component should be included first followed by its corresponding inner packaging component.
Where the same text for outer and inner packaging is used, this should be clearly indicated
in the heading and in {nature/type}. Text which is identical for different presentations should
be provided only once, e.9., text of inner vial label where such vial is part of different pack-
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sizes. On the printed outer packaging material, an empty space should be provided for the
prescribed dose; however, this should not appear in the labeling text.l [tsoxed headings are
provided to help applicants when completing the template; they shou[d remain in the
opinionldecision annexes. However. they are not to aooear in the final orinted packaginU
materials (mock-upsispecim ens).1

NAME OF THE MEDICINAL PRODUCT

{(lnvented) name strength pharmaceutical form} [as it appears in the SmPC]
l- -r! ,, - -l _a- _ _ - /_11
tauuv€ suuslarrue(sri

[Fhe reference to the active substance should correspond to the strength expressed
in the name,
e.g. (invented) name 60 mg eapsules
fnrornifano

(Since 60 mg corresponds tCI toremifene, even if the active substance is actually
present as toremifene citrate).1

[Guidance on the expression of strength is available in the "QRD Recommendations
on the Expression of Strength in the Name of Centrally Authorized Human Medicinal
Product (as stated in section of SmPC and in the name section of labeling and PlL".l
[For mock-ups and specimens, this information may be presented on different lines of
text or in different font sizes, if necessary, provided that the appearance of the name
is as an integrated item,
e.g. (invented) name Z mg/rnl
Solution for injectionl

fihe international non-proprietary name (lNN) of the active substance{s) shall be
included, or' in absence of INN name, the common names should be used.
ln addition, the different strengths of fixed-combination medicinal products should be
presented separated by a "/". The names of the active substances should also be
presented separated by a "f'. The order of active substances and corresponding
strengths shouid fuiiow the ortier of the'rfliH0 eiassifieatiorr,
e.g. (invented) name 150 mg/12.5 mg tablets
irbesartan/hydrochloroth iazi del

u

PARTICULARS TO APPEAR ON <THE OUTER PACKAGING> <AND> <THE
IMMEDIATE PACKAGING>

TNATL_rR.ErrYPE)

[n case of multipack presentations, the outer and inner labeling should be presented as
separate labeling components, i.e. the outer label should indicate under this boxed area that
it contains Blue box; the inner label should indicate under this boxed area that no Blue box is
included. ln cases where a product is also supplied as an individual presentation in addition
to a rruitipauk uite, iitis situuili i:e preseitted separaieiy aiid rrut i;e corrrbiired wittr eitirer tlie
outer or inner carton label of the multipack presentation.]
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STATEMENT OF ACTTVE SUBSTANCE{S}
[Expressed qualitatively and quantitatively per dosage unit or according to the form of
administration for a given volume or weight. Where the active substance is present as
e sa!t, thls shauld be clearly indlcated, e.9., f+r the examples girren abovet "60 mg
toremifene (as citrate)" or "toremifene citrate equivalent to 60 mg toremifene"; "60 mg
diltiazem hydrochloride". The statement should be based on the information on the
active substance given in section 2 of the SmPC.l

ffhe pharmaceutical form patient-friendly term can be used in case of space
constraints, e.g. "Each tabiet contains..." insteaei of "Each fiim-eoateei tabiei
contains...".l

[Where the advanced therapy medicinal product contains cells or tissues, the
statement "This medicine contains cells of human/animal {as appropriate} origin"
together with a short description of these cells or tissues and of their specific origin,
including the species of animal in cases of non-human origin.l

PHARMACEUTICAL FORM AND CONTENTS
[Pharmaceutical form according to the full "Standard terms" published by the Council
of Europe. Pharmaceutical form patient-friendly terms will be considered on a case-
brl-case basis in ease of sDrce ,:onstraints. !f used. the nharmaceutiral fnrp ng{ien{-uruq, ii :: ru-+Lui:.!u: :'_.: :;: i

friendly term should be added in brackets in section 3 of the SmPC.

Contents by weight, by volume or by number of doses or number of units of
adrninistration of the medicinal product (i.e. pack size, including a reference to any
ancillary items included in the pack such as needles, swabs, etc.). The information
shsuirj be as simpie and eieseripiive as possibie using terms usecj in section 3 anci 6.5
of the SmPC. Since the pharmaceutical form is already mentioned as pad of the name
of the medicinal product in section 1, it should be repeated here in grey shading (so
that it will not appear several times on the final printed material).

ln case of a combined labeling text covering different pack sizes of the same strength,
each pack size shouici be iisteci on a separate iine in grey-shaciing,

e.g. 28 film-coated tablets

56 film-coated tablets

1 00 film-coated tabletsl

[n case of a treatment initiation pack, please follow the below example:

"Treatment initiation pack
)

Each pack of 28 film-coated tablets for a 4-week treatment schedule contains:
a til* -- -4^J +^Ll-.- -t \/ E -^ -. llrrrr-uucrttiu (Erutcr> ut /\ J ailu

7 film-coated tablets of X 10 mg

7 film-coated tablets of X 15 mg

7 film-coated tablets of X 20 mg"l

[n case of multipacks presentation, please follow the below example:

\r
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On the outer carton or label: "Multipack: 180 (2 packs of 90) film-coated tablets." On 
the inner carton (without blue box): "90 film-coated tablets. Component of a multipack, 
can't be sold separately.".] 

METHOD AND ROUTE(S) OF ADMINISTRATION 
[Method of administration: directions for proper use of the medicinal product, e.g. "Do 
not swallow", "Do not chew", "Shake well before use". In all cases, and especially if full 
details cannot be included on the outer packaging itself, a reference to the packaging 
leaflet must be made:] 

<Read the packaging leaflet before use.> 

SPECIAL WARNING THAT THE MEDICINAL PRODUCT MUST BESTORED OUT 
OF THE SIGHT AND REACH OF CHILDREN 

<Keep out of the sight and reach of children.> 

OTHER SPECIAL WARNING(S), IF NECESSARY 
[Special warnings on labeling should be reserved to cases where they are considered 
very important in order to fulfil a risk minimization objective (e.g. "Cytotoxic: handle 
with caution", "May cause birth defects", etc.).] 
[ln the case of advanced therapy medicinal products for autologous use, the unique 
patient identifier and the statement "For autologous use only" shall be included.] 

<For prescription use only.> 

MANUFACTURING DATE & EXPIRY DATE 

The expiry date printed on medicinal products stating only month and year should 
be taken to mean the last day of that month. Expiry dates should be expressed with 
the month given as 2 digits or at least 3 characters and the year as 4 digits, e.g.: 
Februarv 2007, Feb 2007, 02-2007. For advanced therapy medicinal products, the 
expiry date may specify the day.] 
Where applicable, shelf life after reconstitution, dilution or after first opening the 
container. If however the maximum in-use shelf life for the reconstituted medicinal 
product varies, depending on how, or with what, it is reconstituted, then there should 
be a statement on the label, such as: "Read the leaflet for the shelf life of the 
reconstituted medicine".] 

<MFG. :> 

<EXP. :> 

SPECIAL STORAGE CONDITIONS 
[The statement(s) should reflect special precautions recommended in section 6.4 of 
the SmPC.] 

NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER 
{Name and Address) 

Page 11 of 45 



Gu idelin e on l\Ied ica I lnfo nnation for Summary Prod u ct Chara cte ristics, Patient lnformation Leaflet. Packag ing a nd la beling in Ban glad esh

MARKETING AUTHORISATION NUMBER(S}
lVlA No.: i000-000-000)

BATCH NUMBER<, DONATION AND PRODUCT CODES>
[The proposect oplionai heaciing "DoNATioN AND PRODUCT coDES" is for
advanced therapy medicinal products only.l

[For advanced therapy medicinal products, donation and product codes should be
included.l

INSTRUCTIONS ON USE

[oniy for meciicinai prociucts nor subject to meciicai prescription, inciucie:
- lndication(s).
- Dose recommendations, contraindicationis) and warnings; if full details cannot be
printed, a reference to the packaging leaflet should be made, e.g. "Read the
packaging leaflet before use".
- C^n^-^l ir,^-^tF4^ ^^n ^r,^-,.t^^^ ,.,^.n!n+a ^ra na* -^,,+;^^h, F^^,,;-^,{ I- uurruiul rlcrr[r,Vo ui!u vvUruuru v-iaiiiiii!ji.5 ijlU iiul iUiji.i;iCiJ iUqij;iCU.j

UNIQUE IDENTIFIER . HUMAN READABLE DATA, IF NECESSARY

SN {number} [serial number]

NN inumber) [national reimbursement number or other national number identifying
the medicinal productl>

<Not Applicable>

[When this template is used for immediate labelling, this section must be included
^^J l^tr+ Ll--l- I
cll iu IUt t utclt t1\.j

NAME OF TIIE MEDICINAL PROBUCT AND ROUTE(S} OF ADMINISTRATION

{(lnvented) narne strength pharmaceutical iorm}
l---ri.. - -..L-r-* - -/-\llErur.rvu suuotdt l(rt \slJ

[Pharmaceutical form patient friendly terms may be used in case of space limitation if
consistently used in all language versions. ln case of space limitation you can also
refer to the "Table of non-standard abbreviations":
hftnc'/A,\nrn-r!.Fm" ot tr31ra.gg/cn/rlnnumontq/ranr rlaton-r-ornnerjttra! nr ridelina/tahlee-, rrits_t,, L, ., '..s.r.6.r-i +Fn.eiij,_i;i j.e-Luii:-_:.-*i i._.;L;:i:L.: | 

_L.:._.,-r___

nonstandard-abbreviations-be-used-summary-product characteristics_en.pdf where
Page 12 of45
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a case-by-case basis the minimum particulars could also be considered for other

where it is not feasible to include all the information. Such exceptional cases have
be discussed and reed with the
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you can find the list of abbreviations to be used forthe route of administration.
Abbreviations should also be explained and stated in full in the relevant section of the
packaging leaflet.l
t\Arh^.^ .liffarnn+ l^t-'al- a^n1., +n .liffarnnt nnnolitr ran{c nf +L-n morli^i^^l hr^rl, '^+ }h^
Lvrrrvru urtri;raiiil iguui- UPPi, !U UiiiUivrrL vvrlrLrluv,r!J Ur lllv rrrvqlglrrsl ylUvuvtr f.,v

pharmaceutical form in the name on the specific label should only refer to the

constituent concerned (e.9. separate label for powder vial and solvent ampoule).1 [n
case of a solvent container, section 1 should read:
"solvent for X" (identify medicinal product name; X can be omitted prcvided safety
concerns are not raised)]

M ETHOD CIF ADMINISTRATION
$t/ethod of administration: directions for proper use of the medicinal product, e"g. "Do

not swallow", "Do not chew", "Shakewell before use". lf full details cannot be included
on the immediate packaging itself, a reference to the packaging leaflet can be made.

e.g. "R.eaii tiie packagirrg ieafiet befor-e use".]

MANUFACTURING DATE & EXPIRY DATE
[he expiry date printed on medicinal products stating only month and year should be
taken to mean the last day of that month. Expiry dates should be expressed with the
month given as 2 digits or at least 3 characters and the year as 4 digits, e.g.: February
2AA7, Feb 2007, A2-2007. For advanced therapy medicinal products, the expiry date
may specify the day.J

[Where applicable and if space permitting, shelf lifeafter reconstitution, dilution or after
first opening the contarner.

For medicrnal products which have a limited shelf life after opening or reconstitution,
space and a statement inviting to record the date of opening or reconstitution is

reeommended, e.g. "reconstituted on: ...", "expiry date: ...".]

<tuIFG.:>

<EXP.:>

BATCH NUMBER<, DONATION AND PRODUCT CODES>

il-he proposed optional heading "DONATION AND PRODUCT CODES" is for
advanced therapy rnedicinal products only.]

il-or advanceo tnerapy meorcilral prooucts. donatron and product codes shoulci be

included.l

CONTENT$ BY WEIGHT, BY VOLUME OR BY UNIT
t

0THER SPECTAL WARNTNG(S), tF NECESSARY

[Space permitting, any other information necessary for ihe correct use ana
administration of the medicinal product can be included here, e.g. storage conditions.l

fln the case of advanced therapy medicinal products for autologous use, the unique
patient identifier and the statement "For autologous use only" shall be included.l

\\

Page 13 of45



Guidelineonl\ledical lnformationforSummaryProductCharacteristics,PatientlnformationLeaflet,Packagingandlabelingin Banglade$r

SPEGIAL STORAGE CONDITIONS
NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

{Name and Address}

6. Surnrnary of Product Characteristics (SmPC)

6.1. NAME OF THE MEDIGINAL PRODUCT

The name should be fsllowed by both the strength and the pharmaceutical form. The
!-,!.-.,-,a:---,t ll,.- ..,----, -!-.-,, ll,-- - ,llllt\ al I a Ll, 

- 
a:trrLtsrililuuilaff r\un-prupnEurry r\arile (il\r\IJ ur [fre usuat {JUrnrrron frarne ur [fre auilve

substance should be used when referring to properties of the active substance(s) rather
than those of the product, The use of pronouns (e.9., "it") is encouraged whenever
possible.

6.1.1 Strength
'l'!-^ -!*---rL- ^L-,,tJ L- *L,- --t-.,-*1 .'..*^+:+,, 

'-- 
lJ^-+i4:^-li-* -*J ,.-- -t lL- --.*J,.-rr IrE slltillgul iiluulu uE Lilri iuiEvcilrr r.ludlil.il,y rul ruElrlriH.,irriuii iiiiu usij ui i,tii, ljiuutiirr

and should be consistent with the quantity stated in the quantitative composition and in
the posology. Differentstrengths of the same medicinal product should be stated in the
same way, e.9., 250 m9,500 mg, 750 mg. The use of decimal points should be avoided
where these can be easily removed (e.9. 250 microgram, not 0.25 mg). However, where
a range of medicinal products of the same pharmaceutical form includes strengths of
more than one unit (e.9., 250 micrograms, I mg and 6 mg), it may be more appropriate
in certain cases to state the strengths in the same unit forthe purpose of comparability
(e.9. 0.25 mg, 1 mg and 6 mg).For safety reasons, micrograms and millions (e.9. for-
units) should always be spelled out in fullrather than be abbreviated.

6.1.2 Pharmaceutical form {Dosage form}
Tt.^ -I=-=-:-^-,!+i--! a--* --! * *-J!-i^-l --*r..aa -L.-,,rJ i-- J----:L-J L,. - ^;^-r- ;..illliE Plidtlllaut,uLlu.al lullll ul d rtrEUIUiiiUi IJaUUUUL salUUiU Utr U.,sUiiUeU .Jy a Sii-igi. fuii
Standard Term of the Pharmacopoeia using the plural form if appropriate (e.9. tablets).

6.2 QUALITATIVE AND QUANTITATIVE COMPOSITION
Full details of the qualitative and quantitative composition in terms of the active

substance(s) and excipients. lf diluent is part of the medicinal product, information should
t--. ;.--1".t-luti il tutuuuu.

6.2.1 Qualitative Declaration
The active substance should be declared by its recommended lNN, accompanied by its
salt or hydrate form if relevant or the Pharmacopeial name. lf no INN exists, the
Pharmacopoeia name should be used or if the substance is not in the pharmacopoeia,
the usual common name should be used. ln the absence of a common name, the exact
scientific designation should be given. Substances not having an exact scientific
designation shguld be described by a statement on how and from what they were
prepared. References to the pharmacopeial quality should not be included. When the
medicinal product is a radiopharrnaceutical kit, the qualitative declaration should clearly
indicate that the radioisotone is not nart of the klt

6.2.2 Quantitative Declaration
The quantity of the active substance should be expressed per dosage unit for metered
dose inhalation products, per delivered dose and/or per metered dose), per unit volume,
or per unit of weight and should be related to the declaration of strength. Quantity should

\\\

Page 14 of45



Guideline on lttredical lnformation for Summary Product Characteristics, Patient lnformation Leaflet, Packaging and labeling in Banglade*r

be expressed in internationally recognized standard term which could be complemented
with another term if more rneaningful to healthcare professionals.

6.2.3 Salts and Hydrates
r^r1- ^-^ +L^ -^+:, ,^ ^. ,L^a^^^^ :^ ^*^-'{vnei'e iile ECiiVu iulrbr.rrr,ti r! 1-.'reSeilt in the foi'm of a Salt oi'hy*drate, the quantitative
composition should be expressed in terms of the mass (or biological activity in
lnternational (or other) units where appropriate) of the active moiety (base, acid or
anhydrous material), e.g. '60 mg toremifene ias citrate) or toremifene citrate equivalent
to 60 mg toremifene".
Where a salt is formed in situ during the preparation of the finished product (i.e. formed
during the mixture of a solvent and powder), the quantity of the active moiety should be
stated, with a reference to the in situ formation of the salt.
ln the case of established active substances in medicinal products where the strength
has traditionally been expressed in the form of a salt or hydrate, the quantitative
composition may be declared in terms of the salt or hydrate, e.g. '60 mg diltiazem
hydrochloride'. This may also apply riyhsn the salt !s formed !n situ.

6.2.4 Esters and Prodrugs
lf the active substance is an ester or pro-drug, the quantitative composition should be
stated in terms of the quantity of the ester or pro-drug. When the active moiety is an
active substance of an already approved medicinal product, the quantitative composition
^L-..|J -l-- L- +{-+.-..1 ie +--*^ -J +l-^ n.,-^{:e, _J +Li_ -_+!!,^ E-:^+., /_ _ aE *_ ^ti)rruuru <rrsu uu st(1tuu iir iErr-iis gI ine qijaniiiy Oi iilis aciive imoiefli (e.E. i5 ing Oi
fosphenytoin is equivalent to 50 mg of phenytoin).

6.2.5 Oral powders for Solution or Suspension
The quantity of active substance should be stated per unit dose if the product is a single-
dose preparation or otherwise per unit dose volume after reconstitution; a reference to
the molar concentration may also be appropriate in some cases.

6.2.6 Parenteral excluding Powders for Reconstitution
For single-dose parenteral, where the total contents of the container are given in a single
dose (total use), the quantity of active substance(s) should be stated per presentation
(e.g- 20 mg etc ) not including any o\./e!'ages or over,fill. The quantityr per rn! a.nc! the tota!
labelled volume should also be given.
For multi-dose and large volume parenteral, the quantity of active substance(s) should
be stated per ml. per 1000 mil, per 1000 ml etc. as appropriate, except for multidose
vaccines containing 'n' doses of the same dose. ln this case, the strength should be
expressed per dose volume. Overages or overfills should not be included.

6.2.7 Powders for Reconstitution prior to Parenterar Administration
When the product is a powder to be reconstituted prior to administration, the total quantity
of active substapce in the container should be stated not including overages or overfills,
as well as the quantity per ml when reconstituted, unless there are several means of
reconstituting, or different quantities used, which result in different final concentrations.

6.2.8 Goncentrates
The quantity should be stated as the content per ml in the concentrate and as the total
content of the active substance. The content per ml when diluted as recommended
should also be included unless the concentrate is to be diluted to within a range of
different fina! concentrations.

\,t
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6.2.9 Transdermal Patches
The following quantitative details should be given: the content of active substance(s) per
patch, the mean dose delivered per unittime, and the area of the releasing surface, e.g.
Each oatch contains 750 micrograms of estradiol in a patch size of 10 crn3. releasing a
norninal 25 micrograms of estradiol pet 24 hours.

6.2.10 Multidose solid or semi-solid products
Quantity of active substance should be stated, where possible, per unit dose, othenruise
per gram per 100 g orpercentage, as appropriate.

6.2,11 Biological Medicinal Products

6.2.11.1 Expression of $trength.
The quantity of biological medicinal products should be expressed in terms of mass
units, units of biological activity or lnternational Units as appropriate for the particular'
product and reflecting Pharmacopoeia usage where relevant.

6.2.11.2 The Biological Origin of the Active Substance.
The origin of the active substance should be defined briefly. Thus, the nature of any
cellular system(s) used for production and, if relevant, the use of recombinant DNA
technology shoukj be speeified. The entry should take the form: "nroduced in XXX cells
<by recombinant DNA technology". The following are examples of the application of
this principle:

*Produced in human diploid (MRC-s) cells",

"Produced in Escherichia coli cells by recombinant DNA technology",

"Produced in chick-embryo cells",

"Produced from the plasma of human donors",

"Produced from human urine",

"Produced from <animaFblood",

"Produced from porcine pancreatic tissue".

"Produced from porcine intestinal mucosa".

6.2.11"3 Special Provisions for Normal lmmunoglobulins.

ln the case of iormal irnmunoglobulins, the lgG subclass distribution should be stated
in terms of percent of total lgG present. The upper limit of the lgA content should follow.

6.2.11.4 Special Provisions for Vaccines.

ln the case of vaccines, the content of active substance per dose unit (e.g. per 0.5 ml)
should bestated. Adjuvants, if present, should bestated qualitatively and quantitatively.
Residues that are of special relevance (e.g. ovalbumin in egg derived vaccines) shoutd
he speclfied" A guideline needs to he prepared +n blotechnological medicinal produets

\\
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on the Pharmaceutical Aspects of the Product lnformation for Human Vaccines, (Need
translation to Bangla).

6.3 PHARMACEUTICAL FORM

The pharmaceutical form should be described by a full standard term of the officiai
Pharmacopoeia using the singular form. For example, a visual description of the
appearance of the product {color, markings, etc.) should be given, in a separate paragraph
to the standard term. including information on the actual size of a solid oral formulation,
e.g. Tablet, White, circularflat levelled-edge tablets of 5 mm marked'100'on one side.

ln case of tablets designed with a score line, information should be given on whether or
not reproducible dividing of the tablets has been shown. e.g. the scoreline is only to
facilitate breaking for ease of swallowing and not to divide into equal doses', 'the tablet can
be divided into equal halves".
!nformatlon cn pH and osmolarit5r s56t'14 be prarrided, as appropriate, !n case of pr"odr:ct-e
to be reconstituted before use, the appearance before reconstitution should he stated.
Appearance of the product after reconstitution should be stated.

6.4 CLINIGAL PARTICULARS

6.4.1 Therapeutic indications {Reference must be followed from authorized reference}

The indication(s) should be stated clearly and concisely and should define the target
disease or condition distinguishing between treatment (symptomatic, curative or modifying
the evolution or progression of the disease), prevention (primary or secondary) and
diagnostic indication. When appropriate it should define the target population especialiy
when restrictions to the patient populations apply.
It should be stated in which age groups the product is indicated, specifying the age limits,
e.g. X is indicated in <adultp <neonates> <infants><children> <adolescents> <aged x to
y <years. months >>
lf the product's indication depends on a particular genotype or the expression of a gene
or a particular phenotype, this should be stated in the indication.

6.4"2 Posology and method of administration
ln case of restricted medical prescription, this section should be started by specifying the
conditions. In case of specific safety need, any recommended restriction to a particular
setting should also be stated (e.9. "restricted to hospital use only" or "appropriate
resuscitation equipment should be available").

Posology

The dasage should be clearly specified for each method/route of administration and for
each indication, as appropriate.
Where appropriate, a reference to official recommendations should be made (e.g. for
primary vaccination and antibiotics as well as for booster dose).

Dose recommerrdations (c.9. mg, mglkg. mg/m') should be specified per dose interval fm
each category where appropriate (specify agelweighUbody surface area of subsets of the
population as appropriate), Frequency of dosing should be expressed using time units

u
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(eg, once or twice daily or every 6 hour) and, to avoid confusion, abbreviations e.g. OD or
BID should not be used.

Where appropriate, the following points should be addressed:

. the maximum recommended single, daily andlor total dose,

. the need for dose titration,
r the normal duration of use and any restrictions on duration and, if relevant, the need

for tapering off, or advice on discontinuation,
. advice on action to be taken if one or more dose(s) is (are) missed. or e.g. in case of

vomiting (the advice should be as specific as possible, taking into consideration the
recommended frequency of dosing and relevant pharmacokinetic data)

r advice on preventive measures to avoid certain adverse drug reactions, e.g.,
administration of antiemetics.

r the intake of the product in relation to drink and food intake.
r aduice regarriitrg i'epeat use, wiih any irrformatian on intei'vais to be oirserveci l;etween

courses of treatment, as appropriate,
r interactions requiring specific dose adjustment.

Where relevant to the particular product, the following should appear the potency of this
medicinal product is expressed in <invented name> units. These units are not
interchangeable with the units used to express the potency of other active substance name
preparations.

6.4.3 Special Populations

Dosage adjustments or other posology related information in specific patient groups
+L=-, !!l L^ -4^+^l ...[.-*- . :.- .!!4!! !-.r!--J -,,L ^^-r;^*- -*J^*^J L,, ;*'--r^^-->lluuiu Ut, DtalE{.J wllEilE lrtrUED5iliy, iii W=trii-UEillltU suu-sluuiiiiii5 UiUiUieU ily iinp0alafice,
e.g. regarding:

o elderly population; it should be made clear whether or not any dosage adjustment is
necessary in any subsets of the elderly population,

. renal impairment; the dose recommendation should relate as precisely as possible to
the cut- off values for biochemical markers of renal lrnpairment in clinical studies and
to the results of these studies;

. hepatic impairment, specified according to the patients included in studies, for
instance 'alcohol-related cirrhosis' and the definitions used in the studies, forinstance
Child-Pugh score/grade of the patients;

: h-+!-4+a ..,i+l^ - e=-.{i-.,1-* -*^-+",*- ^r1*^- -^r-,,--l ^*^-i^t ---.,1^ti^^ t^ - *-+;-*a-r PdUtrltts wtr.lt <r lJcfilruurdr gsnu.yF,E, utnEl iEiuviriit slieuiai i-ruijLiidiiun (e,9., pai.iEilis
with other concomitant disease or ovenrueight patients).

6.4.4 Paediatric Fdpulation
The specific'Paediatric population should always be included and the information given
should cover all subsets of the Paediatric population, using a combination of the possible
situations presented below as appropriate.
lf the product is indicated in the Paediatric population, posology recommendations should
be given for each of the relevant subsets. The age limits should reflect the benefit-risk
assessment of the available documentation for each subset.
If the posology is the same in adults and children, then a statement to this effect is
sr-rffieient; the poserlogy cloes not need to he repeated=

V
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Dose recommendations (e.9., mg, mg/kg. mglm2) should be specified per dose interval
for the Paediatric subsets where the product is indicated. Different subsets may require
different dosing information. lf necessary, recommendations in preterm newborns shoutd
be oresented taking into account the more aporooriate age e.9., gestational age or the
post-menstrual age.

Depending on the subset, the clinical data and available formulations, the dose will be
expressed according to weight or body surface area, e.9., "children aged 24 years, 1

mg/kg bodyweight twice a day".
lAlhan annranriala in#+rea+ian ^^ +;*i^^ ^f ih+Al,^ ^{ +h^ ^-^.J, '^+ ^L^..|J ^^^^;l^- ^L:ll-^-t^vYrrEtt dPPtuprtctrE, rrULrrildtrL,,lr Lrit titiitilg ui iilidnu ut iiiEi iJiuuriut$tiuuiu uuiisiuei uiiiiuitili 5
daily life. e.g. school or sleep.
Where a product is indicated in children and no adequate Paediatric formulation can be
developed. detailed instructions on how to obtain an extemporaneous preparation shall
be included.
Doses and method of administration in the various subsets may be presented in a
r-l-..r-^-J t-.-.---L ta tl^-,-- :- --- :,-J:--L,--.- t-.-rt-_ ._.-_J-..a:-- --._-_ -.. -tt --.t_-,a, - trt- 'tiruuldtEu lultlldl,. ll Lriele iS ilo ill0icauuir IOrli-re pfOUUCr ii-r Soille Of aii SUDSeIS Oi iiie
Paediatric population, no posology recommendation can be made, but available
information should be summarized using the following standard statements (one or
combination of several as appropriate):

The <safety> <and> <efficacy of X in children aged x to y <months, years> <or any
othei- relevaiit subsets e.9., weight, pubertai age, gendep <has><have not <yet> been
established. One of the following statements should be added:

- <No data are available>.
X should not be used in children aged x to y <years, months or any other relevant
subsets e.g. weight, pubertal age, gendep because of <safety> <efficacy> concern
(<concern(s) to be stated.
There is no relevant use of X in <the Paediatric population><in children aged x to
y><years, ) month>>><<or any other relevant subsets e.g. weight, pubertal age,
gender in the indication(s <specify indication(s)>.

. X is contraindicated in children aged x to y <years, months> <or any other relevant
subsets e.g.',,veight, pubei'tal age, gendei.> <in the indication.>

lf there are more appropriate strength(s) and/or pharmaceutical form(s) for administration
in some or all subsets of the Paediatric population (e.9. oral solution for infants). e.g. Other
pharmaceutical formsistrengths may be more appropriate for administration to this
population,

6.4.5 Method of Administration

Any special precautions related to the manipulation or administration of the product (e.g.
cytotoxic pro$ucts) by healthcare professionals (including pregnant heafthcare
professionals), the patient or carers should be mentioned.
The route of administraticrn and eoneise relevant instruetion forccrrrectaclministration and
use should be given.

'Special precautions for disposal of a used medicinal product and other handling of the
product'.
When supportive data are available, information on alternative method(s) to facilitate
administi"ation tr acceptabiiity sh,:iiid be given as expiicitiy as possible (e.g. possibility cf
crushing tablet, cutting tablet or transdermal patch, pulverizing tablet, opening capsules,
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mixing with food, dissolution in 1 drinks - specifying if a proportion of the dose can be
given) particularly for administration via feeding tubes.

Any specific recommendation for use related to the pharmaceutical form should be
^-,.-t-:.- -Jt /\prdil ltru, g.u.,

-"the coated tablet should not be chewed because of <bad taste>, -the enteric-coated
tablet should not be crushed because coating prevents <pH sensitive degradation<imitate
effects on the gut",

-"the coated tablet should not be broken because the coating is intended to ensure a
prolonged release".

For parenteral formulations, information on the rate or speed of injection or infusion should
be provided.

For parenteral formulations in children, especially newborns in whom quite often fluids
have to be restricted it would be useful to have information on maximal concentration that
can be safely administered ie.g. "no more than X mg of Y/ml of solution").

6.4.6 Contrai ndications

Situations where the medicinal product must not be given for safety reasons. Such
circumstances could include a particular clinical diagnosis, concomitant diseases,
demographic factors (e.g. gender, age) or predispositions (e.9. rnetabolic or
immunological factors, a particular genotype and prior adverse reactions to the medicine
or class of medicines). The situations should be unambiguously. comprehensively and
clearly outlined.
Other medicines or classes of medicine, which must not be used concomitantly or
consecutively should be stated, based on either data or strong theoretical reasons. tf
applicable a reference should be made.

Only if pregnancy or breastfeeding is contraindicated, should it be mentioned here.
1..*-,'--.*^:ri,.:4., +- +!-.' *-r:,,^ -.,L-+-.--- *r 4- -.-,, -! +L- --.-;-;^.-+- -.- -^^:J,,^- f,--,-, t!--r iylrEl sEllt'ltlvlty tu l. lE dutlvE 5uuslciliUts Ui tU aiiiy Ui tiiU excipieiliS Of -eSiOUgS iilOilr Iile

manufacturing process should be included, as well as any contraindication arising from
the presence of certain excipients.

6.4.7 Special Warnings and Precautions for Use
The order of warnings and precautions should in principle be determined by the
importance of the safety information provided.
The following sfrould be described:
. The conditions, in which the use of the medicinal product could be acceptable,

provided that special conditions for use are fulfilled. ln particular, specific risk
minimization measures requested as part of a Risk l\tlanagement Plan to ensure safe
and effect!\./e use shculd be described in this sectien. (Fcr example, "Llrtet fu:tclicn
shauld be monitored befare initiation of treatment and monthly thereafter. "Patients
should be advised to immediately repoft any symptoms cf depression and/or suicidal
ideatian, "Wamen of childbearing potential should use cantraception.".)

\I{
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. Special patient groups that are at increased risk or are the only groups at risk of
experiencing product or product class-related adverse reactions (usually serious or
common), e.g. elderly, children, patients with renal or hepatic impairment (including
the degree of impairment, e.g. mild, moderate orsevere), patients having an anesthetic
or patients with cardiac failure.

. Serious adverse reactions to which healthcare professionals need to be alerted, the
situations in which these may occur and the action that may be required, e.g.
emergency resuscitation.

r lf there are particular risks associated with starting the medicinal product (e.g. first
l^^^ ^3tr^^a^\ ^- J^--:^- it l^ - --L-...-J ..,;rLJ-^.-.-t ^&^^.-\ .L--- -L-..|J L-uusE Eilrrr,r.s,, ur br.upPfirg il. ts.g. rEUUuilur wrurulawar EilEritSr, U|EDE Slluuru uE
mentioned in this section, together with the action required for prevention.

. Any measures which can be taken to identify patients at risk and prevent the
occurrence, or detect early the onset or worsening of noxious conditions. lf there is a
need for awareness of symptoms or signs representing early warning of a serious
adverse reaction, a statement should be included.

. Any need for specific clinical or laboratory monitoring should be stated.
Reconlmendatio;1 formonitoring should address why, when and how the monitoring
should be conducted in clinical practice. lf dose reduction or other posology is
recommended in such circumstances or conditions, this should be included.

. Any warnings necessary for excipients or residues from the manufacturing process.
. A-., ,.,^-*i.--- a,i^-^-^^^, ..,:rL --AF--l r^ +-^*-*i^-:Lt^ --^-+A t^ - lAr^--;^^ ^a. AilY w€ilililtgi, I rEr/Ysscily wrail It iitriEUr i.u ilalisiliiSsiuie dgents (e.9. vvai-iliilg oi

Transmissible Agents in product character and packaging Leaflets for Plasma-Derived
Medicinal Products

. Subjects or patients with a specific genotype or phenotype might either not respond to
the treatment or be at risk of a pronounced pharmacodynamic effect or adverse
reaction. These may arise because or non'functioning enzyme alleles, alternative
metabolic pathways (governed by specific alleles), or transporter deficiencies. Such
situations should be clearly described if known.

. Any pafticular risk associated with an incorect route of administration {e.9. necrosis
risk with extra venous of intravenous formulation, or neurological consequences of
intravenous use instead of intramuscular use), should be presented, with advice on
mdh6n6manf if nnooihlariruriqt 9rrrvir! rr PvJorvtu.

lmpoftant safety information may be included in bold type within a box.

ln general, descriptions of warnings and precautions regarding pregnancy and breast
feeding, ability to drive and use machines, and other aspects of interactions should be
dealt. However, in specific case of major clinical importance it might be more
appropriated describe specific precautionary necessities e.g. contraception measure;
or when concomitant use of another medicine is not recommended.

6.4.8 lnteraction'tvitfr Otfrer Medicinal Products and Other Forms of lnteraetion

This section should provide information on the potential for clinically relevant interactions
based on the pharmacodynamic properties and in vivo pharmacokinetic studies of the
medicinal product, with a pafticular emphasis on the interactions, which result in a
recommendation regarding the use of this medicinal product. This includes in vivo
interaction results which are important for extrapolating an effect on a marker ('probe')
suirstanee to otiter nrerjieiriai produeis havirrg ihe saine pharmaeokirretic property as iire
marker.

u
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lnteractions affecting the use of this medicinal product should be given first, followed by

those interactions resulting in clinically relevant changes on the use of others.
The following information should be given for each clinicatly relevant interaction:

a. Recommendations: these might be
. cCIntraindications of concomiknt use
. concomitant use not recommended
. precautions incfuding dose adjustment mentfoning specifrc situa(tbns wfiere (ftese

ma1 be required-

b. Any clinical manifestations and effects on plasma levels and AUC (Area under curve)
of parent compounds or active metabolites and/or on laboratory parameters. lnteractions
not studied in vivo but predicted from in vitro studies or deducible from other situations or
studies should be described if they result in a change in the use of the medicinal product.

lf no interaction studies have been performed, this should be clearly stated.

Paediatric Population
lnformation specific to a subset of the Paediatric population should be given here if there
is an indication for the particular age group.
The resulting exposure and clinical eonsequences of a pharmacokinetic interaction can
differ betneen adults and children, or Lretween older and yrounger children. Therefore,
I Any identified treatment recommendations should be given in relation to concomitant

use in the Paediatric subset{s) (e.g. dose adjustment, extra-monitoring of clinical effect
marker/adverse reactions, therapeutic drug monitoring).

. lf the interaction studies have been performed in adults, the statement lnteraction
studies have only been performed in adult' should be included. lf the extent of an
interaction is known to be similar in a Paediatric age group to that in adults, this should
be stated.

r lf this is not known, this should also be stated.
The same applies to pharmacodynamic drug interactions.
ln cases of food interaction leading to a recommendation on co-administration with a meal
or speclfie food- it shor-rlel kre specified whether this is relevant for Paediatric rtse

{especially newborns and infants} whose diet is different (100 % milk in newborns).

6.4.9 Fertility, Pregnancy and Lactation

Pregnancy

ln general, clinical and non-clinical data should be followed by recommendations.

With respect t6 non-clinical data,

. only conclusions of the reproductive toxicity studies should be included in this section.
r.,JL^* J-.-il- -L^,,lJ L^ ^-^.,iJ^Jr urUrtir utitctils nlruutu uti pluvrut u.

With respect to clinical data,

. the section should include comprehensive information on relevant adverse events
reported in the embryo, the fetus, neonates and pregnant women, when appropriate.

\{\
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The frequency of such events (for example the frequency of birth defects) should he
specified when available.

the section should specify the extent of the human experience if no adverse events
L-..- L--,- --.--J^l 

-

i-tov€ OEEi-r reilOi'ie0 irr pie$ilinC!.

With respect to the recommendations:

a) Recommendations on the use of the medicinal product during the different periods of
gestation, including the reasonis) forthese recommendations, should begiven"

b) Recommendations for the management CIf exposure during pregnancy when
appropriate (including relevant specific monitoring such as fetal ultrasound, specific
biological or clinical surveillance of the fetus or the neonate) should be given.

Breastfeeding

lf available, clinical data should be mentioned (exposed breastfed infants) a$ the
conclusions of kinetic studies (plasma concentrations in breastfed infants, transfer of the
active substance and/or its metabolite{s} into human milki lnformation on adverse
reactions in nursing neonates should be included if available.

Conclusions from non-clinical studies on the transfer of the active substance and/or its
metabolite(s) into milk should be given only if no human data are available.

Reccmmendations should be given to stop or continue breastfeeding andior to stop or
continue the treatment in cases where treatment or breastfeeding discontinuation is
!'eccmnnendec!, and the reascn should be nroryided"

Fertility

The main information on the possible effectsof the medicinal product on male and female
fertility
-L^..11 L^ ----il^.-^Jor ruutu uti r/ul r5rutir riu.

This section should include-

a) Clinical data if available.

b) Relevant conclusions from non-clinical toxicity studies, if available.

c) Recommendations for the use of the medicinal product when pregnancy is planned but
fertility might be affected by treatment.

lf there are no fertility data at all, then this should be clearly stated.

6.4.10 Effects on Ability to Drive and Use of Machines
On the basis of the pharmacodynarnic and pharmacokinetic profile, reported adverse
reactions andlor specific studies in a relevant target population addressing the
performance related to driving and road safety or using machines, specify whether the
nredicinal product has a) no or negligible influence b) minor influence, c) moderate
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influence or d) major influence on these abilities. Other important factons that affect the

ability to drive and use machines should be considered if known, e.g. duration of the

impairing effect and the development of tolerance or adverse reactions with continued

USC.

6.4.11 Undesirable effects
This section should include all adverse reactions from clinical trials, post-authorization

safety studies and spontaneous reporting forwhich, afterthorough assessment, a causal

relationship between the medicinal product and the adverse event is at least a reasonable
possibilify, based foi'example, oii theii' compai"ative incidence in clinica! ti'ia!s, oi' on

iindings irom epidemiological studies and/or on an evaluation of causality from individual

case ieports. Adverse events, without at least a suspected causal relationship. should

not be listed.
ln order to provide clear and readily accessible information, it should be structured

according to the following recommendations.

a. Summary of the safety Profile.
b. Tabulated summary of adverse reactions
c. Description of selected adverse reactions
d. <Paediatric population >
e<Other specia! papttlation>

6.4.12 Overdose
Describe acute symptoms and signs and potential sequelae of different dose levels of

the medicinal product based on all available information including accidental intake,

mistakes and suicide attempts by patients.

Taking into account all relevant evidence, describe management of overdose in man,

e.g. in relation
to monitoring or use of specific agonists/antagonists, antidotes or methods to increase

elimination of tne medicinal product such as dialysis. However, there should not

recommendation of other medicinal products (e.g' antidotes).

Additional information on special popula#ons

Paediatric population

6.5 PHARMACOLOGICAL PROPERTIES

It should be updated regularly when new in. the paediatric population

6..5.1 Pharmacodynamic Properties Describe:

Pharmacotherapeutic group and ATC code:

lnclusion of the therapeutic subgroup (2nd level of WHO classification) with the Srd

(pharmacological subgroup) or 4th (chemicalsubgroup) level is recommended.

lf an ATC code is not yet available, this should be mentioned as not yet assigned".

ln case of medicinal product authorized as similar biological medicinal product, the

following statement will be included:
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<<<(lnvented) Name of biosimilar medicinal product. Detailed information is required'

. ltdechanism of action (if known)

e Pharmaeodynamic effee't'sr

r Clinical efficacY and safety

6.5.2 Pharmacokinetic Properties
pharmacokinetic-'prop*tii"* of the active substance(s) relevant for the advised dose'

strength and the pharmaceutical formulation marketed should be given' lf these are not

available, results iUiain=U with other administration routes, other pharmaceutical forms

or doses can be given as alternative'

Basic primary pharmacokinetic parameters, for instance bioavailability, clearance and

fraf-iite, sfrouid'be given as mean values with a measure of variability'

Pharmacokinetics items, which could be included when relevant' are given below'

a. General introduction, information about whether the medicinal product is a pro-drug or

whether there are active metabolites, chirality, solubility, information on the population

inwhichgeneralpharmacokineticdatawereobtained,etc'

b. General characteristics of the active substance(s) after administration of the medicinal

product formulation to be marketed'

r Absorption: complete or incomplete absorption; absolute and/or relative

nioavaitalitit, ffJ pass effect;Tmax; the influence of food; in case of locally applied

nredicinai pirOirct tire systernie bioavaiiabiiity; iilv6lveriient 6f ifaiiSpor-t pfoteiiis' if

avaitabte, intoimation oi, tn* .it* of absorption in the gastro-intestinal tract should

be statej tas it *aV be 1 important for administration by enteral feeding tubes)

r Distribuiion, plasma protein binding: apparent volume of distribution per kilogram

body weight (kgi, tissue andlor plasma concentrations; pronounced multi-

compartmint behivior, involvement of transport proteins'

r Biotransformation: degree of metabolism; which metabolites; activity of

metabolites and contribution to effectand toxicity; enzymes involved in metabolism;

site of metabolism; results from in v'rtro interaction studies that indicate whether the

newcompoundcaninduceiinhibitmetabolicenzymes
. Elimination: elimination half-lives, total clearance, inter and/or intra-subject

va'iabilifu- in tota! ciearance; excretion i'cutes of the unchanged substance and the

metabolites including the relative portion of the hepatic and renal eliminated

fraction, involvement of transport proteins'

r Lineaqitfnon-linearity: linearitylnon-linearity of the pharmacokinetics of the

active .-ub.t"n"" wittr respect ti dose and/or time; if the pharmacokinetics are

nonlinear with respect to dose and/or time, the underlying rea$on for the non-

linearitY should be Presented.

Additional relevant information should be included here.

c. Gharacteristics in specific groups of subiects or patients

r variations wlth respect to factors such as age, weight, qendSr, snnoking status'

polymorphic metabolism and concomitant pithologiial situations such as renal

failure, hepatic disease, including degree of impairment' lf the influence on
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pharmacokineties is considered to be clinically relevant, itshould be described here
in quantitative terms.

d. Pharmacokineticlpharmacodynamic relationship(s)

. Relationship between dose/concentrationlpharmacokinetic pararneter and effect
(either true endpoint, validated surrogate endpoint or side effect).

. The population studied should be described.
Paediatric population

Results of pharmacokinetic studies in the different pediatric age groups should be
summarized, with a comparison to adults if available. lf appropriate, the dose producing
similar product exposure as in adults could be given. The pharmaceutical form(s) used
for pharmacokinetic studies in children should be stated. Uncerlainties due to limited
experience should be stated,

6.5.3 Preclinical Safety Data

lnformation should be given on any findings in the non-clinical testing which could be of
relevance for the prescriber. in recognizing the safety profile of the medicinal product
used for the authorized indication(s), and which is not already included in other relevant
sections.

lf the results of the non-clinical studies do not add to the information needed by the
prescriber, then the results (either positive or negative) need not be repeated.

6.6 PHARMACEUTICAL PARTICULARS

6.6.{ List of Excipients

A list should be given of the excipients, expressed qualitatively only. Ail excipients, which
are present in the product, should be included, even those present in smatl amounts,
such as printing inks. Further details on the excipients to be declared may be found in
the section on definitions and examples in the Guideline on the Excipients in the l-abel
and packaging Leaflet of N/edicinal Products for Human Use. For transdermal patches.
all ingredients of the patch (including the adhesive, release liner and backing film)should
be mentioned.

The active substance itself, residues of substances used during manufacture of the
finished product (far example, solvents, head-spaee gases or antiLriotics in vaeeine
manufacture). lubricants for pre filled syringes and constituents of capsule shells for
inhalation powders not intended to be taken should not be included.

However, certain residues such as residues o{ antibiotic or other antimicroblal agents
used in production that are known allergens with a potential for inducing undesirable
effects should be. mentioned in section 6.4.3 or 6.4.4 as appropriate.

Excipients should be referred to by their recommended INN if existing, accompanied by
the salt or hydrate form if relevant or by their European Pharmacopoeia name" lf an
excipient has neither an INN nor European Pharmacopoeia name, it should be described
by its usua! comrnon name. References to the pharmacopoeial quality should not be
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For certain pharmaceutical forms, 8.9., parenteral, either of the following standard
statements should be lncluded as appropriate:
ln the absence of compatibitity studies, this medicinal producf musf not be mixed with
other medicinal products.

6.6.3 $helf life

The shelf life should be given for the medicinal product as packaging for sale and, if
appropriate, after dilution or reconstitution or after first opening.

A clear statement of the shelf life should be given, in an appropriate unit of time.

For statements to be included regarding in-use shelf lives of sterile products, consult the
Note for Guidance on maximum shelf life for sterile products for human use after first
opening or following reconstitution. An ln-use shelf life may need to be stated for other
medicinal products if development studies have found it to be necessary.

Additionally, if differentconcentrations need to be prepared, e.9., foruse in children, the
physicochemicalstability throughout the entire concentration range should be stated; e.g.
'The stability has been demonstrated between x mglml and y mg/mlfort hoursldays at
25 "e and 2-8'C.

ln case of a Paediatric indication, if no age-appropriate formulation is available for
children but an extemporaneous formulation could be prepared from an existing
formulation, relevant physicochemical data on storage and stability should be included
here.

ln case of specific temporary storage conditions need to be provided to healthcare
professionals or patients, €.9., for the purpose of ambulatory use (e.9. shelf-lite 24
months at 2-8"C of which 3 months could be below 25"C). specific additional guidance
should be provided as appropriate. Such information should always be based on stability
data. ln particular, the recommended temperature range and maximum duration of
temporary storage should be specified. This guidance may also include the action to be
taken after the product has been stored under the ternporary storage conditions (e.9.,
discard immediately).

Statements such as "These data are not recommendations for storage" should not be
used,

No reference should be made to the container unless there are different shelf lives for
different

\
containers. Storage conditions should not include, except for the storage conditions af ter
6peirin$ (see edrrespCIriding guidelirie). steteiriefrts suffi ds 'Do use efter the expiry date
should not be included.

When device supplied together with medicinal product, the in-use shelf-life of the device
should be given applicable.

\\\
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6.6.4 Special Precautions for Storage

Storage warnings should use one or rnore of standard statements from the note for
guidance on declaration of storage conditions in the product information of medicinal
products. When such a standard statement is used, an explanation specifying whether
the product is sensitive to light and/or rnoisture should be added.

*A guidance needs to prepared declaration of storage conditions in the product
information of medicinal product.

For storage of sterile products that have been opened, diluted or reconstituted, storage
condition should be made.

lf a specific storage warning is required, the warning should be made from the guidance
to be prepared.

A warning to keep the product out of the reach and sight of children.

6.6.5 Nature and Contents of Container

Reference should be made to the immediate container using the European
Pharmacopoeia standard term; the material of construction of the immediate container
should be stated (glass vials. PVClAluminum blisters', 'HDPE bottles'); and any other
component of the product should be listed. e.g., needles, swabs, measuring spoons,
syringes inhaler devices, desiccant. The graduation on measuring devices should be
explained. The container of any solvent provided with the medicinal product should also
be described. Excessive detail, e.g., concerning the color of the stopper, the nature of
the heat-seal lacquer, should usually not be included. For parenteral preparations, when
enclosure color is used to differentiate between the presentations of a product, this
should be stated here.

lf appropriate, it should be indicated if the container closure is child-resistant.

Examples on the text in this section:

<Volume> ml suspension in a pre-filled syringe (glass) with plunger stopper
(chlorobulyl rubber) with or without needle in pack sizes of 5 or 10.
HDPE bottle with a child-resistant closure and a silica gel desiccant. Pack-sizes of 30, 60
or 90 film-coated tablets:

All pack sizes should be listed. Pack sizes mentioned shoutd inctude the number of units,
number of dosgs (for e.g. multi-dose vaccines, inhalers, etc.), total weight or volume of
the immediatei container, as appropriate, and the number of containerJ present in any
outer carton. lf appropriate, a standard statement, "Not ail pack sizes may be marketed,
should be included, in order to alert health professionals to the factthat noi all listed pack
sizes may be available for prescribing or dispensing.

Multiple unit packs for distribution purposes only do not constitute new pack sizes for
marketing of the product and should therefore not be included in this section.

N\
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6.6.6 Special precautions for disposal of a used medicinal product or waste materials
derived from such medicinal product and other handling of the product'

lnstructions for disposal should be included here, if appropriate for the product.

Where special precautions for the handling and disposal of certain products such as
cytotoxic and some biological products orwaste material derived from it are advised, €.$.,
in the case of products containing live organisms, these should be stated in this section,
as should, where relevant, the disposal of items which come into contact with the product,
such as nipples, or spoCIns used to admirrister oral vaccines.

lf applicable, e.9., for cytotoxic, the following standard statement should be included, 'Any
unused product or waste material should be disposed of in accordance with local
requirements."

lf there are no special use orhandling instructions forthe pharmacist or other healthcare
professionals. the standard statenient, 'l.lo special requirements.' should be inciuded.

Any directions necessary for the accurate preparation of cerlain products such as
cytotoxic and some biological products andlor necessary for the protection of persons
including parents or carers preparing or handling the product should be stated.

lnstructions on handling of the product by the doctor, other health personnel, or patient
should be lncluded, as well as general information concerning the administration of the
product (whether administered by the patient or the health personnel). lf instructions for
use/handling are needed where the medicinal product has to be prepared before use,
e.9., where it must be suspended or diluted, this information has to be given here.

It is recommended that only information necessary for the pharmacist or other health
personnel to prepare the product for administration to the patient should be included here.

Statements concerning compatibility of the product with other medicinal products or
devices can be given here provided the data have been provided in the dossier.

ln the exceptional cases where a product is indicated in children and where no adequate
Paediatric formulation can be developed (based on duly justified scientific grounds).
lnformation on extemporaneous formulation should appear under a sub-heading "Use in
the Paediatric population. Detailed instructions forthe preparation of the extemporaneous
forrnulation from the appropriate "adult" or other "older children" dosage form and
additional information on extemporaneous formulations for use in younger children shall
be provided and, where appropriate, the maximum storage time during which such
preparation will conform to its specifications. When necessary, the required packaging
material and storage conditions should be stated here.

Any specific warnings for the handling of the product should be mentioned.
lnformation on risks due to occupational exposure shouid be included in this section.

\\\
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6.7 MARKETING AUTHORISATION HOLDER

Name and permanent address or registered place of business of the lt'Iarketing

Authorization Holder. Telephone. fax numbers or e-mail addresses may be included (not

websites or emails linking to websites)'

6.8 MARKETING AUTHORISATION NUMBER(S)

Item to be completed bythe competent authority or bythe Marketing Authorization Holder

once the L,farf<eting Authorization has been Eranted. Foi'medicinal products forlvhich tlie

Directorate General of

Drug Administration is the Gompetent Authority to provide marketing authorization number

(registration) as Per guideline.

6.9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

For medicinal products for which the Directorate General of Drug Administration is the

Competent Authority to provide authorization/renewal of the authorization as per

guideline.

6.10 DATE OF REVISICIN OF THE TEXT

Leave blank in case of a first l\darketing Authorization'

For rnedicinal products for which the European Commission is the Competent Authority:

date of approval of latest variation or transfer, €.g., the latest Commission Decision

amending the SmPC, implementation date of the Urgent Safety Restriction or date d
iffr4fnliotification amending the annexes to the Marketing Authorization.

For products for which Member States are the Competent Authorities: date of approval of

latest variation or implernentation date of the Urgent Safety Restriction resulting in a

revision of the SmPC.

Item to be completed by the competent authority or by the lvlarketing Authorization Holder

at time af printing the SmPC.

7. INSTRUCTIONS FOR. PREPARATION OF RADIOPHARMACEUTICALS {lF

APPLTCABLE)' '

For radiopharmaceuticals, additional detailed instructions for extemporaneous

pi-eparation and quality control of such pieparation and, where appropi'iate, i'naximiJilt

stoiage time during *f i"f' any intermediate preparation such as an eluate or the ready-

to-use pharmaceutical will conform to its specifications"

Special instructions relating to the disposal of containers and unused contents should also

be included

\}r
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8. Distribution of Product lnformation on Different Tier of Packaging Material
8.1 Primary Packing

lnformation Bottle (Glass, Plastic) Ampoule (Glass, Plastic) Vial (Gtass, Plastic), Strip,
Blister and Sachet should contain the following information.

8.1.1 Brand Name: Generic name should be placed just below the brand name. The size of
Generic name should be 1!2 of brand name.
8.1.2 Generic name with strength: The PharmacopeiaUNon-Pharmacopeial name of active
ingredient should be placed.
8.'1.3 Batch No.
8.'f .4 Date of Manufacturlng
8.1.5 Date of Expiry
8.1.6 Registration number of product
8.1.7 Manufacturing License number
8.'1.8 Name and address of the manufacturer units with or without monogram

N.B:The date of use of contraceptive pill must be mentioned
8.2.1 ln case of Ampoule and Vial.
The following information should be provided on ampoule and vialby ceramic printing
1. Brand Name
2. Generic name with strengths
3. Bateh No. and Date of Expiry
ln this case, the other information mentioned should be wrapped on ampoulelvial surface.
8.2.2 ln the primary packaging of sterile product "sterile and Pyrogen Free"; suitable for
parenteral injection and in case of lnsulin "lt is to be used under medical supervision" must
be printed.

On the primary packaging of IV-Fluid if the solution changes the color or precipitate
the content it rnust be rejected

On the primary packaging of eye drops "sterile and pyrogen free" must be printed and
in case eye drops "Pyrogen free" should be printed.
8.3 Secondary Packing (lnner carton) as per Annexure-2
8.3.1 Commercial Name: Generic name should be placed just below the commercial name
and its font size should be of the commercial name.
8.3.2 Generic name
8.3.3 Pack size
8.3.4 Batch No.
8.3.5 Date of manufacturing
8.3.6 Date of expiry
8,3,7 Registration number
8.3.8 Name of manufacturer/lMonogram with fulladdress
8.3.9 Manufacturing License No.
8.3.10 Maximum retail price/lndicative price
8.4 Patient lnformqtion Leaflet as per Annexure-2
8.4.1 lnvented Ndme & Active Substance
8.4.2 Presentation
8.4.3 Description
8.4.4 lndication and Uses
8.4.5 Dosage and Administration
8.4.6 Method of Administration
8.4.7 Contraindications
8.4.8 Precautions
8.4.9 Coadm inistration

\$.
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8.4.10 Use in Specific Populations
8.4.11 Side effects
8.4.12 Overdose
8.4.13 Storage
8.4.14 CommercialPack
8-4.15 Company name, logo and address

Administration procedure of Aerosolilnhale, Eye drop, lnfusion and relevant set should be
described in detail. Figurative instruction could be given, if appropriate language could be
Bengali and English for insert and leaflet

N.B: lnformation of 8.3 and 8.4- is in Bengali and in addition in English, other information
could be
in English or Bengali. ln case of imported product, in addition, name of representative and its
address,
information on inner leaflet/insert should in Bengali in addition in English. Other that the unit
container
presentation, the pack size should mentioned on secondary.

Only for Veterinary use should be placed on the secondary packing of product and if
appropriate, withdrawal should be placed, 'Vet' should be in printed with the
commercialname

Storage condition of vaccine, lnsulin. Sera, Antitoxin of all doses in a container and
precaution must be printed.

ln case of combi-pack (Combi-product) the name of active ingredients must be printed
registration number
Only for external use should be printed in case ointment, lotion and liquid antiseptic.

Narcotic, Psychotropic. Anesthetic (General and Local). Antineoplastic, Anti-infective
and Drug must not be used by prescription, should be printed on Secondary packing

'Shake well before use' in all type of suspension.

Directive of Drug controlcommittee'and Licensing authority should be strictly followed
in this regard.

lf the commercial name and packaging material is found similar with another, then only
earlier approval commercial name and packaging will be material treated as valid.

a

a

a

a

a

I

I

a

e For getting the ltlarketing authorization registration/applicant must get final approval of
submitted pdckaging material.

9. Legal basis for Product lnformation on Packaging Material

The Drug Rules, 1945
r Section 44-52
r Section 94-106
r sch€dub FtA) 6 f6r kib€tirig df Baer€iistvaeeifie
. Schedule F(R)6, Vaccine
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The Drug Rules 1946 PartVl Section 55-65 and PartVll 68

. Schedule

" Schedule
. Schedule
- Qnharlr rla

" Schedule
r Schedule
r $chedule
. Schedule
. $chedule
r $chedule
r Schedule
. Schedule
r Schedule
r Schedule
. Scheduie

. Schedule

. Schedule

" Schedule
. Schedule
. Schedule
. Schedule

" Schedule
a-l- --t- r-. DUNEUUItj

. Schedule

F(C) 7, Vaccine
F{E) 2, Tetanus Toxin
F(F) 5. Tetanus Toxin
F(B) 2, Diphtheria Prophylactic
F(O) 2, Staphylococcus Toxoid
F (Part lV){A) 3, Particular Sera and Toxin
F {Pafi lV) (R) 6, Anti Dysentery Serum
F (C) 7, Diphtheria Antitoxin
F (D) 7, Tetanus Anti Toxin
F (F) 6, Gas Gangrene Antitoxin
F (1) 1, J and K, Anti Pneumococcal Serum
F (L) 5, Anti venorn Serum
F (D) Vl 8, lnsulin and Vll 7 lnsulin
F (Part X)4(f) Surgical ligature and Suture
F (Part Xi) D 2 Preparaiion or drug Containing Viiamin

E-6-Bacterial Vaccine
F: {D)-7- Anti Rabbis Vaccine
F: (E) 2 Tetanus Toxoid
F.(D) 2 Tubercle Vaccine
F: Part lV {A) Sera and Anti Toxin
F: Part Vl-8, lnsulin
E Part Vlll05 Surgical Ligature and Suture
F: Part X (B) Fisft Liver 6il
E Part X (D) vitamin

l0"References :

Reference used for preparing of ProduEt information on Packaging Material
(uK MHRA)

[}}'
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Annexure-1

TTTLE: Template far Summary Product Characferisfics fSmPCi

<fexF srgndr'es text to be se/ecfed or deleted as appropriate.

fiex$ refers ta information to be added.

1. NAME OF THE MEDICINAL PRODUCT AND STRENGTH

{iinventeci) name strength pharmaceutical formi

?. QUALITATIVE AND QUANTITATIVE COMPOSITION
<Excipient(s) with known effect>

<For the full list of excipients, see section 6.1>

3. PHARMACEUTICAL FORM

4. Clinical Padiculars
4.1 Therapeutic indications

<{X} is indicated in <adult* <neonates> <infants> <children>
--f,-I-^-^*.--\duului,r-til lr.5/

<aged {x to y}> <years> <months>.>

4.2 Posology and method of administration

4.3 Contraindications

<Hypersensitivity to the active substance(s) or to any of the excipients listed in

section 6.1 <or {name of the residue(s)}>.>

4.4 Special warnings and precautions for use

<Paediatric population>

4.5lnteraction with other medicinal products and other forms of interaction

<No interaction studies have been performed.>

<interaction stuciies have only been perlormed in aciults.>

4.S Ferti$ty, pregnancy and lactation

<Pregnancy>

<Breast-feeding>

<Fertility>

t}'tt
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4.7 Effects on ability to drive and use

<{(lnvented} name} has <no or negligible influence> <minor influence>,

<moderate influence> <major influence> on the ability to drive and use

machines.>

<No studies on the effects on the ability to drive and use machines.>

<Not relevant.>

4,8 Undesirable effects

<Paediatric population>

Reoortino of adverse reactions

Reporting suspected adverse reactions after authorization of the medicinal

product is important. lt allows continued monitoring of the benefit/risk balance of

the medicinal product. Healthcare professionals are asked to report any

suspected adverse reactions via the DGDA, Bangladesh reporting system

mentioned in www.dgda.gov.bd/

4.9 Overdose

<Paediatric population>

<No case of overdose has been reported.>

5. PHARMACOLOGICALPROPERTIES
s.i Fharmacodynamic properties

<{(invented) name} is a biosimilar medicinal product.>

<Mechanism of action>

<Pharm acodynam ic effects>

<Clinieil efficacy and safety>

<Paediatric population>

5.2 Pharmacokinetic properties

<Absorption>

<Distribution>

\t,I
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<Biotransformation>

<Elimination>

< Linearitylnon-linearitY>

<Pharm acokinetic/pharm acodynam ic relationship(s)>

5.3 Preclinical safetY data
<Non-clinical data reveal no special hazard for humans based on

conventionai studies of safety pharmacology, repeated dose toxicity,

genotoxicity, carcinogenic potential, toxicity to reproduction and

develoPment.>

<Effects in non-clinical studies were observed only at exposures considered

sufficiently in excess of the maximum human exposure indicating little

relevance to clinical use'>

<Adverse reactions not observed in clinical studies, but seen in animals at

exposule levels siriiildr to cliniCal exposui'e levels and With posSible

relevance to clinical use were as follows:>

<Environmental risk assessment (ERA)>

N
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6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

<None>

6.2 lncompatibilities

<Not applicable.>

<ln the absence of compatibility studies, this medicinal product rnust

not bemixed with other medicinal products.>

<This medicinal product must not be mixed with other medicinal products

exceptthose mentioned in section <6.6> <and> <12>.>.

6.3 Shelf life

6.4 Special precautions for storage

<For storage conditions after <reconstitution> <dilution> <first opening> d
the medicinal product, see section 6.3.>

6.5 Nature and contents of container <and special equipment for use,
adriifr isffeticn 6r impteffftitions

<Not all pack sizes may be marketed>

{Name and address}

<{teli>

tlr\
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<ffax)>

<{e-mait}>

8. Marketing Authorization Number(s)

g. Date of first authorization/Renewal of the Authorization

<Date of first authorization: {DD month YYYYi>

<Date of latest renewal: {DD month YYYY}>

10. Date of revision of the text

<{MM^rYYY}>

<{DD/MM/YYYY}>

<DD month YYYY)>

\\
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Annexure-2

TITLE: Iemplafe far packaging & Labeling lnformatian and Pafibnf
Infarmatian &eaflet

<fexf> srgn#es text ta be selected or deleted as appropriate.

{text} refers to information to be added.l

PARTICULARS TO APPEAR ON <THE OUTER PACKAGING> <AND> <THE
IMMEDIATE PACKAGING>

{NATURE/TYPE}

1{. NAME OF THE MEDICINAL PRODUCT

{(lnvented) nanne strength pharmaceutical form}
{active substance(s)}

12. STATEMENT OF ACTIVE SUBSTANCE(S)

13. PHARMACEUTICAL FORM AND CONTENTS

14. METHOD AND ROUTE(S) OF ADMTN|STRATION

<Read the packaging leaflet before use.>

15. SPECIAL WARNING THAT THE MEDICINAL PRODUCT MUST BE STORED
OUT OF THE SIGHT AND REACH OF CHILDREN

<Keep out'of the sight and reach of children.>

16. OTHER SPECIAL WARNTNG(S), tF NECE$SARY

<For prescription use only.>

17, MANUFACTURING DATE & EXPIRY DATE

u,
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<MFG. :>

<EXP.:>

18. SPECIAL STORAGE CONDITIONS

19. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

{Name and Address}

20. MARKETING AUTHORTSATTON NUMBER(S)

MA No. : {000-000-000}

21.BATCH NUMBER<, DONATION AND PRODUCT CODES>

22.INSTRUCTIONS ON USE

23.UNIQUE IDENTIFIER . HUMAN READABLE DATA, IF NECESSARY

SN {number} [serial number]

NN {numberi [national reimbursement number or other national number
identifying the medicinal productl>

<Not Applicable>

MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS

1. NAME OF THE MEDICINAL PRODUCT AND ROUTE(S) OF ADMIN|STRAT|ON

{(lnvented} name strength pharmaceutical form}
{active substance(s)}

2. METHOD OF ADMINISTRATION

3. MANUFACTURING DATE & EXPIRY DATE
<MFG, :>

[},|
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<EXP.:>

4, BATCH NUMBER<, DONATION AND PRODUCT CODES>

5. CONTENTS BY WEIGHT, BY VOLUME OR BY UNIT

6. OTHER SPECIAL WARNTNG(S), lF NECESSARY

7. SPECIAL STORAGE CONDITIONS

8. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

{Name and Address}

PATIENT INFORMATION LEAFLET

{{lnvented} name}

{active substance(s)}

ffhe PIL is intended to provide:

. KeY information to the Patients to enable them to adequately take their medicines
and to be informed about important safety information

. KeY inforrnation to registered physicians, pharmacists, nurses, and other
healthcare professionals, when the SmPC is not readily accessible.

The following iterns mu$t appear in the PlL. ln exceptional cases, alternative headings
may be acceptable. This should not in any case impact on the content required for the
section concerned. Applicants should justify the use of alternative headings (e.g., by
reference to user testing results). For certain medicinal products not, all items may be
relevant, in this case the corresponding heading should not be included.

Sections 2, 3, 6n 7, 8, 9, 10, and 12 must be readable for the patient (The current
applicable European Commission's Guideline on the readability of the label and
packaging leaflet of medicinal products for human use is a useful reference document)

Standard statements are given in the template which must be used whenever they are
applicable. lf the applicant needs to deviate from these statements to accommodate
product-specific requirements, alternative or additional statements will be considered on
a case-by-case basis.l

<fexf> srgnffr'es fexf fo be se/ecfed or deleted as appropriate.

t'\\
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{text} refers to infarmation to be added.

1. PRE$ENTATION [as per the information provided in the SmPC in sections 2 and
o. lj

<Each mL contains(s) active substance(s) of ......m9/Llglgm/lU>

2. DESCRIPTION [as per the information provided in the SmPC in sections 1, 3 and
5l

<Pharmaceutical form, strength & pharmacology of product.>

3. INDICATIONS AND USES [as per the information provided in the SmPC in
- - -t:- I /1seclron 4. rJ

<{X} is given to <age population>

4. DOSAGE AND ADMINISTRATION [as per the information provided in the SmPC
in section 4.21

<Dose>

<Administration>

<Revaccination>

5. METHOD OF ADMINISTRATION [as per the information provided in the SmPC in
- -,11 - ) hlsecuon 4.zJ

<Parenteral drug products should be inspected visually for particulate matter and

discoloration prior to administration. lf either of these two conditions exists, the

vaccine shoulC not be administered.>
"l

<Use a separate sterile syringe and needle for each individual patient to prevent

transmission of infectious agents from one person to another.>

<Administer X intramuscularly or subcutaneously into the deltoid muscle or lateral

mid-thigh. Do not inject intravascularly or intradermally.>

lllt
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6. CONTRA{NDICATIONS [as per the information provided in the SmPC in section
4.31

The vaccine must not be given:
<- lf you are allergic to the active substance or any oi the other ingredients of
this vaccine>

7. PRECAUTIONS [as per the information provided in the SmPC in section 4.4]

<Do not freeze as it may cause the vaccine to lose its effectiveness. Discard the

vaccine if it has been frozen>

<lf a local reaction (e.9. swelling, discoloration, pain, etc.) occurs after vaccination,

please contact a registered doctor, pharmacist, or nurse.>

I' CO-ADMINISTRATION [as per the information provided in the SmPC in section
4.51

<Tell your registered doctor, pharmacist or nurse if you are taking, have recently

taken or might take, any other medicines or vaccines, including ayurvedic, unani,

or homeopathic medicines.>

9. USE lN SPECIFIC POPULATIONS [as per the information provided in the SmPC
in sections 4.6 and 4.71

<Pregnancy>

<Breast-feeding>

<Fertility>

<Children afld adolescents>

{0.S|DE EFFECTS [as per the information provided in the SmPC in section 4.8]

tu
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Like all medicines, this vaccine can cause side effects, although not everybody

gets them.

<Very common>

<Common>

<Uncommon>

Very common: may affectrnore than 1 in 10 people Common: may affectup to 1

in 10 people Uncommon: may affectup to 1 in 100 people Rare: mayaffect up to

1 in 1,000 people Very rare: may affect up to 1 in 10,000 people Not known:

frequency cannot be estimated from the available data

lf you get any side effects, tralk to your registered doctor, pharmacist or nurse. This

includes any possible side effects not listed in this leaflet. You can also report side

effects directly via the DGDA Bangladesh reporting system in

http://www.dgda.gov.bdl. By reporting side affects you can help provide more

information on the safety of this medicine.

ll.OVERDOSE [as per the information provided in the SmPC in section 4.9]

<Paediatric population>

<No case of overdose has been reported.>

12.STORAGE [as per the information provided in the SmPC in section G.4]

<For storage conditions after <reconstitution> <dilution> <first opening> of the

medicinal product.>

13.{COMMERCTAL PACK}

I4.COMPANY NAME, LOGO & ADDRESS

Il,{
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