Package,
marking of
drugs



Plan of the lecture:

1. Classification of finished drug products (FDP).

2. General requirements showed to quality of
FDP.

3. Packages for FDP and requirements showed to
them.

4. Marking of FDP package.
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YA phErmMacIStWhTlefaCeepting them

Proper shape Proper spherical Homogeneous in
shape colouring

Unbroken edges

without honeycombed . Their size should

areas be 0,2-3 mm

The surface should be - |
Equal and smooth :
SmOOM‘I and Quantity of smaller
homogeneous and larger particles

should not exceed
5%




Liquid dosage
forms

Homogeneous

across the whole Absence of

mass

Uniformity of
particles

mechanic

|
Absence of
stratifying

impurities
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YA phErmMacIStWhTlefaCeepting them

Solutions for Ointments and Suppositories

liniments

Injections

Absence of mechanic Should have Homog
impurities capability to
i

sSmearing

eneous

Proper shape
stated in RD

: i
Colouingsnolld Sufficient hardness
correspond to those i

solution
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Plasters || Capsules | | Pressurized drugs |

hloliogeneaLs Proper shape Package should
provide tightness
[ = (absence of signs of
— Transparent or
The sticky layer :
painted
should have

necessary adhesion

onto skin Should not have air
bubbles

leakage)

Should not have dust
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he purpoeses ofidrug package

To keep quality of contents
during all roads from the
manufacturer to the consumer

To provide rational preparation
of substances for
transportation, moving,

warehousing and consumption

To protect from harmful
influence of environment

In case of group package to
form the block convenient
for manipulation (moving)
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Initial
(Immediate)

Secondary
(outer)

Group

Transport

 —

 —

 —

IS intended to provide necessary
conditions for long safety of medical
products therein

IS Iintended for protection of initial
(immediate) packages and for more detailed
complex of informative data

Represents group of initial or secondary
packages

It is package in transport containers in

which  production is delivered to

destination points



General requirements to package of drugs

To keep quality of

contents during the

whole transit chain

from manufacturer
to consumer

To maintain convenience of
transportation, storage and
consumption of production

To contain all necessary information
about drug product

To provide
opportunity for
withdrawing
of certain portions
of contents
preventing
contamination of the
remaining drug

To support cleanliness of a
surface or sterility of a drug

To prevent hide illegal opening of
a package before application

To be convenient for

carrying and application

To have attractive
appearance

Printed text should be
precise and contrast

To provide aesthetic

influence on a consumer

To have high aesthetic and
technological level of marking

To have proper color design for a certain pharmacotherapeutic group




Development of marking for drug package

in Ukraine
Article 12. Marking of drugs
The IaW Of Ukraine Marking printed onto a label, outer and

initial package of drugs, must contain

abOUt drugs the following information:
1 996 e name of a drug;

e name and address of its manufacturer;

M * registration number;

3AKOH VKPATHI * batch number;
| _
IIpo mikapceki 3acodH m et h Od S Of a p pl |Cat| on;

» dose of active ingredient in each unit
and their amount in package;

e shelf-life;

» storage conditions;

e precautions.



Development of marking for drug package
in Ukraine

The Branch Standard of Ukraine. Paragraph 2.1. Requirements for text

Graphic Des'g'_‘ of Drugs. Text of drug marking must contain the
General requirements. following information in Ukrainian:

2000 * name of a country;

* name of a drug;

* name, trademark and address of
manufacturer;

* indication of dosage form:;

e quantity of a drug;

» dose of active ingredient(s) and list of

necessary aids (for parenteral, ophthalmic and

topical drugs - the full list of aids);

in each unit and their amount in package;

e registration number;

e barcode;

e batch number;

* methods of application (optional);

e shelf-life;

* storage conditions;

» precaution “Keep away from children”.

TAJIYV3EBII CTAHIAPT VKPATHH

TPACIVHE OQOPNMNIIEHHA JIKAPCBKITY 3ACOBIB.
SAT AJIBHI BHMOI'H.

TCTY 64-7-2000

BumaHHA odiiniHe



Development of marking for drug package
in Ukraine

The Branch Standard of Ukraine.
Graphic Design of Drugs. General requirements.

Dosage form

Country

Address

[rademark

Name of drug in Latin
and Ukraiman language
Dosage, activity
Quantity 1n packing
Composition
Registration number
Batch number
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Development of marking for drug package
in Ukraine

The Order of MoH of Ukraine YATnIeH m

MIHICTEPCTEO OXOPOHH 300FPOB'A ¥KFAIHH
from 03.05.2001
i N 163 i 03.05.2001 ZaneECTHOBAHD B
became non-valid e Miicreporsi mevan Ve
i 21 Tpaema 2001 . za b 125
since 26.08.2005
{H: fome Ma midemael Hawasy Minicmepomen expponi sdopos 8

3.5.2. Onto primary package of small size (ampoule, tube-dropper, syringe-tube
and others like that), which is placed into outer package that conforms to
requirements of p. 3.4, the following data should be printed:

- name of a drug, and if necessary also its dose and way of administration;

- weight, volume, concentration or quantity of dosage units;

- number of production batch;

- shelf-life.

If area of a primary container is not enough the first three abovementioned
subitems must be printed.

(Section 3 is amended with the paragraph 3.5 according to the Order of MoH N
442 from 01.11.2001)



Development of marking for drug package
in Ukraine

Now in Ukraine marking of drug package is regulated by
Order of MoH Ne 426 with amendments introduced by
Orders of MoH NeNe 536 and 543.

Order of the MoH of Ukraine
N 426 from 26.08.2005

About claim of an order for examining documents to register drugs
given for state registration (re-registering) and also examination of
documents concerning changes in registration dossier during
validity of registration certificate.

(With amendments to Orders of MoH N95 from 01.03.2006, N536
from 11.09.2007 and N543 from 25.09.2008).




Marking of finished drug products
Name of the
country
Name of the enterprise - manufacturer, its trademark and address
Name of a drug Indication of Quantity of a drug,
dosage form dozage
Qualitative and quantitative characteristics of active components
Way of Conditions of Shelf- life
administration storage
Batch Registration number Barcode
number




Name of the country Name of the enterprise - Batch Shelf-life Name of the drug
manufacturer, its address number

Trademark
of the
manufacturer

Registration
number

Peeciy. Homep

YKPAIHA, ®inia TOB “A3 “rHYnc” YKPAMHA, ®unuan 000 “O3 "IHLIC”
r. Xapbkos, yni. BopoGbesa, 8

M. Xapkis, syn. Bopobiiosa, 8
QU antity Proserinum, solutio pro injectionibus 0,06% Proserinum, solutio pro injectionibus 0,06°%

of the drug

CTEPUNBLHO T
10 amnyn no 1 mn 10 amnyn no 1 Mn Dosage form

1 Mn POSYNHY BMIMYE: HEOCTHIMIHY metunojnbdary - 0,0005r, 1 MN pacTeOpPa COREPXNT: HEOCTUIMMHA
RONOMIMNI peMOBHHK: BOAA ANR IH'exuyid meTnncynsara - 0,0005 1,
BONOMOTATENbHBIC BEWECTBA: BOAA ANA HHbEKLMFA

BHyTpusenHo @ [loakoxHo

BHyTpiwHboBeHHO @ [ligWwKipHo

- AMaTH 3a NPU3HAYEHHAM NiKaps ®  [IpUMEHATL 1O HA3HAYEHUIO Bpala
- piraTi 8 saxuueHomy slia caitna mivul ®  XpaHWTb B JaWMLEHHOM OT CBETA MeCI
® 36epiraTi B HeAOCTYNHOMY AnA Afred micul ¥ XpaHuTh B HEOCTYNHOM ANS AeTel Mec e

001

| fu‘in m ﬂnmmw

Qualitative and Precautions: S
quantitative the drug should be e e S G
characteristics of stored away from

active components, children;
the list of auxiliary protected from Conditions
substances light; should be of storage Barcode AL —-
used only by administration
prescription of a Concentration (activity) or dozage

physisian



Onto initial package such as blisters, initial package of
suppositories, tubes the following information should be
printed:

Name of a drug Dozage, concentration, activity of a drug

Batch number Shelf-life
Proprietor of the registration certificate

Onto initial package of small size (ampoule, tube -
droppers, syringe - tubes, etc.) the following data should
be pronted:

Name of a drug Concentration or activity Quantity of a drug
Batch number Shelf - life




Registration number

Before P.04.00/00453 or I1.04.02/00105
08.2003 04.00 - date of registration (year - 2000, month - 04)
04.02 - date of are-registration (year - 2002, month - 04)
00453 and 00105 - list numbers of registration in the State registry
of drugs and medical products of Ukraine

Ne UA/0981/01/01, Ne UA/0981/01/02

Since Diclac (tablets by 50 and 75 mg)
08.2003. Ne UA/1838/01/01 (Tonzipret tablets)
Order of Ne UA/1838/02/01 (Tonzipret drops)
MoH of UA - Ukraine,
Ukraine 0981, 1838 - list numbers of drugs in State registry
Ne 358 01, 02... (the first ones) - digital designating of dosage forms

01, 02... (the second ones) - digital designating of dosage
Batch number of drugs

Example: 1390205
139 - manufacturing number
02 - month of manufacturing, 2005 — year of manufacturing



