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ICHNICAL

CATIONS FOR PPR AND SHELP &
GOAT VACCINES

A) THE VACCINES REQUIRED:

Quantity

T 1
© Attenuated 100 doses ‘ |

1 Treee dried L
| Homologous Peste des Petites | pervial
| Ruminant (PPR) Vaecine, steain with its Sooo
| (Nigeria 75/1) for immunization of diluents c\i,‘p{
| Sheep and Goats Against PPR infection | .
|
2| Freeze dried Modified Sheep and Goat | 100 doses
| Pox Vaceine Strain Kenya 0240, for per vials 3500
Immunization of Sheep and Goats with it £
| e

Against Poy infe

fon diluents

B) General technical Specifieation:

1. Product
Qualification
Requirements

1.1 The Vaceines mentioned in (A: 1 and 2) must be produc
under the control of a recognized OIE Reference laboratory, which
meet the international standards accarding to OIF Guidelines

- Quality control certificate from OIE Reference laboratory
certifying that the vaccines meet the international standards
according 1o OIE Guidelines

- Vaceine sterility, safety and effectiveness should comply with
the international standards according to O11: Guidelines

- Report on the internal quality control should be presented 1o the

Dircetorate General of Animal Heallh & Veterinary
Quarantine (DGAHVQ) prior to shipment and payment for
cach batch of vaceines 1o be imported.

12 The vaccines must be registered by the DGAHVQ at the

Ministry of Aericulture & Irri
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country and other countries not less th
(notarized copy)

2. Quality certificate.

3. GMP certificate or other centificates on quality manag
system (if a producer has got);

4. Document copy testifying registration of trademark

5

included
« information on & company-producer;
o Vaccine name;
« composition;
pharmacotherapy group;
indication and contra-indication:
o sideeffect,
= method of application
« storage conditions;
o indi
before animal slaughtering;

6-Samples of 6 copics for 3 thrice-repeated analyses with

quality certificate.

Product
Specifica

Type: Frozen-dried vaccine, contains as described in (A: 1
and 2). Produced in accordance with OIE Guidelines (OIE
Guidelines 2004, )

Administration of the vaccines must be described

Deseription of intended use: Vaccination of sheep and goats

Dosage size: each vial contains 100 doses and the cach dese
must contains a titer not less than 10** TSIDs,

Dose pac! Delivered in the form of

yophilized and

sterile packaging in strong glass vial

Storage temperature: Vaceines should be delivered under
refrigeration temperature (2 to +8 degrees of centigrade Do
not freeze) during the whole period of shipment with
temperature controlling cards to comply with the present
condition. The produets revealed under the  changed
temperature below “B” level in the temperature monitorin;

inary drug registration in producing

Application instructions where the following information is

ation of  period between the last vaceine
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cards on the loading points will not be aceepted.

Expiration date: at least 20 months after delivery. The
product should remain stable up 10 the indicated test expiry
date if kept accarding 1o the required storage temperature,

Standards: The vaceine should conform to standards that
meet current requirements of the international standards
accarding to OTE Guidelines

Each vial shall carty the manufacturer's standard label in the
Arabic language, if available at no extra charge; otherwise,
the label shall be in English

Each vial label shall state the following

(@) name of the vacein,

(b)  name of the manufacturer;

(©) composition;

(@) concenteation;

(&) dose mode for administration:

(0 expiration date;

(8)  storage temperature;

(B any other information that is appropriate

All labeling shall withstand immersion in water and remain
intact.

Inner boxes: lnner Boxes shall contain not more than (one)
individual vials and shall be constructed of sturdy white
cardboard outfitied with individual scpments for protecting
and separating cach vial.

Printed materials: Fach inner box shall contain at least (anc)
manulacturer's standard package inserts in the Arabic
nguage if available at no extra charge: otherwise, package
insert shall be in English

Over-packing: Inner boxes shall be over-packed so that the
vaceine remains refrigerated as designated in Point 2.7,

The boxes for shipping vaccines should be protected from
overheating, water, tied up with & rope, duly marked and
packed for shipping with lots in accordance with the
destination place. Each packing sheuld contain instruction
for user in English language/an or Arabic

Cold chain monitor cards: Fach insulated shipping container
st include appropriate temperature-monitoring devices
Vaceines should be delivered during the whole peri




[image: image4.jpg]shipment with temperaure controlling cards to comply with
the present condition. The products revealed under the
changed temperature below “B” level in the temperature
monitoring cards on the loading points will not be accepted.

@ Atleast two suitable cold chain monitor cards, shall
be packed with the shipment.

All containers and invoices must bear the following
information:

(a)  the name of the vaccine;
(b) expiration date of the vaccine;

(¢) Appropriate storage temperature.

ccine vials shall
a clearly legible

Inner boxes: The inner boxes containing v
be marked with the following information i
manner that is aceeptable:

(@) Generic name and trade name of the vaceine;
(b Manufacturer’s name and trade registered address;
(€} Composition and concentration;

() Numberof v

s contained in box;

Expiration date (month and year in clear language,
not cade);

(0 Instructions for storage and handling:

(g)  Place of manufacture (Made in

Exterior Shipping Cartons: The following information shall
be stenciled or labeled on the exterior shipping cartons on
1o opposing sides with waterproof ink in a clearly legible

wanner that s acecpiable,

(2)  Generie name and trade name of the vaccine;

(b)

ixpiration date (month and
not code);

vear in clear lang

uage,

(9)  Manufacturer’s name and registered address:

() Manufacturer’s na

onal registration number;
(&) Destination airport and routing:

(f)  Consignee’s name and address in full;

(¢) Consignee contact name and telephone number;
(k) Number of vials contained in the carton;

(i) Gross weight of cach carton (in kg);

() Carton#__ of  :



[image: image5.jpg](k) Instructions for storage and handling;
() Place of manufacture (Made in )
6.1 All vaccines must:

@) meet the requirements of manufacturing legi
and regulation of vaccines in the co:

(b)  meel internationally recogn
efficacy, and qualit

ed standards for safety,

© conform to all the specifications and related
documents contain herein;

() be free from defects in workmanship and materials;
and
© b cerificd by o compelent suthority in the

manufacturer

s country,

The label of diluents shall state the following:
(i) name of the diluents;
() name of the manufacturer;
(k) composition;
(1) storage temperature;

(m)  should stated on it in Arabic it is Free and distributed
by the Ministey of Agriculture

() auy other information that is appropriate





