&rab Republic of Egypt

ministry of Health
The WMinister

Decres Mo. 257 of 2005 on Rules and Procedures of Registering Biclagical products, Serums,

Vaccines, and Blood derivatives

Lo 12771455 an Practice of Fharmacy.

L]

Ministerial Decree 34/2004 on modifying some provisians of analysis fees,
¥ Ministerial Decree 21372009 on rules and procedurss of piving marketing approval for

pharmarcsutical preparations.

mdimisterial Decree 19172005 regulating procedures of re-registering pharmarcsuticzl

Mreparasinns.

Ministerial Mecres 370006 re-regulating procedurss of registering pharmaceulical
preparalian,
and according to documents presented [y the Minister deputy for pharmaceuticsl

afttairs.

The Minister of Hezalth decided the following

Article (11 Attachad provisions shall govern with respecl oo orules and procedures of
regizlerng and reregistering Liological producls,  serums, vaccings, and blood derivatives.
Article {2} Thiz decree shzll b published in the Egyplion Gaoeelle and come into foroe the

day folloveng Lo its publication. All conflicting decrees shall be repealed.

Minister of Health

Professor Hatem Al-Gabaly

I igjlis Al-5ha’ab 1., Cairo. Past box: 11516 Tel: (D202}27957040 0202) 27991507 Max:
{1202)27053956
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Arab Republic of Egypt

Ministry of Health

Thi Miaistor

Rules and Procedurcs Accompanying Decree 297/2009 of the Minister of Health

Article (1) In interpreting provisions of this decree, the fallowing terms shzll have Lhe
meaning explained newt tothem:
= Biglogical pracucts: preparations made of substances extracted from or produced
by lving sources, whether they are genctically-modified microorganisms ar liguids
and Lissucs eabracted from warious human ar animal sources.
o Locally-maznulaclured preparations: SBwologiczl pharmaceutical preperation: which
are manufactured in factories lncated in the Arab Republic of Ceypt.
= Imported products:  Biological products  imported  as  finished  products ar

rmanufacturad abroad and packed in local faclories,

Article {2): Technical Commillee for Drug Control shall recommeand number of preparations
Lo be registered for each drug group, including the originalon preparation of the active
ingradient according Lo palienl’s needs (Appendiz 1), A substzntialed reporl shall be
allached 1o the recommendation which shall be submmilled o minister's deputy tor
pharmaceutical affzsirs. The minisler's depuly shall in turn submit it to the mindster for

endorsemenl.

Article {3): Registration spplicant must subrmil a query application zbout the producl
concerning the group of alternative drugs to the Central Administration of Pharmaceutical
affairs. The query application shall include active ingredient, concentration, indications,

dosage form & the manufacturing company [Appendix Z). This application is recordsd

3 Mallis Al-Sha'ab 5t Caira. PosL box: 11516 (el (0202}27957046- {0202)27941507 Fax:
(1702]27953966 R
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Arab Republic of Egypt

Binistry of Health

The Minister

avcording to the date & hoor of presentation. The gquery applicant is notitied with the

product situztion within fifteen warkmg days ol appiication receipt.
Article {4}z Aller approving the query application, the fallowing steps are followed:

1 Presenting the requested documents for pricing as declared in [Appendix 3} for the [ncal
preparations, (Appendix 4] for the imported preparations & preparations manufactured
abroad and packed in logal factorizs, thess pricing documents are te be presented to
tha Cantral Administration of Pharmaceutical ATFairs within thirty working days from the
dete of reply on the guery application or else the query entry numbor i@ considered
cancellad.

2- The product is priceg — whether lacal or imported- in & pericd of maximuom sily working

days from the date of receint af the complere pricing filz.

Article [5): After pricing, the prepzration is directed Lo the scientific committees in the tollowing

CRSEED

1 i it contains 3 new zotive ingredient, & mew [ormulalion or dossn’t have scientific
reference.

2- ik has 3 new indication, & new concentration or 2 noew dosage forim,

13- If any internativnzl warnings were declared concerning the farmula presented for

registralion.

In these cases, the registration applicant is notificd to present the scientific studies of Lthe
product within thirly working days from the prcing date renewable only once in the case of
requesl of any fulfilments, or else the application enlry number s considerad cancelled.
Submission is made to the scientific committees within sixty working days from the date nf

receipt of complete scientific file. Procedores of product registration are to be conlinued in case

3 Majlis Al-5he'ab 5L, Cairo. Post box: 11516 Tel; (0702)27957046- (0202)27941507 Fax:
(0202)2795 3566
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Arab Republic of Egypt

hiinistry of Health

The Ministes

at zpproval fram the scientific aspect. Bul in the casc of disapproval, submission is made 1o the

Lechnical caommittes of drug contral to take the appropriate decision.

Article (6]: Far lacally manutactured products, registration procedores are Lo be compleled after

pricing according Lo e Telfeening sleps:

1o Presenling registration file containing the documents mentiansd in [Appendix 53) 7o the
Central Administration of Pharmaceutical Affzire wilhion cight months from the gricing
date, or olse the application entry number & considered cancelled. The registration
zpplicant is notified with the tile situation after fitteen working davys frorm the date of file
receipt. In caze of presence of any comments on e Dile from Che Mationad organization
for drieg control and research af biological products or the Central Administration of
Pharmaceulical Allgire, Lhe registration spploant should fulfill themn within B0 warking
davs fram the date of notification, renewahle anly once. Or else the regisiration
zpplication iz considered cancell=ad.

o SLakalily study assessment is made by Lhe competent scientific committee within A0

wnrking days fram the dzte of zocceptance of complete registration flc.

- Preporation of samples for analysis willun 30 working days from the dzte of pricing
zpproval, on condition that it s packed in presence of an mspeclor from Lhe
pharmaceutical inspection of the Central Adminisrration ot Pharmaceutical Aftairs, =o
that the inspector keeps the samples & sends Lhem Lo thie MaLional arganization for drug
cantrol and research of biolagical praducts for analysis, accompanied with & capy of the
srisntific file presanted to the registratinn departrment in Lhe Ceotrol Sdministration of

Fharmaceutical &fiairs, The Orpanization is committed o izsue a technical assessment

5 fdajlis &1-Sha'zb 5t., Caira. Pst bow: 11516 Tel: (0202)27957046- [D202)27941507 Fax:
[0?02}27953965
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Arab Republic of Egypt

iinistry of Haalth
The Minister

report ¥ the analysis results within &0 working days Trom Lhe dule of samples

presenlation.

sSubinission is made to the technical commities for drug contrnl within &0 working davs from the
date of acceplance of stability sludy results & receipl of Whie Lechrical assessment report Trom
thie Mational argamization for drug control and rescarch of biological products, The technical
committee will taks the necessary decizion concerning product registretion. In ocase Lhe
lechnical comimittes disapproves registration, the registration applicant is informed Iy the
means of 2 substzntiated letter. On the ather hand, in caze of approval the product is given 2

recistration cerltificate valid for 2 period of five vears.

Article (7]: Tor repistering imparied products or products manufactured abroad and packed in
Ipral factories, the product must be freely sald in the country of origin lor a period ol one year
ar mare, and the product must have a regislrabion & fres sales certificate from the Eurgpean
LKIEA, american T4, Avstrziian TGA or Japanese RHLW, or the product should e WHC
pregqualilicd, or the drug owning compszny belongs to oo of Lhe members of e inbernalional

Conference on Hammanization (for regulzting drug research & industny] 1CH.

The drug cantrol technical committes has the right to request inspection of Lhe faclory abroad.
£ rrght alsa exclude some imparted products with special importance far the Egyptian patient
fram this condition zccording to 8 recommendation from the competenl scientilic comemillee,
The recommendation musk be submitted o e Minister’s deputy for pharmaceutical aifairs
accompanied with z substantizied repart. The minister's depuby shall in Lurm subreil il Lo Lhe

minister of Health ler endorsement.

article (8] For Imporred products, registration procedures are to be compleled aller pricing

according Lo Lhe Tellowing sleps:

3 Majlis Al-Sha‘ah 5t., Cairo. Post bowx: 11516 Tel: (020227957044 (0202) 27941507 Fax:
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arab Republic of Egypt

ﬂi

s
o,

Mitnistry of Health

The Minister

Presenting registration file containing documents declared in (Appendix &) to the
Conbral Adminisbration of Pharmaceutical Aflairs willun 60 working days from the date
of issuance of pricing approval or from the date of scientific committes’™s approval
slaled upon in arlicle [3), or else e spplication enley number iz considered cancelled,
The registration applicant s nobificd wilh the file situation after fifteen working days
trom the date of file recsipt. In case of presence of 2ny comments on the file from the
Matianal cregamealion for drug conlrol and rescarch of ological products or the Central
Administraiion ot Pharmaceutical Affairs, Che registration applicant showld tolfill them
wikhinn &0 working davs from the date of notification, renewable onby once, or else Lhe
registration applicatuen s conswdered canceiled.

The compelent scienbific coromities assesses the Slability sludy.

The pharmacsutical inspection withdraws samples from the produect imported from the
courntry of origin, for the purpoze of their anzlysiz in the Malivnsl organizalion for drug
contral and rescarch of biclogical products wilhin 00 working days from the dabe of
pricing approval ar the date of scientific committes"s approval in the cases siated upon
in arkicle (5] The Grgameation is commitled UooEsee 2 techmical assessment report

inclheding tha znalyzis results within 60 working days.

Submiszsian is made ta the technical committee for drug contral within 60 working days from Lhe

date of zoceptance of stability stedy results & receipt of the tzchnical azsessment report from

the Mztional organization for drug control and research ol biological products. The Lechncal

committes will tgke the necessary decision concerning produect registration. In cass the

technicel committes disapproves registration, the registration applicenl s inlormed by o

substontiabed letter, On the ather hand, o7 case of approval the product is given a registration

certiticate valid for 2 pericd of five years.

3 wiajlis Al Sha'ab 5t Calro, Post box: 11526 Tel (0202) 27957046 (020277941507 Fax
(020212 795396hR
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Arab Republic of Egypt

Ministry of Health

The Ministar

Article_{91: The hiological products, serums & vaccines are re-registered svery five years
according ooz requesl preseobed Trom the product owner Lo the Central admimistration of
Pharmaceutical Affairs, incluging the requested documents in the re-registratian file declzred
in [Appendiz 7) & (Appendix 8) during the last vear of product’s registralion validity according

1o the following procedures:

1- i oo changes is made to any of the product components, the registration departmeny
sluddios the Turmula & the product insert, & assesses Lhe stability study, Then subrmissen s
made 1o the technical commmities for drug control within sisty working days. In case of

approval, the product is re-registered for 3 neyw perind with the sams registration numhbesr.

2- I any change is made o Uhe product, gl procedures slaled upon should be Laken according

o the regulations approved by the Warld Health crganization (WHOL

The produrt owner is given a fime limit ot one year from the date of this decres to prasent 2
complele application for re-regisbralion. [T this time limil ends e e registration penod ends

withaut presenting the mentioned application, the product registration is considered cancalled.

Article {10}: Announcernent is made concerning the biologicsl producls, seérums & vaccines
having regislration numbers in the Minstey of Health's welsite maximum in the tenth day of
the next month trom approval izsuance. Any relevant party has the right Lo object be 2oy of Lhe

applicalions whose regislralion was announced within Do months from the announcement

clate.

Tha Minister of Health bas the right Lo stop or cancel conlinuing the registration procedurss or
wilhdrow the registration certificate for any Pharmarsutical product he finds harmful to the

public health, according Lo the recommendalion of the echmcal committes of drug control.

3 Wajlis Al-Sha'ab 51, Cairo. Posl bos: L1510 Tel: (D202}27257046- (0202] 27941507 Fax:
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Arab Republic of Egypt

2=
Ministry of Health

The Minister

article [11}: The product owner is committed 1o the following:

1 Presenling o representation accarding Lo what is mentioned in {Mppendix 9] inwhich ke
declares his commitment to the terms of the Intzllectual property rights protection law
Ma. B2 far the year 2002, And that it his vialation to the mentioned low was proven be
will bear the complets responsibility, The Central Administration of Pharmaceuticsl
Affzirs has the right to cancel the spproval on conLinuing Lhe regisLrabion procedunes or
cancel regislration according be the recommmendation of the Minister's depuby for
Pharmarsutical Affzirs & the endorsement of the Binister of Health to this

recommendation.

2- Writing the name of the manutfacturer, the company which owns the produoct,
manufacturing date, expiry date, batch number, barcode, regisbralion oumber & price
ot Lhe culer pack. &nd wriling the pame of the manufacturer, manufacturing date,
expiry date and batch numiber on the inner pack. And shouldn'U perforem any change Lo
the product excepl afler oblamning a writlen appraval fram the Central Administration

af Pharmaceutical Affairs.

3-  Matifying the Central Adminislralion of Pharrmaceubical &ffairs with the names of all his
accredited distributors & with any change ooourring to their data. The product owner
should epsure Uhal Lhe acerediled distribotor applies the gocd starage procedures & the

poad dispensing procedurss (O3P & GOF).

4 admitting his complete respanzibility for storing raw materials, all slages of prodoct

manufacturing & the praduct compliance with technical specifications till distribution iz

complatad.
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Arab Republic of Egpypt

Ministry of Health

The Minister

In case of tall manufacturing, the factory must be licensed from tha ministry of health &
must comply wilh all the obligalivns mentioned in Lhis decree, with good manufacturing

practice rules & all what is mentioned in Lhe ministerial decres 539/2007.

5 To make availahle the produces having a previous registration certificale wilhin a yeer
from publishing this decres, also ta make availzble zll the products which will have a
final registration certificate accarding to this decres within ane year from the dale of
mzugnce of Lhe fnal registration certificale. Or else, the registration certificats is

considerad cancelled & the product can not 1o he sold in the market.

- Admitting that the manufacturing site will & the ownership will not be changed without

taking the zpproval of the Central Administrativn of Pharmaceulicsl &lTairs,

- admitting that all data prezented in the product analysiz file to the Mational
arganizatian for drug contral and research ars identiczl to what have been presented in
the repistration file W Lhe Central Adrministration of Pharmaceutical affairs, and that all

cocuments & data are correct upon his full res ponsibility.

Article (12): The registration applicant has the right to cormplain from the final decision issued by
the technical committes for drug contral within sixty days from the date of decizion issusnce.
Petition is ta be made by presenting a substzotiated letler Lo Lhe commitbee of pelibions,
supporbed with the documents & infarmaticn he wishes o refer to during studying his petitian,

& decision iz taken in the petition during sixty days from the dete of ils presenlalicn.

article (13): Registration certificate is cancelled in the beo Tollowing cases:

1. If the product was not availzble in the markets in 2 continuaus meaoner far one year

after the issuznce of Lhe linal registrabion corlilicate, Cancelling s made by 2
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Arab Republic of Egypt

Ministry of Health

The Minister

decision from the Central Administration of Pharmaceutical Affairs according o &

recarmmendation from the technical committen of drug control.

o If a change was made {o the product before taking the approval of the technical

cammittes of drug control

3. Wthe produrct registration pericd ends without presenting a re-registration file, any
hatch manufactured after that dare will he kept with taking the necesszry I=gal

procedures in this issue,

Article (14): In vrmergency cases, any product can be lreely =old with exceprians from some
af the conditians mentioncd in this decree according o 3 recommendalion fram the
minister's deputy for pharmaceutical affsirs, and lhe minister's sndorsement to this
recamnrmendztion. On condition (hal lhe Central Administration of Pharmacceulical Affzirs
wilhdraws zemples to be analyzed in the Nationzl organization for drog control and research
of biological praducts, and the ralevant person presenls a regisbration file within twa

rrenthis from the Minister's endorsemenl

{The original iz signed by the Minister of Health Dr. Hatem Al-Gabaly)

3 Majlis Al-Sha'ab 5., Cairo. Pust boee L1516 Tel: (0202)279570486- (0202127941507 ax:
[0202) 2753068
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'1 Langues

aral Bepublic of Egypt

Miknistry of H=alth

The Minister

Appendix (1): Determining the number of alternatives inside ezch pharmacculical groun:

ud

The number of products for each dosage Torm for the same active ingredient doss not

exceed 12 products classified as follows:
- Theariginzgtor product [Brand or innovaiorg
- 11 Products including maxirmurs one imporbed product,

Upun compleling 12 producks Trom any copcentralion, nd registration applications will
he accepted for the remaining concentrations nof the same dosage form except in the
cases of ne extension {adding analher concertration from the same company, same
dazape form ¥ same zctive ingrediznt far the product already available o e local

market with 2 number sxceeding 12 altermatives)

Cancermng products thot need o high manufacturing t2chnalogy not availzble in the
Epyptizn factaries, the numbser of products for ezch zctive ingredienl s 12 producls

mchuding:
The Brand or Innovator prodoct.

- A maximum of 5 imparted products [gensrics)

* Dozage forms:

- Solid doszge Turms [Tab., Caps.]

solid dosage forms (5.8, C.R., Fifervescent powder, effervescent tab., Gums, el

-Semisolid preperation (Dinl., Creann)

3 Majlis Al Sha‘ab 5t., Cairo. Post bow; 11516 Tel: (020227957044 (0202] 279411507 Fax:
{F20X 77953966
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Arab Republic of Egypt

Ministry of Health
The Minister

-Injectable proparabon (Ampoule, vial, prefilled syringe, ...}
EyefEar preparzfion
-Syrup, Suspensian

inhalers.

Appendix (2]; Documents requested for the application gqueary:
- Campany idemtificztion form [Company Profile)
(Fresented anly once & updated whensver a change iz made)

1} Query Application form  mentioning clearly the name of the active ingredisnt,

concentration, indications & daszge farm,

21 Copy of the scientific reference tor the ariginator productl, The source must be reliable

internztionally {BMF, FDR, Role Usle, Compendium Suisss, Vidal]

&nd cancerning the pharmacopoeial prodoces [USE, British or European), a copy of the

st recent pharmacopoeiz which the product follows.
Ay Payment receipl of Lhe Tees of the gquery apphcation senvice.

4) Presenting a document praving that the registration applicanl is @ momber of the

chamber of pharmaccutical induslry.

3y Concermning Lhe impoed products of manufactured under licenze from abroad, Lhe

folicwing documants will be presented i addilion Lo Lhe previaus

a- What proves that the product has a registration & free sales cortificate from the

Furopezn FREA, American FOA, Australizn TGS or Japanese MHLW. or the produce
3 Wgjlis Al-Sha‘ab 5L, Cairo. Post box 11516 Tel: (0202)27957044- (0202 27941507 Fax:
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Arab Republic of Egypt

i

iinistry of Health

Thea Minister

should be WHO prequalified. or the drug owning company belongs to one of the

members of the intermational Conference on Hermonization (lor regulating drug

rezsarch & industry] ICH

[ ich.org)

h- Fres sales cerificale in Lhe counlry of origin or CPP {according to the farm of the

world heallh organization) nolarized from the Chamber af commerce oroils

equivalent in the cauntry of arigin and cerlificd from the Lgyptian embassy abrozd

(=ubmit 2 copy after looking inte the onginall.

Aopendix (31: Documents requestod for the pricing file for local preducts:

1] Fricing application form clearly mentianing the proposed pack & price, printed an the

company paper & sealed with the company seal,
2] theapproval en the guery application.

31 Payment receipt of the pricing services fees.

2] List of costs, invoices ar price offers for cach of the active and inactive materials &

pachagimg malerials,

5} Product's Formula printed on company paper & sealed with the company scal.

2 Majhs al Sha‘ab 5t., Cairo. Post bow: 11518 Tel: (D202] 275857 040- (0202)273£1507 Fax:
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Arab Republic of Epypt

e
ey

Ministry of Health

The Minizter

Apprendix [4): Documents reguested for the pricing file for imported products:

i)

2

3

5}

5]

7

Pricing application form cleardy mentioning the proposed price & pack, printed on the

company pager & osedled with the company seal.
[le approval on the guery spplication.
Payment receipt of the pricing services fees,

Copy of free sales cerlificate in the country of oripin notarized from the Layptian

embassy abroad,

List of cost, import price & price in the country of origin (notarized from the Egyplian

embassy abroad) [urigimal & ooyl
Prices in other counlnes including Arabian countries {Pricing form]

Copy of the product’s original pack & inzert.

3 Majliz Al-Sha'ab 5L, Cairg. Post bow: 11516 Tel; (0202)27957046- (020227941507 Fax:
(0202}279539066




arab Republic of Egypt

b
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rAinistry of Hezlth

The Minister

Appendix (5} Documents requested for the registration file of biological products, scrums &

blood derivatives for local products:

{Bath a printed crpy & an electronic copy on a C0 ane Lo be presented)

2

3

A

al

7

B

First: Administrative information

spplication form for registration,

The approval on the gquery application.

Paymant receipt of the registration services fous.

Aulhorizalion letter Tor the person handling registration, sealad with Lhe company seal.
A pledpe verifving Lhe data sealed with Lhe company szal

The produrt insert zocarding toog scientific reference, wcluding the terms mentionsd in

the registration application, i &rabic & English languages.
Form of Lhe product’s outer & inner packs & inner lzbeal.

In case of manyfacruring under license from a forcign company, the following will be

prasented besides the previous:

manufacturing contract concerning the product, nolarzed from the Chamber ot
commerce or its cquivalent in the country of arigin and cartified from Lhe Egyplian
eintlassy abroad {submit 3 copy after looking inlo Lhe arigingl), unless thers are

contradickory inlermabional agrecments,

3 paajlis Al-Sha'ah 5., Crire. Post box: 11516 Tel: (0202)27957046- (0702)77941507 Fax:
(0202127953965
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arab Republic of Egypt

)

nols
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ndiniztry of Health
The Minister

- Original free salos cerlificate in the country of origin notarized from the Cayplian

cmbassy abraad.

4} in case of tall manufzcturing, Lhe manuizclunmg cantract concerning the product must

be presenled, nolarzed confirming the aocuracy of signatures.

Second: Materials entering inm the product formuia

ctive ingredients:

1) &Specifications of the active ingredienls & the relevant tests,

21 Miclhods of analysis and validation.

a1 Certificates of analbysis.

4) RSF/TSF Freedom cartificates for the materials enlering in the prodoct formulation.

51 I the malerials entering in the product formulation are from blood denvatives, the

Following will he presented hesides the previous:

- Plasma master file including mlormalion indicating plasma source starting [rom Lhe
process of collection passing by all steps of manufacture, in process control & viral

safety.
- OMficial cerlilicates declaring plasma source.
HIY-1, HIV-Z, HRsAZ B HOY freedony certificale Tor the plasma

Rl Suppliers' names.
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Inactive ingredisnts:
1) Epecificabivns of e insclive ngredients & Lhe relevant bests,
I Certificates of analysis,
3 mMethods of analysis and validation,
4} BRE/TSE Freedorn certificates for the materials entering in the product forrmulalion.

5] HIV-L, V-2, HBssg & HCY frecdom cerbilicate for the plasma (In the caze of using

biood derivatives as inactive ingredienls)
41 Zuppliers” names.
Packaging & wrapping materials:
1) Type & specilications of the components of Feckaging & wrapping materials,

21 Supplisrs” names

Third: Finished product

1) Product’s formula including the active & inactive ingredients printed an the company

papsr & sealed with the company seal.
2 Certificate of anzlyziz of the product issued frorm Uhe factary,
4 Fimished progduct specifications.

4] The applied methods of analysiz of finished product & their validation.

4 najlis Al-Sha’ab Si., Cairn. Past bow: 115168 Tel: [D202]27957040- (0202)2 7941507 Fax
|0207)27052956
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5] Stability study af the producl.
&) Copy ofthe factory license incdicating praduction lines canvenient wilh the dazaps form.
71 Flow chart indicating siles & steps of product manufaclure,

8) Method of manufacture, clarifying Lhe in process conliol & validation used during

methad of manufacture.
A Production site file (Sile master file}
10} Prechnical studies (T Lhera parformance is NECESIArY).
11) Climical studices for the product.

12} Descriptinn of the applied steps 1o kasp the caoling chain [eold chain).

Appendix [8); Documents reguested for the registration file of imported producks:

(Bulh a printed copy & an electronic copy on 3 CO are to be presentod)
First: Administrytive information
1y Application torm for registration,
2] The approval on the query spplication,
3} Payment receipt of the registration services lees.

4t The original pack of the producr {outer & inner packs) & the product inzert in Arabic &

Englizh lanpuages.

T |
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Li  listof the countries whers the produrt is registered & sald, notariced Trom Che Chamber
al cormrmerce o ils equivalent in Ehe counsley oF origin and certified fraom the Fpyprian

ernbassy abroad,

&) Original Free szle certificate of the product in the country of ongim notarized fram the

Egvotizn embassy sbrosd.

£ Clarification of the relation hetween the mmanoiarturing company, the imparting
company & the distributer by origingl certificsles nolanecd Trom e Chamber of
cormmerce ar s eguivalent in the counlery of origin and certified from the Epypiian

embazsy abroad.

Bl Agency or distribution conbract noterized from Lhe Chamber of commerce or itz
equivalent in the country of origin ang certitied from the Egyplizn embaszsy sbroad

[submit 3 capy afttar looking inta the ariginal]

9 Concernng prodocts manofaclured abroad & packed locally, the following will be

presented hesides the previous:

- Locval pzckaging contract bebween the importing company & the licensed lacal
factory which performs packaging. fhe foreign companies having a licensed factory

are exempred from this condition.

- Aulhoneabon letber from the foreign company abrosd to the imparfing company
declaring zpreement an registering & packing the product in g licensed local Factory
inzicle Egypl. The letler should be nolanzed fraom the Chamber of commerce or its

pguivalent in the country of origin ang certitied from the Egyplian crmbassy sbroad

10) Authorizztion letler for the persan handling registration, sealed with the company ezl
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11} A plades werifying the dala scaled wilth the company seal

Sccond: Materials entering in the product formula

Active inpredients:

A

=]

1) Specifications of the active ingredients & the relevanl Lesls,

hethods of analysiz and validalivn.
Corbilicales of analysis,

BEESTSL Froedom certificates for the materizls sntering in the produch Tormulatian,
natarizad fram the Chamber of commerce eroits equivalent in the country of origin and

corbilied Traom the Leyptian embaszsy alraad,

If the materials entering in the product formulalion are fram blecd derivatives, the

following will be prezented besides the pravious:

Plasma master file including information indicating plasrma souwrce starting from the
process of colleclion paszing by all steps of manufacturs, in procass contral & viral

safely.

Official certificates deaclaring plasma source nelanezed from the Chamber of
commerce or ils equivalenl in Lhe country of origin and certified from the Egyptian

ambassy abroadd.

HIN-1, HIV-2, HBsAg & HCV freedom cerlificate for the plasma, notarized from the
Chamber of commerre ar its equivalent in Lhe country of origin and certified from

the Egyplizn embassy abroad

1 Maijlis Al-Sha‘ab 5t., Cairo. Posl boe 11516 Tel: (0202)27957045- (0202) 27941507 Fax:

|1702)279532966
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Inactive ingredicnis:

tpecitications of Lhe inactive ingredients & the relevant 1ests.
Corzificales of analysis,
Pathods ol analysis and validation.

BSL/TSE Treedom certificates Tor lhe malerials entering in Lhe product farmulation,
notzrized from the Chamber of commercs ar ils eguivalent in the counby of origin and

corlified from the Feyprian embessy abroad.

HIv-1, HIV-2, HBsAg & HCY [reedom certificate tor the plasma {In the case of using
blood derivatives as inactive ingredients} nolarized from the Chamber of commercs ar

its equivalent in the counlry of origin and certified fram the Leyptian embazsy abrozad

Packaging & wrapping materials:

1

2]

3)

4)

Typa & specifications of the componenis of Packaging & wrapping materials.

Third: Finished produoct

Product’s formula including Lhe active & inactive ingredivnls printed an the company
paper & scaled wath the company s=al, notarized from the Chamber of commerce or it

cquivalent in the country of origin and cerlified from the Egyplian embassy abroad.

Certificata of analysis of the product notarized from the Chambar of commerce or its

equivalent in the country of origin and cartilicd from the Fgyptian erbassy abroad.
Stability study of the product,

Fartary liconse or ils equivalent notarized from the Cpyprian embassy abroad.

3 Majlis &1-5ha'aly 51., Cairo. Past box: 11516 Tel: (G202]27957046- (0202) 27521507 Fax:

(020227951555
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b1 Inzpection report of the manufacturing =ile issued from the compefent zuthority &

natarizad by the Egyptian ambassy abroad.

O Good manufacluemg practice cerlilicate (GRP} ssucd rom the health authonty n

country of origin & notarized from the Lpyplan embassy abroad.
71 Finished product specifications.
Bl The applicd melthods of analysizs of finished product & their validaLion.
21 How chart indicating sibes & sleps of product manulacture.

10} Method of manufacture, clarifying the in process contrel & validation applied during

process ol manulacture.
11} Productien sibe fle [Sike master file)
12} Prechinical studics (N here performance is necessary).
13] Clinical srudi=s far the product,
14} Post marketing studies.
15} Descripbion of Lhe appled steps Lo keep the cosling chan {oold cham).

15] Summary protocol far three final batches,

3 Majlis &l-Sha'ab 50, Cairg, Post box: L1516 Tel: (0202027952046 [0202)27941507 Fax:
(0207727953565
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Apnendix (71: Documents requested for the re-registralion file of local products:

[Both a printed capy & an clectronic copy on 3 CU are to be prezented)
First: Administralive information

1} Company identification torm (Campany profile] (presented anly once & renswed

whanever any change s made]
2y Application furm Tur re-registration.
Ay Product’s registration certificata.
4% Produrt’s pricing certificate.
& Payment recsipt of the re-registration services fees,
&1 Aulharigalion lelter far the person handling registratian, sealed with Lhe company seal
71 4 pledee verifying the data sealed with the company seal.

) The produrct insert sccarding to @ scientific reference, including the terms mentioned in

the re-regisbration apphication, in arabic & English languages.
9] The original auter pack, inner pack & inner label of the product.

10) In case af manufacturing under license fram a fareign company, the Tollowing will be

presented besides the previous:
tanufacturing cantracl concemming the product, natarized from Lhe Chamber of
COMMerce of its egquivelent in the country of origim and cerified from the Egyptian

3 Majliz Al-Sha'ab 5., Caire. Post how: 11516 Tal: (0202)27957046- (070277941507 Fax:
(020202 /953960
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ernbazsy abroad [submit 3 copy afler looking intg the original], unless there are

contradictary international agraemsnts.

Origmal Tree sales cerlilicale o Lhe counkey of angm notanzed from the Leyptian

ernbazsy abroad.

11} I case of tollmanufacouring, the manulfacturing contrart concerning the praduct must

b presenled, nobariced conlivming the accuracy of signature.

second: Materials cnlering in the product formula

Active ingredianis:

1} Specifications of the active ingredients & the relevant Lests,

2} methods of znabysis aod validstion.

3 Certificates of analysis.

d} BSE/TEE Freedom certificstes for the materials entering in the product Termulation.

5 0F Lhe materials entering in the product Tormulation are from blood derivatives, the

mallowing will be presented besides the previous:

Plagma rrasler Dile including information indicaling plasma source starting from the

process of collection passing by all steps of manufzcturs, in process control & viral

safaiy.

CHTicial certificates mentioning plasma source,

HIV-1, HIV-Z, HRsAz & HOV freedom certificats for the plasmz
3 Mzjliz Al-Sheab 5L, Carro, Posh bow: L1510 Tel: (0202)279570046- [0202)27941507 Faw:
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f] Suppliers’ names.
Inactive ingredients:
1} Specifications of the inaciive ingredients & the relevant tests.
2} Certificates of analysis.
3} Methods of zanslysis snd validztion.
Al BEESTEE Freedom cerlificates for Lhe malerials entering in the product tormuolation.

S HIV-1, HIV-2, HE=z8p & HCV frecdom cerlificate for the plasma [In the case of using

blonel derivatives as inactive ingredianis]
B} Supplivrs’ pames.
Packasing & wrapping materizls:
1) Iype & specifications of the components of Packaging & wrapping malerials.

21 suppliers’ nameas

Third: Finished product

1) Product formuls including the active # inactive mgredients pringed on the company

paper & sesled with the company scal.
2) Cerlificate of analysis of the pragduct issue from the factary.

31 Finishad product specificalions.

3 Majlis Al-5ha‘al S1., Cairo. Post box: 11516 Tel: (N202)2755 7085 (0203) 27941507 Fax:
{3303)127953046

e e P BT

P e Ay 1 1




Arab Bepublic of Epypl

Mimistry of Health
Thix Binister

4] The applicd methods of analysis of Tinished prodect & their validation,

5] Stability study of the product [Dngaing stability].

Al Copy of the factory license indicating production lnes convenienbwilb e dosage Torm,
71 Flaw chart indicating sites & steps of praduct manufacture.

g1 raethod of manulactere, clanfing e in process conirol & walication applied durng

method af manutacturs.
41 Production site tile (5ite master tile}
100 Freclinical studies [If there perflormance is necessary].
11) Clinical studies for the product.

13) Description of the applied steps to keep the cealing chain (cald chaing.

Aopendix (Bl: Documents requested for the re-registration file of imported produces:

[Both a prinLed copy & an cleclronie copy an & C0 are Lo be presented)

First: Administrative information

1] Compzny idenlilicstion Torm (Compary profile] (presented onby ance & renswsad

whenever any change is made]
21 Application farm for re-registratian.

3l Product's registration certificate,

3 Wlajtiz Al-Shs'a Cairg. Post bow: 21510 Tel: (0202)27957046- [D202)27241507 Fax:
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41

8

9]

Product’s pricing cerlificate.
Payinenl receipt of the re-registration semvices fees,

The ariginzl pack af the producl [ouler & inner packs) & the product insert in Arabic &

Frzlish lanzuagss.

List of Lhe cauntrics where the praduct is registerad & sald notarized fiom the Chamber
of commeres or its squivalent in the couniry of ongin and certified from the Fgyptizn

ermbassy abroad.

Original Free sale certificate of the product in the country af origin nolarized (rom the

Epyptian embassy abroad.

Clarification ol the relation betwesn the manufacturing company, e importing
company & the distributer by ariginal certificales nolarized from the Chamber of
commerce or its equivalent in the country of gngin and certified from the Egyptian

ernbassy abroad.

17] Agency ar distribution contract notarized from the Chamber of commerce or s

equivalent in the counlry of angin and certified from the Egyptian cmbassy abroad

tascbanit o copy after looking into the original)

11} Concerning products manufaclured abroad & packed locaily, the following will b

presenled besides the previoos:

Lacal packaping contract betwesen the imparting company & the licensed local
factory which performs packaping. |he foreign companics having a licensed fartory

are exsmpted from this condilion.

3 pajlis A1-Sha‘ab St., Czira. Post bee: 11516 Tel: (0202)27957046- (0202) 27991507 Fax:
[BF0Z)2T7853506

nnnnnn

i g




Arab Republic of Egypt

e

..._q;:; ;
]

e e

Ministry of Health

Thi Minister

- Aulhorizalen letter from the foregn cempany abraad ta the imparting company
declzring agresment on registering & packing the prodocl m a licensed local factory
ingide Egypl. The letler should be notaneed from the Chamber of commerce or its

equivelent inthe country of origin and certified from the Egyplian ombassy abroad
12) autharization letter for the persan handling registratinn, sealed with Lhe company seal.
121 A pledge verifyving the dats sealed with the cormpany seal

Second: Materials entering in the product farmuls

Active ingredients:

1] Gpecifications of the active ingradiants & the relevant lesly.
71 Methods of analysis and validation.
3] Cerfiticatss of analysis.

4] BSL15L Freedom certificates for the materials entering in Lhe product formuolaton,
notarized from the Chamber of commerce or il eguivalent in the country of arigin and

caertilied from the Egyplion cmbassy abroad,

5} If the materials entering in the product formulstion are rom blood derivatives, the

fallowing will be presented besides e previcus:

Plazsma master file including infarmation indicaling plasma source starting from the
process af collection passing by all steps of manufacture, in process contral & virasl

safety.

1 pdajlis Al-Sha‘ab St Cairo. Posl box: 11516 el (U202 27957046- (0202) 27541507 Fax:
10202)27953960
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Official certificales declaring  plasma source notarized fram the Chamber of
cominerce or its equivalent in the country of arigin apd cerbified from the Egyptian

embassy sbrozd.

HIV-1, HIV-Z, HBsAg & HOV freedom certificate tar the plasma, notzrized from the
Chamber of commerce oF s eguivalent in the country of origion zod cerbiled Trom

the Ezyptian embaesszy abroad

Imaciive ingredisnts:;

L}

P

4]

Specificalivns ol the maclive ingredients & Lhe relevant Tests.
Certificates of analysis.
Wiethods of analysis and validalion.

BRESTSE Freedom cerlificales for Lhe malerials entering in the product formulztion,
natarized from the Chamber of commerce ar its equivalenl m Lhe country of origin and

certified from the Egyplizn crmbassy abroad.

HIV-1, NIV 2, [sag & HCY freedom certiticate for the plasma (In the case of using
blood derivatives a5 inactive ingredients] noterized [rom the Chamber of commerce or

its equivalent in the country of origin and certified from the Egyptizn emnbassy sbroad

Pachaping & wrapning materials:

1]

2]

Type & specitications of the components of Packaging & wrapping materizlz.

Mames of Lhe suppliers,

3 Majlis &l Sha'ab 5., Criro. Post bow: 11516 Tal: (0202)27957046- (020227941507 Fax:
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Third: Finishad product

1] Product’s tormula including the active & inactive ingredients printed an thye compsny
paper & sesled wilh the cormpany seal, notarized Trom e Chamber of commerce or its

cguivalent in the country of arigin and cerlified from the Egyptian embassy abroacd.

I Cerificate of analysis of the prodiuct notarized from the Chamber of commerce or itz

eouivalent in the counbey ol wrigin and certificd frome e Layptian emizassy abroad,
31 stability study of the product {Ongoing slability).
41 Factory license o it eguivalent notarized rom the Epyplian embassy abroad.

E) Inspzction report of the manufacturing site fssued Troeme Lhe competent asthorly &

natarzed by the Leyplion embassy abroad.

b] Good manufacturing practice cerificate (GRAPY issused from the health authority in

country of origin & notsrized by the Egyprian embassy abroad.
71 Finished producl spealications.
81 [he applied methods of analysis of finished product & their validation.
4] Tlow chart indicasing sites & staps of product menufacture.

10y Melhod of manulacture, with danfying the i process cantrol & validation used during

[rrocess of manufacture,
11} Pracduction site tile (%ite master tils)
12) PosL mmarkeling sludies,
13) Description of the applied steps ta kesp the cnoling chain (cold chain).

3 Majliz Al-3ha'sb 3L, Cziro. Pusl bow: L1510 Tel: (D202)27957046- (0302 (27941507 Fax: e
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GAREET
_rrEhh s g
=111 57 '#"11"&1-""
| i mll'_l_l'li '
- Iﬁnlll_l.'ln-
II'.-v-"'

R . S S e S R |




Arab Republic of Egypt

Tty

Ministry of Health

The Minister

Apoendix [9): Reoresentation form:

I {Chairman of the board/Chief executive afficer) e, holding LD MO

declars & represent that the applicaiion for registratian of the produet e .fdnesn’t
violgte terms of the intellectuzl property rights protection few B2/2002 B its executive
repitlations. And that | bear the legal respansibalily iF iy viglation 1o the mentioned law was

Aroven.
] .
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SIENEDUINS:

3 Majlis al-5ha’ah 5., Cairo. Post hox: 11516 Tel; (0202)77957046- (D202)27941507 Fax:
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