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<llag (Centella Asiatica extract + Framycetin sulfate + Triamcinolone Acetonide ) iuSall e
XOVEIYNA G giadas dalulals dalal) alyedl daadial) dalad) daalll )l ko)

Cuagl 2y 2 Y VE/YVA 5 gicalss aluliilly Llsd) a)od deacasiol) dualed) Liadl] Lo 4uS5ill i o ssing panisus (iaje a7 t4bgate
e llly 30 GSY) LEY 4818 g ASpEN (o dediall Colaldl] Y puaniiiall by dislll

Tel.: +202 — 23684288 +202 — 23640368 +202 — 23640368 Ext.:1170 Fax: +202 - 23684194
Website: www.edaegypt.gov.eq Version: 01 Email: Teccom@edaegypt.qov.eq



http://www.edaegypt.gov.eg/
mailto:Technical@eda.mohealth.gov.eg

Al paa iy ggan
iy paal) o) gall Ai

Arab Republic of Egypt
Egyptian Drug Authority

Sl ssint san Chemniue JUil ate s Jaadl) ind Chmnioall i s ha) JleSinl e 43lsall ae —*
Linada Aolulilly doalad) al oS diaadiiall dpaled) Zaalll )l Talsin) @lla (Dapoxetine + Tadalafil) 2.l
YOVEYYA L8

o8 @iy geaniidl ady disd Cuayf 23
.Tadalafil is long acting (36hours) and Dapoxetine is short acting (3 hours) -/
.%&lSJﬂ/a_ié Ua‘/uaa.! 4_1.4.[9 QL{/)_) Jeag ra..)z./—r

e e 3 Gl paatiie JLEiul aae s Jaadl) Gt Gfpiaatial) Jiand Gleha) JlSiul e 288 gal) are —*
Lalal) (o) daadiial) dualall Zaalll <) Taii) Oral Jelly Shawall Jsil A Sildenafil 5 Vardenafil

YONY[o/YV b gl Q) il yeY daadiall dpalall Ziallly Yo £/Y VA 8 ol dlulull
YV IYVY (8 sl il o) poY Lol Lualel) Linll Lo Oral Jelly (owall SN 5 jnnive ia je o7 Al sale
Y oS Al 5 _puianivual] piad po Linlll Crm sl
Al Ll duale Sl 3 52800 Y <)
il ) pol 3o L de gadl 5 4nS il o] Cilalaiin) aa g V¥
YoV E/YVA S sl Lloliil] g sl )] po¥ deaasiall Dpaled) Linlll o piasivuall (issi ia o a7 -*
e L)) g 5p eI LY AlS i A il (e dadial) Cla) 1l) Y sl b g Cua gl i

Slo gial Baia Gl pastiiee Jliia) axe s Jaadl) Gt Gfpeantiiall Jaad Sleha) JLind e 61 gal) axe —*
YOVE/Y VA b Lgialay jaall Gl deacadiall sl aalll fa aliu) Bromhexine 8mg/ml
SYNE/NA sy aall il daaiall dudel) dialll e iasel) a5 ;A pale

'Bromhexine 8mg/ml " solel el S ill f3a (jm sy olasly LS gl auddi ael puanivoal/ (sindy dindll Cuus of 24

e a3 Gl paatiine Judiul axe s Jaadll Gad Gl paatiil) Jaad Gleha) JlSinl e 488 gal) are —*
LY i/Y/V'I & Lhuadan Akl u'a\)& faadiall Lalal) 4aall) )l alind Sy, laprazole sl
YV /YN S giadsy bl ) 0¥ daaiioll Luaded] Lisll] e o y2dl a5 4L galo
ALY GlwdU paniiall b g Cuayf G
5olal 3] LIS daale L) y0 2a 45V *
Apaled] gl pall of Lira pall S5l (o (5] 6 50Lal] 238 g g p2e ¥
s radl Gl 5 Proton Pump Inhibitor—/ </ uasiie o i€l aa 4 *

S5l B Gl paatiiue JLEiul ade g Jaandill Gt Gipiastioal) Jiad Glelia) Jleial) Je 488 gal) are—*
oY diaadial dudall Lalll )l Taliul @3, Diclofenac sodium + Betamethasone  auSyl e
CYVENN N G ey sl dabas Jaalils ahiles )
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XVEN N/ 0 b Ll plliell da) sa 5 S Ll 5 o il g ) ) 0¥ decmucasiial) duakell Dialll L i sall a7 AL saLe
A5y Pl pasivall ad p dinlll a5
.FDA Medication Guide For NSAIDS cws <l s NSAIDS-Y duiladl LY (ye 1 5 48 4ill 538 ()

S )i o] pale an g den g pae (7
Ua.f‘)aj/ﬁb u.uau_[n: aJJmAULuJ/JW/aME/M/M(f

(Paracetamol 125mg + Ascorbic acid 30mg+ Dimetofrina hydrochloride 25mg + :4.S all 4l —*

Anhydrous caffeine 15mg+ Chlorpheniramine maleate 2.5mg+ lodide Isopropamide 0.2mg)
SFaI Baa st Jliinl aae s Jaadl) Ciad G paatial) Jaaid Gle ) JlaSind Je 238 gall aac
YOV ENYYT L Ll dalal) u'ab.& aadiall dualal) Laalll )yl aliind by AuSHll sda e
Y VE/TYT 6 gl LU ) j0Y deaasia] Luade)) Lialll Lo o p2l) a7 4L ke
ALY oS puaniivuall (iad pp Crm gl il 5
) ) Subtherapeutic dose xS il <l p<o S5
degadl po 43S T 1is 5 (Lo gy <l sa 12 Y U gsiS) S il sa &M/z;cﬁﬂ&;@125mg[,M/JL&;.J/‘_gparacetamm_//@As o
) L 1-4g 4 sParacetamol—/ Lulic//
Liog O pe T-£4mQ dadlell de_adl 52 5mg LS il 4 desial) 4o adl Chlorpheniramine maleate—/ sole liS; o
Ascorbic AcidJ/ <3S, e

Asopropamide Ae LS il (s gini - ¥
"It has atropine like action which causes glaucoma, urine retention and arrhythmia"

(Caffeine 30mg +Chlorpheniramine Maleate 4mg + Paracetamol 150mg : 4uS pall 4l —*
+Phenylephrine Hydrochloride 10mg + Salicylamide 150mg)
SFad B Gl pantinie Jliinl ae g Jaadl) Cind G paatial) Jaad Gleha) JlaSind Je 238 gall aae
YO E/Y/YT b sy L) alie dcacadiall dalall ialll )l Tl @l g S5l o2 e

XV E/NNT L lgaday DibLI ol oY damasiial] dualel) diall Lo i sl a7 ik sale

ALY oSl puanivuall ad p Cim of L
Lualial) de ol (o S Jif 138 5 (Lo g0 ) paé (i ) 4S il (o daial] de yadl lids 5150mgQ el linll S Paracetamol—/ LS i

‘ : .o 21-4g 4 s Paracetamol J/
NSAIDs &/ Cun laasa 5l ale bl 2a o Y 5 Salicylamide—/ ole 2 sa 5 N ALa YU i

e R B Gl paatiie JLEial aae g Jaadl) Gat Gl pastiad) Jaad Gileha) JaSiul e 488 gall aae —*

YOVENNY b s juall (el daadnall dudal) dialll )l Jalii) @l Delafloxacin 3ol
SYVENN ) S il jaall o) ¥ daasilll Lade)] Lisdl] e o p2dl A5 4L galo
ALY Clawd paniiall ad p dislll Cia o 35 4
oY i i al s Phase 2b <ilul o 4 g sl dis e AT s JSG 6 CuilS solall e Cuad 3] il jall - )
Y A Gl e solell 238 4y padalial - ¥
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g5l Bayaa st Jlinl aae s ) ad Glpaatioall das Sleha) il o 485l axe —*
daadiall dualad) Zaalll )& ol i3, (Dropropizine + potassium sulfoguaiacolate) aus sl s3a e
XOVERNY G sy aall ()Y

; L ys/r/yyHMJM/@UAS/MU/@:MM/GJ;@JJP:;@M

le (55iat Baa Clpantivn JUinl aie s Juaedll Cint Cilpantioal) Jiand Sleha) JeSind o sl are —*

CYOVE TN ey Aaally dpudil) (el daiadtiall dalall dialll )l Talinu) Ozagrel sale
YNVESN D 6 lgiadny duael] s Dl o) oS deaasiiel) Dualed) Dinlll o o yel] a7 -4k sale

Y] S panivval] piad g Ll a4

panivsall o g 5el4S 5 Y 48 02l e daiall il i) - )

Ao 6l g 5o (6N 11655 ) puiio Culi) o dule an 4T Y Y

Sle gsind Bans hmniue Juin) adey i) Caad il pantivaall Jiad s ia) JleSial e d3lsall axe —*
& lgiuday yaall (mhel dacadid) Lalal) sl sl (Levocetirizine + Montelukast) 4.8 5l
RERESIJAR

SYVEN) S gl ol o) je¥ daasiol) Lalel) Lialll e i gad] A5 AL pale
03 sdie s0la S alasin e LS il plakine] Lues) 265 Y denial] o) jal] Hf G pasivsall (b 0 Craof

e (il B il paatiee JLdiul sde g Jaandl) at Gl pastiall Jaand Glelya) JlaSiul e 48)sall pe —*

XOVENNY 8 Laday ahdles )l alie dacadiall sl 3alll )l 1ol Thiocolchicoside sal
Y VIV (S sl o il g W] ] o darasial] Dpaled] Dl o (sin jal) o5 AL gl
Y] oS pasivual] pind o Linlll o 53
lall 0d8 L et EMA I o (g LA s a2l - )
smaddl §osll 55 438 Ll dga g - ¥ EMA I 5 4S5 LaS e sl (o ST dolaiivn] a7 Ji) dalaiin] 5 ) shadl [ phai - ¥

33l o (gt s Gl paatiie Jugiul axe g Jiadll Gad et Jaad Slehia) JlaSinl e 48 gal) are —*

X VE[OfA b Lgiuday il (yalheY deacadidl dpalall Lialll )8 Taliiu) Lorcaserin
LYoV E/YA S lgiadny LbL] gl o danasial] dpaled] Lindll o (sin jol) i AL palo

EMAL G5 dosun ) ol 4 515 Sibutramine —J e 4dlisie 4y o Jay 43/ (o o I Ao puaniosal] ad oo 50 5

¢ According to EMEA: Withdrawal of marketing authorization application for Belvig (Lorcaserin).

¢ * The Committee was concerned about the potential risk of tumors, particularly with long-term use.

¢ * The Potential risk of psychiatric disorders (such as depression).

¢ * The Potential risk of Valvulopathy (problems with the heart valves).

e *The CHMP was of the opinion that the benefits of Belvig did not outweigh its risks.
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Yovo/v/o & giuday 4ysa) Al 408N Alall) ) d

Jind Slelya) Jleind e d8)sally Amantadine sabes (alddl Yoy €1 /1 8 2l Zaalll )8 o) —*
sale o (gsiat Baaa e Jliiads Al Chanioa) Jaadi salely Jiaadl) ind il pasio
Hepatitis C or a1 Antiviral< alaaiuy) ) jads b Cadas danasall 35800 Hl5lY) b yi Amantadine
Influenza

o L g5ind Y Al cpanionall Johailly Shinl) ol = YL o lad) by cdlasal) Cipumnionall il

" Hepatitis C or Influenza 3= Antiviral< alasiul o5

VARK t_\;...u!\ eﬁ__g" :qu: U"HLQAM} Y~\O/Y/Y5 (:A L@S\@Lﬁyﬁﬂ QM\ Maﬂ\ J\)§ e ) ‘:Jc MS\}AM” —*
O Adlide COLRE (e Aalliie Jils Bydiad A3 gal) gl A018 1 duagal) Al Julanll @llh g Sofosbuvir sall
o -Adlsall Gisadly LU D 8l Al e AUaall 2555 223 V) Sl el ez hEY) A Vs saaall s

" (Novel drugs )Hepatitis—! &Y cilals (o aaig Lo e Jhall 13a Gadas 23 ¢

sAglall LSl e dyginal cilpasiiual (0 Paracetamol sole cads oy —*
(Oxomemazine + Glyceryl guaiacolate + Sodium benzoate + Paracetamol )
ol Bale) wie
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S o e paal) piadl 1) jeasioall dali) el DG e (el T saal) Alaeall LA duly a0 L
Y sl i Vs il e J8 o Aailpall 5l e hed e Gl DA el

Glo Al Cadly 50 A gl Aingl) Jalaay 1aal) piadl) 715 (pe 4alliie Bl EOE Jf Jalas 2y LY
350 3 Yileie AV A Yy il A iHAY) cpiladilly Jaaedl) dandy (J6V) Alazil Jidas o6
il slay dgUadl) aae Alls 8 daUaally dal
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Yo o/v/vn B Lgtaday dodY) A8)pal Adl) Aiall) o))

davial) ladl) AN Ll YoV o ) /A Al sl 3 3 lasha) osllaall Auhally (alal) ghad) Joaes —*
Post Marketing Observational study ¢hab i) 2 txaad sofosbuvir sabe e 4y giaall <l pastill
el J S pally el A Pla S Ala Yo ae e oy Interventional Clinical Trials (sl

O e lg il A3l dpa i) Ll U8 e laayan 5y dpmals iliiiine &G 3 Sofosbuvir + Ribavirin

A3 al) Jalaall 3 clldg o Mall o lgml any panpe JSIPCR Ales anly Jalas 415 Jaalyg o Mall b iy 4S50 o3l
Aaall 350540

il 1S bl of Jiny Aalal) culdlaially (alally Yo 0/F/VY 8 giuday dall Lalll 8 deluasile) —*
el Assall i anidll

S o e paal) piadll 1) jeasieal] Aali) cBlas DG e (el T saal) Al il duls i L
Y adlpal yad Yy il (e g o Blsal) Gl e hed e Auld Pla el

Ay 005301 Cugally B61 dyl) Al Joloay and) il ) (o Adlite Dl S35 ol ot oy .Y
el Ala (3 llyy il dpmdy Y Ol Gimadl) Ly oY) Al Jilat 05 o e il
Ll alay Alaall e s 8y AUaally Aail) 55 3 Ylgie z DAY S Y (850 JsY

. Haall (ol J8 (e Glld dagbiae s Process Validation sy cul€,s b . v

daalal) AulSY) oyl Gl & YV oY /Y e 4 jalall US FDA Import Alert#66-40—1 e sl —*
138 el dge alyinls = Ledls Wockhardt-India pias (o b Aaladl alall salall 3y Al i peasivally
Y FDA Alert) 8 a5 Al ) sitesd) (e Jaid clld g sl

Aalal) s Jandl) Cany Alaasall Cilpemationall oled s 8 cull cBUadly o Landy) Rial (gt o —*
Al dialll e ol
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S o e poal) aiadll 1) jeasieal] dali) cBlss EDE e (el T saal) Al clall duls i L
Crnd a1 Calay) Waamy oy aieatl) e daln) S i e dilsal) el e D 80 DA @y
cblliall ases o lasiul

Ay Aol Cagndls A8 s gl) Al Jalony ol picaall ) (o Al Bl 3 ol e i Y
gl Al 8 llyg (il dpny (A Gl Q) Ay A5V Al Qi 0% O (e (st
calaill alay Al axe s g AaUadl Al 3955 2 Yileie z)EY) A Yy s JsY

. Haall (ol J8 (e Glld dagbies Process Validation sy culS,s B . v

paall HadY) e 4S50 Jsean 5yl e el s el lldg apail) piaall & aoiaill et o 4ol —*
Ol ) (Jmaitl ale Y dadiall i panivsal) Al ainaill GlSa i Alilge o ledsian ) waal) il ol
Ly 3,8 gl Jla 8 ALl e Lall Gadays gl Legdd () dpalil) Al ez 1Y)
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DUy YO o ¥ /Y b bl 4,3 U daiadiall dyalall dinll) )l Taliie) i paatioad) o3a i 8 "R A (e
gl sY) 3l aalll ol (e el A Algae AN e g (g paal) Alapall AL S5

Dliic) g lias¥) sl el L Alge 0 s ae) 21y Peppermint oil Lo 4gisall cilpasioall 4l —*
Le gl alai g daall) &0 e
Peppermint 0il I sole (apass Yo 1 £/0 /19 4 Liga¥) Ldlyal Luidl) Linlll &) )5 djgata

e JaSaS Laill Peppermint oil ol _pSyi olaic/ —
56 mg/day "Peppermint oil" = 0.062 ml /day "Peppermint oil"

o A 10 o ST SIS solal) alasind (558 o ~
e phsin) el 558 Avall S S5 S Y ddlio Dm0 OYpsS of Laliif 5)0m & il Cyj alasin) AL o =
treatment of IBS

(Sofosbuvir + Ribavirin) 4S5 e 4 siaall il panivall Jias Sl ha) JleSin) e d88lsall axe —*
Y VO /XYY G Al Akl Asaly Ve Yo V/E B elgall chbalat) daal )l [BEW (Sofosbuvir +Daclatasvir) s
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dacadidl dalall Zaalll )3l ol Topical preparation s o i Lo (ggiat Bana i paatiig
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"It should be used in Pregnancy only if it's clearly needed (Pregnancy Category B) and under

the supervision of a physician”
"Pregnant women should avoid talking other products (drugs or food supplements) containing

Vitamin B6"
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Oso Al aclgall Wb Fast Track cublla 8 call Jiaall Zaladl 851091 o8 s ianiill danial) & pianiuall
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Lldie D
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lzuall L usis Sl iy Uladl) 5Lal] s 2o puisiosal] 53S0 S
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45y)
The product is intended for the treatment of serious epidemic disease (On condition that there are no

enough available similars).

2.

The product was granted Breakthrough or Fast Track or Priority Review or Accelerated approval from

the FDA or EMEA.

3.
4.
m

L] taidil] el 5 oY) dublie

The product was classified as an Orphan Drug by the FDA or EMEA.
The product demonstrates unsatisfactory local supply and/or its potential use address unmet
edical/patient need.

N.B: unmet medical/patient needs (Acc to FDA):

5

The product EITHER treats or prevents a condition with no current therapy, OR If there are available
therapies, a fast track drug must show some advantage over available therapy, such as:
Showing superior effectiveness, effect on serious outcomes or improved effect on serious outcomes.
Avoiding serious side effects of an available therapy.
Improving the diagnosis of a serious condition where early diagnosis results in an improved outcome.
Decreasing a clinical significant toxicity of an available therapy that is common and causes
discontinuation of treatment.
Ability to address emerging or anticipated public health need.

ey S fonastl] aplol] jlsal) N fomastl] CinF & g nall H Jless £l ) ple & puaniens guad L g finest ) oi*

il il Laled) 5 )10Y) Libalsie

. The product is submitted for "export only" registration.

Tel.: +202 — 23684288 +202 — 23640368 +202 — 23640368 Ext.:1170 Fax: +202 - 23684194
Website: www.edaegypt.gov.eq Version: 01 Email: Teccom@edaegypt.qov.eq



http://www.edaegypt.gov.eg/
mailto:Technical@eda.mohealth.gov.eg

Arab Republic of Egypt

Al e &g 54
Egyptian Drug Authority

iy paal) o) gall Ai

NSAIDsL (alally Yoy o /8/) & auall alll 518 e Etoricoxib 30mg < pastioe ¢ Ll —*
A Siliall Gria Gk aney Lisdll &)l g ¢ 12y NSAID's Clpuianivse 5/ Jidiive pie Yo ) o f2/) 6 lgialny <) i :Aligala
Luidl) Liall) Ao el Ll aundi ai _y.u;‘j_/_y..aoﬁjjfs_y,:.a; 5le Ao (soing i padil] Uls 4 5 L)gal) Sle ganall 038

LSH e g5ind san Cilpanive JUin) axe s Jaandill it pmniall Jaaad o) JleSiad e d3sall a2e —*
dacadiiall dualed) duall) ) 1ol @13, Topical cream )5 4 (Erythromycin + Retinoic Acid + Vitamin E)
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CYOVENYNT L s,
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" Restriction on use of medicines containing ergot derivatives: On 27 June 2013, the EMA’s Committee

for Medicinal Products for human use (CHMP) recommended restricting the use of medicines
containing ergot derivatives "
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iAo aiv s3lls BNF68_s Martindale 35 4 25 Lo
Acc.to Martindale 35: lodides have also been used as an expectorant for productive cough but there has been concern
over their safety for prolonged use in respiratory disorders and because of their potential for thyroid suppression; in
particular, it has been recommended that they should not be given to children, adolescents, pregnant women, or patients
with goitre.
Acc. To BNF 68: Over-the-counter cough and cold medicines can be considered for children aged 6-12 years after
basic principles of best care have been tried, but treatment should be restricted to 5 days or less. Children should not be

given more than 1 cough or cold preparation at a time because different brands may contain the same active ingredient;
care should be taken to give the correct dose.
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1- Change in the description or composition of the drug product.

2- Addition or replacement final product manufacturing facility.

3- Change in the final product manufacturing process.

4- Change in the primary container closure system.

5- Change in manufacture/supplier of a biological adjuvant.

6- Change in manufacture/supplier of a synthetic adjuvant.
7- Replacement/addition to the source of diluents
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+Phenylephrine HCL 5 mg
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+Phenylephrine HCL5 mg
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+Phenylephrine HCL5 mg.
CY VOV b Lgiaday AUl el dacadiall Lualad) Lall) )al Talin) @lldy

aadid) Lpalal) Lalll )8 ot Lafutiding e (s5iad sy Slasivee JUiil e d8l5al) ae o
XOYO NI 5 Y e A A[Y € b Akl Y

TN daall e iy andl els0 ) Cum Adblsall aaey gl g0 4/A/YE D Lgtiday Alhald) il Lo el 4T idbipale

Al BV o J5F Ll ST 5o Clpaatins jeels N ool 5 same dula BT 41 g3l H2 Receptor Antagonist

sie Lalll cllile 1 NG cuagh Allg YoV O/V/VY L Lgtaala Adll) (el duanadial) dalal) Liall) o o () sale) o

ol 5 S Jaall e sl o i 4S50 e Aedial) (3heY) Of Cam ¢ juaniiall o Algal) aey Yo 4 /A/YE L Giludl L)

bl Wy e s Y 135 Hy receptor antagonist de sead Jo¥) Jaall (e

Lalall Zaalll )l ol @lldg Pirenzepine e (ssiad sy Channive JUiind e 48l5al) ae —*
YVoVIY b Akl ()Y daiadial

VoYY L lgiday Dbl (i)Y daasiol) Lualed) Lialll o (oal) a7 4L sals

(A LS el 5 jeaaiiadll e 488 gd) aaey all) s

Do YD 5 sanal) Aa Ol Auslall (abe) (8 B 5 3eliS 5 Aol ST Asd) (callad) 5 (gyemal) o) G ang)

. Proton pump inhibitor i de sene Jie cllgill;

slally ey (he dumas i Slaall 12a-Y

. Martindale .8 43 zsewsal) 3850 (e Ji adiall 3€50-Y

ALE A e ojaat ol AS 58l (e dadie 48IS Wlul o aag V£

Tel.: +202 — 23684288 +202 — 23640368 +202 — 23640368 Ext.:1170 Fax: +202 - 23684194
Website: www.edaegypt.gov.eq Version: 01 Email: Teccom@edaegypt.qov.eq



http://www.edaegypt.gov.eg/
mailto:Technical@eda.mohealth.gov.eg

Arab Republic of Egypt

Al e &g 54
Egyptian Drug Authority

iy paal) o) gall Ai

Rifaximin 20mg/ml granules for Oral Suspension Jle (ssiad saaa Gl paativs Jldinl o 48)sal) —*

VO VY b Akl alie dacadtiall duaell Lialll )l laliiul Gl

LsH e dydaall Jaal) at Gl paatioadl Jaad Gileha) JaSiul ade g 3a0a Gl paatioe JLdiu) axe —*

-Aaza ) 22a1 (Avanafil + Dapoxetine)

il I laliul (Flavoxate + Propyphenazone) 4S5 e G5l B il pantive JLEii) ae —*

YV e/a/va o sl el
oy Dall) Cuadl Ny o P01 £/9/Y 9 G lgtialay Lulpdd) Mlesally AN (2ia¥ daiaiial) Lualel) Liall o (irsnl] a7 cALigals
csagl) Dleall 5 il SN e 5,58 Lula BT 5 alaall g las 3 Q38 s s Propyphenazone ) sale e Lgilgia 4S50

Tel.: +202 — 23684288 +202 — 23640368 +202 — 23640368 Ext.:1170 Fax: +202 - 23684194
Website: www.edaegypt.gov.eq Version: 01 Email: Teccom@edaegypt.qov.eq



http://www.edaegypt.gov.eg/
mailto:Technical@eda.mohealth.gov.eg

Al paa iy ggan
iy paal) o) gall Ai

Arab Republic of Egypt
Egyptian Drug Authority

YN o/ VoYY B lghaday 400 A8),ad AaY Aol )l
AV ol pall dpally —*

(Enclomiphene - Arasertaconazole -Dexisometheptene)
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Al Guidelines o (e (57 4 2sase _pe Azelnidipine Jf sole plasi . ¥
e LIS bl 5f a5 aaad g pma e Azelnidipine Jf solel Luilsdl G . 1
" Major Randomized Controlled Trials ” Lo¥/s se (s oLy 48008 <ilu)o Azelnidipine salef aasi Y . £

praddl ol 6 Ansal] fpanivall 530a dila) L Y Azelnidipine Jf sole plosin .o
(Ezetimibe 10mg +Rosuvastatin =~ e 4y giaall cilpasivad) Jaad Glelya) JlaSinl e 45800l —*

e Sl ha) JlaSind e dadlsall sac e (ROSUVastatin 10mg + Ezetimibe 10mg) s} 20mg)
: (Ezetimibe 10mg +Rosuvastatin ) le (ssias s Gl pantivn Jhiiul ade s Joaudill Ciat G paatiol)
X O1o/A/VE SYOIO/VIY b Lgiuday Q) alye daadiall dualell Zialll )l faliiul 40mg
Rosuvastatin 10mg + _iS,ill e 4éilpall: Yo 1 0/V/1 1 6 lgialsy ilil] alsod dcaasioll dualel] dindll &) 6 2405 s Lo
cua,h Ezetimibe 10mg tablet+ Rosuvastatin 20mg _uS,if 4wl =) :¥+ 10/9/1 £ & lgiulss, Ezetimibe 10mg
S fib e Aol Dl
PA5Y) laSl adylly Linlll a0 Ezetimibe 10mg tablet+Rosuvastatin 40mg Sl Luills —¥

. Ezetimibe 155 4 Rosuvastatin sl el 1Sl 4usilad] e ¥/ cuiailo
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Y oladl adylly Liall] Crmgl 2¥ o ) /V/V K 6 lginadays lil] nlpe¥ daaasial) dualed) Linlll e iapell 27 4L pa ke
psudaly 2l his g ld)) OY (e Sis Fle) dlinio de ganall 0ds 223 aly Non Selective al Blocker 4 Indoramin J/ sl .

Ll g
ladle 6 Jonds illy Blissg ) asoni Y ls dadlae 6 dalasinf i (g)3f Cilic Lneg pal] o ali<i] Cipan s . ¥

Selective ol a Blocker
ol bis g ldi)) @Y 2Ol Lallell Guidelines J/ 4 505a 00 e solall o8 . 1
Lseanddlly Lilpal] lesadl o Sllis clil) e dyila (shel Cigand Alliy Luiy o solell 038 cias a7 . £
As for the indoramin safety data, their analysis showed that this drug is the cause of dose-dependent adverse

cardiovascular effects potentially serious or even fatal, occurring mainly toxic dose but sometimes at therapeutic
doses.

2 Cefteram pivoxil sk e (ggiat sana Clpaniie JUdinl axey Jiand lelya) Jlaind o d8)gal) pae —*
NVo A[E A sy jaall abey duaadiall duded) aalll )4l latiud Oral Dosage FOrms 3) s«
SYOVO/AE L lida ol i)Y daasiall Lualel) dialll e sael) aF dkipals

1Y) ol paniveal) iy dindl] G f 26
1- Acc. To PMDA: Decresed serum carnitine & hypoglycemia associated with hypocarnitinemia.
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Y] GludU Allis 14855 pans Salell (i Ll s
Lo 5 Lalle 4l i ST 5 yilad) Y] 5 iy 250l 520 8 iy Glof ST Sl 591 225
oo A o3say ol Genotypel e Lii aasiu sGenotype 4 e bl s/ 4 aags Y-V

LSH o geint aaa Gl pasiv Jliiul ade s doadill @iatt Gpaatiadll Jiad Slelia) Jlinl e =%
XYV b Lgiuday QI alyeY danadtiall dualall 5alll )l Taliiud i35 Amlodipine+ Bisoprolol
A5Y) lad bl Liadll Caagl (Y VSNV S lgtiealng il ol se¥ demasiial] dualel) Lindll e (iapall a5 ddisale
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QLY YoMV s Y EN )Y L Ly larally Ciljgdaal) apiil dpalel) Dall) dpag o ddlsall @
alalasind culii o) e 8yedae Allad dlge o 4uS5 Gl (sing Wy ehaS 08 Guls pdl) Joue Jindi o
LSl Al il (bl e oY ZMaS aadig Vs jedasS

e pabel @l L s Y Al Al cmatod) o duasil) ol Gals -

Ayl G e el Gallay L eld)) p

e Gl Galays 4l Linll) 488 g eyl e Hliic) 18 aals ale (Dlef ol i e dalodl dadla o< o
Ao A8 eal) Bas ) o Aediall DY) aen

Slo leaye & comle (e Ji Jukd axsis )y Propylparaben sobe Jle dggiaall cilpanivdl ually @

EMA Draft Report 20131 lads ayiill elldy sl sSloylall dialy Jabdl daradiial) dyalall diall

According to the Draft Published in EMA:

**For children below 2 years a PDE for propylparaben cannot be determined because of uncertainty
related to the maturation of the enzymes that metabolize propylparaben as well as the limitation of the
available animal data corresponding to the youngest children. However safety margins identified in adults
and children older than 2 years are currently reassuring. Nevertheless, for children below 2 years further
exposure data for propylparaben are needed.

The use of a propylparaben containing formulations for the very young could be justified on a case-by-
case basis from a benefit/risk perspective, weighting the need for treatment against the potential risk. This
assessment should take into account several factors such as the posology and concentration of
propylparaben, the treatment duration, the severity of the disease and availability of alternative treatments.

Asalll s e Dliie) Lesl 0 5ad B-lactams sty Lalal) dlgall a0 e dadlod)

i¥ev0/io)) ¢ A gy Luidl) Lialll <y )3 :4ligate

e lodl) plasin) S Llus LIRS oo a3l " sl g 2LiY] aD 6 és 5ypa A B-lactams e Lsisel Cfpaniiel] Luuill!
& Las¥) il Dialll Ayl (o g dis Alps S pil) ¢ Unc] po Lunylid) 5gael e
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o Paget’s disease.
o Prevention and treatment of heterotopic ossification following total hip replacement or due to spinal
cord injury
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Neonates up to 28 days (or
44 weeks postmenstrual age for 1 month (29 days) More than 4
up to 4 years years
preterms)
Safety Limits 1 mg/ kg/day 50 mg/kg/day 500 mg/ kg/day
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