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Dapagliflozin 5 mg(as propanediol monohydrate)+ Sitagliptin 50 mg (as phosphate
monohydrate)
Dapagliflozin 5 mg (as propanediol monohydrate) + Sitagliptin 100 mg (as
phosphate monohydrate)
Dapagliflozin 10 mg (as propanediol monohydrate) + Sitagliptin 50 mg (as
phosphate monohydrate)
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Amlodipine 10 mg (as Besylate)

Perindopril tert-butylamine 8 mg
Rosuvastatin 10 mg (as Calcium)
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2-Pharmacokinetics and pharmacodynamics for these combinations.
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g 19981 MaTY) U8 e Gl el Yy 232Y) 3 (TIO,) pswlial) sl 6 aladiud jlas -
o Aldiaall 430 Adlaiall Cagliall Gass sy S @lldg «(BFSA) dug )yl eliall Ll
(Genotoxicity) duuall clyilall 4 ol
FDA (USA), FSANZ (Australia/NZ), JECFA Jis (5aY) daallall culingll J15 Y ¢ Jalaall <
nanoparticles sjpa A OsSY Laie dala Ll 5,523 (WHO), and Health Canada
Titanium ) s2be Glel ui 46IS Laale A aags ¥ Laallad) Clisgh) ans 6 339 Le o ol -7
S lglsls vie g 4,3V i Lolee P Lgilasia) 513 Nanoparticles 55 & dioxide
Food Additive
Gl panind) & Genotoxicity cus salall sda b 2KulS) cluhg 48 dpale Al a3 Y Y
Al
Tl Al as palile (o 6l
8y pa ddaval) ¢ pantical) gA Titanium dioxide J) 8ala aladic) (e adla ¥ al -
-Balall oda aladiud (e EMA J) ChBgal 4y 93 8y gaan Anlanall ABady) daylia
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2 Titanium Dioxide J) 5ala alaiin) pial 481 drale 4lsf angi ¥ 4df sag Y2 YF—1Y=YA
el G ddasall G paaiol)

Ointment (5 gm,50 mg,5 gm,20%w/w), ddaall JISEY) & dllad solaS dlaise clly Lo e

Jis daayall Gilgadl (e (s 8 Paste (30 mg) ,cream (2 gm), suppository (200 mg)
FDA , Canada, !'48Lx=¥u MHRA ,France ,Sweden, Portugal ,Austria & Norway
Jreland

29 Lxaall Dlgall (e (any (B 55l S axe s excipient S dlauk clly L Laly ¢
Japan , Germany , Switzerland, I 4L=YL New Zealand, Italy & Netherland Jie
, Spain , Sweden , Belgium , Austria , Finland , Iceland , Portugal

EMA I Sleil) 51l sels cpuad salall dayliall & i) 8)5 pun o 2Tl o
Evaluation the impact of the removal of titanium dioxide from the list of (asais
authorised food additives on medicinal products
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& Lginlas 85Kl alaly dbualilly dpalal) ialyeY dplal) il pantiveall calal) asiial) diad 1Al

X oYo/ i g/v.
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p 4] QLS @l Lualall Zalil) (o pemaived) e Zablgall ade 0 Cuagl Yo YO 4 gV,
CASH s dule s cadnl Al ye A58 (e dediadl caludpall LY

Oiye p2335 Dapsone 1 sabe of Gum Sl 8 Lo il G panll ale Guld aagy VY
S 5asls 8y aasins Adapalene ) saleg asdl 8
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dglal) il pmatiaall calal) gl diad H)al 15l @llyg ¢ caclill lada Ao padll eloall At cilily
XoYo e £[YR b Lgaulas syaially 3V cad]
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S e Jaa] i) e 1LY
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(3] A Badine duale dpaanje ) ALY elbaning A o e denll A caling vas aDle aladiuly
Tyl I3l
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b daandll caad Gl pasiisall Gt Ladg oral dosage form 3)3a i(Tinidazole 500 mg
datiall aefedll (gudaiy luhall Laléia¥) as axe €+ ) Omeprazole J) sale S5 Jadaty of Y
L 2l caagl) Sleall (e deanall deacadiall dualall dialll Al 13l olall 2a b
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e salels Alsall Aaadl alall )l agiiy ¢ pmntivsal) (o (Alal) 5)5S0al) Lgila) (ha Lyt
e s) O 83l 03 padizaas signals sl seds Alls 8 &gaY) A)al duidl) Lalll e g gungall
- EMA -Canada - Swissmedic -PMDA - —: 4ltllGlobal Health Authorities I
MHRA

YO e[ b Lghuday Al dial Al 13l el

—: igale -

asal) 2all 5aY) Jigaty Lalll agi s (S Cy B Yo YO o[ B Lgtiaday Al Lad Linl -
Al ol oo 335 Al sl b sk s3LS RED Dye Jl sale alasial Ciflg duil<a) 6 ylall
FDA & cupnl Al cluhall 2 e oly @iy Glgin sae (g3a o Lays Cllgll (6< of e
G el imy Gl 5€ ilejan galasinl Jla 53l s3gd o pesall 30 ddlaials clily ol e
Balall o3l duanda Jilay ala) Aglaa

Tel.: +202 — 23684288 +202 — 23648769 +202 — 23640368 Ext.:1170 Fax: +202 — 2368419
Website: www.edaegypt.gov.eg E-mail: Teccom@edaegypt.gov.eg
QF: QA.008.02.07 Issue no/Rev no: 3/0 Issue Date: 01/06/2025  Rev Date: --/--/----



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

Arab Republic of Egypt

Egyptian Drug Authority
Central Administration of
Pharmaceutical Products

duyell pao dyjggen
dupsaall elgall & fam
alspall cilpaniuall &ijSpoll 8)lall

YoYo [ VIV B lghaday Augdy) A8)pal dcdl) all) )y

Diclofenac Potassium 2 sal) e (ggias saaa Gl panivee Jutia) o dadlgal) axe -*
e Lgddag aglall 2y Jeudll st sl ¢lal)g ,Oral Suspension 85 & mg/ml
bl il Ain Al 13 Slldg, aclgill Tk A pemal) clpall di il 5305 Jilial 3lia
YaYo o/ VY i lgnuday Sl (ial el dndall il pianicsall
—: Aigale —
P ey B Y Yo o/ B lgiulay WY GalaY dphll Cpdaiuall palal) sl diad -
Diclofenac 1 sale e (ggind Al cilpaniiall e Lualall Lalll (o da8gal) pany Lialll ass
saalll) LU ellyy JelSU Potassium
Sl 8l (ilaS 55K Lgalasinl sluy (gpadll (ol 8 Diclofenac Potassium 1) ssbe —)
st 535 1) (5352 Lo dpalal) eyl 3 535Sl o panll dlly o135y el oY1 (g0 g
lgias duilall palie V) gan
- Stomach ulcers and bleeding
- Hepatotoxicity risk
- Renal impairment risk
: SIS BNF for Children 2022-2023 aajall UL 550l salall aladind Y

-Pain and inflammation in rheumatic disease and other musculoskeletal disorders.
Child 14-17 years : 75—-100 mg daily in 2-3 divided doses.

-Post-operative pain

Child 9-13 years (body-weight 35 kg and above) : Up to 2 mg/kg daily in 3
divided doses; maximum 100 mg per day.

-Fever in Ear, nose and throat infection

Child 9-17 years (body-weight 35 kg and above) : Up to 2 mg/kg daily in 3
divided doses ; maximum 100 mg per day.

bl ansall e 5ogs ¥ jee (pe JURIU Lgaladinly mganneg Ll STy dllad iy s9mg =¥
Ibuprofen 1 sale J1e MHRA
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+Aaxa yall a2l ellyg (Tadalafil + Tamsulosin)

iy A5l lliaally IS Gl (el Apglall ilumatianal el ol el 1 -
YL Gl Sl YaYo vy

Jlad Do HLid) alesy L 2y jeasiue A Tadalafil s Tamsulosin sl 25ag =)

<l ellyg erectile dysfunction + 43aas Prostate hyperplasia (e Ogilay () iyl
S Al daapall Al b bl ls dladind 8 L) sadiaal) Luallall CNsSsig ) e
patient compliance g3lall oayall a5l 33a0 A 2o lod dediall LS5l —

skl immediate release dosage form geaidly capsule aiiall Jauall JSill —v

86 (gl 25m9 a2e (peuat Tamsulosin 2l extended release dosage form sTadalafil
5ale JS sl 4jlie FDC aaly jeasives 6 ciolall cp &len cOlelis d5ag sl elsall LS e
e sl e cupld Al aluhall e ol dlldg 5 mg/0.4 mg deall (et 830
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“Over-the-counter (OTC) medicines are available to treat cough and cold symptoms. The

FDA doesn’t recommend OTC medicines for cough and cold symptoms in children

younger than 2 because they could cause serious and potentially life-threatening side

effects. Manufacturers voluntarily label these cough and cold products to state : “Do
not use in children under 4 years of age.”
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EMA, Compendium, Rote list, Vidal, MHRA, Switzerland, Sweden, Denmark,

Finland, Ireland, Italy, Ansm, Spain, Netherland, Iceland, Germany, Belgium,
Portugal & Austria.
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