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laliul (Paracetamol + Diclofenac potassium + Methocarbamol) Sl Ao (ggiat Al Jassl)
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A ey Aol (e ai cale als (6l a3 Y ASHAY (g pakall Calall L ]
Aalal) BV 5al) ) (sag B saaly AuSH (A alge EOUN G aeal) L2
-(Methocarbamol + NSAID) (syadll Gsudl b 83snsall Jiladl e Laadle e (sl a2y dadialliuSll .3
Gt G paniieal)l Jasad cilela) JlaSin) e dadlgall ade g sads Gl pasiie Jhiiu) Ao dadlgall pae —*
syl a2a1 (Tadalafil + Tamsulosin) ellas Sl e (ggias Al sl
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Hyoscyamine sulfate + Hyoscine hydrobromide + Atropine sulfate) 4uSsll Ao (ggian Al Jaaal)
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pe i AL 2022/11/29 b Lgday Lhld) (ol daesall dacadiall daled) diall) Coagl =+ Aagale
tol Coa peaaiiad) doad e d3lsdll

s el lgin pang Y AaSHl cliCa -1
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Uasdl paliad) paes ae 3T bl jaad) Jidas salgds daldll Claalgally 45050 Galsal) 0sSs (f
oalall 2022/09/29 dudasy dusa¥) Ayal dual) Lialll o sgud iy ¢ (Aladll A2 5alad) il
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(= 4y Topical gel Jaall ISl Minoxidil 5% (e (g5t sana Slpantie Juial e d88)al) —*
Cafin SRl (el (oange praalivay A o aaive S G A3lEe 2y Jess oY) ge w3 el Jf
ol B3ng (e lgile dalsall b ity (Comparative In-Vitro Permeation study) asiud) oLl
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Irritable bowel syndrome with sl 4= )2110ral dosage form 85 & el > 9Bismuth
:2022/11/29 & s k) alyaY daanalldzalallisalll L)al3keul b diarrhea

oy 1 YL 2022/11/29 8 Ly bl (e deanall dacadiall dualall dialll Caagl - ¢ dlasale
irritable bowel aMall (=5l 4 Oral dosage form 8y 8 el a9 Bismuth aledl) salll
S gas B A aad) Sleal) e spbad dula B e Lt W syndrome with diarrhea

Lasad b Gibdl Gsn lealadind sl 3 3 FDA s MHRA 1) dallell cilingll s Neurotoxicity
BES AusaY) s3a Jie (saling (s Irritable bowel syndrome with diarrhea 3 oaye 8
.Loperamide ssbe Jie daslall HEY) 8 Jals GLT SV iladl e el (gremall Goudly 2y il LS

Gl panionall gaead Zeylal) Clgaal) e maly Jad (A 1276 (e JUlDU a28i) sl A0S 1 -
-2elgdll guls ae Ibuprofen 200 mg /5 ml Oral suspension e dgiadll Jaauil) ciatg dlad)

paelill Toada adlall ell) (pe Ay AY) AuSHN e (ggind Bans Gl pmatiine JUi) e algd) —*
Acetaminophen 325mg
Dextromethorphan Hydrobromide 10mg
Phenylepherine Hydrochloride 5mg

Chlorpheniramine maleate 2mg.
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Bads Chaasiue Juiind e dalgall " YIS muad 2020/12/03 8 Lgindsy Lal) Zialll H)8 Jodas 23y =
Dilaally = Mal) zaliye Galall 2020 diud (640) a8y daall yys hal lawks Buprenorphine e (g
Buprenorphine 2 mg ,& 8 mg «h.<ills Sublingual Tablets Jaall JSAIL elldy il dbal

Ol ads Jglall calal il o151 2 (Buprenorphine 8 mg + Naloxone 2 mg) 4aSalls f ¢ 1yt
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2023/ 02 [ 02 (3 giuas dugsl) Ad)5al Aial) Liall) )3

s(Dapoxetine 30 mg + Sildenafil 50 mg ) 4uSull sans lycasiie Juiia) Ao dad)glll -*
“must not be taken more a3 ddlal 2y o e (Dapoxetine 60 mg +  Sildenafil 100 mg )
- aelgall ke lall jenal Jall el e Ay Gadaill 2y frequently than once every 24 hours”
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Box X : Non Traditional Topical preparation Jitill @sxia A 4ray 219 Bag on Valve (BOV)
Alhaiayl je AT aladiay peasiial G dla ds ¢ oaagall alasild peasiuall S s 8 elldg
slisin 3o V) Joneds ] Jlaal i Yy caclsill ks anliall Jilial) (Bsaia (8 dniiag o oaaasal
Ngdle a)gallg 535al) dial (e Zosthaall iyl
(Mometasone 1% + Nadifloxacin1%) 4.Sll e (goins il doaeiil) s il pantiosall o) =
Juiid o dadlsall axey ¢ 2ol Gaki ae JBall Gaaiia (o lgdlag aagall aladindll Jua 0S8 b
5583 (yalyely Apbuskilly Loalall bl Amanall decnadiall alell Zialll )8 Taliid Sapas ol panioss
2022/12/26 4 sy
b Lgnadas 56K alyaly Abuliilly Gpalall (a3l dnanall dacadiall dualel) dialll Cual — ¢ ddagale
A5V LS Ay jumaiadl e dadlsd) aae 1 YL 2022/12/26
Corticosteroid < »aana Mometasone ) sales Antibiotic < sxasws Nadifloxacin Ji sale .1
On peall e Gulid aag Y 43l adde s For Fungal Infections sa 3yl ¢ adial) alaaiu) L
A (e pakall alaznny) e okl
e %0.1 52 Gaalad) paball 8 zynall S50 iy las Jle %1 aaid) Mometasone ) sale 585 .2
Al salall Apilad) Galie V) 50l ) (524

(e Wdds (Cefepime + Enmetazobactam) 4uSl e (ggins Al doadl) cant Gl jantional) olal) =
Aoalall Lall Al Tl s Cyiaativne JUiind o dailgal) ey ¢ 2ol 3ub aa Jiliall Byaia
2022/11/29 & \giuday bl (b dresall Laradidl
P YL 2022/11/29 b giaday bl (e drenal)l Laradiall dualall Lialll Coagl — ¢ dlgale
Olely Ao s i ) daalall AV aas prad Al dualall Bl (o jeianivaddl Jinass o 8adsall p2e
Agallel) liggd) 3 ASalSY) bl et 1) Lo dea) i) of Gam 2S5
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Jaiaal) Cat sl clally, Phenazopyridine (Ao (sgiad saaa cilpasivs Juin) o d8d)gall axe =¥
selgdl) 3adsi aa Jilial) (3gaiia o cilpmntiol o3 Cada g Jeaall 5ol adl e Alaiall Cilpastilly ¢
2022/10/24 & \giudas 2dsl elllally KU ialpe daanall Laiadiall Lualall Lialll el Talisd
2022/10/24 b sy 06 clllally SN (alpe dresal) daradiall Lucel) Lialll cuagl — ¢ dasala
l3» FDA 1l ikl (Methaemoglobinaemia) salall o3¢l saadk duils U1 agagl jeasiuall by SYU
OF Cun el 138 35as) dale dals @llin Gl 43 alll (5535 elsal) (ho Bympall 535 ES ot ilal) 3V
Aalall JBY1 3 J8) (A) Allad Slge dagrg Jodd) (Srae (oo Vs 8 AIV) Gl aadig Alledl) 52l
Fosfomycin, ) 3 die a1 casias Jully Jodl (sae (s330 &Ml Lgalasin) (Say Gpaal) (oudl (3 Bdginy
-(Trimethoprim, sulphamethazole
LSl Ao Ligiaadl Jadll cad lypianiidd) elally s Gl paatiie Judind e 2ad)sal) p2e =¥
Laalll el Tl aefgall gadai ae Jiliall (3paim (e Lgida 21 (Cyclopenthiazide + Oxprenolol)
2022/12/18 b \giuday Ligaall due ¥y Clall ial e daesal) diaradial Al

2022/12/18 & lginday Lgal) dae sVl il (ahpaY daasall Lawadial dualall dialll Cuagl —: dlagale

pellly pmniuall mdy s SV

Ao ll) uhyall (el sl dariall 25kl daddlall Glaasill (e (6 (8 RS 03] alatiu) dgag aaal®

At S5l Ao liy ol cain A81S il )y AN adi anelg*
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L5300 Zaadiall Lualall Zialll hal Taliie) saas Lyl Gl jasive Juiind e dals) ade g i 55
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Cipaatine agads ) o ol (gMllg 2021/04/01 (5 \ghlas dagsy) Ad)al diall) )5 a0 guads
J8 (e aoiall 7 sl e dadlsal) :cudS Lidocaine e ssind Al  Acand) cpall dalal) Ld) LY
ol wn A GaeSll e Cilida anas Lidocaine cude plasinly Sl » Lol 4oyl 435 Jaass 5))3)

Gl (g gy ) s 3 B AU AIEN) o of e (amiie semaione Mavse cudal) 05 of by) s
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2022/05/26 b lgaudas d053Y) Ayl dall diall) <) 8 o (- 2e)sdll Gaudail Ayl Asa¥) Jimas 83y 4agil
2023/04/01 & g JAT alad 2021/04/01 b Lgindss ) Lalll )i dagieal) Algall 20 o a5l
Lall)l i dagiaad) Agall 20 e dadgall )58 2023/03/16 3 Lgiadas LigaY) L) yal Ldl) Liall) ld
2023/10/01 b gl 2023/04/01 ¢ lic) 5,891 83l el 2. 2021/04/01 6 Wiadas Gl
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g_awdl_\m\&mﬂ\emjmﬂ%@w\@amwmhjw\ G G paniinall el =¥
axdsatinally claall daall (el dacsall daadiall dualal) daalll H)al laliud Dorzaglitin e (sgiad saaa
.2023/01/30 i sy
—: Aligals
Cuagl :2023/01/30 L2 \ghalas ajulsilisally slaal) sstl) (e dranall damadial) dpalal) dial -
o Sl oLy Al i ) Ay Sl it ke deal) eaioad) () Gua mstaall iy
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Laadial dualal) daall) )yl \al_ml Ansofaxine hydrochloride (toludesvenlafaxine) Je (sgiad saaa
:2023/01/30 & lgiudas dusaally Loiil) ()l daandll

—: dagala
by Cuagl 122023/01/30 b Lhawlas duvanlly dawdil) (alpdld dranal) daaiial) dpalal) diall) -
gl 4 Sl olls Aleld a4l AKsY) clahall @t Jhle Jaa¥) poasiod) of Gua peasiual)
cAallall
LS e Dginall Joaatl) st cpasiuna) elally sans Cihastioe Jlul e dals) aae -
selgall lada il 3aalia (e lgdds g Rectal Jawall U308 Ruscogenine  + Trimebutine
Aaall Zial 589 2022/11/23 L8 lginday Lalall dahall daenall Laradiall ualall Ziall) HlE e Talii)
2023/02/16 4 Lgaday 45050
- Z\.hJAlA
g LuSHll by cunagh 20221123 L8 lgiudan daladl da)all drasall damaiial) dalad) diall) -
Cali) oli Luhalae 302022/09/29 3 (L dlgal &35l 2481 dgall) ANSM 1) o) e g DY
o il mlla 3 el jhalaall jilidl Ghae ol 2 5315 rectal cream i
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The Commission also found an adverse reaction profile dominated by cutaneous and
immunological effects (anaphylaxis and contact dermatitis) and an added risk of cutaneous and
immunological manifestations with the combination trimebutine/ruscogenin.

The benefit/risk ratio of the specialties based on trimebutine and ruscogenin in rectal form
(Proctolog®) was unfavorable in the indication "symptomatic treatment of painful and itchy
manifestations, fissurary syndromes, especially in hemorrhoidal crisis".

2019/12/26 &l Weinds & @bl Wb oI5 <y 8 2023/02/16 A ghaldan dudlgal) Aaad) diat -
P QLU 4Kl oda daaas e Aablsall a3y 2020/02/20 gl
- lgie aleind) SR digale padt Claaiis 35 Y -
P e pati Gl sdag Byaiue cillile ARl b)) il -
ol L 8 A dgall (alall ANSM I aise o oyt o5 Wl Wiy
e The benefit /risk ratio of rectal cream is not favorable .

e Immune allergic and cutaneous undesirable effects such as contact dermatitis , urticarial
eczema,edematous reaction and anaphylactic shock.
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Slead) Gl daasal) daradiall dualal) dialll LAl faliind suss Cipmntoe JUiiul o dilsall axe
2023/02/13 3 gy ally aingl
—: gala
iyl ping Cocmgl :2023/02/13 5 giedng 315 oacagh Jlgal) Gy daana) dusuaiia) Lpabed Aipl -
«llyy Combo Pack £ deazdl Vonoprazan & Amoxicillin: ) jsle e (sgias Al clpasioll e
Wi 2o adall JoSsig 1) ae Gils Y 1385 Clarithromycin ) sale e (g5ia3 Y desiall 3gaal o Gua
538 2 dugaall labiaal) daglaa 82l ) (o35 B Laa zkall 8 2392 llany (21 Helicobacter pylori
.Sl

Ayl Aal) Ainll) ) cpe o sl im i Jmwiill Zadiall Sl pmainall linly adial) & kel e dalsall -*
2014/12/04 3 Lgauday L3y

—: sl

Do) (i Aedkall Qo] cilla sae 20023 2014/12/04 8 Wgiaday 4pa) A8)5al 4080 diall) &) 3 -
P YIS sl cladliall

el (& alla D axe : ailiaall Al -

el (Al T oase  Toll ) (sl apianl) <81 dalls -
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sle s Ll Gt 1 zuad Large Volume parenteral according to USP < s - *
. e 100 oo S

&b Alxd e 53S Sodium Metabisulphite sale e (ggian Al 4yl ddawall cilycasiiall 4l —
sl 5 hmal) Gaal) Gob e (Jaxs (A ddaal) JIKEY)

: zoad 2020/6/25 8 das) Ayl ddll dialll H)E Guaas

& Sodium Metabisulphite salk 226 ews : Small Volume Parenteral <) paaioa dualt. 1

as maximum daily ase 40 il s (s2)gll ol sl aall 3iyh e aad ) Adasal) JIKEY
dose as per FDA Inactive ingredient database
ok 4 Sodium Metabisulphite sale 3sas: zaws ¥ = Large Volume Parenteral <lycasioe dull, =

OSAl (g 8alall s3a Ao INNovator I Sy lu elgial Al 8 Y) Sl
8 2020/06/25 & duall &l joyls U8 clal) dul dablge o) ol Lawyadl) dbaial) 2l Al 6.2
Gs il Hjlad) laa) o Lol Lalll dalga 5o)li (o yel 18 Alga miaiy (Algdl) Jsmsill jlad] Hlaial
Giliy) Algall 33 el sa pg Alssall Adssall sl sl selgil s S ol Joad g Liagy)
AP bl elagiad cpal Jglailly oyl
Large Volume yasivall 4l : 2020/06/25 8 Lgiday G2V £ el dyal) diall) ¢y 8 : ddagalom
lga) s A Y] Sl ol & Sodium Metabisulphite ladll e salall 329 anw ¥ 2 Parentrals
Salall sda e Innovator ) S5 Gl
Paracetamol (Acetaminophen) Solution For Infusion: ) ycasiuall il =

o @bl aelgd malaiy Sl Gl o Sodium Metabisulphite sale ads S tdla il Gl pasiidle
Jolally 7Y} alay) 2ug g Liagh) (gl diadll 20l (e jgd 18 Aga iy Aaisall lasall il puaniiudl)
JAlgall pda elgmil aan

aaiudl G N Sl ol (0 Sodium Metabisulphite sale cais 2 :aadl) Cint S paaiodll e
o Al Al oyl U8 A pal) Dlainll aieas 5 gl Ll Aadlge o Joas) dblgdl) dinadl) Jaban
ol Y Le @lldg ) Lialll eyli e jed 18 Aga riaiy Jinnill jUad] jlaals ~Land) 234 (2020/06/25
S5l ole e Sodium Metabisulphite sale Caisg g Liag¥) Gaisi) (uaniowall dagies (5a) Jgo ol pe
Alga) o3a elgmil any Johuilly by Cala) g Alaisall Ddasall Spaniid) e eyl aelsil lads
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sodium e (sgian Y Allgdlglnallsdlaniadl paracetamol solution for infusion <ypasial 4l
.sodium metabisulphite salessasddailelly dilucdlais wRetained samples secasay metabisulphite

Proton Pumb inhibitor + Sodium .Sl e (g5ias saas Gl pasivs Juial Ao d8)gall aac =*
e lgddag daaall can ol yeaatia) ¢lally ¢ Gastro-Resistant dosage forms 35 & Bicarbonate
28y canng)) Slgall (e deanall deaiasiall dpalad) dialll Hhal faliid solsdll Gabi pe Jl Gaalia
2023/02/13 i Ll
—: dagala
lgall axe Cuagl 122023/02/13 2 \ghuday 28l adag) Slgal) (2l dranall Lawadial) dsalal) diall) —
o i Gastro-Resistant Granules for Oral Suspension Haall J<) O Cua @y peaniidl Jad e
Bale Jgaia (Ao dalially Banall (aas Aoladd dejall 221 Ay 6 Lgule s Cigllaally NaHCO3 1 sale Judass
.Sl o Esomeprazole

& Mirabegron + Solifenacin succinate + Tamsulosin Ao (ggia3 aaa il pasivie Judin) Ao d8)gall are ¥

ol acfgtl) (gadai pe Jilall (Gaalia (e Lgddag Jamail) ant cilpastinud) ¢laly « oral dosage forms s)s.a
2023/02/22 4 g Ldsal) cllliadlly SH (alpal deanall deaadiall dpalel) dialll )
—: dagala

Lady Caal :2023/02/22‘2,5 lgidan dlgal) Slilwally ASY () drasall Lawdtial) Lialel) 43all) -
ALYl bee alge EDEN aladinY deskall LSl Ao liy Glod 2 Baa daale lud)s A58 a0 adel Glldy juaaios)
oY) e il daadlal) CYsSsgull ke diblgia e AuSHl o3gd Alladl dgal) CSH G
Mirabegron 50 mg + Solifenacin succinate 5 mg
Solifenacin succinate 6 mg + Tamsulosin HCL 0.4 mg.

Trypsin-Chemotrypsin complex + 4S5l e (gl s Gl pasive Judin) e dadlsdl) p2e = *
e bl aalia e lgidag Juadl) cias Cilasiiall ¢lalls oral dosage forms &= & Doxycycline
2023/02/28 & Lgiulay k) (e daanall Zeacadiall Zualall Zialll Sl ol aclsll Guls

- 3.5\9&.4
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Slo Aalsall adey Cuasl :2023/02/28 b lgiuday dibald) (e drasall Laaiial) dalal) Liall) —
s AV Gl ellyy jeanill
At LSl lelg dideld it duale cilaley ASHa aaim o L 1

-Antibiotic & Proteolytic enzymes ¢ geall e bl ang Y L2

ot Gl peasiall elally ¢ Anamorelin sale e (ggiad sasa Cilpiasiog Jliial o d@lgal) aae - *
2022/11/03 & \ginday 4805l Adsad) Aiad Hal ol delsall Gadsd e Sl Bolia (he lgiday Jasul
. 2023/02/28 5 gudas dadall ilailly (U pull drasal) daradiall dualell alll ) jg

—: gl

Lalgall aaes Caagl 12023/02/28 L& \ghalay dndiall Uailly lapdl dranal) dawaiial) dpalal) diall) -
P le a5l 2022/11/3 b Lgnadas ddlsall Al Al )l Tanls Alledll saldll Janas e

b Cun ol Jacal EMA ) iy e 2l

o ol mlla 8 Gl ailiall Ghlaal (e -

marginal effect on lean body mass and N0 4l jeasiwdl o) Cpi 4S80 (e dedidl cladyall —

proven effect on hand grip strength or patient quality life.
IS Gl sl Auigale padt ) dadial Cilagleal) —

ol caat Gl pmatiadl) elallg e Zabofloxacin sale e (ggiat saaa Gl pasinie Jugial e ddlgal) axe = *
sl GabeY Ananall daadiall dnabed) Zialll )l ol @l aelsall Gubi co Sl Golia e Lgding
.2023/03/20 i Lgiudas

- Z\.hJAlA

v daalll clly Lo (A @38 2023/03/20 A Whadas jaall Gl daaaal) dawaiial) daled) dall) -
Cun paatioual) 138 Loleldy lal 28 LS by 39ag poad B3l diaed (83 2017/09/19 & Galod) W) 3
Codlll cligll 4 AKnlkY) el csd cllile daal) clpastiol) ()
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2023/06/01 (b giuka, do) L8l Ldl) Lialh )

Gentamicin sale e (ggia 3l Jaaill cns Cipaniva) Jaas Silelya) JlaSin) e dadlgall aae - *

Uit e dlgal) i ell) (ks aa Bl Gaolia (e Lebing Al e anmsall sla31udl] 70.3 585l
Lranal) Laadidl Luaal) 2iallls 2023/03/09 & Lgiulay Afgal) Aol iad el 1aliie) saas ol jaad

2023/03/27 b Lgiuslas )5S (yzalyaly dbualiilly Lalal) ealpad

—: igals

& Gentamicin sslece 0.3 gM 355 e adlsall a2es 2023/03/09 (b Lgiadas duifgal) Aasd) dial cuagl -

JSal 1389 S5 1agy peaninall 138 digale (o &IS Cilagles aag3 Y 4l Cua topical cream Jasall J<al)

0.1gM 58 rwnsd) iVl Galdll aspall 31 O alell g sl

:2023/03/27 & \ghealay 5y 5SA) (alyaly dnbealiilly dsalal) o adll dranal) dawaiiall dualall diall) —

a5 topical cream Jawall (KAl 4l las adipe 0.3% 3l Gentamicin 3 sale 585 ob caas

Topical 1 4.l L Ophthalmic preparations s)sa & dsall Ciligll aaes & Jasse S5

JSE 1aa & Sl gy S Glaglas 223 Y5 0.190 S5 dmall clingl) 8 Al preparations

= 0.3 gm S5 o d8ilsall axs 2023/3/9 by Aleall skl Aiad 1 w5 diall) o LS Janal

. topical cream Juall J<all & Gentamicin sl

all 3L 105 mg /5 ml <5 Edaravone e (ggian sana cilpcasione JLdial Ao dadfgall =*
D] Gulall 239 2010/04/01 & NSAIDS 1 (alal) daill Lialll i (e il Oral Suspension
.2023/07/01 (s
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2023/06/22 b \gidas Aoy} ddlal duiah) Aiall) i))d

2023/06/12 b \giudas <DV clilialy Lyhaul) 4350 dacadiall Lualel) diall) doag o dadsall - *
* (Dimetridazole or Metronidazole) sle aaf e & ginal) dphanll G panioall pladin) asey
i ) Al yanionad) e LA 138 (gen o o etV @Dl desdial) salally cililgaal)
Lall) 5o) e el 6 Alge IS mid Alaisd) Gl asisa) (ads Lady cJaaadll SaleY dadal) ol Qo
. glagy) séal
—: Magale
ke ol 2023/06/12 3 giaday cidled) cililalg 4l Agdll Laadial) dualel) Liall) cuagl —
* (Dimetridazole or Metronidazole) sl alasiu) 2 ¢ (Dimetridazole or Metronidazole)
el cns ol Alsisall sl e LAl 13 (e o Glo (o) DLl dassiid) Hgulally Clifgual
b il e @l Jeaal) sale dasiall f
Metronidazole jasiwe yiliauhn Dl clilialy 4ylaullasDlacaadial dudellaiallicul o
Mgindl derdivdl ililgall & Lgaladind Glaly 4l g Nitroimidazoles degaas (i (e ol piasivaally
f oY Jcald s, aaY)
Liaidl e alaiiaV) G augll dami jeaed) a3 dejluie Cinal @il Sl cilabias Loglie 5all *
il Saal) 53358 (e Ala) agallell Cagliall Jai i 138 daiy o bilally cililgaally Gl & by Kol sl
Jang slall a8 e il laa (e g€ Lo ag clig Soall cilalins Laglaal Taked ST T ool e
i) o gl ale¥) Zole 3 Allad e sl
Belis) 2ty Al Bpdiall Loallal) Clanagill (pa yias g Saallilaline daglie f Auallall daall dadaiecuilef S8 g
CligySaall sedal Glasd )l OIS aall clailly Glgaadly L) (sl lgaladin) & JalEY 1 b Saall lalias Jlaxial
oS A gladl)
Al 4 s g Kuall cilaliadl asdic 4aili 2019 sle 8 dsallall asiall dadiie cure] g —*
Coliae daglie palls elgin halaall 5l Sladliu dacls delia b saeluall aajeS lgalatind aaly oVl
letsiaa wy g () 2 Dkall dariivadl) g jall ilalias alading) aie cihyall s3a aal (ag - cilig Saudll
Dhgindl] deadivall Glilgall #3le 4 aladawy) o (Important for human medicine ) Lalle
il gz all deainal) 4353V citia EMEA 4351 aniil 4)s¥) AllSll Ladly (Food Animals) )
s oY) DI deadinal) lilgal) 8 Lgaladin] aias Very Important for Human Medicine
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(Metronidazole — e seas 3o 435 alaiin) aie 52 2019 ale 8 FDA 5laally 40 Y dakaia cuilef s g *
Dhginl anadinuadl Glilgall aaea & Ronidazole — Tinidazole-1pronidazole ) Nitroimidazoles

O Ac ganall o3a o adaiy Ll elldg ao) @Dlgandl anadiid) Jeually dlanlly jguhal) diecaiag oY)
Ll alaxid (spadll 4naa’l <3 ( Important for human medicine) il

Dimetridazole 2 A¥'5 Nitroimidazole dcsese ciiaca EMEA 415 aniil aug)s¥) allSll Lasf *
daxiaall lilgal) 8 lgaladnn) aia Al 8liall Gea, Metronidazole,Ornidazole and Tinidazole

s3gl lidfia 29ag 4aiui g (EU by Commission Regulation NO 37 /2010).... 31 ¢Dlgiad
anpdl) 23gs Las Calsall dausily (ian G _adl) oDl dartiid) cililgaal) eliacly daul 3 LSl

(EU by 4u)s¥) Sl analad) =iloll) 3 5Ll 138 2ol &5 2y . culig ySaall clabine Laglie 50

Aeadivdl @lilgall 8 clSiall sda olaany) alls 85 Commission Regulation NO 37 /2010 )

calsilly ol Mgt yiiey oa) DG

alasind Al 8 o asgaY) anil 4y )oY) AUSls ydlially 4] dadiiag dpallall daiall Aadaie xSl 3y 128 %
axc olelye and aa¥) @Dl deadival e Glilgall L 0315 Nitroimidazole 4csesa (o jliall

oo e il e gl Ll dc L)l 5 ol Lgalatiin aac g 45aY) Cilagdn (e 4t Ll Jaall o ol Lgaladin
L lgliall de genag 4l jgag (OIS Jadadll 8 st e asasY)
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2023/07/13 b \giudas Augsy) ddlpal didh) Aiall) i))d

2 Pentosan sl e (gint Al doail) it Gl peaniiall Jiad clehal Jlinl e dadlsal) ae - *
Gl paniose Jlind e 2alsall aaey aelsl Gkt e Jiliad) (3aslia (e Leddag iNjection Jasall J<l)
2023/05/21 (& \giuday Zugadl) Zue g1y Clall (ialpaY daonall Laradiall dualall Ziall) Sl faliin) saaa

—: dagala
uady 1 2023/05/21 2 gl 321\9.:41\ de ¥y ldll (Y dranall Lawadiall dialed) Liall) Cuagl -
A (e dediall aladiN) elgaly Jaall (KA 3] A8 duale lufys AN waf adal puastioll

Vildagliptin sale e (ggias Al Qeaiil) cins hpanindl Qs Slelal) JlaSind e dab)gall axe —*
ol 5as Cpantivoe Jlind e Aabsall adey aclgil) 3udai pe Jiall Galia (e Lgddas 100 MY 5S35
2023/06/08 b giulsy slasall 23al) ialye daasal) Laradiall dualall Lialll )l

—: dlgala

Jonast (231 :2023/06/08 & lghiuday slaall 352 () dranal) Lawaiial) dpalel) diall) cuagl -

t oy dualall Lalill e puasid)

P Y e al) Mgy ingluie (fiesa o dandia aae 100 oo Lagall imnpal) dejall —1

50 mg twice daily for patients with normal kidney function tests
50 mg once daily for patients with kidney dysfunction

odal) S0 Agalag aleld i A4S Sl and p2e —2

Taliin] eloll Gahyal (3 alassudd Lactobacillus le (ssind daes pe s hpanions Juiin o adlsall —*
Oe Al Galsill 2ug 2023/06/12 A Winlay algilly slull (aha daanall dacadiall dualall dialll )53l
D) jpaal el

—: dbigala

o A5l :2023/06/12 A Whalas ulgilly sludl) Galed draaall daadiall dualal) Liall) cuagl -

.recurrent infection &, <all (gp0ell CVs (mny (8 b adl Cus Loalel) Lalill (o juaniosal)
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dp ) e Ay sea
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2023/08/10 (b \gias Aoy} ddlal diah) Aiall) )3

2023 judis el Jl e &y Mirogabalin e (ssiad saa duea e il peaatione JUiiad e dadlgall - *
lgie pumniiue Jol Joltip Jinnd (oo gl 4 amy Lgie 50 anallig il pumaisall a2g) Ailsall d1aa) daslia 2sg

Lidocaine) 4S5l o daginall Jiaiiil) cont i pastisall s Clelya) JleSand e dadlgall aae -
Jli) o dadlgall ane g 2clsall bk Qi) galia il (Diclofenac sodium + Gabapentin +
Lgialasy aUsalldalyng Jalilly a3sle gl (el daesall daradiall Zualall Linll) el aliiul 50s il pwaativu
.2023/06/21 L3

—: dgala
:2023/06/21 2 \giulas alial) daliag Jsalilly ajsibeg b (et dranall Laaiial) Lualad) diall) cuagl —
V) LS @l jasiaall e dadlgal) ade,

ASHN lals dide b cufin sadine daale (3lysl aaim o) 4S50 1

- 35,8 (e ptiall 2l pasal) 8 Topical dosage form < Gabapentm Naalealadin cale (ulufang V.2

Centanafadine sale e doginall (ail) ins cipanival i Slehal JleSial e dablgall axe —*
Slahall (e elgi) cpalBaaa Gl piaatine Jliiul e 228 gall axe g ac)sall ok Jilal) gaalica re Lladl
il Ll Bpnsitl) (yinl e S Aeannal daadiall dalad) diall a1 Taliind daesya Jgo 8 Lobimaiy ASISY)
.2023/07/19 &
—: dagala
Sl Aadlsall 232y 120230719 A Wgiudan dusanlly dpuiil] ()5 dranal) daadiiall Lualed) Liall) cuagl —
allal) gl 8 Sl el Adlad a3 AKlCY) L)l st ke daaY) asional) o G piaatindl)

N|Cer90||ne sala ‘515 4_\).\;43\ M\ TN "‘)..Aa.u.ud\ dM t_i\g)a\ dLaS.Lm\ Gh: M}A\ edc —*
sale) Ao dddlgall aaeg saas Gl paatiie Jhiul Ao d8)gal) aae g ac)sall Gk Jibal gualia o Wil
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salal) Laalll el Tl defgall (gadd ae Jiliall aalia (pe LgBlal) g Alasall Clpantivnal) Joas
2023/07/19 & lgiudas dusanlly doviil) )yl daanall Leaadidl)

—: dagals
il L ik :22023/07/19 & halas dpmanlly dpwdil) el drasal) dawadial) dpalal) Liall) cuagl -
cinaal Nicergoline J sale o) Cum juasivwal) o dilgal) paes 2022/06/13 8 lgindss Gilud) L)) xie

Ergot J cliiie claadin) ) L=y 13 Piracetam J) sale Jie Gl ST saaa cillie cajels 285 4o

. EMAj\ ijﬂ‘;.ﬁ”u@&ﬁjm‘am&wi

Hexoprenaline sl e dginall Jaail) cand il janinall (b cilelial JeSiul e dailsal) are —*
Geolia (e i) oda Wil g Oral dosage form,vaginal dosage form : adaall JIKEYL
Clpanionall Qo sole) o Aalsall aaeg ¢ Bayan Cilpaatioe Juiin) o 21l aae g aclsall Tk i)
salal) 038 e duginall Gl pantioal) s hains) aa 2elsdll akiig Bl Badlia (e Lila) aig dlaall
aflgall Al At )l ol &80s) Adaad) dasalll dalial) e o cilidiiondlls Injection  Jawall (<L
:2023/06/12 & \ginday adgilly eloll (ol dnasall davadiall dualall 2iallly 2023/03/16 8 Lol

—: dagala
Lalll agi (EMA) g s 4 dgal) ) 13kau) ey 8 2023/03/16 B \iaday dujgal) ABEY diat -
. Obstetric use 1 . oral tablets Jx.all J<all 4 short acting Bo-agonist J) aues alaaiul e Jasally
2 o 55 11l :2023/06/12 3 Whalas wlgilly el alpay drasall awadial) dualal) Liall) cuagl -
Q) e suads Lala 81 sy (953l Sleall e s s short acting By agonist I < salall
oral dosage form,vaginal dosage :aluall JIKaYLhexoprenaline sabalasiul calab alll agicllily
& ol Jhlaal adliadl e o WS aladand) 5L Liss obstetric indications adall (=l i form

Osie a3 EMA 1) adse oyl o3 W il @llyy il mlla

Restrictions on use of short acting beta agonist in obstetric indications
aagn 4l WS ¢ ) dplall ddaadlal) ciat Ladh ibidtioa) 8 i Jual) JSall e SaVL dall) agiy
. (progesterone, dydrogesterone) Jie adall sl (uiid (gpad) @oudl & Ll iST By
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2023/08/17 b \gialas Agdy) A8)pal dsal diall) )y
Clily Bae g Sl Galia (e Lgilally Jamatll Cant Gl paaioadl) Jinass Gl JleSind e adlsall are -
Zuranolone saldl e (s5iad saa Cilpasioe Jliind e Zabsall axe g selgall lads 4spad) clgall din
. 2023/07/19 & \giuday dypaally Al (el Zaesall daradiall dualall Ziall) 5l Taliin
—: dagala
e atlgal aes :2023/07/19 L Wil dpsantipdawdil] (aedl drasaliiiaaiial) dualel) Liall) cuagl -
Apallal) clingd) 8 LS5 ol Aulled 2 3 LSadSY) luhal) it Jle Jaal) peaatiosdl o) G i

Baas daaye Clpasiie Jliie e Zilgall " muad 2023/01/12 b Wiuday 2l Lalll 5 Jawsi - *

pae)ill Tada adll el (e Ayl ASY) SN e (ggian
Acetaminophen 325 mg
Dextromethorphan Hydrobromide 10 mg
Phenylepherine Hydrochloride 5mg

Chlorpheniramine maleate 2 mg.

lily sac iy Bt Gaalia e Laldly daaail) st lpeaniona) Qi Clehal) Jlaind e dailgall oo —*
Sleha) JlaSinl Ao dad)gall adeg sais il pantiine JLdinl e d8blgall axe g ac)gall Le,xlameAS\ elgall diua
il Bac Wiy Jitial) saalia e Wiladlg ISoxsuprine saldl e (ggias Al Al ¢l paatioal) Jaad sale)
o Leindas 2005l A1) Lind ) Toliid aelsill (ks e el Bole] e llyg 4gpad clsall din
2023/07/19 & Wiuday Zsanlly Londill (el dranal) duaradiall Luddal) iallly 2023/05/18
—: digala

P AL Gl planiual) Jiad Ao Baaaill : 2023/05/18 LA giulas Aulgal) Aaa) sl cuagf -
s b Lgalasinl i Isoxsuprine Alladl salal) dulladg dvigale (i Cilaslaa (6l (Ao Jri ol =
Cerebrovascular insufficiency or peripheral vascular disease

Risk of serious cardiovascular side effects when used as tocolysis Jis 8ydas duils Bl 41 -

ApSal) I Aallal) Uil 5206 8 S EMA ) 4 piile s
e il of alall &= Obstetric Indication 8 4ullad 222 FDA 5 EMA (50 S 8 4y 23 -
Ayl Joall e PLREEN
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: Ay Qb iy pantual) Juas Bale) o dddjgal)

2023-05-18 & \ginlss dlgall abid) dial H)8 wg dall) L]

.Cardiovascular effect l¢ sulas Lusla &l o 4l Wl dligla 558 dia a2din o] laall 138 .2
Cerebrovascular insufficiency or peripheral vascular <¥la b Gl il s85i0 Jilay @llia .3
.Nicardipine, Nitroglycerin & Verapamil 1l Ji. disease
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2023/08/24 (5 gy dugs) Ad)pal Aal) Liall) )3
it Clpantinal) Jiad Sleha) JSind e 2lsal) s’ maad 2023/08/17 b Zuall Lialll 1 Jaaei - *
o Aablgal) ey ac)gill lada A peadl eloll Al ily Sacly BN Galica o Lgilally dumayall e Janastl
Laadiall dualal) Lialll )3l Talind Zuranolone saldl e (ggint Al duaage yé 5ada il poantices JUiil
2023/07/19 3 \giulas dusanlly diwinll ()] daandll

Balall e (ogiat Al il caad il paatisall eladly sans i pasiiie Jhiiu) Ao dadlgall aae - F

elgall Lia lily Baelly Jilll 3lua (1o Lilal]; Ophthalmic Preparations 8,5 & Diquafosol
Lgiday A0l (ygal) dabin (el dranall Laadiall Zialal) Zialll )l Taliind elldg sefgall lada 4 jeadl)
.2023/07/31 #

- Z-LJAJA
Uiy 12023[07/31 A s Ludlly O gaad) dala paled drasalidaadial) Lualal) ialll cuagl —
p ey el

.Dry eye zal (spadl Goudl A 5,5S Bl 2ga4le
Oe i) eha) bl Wil WS jpuasiidll Glals Ao b iy 48 je Al e dedkal) cludylll o
SN e dedall (3831 (e 29 W laua @iy Randomized Clinical trial
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2023/08/31 (4 lgiuulas Agay) A8)pal Al diall) )
Jonutll cnd lyumntiadd) daaa Slela) JleSin] e d8gall aae g Saas Glpaativie Juial e 2@l are - *
(Acefylline piperazine <5l 4 (Acefylline piperazine + phenobarbitone) i<zl e gl Al
A3y aelgdl) (ki e A yeaall eloall Lin il 5308 (pa Lgilally BBl (30lia (1e Lgdda s + phenobarbital)
Jall (e daasal) Leacadiiall Zualal) aialll g 2023/02/16 & Lgiulas dsifoal) ddaall dial el Taliia)
.2023/03/20
—: gl
Bale Cida gas il Lol o Aol Aiad) diad ey L)+ (AUl Cuagl 2023/02/16 & haday Alaa) Liat-
inse B (e Ll W acefylline piperazine/phenobarbital e (s5ias ) 4aSl LS5 (s phenobarbital
(s 2ol b oale bl Lgd Gl il LS calligha ol adl alaanay) Alls 8 ledy) s g Aflga CDIAIS Saae

b AL 2023/03/20 A Walas jaall (alad draaal) Laadiall Lalal) Lall) cuagl -

i jall aaSlly il ga)l) o Slal Lol i) z3all Gl (3 2939 Led ol phenobarbital 1) eale @

sl Gadall 230l Aligha ol Lgaladtiad) ae duald (anjall il (g (50 duils (abeY anall (e Lealadil @
cabigh il sl alls G gl s

Gl Bgndly sanlsiall abiad) alagall asa¥) (saal pladind (Ka O all ol Clingad oamyal) Gans i) s 3 @

Alic dejaag sadas

@t Gfpaniiall disad Glela) Jlesing e dailgal) ade g saas Glpasiie Jliin) e dadlgal) pxe - *

e Appaall elgall Aia Slily Bacl (4o Lgilally Jiliall aalia (0 Leddsg Pholcodine e (ggias Al Jonatl

Laadiall Lualall asalll 135 2023/04/13 b lginday Ailsall Adaid) Zial Al Taliied @lldg aclsdll uls

. 2023/05/29 syt saall (alye drenal

—: Wigala

Cilpaniiall pres Ao dagailly dialll pag ' s ML Cuagl 2023/04/13 B Lgiaday Luilgal) Aai) ial -
wand 1ol NMBAS ae alelis (o g Al 8jabaal) Luslall ale¥) s @ldg pholcodine sibe e dagisall
bl e (3] )5S Wil 4l lsall (o)) (s effective measures to minimize this risk clsds 2060 cilgal)
Al s2ld) e (ggind A il puaniosall Gl o anasil Lmaall el ashal dnse e wjsiy SIS
"EMA 1 1% ) lale pholcodine
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b AL 2023/05/29 A sy jaall (ald draaal) Laadial) Lalall Liall) cuagl -
Glpasiuall s GaBEMA D @ e 2y @llyg pholcoding sale e dogisdl @l pastiia) aues Ao Jagasl)

p Jall gesyy (Mls pholcodine sale e diginll
EMA’s safety committee, PRAC, concluded its review of medicines containing pholcodine, which are
used in adults and children to treat non-productive (dry) cough and, in combination with other active
substances, for the treatment of symptoms of cold and flu, and recommended the revocation of the EU
marketing authorisations for these medicines. The available data showed that use of pholcodine in the 12
months before general anaesthesia with neuromuscular blocking agents (NMBA) is a risk factor for
developing an anaphylactic reaction (a sudden, severe and life-threatening allergic reaction) to NMBAs

Gradl Gsud) & gl Ja 35ay S 38LLYL pholcodine salad yladll 13a Cuisil digeia aag il Lialll (55 LS
Al aliae E\IUJTS PRES N

2 Bacitracin sl e doginal)l Jaaal) can il pasiivaal) lally 5o cilpasivse Jliial e 438)sall are - *
:2023/08/30 3 \giuday JUlY) (ialpe¥ daenall daradiall dualel) diall) el laling Injection Juall <A
—: sl

: AL 2023/08/30 b lgiaday JUY) (Y drasalidaadiall dualel ialll cuagl -

D paniue pagads 2022/9/15 & Federal Register I adse Je 2y5 L Ao 2l cllyy jaaiuall iy
.Bacitracin injection Ji

The Food and Drug Administration (FDA or Agency) has determined that bacitracin for
injection, 10,000 units/vial and 50,000 units/vial, was withdrawn from sale for reasons of
safety or effectiveness. The Agency will not accept or approve abbreviated new drug
applications (ANDAS) for bacitracin for injection.

Cyanocobalamin salall e 4 ginall Jaauitl) cans col yianiosal) eladlg Basaa Sl pantivne Jliial e d3dlgal) are - *
2023/08/22 b \giuday A3ll) (e drenal) dacadiall duadall Lialll a0 Toliu) 5 mg Sl

—: dgala

p AL 2023/08/22 & Lgilay Aihl) (2l drasalldasdial)l dLalal) Liall) cuagl -

5)5S%ll LiaMall dejall (e Taa e Cyanocobalamin B sale 585 of Gus ¢lldy pmsivd) e 2a8)5all a2e
Adult : 50-150 micrograms daily a5 BNF 84 alall sl &
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Diclofenac e (ggias Ll dniitl) cns ipeantinnall s Slelal JleSind e dadlgal) ane - *
(39 Ao pad) eloall Lia Clily Bacl8 (1 gddag Mouth Wash Juall (K516 %0.074 <5 Epolamine
Ansyall aael Sl saa antiae Jliinl e dalgall aae g aelgill lada il 3aalia
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2023/10/12 3 lgSudas uos¥) A8, Lal) Liall )

Gl ac iy Sl saalia (e Lgilally Janadll cad il pimatindl) Joad @ilelpa) Jleind e d8lgal) axe - *
Clindamycin ) 4S5l e (ggiaians il panine Juiinl Ao 438lgall aac 5, 20)gall aadai e Lyl olgall i
Ll i) AKuIKY) cluhall JLSiul sl (Phosphate + Benzoyl Peroxide + Adapalene
2023/09/18 3 Ly 5583 (yalyaly dbusliily Aokl (ialyadld dranall diaadiall dualsl)
—: digala —

5y5SAl yalyaly dalualiilly Lalall iahedl] daanall Laadial) Lualal) Lalll o joasivall (e & -

clly Le Sl o 2 A58 (e asiall aball Calall () LeS L Zaaine Sl lalg Ao iy 5oUS s

. Phase 2 & Phase 3 sy 8 4SSy clual) s

bac By Jiliall gualia (e Lgilally domadill cand il primninadd) Jomat Slehal) JleSind e 2a8lgall a2e - *
e sad aaa Chastie Jutil o dasal) aacg ¢ aclidll Gl pe o jadll elsall ds Slily
Laadidl dodal) aalll [l Taloa LKy cluall Jlsadl oual Fexuprazan Hydrochloride
:2023/09/14 b lgaudas 2y cacagll Sleall alaY daenl)

- Z.EJAJA—

& ginday ally aagll Slead) Gl dacaall Laadial) Lkl dialll e juastid) jaje o -
2 ) AKlCY) Sl e elgmy] paad @iy puastid) o dilgal) ares: cuadl 5 2023/09/14
adizal) ddlall Ciling]) 8 Al Ll dullad
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Gl panivee Jbtind Ao dadlgal) axe maal 2019/10/03 Leiuls, 5aY) Ayl Aiall Zaall) 8 Qe 2y - ¥
Slpaniiall Jiaadt @leha) Jlsind e 43854l axe g Methylphenidate sl e (s5iad duanye e Sa0a
A.cbﬂ\ é:\.\LB & 2\.:1).-4.43\ c«bﬂ\ s Glily EJLG} Jatad) &JL\.;A (e L@j\.db 4z ya ):uj\ d:\;mﬂ\ Caad

—: ddigala —

< Methylphenidate sala (alall duall alll 518 st 0 2019/10/03 3 dsdll dsall) <y 8 -

Caal Gl pasiaal) elally Cbpaniua) Juaad clelal Jlainl e dalgal) are t muad 2018/08/02

iy 22 mg S Methylphenidate sale e (sgias saas il panie Juiin) e dadlgal) pac g dinadl)

2017/09/07 (& \giuday Gupaally dpsiil) (e doaradiall dualall aall) Sl laliin
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2023/10/19 b gy Aoy 4810l Auid) Aiall) B

L paall efgall s Cilbily Bacld (e lgddag Jaaidil) Cat ol pemativnal) Juanns Silelya) JleSind e d8dlgall are - *
Nilvadipine le (g5t s Cilpanivi Juiiul o 438lsal) aey ¢ 2efgill gubi ae Jiball G1alica (1
arsjall aaad ellyg ¢ luhall elgil sl Alzheimer z3le i alasaundl 16 mg 5.Sall

Tel.: +202 — 23684288 +202 — 23648769 +202 — 23640368 Ext.:1170 Fax: +202 - 2368419
Website: www.edaeqypt.qov.eq E-mail: Teccom@edaegypt.gov.eq



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

Arab Republic of Egypt dp ) e Ay sea
Egyptian Drug Authority iy 4y puaall g gt dip

Central Administration CAsal )
for Pharmaceutical Products ddaual) &) paaiuall

Technical Committee &2l i g gaY) A8 el 580 Aaay)

2023/11/02 3 \gudas Lo81 A8 Lid) Liall )3

Bacld (heg Sl Baalia (1o lgddag handll Cand Gl paninid) Jaid Gilelial Jand Ao 2adlsal) pxe - *
e 5 syaa Claatiue Jufil o dBlsal) aacg ¢ aclidll Gk pe dpadll elsall A Sy
Lacadiall Zualall Laalll )l 13bna) @lldg ¢ A<l calulyall elguil a1 100 mg < Alk Ulotaront
:2023/10/23 & \gindas Lsanlly doiil) (alyedld daasall
—: Agals —
o Lgiday Banaally Londil) (ialyedl] Aeanal) uaadial) Apalal) diall) o i) e o5 -
Gluhall s Jhle daal) jeasiod) ol G jeasivd) e 8ailsall pans : caasl Ally 2023/10/23
gallall gl S ASHI oy dallad 2 ) ASlCy)

Bacld (g Sl Balia (e lgdday Jonudill caad G peaaiiaddl Joad @leha) i) Ao d8gal) are - *
LSl e (g5iad Baas Cilpaatioe Juil o dadlsall aacy ¢ sl Galdi ae djaall olsall La Sy
Loalall Liall) yal 13l ellyg (Tablets  Jwall J<aIL Mirabegron 50 mg + Solifenacin 10 mg

:2023/10/23 8 \ginlas &l sl lilially SN (ialial deanall dianadiiall

—: gale -

& Ll Adal) Alilidlly QY (e deandl) davadiall Lualell &inlll o juanivnll (mge &5 -
Aaalll (g dsstaall luhyall 351wk pael poasivall by 1 caagl Sl 2023/10/23
.Tablets Jwall J<all 138 8 2S5 o3¢1 (pharmacokinetics, pharmacodynamics)

Tel.: +202 — 23684288 +202 — 23648769 +202 — 23640368 Ext.:1170 Fax: +202 - 2368419
Website: www.edaeqypt.qov.eq E-mail: Teccom@edaegypt.gov.eq



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

dp ) e Ay sea
A aal) ol gall dingy

Arab Republic of Egypt
Egyptian Drug Authority
Central Administration ) 4338 4l 30
for Pharmaceutical Products ddauall & pasiuall
Technical Committee & 2laiccs g 9N A8) el A4 Aiatt)

2023/11/23 b giola &gy 48),al Auidl) Aiall) )b

Empagliflozin ) iS5l e dginall doaial) cants il paniosd) Jaas Slea) JleSiad e dadlgal) aae -
Qb salia e Wisg Extended Release Tablets Jwall (<L (+ Metformin + Vildagliptin
DA ol sana il peaativse JUitid o Z8lsall aie s ¢ aelgil) ulst ae dopad) olsall dia iy saclg
2023/11/06 L& \giudas a3l sibially clacall 333l il e dresall daiadiall Luclal) Liall
—: gale -
b Whadas ailglisally slasall a5 e dranall daasall Laadial) dalel) Diall) o paaisall age ol -
G al) 48 (e duglladl) ciluhyall AG80 auols el jeaniod) o dilsall pxe @ cuagl Sillg 2023/11/06
Vildagliptin 52l o) cus (Extended Release Tablets ) Juall JS&I 13g1 2S5l dileldy la) i
- (combination) 4uSy 4 5l 5381 d)5ea b elsu tablEt Janall JSAHL dsalall xa)yally dons ol djﬂ\‘iga;ﬁy

3500 Nitroglycerin e doginall Qo) cn cilpanionall Qs Slebhal JleSial e ddlgall axe -
Juitiud e a8lsall are s ¢ 2elgdll Bk xa dojpaal) elgall da Cilily saclEy Ll Golia (e lgidss 9 Mg
18 duleldy Glal i clabyy jsela cpn VI LA 138 (& Il slay Yy dunnal) paal @lllg ¢ Sads Cilpanie
2023/09/27 s \gisdas dugaal) e ¥ Qlall (yalpaY deanall dcaradiall Lualel) diall) )l ol 5853
2023/10/26 & gulsy d0)gal) ddadl) dialy
—: gale -
b Lgiedan dyganl) Lo ¥y Ul (Y dranal) dawadial) dpalal) dialll o planiuall Gl ai-1
S 03 o Cun 2.5 MQ,6.5 MY 63S5 e dnalall Lalil) (e Ablgal) : cuagh Allg 2023/09/27
A3 duale duaaye g) dlia Gul 4 Cun I MY 585 Glo Aalga) pacy oadlall GUaill 8 Ay L s
pads aaeg Sl S5 13 ae el Aaslad) B o il 50K dejall sdgy nitroglycerin I ol
0o Dgllaal) cludyall 3550 aaidi adel peasi) (b g (e 9) S5l e didely Ll cudin 34 il
Tablets Jaall J<all 138 8 2S5l 02g) pharmacoklnetlcs,pharmacodynamlcs) aaall)
Jinass sale) (g pile ¥ scuag) Allg 2023/10/26 3 Wghalas duijgal) AR dial o panivall gage a5 -2
Sustained release capsules Jwall i) 8 Nitroglycerin alldl sald) e dogisall clyasioll
oo Balsall pres omsis SLlialy dlia (e o bl S35 laghas 3a58 Y 43 Cus 2.5&6.5 MY (53S5
:2023/9/27 s dualal) aall) )8 I3k 2S5 13 pe dasils BT e 4l WO MG 385
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a3 Gl paniusall Jaand Cilelyal chS.w\LA:.wﬂ\exjamhu)mdm\&swﬂ\em-
B»a & (Bromhexine + Terbutaline + Guaifenesin+ Menthol) 4.Sall e (sgias Al Janal
Talia) aclgdll gakas o Lpaall elgall s Sy sae 8 (e Lglally S Badlia (10 Lgddag Oral syrup
all aleV drasal daadiadl dudell aaalll 545 2023/09/27 8 Lgiaday 48l ddaad) Laad )3
-2023/03/20 Flsy
—: gale -
tcuag) A152023/03/20 2 Whalas juall Galpey daasall laaiiall dalal) Diall) e paniviall Gage o3 -1
systemic B2 agonist uadall de ganall M aiiilgsl Cua 2S5l & Terbutaline saledsag e Lialll Jagasi-
.cardiac arrhythmia Jiw Zuils 81 ) (525038 ada ol (g Balalloda o (ggias Al Al ol ladiinlg
B Bygaan lghaud (Karg a8 ¢)gaS ditiaall LS5l 028 (e Terbutaline sale cadsy Zialll ags Gl -
il g€ g LYl s b
Terbutaline J sl e Jainills s cuagl illg 2023/9/27 b lgiaday ABa) Ll o paaioall Gae
O L e o(Guaifenesin + Menthol + Bromhexine) 4S5l e fixed dose combination sys.a 8
AL W PRGN P 1 - PREII AP C_uystéj zlaa Y Alla 3 538 Bygean Lgaladind Juady aily LSl
B b bl Ogn salall oda e (s GA\:\;SS\:\JJA\ alaind o 2023/03/20 gyl dnalall dialll )8
fixed dose combination (e dliall <YW e lall gudadg Cardiac arrhythmia Jiedals 8 ) sa5
4ag 4590 8 of By agonists

a3 il peanioal) Jaaad Slelpal d\AS.w\ésﬁs}d\exjomhuwdm\eswﬂ\am-
Oral syrup )5 & (Salbutamol +Guaifenesin +Bromhexine) 4uSall Je ggias Al Joasl

adaad) dsal Al haliin aclgdl) (ki pe doyeaall eloall Lin il 5208 (pa Lgilally QAN (30l (ha Lgding

- 2023/08/28 gotis saall (el dnanalldaasialldualal) aialll 585 2023/09/27 L3 leials, a5l

—: Agala —
tcuag) Sillg 2023/8/28 B ghudas juall (aliay drasall Laadial) dualal) Lialll o ylanival) jage ai-1
systemic B2 agonist 4adlallde ganall I i lgil cus LS5l 3 Salbutamol sale agag Ao Lallldaiass -
cardiac arrhythmia Jie Luils S0 ) (250 B oda iyl Ggnalallada e (ggins AllAaSH g pladinl
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Bygean Lghaadt (Karg AaSl ¢lgaS diiaal) LSl 238 (e Salbutamol 1) sale caday aalll pags AN -

dantll g€ Ll LaaY ] Alla b 5k

590a 58 Terbutaline Ji sale e Jaiailly: cuagl Allg 2023/9/27 (b \ginday AB&) dial e japllas -2
Sl e Wy s(Guaifenesin + Menthol + Bromhexine) 4.< il (aa fixed dose combination
DU () aliials, onall il g @iy Cundh mwsaS g 7 Lial Alls (6 535k §ygem Lgalatiind (uady 4ily
B ph i) s ol o2 o (ggian A Al sl aladind o 2023/03/20 by dsalell diall
fixed dose (e dliall e e LAl ks Cardiac arrhythmia Jiedasls S ) o35

.4a<ll 4,90 & combination of By agonists
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