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- The Injectable form, because of its lidocaine content, should be used with caution in patients with
cardiac conduction disorders or decompensated heart failure.

- As Glucosamine is obtained from shellfish, persons who are allergic to shellfish should use caution
when taking this medication.
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Vitamin D ( Cholecalciferol, Ergocalciferol) e 4:giaall il pmaival asea Jonudt o 48805all —*
e Agiaall Gfpantiiall aea g0 2500 1U e el 38583 350 i Oral dosage form
ALyl (Jla aaaia Ally Vitamin D (Cholecalciferol, Ergocalciferol) in Oral dosage form
i ol e A Alia Gt Gia §ysa o8 Vitamin D e igisall Gt gues
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Each (100 grams) contains : Hexamine 10 g + Khellin 35 mg 4uS il Qs e 488 gall —*
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Cefaquinome (as Sulphate) 4.5 % W/V.
daal) aalll )8 el $lldg Powder and solvent for solution for injection Jaall JS&lL
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G O le Amane A ol 8 (Powder and Solvent) adlal) giysea 8 2uS 5l 25mg aded A8lsal) axe
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Pipradrol HCL. 0.044 mg
Thiamine HCI 0.222 mg
Riboflavin Vitamin B, 0.111 mg
Pyridoxine HCI 0.042 mg
Nicotinamide 1.111 mg
Choline 2.222 mg
Inositol 2.222 mg
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on eeall Scientific rationale ass ¥ adf Cus @y cpantinall Jias o 28sall adey Cuasl
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LA ol g yeae Lo salal oda o (s5iad Cilpianiiee il 4alal) ~2»1 Hydrocodone Bitartrate
oo Al Ll s ¢ YY1 s XY [o YN b Liday paall (el danadiiall dudal) Liall

SYANV[AY YO G giday aglsSLajill Al Gy ¢ YAV /28 A YT [ VYT G iday daxaal

- z..hja.h—

YOV YN Laiday el Gl deead) dcacadid) dualed) dialll o joasid) (e & -
FDA L G juasiud) Johs GilaY @iy jumaafiual (ady Cuagl dua
. FDA Risk benefit Assessment J lak Leayls

YY)/ /08 ey aall (el deasall facadia) daedl Lall e juasied) Gaje S5 -
p A LS et Jle el axe jaall (b dacadiall dudall dalll cu) § Gua Gl

FDA JL jasill Galay) —
s FDA L peasiudll 3,50 bk Hydrocodone ) salal 3yhaall daslal) jBY) -
Addiction, Abuse, And Misuse; Life-Threatening Respiratory Depression; Accidental

Ingestion; Medication Errors; Cytochrome P450 3a4 Interaction; Concomitant Use With

Benzodiazepines Or Other CNS Depressants; Interaction With Alcohol; Neonatal Opioid
Withdrawal Syndrome

VY[ OVYT L e Damaall e Ayl Biad e joaatiid) e X3
alatin) ¢ s e Aaalil) 5,580 JSLal Liad s FDA ) 8 alglss GolaY puasiisl) Qs by cuagl il
XX o/Y) A oaal dsal )l b ellyy Hydrocodone ) sale

Y OYV /o)A gl Tarapdl e oY) Al e jeantiudl (age a8 -
5y&il Wk Hydrocodone J) salal sydadll Zaslall JESU Dyla @l peaativual) Jsadi (iady Caagl Sl

Addiction, Abuse, And Misuse; Life-Threatening Respiratory Depression; Accidental
Ingestion; Medication Errors; Cytochrome P450 3a4 Interaction; Concomitant Use With

Benzodiazepines Or Other CNS Depressants; Interaction With Alcohol; Neonatal Opioid
Withdrawal Syndrome

Aelaiind Belusf 5y shadl | plaig Yo YV /0 ) /04 8 paalldaad ) al gl peasiuall G (b g Cua
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ldl) ol pan o shaial S 8pas) Lysilad) HEY) e aaedl L theophylline & ephedrine ol (w sead =

..<aall Close Monitoring ki L Ephedrine&Theophylline /ol o Drug interaction Category C asas —
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. (Betamethasone + Loratadine) Syl e (ggiad saoa Gfpasiie Jliiul e 438l aoe *
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ooy Lid 4 D g¥) o Lliyl] dgnd] duasi annl (o3 Yo ¥ o A/ T Gl Lailpal] AL it Bl Al
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: oral dosage forms 3.3« & Gemifloxacin A 4 sisall i paaioall dpuilly
G panbinall - W) Calg g ¢ Jomndll Cint il pantiall e lally ¢ 3aan Glpiastiie JLEia) o 488 sal) are
Ciand sl B il A ad) ge g liag¥l Gagis Jslill Aaalll 2l e gl ¥ Alga elacly Alasdl
30 Tl Lt ye o8l Tydas Algall 038 o lgiil axy Alausall il piantiosall Jissi ¢ adls (3 auadl (po il paniiasall
CYAXY/V/Y 0 Lgaday saall (alhed daasall daadiall dpadall Lialll 5 g peadll daall A50 S
solall pellia 6 psd piliall JLlSel) (fise 2 (YIS 3l (3189 guara) (Foel) A pdrnicual) Luigols o ABE) jSie Liblio a7 =
g po <ndd Solal) )y EMA i Lo s Aledl/

dag A Cun pdaiuall fuad pady iy d Yo ¥/ V)Y A gadsy sdall (b)Y draae) daasisl Luaded) Liadl) —
: dlliy guand Goudl 4 Ll s/ Quinolones cw iy
I e ais gilly Yoo §/1/70 G olall EMA _ydl] lih Glliy pasivwell mlls 4 (] sblial] giliall lise of Cua—1
lgiven po 85 25 50Lal] )y EMA i Lo anen lledl) 50lall mllec 8 pusf piliall jhaliall 5)jsa
The CHMP was concerned that Gemifloxacin may be more genotoxic (harmful to the DNA, the genetic
material in cells) and that it may therefore cause more damage to the DNA than other fluoroquinolones.
The Committee was also concerned there was not enough evidence of effectiveness of Gemifloxacin in
patients with moderate community-acquired pneumonia when given as a five-day treatment. The seven-day
treatment was not considered acceptable because of the risk of side effects. The Committee also noted that
the information presented did not support the use of Gemifloxacin for chronic bronchitis because no
studies were carried out to investigate whether Gemifloxacin was better than other treatments for this type
of infection and because there were problems with the studies that were performed. Therefore, at the time
of the withdrawal, the CHMP was of the opinion that the benefits of Gemifloxacin in the treatment of
community-acquired pneumonia and acute exacerbation of chronic bronchitis caused by bacterial infection

did not outweigh its risks. The company informed the CHMP that there are no clinical trials or
compassionate use programmes_for Gemifloxacin in Europe.

. Severe skin rash : cww Gemifloxacin sole plosiv/ o) any saal diaf o LbY Luleel) Lyailly =¥
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25V ol Sl anivval s

Efficacy, Pharmacokinetics & J/ Cua (o doaiall 4uSill (gony 187 LlS) Lol lgy aa gy Y donial] Sluhyall L)

.Pharmacodynamics
o Olilgead) LIS e CulS ((dsmase s GLL 6 Caad ) Dlplly aapall (1o dp1a0 i e Gl 2§ Losial] byl . ¥
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apall sae gy minga g Slulll Lansy duhall el cilay 3 ((Phase) 4SS/ dls sall ey minpo _pé dodiiall Cilus)al~¥
Ll pgile Capaf il

. Olilgad) e il Ao ok af Losial] byl dans T

cdedal) luhall Ao ol 4uSyil] 6 Gl (S Y dale ¢ Lis

4ailsall = injection 8ysa & 10 Mg sl Chlorpheniramine o 4 sisall <) pasiowall duwilly*
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MHRA 3. 8 3y5 Lol linds lliy 5101 )
Ayl S35 Chlorpheniramine maleate sols p/asin/ Ll iy d il Yo ¥ ¥/ V/0V 8 lghicatay ABLY Lind —

by il Sl bl Jio sphs duila U Cigas Ldlainy Slliy bid lddive e 10 Mg _iS,w injection

cidindl )3 g Joleil] cinay ill; (@nAphylaxis )ik sse Luslusy 50 ) (503 25 20l Lainc

Tel.: +202 — 23684288 +202 — 23648769 +202 — 23640368 Ext.:1170 Fax: +202 - 2368419

Website: www.edaeqypt.gov.eq E-mail: Teccom@edaeqypt.gov.eq



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

Arab Republic of Egypt

Al a4y ) 940
Egyptian Drug Authority

;\.1.').4.4.63‘ ¢UJJ\&.L)A

Central Administration ) 438 yal) 303
for Pharmaceutical Products Md.ual\ <l il
Technical Committee x5 2aE iz g 2N A8 el A48Y) Al

: oral dosage forms 3;sa .2 Proteolytic enzymes , o dogiaal) & paaioeal] duudll *

i) o dEpal) Sy 2 A Bal) Yo ¥ /et/0 B Lgtaday A0l Adadl) ) YlaSia

S N ANl (m)all deaidl Oral Dosage Forms 35 & Proteolytic enzymes Je 4,54l
c3amal) 3 layil daad NS ol al il Jasal) JSEIL aagll chlayi)

: hgals
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Proton pump inhibitors, Mucosal protective & H2 antagonists
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Pharmacokinetics 1is pharmacodynamics ) a dsalall gl 8 sadins daale lufpy 2ap ¥ —Y
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Sodium Chloride10% ‘5&‘— (5920 &5““ d.\;m.\]\ M\ d.\;m.\ t_\\;)a\ dLoS.\.m\ cﬁj‘: 4.55\}&.!\ elx:*
Aalal) Zaall) Hhal 10l Bayas Clpasiiee Jliiy) e 4alsal) aac 5 Inhalation Solution &)sa 4

XYY [aV)Y e ey sl el dresdll Laraiidl

- z..hja.h -

PYAYY/OV Y G g paall (alil drasall aadiall Dudal) Lalll @

138 alaaia dalall axe s 55 13 alasinl g lahy 4858l wa8 ased %) ¢ S5l Juadd (jad Cuasl
AN e paid) Al sl 8 ) Sl

(Levodopa + Ae (ggias Al Jiadl) i il paniisal) Jiad Gileya) Jlasin) e 488l gal) aae *
DDAl Rt 4S5l oda e (ssiat Bagas (il pantiie Jlin) e 4adlsdl axe s Carbidopa + Opicapone)
XAXY[OAITY 8 Lday dyuanlls Apudil] (]l daesall dacadial) dpdall Zuall)
~: Agala -
A all aamy Cuagh 2 YYY/VA/TY L giday Gaanlls dpudil) (al el Arenall Lanadiall dudel) Zialll o
PRV Gl @iy jeaaival Jiad e
Aedial) Sl ey Ade 8 Cun (e Aaalll il 8 gy Al A58 (e paiall el Calall L)
Levodopa + I Jisle Wi Lags sasls 550 Jaad 3l Opicapone J sale o peall ale Gulf an50 ¥ .Y
el Al i Lags Cilye A= 40 235 Carbidopa

a5 Glibornuride (Je (g¢iad Al Jiadl) Ciad il paativall Jiaid Slelya) Jlain) Ao 488)sal) p2e *
daandl deacadid) dadall daalll Al Bl sald) sda o et aia Cilpaatee Jlii) e 43l
XYY/ G ey asdsitidly s lewall a3l il
- &JA-‘A -
pdy Cuagl YA YY /0101 8 Ll ol silially e laall 20al) ()aY dranddl diacadidl dalall 4ialll @
e 51 b (3sme 2a o5 0ld generation sulfonyl urea 43 ellys dualell Lalill (o jastiual) o 4]0l
Lol e S gl alls New sulfonyl urea generation g g yaall sl & 5,8 Jilay angg alladl 2
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Injection 5,5 & Chlorpheniramine maleate le asisall G paaivall puea aladin) jad =%
i clddiuedl Je

L el & S alle 4l dyyeal) Aagliall matis Y ALEd) daglie aaly adf e oSl 4%
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<4 Ibacitabine 10 mg/gm e 4siaall chasioal s cileha) JlaSinl e 438150l axe —*
Laalll Ll 13l @lldg 3aaa Cpasive Jliin) e 4654l axe 5 Topical dosage form Jawall Jsil)
XAYY/0R/YT 8 Luadan 5ysSA) (galyals Alusliilly dgalad) (o)l daanall diaadiall dpdall

Cam Y oYY/ 8/¥7 L Lgiaday 5y SA) Calals oty Lalall (oal D dncad) domiadiiall dudlal) Lialll -

Dolasetron Mesylate (as e 4 giaall cilpaniul Jass cilelya) JaSind e 488 gall ane =%
Jugin) e 48854l axe 5 Oral dosage form Jwall J& 8100 mg <5 monohydrate)
o Leiday Bl yalyeY Aaeadd) dcaadiall dadall aalll (5o a) 13la) @llig saia ) panting
CYAYY/4q/Y) G Ldan dadial iUaills oyl dxesall daiadiiall duadell aallly YA YY/0Y/VA
:dbhala
e Ll cully Lo sy 8 llg Yo YY/¥/Y 8 Lgiaday Zihld) Galye daandll faradiall duael) dialll -
) LU iy jematiaall e 88l ga) ade <y Cam YYY/E/YY 8 Lgiuday Galdl a8
FDA Drug Safety Communication s dolasetron mesylate sald 3ydadll duilall (alyeY) .Y
Abnormal heart rhythms associated with use of dolasetron mesylate : s
.Granisetron s Ondansetron Jic (gpaall @gudl A 5500 Jila 2924 .Y
1Jie darage Jgo 820 (e Aladll Balal) s o3 LY
FDA, Orange book, Germany, Ireland, France, Sweden, Canada, New Zealand & Italy

aday tCuash lly YAYY/0q/YY b Lginda, dadiall yillailly ol yud] deanall deaadidl dualel) Ll -
Gradl sl 5yl Jilad) e dadle 33 sl a2y ¥ 4l Cum Glldy sl Jiaad e 46l
Garagad) Jeall e SN e Aladl) soldl ca ) 28LYL 38« Ondansetron & Granisetron
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Proton s Acetylsalicylic Acid ) 4S5l e (gsiad 3aa il piantivee Jldind o 48854l are —*
Al all) )8 elally Jaail) ot il piantiaall ¢ lallg dana e cil€ fly Sa ((pump inhipitor
AERRSRRVAR
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Gt i) Jaad e la) JeSin e 488 5al) ade s saa Cilpuasioe Jlin) e 43854 a2e <
. oral dosage form 3ysa 43 gm Sy Colestilan (Colestimide) Je (ssiad Al Jaal)

sladl Jglull Milk Thistle Extract o Silymarin e gsiad sy cihuaatioe Jliu) e 4685l —*
&V el (e Milk Thistle Extract i Silymarin Jle 4giae st o Jygad bl Jlind
YY) G ey Agl) Al ) o) e ¢ i e0lS e Jl
s5ind Bana Cyanies JLiid o Qg ae:Y VY1) /o) b Lghadas Bl Al ) 8 = Asale
S paniine ol dygad il e 4asall aaey Jadll Jslall Milk Thistle Extract o Silymarin e
LJiladly Jiliall 3580 . e sl ) e (e Milk Thistle Extract s Silymarin e 45

s 2y Al Aiall) A T AN 13y LU (il 23050 DS il pimnionas Boud] g
.Y~\2/~'l/\"l‘_;\.€_m )
\‘~\\/~/\/Y°Gé‘.@iu&;g@ﬂ\u\)ﬁéﬁkﬂe&:\'~\i/~1/\'1‘g\é@@ﬂ\w\C'_Uﬁ—Z:\L};L\

Sl il pumniane e Lailyd ED (e ST e gt Vg€ 5 el lge e A o) aaey Galally
LAl
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- . e

Gt Chmatioad) Jaad e la) JeSin e 48] 5al) ade s saa Cilpasie Jliin) e 43l a2e <
Delayed Release 3, »<= & Pantoprazole + Sodium Bicarbonate .Syl e soian Al Jaasil)
eoagdl Slealls Al Y daiadiall daaadll dudall aalll )3 lalii Granules for Oral Suspension
YaYY/[ao VY 8 e,

YaYY/eo/YY b lguday camgd) Sleally aSI GalieY davadiall deasall Lalall Dl cun — ¢ Aasale

P AV Cldl ellyy sl Jiaad e 28854l e

dcyal) 2l Ay A Lle b glhals Sodium Bicarbonate J sale Judast 3 casiins  dasall S 138 Y
.Pantoprazole ol Jszie Je Lliallg sarall (aes daladl
Can il pumniasal) Jiaad e ha) JleSin) e 48] sall ade s 5a0a Clpaaine Jling o 285a) aae —*
dpalad) Al )l lalwis) Ticagrelor 90 mg + Aspirin 81 mg 4S5l e (ggian Al Gl
XYY/ 0q/0Y) b Lgiaday Aygenll e Vs i) Galie dranall daiadiall
YaYY/ea/N ) b s 4 sadll due Y15 lil) ialhaY daesal) Taadidll dudel) Lall) Cuagl - ¢ ddagale
lids Cun Aediall 4S5l 6 ol Cleja 385 el Glldy dalal) Lalill e sl e ZE15all a2y
il deyalls Lasy iy Ticagrelor 90 mg sak dcya of ( FDA,BNF 83) sacieall dyalall aalyall

l:\AﬁaM AR oe A.a_)".'a‘)!\ g_\;_atg_j k_\..)élz\.ﬂﬁ J;\j UAJS‘;@JASplrln salal
Acc. to FDA :

-Initiate treatment with Ticagrelor 180 mg (two 90 mg tablets) oral loading dose.
-Continue treatment with 90 mg twice daily.

-Use Ticagrelor 90 mg twice daily with a daily maintenance dose of aspirin of 75-100 mg.
- Maintenance doses of aspirin above 100 mg decreased the effectiveness of Ticagrelor .
Avoid maintenance doses of aspirin above 100 mg daily

- . e

G Gl pmaatial)l Jaad Slelia) Jlin) e 48 sall axe g 3aaa Gl pantinie Jldig) e 288 gal) ae —*
Laaiidl daesal) Lualal) diall) )l 1ol Mosapride + Rabeprazole 4S5l e ggias Al Gyl
X OXY/eo /YT L Lgiuday cacagll Slealls AN (alya

YaYY/eo/YY b lhuday gl Sleally 2SI GalieY dacadiall daesal) dpalall Aalll Cuagl — ¢ ddagale
V) QLS dllyy sl Joadt o 48 gall a2ay

e Gilladl) cpialal Aoty e elad aag Y -
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2« waniue gl 2a e Yy enteric coated tablet or cap J<i & aas rabeprazole sodim Ji sale - ¥
SR J<a 4
.Pharmacokinetics 1 ¢ua s Fixed dose Combination £ bue gislall G genll ale Jib 30 Y -7
B jdIe Bygea (A Bale JS aladiu) e 3aos e Bha (o) 280 Y deaiall AuS Al — £
nd panisall Jaaasd Glelya) JleSing e 4885all ade s aaa Cihaniine Jlin) o 4885l aae —*
ahe Laaadl Laadiall dualal) Laalll 55f 8 Ialin) Lovastatin + Niacin s il e ggias Al Qe
XV YV ey Alal) AL Asadg YA YY /440 Lgtaaday 4 sanll de gV 1g Calil
Algall adey Yo YY/04/VY 8 Lgidan 3yl Ao V) il ialpel dranal) danadiall dpalall dialll cuial -
S eVl cpliaiie Lovastatin Jls niacin 3 lie alasiul & cle Y 4 Badl) (g5 il e
o i Ll ligs aaly (agh (8 Lo Lagalaiil (b Lialll (S5 ¢ sadinal) Ayallad) iS55l il ey ke
Advicor (Lovastatin 20 mg + Niacin 500 Jsa¥) jasicdl can (aeads Fedral Register )
Aggadl) Lo Y15 Qi) (alyely ALyl lalis Gigas A Jliy o 4 FDA ) e mg ER tablets)
laylalie hlie L) 5350 b (ad 4l G A€l (o Y04 /4 1/YY eyl ilsall ALadl) diad Cua sl —
: JES FDA 1) sl i

FDA has determined that the benefits of Niacin (Extended release) tablets & Fenofibric acid
(Delayed release) capsules for coadministration with statins no longer outweigh the risks, &
the approvals for this indication should be withdrawn.
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LK o geiat saan Gl poantiie Jliin) e 488l -
DDAl Bl @llag 10/5¢10/10¢5/10 2t dmayall iS5l (Amlodipine + Bisoprolol Fumarate)
CYOYYAYA G e By el Ao Y15 Calil) ()Y dnanall deacadiiall dyalall duall)

YOXYNYVA 8 Lgadas Gy seal) e ¥y (i) (ialiaY dranal) danadiall dalal) Lialll cual — ¢ 3disale
Gk ipall ol Jabiin e 20le 8 padinds L dosial) Sl LSl o2 e dalsall ¢ VL
aallall s U
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