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Warning & Precautions:

-Use the lowest effective dose for the patient.

- The recommended initial dose is 5 mg for women and either 5 or 10 mg for men, taken only once per night
immediately before bedtime with at least 7-8 hours remaining before the planned time of awakening.

-The recommended initial doses for women and men are different because zolpidem clearance is lower in women

-If the 5 mg dose is not effective, the dose can be increased to 10 mg.

-In some patients, the higher morning blood levels following use of the 10 mg dose increase the risk of next day
impairment of driving and other activities that require full alertness.
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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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A) Example 1: 50,000 USP units per 10 ml (5,000 USP units per mL )
B)_Example 2: 50,000 USP units per 10 ml (5,000 USP units /mL )
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central nervous system stimulation and elevation of blood pressure.

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



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

Al jan Ay 94
;\,.U.«A.d\ s gal) Z\.\;\b

Arab Republic of Egypt
Egyptian Drug Authority

FDA I 6 puaniceall i 6 2y LS dliiis Lule ls))
The magnitude of increased weight loss of drug-treated patients over placebo-treated
patients a fraction of a pound a week.

(g dindll Gyl ple g i pinnivvall plln 5 pudd halsiall wdlial] fise 6 4ulsdl] ALy siif Ly .

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



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

Arab Republic of Egypt
Egyptian Drug Authority

Al jan Ay 94
;\,.U.«A.d\ s gal) Z\.\;\b

Yore/o/va B Lgtaday dyedy) A) el Adl) Aiall) )@
o ysl ki 6153 Jansa AY) Gamilly 328 JaSeS e Lgainny sa e ggind Al Clpumaivdl) yaguady —*
Sleha) JaSiudis Jamasill ke ) clilla Jii of Zaalll <y 8 Yo v 9 20 YA g lisl) Lhall 85583 aalyall aaf
Cant 3aal) i pumaionall duallys (38 JeSa f elp Wl) Sl 35Sl Qo) g5l il Joaasill s0le)
Juiad 2y o e (5% e ol ols W) Legle Jemnill dasiial) Allall Gl Jomasil) e ha) JuSiis Joaasil
cn Jaaadill aaa Caiea A8l 40lSal i) (e oLV Gaad dilie COLSS alsall s3] 3l Jaaiiil) il

aade EDLSay dndic dusal e

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



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

Al jan Ay 94
;\,.U.«A.d\ s gal) Z\.\;\b

Arab Republic of Egypt
Egyptian Drug Authority

Yore/1/e B Lgiaday dosa) A0l 408N Adall) )b

Gleha) Juinl e 438540 :Prucalopride 1mg, 2mg Tablets sale e 4 fiaall ol poaaiinll dually —*

o Akl diad 8 cililiia e e la Lo lENV) g YoV £/8/F 8 Ailall) Liady 405l Adail) Aiad )l Dol Jeanl
sadinall Lpalall alyall g 5yl danlyes a2t ey SIENIs YoV £/8/F

Jusind axe s Jaall Slelia) Jlinl e d8dlgal axe :Tegaserod sale e 4y ginal ol poasivedll dunally —

3alall o8 e &y ginall Al il pastiiall Joli jlas e A8l gall dnsall )6l 8)S30 ad) aa Baaa il paian

YV E/e)v b dulalll Aials Al Adail) Al )l Dol

YV E/E/N 6 lgiadn L ol 0¥ dacasiall Lualel) Linll] e g puin gall o e a7 4L sale

(L cuaf
: Prucalopride J/ 50l (1o pas*

¢ ity 5Lall g ] datiall Sl pLd ams puianivwall o difsalls Goleal) la))d e diall 1S5

(RMP) anivsall jblsa )l i —)

(DDPS) 4Suilly yilsal] kil alliif  Lsmaii Cinaag — ¥

. Sadieal) dualel) palpall liy 5uuiil] deafpog plaRZnY) o lsts 2]

: Tegaserod -/ sole (o pecasis*

sl lgall e dpsell JEN i jeaniuall mllss 5 usl JhalSall wiliall Gfise f Cun 5olall ods iy Dulyall 1580 Spa b8 dindl 3
c dseagell Joall 6 a6 i Laa il

e R B Gl paatiie Jliul aae g Jaaadl) Gad G pantioall Jaandll Glela) Jlial) Je d8)gal) axe —*

XNY/T/R b QY Al )l lalziud ¢lly, SuppOSItories &)swa & Trimethobenzamide 100 mg 3.l
YT s JELY) o) Y daasiad] Luade) dindl] e & panivdd] i e a4 gale

2 LY ol paniveall (ady dindl] Cungf Cun

ey 4 a5 52aieal) Lualel wafsall deafsar =)

"The extrapyramidal symptoms which can occur secondary to Tigan may be confused with the central nervous system signs of
an undiagnosed primary disease responsible for the vomiting, e.g., Reye’s syndrome or other encephalopathy"”

.Not to be used in children - EDA I/ L&y —Y
cruall S a6 defosind 265 Cilag) aaer Y =1

& Akl 2l )l i) Benexate HCI Betadex il e (sgiat sana Chuaaiie Jliul ae —*
X OVTIAJYA

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



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

A ) yaedy ggan

Arab Republic of Egypt
& paal) ¢ gall dia

Egyptian Drug Authority

YN IA/YA S gialss L o) j0¥ daasioll Lualel) Lialll oy g2l a7 - 4L galo
_waniusal] 138 (o uleld ST 5008 il ang 4 Cus diieage pied o 4l dalad] pael jasidl iy dialll Cuayf Cua

Midecamycin le (s5iad saaa il pianivee JLiinl adey Ohpanivall diad e ha) JlesSial e 48l ae —*
XOVY/VYE G dshl) dial la Tali) lly; 200 mg H.G.Caps.

Y NEVYE L lgiada LbL o) 0¥ daasiol) dualel) Lialll e i g2l a7 - 4k gale

P QS Ly paniveall ady disdl] Crngl Cus

o bl (an0 e paiall Sl Gl 4uley Lo 1600 MY o (apal/ depal) —1

- Agilad] BYI 8 el 5 ST 5 s pmall sl 4 555 Macrolides Jf G Sily s g =2

e g Ala sl Gl pastiiall Jiadi sale) e A8lgall are g il paatiildl Jaad Sleha) JlaSinl e 488 gal) are —*
& Akl 4l )l il @llys Ganciclovir 250, 500 mg H.G.Caps. e ssiat sy Clpanivee JUiud
XOVY/ANY 8 el byl diadg YV Y/0/Y

YN 1/0/Y | lgiday Al ) j0Y dacasial) Luaded) dindl] e o 2l a7 ;4L gale

O LS Zuea pall sl (po dimas ag 53500 ¢ fsdl J3a 2 lin Al Y adly 5)phai] 5000 ysilad] (e V1 Y lied] L] dala i (uwd 40 ) Cua
. oésll 44 First Line of Treatment J/

YN liada sl ) 0 deaasiol) Laded) Liall Lo o p2d) Al
.salall 538 e Oral Dosage Form Jf J dalsll asels Lieasall Joall (o dunad S5 5 uianicual) (indp Lindl] Gyl Cia

Sildenafil + o (s5ia5 sama Cilpmation JUind ade s Jonndll Clelia) Jlaind e Glsal) e —*
XOVY/ANY b Ay alall () Al )l sl Sublingual Tablets )5 4 Apomorphine HCI
TSN g ks ol 5 sl il oV e ) Linll e s pull o sl

Y] Sl pnnional] ady dindl iyl i

Aatial) LS 3l e i g 56 6 Culi il Jgmg pael )

Al Joo plins o s 47—

.Sublingual Tablets J<i s Sildenafil Jl ¢ ) (Ko 4 iy Lo aagy ¥ =1

Vial 352 8 Telavancin 750mg e 4y sisall cilpasivall s Gleha) Jleinl e dad)gal) —*

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



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

Al jan Ay 94
;\,.U.«A.d\ s gal) Z\.\;\b

Arab Republic of Egypt
Egyptian Drug Authority

Jinndl) e lya) Jlalind e 46)ed) 2ae :Lamivudine + Stavudine Sl e 4 giaddl Gl poastiieall pally —#
XOVY//YY b Al s )l Dl sans Cilaatie Juiul e 26l o
YNV 6 gadas AbL o) 1Y dasasid] Laled) Linlll e o jal) a7 - 4b g le
oY a5
Y oo peasivnal) o 48] gal) poc

Stavudine is avoided in both first and second line antiretroviral WHO recommendations 2010.

daall )yl 5,80 &) pe B2 Gl paniine Jliinl o 483)gal) i Jiadl) e ha) JaSiul e dadgal) pxe —*
daad LAl lalsid @iy SR 35 < Nitroglycerin salke e dggiad) dacal) Slpmatiid) Jolsi jlas o 468) gl
SYNY T il o sl EISH 5 ) 5l il o anidi] deanasial) Lualel) Lindl) e panivd] o e sole) a7 4 sale

Laled] inlll il Dliies] 5 Ayuall JSEN dinaso pinl 5 didled ie JlainY [lii alilio 5 juinnivsall Jiaas 6 Ll sole s duagily cualk il
SNV Y liaday lil] )il daasial

PN EO/YY 6 gl il o) 1e¥ daaiial) Lualel) Lisdll e i g2l AT 4 -

Nitroglycerin S. R capsulesales alsl/bioavailability 2/ oY <llis cifuanivall sy ASuill po ptiall Cilell Lo 5)&5// ey Lialll Crmyf
o) L el Lasdll ¢ (685 ¢ J5al] Jseda e iz Leo First pass metabolism Jf aes caliss 2d

Dapoxeting + 2S5 e (g5iat saia Gfpiantiw Judiul ae s Jiandl) Glehia) Jinl o 288 gal) a2e —*
Agrasal aaad 3 Vardenafil

Gl paninadl Jad sale) o 481 gall aae g i Gl paatioe Jldinl o Qs Sleha) Jlsinl Ao 48 gal) are —*
NOVY/V/Y e daklll dal ) ol Tea bags sysa 4 Senna e 4ysisal

YONEVYE G lgiaday LU () oY daaiidl dualed) dinlll o janiuall i e a7 ik sale

L LS psl) LS deals 5 e ¥ paend (sl5ill dinje ClleT) ) 5355 leif Cum yuall JSEI Ligy SENNA JI Colpaniass iady diadll crayf Cya
.Clinical & Preclinical Studies «/a/ (e 4s¥/ a4 lpale Cipleiall Uafyalls par o 4 Cun ¢ )5S ddiicai Sar Y

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



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

Al jan Ay 94
;\,.U.«A.d\ s gal) Z\.\;\b

Arab Republic of Egypt
Egyptian Drug Authority

Yo E/h/0Y B Lgtaday AodY) A8)pal dl) Lall) o))

Cili) a5 _pestl] Lind (o pial] myikel] o diilpal] " o paly Mg Yoo fo/V e 8 Al aalll )8 e ) —*
Y Syl
- Omeprazole 2() mg Capsules — Levofloxacin 750 mg & 500 mg Tablets —
— Cephalexin 250 mg/5ml Syrup  — Cephalexin 500 mg Capsules & Tablets
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Uniformity of dosage unit for scored tablets (Subdivision test)
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— Yy g YV E/F/YE 8 s Akl 40 MU Aaiadiad) Lpalel) Dialll Cuagl Sua
P Sl JeSaS Jaasll Peppermint oil 3ale 38 5 alaie ) &5 -
56 mg/ day “Peppermint oil” = 0.062 ml / day “Peppermint oil”

:WHO - Hand book of excipient — USP : ;0 JS 8 36 L e ol

*The acceptable daily intake of Menthol / Kg body WT /day = 0.4 mg « 70 "adult body wt" =
28 mg menthol /day

* Peppermint oil contain about 50 % Menthol

= 28 mg "menthol" « 2 = 56 mg "peppermint oil"

0.8-0.9 s special gravity of peppermint oil 1l ;U Lle
=56 mg / day "peppermint oil” = 0.062 ml / day” peppermint oil
)0 (e S U il aadis Cigw Martindale J gage 8 o Lo e sl -
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treatment of IBS _aMe
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"The extrapyramidal symptoms which can occur secondary to Tigan may be confused with the central nervous

system signs of an undiagnosed primary disease responsible for the vomiting, e.g., Reye’s syndrome or other
encephalopathy"

.Not to be used in children : FDA I L&y —Y
call JSEN s 6 defaiin) adi Gilay) aag Y =T
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For adults and adolescents weighing 35 kg or more: 10 mg up to three times daily by mouth. These
patients may also be given the medicine as suppositories of 30 mg twice daily.

O -
For children and adolescents weighing less than 35 kg: 0.25 mg / kg bodyweight by mouth up to three
times daily.

.Bloating & heartburn <Yl 8 4sladiul aie g Nausea & Vomiting e aladiw¥) el g0 sl
Domperidone-containing medicines should continue to be used in for the management of the
symptoms of nausea and vomiting
Domperidone should no longer be authorized to treat other conditions such as bloating or heartburn

:(@,\J oo w5 Y) 3l sadl il 2 =y -
The medicine should not normally be used for longer than one week.
1ol lgge agaaial) 2l adlses clpiaill dila) —c
o It must not be given to patients with moderate or severe impairment of liver function,
or in those who have existing abnormalities of electrical activity in the heart or heart
rhythm, or who are at increased risk of such effects.

o Should not be used with other medicines that have similar effects on the heart or reduce
the breakdown of domperidone in the body (thus increasing the risk of side effects).

t YL Ay pal) il Alala S0 LB -3
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Treatment of mild to moderate Idiopathic Pulmonary Fibrosis (IPF).
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1- Obligation to conduct post-authorization measures:
The MAH shall complete Post-Authorisation Safety Study of Pirfenidone A Prospective Observational Registry
to Evaluate Long-Term Safety in a Real-World Setting. Safety updates to coincide with PSUR timetable.
2- The MAH must ensure that at launch all physicians who are expected to prescribe Perifinidone are provided
with a physician information pack containing the following:
» Product information (SPC)
= Physician information (safety checklists)
= Patient information (PIL)
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EMEA: The CHMP has concluded that there is a risk of abuse and addiction intoxication and psychomotor impairment with Carisoprodol.
FDA: Cases of dependence, withdrawal, and abuse of have been reported with prolonged use.
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"But many strains of influenza, including the 2009 HIN1 influenza, are now resistant to these two drugs (Amantadine & Rimantadine).
Centers of disease control and prevention (CDC) has not recommended the use of these two drugs for recently circulating influenza viruses."
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On the basis of risk/benefit analysis, neither long-term nor intermittent anticonvulsant therapy is indicated for children who have
experienced 1 or more simple febrile seizures.
Continuous therapy with phenobarbital or valproate decreases the occurrence of subsequent febrile seizures.

Both therapies confer significant risks and potential adverse effects, whereas additional simple febrile seizures have no proven risk.
These medications are not recommended, since the potential benefits do not outweigh the potential risks.
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