Brand Hame: FYNALE FORTE G Meduls 1
Ceneric Name: Softgels of Artemether & Lumnefanirine (Admimidrative Fik)
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1. NHAME O0F THE MEDICINAL FROIUCT
FYNALE FORTE-S (Softzels of Srtemether & Domefardrie )
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2. QUALITATIVE AND (QUANTITATIVE COMEOSTIION
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3. FHARMACEUTICAL FORM

Saft Gelitih Capankes
4. CLINICAL FARTICULARS
4.1 Therap eni inficaions

For fhe treatm evt of mestforme and recidard tpes of malaia,
4.2 Fosologe and efhd of sdwirisradion

Dosagein Adult Fatients (-16 vears of age)

A, 3oy treatm evt cchednk witha o] o 6 deees ie recanmetded for atialt patievte anth a bodmreidit o
ZAkgund abore,

Ore capnke as an dhdbal doce, 1 capodke s after 8 hoxs ad then 1 capaile taice daily (momdgs and

emeriyZ) for the folloadg tn dos rbotal comse: of 6 capetle ).

D0 HOT EXCEED THE D% A GE FRES CRIBED

A Tl .
m;%l e Diosaze Begimen

4.3 Condrandications:

Hopes aveitivity to o fhe epedients

Putievte mb are bdreg arer drug wbich ic metab olized by the cppochrame ermame CFEADEG (6 2.
flecakide, metoprok], miomm ke, am dryptilve, comImm e ).

Putierte pith dichobawces of elcrokte talawe e ghopobalam i,

4.4 Spedal vwarings and precanions forwse

»  Tmnetrce beued ki Trimester of Begparcy.
»  Floe not beererabmted for the treamert o carere malarn,
»  Forthe treatmerd of most fom s adresktart types of makiom,
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4.5 ey, preprandy and Lantabio

Fregramncy
There ic adfickrt dita from the we of artemetter and hmefairoe & pregert Aoma. Based on

ardmal dita, & is axpected to coke wrine birth dfects aben adnbitered dmi fhe firet tom ecter of
Eegraney. Inaingz secand and thied trimester, treatmert shontld ordy e coveddered £ the expeded boretd
1o the mother axmmide the rebto the foe,

Lartation

Ipimal dita sugged eoTetion ko breat milk bt vo ditn e aradldk mbamare . Women fbig the

podit denild rot breastfeed duakg fer teamert. D to fe brg elmhation Falf-tme of
I afardrive (4 to 6 dirs), 1k recammerded that ireactfesd iy chonth] oot Teamm e 14l ot bact ore wreek
after the lact doce 1pdess potertin] bevefite o e mother and dhild odmee i e Tk o teatmerit

d.6 Effects or ahiliy to dove and wse s
Hosudies aufhe effect @ the abilrto drre ardase mackivesheame best perfomed.

5. FHARMACOLOGICAL FROFERTIES
51 Pharacoehman propertics

ARTENMETHER

B fhe body, artem dber ¥ metabolized Fido fe actine maabo e metabolie dieedoartemicirg. The doaz
workes ymiet fe eoplrooay dages o Pofalcpanmm beyp ddabitigg moudek ackd and protein spithesis,
Srtemether ¥ admivdctersd i combivation with hmefatrre fo mpromed efficacy. Sstemaher bac a
rapid @eet of actian ard ¥ mpidby cleard fram the body, i fusght fhat artemether promides apad
emmptom Ay Telef trredy g the nmmber o malarn] paraeites . Luam efairive hae a moch bnger hak 1§«
atad & Telimed to clear Tesidnl parctes

ITMNEFANTRINE

Dmmefaririe & ablood sdimorticids adire agniet erfbrooti shes of Raamodim flcpsnm . | is
thodt that admivicraion of kmefanirie Wit atemaber readks i ooopamte atinabral ckarks
effecte, Artem ethr hee ampid ceed o achion and & mpidby cleared from the body, I is fox thoudd to
mworide mpid camptam atic Telief rredocikys the romber o malarhl pamede . Domefarive Fas o mach
Irga Fak 1¥e andicbelimed to ckarreddialpamacies .

5.} Fhaomddanes propetis

ARTENMETHER

Areaption o artemether ¥ mpromed 2- to 3-fold with food. B is highdr baod to protedn (95455, Peak
copcerirabioys o artem efher are seer 2 honrs after adm koictratio.

Artemether ¥ maabolmed i fhe boaman body to the ackime metabolie, dlvyrdooarben o, prmariby ey
Twepatic avrmmes CYESA4S, Both the parert dnaz and actime metabolite are elim iated with o ba¥-18e o
abox 2 hos,
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LUMEEFANTRINE

Bicammibbility after oml admivitratisn ic wadable; abeapbion i= abstatally doreased broco
admivictration with food, partindarky with a high fat cortat. Ped plham a corcertmtiore ooor after 6-5h
Tle ehmivatio balf-life is 46 dage. Bt is almost canplatebr ponte i bomrd and metabolfmed makiby i the
Liver by CY¥EZA4

5.3 Fredmical safely data
Morechvical data remeal mo gecial hamrd for hmare baced on sdies o safety pharmacology,
Sttty and toedcty o reprodaction.

6. FHARMA CEUTIC AL F ARTICTULARS
6.1 List of exopienas

g Mo, Tredionts

1. Refied Com Ol
Fipdrogeratid Wigemhle Ol
White Bees Whoe

Eutylated Hixhmery Srdsok
Eutylated Hiabmooy Tokens
Soymlkecibin

Tifethed Parabiet

Froped Pamibiet

6. 2 Froocorp atihilntie
M broma
6.3 STl —Tfe:
24mavdhefrom e date of marafachming,

6.4 Spedal precaniins for sharsge:
Store belomr S0FC da cool & dopplace,
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Protect from divect Lizht, et & mokhrs.
Feep oxtof Tewch of childrer

6.5 Nahwe and cordends of cordamer
6 Capaiks packed i 2brPWC Eliter Pack, 1 Blisters packed inmoro caban alorg with pachags
eat ard 10 Ilown Cartones are packedin ] Outer Cartozy

6.6 Spedal precantums for digposal and ofher handing
Hat applicb ke

7. MAREETING AUTHORIZATION HOLDER: 1A

£ MANUFACTURER:

ASOTSOFT CATS FVT. LTD.
A, Baroda —Halol Higemrer,
Dt Baroda —391 510, Giojoat




Inner Carton Size: L-130 x W-14 x H-T2 mm
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Fynale Forte SG

Softgels of Artemether & Lumefantrine
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Fynale Forte $G

Softgels of Artemether
& Lumefantrine

Fynale Forte SG

Soltpels of Artemmether & Lumefantring

6 Softgels
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Foil size : 131 mm

8mm = 96 mm Lt 27mm
Fynale Forte 5G
F I F I..I. s Softgels of Artemether Fynale Forte 5G
. Yn a e 0 e & Lumefantrine  Fynale Forte SG
Each Soft Gelatin Capsule Contains: KEEF OUT OF REACH g:::: m :g
Arfernether Ph.Int BOmg (OF CHILDREN. Fynale Forle s
Lumefantring FPh. Int. 480mg NAFDAC Reg. No Fynale Forte SG:
Excipients 5. Mig. Lic. No G607 Fynale Forte 5G
Approved colaurs used in capsule shall. Manufacurad i india by Fynale Forte 5G
Storage: Store below 30°C in a cool & dry ;;S:?,Jm T;fg;mn Fynale Forte 5G
place. Protect from direct light, heat and  pist Baroda - 384 510 Gujaral Fynale Forte 5G
moisture, Markeded by | ale Forte 5
Read the pack ineert carefully .@ Cm coiliain Lindksd ?Y:ﬂh Forte $G
o Lagas, Nigaria Fynale Forte G
Fee e : Fynale Forte 5G
n¥g | Capaues (MBAON Riinan Fynale Forte 5G
Duy E Day -3 Fynale Forle SG
B0 |5 | i || e | dHws | avan | wmes | Fynale Fore SG
| Capeala 1 ke | Capeale L] 1 Capquis 1 Capssls anule Fme SG
SISl SISIS Fynale Forte SG

Foil Size - 131 mm, single track, black matter




