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Composlition: Each pessery tonteins:

Matronidazale 150 mg
Miconazole nitrase 200 mg
Lidocaing 100 my

Indications, contrzndicatio s, ocsage

and Lhe turther infarmation: see Jackaging insr.
Speclfication: Man: lazturer

Storage: at raom Iampara'une bekw 300C,

da nol store in refriperziorn.

Manulfactured by:

Embil liag Sanayii Lid. Sti

Merkez Mah, Birahane sok. No:28
34381 Sishi/ Istanbul — Turkey
Applicant by

Mega Lifesciences PTY.Ltd,. Thaland
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Rx “thubc bin theo don” o -
TO HUONG DAN SU DUNG
VIEN PAT AM PAO NEO-PENOTRAN® Forte L

CONG THUC:

M&i vién thudc dan dat 4m dao Neo-Penotran® Forte L chira:
Metronidazol 750 mg

Miconazol nitrat 200 mg

Lidocain 100 mg

Witepsol S 55 (chét phu gia)

MO TA: _ )
Vién thuoc ddt 4m dao hinh elip mau tring. i

DUQC LUC HOC:
Vién thube dit 4m dao Neo-Penotran® Forte L chita miconazol ¢é tdc dung khang ndm va metronidazol
¢b tac dung khang khuan va khang Trichomonas va cling ¢ Lidocain c6 tac dung gay té. Miconazol
nitrat [a mot thuée khang ndm imidazol téng hop cé phd rong va dac biét hiéu qua véi ndm gy bénh ké
ca ndm Candida albicans. Ngoai ra, miconazol nitrat con 6 hi¢u qua trong khang khuin gram (+).
Miconazol cho thiy 6 tac dfing cia nd 1én s tong hop ergosterol & mang té bao ndm. Miconazol nitrat
lam thay déi tinh thdm cua té bao mycotic cua loai Candida va iic ché viée su dung glucose trong vitro.
Metronidazol, mét dan xuét 5- nitro —imidazol la mot chét khang vi khudn va khang don bao, ¢6 hidu
qua chéng lai cdc nhiém tring ning gy ra bai cac vi khudn ky khi va don bao nhu Trichomonas
vaginalis, Gardnerella vaginalis va cac vi khuan ky khi ké ca Streptococcus ky khi. Miconazol va
metronidazol khéng c6 tac dong hiép luc hodc déi khang khi dung phéi hop. Lidocain lam & on dinh mang
than kinh bing cich e ché cie lubng jon 1im phong bé su phit sinh va su dén truyén ca cic xung dong 1
than kinh, vi vay gy ra tdc dong t€ tai chd. ﬁ

DUGQC PONG HOC: :

~  Miconazol citrat: Su hép thu miconazol nitrat qua duong am dao rét thp (gn 1,4% liéu). Miconazol\”
nitrat khéng tim thay trong huyét twong sau khi ding Neo-Penotran® Forte L duong am dao.

— Metronidazol: kha dung sinh hoc dudng a4m dao la 20 % so vai ducmg ubng. Néng dé dn dmh cua
metronidazol trong huyet twrong dat dén 1,1 — 5.0 pg/ml sau mdi ngay diing Neo-Penotran® Forte L
mot 1an/ ngay. Metronidazol duoc chuyén hoa tai gan boi qua trinh oxy hoa. Chit chuyén héa chinh
ctia Metronidazol, hydroxyl va acid acetic, dugc thai trir qua nude tiéu. chit chuyén héa hydroxy! co
30% hoat tinh sinh hoc cua metronidazol. Thoi gian ban huy cia metronidazol 14 6-11 gi. Sau khi
Llong hodc sau khi dung duéong tinh mach, 60 -80 % lidu dimg duoc bai tiét qua thin (20% dang
khiéng ddi va gidng chit chuyén hoa).

~ Lidocain: su tic déng manh ctia Lidocain Ia 3 -5 phit. Lidocain duge hip thu sau khi ding ngoai da
bi tén thuong hodc bi trdy sudt va mang nhay, va duge chuyén hda nhanh & gan. Céc chét chuyén
hoéa va nhiing chat khong dbi (10% ciia lién dimg) dirge bai tiét qna thin san khi ding Nea-
Penotran® Forte L dudmg d4m dao méi ngay trong 3 ngay, lidocain duoc hép thu rat it va nong do
trong huyét twong dat tir 0,04 — 1 jig/ ml.
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CHI PINH:

Neo-Penotran® Forte L duoc sir dung trong diéu tri bénh nédm candida 4m dao do Candida albicans, trong
bénh nhiém vi khuén viém 4m dao do vi khuén ky khi va Gardnerella vaginalis, trong viém am dao
trichomonal do trichomonas vaginalis va cac nhiém triing 4m dao phdi hop.

A Badnldy

LIEU LUGNG VA CACH DUNG:

— Khéng duge str dung néu khong tham khao ¥ kién cia bac si. Néu khong cé sur chi dén nao khac ciia
thay thubc, dat sdu vao trong 4m dao mét vién vao budi téi trong 7 ngay.
Nhimg treéng hop tai phét, hodc viém am dao dé khang véi cac phuong phép diéu tri khéc, nén dat
sdu vao trong 4m dao 1 vién vao budi tbi trong 14 ngay dugc khuyén dung.
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—  Nén dat siu vién thudc vao trong 4m dao khi dang & tir thé nam bing cach str dung bao ngén tay
diing mdt lan ¢6 sén trong hop thude.

—  Ngudi Iém tudi (trén 65 tudi): ding nhur thanh niéa.

~  Tré em: khéng duoc ding cho tré em.

- Khoéng duge dung cho phu nir con trinh.

- Khéng duge nudt hodc sir dung bang nhimg duéng khac.

CHONG CHI DINH:
Khang duge dung Neo-Penotran® Forte L cho nhitng bénh nhén ¢6 (i8n st qué nidin can vai cac hual

chét hodic dén xuat cta thude trong 3 thang dau cua thai ky, cac truong hop réi loan chuyén héa
porphyrin, déng kinh va roi loan chitc ning gan nang.

LUU Y/THAN TRONG:

Rénh nhan nén dugce canh béo khdng duoe udng ruou trong qua trinh diéu tri va 2 ngay sau khi két thiic
qué trinh diéu tri, boi vi ¢6 thé ¢ cac phan img gidng disulfiram. Liéu cao va ding toan than kéo dai c6
thé gfly ra bénh than kinh ngoai bién va chimg co gidt. Base trong cdng thirc cua vién thube dat 4m dao
¢6 thé tuong tac véi cdce san pham lam bing cao su hay nhya, nhu nhirng san pham nay da dung trong
mang ngin dm dao dé tranh thai hoic bao cao su. Nén diéu tri cung lie cho ngudi cung quan hé véi
ngudi dang bi nhiém Trichomonas 4m dao. Nén giam liéu Metronidazol & nguoni suy thén. DB thanh
thai l\lft:lluludd_/ul bi gidm & ngudi suy giam chirc ndng gan nang. Mctronidazol c6 thé Jam tang cdc tricu
chimg & nguti méc bénh vé nao do tang ndng do thude trong huyét twong, nén than trong & bénh nhan
bénh gan-ndo. Can giam lidu Metronidazol xudng 1/3 1an & bénh nhan mac bénh nay. Thoi gian ban thai
ctia Lidocain ¢ thé bi kéo dai ghp doi hodc hem & nhimg bénh nhan suy chire ndng gan. Suy chirc nang
gan khéng anh hudng dén dwoc déng hoc ciia lidocain nhung cé thé lam ting su tich liiy cac chét chuyén

héa.
[\y/. F_
PHU NU MANG THAL VA CHU CUN BU: i

Sau 3 thang d4u thai k¥, vién thuoc dat &m dao Neo- Penotran® Forte L cd thé duoc sir dung trong nhitng
trirdmg hop thay lhuoc cho 1 cén thiét, nhung nén theo dai. Khong nén tiép tuc cho con bii, vi

metronidazol s& xuit hién trong sira me. Cho con bu bat dau trer lai sau 24 — 48 gidr sau khi kel thic diéu

tri. Khi két thuc diéu tri, c6 thé bat dau cho con bii trér 1ai 24-48 gity san da. Khong duge hiét Lidocain cé

tiét qua sira me hay khong. Thén trong nén duoc thue hién khi lidocain duge diing & phu nit dang cho  ~___
con b,

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC
Vién dit &m dao Neo-penotran™ Fortee L khéng c6 anh hudng dén kha nang khi lai xe va vin hanh médy
moc

TAC DUNG PHU:
Céc phan tmg qua mén cam (ndi ban & da) va cac phan vmg phu khac nhu dau bung, nhirc d4u, ngira am

dao. rit va cam gi4c kich thich c6 thé xay ra nhumg hiém, Tan xudt xay ra cac tac dung phu toan than rét
thép vi sy hap thu metronidazol qua duong &m dao lam cho nnng d6 thude trong huyét tuong rat thap
(2%-12% so vai dung qua dudng uong) Miconazol nitrat c6 thé géy kich thich &m dao (ngia, rat) Elong
nhir khi sir dung cac thude khang nim din xudt imidazol 'khac(2-6%). Nhimg triéu chung nay co the
duge ngén ngura véi tac dong té tai chd ctia Lidocain. Néu xuét hién cic déu hiéu kich thich trim trong,
nén ngung diéu tri. Cac tac dung phu do viéc st dung metronidazol duong toan thén (vi du dudng uong)
bao gom phan tmg qua man cam (hiém gap), giam bach céu, mét diéu hoa van déng, cac bién dbi vé tim
thén kinh, bénh than kinh ngoai vi khi sir dung qua liéu hodc sir dung kéo dai, co giat, tiéu chay hiém
gdp, tdo bon, chéng mat, nhire dau, an mét ngon, nén, budn nén, dau bung, hoic co cimg co, thay ddi
khau vi hiém gip, khé miéng, vi kim loai trong miéng, mét mai. Cac tdc dung phu rat hiém xay ra, vi
néng d ctia metronidazol trong méu thap sau khi diing dudong trong 4m dao.
“Théng bdo cho béac s¥ nhing tac dung khéng mong mudn gip phai khi sir dung thude”
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TUONG TAC THUOC:

Do sir hdp thu metronidazol. tizomg tac thube ¢ thé thay khi metronidazol duoe sir dung dong thoi v

céc thube sau;

- Ruou: khung dung nap Turou (phan (mg gidng nbu khi ding disulfiram)

—  Thube chong déng dang udng: lam tang hiéu qua chéng dong.

—  Phenytoin: néng dd phenytoin trong mau c6 thé tang, ndng d6 metronidazol co thé bj giam.

— Phenobarbital: lz‘irn giam ndng dd metronidazol trong mau.

- Disulfiram: mDL s6 anh hudéng (phan Gng tdm than) trén hé thin kinh trung uong co thé xay ra.

—  Cimetidin: nong dd metronidazol trong méu va nguy co cd tac dung phu vé than kinh ¢6 thé tang.

— Lithium: ¢6 thé thdy ting doc tinh cia lithium.

= Astemizol va terfenadin: metronidazol va miconazol trc ché sur chuyén hoéa ctia hai thube nay va lam
tang nona dé thude trong huyet lurong.

— Anh huéng cia thude dbi v&i ndng dé trong mau ciia cic men gan, glucose (phucmo phap
hexokinase), theophylin va procainamid c6 thé gap trong qua trinh didu tri véi metronidazol.

QUA LIEU VA CACH PIEU TRI:

Néu 1& ubng vao mét lurgng lém thudc nay thi co thé diing bién phap thich hop la nra da day néu céan
thiét. I(hong co thude giai doc dac hiéu. diéu tri triéu chimg dwoc 4p dung. Viée diéu tri duoce dat ra cho
nhimg ngudi ubng véi lidu 12g metronidazol.Céc trigu chimg do ding qué liéu metronidazol la bubn
nén, ndn, dau bung, tiéu chay, ngira, vi kim loai trong miéng, mét diéu hoa vin dong, di cam, co giat,
giam bach cdu, nuéc tiéu sdm mau. Céc triéu chimg do ding qua liéu miconazol nitrat I budn nén, nén,

dau hong va miéng, nthire dhu, tidu chay.

YV
QUY CACH PONG GOI: | vi x 7 vién thube dan dit &m dao/ hdp.
HAN DUNG: 24 thang ké tir ngay san xudt.
BAO QUAN: Béo quan & nhiét d6 dudi 30°C. Khong dé dong lanh
TIEU CHUAN: Nha san xudt.
Doc k§ hurémg dén a1 dung truée khi ding.
Néu can thém thdng tin, Xin hoi y kién bac sy.

Dé xa tAm tay cua tré em va bao quéan thube lrong hdp.
Thude nay chi diing theo sur ké don ciia thiy thubc.

NHA SAN XUAT:
Embil fla¢ Sanayii Ltd. Sti , _
Methes Maly Bitaliane sok. No:28 34381 $igli / Istanbul — Tho Whi Ky




