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Vién nén bao phim INCEPDAZOL 250 Tablet SBK:
- Quy cach déng géi; Hop 100 vibn (10 vi x 10 vidn nén).
- Buémng ding: Budmg uding.

- Bdo qudn noi khd va mét, khdng qua 30FC. Tranh anh sdng

- Dé xa tAm tay tré am_ Boc k§j hudmg din sir dung truéc

ki dhiing.
- Chi w:ﬁ. chéng chi dinh. céch ding. lidu ding va céc thing

tin khac xam trang 1 hudng din sir dung thude.
- 56 1t SX, NSX, HD: Xam "Batch No. ™ "Mig. date”,
“Exp. date’, tréin bao bl.
- Nhép khdu béi:
- 5an xult bevi
INCEPTA PHARMACEUTICALS LTD.
Dewan Idris Road, Zimba, Savar, Dhaka Bangladesh
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Incepdazol 250 Tablet

Incepdazol 250 Tablet

Incepdazol 250 Tablet

Blisters x 10 Tabiels

INDICATION /| DOSAGE & ADMINISTRATION /
SIDE EFFECTS /| CONTRA-NDICATION:
Refer to the package insert for details

Store in a cool & dry place, not exceeding 30°C.
Protect from light.

CAREFULLY READ THE ACCOMPANYING
INSTRUCTIONS BEFORE USE

KEEP OUT OF THE REACH OF CHILDREN.
Specification: USP 35.

Mfg.Lic. Na.

Visa No.

Balch No. .

Mfg. Date . dd/mmiyy

Exp. Date : dd/mmlyy
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Doc ki huecng dén sir dung irude khi dimg,
Néu cdn thém théng tin, xin hoi y kién thdy thubc.
Chi ding thudc ndy theo s ké dom ctia thdy thude.

Dé xa tdm tay tré em.

INCEPDAZOL 250 TABLET

THANH PHAN

M&5i vién nén bao phim chia:

Hoat chit:

Metronidazol 250 mg

T4 dwoe: Tinh bdt ngd 66,875 mg, cellulose vi tinh thé 15.625 mg, povidon (povidon K 30) 5,0
mg. lactose 37.5 mg, magnesi stearat 0,3125 mg, hydroxypropyl methylcellulose 5 cps 4,5 mg,
hydroxypropyl methylcellulose 15 cps 4,5 mg, titanium dioxit 0,45 mg, polyethylen glycol 6000
0,45 meg, talc tinh khiét 0,45 mg, quinolin yellow lake 0.022 mg, simethicon 30% emulsion 0,035
mg. polysorbat 80 (tween 80) 0,005 mg.

CAC PAC TINH DUQC LUC HOC
Thude khang sinh. khang khuan, chdng ky sinh tring thude nhém nitro-5-imidazol (J: thude khang
khuan dén xuat tir imidazol, P: thudc tri nhim amip va cac bénh ky sinh tring khéac) metronidazol
¢6 tinh chét duge 1y nhir sau;
Diét cac chung vi khuédn nhay cam nhu: ra
Vi khuan hiéu khi gram duong: Helicobucter pylori / F\‘lv'/ |
Vi khuan ky khi: Bacterroides fragilis. Bifidobacterium. Bi@ﬁg, Clostridium, Clostridium
difficile Clostridium perfrings, Eubacterium, FEusobacterium, peptostreptococus, Prevoteiella,
Prophyromonus, Veillonella.
Digt ky sinh trang: Entamoeba histolitica, Giardia intestinalis, Trichomonas vaginalis.
Doi voi mt sé loai, kha néng kh%mg thude 1a khic nhau phu thudc vao cdu tric va thoi gian phd
dung cua thube dat duge o loai. Do do, nén ¢ thong tin vé& kha nang khang thubc cia cée loa
khac nhau, dac biét ia khi dung thude dé diéu tri bénh nhiém khuén ning.

CAC PAC TINH DUQC DONG HOC

Sau khi udng metronidazo! dugc hap thu nhanh. it nhét la $0% trong | gi¢. Nong do dinh trong
huyet twong dat duge sau khi udng gidng nhu sau khi tiém tinh mach voi lidu tuong ty. Sinh kha
dung qua duong ubng la 100%.

Khoang 1 gi¢r sau khi udng mét lidu duy nhat 500 mg. Nong d6 trung binh trong huyét tuong dat
khoang 10pg/ml. Thei gian ban thai trong huyet twong 13 8 dén 10 gio.

I'huée duge phan bd nhanh va rong khap voi ndng do gin bing ndng do trong huyét thanh, o phoi,
than. gan. da. mat, dich nfo tuy, nuoc bot, tinh dich, dich tiét 4m dao. Thube di qua nhau thai va
duoc tiét vao sita me.

Thube duge chuyén héa chu yéu ¢ gan bang su oxy- hda.
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['hude bai tiét chi yéu qua nude tiéu chiém khoang 35 — 65% liéu thube da dung.

Metronidazol thudng hip thu nhanh va hoan toan sau khi uéng, dat t&i ndng do trong huyét tuong
khoang 10 microgam/ml khoang 1 gio sau khi udng 500 mg. Méi tuwong quan tuyén tinh giira liéu
dung va nong do trong huyét tuong dién ra trong pham vi lidu tir 200 - 2000 mg. Liéu dung lap lai
cur 6 - 8 gio mot ldn sé gay tich Iy thude. Nura doi ciia metronidazol trong huyét tuong khoang 8
2ior va thé tich phan bd x4p xi thé tich nudce trong co thé (0.6 - 0.8 lit’kg). Khoang 10 - 20 % thudc
lién két voi protein huyét tuong. Metronidazol tham nhéap tot vao cic md va dich co thé, vao nude
bot va sita me. meg do diéu tri cling dat dugc trong dich néo tuy.

Metronidazol chuyén héa & gan thanh céc chét chuyén hoéa dang hydroxy va acid, va thai trir qua
nude tiéu mot phan dudi dang glucuronid. Cac cht chuyén héa van con phan nao tac dung duge Iy,
Nura doi thai trir trung binh trong huyét trong khoang 7 git. Nira doi cua chit chuyén hoa hydroxy
la 9.5 - 19.2 gio ¢ nguoi bénh ¢ chire nang than binh thudng. Trén 90% liéu ubng duoc thai trir
qua than trong 24 gio, chu yéu la cac chat chuyén héa hydroxy (30 - 40%), va dang acid (10 -
22%). Dudi 10% thai trir dudi dang chat me. Khoang 14% lidu dung thai trir qua phan.

O nguoi bénh bi suy than. nira doi cua chét me khong thay doi. nhung nira doi cia chit chuyén hoa
hydroxy kéo dai gap 4 dén 17 1an. Chuyén hoa metronidazol ¢6 thé bi anh huong nhiéu, khi bi suy
gan nang. Metronidazol c6 thé loai khoi co thé ¢6 hiéu qua bang tham tach mau.

Duoc dong hoc ciia metronidazol trong co thé khi tiém cfing tuong tu nhu khi udng. Pat mét liéu
duy nhit 5 g gel vao 4m dao (bang 37.5 mg metronidazol), ndng dé metronidazol trung binh trong
huyét thanh 1a 237 nanogam/ml (tir 152 dén 368 nanogam/ml). Nong dé nay bang khoang 2% nong
d6 metronidazol t6i da trung binh trong huyét thanh sau khi uéng mot lan 500 mg metronidazol
(Chyay trung binh la 12.785 nanogam/ml). Céc nf“mg do dinh nay dat duge 6 - 12 gio sau khi dung
dang gel tai am dao va 1 - 3 gio sau khi ubng metronidazol.

Mirc do tiép xuc vai thude (dién tich dudi duong cong AUC) khi dung mdt lan duy nhét trong dm
dao 5 g gel metronidazol (twong duong 37.5 mg) bang khoang 4% AUC khi udng mét lan 500 mg
metronidazol (4977 nanogam - gio/ml va 125 000 nanogam - gid/ml). So sanh AUC trén co so mg
voi mg cua 2 cach dung chimg to ring su hdp thu cua metronidazol khjf%dudng am dao chi

bang nira khi udng néu dung liéu b‘i’mg nhau.
CHI PINH
Viém am dao do Trichomonas vaginalis (can diéu tri cho ca nam gioi), giardia lamblia.
Ly amip do Entamoeba histolytica va dientamoeba fragilis & tré em.
Nhiém khuan do vi khuén ky khi (6 bung, phu khoa, da va cdu trac da, CNS, huyét va viém
mang trong tim).
Viém loi hoai tu loét cdp. viém loi quanh than réng va nhiém khuan rang do vi khuan ky khi.
Bénh crohn thé hoat déng & két trang, truc trang.
Viém loét da day. ta trang do Helicobacter pylory (phdi hop voi mot sé thude khac).

CACH DUNG VA LIEU DUNG

Incepdazol 250 tablet c6 thé udng trude hoac sau bira an. Diéu tri cdc nhiém khuan do vi sinh vat
ky khi va cac nhiém khuan khac theo cac phac dd sau:

Diéu tri nhiém déng vdt nguyén sinh
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Bénh do Trichomonas: Udng mot liéu duy nhét 2 g, hoac ding 7 ngay, mdi ngay 3 1an, mdi lan 250
mg. Can diéu tri cho ca nguoi tinh.

Bénh do amip:

Ly amip c¢ip do E. histolytica: Cé thé dung don doc hodc tét hon la phdi hop véi iodoquinol hodc véi
diloxanid furoat. Liéu thuong ding cho ngudi 16n 1a 750 mg. ngdy 3 14n trong 5 - 10 ngay.

Ap xe gan do amip: Ngudi I6n 500 - 750 mg, ngay 3 lan trong 5 - 10 ngay.

D&i v6i tré em lidu thuong dung la 35 - 40 mg/ kg/24 gid, chia lam 3 14n, ubng lién 5 - 10 ngay.
Bénh do Giardia:

Ngudi 1én:Ubng 250 mg, ngay 3 lan trong 5 - 7 ngay hoéac udng mét lan 2 g/ngay trong 3 ngay.

Tre em: Udng 15 mg/kg/ngay, chia lam 3 lan, trong 5 - 10 ngay.

Bénh do giun rf)ng Dracunculus: Nguoi l6n va tré em 25 mg/kg/ngay, udng trong 10 ngay, vdi liéu
| ngay cho tré em khong dugc qua 750 mg (du tré trén 30 kg).

Piéu tri nhiém vi khudn ky khi:

Ubng: 7.5 mg (base)/kg. cho t&i tdi da | g, cach 6 gid/1 lan, cho trong 7 ngay hodc lau hon.

Viém dai trang do khang sinh: Udng 500 mg (base) 3 - 4 1dn mdi ngay.

Viém loét da day ta trang do H. pylori: Udng 500 mg (base) 3 1an mdi ngay, phdi hop véi bismuth
subsalicylat hoac bismuth subcitrat keo va cac khang sinh khac nhu ampicilin hodc amoxicilin.
trong 1 -2 tuan.

Chi dung dung dich truyén cho nguoi bénh khdng thé udng dugc thude.

Ngudi lém: Truyén tinh mach 1.0 - 1,5 g/ngay chia lam 2 - 3 lan.

Tré em: Truyén tinh mach 20 - 30 mg/kg/ngay chia lam 2 - 3 lan.

Khi ngudi bénh c6 thé cho udng duoe thi chuyén sang cho udng.

Phong nhiém khudn ki khi sau phdu thudt: 20 - 30 mg/kg/ngay chia lam 3 lan.

10 - 15 mg/kg. tiém truyén trong 30 - 60 phut, hoan thanh 1 gio trude khi phau thuat, liép theo la 2
liéu tiém truyén tinh mach S - 7,5 mg/kg vao lic 6 va 12 gio sau lidu dau tién.

CHONG CHI PINH
C6 tién s qua man voi metronidazol hodc cac dan chét nitro-imidazol khé%

THAN TRONG KHI DUNG
Néu c6 ly do chinh dang phai dung metronidazol lau dai hon thoi gian diéu trj duoc khuyén
nghi. nén thudong xuyén lam xét nghiém huyét hoc, dac biét la sb lugng bach cau va bénh nhén
can duoc theo ddi cac phan tmg phu nhu bénh ly than kinh ngoai bién hodc trung uong (nhu di
cam, that diéu, chéng mat, co giat).

- Nén khuyén bénh nhén khong dugc udng rugu trong thoi gian diu tri va it nhit 1a 24 gior sau
khi két thuc diéu tri vi kha nang co thé xay ra phan (g gidng disulfiram (tic da do. do phing
mdt, 61 mua va nhip tim nhanh).

Nén than trong khi dung metronidazol néu ¢6 cac bénh hé than kinh trung uong, bénh ngoai
bién nang dang hoat dong hodc man tinh vi ¢6 nguy co tang ning triéu ching than kinh.

Nude tiéu mau nau do cé thé xay ra trong thoi gian diéu tri nhung khong gdy hdu qua gi. Nén
than trong khi diing metronidazol cho bénh nhén c6 bénh 1y ndo do suy gan.

DOi v&i bénh nhan bi suy gan kha nang chuyén hoa metronidazole cham, két qua chét nay va
nhimg chét chuyén hoéa cua né dugc tich Ity trong huyét twong. Do vdy, can than trong khi
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ding Metronidazole cho nhitng bénh nhan nay, liéu dung phai duge didu chinh thdp hon liéu
binh thudng.
Bénh nhén 1én tudi
Ngudi bi suy chire nang than khéng anh huong téi duge dong hoe metronidazole. Tuy nhién, kha
ning nay bi giam & ngudi bi suy giam chire gan. Vi véy, o nhimg bénh nhan cao tudi can theo doi
ndng d6 huyét thanh dé diéu chinh liéu diing Metronidazole phu hop.
Bénh nhin nhi
Sur an toan va anh huong dbi bénh nhan nhi chua duge biét dén, trir truong hop dung diéu trj cho
bénh amip.

TAC DUNG PHU

Co thé xay ra cdc tdc dung khéng mong mudn sau day:

Réi loan tiéu hoa: dau bung, bubn ndn, 6i mua, tidu chay, viém niém mac miéng. thay doi vi
gidc. chdn an va mot s6 hiém truong hep viém tuy nhung ¢6 thé dao nguoe duoe.

Phan tmg di img: ndi méan (phat ban), ngtra, do phimg mat, néi mé day, sét va phii mach (mt
tinh trang nang v&i dau hig¢u phiy mat, ludi, hong va thanh quan), ddi khi séc phan vé (phan Gmg
di (mg ning khai phat dét ngdt) va mét sb rit hiém trudmg hop viém da bong mi.

R&i logn thdn kinh trung wong va ngoai bién: bénh 1y than kinh cam gide ngoai bién, nhire dau.
chong mét, co giat va that diéu (khong phdi hop dugc cde dong tac theo ¥ mudn).

R&i loan tam than: tridu chimg loan than bao gdm i 14n va ao giac.

- Réi loan thi giac: rbi loan thi gidc thoang qua nhu song thi (nhin mét thanh hai) hodc cén thi.
Rbi loan huyét hoc: mét sé rat hiém trimg hop bi maét bach cdu hat, giam bach cdu da nhan
trung tinh va giam tidu ciu da duoc béo cdo.

Gan: mét s6 rat hiém trudng hop viém gan tde mét da duge bao cdo.
Théng bio cho bdc si nhitng tic dung khong mong muén gdp phai khi siv dung thude.

SUDUNG O PHU NI CO THAI VA CHO CON BU N

Phu nit ¢o thai: Metronidazol di qua hang rao nhau thai nén vi¢e dun@%ﬁ%c nay trong thai ky cén
dugce danh gia cdn than. |

Phy nir cho con ba: Metronidazol bai tiét vao sfta me kha nhanh, tré bu co thé cé néng do thude
rong huyét tuong bang khoang 15% ndng do ¢ me. Nén ngimg cho b khi diéu tri bing

metronidazol.

TAC DUNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Vinguy co 10 1an, chéng mat, 4o gide, co giat hoac rdi loan thi gide thong qua khi ding thude nén
khuyén bénh nhan khong duwoc i xe hoic diéu khién may moc néu xay ra nhing triéu chimg nay.

TUONG TAC THUOC

Metronidazol khéng duec ding két hop vai disulfiram. rugu va nhiing thube ¢6 chiza con.
Metronidazol tang tac dung thude udng chéng déng mau. dic biét warfarin, vi vay tranh dung cing
lie.

Metronidazol ¢6 tic dung kiéu disulfiram. Vi vay khong ding dbng thoi 2 thude nay dé tranh tac
dung doc trén than Kinh nhu loan thin, 10 13n.



https://nhathuocngocanh.com/

Dung dbéng thoi metronidazol va phenobarbital lam ting chuyén hoa metronidazol nén
metronidazol thai trir nhanh hon.

Dung metronidazol cho ngudi bénh dang ¢6 ndng do lithi trong mau cao (do dang ding lithi) s& lam
ndng dd lithi huyét thanh tang lén, gay doc.

Metronidazol tang tac dung ctia vecuronium la mot thude gian co khéng khir cue.

SU DUNG QUA LIEU

Triéu chimg khi qué liéu c6 thé xy ra bao gém ndn, budn nén, chéng mit, té liét hay bi dau nhéi
day than kinh hoac bi [én con co giat.

Khéng c6 thube giai doc dac hidu. Truong hop qua Iiéugi{i'f:),t tri triéu chimg va cac bién phap hd tro.

BAO QUAN: Bao quan noi khé va mat, khong qua 30°C\Trénh anh séng.
HAN DUNG: 24 thang ké tir ngay san xudt.
PONG GOI: Hop c6 10 vi x 10 vién nén bao phim.
TIEU CHUAN CHAT LUQNG: Dugc Dién My 35.
San xuét boi:
INCEPTA PHARMACEUTICALS LTD.
Pia chi: Dewan Idris Road, Zirobo, Savar, Dhaka, Bangladesh.
A880-2-7708502-6 Fax: +880-2-7708507
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