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Composlition

Tinidarole ........ i veeeees 0048
Sodium chlaride , ... 098
Water for injection sq.for ... 100m

Specificatlon: CP 2010

& side effect

See the package insert,
Packing

1 bottle of 100ml in a printed box.

Storage

Store in tight container, protect from

light, below temperature 30°C
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Lot.No:

Mig. Date: dd/mmiyy
Exp. Date ; dd/mmiyy
DNNK:

EEP GUT OF REACH OF CHILDREN

[EAREFULLY READ THE INSERT BEFORE USE

120, 55.55 (mm)

injection

NAKONOL

®
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Batch No, Mig.date, Exp.date.

San xuat tai Trung Quéc béi:
Shijiazhuang No.4 Pharmaceutical
Co., Ltd.

No.35 Huitong Rd., Shijiazhuang,
Hebei, China
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R,. Thubc bdn theo don

NAKONOL
(Tinidazol)
Doc kj hwong din siv dung truée khi ding
Néu cén thém théng tin, xin héi Y kién bdc sp.
Thuéc chi diing theo don ciia bdc sy.
Tén thuéc : NAKONOL
Thanh phan: MJi chai 100 ml chira:
Hoat chdt:
Tinidazol 400 mg
Td duoc: natri clorid, nurée cit pha tiém.
Dang bao ché : Dung dich truyén tinh mach.
Quy cach déng géi : Hop 1 chai 100 ml.
Pic tinh dugce Iwe hoc:
Tinidazol 12 din chat imidazol tuong tur metronidazol. Thudc c6 tac dung véi ca dong vat nguyén
sinh va vi khudn ky khi bat budc nhu Bacteroides spp., Clostridium spp., Fusobacterium spp..
Co ché tac dung cua tinidazol véi vi khuén ky khi va nguyén sinh dong vét la thude tham nhap M‘Z/
vao té bao cla vi sinh vat va sau d6 pha hity chudi DNA hodc tc ché téng hop DNA. Tinidazol -
¢6 tac dung phong va diéu tri cac nhiém khudn duong mat hodic dudng tidu hoa, didu trj ap xe va
diéu tri cac nhiém khuén ky khi nhu viém cin mac hoai tir va hoai thu sinh hoi. Trén thuc té
thuong gap cac nhidm khuin hén hop, do vy cin phai phdi hop tinidazol véi cac khang sinh
khéc mot cach hop ly dé c6 thé loai trir duoc ca cac vi khuén hiéu khi nghi ngd. PE phong nhiém
khuén trong phiu thudt, c6 thé phbi hop tinidazol véi gentamicin hogc tinidazol véi
cephalosporin, ding truée va trong khi phiu thuat. Khong nén dung thube tiép sau phiu thuét.
Dung thuc du phong kéo dai khong ting tac dung phong ngira ma con lam ting nguy co nhiém
khuin tiém 4n va khang thudc. Néu nghi ngd c6 nhiém hén hop vi khuén ky khi va
Enterococcus, nén phdi hop tinidazol véi ca gentamicin va ampicilin/cephalosporin, hoic

tinidazol v&i vancomycin. Truong hop nghi ngo nhiém cic vi khuian Gram &m

Enterobacteriaceae nhu Klebsiella, Proteus hodc Escherichia cing véi céc vi khuén ky khi, nén
phdi hop tinidazol véi cdc cephalosporin thé hé 1 hodc 2. Néu nghi ngd c6 cac vi khuin
Enterobacteriaceae khac nhu Enterobacter, Morganella, Providencia, Serratia trong céc nhiém
khudn hdn hop ky khi va hiéu khi, c&n phéi hop tinidazol v6i cephalosporin thé hé 3, penicilin va

thudc trc ché beta- lactamase, monobactam vi/hoic gentamicin. Néu nghi ngd cac vi khuin ky




khi khdng metronidazol/ tinidazol, ¢é thé ding céc thudc khic thay thé nhu clindamycin hodc
cloramphenicol, imipenem hoic phdi hop penicilin va thude e ché beta - lactamase.

Duge dfng hoc: '

Nira doi thai trir trong huyét tuong 1a 12 - 14 gid.

Tinidazol duoc phan bd rdng rai va nf‘mg d6 dat duge & mét, stra, dich ndo thy, nude bot va cac
mé khac trong co thé tuong tu véi ndng d6 trong huyét tuong; thude d& dang qua nhau thai. Chi
¢6 12% gin vao protein huyét trong. Thube chua chuyén héa va cac chét chuyén héa cia thude
duoc bai tiét trong nuwdce tidu va mot phan it hon trong phén.

Chi dinh :

Chi dong thude dwomg tinh mach khi bénh nhan khong ubng duge.

Tinidazol thutmg phdi hop véi cdc khang sinh khac trong céc trudng hop:

D phong:

Phong nhi®m khudn sau phiu thuit do cdc vi khuén ky khi, dac biét cdc nhiém khuén lién quan
t61 phiu thudt dai trang, da day va phu khoa.

Diéu tri:

ac nhiém khuan do vi khuan ky khi nhu: i

Nhiém khudn trong 6 bung: Viém mang bung, dp xe. Nhiém khuin phu khoa: Viém ndi mac tir
cung, viém co ndi mac t& cung, 4p xe voi budng trimg. Nhidm khuin huyét. Nhidm khuan vét
thwong sau phau thuat. Nhiém khuén da va cdc mé mém. Nhiém khufn dudng hé hip trén va
dudi: Viém phéi, viém mang phdi mi, ap xe phdi.

Liéu lrong va cich dang :

Ngudi 16n va tré em trén 12 tudi:

Dung trong didu trj cdc nhiém khuan gy ra boi vi khuén ky khi: liéu s dung & ngudi 16n 13 0,8
¢ mot lan/ngay truyén tinh mach chdm. Thuong difu tr trong S -6 ngay 13 d, nhung thoi gian
diéu tri con tly thude vao két qua 14m sang; diic biét khi didu tri trist d& nhidm khudn & 1 s6 vi tri
kho khan, cin thiét phai kéo dai didu trf trén 7 ngdy.

Dé phong nglra nhidm khuén sau phiu thuit do vi khuén ky khi gdy ra: liéu khuyén cdo sir dung
cho ngudi 16n 1a 1,6g truyén tinh mach 1 hodc 2 1an, ln truyén thir nhét trong vong 2 -4 gits
trude khi phiu thudt, 1an thir hai trong vong 12-24 gié sau phiu thut.

Chéng chi dinh:
Qua man vai tinidazol

Loan tao mau hodic ¢6 tién sir loan chuyén héa porphyrin ¢ép.



Ba thang déu cia thai k¥; ngudi me dang cho con bi.
Ngudi bénh ¢6 céc rdi loan than kinh thuc thé.

Than trong:
Trong thoi gian didu tri véi tinidazol khéng nén ding cac ché phim cd rwgu vi ¢d theé o phin

tng gidng nhir cta disulfiram (d6 bimg, co cimg bung, nén, tim ddp nhanh).

Tac dung khong mong mudn:
C6 khoang 3% ngudi bénh duoge didu tri gép cdc phan (g khdng mong mudn.

Thuong gap, ADR> 1/100

Tuén hoan: Viém tinh mach huyét khéi, dau noi tiém.
Tiéu hoa: Bubn nén, &n khéng ngon, dau bung.

Phan img khéc: Thay d6i vi gidc nhét théi.

It gap, 1/1000 < ADR < 1/100

Toan than: Chong mit, nhie dau.

Tiéu hoa: Non, ia chay.

Hiém gap, ADR < 1/1000

Toan than: Di tmg, sbt.

g
Mau: Giam bach ciu c6 hdi phuc. /

Tiéu héa: Viém miéng.

Da: Ngoai ban, ngita, phat ban da.

Co xuong: Pau khop.

Than kinh: Bénh 1y than kinh ngoai bién.

Tiét nidu: Nuée tidu sim.

Chii Y- C6 nguy co xay ra cdc phan Gmg gidng disulfiram néu nguai bénh udng rugu khi didu tri.
Thinh thoang ciing cé phan tng di tmg hdn hop: Ngoai ban, may day kém theo st va dau cac
khép. Mot sé it truémg hop bi mét diéu hoa va co giat ciing dd duoc thdng béo.

Huwéng din cach xi tri ADR

Ngimg diéu trj néu thiy cdc ddu hiéu thin kinh bat thudmg.

Piéu trj cac phan tmg gidng nhu coa disulfiram chi yéu 14 diéu tri tridu chimg va hd tro. Mic du
hau hét cac phan vmg nay thudmg tu hét va khong c¢6 nguy co de doa tinh mang, nhung nén diéu
tri tai noi cé sfn cac phuong tién va thube c¢dp ctru; vi loan nhip va ha huyét 4p ning d6i khi Xay

ra. Cé thé diing oxy hodic hdn hop 95% oxy va 5% carbon dioxyd @ hd tro ho hip. C6 thé xu 1y
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cac phan tmg nang giéng nhu truong hop sde. C6 thé dung cac dung dich dién giai hodc huyét
twong dé duy tri tudn hoan.

Théng bdo ngay cho bdc sy hodc dwoc sy khi gdp phdi cdc tac dung khong mong muon ciia
thuéc.
Twong tac thudc:
Cimetidin c6 thé 1am giam thai trir tinidazol ra khoi co thé. C6 thé do cimetidin trc ché chuyén

héa tinidazol & gan, nén lam tang ca tac dung diéu tri 1dn doc tinh.

Rifampicin c6 thé lam tang thai tinidazol. C6 thé do ting chuyén héa tinidazol & gan, va lam
giam tac dung diéu tri.

Si dung thudc cho phu ni¥ ¢6 thai va cho con bi:

Thoi ky mang thai

Tinidazol qua hang rao nhau - thai. Chdng chi dinh ding thudc nay cho phu nit mang thai trong 3
thang ddu vi chua biét anh hudng cta céc loai thube nay trén bao thai. Chua cé bing chimg

tinidazol anh hudng c6 hai trong giai doan sau cia thatky, nht{ng can phai cdn nhic giita loi ich

ctia thai ky. £
Thai ky cho con ba /

Tinidazol bai tiét qua sira me. Khong nén ding ¢ g cho con bi, hodc chi cho con

b it nhat sau 3 ngay ngirng thudc. EH?{L%%(E}T;E %JI:IG
) ; G
Anh huwéng dén kha ning lii xe va vin hanh may méc: uye 0 }g 0y ;/“

Than trong khi 14i xe va van hanh may méc do thubc c6 tac dung h6ng mong fnuon gg’y%hong
mat, nhirc dau.
Qua liéu va xir tri:
Khéng c6 thude giai doc dic hiéu dé diéu tri qué lidu tinidazol. Chu yéu diéu tri tridu chimg va
hé trg. C6 thé loai tinidazol d& dang bing thim tach.
Bdo quén: Bao quén trong bao bi kin, nhiét do dudi 30°C, tranh 4nh sang.
Han dung: 36 thang ké tir ngay san xuét.
DE THUOC TRANH XA TAM TAY TRE EM.

Nha san xuét

Shijiazhuang No.4 Pharmaceutical Co., Ltd. :C>\
No.35 Huitong Rd., Shijiazhuang, Hebei, Trung Quéc. )
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rerng van phong dai dién
Liao Zhi
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