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2. Nhan trung gian.
a). Nhdan hop 1 vi x 4 vién nén bao phim.
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DOMESCO

TINIDAZOL

500 mg

Hép 1 vi x 4 vién nén bao phim

TINIDAZOL 500 mg

/

GMP - WHO Boa of 1 blister x 4 film-coated tablets >
THANH PHAN: M3 vitn nén bao phim chia
= Timidazol it aat il e g
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CHi BINH, LIEU LUGNG & CACH DUNG, CHONG CHl BINH, TUONG TAC THUGC, TAC DUNG
KHONG MONG MUON VA CAC THONG TIN KHAC: Xem trong th huong dn s dyng kém thea
BAO QUAN: Mot khd, rhigt 80 dutl 30°C. trdnh 4nh sing
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TINIDAZOL 500 mg
SBK
TIEU CHUAN AP DUNG: TCCS
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TP. Cao Lanh, ngay thang nam 20&2
1Q. TONG GIAM P0G 7
TS -

DE XA TAM TAY TRE EM
80C KV HUGNG DAN SUf DUNG TRUGC KHI DUNG
CONG TY Cd PHAN XUAT NHAP KHAU Y TE DOMESCO
DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.

o
KEEP OUT OF REACH OF CHILDREMN

MANUFACTURER'S SPECIFICATION
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

REGISTRATION NUMBER: ..............
(Gertified 150 9001: 2015 & ISOAEC 17025: 2005)

(it ching nhn 150 8001: 2015 & ISOAEC 17025: 2005)

66, Quic i 30, P. M Phi, TP. Cao Lanh, Bdng Thip

66, National road 30, My Phu Ward, Cao Lanh City, Dung Thap Province

COMPOSITION: Each film-coated tablet containg:
- Tinidazole L —— .
- Excipients . S ; = 5q.!
INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS, INTERACTIONS,
5IDE EFFECTS AND OTHER INFORMATIONS: Read the package insert

STORAGE: Store in a dry place, below 30°C. pratect from light Trﬁ\ n Thanh Phong
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GMP - WHO vién nén bao phim

THANH PHAN:

MBi vién nén bao phim chija:
S (1) V. | PSR RS 500 mg
o T I s b e bl vila dil

CHi BINH, LIEU Lu‘uua & chcH DUNG, CHONG
CHi DINH, TUONG TAC THUC, TAC DUNG
KHONG MONG MUON VA CAC THONG TIN
KHAC: Xem trong 9 huting dn sif dung kém theo.
BAD QUAN: Nai khd, nhiét 40 dusi 30 °C. tranh
dnh sdng

SDK:
TIEU CHUAN AP DUNG: T0CS

BE XA TAM TAY TRE EM
BOC k¥ HUONG DAN SU DYNG TRUAC KHI DUNG

CONG TY Cff PHAN XUKT NHAP KHAU ¥ TE DOMESCO
66, Qudc ¥ 30, P M7 Phil, TP Cao Linh, Béng Thip
{Bat ching nhin IS0 8007; 2015 & ISONEC 17025: 2005)
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b). Nhan hép 10 vi x 4 vién nén bao phim.
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DOMESCO

TINIDAZOL

500 mg

Box of 10 blisters x 4

GMP - WHO film-coated tablets

COMPOSITION:

Each film-coated tablet contains:

- Tinidazola .................. 500 mg
<ot i naigs s.q.f

INDICATIONS, DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS, SIDE
EFFECTS AND OTHER INFORMATIONS: Read the
package insert.

STORAGE: Store in a dry place, below 30 °C,
protect from light

REGISTRATION NUMBER
MANUFACTURER'S SPECIFICATION

KEEP QUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
166, National road 30, My Pha Wasd, Cao Lanh City, Doag Thap Provinee
(Certified 150 9001; 2015 & ISOAEC 17025: 2005)
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TO’ HUONG DAN SU DUNG THUOC

z’h .
Huroc ban theo don

TINIDAZOL 500 mg

TH ANH PHAN: M&i vién nén bao phim chira
5 DB PAVCIRIRNY. oo cisn 3RS R RS RN B 35 4 S AR SRS A 500 mg
- Ta duge: Tinh bdt ngd, Microcrystallin cellulose PHI101, Povidon K90. Natri starch glycolat,
Magnesi stearat, Hydroxypropyl methylcellulose 15¢P, Hydroxypropyl methylcellulose 6c¢P,
Polyethylen glycol 6000, Tale, Titan dioxid, Ethanol 96 %, Nuéc tinh khiét.
DANG BAO CHE: Vién nén bao phim. dung ubng.
QUY CACH PONG GOLIL:
HOp 1 vix 4 vién, dp 10 vi x 4 vicn.
CHI PINH: [inidazol thuong phdi hop voi cac khang sinh khac trong cac treong hop:
* Du phong: _
Nhiém khuén sau phau thuat do cdc vi khuén ky khi, dac biét cac nhiém khuan lién quan t&i phau
thuat dai trang, da day va phu khoa.
* Diéu i
- Nhiém khuan trong O bung: Viém mang bung. 4p xe. i
- Nhiém khuan phu khoa: Viem noi mac tr cung, viém co ni mac ur cung, ap xe voi buunu trimg. .
- Nhiém khudn huyét. nhiém khuan vét thuong sau phau thuat. nhiém khudn da va md mém. |
- Nhiém khuan duong ho lnp trén va dudi: Viém phoi, viem mang phm mu, ap xe phoi. '
- Vlcrp am dao khong dac hiéu, viém loét loi cap. i X !
- Nhi¢m Trichomonas sinh duc tiét ni¢u ca nam va nit. nhiém Giardia, nhiém amip rudt, amip cu tru |
O gan,
LIEU LUQONG VA CACH DUNG
Cach dung: Dung udng vai lidu duy nhat tr ong hodc sau khi an.
- Phong nhiém khuan sau phau thuat: Nguoi l6n udng lidu duy nhat 4 vién trudc phdu thudt 12 gio.
- Nhiém khuan ky khi: Nguoi 1on ngay dau udng 4 vién. sau do udng 2 vién x 1 lan/ ngayv hoac 1 vi
2 lan/ngay. thudng trong 5 — 6 ngdy, nhung thoi gian diéu tri con tuy thude vao két qua lam sa
ddt biét. khi dicu tri wiét dé nhiém khuan & mét vai vi tri ¢o kho khan, can thiét phai kéo dai diéu
trén 7 ngdy.
- Viem am dao khong déc hi¢u: Nguoi 1on dung licu duy nhat 4 vién, ubng mot lan. Diéu tri hai ngay\y
lién tuc voi lidu 4 vién moi ngay mot lan (liéu tong cong 8 vién) hi¢u qua khoi b¢nh nhanh hon.
- Viém loét loi cap: Nguoi 1on uong liéu duy nhat 4 vién, mot lan.
- ’-\Hnem Trichomonas sinh duc tiét ni¢u: Ngudi 16n lidu duy nhét 4 vién, Lloug, mot lan. Péng thoi
can diéu tri twong tu cho ca nguot ban tinh (vo hay chong). Tré em: Liéu duy nhét 50 - 70 mg/kg/lan,
¢6 thé dung mot liéu nhic lai, neu can.
- Nhiém Giardia: Ngudi lon liéu duy nhat 4 vién, uong mot lan, Tré em: Lidu duy nhat 50 -
75 mg’l\UfLm c6 thé dung mot liéu nhic lai, néu (,an |
- Nhiém amip o rudt: Neguon lon 4 vien. udng mm ngay mot lan, trong 2 - 3 ngay. Tre em: Licu duy
nhét 50 - 60 mg/kg mdi ngay. uong 3 ngay lién Liép.
- Amip gan: Nguoi 16n: Tong lidu thay doi tr 4.5 dén 12 g, tuy thuoe vao doc lue cua kniamoeba
Jmmh tica. Vo am;p o gan, ¢6 thé phai két hop rat ma véi diéu {r] ba.n“ tinidazol. Ban d'ul uong 1,5 -
. mot lan mdi ngay. trong 3 ngay. Doi khi dot diéu tri 3 ngay khong co hidu qua. can tiép tuc (Gi
6 ng&;
Tre em: 50 - 60 mg/kg/ngay. udng mot lan. trong 5 ngay lién tiép.
Luu y cac vwong hop phai dung ph()l hop v6i cac khang sinh khéc dé diédu tri nhi¢m khuén hon hop.
- NEum a0 tudi: Khéng ¢6 khuyén céo lieu dac biét. :
e HON(, CHI DINH: :
- Qud man voi tinidazol va cac thanh phan khic cua thude. j
- 1.oan tao mau hodc c6 tién sir loan chuyén hoa porphyrin cép. |
- Ba thang dau cia thai ky: nguoi me dang cho con by, r6i loan than kinh thuc thé. X!
|
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' THAN TRONG KHII SU DUNG:

Trong thoi gian diéu trj véi tinidazol khong nén ding cac ché pham ¢é rugu vi ¢o thé co phin (ng

gidng nhur cua disulfiram (d6 bimg, co cimg bung, non, tim dap nhanh).

PHU N7 CO THAI VA CHO CON BU: _ ,

* Thoi ky mang thai: Tinidazol qua hang rao nhau - thai. Chong chi dinh dung thudce nay cho phu nir
mang thai trong 3 thang dau vi chua biét anh hudmg cua cdc loai thude nay trén bao thai. Chua co
bang chimg tinidazol anh hudng co hai trong giai doan sau cua thai ky. nhung can phai can nhéc giira
loi fch cta ding thude véi nhitng kha nang gdy hai cho bao thai va ngudi me & ba thang tht 2 va tha
3 cua thai ky.

I'hoi ky cho con ba: Tinidazol bai tiét qua stta me. Sau khi udng thube 72 gidr ¢6 thé van tim thay
tinidazol trong stra. Khong nén dung cho ngudi me dang cho con by, hodc chi cho con bu it nhét sau
3 ngay ngung thuéc
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thude cé thé gay tac dung chong mat, nhirc dau (it gap). Than tr ong khi lai xe va van hanh mdy moc.
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Cimetidin lam giam thai trir tinidazol ra khoi co thé do cimetidin e ché chuyén hoa tinidazol o gan
neén lam tang ca tac dung diéu tri lan doc tinh.

tri.

TAC DUNG KHONG MONG MUON (ADR):

Co khoang 3 % ngudi bénh duge diéu tri gap cac phan ting khong mon g mudn.

Thicong gap, ADR > 1/100

Tuan hoan: Viém tinh mach huyét khéi. dau noi tiém.

Ticu hoa: Buon non, an khong ngon, dau bung.

Phan (mg khac: Thay déi vi gidc nhét thoi.

[t gap, 171000 < ADR < 1/100

Toan than: Chong mat. nhie dau.

Tiéu hoa: Non, tiéu chay.

Hiém gap, ADR < 11000

Toan than: Di tmg, st.

Mau: Giam bach cau ¢ hoi phuc.

Ticu hoa: Viem miéng.

Da: Ngoai ban. ngira. phat ban da.

Co xuong: Dau khop.

Ihan kinh: Bénh 1y 1hdn kinh ngoai bién.

Tidt ni¢u: Nudce tiéu sam.

Chii y: Co nguy co xdy ra cic phan tng gidng disulfiram né‘u nguodi bénh u(%nv ruou khi diéu tri.
Thinh thoang ciing ¢6 phan (mg di img hon hop: Ngoai ban, mé day kém theo sot va dau cdc khop.
Mot s it truamg hop bi mat didu hoa va co giat cung da duge thong bdo.

Thong bao cho bac sT nhiing tde dung khong mong mudn gap phai khi st dung thudc.

* Hudng dan cach xw tri ADR:

Ngtng diéu tri néu thiy cac dau hi¢u than kinh bat thuong.

Didu trj cdc phan ing gong nhu cua disulfiram cht yéu la diéu tri triéu chimg va hé trg. Mic du cac
phan (mg nay thuong tu hét va khong ¢6 nguy co de doa tinh mang, nhung nén didu tri tai noi ¢6 sén
cac phuong tién va thude cap cuu: vi loan nhip va ha huvet ap nang doi khi xay ra. Co the dung
oxygen hoac hon hop 95 % oxygen va 5 % carbon dioxyd dé hé trg ho hap. C6 tl m, xu 1y cdc phan
ung nng giong nhu treomg hop soc. C6 thé dung cac dung dich dién giai hodic huyér wrong dé duy tri
tudn hoan.

| QUA LIEU VA CACH XU TRi:

trg: ¢O thé rira da day. Co (hé loai tinidazol dé dang bang tham tach.

O N

- Rifampicin lam tdng théi tinidazol do tang chuyén hoa tinidazol ¢ gan va lam giam tac dung dicu |

Khong ¢6 thube giai doc dac hidu dé diéu tri qué li¢u tinidazol. Chu yéu diéu tri triéu chimg va ho |

J!’
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DUQC LUC HOQC:

Tinidazol 1a dan chat imidazol twong tw metronidazol. Thudc ¢6 tac dung vdi ca dong vat nguyeén
sinh va vi khuan ky khi bat budc nhu Bacteroides spp., Clostridium spp., Fusobacterium spp.. Co ché
tac dung ctia tinidazol v&i vi khuan ky khi va nguyén sinh dong vat la thude tham nhdp vao té bao

nhiém khuén kv khi nhu viém Ldn mac hoai tr va hoai thu sinh hoi. Trén thuc té thuong gip cac
nhiém khuan hon hop. do vy can phai phm hop tinidazol voi céc khang sinh khac mot cdch hop 1y
dé ¢6 thé loai trtr dugc ca céc vi khuan hiéu khi nghi ngo. pé phong nhiém khuan trong phau thuat.
¢o the phdi hop tinidazol vai gentamicin hofc tinidazol véi cephalosporin, dung truge va trong khi
phdu thuat. Khéng nén ding thude tiép sau phau thuat. Dung ihuoc du phong kéo dai khong ting tac
dung phong ngura ma con lam tang nguy co nhiém khuan tiém an va khang thue. Néu nghi ngd ¢o
nhiém hon hop vi khuan ky khi va Enterococcus, nén phéi hgp tinidazol véi1 ca gentamicin va
ampicillin/cephalosporin. hoac tinidazol voi vancomycin. Trudng hop nghi ngdy nhiém cdc vi khuan
Gram am Enterobacteriaceae nhu Klebsiella, Pr oteus hodc Escherichia cung véi cac vi khuan ky
khi. nén phoi hop tinidazol véi cae cephalosporin thé hé 1 hodc 2. Néu nghi ngd ¢6 cac vi khuan
Enterobacteriaceae khac nhu Enterobacter, Morganella, Providencia, Serratia trong céc nhiém
khuan hén hop ky khi va hiéu khi, cin phéi hop tinidazol véi cephalosporin thé hé 3. penicillin va
thude e ché beta - lactamase, monobactam va/hodc gentamicin. Néu nghi ngd cdc vi khudn ky khi
khang metronidazol/tinidazol, ¢6 thé dung cac thube khac thay thé nhu clindamycin hoac
. cloramphenicol. imipenem hoje phdi hop penicillin va thude e ché beta - lactamase.

DUQC DONG HQC:

linidazol duge hip thu sau khi udéng va dic bidt nong do dinh trong huyét tuong dat khoang
40 microgam/ml sau 2 gio- dung lidu duy nhat 2 g, tut xubng 10 microgam/ml sau 24 gio va
2.5 microgam/ml sau 48 gi. Voi lidu duy tri g hang ngay c6 thé duy tri duge ndng do mn
8 microgam/ml. Thoi glan ban thai trong huy ét tlmrmz la 12 - 14 gio.

Tinidazol duge phin bé rong rdi va nong do dat dugc ¢ ma, sira, dich ndo iy, nude bot va cic thd
khac trong co the trong tu voi nong do trong huw:{ tuong; thude dé dang qua nhau thai. Chi ¢o 12/%
edn vao protein h wyet tuong. Thube chua chuyén héa va cac chat chuyén hoa ciia thude duoe baf tiét
trong nuoe tiéu va mot phan it hon trong phan.
BAO Qu AN: Noi kho, nhiét do dudi 30 °C, tranh dnh sang.
| HAN DUNG: 48 tu‘mg ké tir ngdy san xudt.
 THUOC NAY CHI DUNG THEO PON CUA BAC ST.

POC KY HUONG DAN SU DUNG TRUOC KHI DUNG

' NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.
' DE XA TAM TAY TRE EM. - -
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clia vi sinh vat va sau d6 pha huy chudi DNA hodc e ché tong hop DNA. Tinidazol ¢6 tac dung |
phong va diéu tri cac nhiém khuan duong mat hode dwong tiéu hoa, didu tri ap xe va diéu tri cac |



