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THANH PHAN - M&i &ng 5 ml chio
i Pefloxacin {duéi dang Pefloxacin mesylot dibydrat | 400 mg 1
CHI BINH, CHENG CHI BINH, LIEU DUNG, |
¢ty cd PHAN PYMEPHARCO CACH DUNG - Xem 1 huéng déin s& dung. :
| | 166-170 Nguy&n Hug - Tuy Hoa - Phi Yén - VN BAO QUAN - Noi khs, mét {dusi 30°C). Trénh anh sang.

TIEU CHUAN - TCCS.

AFULOCIN

400 mg Pefloxacin

For parenteral use
Box of 5 ampoules of 5 ml

Keep out of reach of children
Read the leaflet carefully before using
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0144588 g
| AC.\
|
| 3
i ¥
|
i

COMPOSITION - Ench ampoule of 5 ml contains
Pefloxncin (as Pefloxacin mesylate dihydrate | 400 mg
INDICATIONS, CONTRA-INDICATIONS, DOSAGE
AND ADMINISTRATION - Reod the leaflet inside.
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STORAGE - In a dry, cool ploce (below 30°C). Protect from light.
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. AFULOCIN f
¢ 400 mg Pefloxacin |
: ; Dung dich tiém truyén finh mach 5
| Hép 5 éng tiém 5 ml
, Dé xa tdm tay tré em

Boc k§ hudng dén sif dung trudc khi diing

@

HUYNH TAN NAM
TONG GIAM BOC
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THANH PHAN - M&i éng 5 ml choa

[ _ Pefloxocin (dusi dang Peflaxacin mesylat dilydrat | 400 mg
| CHI BINH, CHONG CHI BINH, LIEU DUNG,

| CTY ¢O PHAN PYMEPHARCO CACH DUNG - Xem 16 hutng dén st dyng.

! 166-170 Nguy&n Hué - Tuy Hoa - Phi Yén - VN BAO QUAN - Not khs, mat {dusi 30°C). Trénh énh séng.

| TIEU CHUAN - TCCS.

AFULOCIN

- 400 mg Pefloxacin

! For parenteral use
|

Box of 10 ampoules of 5 ml

Keep out of reach of children
Read the leaflet carefully before using
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COMPOSITION - Ench ompoule of 5 ml contains
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| | INDICATIONS, CONTRA-INDICATIONS, DOSAGE | g
| | AND ADMINISTRATION - Read the leaflet inside. | = 1
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| 36014 588185 STORAGE - In a dry, cool place (below 30°C). Protect from light. | L.
i | SPECIFICATION - In-house. i 4
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-+ AFULOCIN
| x 400 mg Pefloxacin
| ; Dung dich tiém truyén finh mach

Hop 10 8ng tiém 5 ml

DE xa tim tay tré em

Boc k§ hudng dén sif dung trudc khi ding

TONG GIAM BOC
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AFULOCIN
400mg/Bml Pefloxacin

Tiém truyén finh mach
For parenteral use
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HUONG DAN SU DUNG THUOC
Rx I
Thude bdn theo don. Néu can thém théng tin, xin hoi y kién bdc sy.
Doc kjf huomg dan sic dung treée khi dimg. Dé xa tam tay tré em.

Dung dich tiem AFULOCIN
(Pefloxacin 400 mg)

THANH PHAN: Mbi 6ng dung dich tiém 5 ml chira

Pefloxacin (dudi dang Pefloxacin mesylat dihydrat) 400 mg

Td diege: Natri ascorbat, methane sulphonic acid, nude cat phatiém.

DUQCLUCHQC

Pefloxacin 1 khang sinh thuc nhém Quinolon, con duge goi 1a chét trc ché DNA gyrase. Do {rc ché

DNA gyrase nén thubc ngain sy sao chép cuia chromosom khién cho vi khuén khéng sinh san dugc. Phé

khéng khuén ciia Pefloxacin rét rong, bao gdm phén 16n cac vi khuén Gram (-) va Gram (+).

Cac vi khudn nhay cam nhu Neisseria gonorrhoeae, H. influenzae, Moraxella catarrhalis,

Pseudomonas aeruginosa, Acinetobacter baumannii. Nhig ching vi khudn gram (-) khéc bao gdm:

Aeromonas hydrophila, Plesiomonas, Capnocytophaga, Agrobacter, va Vibrio spp.. Nhimg ching

Staphylococal nhay cam véi methicillin bao gdm Staphylococcus aureus,va S. epidermidis. Kém nhay

v6i céc chiing vi khuén ky khi bao gom Bacterioides, Clostridium va Fusobacterium spp.. Pefloxacin ¢6

hoat tinh trung binh ddi véi cdc ching Gardnerella vaginalis, Chlamydia trachomatis, Mycoplasma

hominis va Ureaplasma urealyticum.

DUQCPONGHQC

Sau khi tiém truy@n tinh mach cham liéu 400 mg perfloxacin, ndng do dinh trong huyét twong trong

khoang 3.9 - 5,8 mg/l dat dugc sau 1,0 dén 1,5 gidr . Thudc phan bd khdp céc dich co thé va céc co quan.

Thé tich phan bé khoang 1,0 dén 2,6 I/kg. Khoang 20 - 30% pefloxacin gin véi protein huyét twong.

Thube duge chuyén hoa 85 - 90% & gan thanh céc chit chuyén héa N-demethyl-pefloxacin, pefloxacin

N-oxide. Thovi gian ban hily cta pefloxacin khoang 6,2 dén 13,8 gio. S thai trir ciia thudc chii yéu qua

nude tiéu va qua phan.

CHIPINH

- Viém tuyén tién liét cAp va man tinh, ké ca cac thé nang.

- Nhiém khuén ning do tryc khuén Gram 4m va tu cdu, dic biét trong nhiém triing thén va tiét niéu, nhiém

tring sinh duc, nhiém tring & byung va gan mét, nhiém tring xwong khép, nhiém tring da, nhiém tring hd

hap, tai mii hong.

- Nhiém khuén huyét, viém ndi tim mac, viém mang nio.

LIEU LUQNG VA CACHDUNG

Nguoi I6n: 800 mg/ngay, chia 1am 2 l4n. D& dat ndng d6 hitu hiéu trong méu, c6 thé ding ndng do ban

dau800 mg.

Bénh nhén suy gan: phai diéu chinh lidu ding bing cach ting khoang cach thdi gian giita 2 lidu. Can

truyén tinh mach véi toc d 8 mg/kg trong mét gio.

- Ngay 2 14n & bénh nhan khong b ¢d truéng, vang da.

-Ngay 114n & bénh nhan vang da.

-Ngay 36 gid & bénh nhén ¢b truéng.

-M3i 2 ngay & bénh nhan cd truéng va vang da.

Bénhnhan suy thdn: khong c6 sy thay ddi dang luu y nao vé ndng d6 thudc trong huyét twong & céc bénh

nhén suy than vira va niing, khong can diéu chinh lidu.

Bénhnhan trén 70 tubi: 400 mg/ngay, chia lam 2 14n truyén tinh mach cach nhau 12 gid.

Cachdimg

Pha loang dung dich trong 6ng vao 125 ml hay 250 ml dung dich glucose 5%. Truyén tinh mach 400 mg,

ngay 2 1an, vao budi sang va budi tdi. .
0
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THANTROQNG

Chn trénh tiép xtic v&i 4nh séng mit troi hay tia cyra tim trong khi dang diéu trj va it nhét 4 ngay sau khi
ngung diing thubc, vi c6 nguy co phan (ng qua man véi dnh néng.

Viém gén d6i khi c6 thé xay ra, gay rach dut gan, thuong khu tri & gan Achilles (gén got) va dic biétla g
ngubdi gia.

Canthén trong & bénh nhan suy gan néing, bi nhugc co.

Pé tranh tac dung phy viém gén c6 thé xay ra, nén tranh ding thude & ngudi gia, ngudi c6 tién sir viém
gan hojic dang didu trj dai han bing corticoid hay dang luyén tap nang. Ngay khi bat ddu diéu trj, nén
kiém trabénh nhan xem c6 dau hogc sung & g6t chan hay khong.

Nén than trong khi dung pefloxacin trén bé¢nh nhan cé tién sir co giat hodc c6 cac yéutd nguy coco giat.
C6 thé xuét hién khang thudc hogc sang loc khang thuéc, dic biét 1a trong diéu trj dai han, nhiém khuén
bénh vién, nhét 1a do cac loai ty cdu va Pseudomonas.
CHONG CHI PINH

Bénh nhan min cam véi céc thanh phan cta thude.

Bénh nhan c6 tién sir bénh géan khi ding flouroquinolone.
Thiéumen glucose 6-phosphat dehydrogenase.

Tré em trong théi ki ting trudng.

Phuy nitr mang thai va cho con bu.

TUONG TAC THUOC

Duing dong thoi véi theophyllin c6 the lam tang ndng do theophyllin trong mau gay nguy co qli)
Cén theo ddi v& 1am sang va theo di ndng d6 theophyllin trong mau néu can. -
Thubc khéng acid chira cac mudi Mg, Al, Ca c6 thé 1am giam sy hép thu pefloxacin qua dudng n&ﬂﬂ&’#ﬁN s
khi ding chung. Do d6, nén ubng thudc ndy cach 4 givrtrude hoac sau khi udng perfloxacin. H AHCO
Mudi sét, mudi kém 1am giam hép thu pefloxacin. Do d6, nén uéng thudc nay it nhét 2 gio sau khi udng ,/Q?
pefloxacin. W w\‘
Cn theo ddi chic ché thoi gian prothrombin khi diing chung pefloxacin véi thudc khang vitari
Pefloxacin khong lam anh hudng dén két qua dinh lugng glucose trong nudc tiéu.

PHUNU COTHAIVA CHO CON BU

Khéng str dung thudc cho phy nit ¢ thai va cho con ba.

TACPONG CUATHUOC LEN KHA NANG LAIXE VA VAN HANH MAY MOC
Ngudi l4i xe va van hanh méy méc nén can dugc thong béo vé nguy co thude ¢ kha nang gay co giét.
TACDUNG KHONG MONG MUON

Téc dung khong mong mudn c6 thé gap nhu dau da day, budn ndn, non, tiéu chay, nhay cam véi énh sang,
phén tmg di img, datrco, dau khdp, co giat, mét tinh téo, 4o gidc, chong mat. Viém gén, dit gan g6t c6 thé

"~ kali, aminophylin va clindamycin. ]‘&’_
QUALIEU VA XU'TRI

PHO CUC Tﬂtiﬁ\l@cng hop qua liéu, dgc tinh trén than c6 hdi phuc da duge bdo cdo. Qualidu pefloxacmkhﬁng co
./V su dé didu trj. Xir tri bing gdy non, rira da day dé 1am giam hap thu-loi nigw’dé tang thai
e €0 d61 dlf.m tarn do 1t nhat trong 24 gto vico the khoang QT kéo dai hoacloanmhliptim, theo doi

HANDUNG: 36 thang ké tirngay san xuét
BAO QUAN: Noi kho, mat (duéi 30°C). Tranh 4nh sang.
TIEUCHUAN:  Tiéuchuincosd(TCCS).
TRINHBAY: Hop 5 6ng, 10 éng 5ml.
CTY CP PYMEPHARCO
166 - 170 N guyén Hug, Tuy Hod, Phu Yén
GMP - WHO
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