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Trihydrate
Famacin 500 |:>)<
500 mg Capsule
ANTIBACTERIAL Thuéc ban theo don

San xudt tgi An d¢ boi:
Flamingo Pharmaceuticals Ltd

R-662, T.T.C Industrial Area, Midc, Rabale,
Navimumbai Thane 400701. Maharashtra State. India.
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577.4 mg Ampicillin Trihydrate BP T MOoi vi ra:
equivalent to Ampiclin 500 mg Am pICI"In 57':' :I?: n:rr:.'g icc?ltzaTrih drat BP
ERrCeiE oo e Trihydrate twong dvong véi Ampiciin 500 mg
MORE OTHER INFORMATION IN y CHI BINH. CACH DUNG, LIEU
PACKAGE INSERTS. : \ DUNG, VA CAC THONG TIN
g_l;gg::&lagtcm BP 2‘1015I l Famacin 500 | KHAC: XIN XEM TRONG TO
ot b;xgg.c?g;@aﬁgm ightt | 500 mg Capsule _I;_I'Elfgjhle DAN SU¥ DUNG KEM
ety dad 0 R ANTIBACTERIAL TIEU GHUAN: BP2016
KEEP QUT OF THE REACH OF Manufactured in India by: | BAO Ql_JAN: & noi kho rao, nhiét
CHILDREN. d6 dwei 30°C, tranh anh sang.

CAREFULLY READ THE
ACCOMPANYING INSTRUCTIONS
BEFORE USE.

Reg.No./Sé DK:

Mig Lic.No/Sé GP

Batch No./ S6 16 SX: XXXX

Mfg.Date/ NSX : dd/mmiyyyy
Exp.Date/ HD : ddimmilyyyy

DNNK:

Flamingo Pharmaceuticals Ltd
R-662, T.T.C Industrial Area, Midc, Rabale,
Navimumbai Thane 400701, Maharashtra State, India.

BUONG DUNG: Uéng
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GIT THUOC NGOAI TAM TAY
TRE EM |
POC KY HUONG DAN SU DUNG
TRU'GC KHI DUNG
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Rx- Thudc béan theo don.

Doc k) hudng dan sir dung trude khi ding
Néu can thém thong tin, xin tham khdo y kién Dugc st hodc Bdc st

Vién nang
FAMACIN 500
(Ampicillin Capsules BP 500 mg)

Thanh phin: Mdi vién nang chia:
Hoat chat:

577,4 mgAmpicilin Trihydrat BP tuong duong v&i Ampicilin 500 mg.
Td dwoc: Magié Stearat, Talc tinh khiét.

Chi dinh diéu tri:

Viém dudng ho hip trén do Streptococcus pyogenes, Streptococcus
pneumoniae, Haemoph:lus mﬂuenzae Ampicilin diéu tri c6 hiéu qua cic
bénh viém xoang, viém tai giira, viém phé quan man tinh bot phéat va viém
nﬁg thanh quan do cac chung vi khuén nhay cam gy ra.

Diéu tri 18u do Gonococcus chua khang céc penicilin, thuong dung ampicilin
hodc ampicilin + probenecid (l¢i dung tuwong tic lam giam dao thai céc
penicilin).

Céc chiing Shigella & nhiéu nuéc thudng khang cac loai khang sinh trong do6
¢6 ampicilin. Trong nhitng trudng hop nay c6 thé thay ampicilin bing
cotrimoxazol hogc ciprofloxacin.

Piéu trj thuong han: Ampicilin thuong kém hiéu qua hon so voi phd khéng
khuin trén in vitro. Trong loai nhiém khudn nay cloramphenicol,
cotrimoxazol thudng cé hi€u qua va an toan hon so véi ampicilin. Hién nay
tinh trang Salmonella typhi khang ampicilin, cloramphemcol va cotrimoxazol
xdy ra nhiéu hon cho nén cac cephalosporin va cac quinolon thudng la thubc
dugc lya chon dé diéu tri s6t thuong han.

Khong nén diéu trj viém rugt non cép thong thudong do Salmonella, khong
diéu tri nhiém khuén huyét béng ampicilin, vi khong 1am khoi bénh ma chi
gdy ra mdt nguy co 16n 1a xudt hién céc ching khang thudc cia céc vi khudn
dudng rugt Gram &m khac.

Diéu tri bénh nhiém Listeria: Vi khuin Listeria monocytogenes rat nhay cam
v&i ampicilin, nén ampicilin du'o‘c dung dé diéu tri bénh nhidm Listeria.

Do ¢6 hiéu qua tot trén mot s6 vi khuan khéc, bao gﬁn’l\&vﬁen cdu béta nén
ampicilin ding rat tot trong diéu trj nhim khuén huyét\B" tré so sinh va tré
nho, thuong duge két hop véi aminoglycosid.

Lleu lwgng:
Liéu dung amplcllm phu thuoc vao loai bénh, mirc d) ning nhe, tudi va chuc

ning than ciia ngudi bénh. Liéu dugc gidm & ngudi suy than nang.
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Ampicilin thudng dwgc ubng duéi dang trihydrat va tiém dudi dang mudi
natri. Thirc #n dnh hudng dén hidu qua ctia ampicilin. Tranh ubng thudc vio
bita én,
Ngudi lon: Liéu ubng thudng 0,25 g - 1 g ampicilin/lan, cir 6 gior mot 1an,
phai ubng trudc bira an 30 phut hodc sau biva #n 2 gid. V&i bénh ning, ¢6 thé
udng 6 - 12 g/ngay.
Pé diéu trj lau khong bién chimg do nhimg chung nhay cam voi ampicilin,
thuong dung lidu 2,0 - 3,5 g, két hop véi 1 _g probenecid, ubng 1 liéu duy
nhét. Vi phu nit c6 thé ding nhéc lai 1 14n néu cn.
Tré em:
Nhiém khuén dudomg hé hip hodc ngoai da: tré cin nang dudi hodc bing 40
kg: 25 - 50 mg/kg/ngay chia déu nhau, cich 6 gio/lan.
Viém dudmg tiét nigu: 50 - 100 mg/kg/ngay, cach 6 gid/lan.
Thdi gian didu tri: Phu thuf)c vao loai va murc d6 ning ciia nhiém khuén.
D61 voi da sb nhidm khudn, trir 14u, tip tuc didu tr] it nhét 48 - 72 gid sau khi
ngudi bénh hét triéu ching,
Ngui suy thin: D§ thanh thai creatinin 30 ml/phit hodc cao hon: khéng cén
thay dbi liéu thong thudong & ngudi 16n. Do thanh thai creatinin 10 ml/phit
hoiic dudi: cho lidu théng thudmg cach 8 gid/lan. Ngudi bénh chay than nhan
tao phai ding thém 1 lidu ampicilin sau m&i thoi gian thim tich.

Chong chi dinh:
Ngudi bénh man cam vdi penicilin.

Than trong:

Di tmg chéo vdi penicilin hodc cephalosporin. Khong dugc ding hodc tuyét
dbi than trong dung ampicilin cho ngudi da bi min cidm véi cephalosporin.
Thoi gian diéu tri dai (hon 2 - 3 tuén) cin kiém tra chirc nang gan va than,

Phan ikng c6 hai:

Thuong gép, ADR > 1/100

Tiéu héa: Ia chay.

Da: Mén d6 (ngoai ban).

ft gap, 1/1000 < ADR < 17100

M4u: Thiéu méu, gidm tiéu clu, ting bach ciu wa eosin, gidm bach céu

v& mét bach céu hat.

Puong tiéu hoa: Viém ludi, viém miéng, budn nén, ndn, viém dai trang,

viém dai trang gid mac, ia chay.

Da: May day.

Hiém gip, ADR < 1/1000

Toan thﬁr\Phan ing phan v§, viém da troc vay va ban do da deng.

Phén 1 i tng & da kiéu "ban mudn" thudng gip trong khi diéu trj bang
ampicilin hon la khi diéu trj ba.ng cac pemcllm khéc (2 - 3%). Néu ngudi bj
bénh tang bach ciu don nhan nhiém khuén dugc diéu trj bing ampicilin thi 7
- 12 ngdy sau khi bt ddu diéu tri, hdu nhu 100% ngudi bénh thudng bj phat
ban dé rat manh. Cac phan (mg ndy ciing gip & cic ngudi bénh bi bénh ting
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bach cdu don nhén do Cytomegalovirus va bénh bach cdu lympho bao. Cac
ngudi bénh ting bach cau don nhdn di cd phan tmg lai dung nap t6t cac
penicilin khéc (trir cdc ester cua ampicilin nhu pivampicilin, bacampicilin).
Huwdng din cdch xir tri ADR

Néu thoi gian diéu trj 18u dai, phai dinh ky kiém tra gan, than.

Phai diéu tra k¥ ludng xem trude diy ngudi bénh ¢6 di ing vdi penicilin,
cephalosporin va cac tac nhin di img khac khdng. Néu phan Gng dj ing xay
ra nhu: May day, séc phan vé, hoi ching Stevens Johnson thi phai nging
ngay bién phdp ampicilin va chi dinh diéu tri lap tirc bang epinephrin
(adrenalin) va khéng bao gi&r duge didu tri lai bang penicilin va cephalosporin
nita.

“ Théng bédo vdi thdy thudc cdc tdéc dung khong mong muén gap phai khi
diing thudc”

Thot ky mang thai va cho con bu:

Thoi ky mang thai

Khéng ¢6 nhitng phan &ng c¢6 hai dbi véi thai nhi.

Thoi ky cho con bu

Ampicilin vao sira nhung khéng gy nhitng phan tng cé hai cho tré bl me
néu sir dung véi liéu diéu tri binh thuong.

Téac dung cia thudc khi l4i xe va vin hanh may méc.
Thube khong anh hudng.

S dung qua lleu

Ampicilin c6 thé dugc loai b ra khéi tudn hodn chung bing thAm phan mau,
qua trinh nay c6 thé lam gia tang sy thai trir cia thudc trong trudng hop qua
lidu & nhiing nguoi bénh suy than.

Dwoe lye hoc:

Tuorng tu penicilin, ampicilin tdc dong vao qua trinh nhén 1én cua vi khudn,
trc che sy tong hop mucopeptid cha mang t& bao vi khudn,

Phé khang khuln:

Ampicilin 13 mot khang sinh phé rong cé tic dung trén ca cau khuén Gram
duong va Gram am: Streptoccoccus, Pneumococcus va Staphylococcus
khong sinh penicilinase. Tuy nhién, hi€u qua trén Streptococcus beta tan
huyét va Preumococcus thip hon benzyl penicilin,

Ampicilin cling tac dung trén Meningococcus va Gonococcus. Ampicilin ¢o
tac dung tot trén mot sé vi khudn Gram 4m dudng rudt nh . coli, Proteus
mirabilis, Shigella, Salmonella. V6i phd khang khuan va d2 "nh duge dong
hoc, ampicilin thuémg dwgc chon Ia thude diéu trj viém nhiém duong tiét
niéu, viém tii mat va viém dudng mét.

Ampicilin khéng tic dung trén mot s ching vi khuin Gram 4m nhu:
Pseudomonas, Klebsiella, Proteus. Ampicilin ciing khong tac dung trén
nhiing vi khuin ky khi (Bacteroides) gy ap xe va cac vet thuong nhiém
khuén trong khoang bung. Trong céc nhidm khuan ning xudt phat tir rudt
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