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MAU NHAN HOP VA LO

San phim : Thudc Tiém YAHOSI
Kich thuéc hop : 70 x 45 x 35 mm
Kich thuéc lo :80x 30 mm .
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! ® Composition: Each vial contains | ® Thanh phén: M3i lo chia
| Imipenam monohydrate | Imipenem monohydrate
i (equivalent to Imipenem 500mg) [ (tlwng dwng Ilmipenem 500 mg)
| Cilastatin sodium | Cilastatin sodium

YAHOSI

Injection/Infusion

(equivalent to Cilastatin 500mg)
Excipient (Sodium bicarbonate) g.5
# |ndications, administration,
contraindications:

See insert paper.

® Storage:

In a hermetic container,

below 30°C, protect from light.

® Package: 1g/vial, 1vial/box.
Keep out of reach of children.

Read insert paper carefully
before using.
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® Bio quin:

Trong hp kin, nhiét 48 dudi
30°C, trdnh dnh sdng.

® Béng goi: 1gAg, 1 lo/Mdp.
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Rx Thubc bdn theo don .
Dé xa tam tay tré em

Doc kj huong din sit dung trude khi ding
Néu cin thém thong tin, xin hoi y kién bdc st

YAHOSI
SOK: ooiisiiioins

THANH PHAN: Mai lo chia:
Hon hgp vo trung cua Imipenem monohydrate, Cilastatin sodium va Sodium
bicarbonate twong duong voi:

Hoat chat:  Imipenem........................500 mg
Cilastatin........................500 mg i~
Td dwoc: Sodium bicarbonate............. vira du. I
DANG BAO CHE: Bot pha tiém
DPUQC LYC HQC

Imipenem la khang sinh c6 phd rat rong, thugc nhém beta - lactam. Thudc c6 tac dung diét
khuén nhanh do tuong tic v6i mot sO protein gén két véi penicillin trén mang ngoai cua vi
khuén. Qua d6, trc ché su tong hop thanh t€ bao vi khuin theo co ché gidng nhu cac khang
sinh beta - lactam khéac. Imlpenem cling bén vimg véi cac beta - lactamase cua vi khuén.
Imipenem dugc dung phéi hop véi cilastatin 1a mot chét wc ché sy phan huy cua imipenem
boi enzyme dehydropeptidase c6 trong ong than va ting cudng sy thu hdi cua thubc nay.
Cilastatin khong c6 tac dung khéng khuan d6i véi beta - lactamase.

Imipenem c6 tac dung rat t6t in vitro chéng vi khuin Gram duong ua khi bao gdm da sb cic
chung Staphylococcus Streptococcus va mot s6 Enterococcus.

Imipenem ciing c6 tac dung rét tét in vitro chdng Escherichia coli, Klebsiella spp., Citrobacter
spp., Morganella morganii va Enterobacter spp. Thudc ¢6 phan kém manh hon ddi v6i Serratia
marcescens, Proteus mirabilis, Proteus duong tinh v6i indol va Providencia stuartii. Da sb cac
chung Pseudomonas aeruginosa ddu nhay cam. Tuy nhién, sy phét trién tinh khang thudc clia
mot so ching Pseudomonas aeruginosa da duge mé ta trong qua trinh diéu tri véi 1m1penem -
cilastatin. Nhiéu ching Ps. cepacia va hau hét cac ching Xanthomonas maltophilia déu
khang.

Pa s0 céc vi khudn ky khi déu bj wc ché boi imipenem, bao gdbm Bacteroides spp.,
Fusobacterium spp-, Clostridium Spp- Tuy nhién, C. difficile chi nhay cam vira phai. Cac vi
khuén nhay cam in vitro khac bao gdm Campylobacter spp., Haemophilus influenzae, Neisseria
gonorrhoeae, ké ca céc ching tiét penicilinase, Yersinia enterocolitica, Nocardia asteroides va
Legionella spp. Chlamydia trachomati khang v&1 imipenem.

DUQC PONG HQC

Imipenem — cilastatin khong hdp thu sau khi uéng, ma can phai tiém tinh mach. Khi tiém
truyen tinh mach 500mg imipenem trong 30 phit cho ngum tré va ngudi trung nién, dat dinh
ndng do huyét thanh 30 — 40 mg/lit. Nong do nay du dé diéu tri phan 16n nhitng nhiém khuan.
Imipenem va cilastatin thai trir qua loc & cau thdn va bai tiét & 6ng than. Nura doi thai trir
khoang 1 gid, nhung kéo dai trong truomg hop suy giam chic ning than: 3 gio déi véi
imipenem va 12 gio déi véi cilastatin & ngudi bénh vo ni¢u. Do dd, can phai diéu chinh lidu
lugng tiy theo chirc ndng than. Nhitng ngudi cao tudi thuomg bi gidm chirc ning than, do d6
nén ding lidu bang 50% liéu binh thuong (trén 70 tum)

Imlpenem-cﬂastatm khuéch tén tét vao trong nhiéu mo cia co thé, vao trong nude bot, dom,
mo mang ph01 dich khép, dich nﬁo tuy va mé xuwong. Vi dat ndng d9 tbt trong dich ndo tuy va
vi co tac dung t6t chong ca lién cau khuén beta nhém B va Listeria nén imipenem ciing co tac
dung t6t d6i v6i viém mang ndo va nhiém khuén & tré so sinh.
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CHi PINH
Imipenem khong phai 1a mot thuéc lua chon dau tién ma chi danh cho nhiing nhiém khuén —=
n3ng. prat
Imipenem — cilastatin cé hi¢u qua trén nhleu loai nhiém khuén, bao gdm nhiém khuan dudng CONG T
tLet niéu va dudng hd hép dudi; nhiém khuén trong & bung va phy khoa; nhiém khuin da, mo !
mem, xuong va khép.
Thuoc ddc biét co ich trong diéu tri nhung nhi&m khuén hdn hop mic phai trong bénh vién.
Diéu tri nhiém khuén do nhleu loai vi khuén hdn hop ma nhimg thude khéc c6 phd hep hon
hoic bi chéng chi dinh do c6 tiém ning doc.
LIEU LUQNG VA CACH DUNG |
Nguwai lon /L[rﬁ/
Tiém truyen tinh mach:
Nhiém khuén tir nhe dén vira: 250mg — 500mg, cit 6 giy mot lin (1g — 4g mbi ngay)
Nh1em khuén ning véi nhimg vi khuan chi nhay cam muc do vira: 1g cr 6 — 8 gid mot lan.
Liéu tdi da hang ngay 4g hodc 50 mg/kg thé trong.
Tiém truyén liéu 250mg hozc 500mg trong 20 — 30 pht, tiém truyén lidu 1g trong 40 — 60
phut.
Tiém bdp
Chi 4p dung v&i nhiém khuén tir nhe dén vira: 500mg — 750mg, cir 12 gio mot lan (liéu
750mg dugc ding cho nhimg nhiém khuan trong 6 bung va nhimg nhiém khuin ning hon &
duong ho hap, da va phu khoa).
Khéng ding téng l1eu tiém bap 16n hon 1,5 g mot ngay, can tiém sdu trong khdi co 16m.
Tré em duwdi 12 tudi
D§ an toan va hi¢u lyc cua imipenem chua dugc xéc dinh. Nhung imipenem ti€ém tinh mach
da duge st dung c6 hiéu qua véi lidu 12 — 25 mg/kg (imipenem), 6 gidr mot lan.
Cach dung
Imipenem-cilastatin dé tiém truyén tinh mach khéng dugc dung dé tiém truyén tryc tiép. Phai
pha lugng thude chira trong lo v6i 100 ml dung dich tiém truyén, ndng d6 cudi cling khong
dugc qua 5 mg/ml tiém truyén trong 30 — 60 phut, can theo d&i xem c6 bi co giat khong.
Néu c6 budn nén, hodc non trong khi dung thudc, giam tbc do truyén.
Trong trwomg hop suy thin, gidim liéu nhw sau:

+ D¢ thanh thai creatinin 30 — 70 ml/phit, cho 75% liéu thuong dung.

+ D0 thanh thai creatinin 20 — 30 ml/phit, cho 50% liéu thuomg dung.

+ D6 thanh thai creatinin 20 ml/phut, cho 25% liéu thuong ding.
Cho mét lidu b sung sau khi thim tach mau.
CHONG CHI DINH
Bénh nhan mén cam véi thanh phén cua thude.
THAN TRONG
Nhing tac dung khong mong mudn vé than kinh trung vong nhu giat rung co, trang thai I lin
hogc con co gidt da xdy ra sau khi tiém tinh mach imipenem-cilastatin. Nhimg tac dung nay
thudng gap hon & ngudi bénh c6 rdi loan than kinh trung wong ddng thoi voi suy giam chire
nang than.
Gidng nhu cic khang sinh khac, viéc sir dung kéo dai imipenem-cilastatin c6 thé din dén su
phat trién qua mirc cac vi sinh vat khong nhay cam.
D¢ an toan va hi¢u lyc & tré em dudi 12 tudi chwa dugc xéc dinh.
Péi véi ngudi cao tudi: ding lidu thdp hon, vi chitc ning than bi giam do tudi tac.
Tinh twong Ky
Imipenem mat hoat tinh & pH acid hozc kiém. Khong tron lan 1m1penem-cﬂastatm vao nhing
khang sinh khac. Tuy nhién, thudc c6 thé ding d6ng thoi, nhung tai cac vi tri tiém khéc nhau,
nhu cac aminoglycosid.
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TUONG TAC THUOC

Céc khéang sinh beta-lactam va probenecid c6 thé 1am ting ddc tinh cua imipenem-cilastatin.
SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Imipenem qua nhau thai. Chua c6 nghién ctru ddy du vé imipenem-cilastatin & phu nir ¢6 thai.
Chi dang thudc nay & phu nit c6 thai khi lgi ich mang lai cao hon hén so v&i nguy co xay ra
dbi voi ngudi me va thai.

Vi imipenem bai tiét trong sita me, do d6, cin dung thdn trong imipenem-cilastatin dbi voi
phu nir cho con bu.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC .
Th,uéc khong anh hudng dén kha nang 14i xe va van hanh may méc /“«/
TAC DUNG KHONG MONG MUON

Thuong gap nhét 1a budn ndn, ndn. Co gidt co the xay ra, dic biét khi ding liéu cao cho ngudi

bénh c6 thuong tdn & hé thin kinh trung wong va ngudi suy than. Ngudi bénh di ung véi
khéng sinh beta lactam khéc c6 thé c6 phan img man cam khi diing imipenem.

Thuong gdp: Budn non, ndn, tiéu chay.

It géip: Ha huyét 4p, danh tréng nguc.con dong kinh, ban do, viém dai trang mang gia, giam
bach cAu trung tinh, ting AST, ALT, phosphatase kiém va bilirubin, dau ¢ chd tiém.

* Thong bdo cho bdc si nhitng tic dung khong mong muébn gdp phdi khi sit dung thuéc.
QUA LIEU VA CACH XU TRi

Triéu chimg qua liéu gdm ting nhay cam thén kinh co, con co giét.

Trong truomg hop qua lidu, ngimg dung imipenem-cilastatin, diéu tri triéu chimg, va ap dung
nhitng bién phap hd trg cin thiét.

C6 thé ap dung thdm tach méu dé loai trir thubc ra khoi méu.

BAO QUAN: Trong hop kin, & nhiét d duéi 30°C, tranh 4nh sang.

HAN DUNG: 24 thang ké tir ngay san xuét.

Dung dich da pha véi nude mudi ding truong 6n dinh trong 10 gir & nhiét do phong va trong
48 gi&y trong ta lanh (4°C).

Khéng dung thudc tiém dextrose dé pha loang vi d¢ én dinh thap.

* Khong ding thudc qud thoi han sic dung.

QUY CACH PONG GOI: Hop 1 lo.

Sén xudt theo nhuong quyén cua:
DAEWOO PHARM. CO., LTD., KOREA
Tgi: CONG TY TNHH PHIL INTER PHARMA ;
S4 20, Dai 16 Hiru Nghi, khu cong nghiép Viét Nam-Singapore, Thuan An, Binh Duong
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