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TO HUONG DAN SU DUNG THUOC
Thudc bjt pha tiém
DIONEM 0,5 g
-0-

® Thubc ban theo don

THUOC BQT PHA TIEM DIONEM 0,5 g

1. Thanh phin: Cho 119
Doripenem 0,5g
(Dudi dang Doripenem monohydrate)

2. Cic diic tinh duge Iy:

2.1. Céc diic tinh duwge lirc hgc:

- Doripenem la mjt khéng sinh beta-lactam nhém carbapenem. Doripenem ¢ tic dung diét khuin théng qua irc ché sinh tong hgp ma
& bio vi khudn. Doripenem bét hoat nhidu protein gén penicillin thiét yéu (PBPs) dan 16i Gc ché tong hop ming t bio va lim chét t¢
bao. Doripenem bén vimg véi sy thiy phan ctia hiu hét cic men beta-lactamase, bao gém penicillinase va cephalosporinase sinh ra béi
céc vi khuan Gram dm va Gram duong, ngoai trir beta-lactamase thily phan carbapenem rat hiém gip. Doripenem bén vimg hon
imipenem dui tic dyng cia enzym dehydropeptidase 6 trong ng thin nén khong cin sir dung phoi hop véi cilastatin. Phé khing
khuén ctia doripenem trong ty nhu imipenem nhung doriPenem 6 tac dung trén cic ching Pseudomonas aeruginosa khing thude.

- Doripenem c6 hoat tinh déi véi hiu hét cdc ching vi khuan:
+ Hiéu khi Gram duong: Enterococcus faicalis, Streptococcus pneumoniae, Strepiococcus intermedius, Streptococcus constellat

Staphylococcus aureus (nhay cam v&i methicillin)

+ Hiéu khi Gram am: Acinetobacter baumannii, Enterobacter cloacae, Escherichia coli, Klebsiella pneumoniae, Haem

et
\'\CDt‘:?O.

influenzae, Proteus mirabilis, Pseudomonas aeruginosa. 4 = Q NG T
+ Yém khi: Bacteroides fragilis, Bacteroides wilgatus, Peplostreptococcus micros, ... 1 GO pHA
| DUCC PH

2.2, Céc diic tinh dwge djng hoc:

- Doripenem: sau khi tiém truyén tinh mach 500 mg doripenem, sau 1 gi&, ndng d$ dinh trong huyét twong cua doripenem khid 23; UVIPHAR
pg/ml va gidm xubng con 10 pg/ml trong 1,5 gid. Sau 6 gid thi ndng do cia doripenem trong huyet twong chi con 1 pg/ml. Chi @1 I
10% doripenem giin véi protein huyét tuong va khong c6 sy tich lily doripenem sau khi truyen tinh mach lip lai véi lidu 5 P nae
Doripenem thim 6t vio mt s dich va mé co thé nhu mé tir cung, dich sau ming byng, md tidn li¢t tuyén, md thi mjt va nude HABS 704 7.\
dyt ndng o dé Ge ché hiu hét cde vi khudn.

- Doripenem duge chuyén héa chi yéu nh enzyme dehydropeptidase -1 tgo thinh chit chuyén héa khong hogt dong. Doripenem thii trx
chit yéu dudi dang khong ddi qua thin, Thoi gian bén thii & ngudi tnedng thanh khée manh 13 khodng 1 gio.Thai gian bén thii kéo dai
dbi véi ngudi suy thin.

3. Chi dinh: 8

- DIONEM duge sir dyng dé didu trj cac nhidm khudn giy ra béi cdc ching nhay cim. Chi yéu ding diéu trj: il o
+ Viém phéi bénh vién, bao gdm viém phdi ¢6 lién quan dén thé may. /Uf /

+ Nhi&m khuén & bung c6 bicn ching,
+ Nhidm khudn dudng tiét niéu c6 bién chimg, k& ¢ viém thin - bé thin c6 hodic khong c6 bién chimg.
4. Liéu lugng va cdch dung:

- Céch ding:

+ Tiém truyén tich mach: thém 10 ml nudc nuée cit pha tiém hofe ding dung dich natri chlorid 0,9% vao lg thudc 0,5 g va lic nhe
nhing dé tao thanh hén djch. Kiém tra bing mit xem co vit la trong dé khdng. Diing bom tiém va kim tiém liy hén dich, dua vo
mét ti truyén chura 100 ml nuée mudi sinh Iy hode 5% dextrose, ldc nhe cho dén khi trong subt.

- Liéu ding:
+ Ngudi 1ém: lidu 500 mg truyén tinh mach mdi 8 gid. =
+ Ngudi bj suy thin: i
D¢ thanh thii creatinin (CrCl) Liéu va khodng cich liéu
> 50 ml/phitt 500 mg mdi 8 gidr
30 ml/phiit < CrCl £ 50 mU/phat 250 mg mdi 8 gior
10 ml/phat < CrCl < 30 ml/phit 250 mg moi 12 gias

5. Chéng chi djnh:
- Bénh nhin qué min véi thude.
- Bénh nhin dang diing thubc chira natri valproat (béi vi thudc nay c6 thé 1am giam ndng dd cia natri valproat trong huyét twong)
6. Thin trong:
- Nhimg tic dung khong mong muén v& thin kinh trung vong nhu gidt rung co, tranh thai 16 1in hodc com co gidt 6 thé xdy ra, thuong
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gip O nhimg ngudi bénh c6 ri loga thin kinh trung wong ddng thoi véi suy gidm chire ning thin.
- Ciing nhu ddi véi céc khing sinh khéc, vige sir dyng kéo dai doripenem c6 thé din dén sy phat trién qua mirc céc vi sinh vit khong
nhay cam.
- Tinh an todn va hiéu qua & tré em dudi 12 tdi chua duge xéc djnh.
- Dbi véi ngudi cao tudi, chic ning thin di bj suy gidm, cin déu chinh lidu thich hop.
7. Sir dung cho phy nir ¢6 thai va cho con bi:
- Vi chua c6 béo cdo vé sy an todn cia thude trén phy nit mang thai va phy nif cho con bi, do d6 chi nén sir dyng cho phy nir ¢o thai va
phy nif cho con bii trong trrémg hop loi ich tir viée ding thude nhiéu hon céc nguy co tiém an.
8. Téc dung dbi véi khi niing I4i xe va vdn hinh miy méc:
- Thudc khéng gy budn ngit nén khong c6 151 khuyén nio cho ngudi li xe va vin hanh may moéc.
9. Tuwong tic thude:
- Probenecid canh tranh véi doripenem trong thai trir tich cye qua éng thin , do vdy lim gidm d$ thanh thai cia doripenem va kéo dai
théi gian ban thai cia doripenem.
- Doripenem lim gidm ndng d§ acid valproic trong huyét thanh duéi mic didu trj va ¢ thé gay dot quy.
- Cic test thir nghiém trong phong thir nghiém :thude c6 thé cho két qua duong tinh gid khi xéc dinh Gluco niéu bing thudc thir Bene-
dict, thuéc thir Fehling hoc phan tmg Clinitest. Thubc cé thé cho két qud duong tinh véi test Coombs.
10. Téc dung khéng mong mubn:
- Séc : vi phin {mg sc hiém xdy ra nén cin theo ddi k. Néu c6 tri¢u chimg bét thudng xdy ra nhur tiéu hoa kém, thé kho khé, chong
mit, dii dam, i tai, ra md héi trdm nén ngung ding thudc va c6 bién phip diéu tr thich hop.
- Qué man:doi khi ¢6 tri¢u chimg xdy ra nhur phit ban, ndi mé day, ban dé ngira, 46 mit, sbt nén ngung ding thubc va cb bi¢n phap diéu
trj thich hop.
- Huyét hocq:plhiéu méu, gidm bach cAu hat, giam bach cAu, ban xuit huyét, ting bach ciu va Eosin, bénh bach cdu vi mat bach ciu hat
¢6 thé xdy ra nén cin theo ddi k. Néu cé bét ky trigu chimg nio xdy ra thi nén ngung ding thude vi tién hanh diéu trj thich hop.
- Gan: doi khi ting nhe¢ enzyme gan.
- Dudmg tidu hoa: cic triéu chimg viém két tring gid mac c6 xuit huyét hiém khi xdy ra, kém theo dau byng , ting bach cau, c6 mucin 1
glycoprotein - mot thanh phén cta chit nhiy va phin ¢6 mau, viém két tring gid mac dugc thé hién trong hinh dnh ndi soi ¢6 thé co.
Khi c6 tri¢u chimg viém két tring va tidu chdy xdy ra nhiéu lan phdi ngung diing thude va ¢6 céc bién phip diéu tri thich hop. Déi khi
ciing xdy ra dau bung, tiéu chay, budn nén, non, chin in. 3
- HE thin kinh trung wong: réi logn thin kinh trung wong bao gom co gidt, ri logn ¥ thic ¢& thé xdy ra. Trong truémg hop tréf’
lidu hoc ngung dung thude. . NOY
- Than: hiém khi gip réi loan chirc ndng thin nghiém trong nhu suy thin cdp, viém thin m k&. Co thé ting BUN tam thd. v}*% é
thin trong theo d3i,néu c6 bt ky tridu chimg ndo xdy ra thi nén ngung diing thudc va tién hanh diéu tri thich hop. N
- Ho hép: hiém khi xdy ra céc trromg hop nhu sdt, cim kho thé, roi loan chyp X-quang, viém phdi,m k&, c6 kém theo chimg\fing
cAu va hoi chimg PTE cb thé xy ra. Trong truémg hop trén nén ngung diing thubc v ¢6 cic bién phap didu trj thich hop. |/
- Béi nhidm: hiém khi gip viém da day va nhiém nam Candida. A
- Thifu vitamin: hiém khi gip hdi chimg thiéu vitamin K v hoi chimg thiu vitamin nhém B.
- Da: hiém giip hi chimg Lyell, néu c6 nén ngung ding thudc.
THONG BAO NGAY CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC.
11. Qué lidu va céch xirly:
- Ting kich thich thin kinh co, co gidt dic biét & ngudi bénh suy thén.
- Trong trudng hop qud lidu, ngimg ding thude, diéu trj triéu chimg va dp dyng nhimg bién phép h trg can thiét. C6 thé 4p dyng thim
tach mau dé loai trir thudc ra khoi méu.

12.Bdo quin:
- Bio quan & noi khd, nhiét dd phong (15 — 30 °C), trinh 4nh sing,
13.Tiéu chufa: TCCS

14.Quy cdch déng géi:
- Hopllp
15.Han diing: 36 thing ké tix ngiy sin xuat.

DE XA TAM TAY TRE EM

KY HUONG DAN SU DUNG TRUGUC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC Si
KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN
THUOC NAY CHI SU DUNG THEO BON BAC Si

Nha sin xufit Nhi phin phbi
CONG TY}CO PHAN DUQC PHAM EUVIPHARM Céng ty TNHH m{t thanh vién dwge phim VIMEDIMEX.  _}
Ap Binh Tién 2, Xi Dil og %ﬁ"‘ﬂm én Pirc Hod, Tinh Long An 53 Nguy&n Chi Thanh, Phudng 9, Quéa S, Thanh phé Hb Chi Minhe"
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