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Composition: Each vial contains:
(As Ertapenem sodium)
Excipients: sodium hydrocarbonate,
sodium hydroxyde

g

Indications,  contraindications,
precautions, adverse reactions,
dosage and administration: Please
refer to package insert.

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY INSTRUCTIONS
BEFORE USE

STORE AT TEMPERATURE BELOW 30°C,
DRY PLACE, AVOID DIRECT SUNLIGHT

Manufactured by:

EUVIPHARM PHARMACEUTICAL J.5.C.

Binh Tien 2, Duc Hoa Ha, Duc Hoa, Lang An
Distributed by:

VIMEDIMEX PHARMACEUTICAL COMPANY
LIMITED

53 Nguyen Chi Thanh st., Ward 9, Dist.5, HCMC

@ THUGC BAN THEO BION @

CAR-TAPEN 1G

Ertapenem 1g

Tiém bap/Tiém tinh mach
Thudc bot pha tiém

Haép 1lo bot

e eUVIDNCITT  GMP-WHO

Thanh phan: Méi lo chua:
EBapenem it 1g
(Duéi dang Ertapenem natri)

Ta dugc: natri hydrocarbonat, natri
hydroxyd

Chi dinh, chdng chi dinh, thin
trong, tac dung phu, liéu lugng va
cach dung: Xem t& hudng dan sl
dung trong hép thude.

DE XA TAMTAY TRE EM

DOC KV HUGNG DAN 5 DUNG
TRUGC KHI DUNG

BAO QUAN & NHIET DO DUGI 30°C,
NO1 KHO, TRANH ANH SANG

Tiéu chudn: TCCS

SPK:

S8 16 SX:
Ngay SX:
HD :

San xudt tai:

CONG TY CP DUTC PHAM EUVIPHARM

Binh Tién 2, Duc Hoa Ha, Biic Hoa, Long An
Phin phéi béi:

CONG TY TNHH MOT THANH VIEN DUGC PHAM
VIMEDIMEX

53 Nguyén ChiThanh, P, Q.5 TR HCM

@ PRESCRIPTION DRUG @

CAR-TAPEN 16

Ertapenem 1 g

Powder for injection
L.M./LV.

Box of 1 vial

e euvipharm GMP-WHO

Gidm d6 ¢

Qﬁqm Fheate Dot
GIAM DEC DIEU HANK
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@ THUGC BAN THEO DON @ e
CAR-TAPEN 1G § 3%
Ertapenem 1 g s 83 g
Thudc bdt pha tiém g %g';%';
Tiém bap/Tiém tinh mach 258528 5%
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3 euvipharm 3 Q.‘g%:;: & xﬁga
2 ar GMP-WHO £53=32232%
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TO HUONG DAN SU DUNG THUOC
Thuoc bot pha tiém

CAR-TAPEN 1g

Muc 1.7

® Thusc bén theo don

THUOC BOT PHA TIEM CAR-TAPEN 1 g

1. Thanh phiin: Cho 1 lp

Ertapenem .......... el g
(Dudi dang Ertapenem natri)
Té duge: natri hydrocarbonat, natri hydroxid.

2. Cic dic tinh duge ly:

2.1, Cée dic tinh duwge lyc hoc:

- Ertapenem la mqt khing sinh beta-lactam nhoém carbapenem. Erlapenr:m c6 téc dung diét khuan. Erlapenem twong tic véi mot sb
protein gin két véi pemc:lm (PBP) trén ming ngodi ciia vi khudn, , qua 6 tre ché sy tong hop ming 1 bio vi khuan. Ertapenem bén
viing v&i sur thity phin cta héu hét céc men beta-lactamase, bao gdm pemclllmase vi ccphalospnnnase sinh ra béi cde vi khuin gram
im va gram duong, ngoai trir metallo-| B—lac!acrmse thay phan ca:bapenem rat hiém ¥Ep. Enapenem bén vimg hon imipenem duéi tic
dyung cia enzym dehydropeptidase cd trong dng l.hgn nén khong ciin sit dung phoi hop véi cilastatin. Trong thir nghiém in-vitro,
ertapenem c6 hoat tinh manh hon imipenem nhung phd khing khuén cia ertapenem hep hon imipenem va khéng ¢6 tic dyng trén céc
chiing Acinetobacter vi Pseudomonas aeruginosa khéng thute.

2.2, Céc dic tinh dwge djng hgc:

- Ertapenem: sau kln tiém truyén tinh mach 1 g ertapenem, sau 30 phat, nong dd dinh trong huyel twong cua ertapenem khoang 155

pg/ml wi gidm xucmg con 9 pgfm[ sau 12 gi. Sau 24 gi& thi ndng do cla ertapenem trong huyét twong chi con 1 pg/ml. Cing licu 1 g m

nhing néu tiém bép, sau 2 gid, nong dg dinh trong huyet tuong dat duge 13 67 pg/ml. Sinh kha dung cua dudng tiém bip khoing 90%. \\,0 e
- Ertapenem gin manh vao protcm huyét tucmg (khoing hon 90%). Théi gian ban thdi cia ertapenem & ngudi lén i 4 gid, & tré so s /
v tré nho (tir 3 thing tudi cho den 12 tudi) 1a 2,5 gi¢r. Thasi glaubainthmta.ngongum suy thin. : b\-\\G
- Ertapenem bj thuy phin mét phin béi enzym dehyhdropeptidase 1 & ong thin va duge dio théi chi yéu vdo nuée tiéu dudi dang C =)
ddi va chit chuyen héa. Khodng 10% duge dao thai qua phin. c©, €
- Ertapenem bai tiét qua sifa me. : Ddd
- C6 thé loai hoan todn ertapenem ra khoi co thé bing cdch thim phin loc méu. 2 &\N\
3. Chidjnh: ¢ O
- CAR - TAPEN 1 g dugc sir dung d& didu trj céic nhi®m khudn giy ra béi céc ching nhay cam.Cha yéu ding diéu tri: ‘e
+ Nhiém khuin dubng hé hﬂp mic phai

Nhi&m khuén & bl,mg 6 bién chimg.
Nhi&m khuén c6 bién chu'ng & da va td chir da, bao gdm nhidm khuan chi dudi do tiéu du{mg
Nhi&m khuén duong tiét nidu ¢ bién chung, ké cd viém thiin - bé thin ¢6 hofic khéng c6 bién chirng.
Nhiém khuan céip & khung chiu, bao gdm viém co mang trong (ndi mac) tir cung sau dé, séy thai nhiém khudn, nhidm khuén phu
khoa sau md.
4. Lidu lugng va céch ding: .
- Cich ding:
+ Tiém truyen tinh mach : Ihﬁm 10 ml nuée cat pha tiém h0§c dung dich NaCl 0,9% véo lo thude va lic ky dé hoa tan hodn todn. Sau
do chuyen vao mét tli truyén chita 50 ml NaCl 0,9%. Truyén it ci lugng dich nay Théi gian truyén can kéo dii hon 30 phat,
+ Tiém ba‘ip thém 3,2 ml dung dich lidocain 1% hodc 2% vio lo thudc va lic ky dé hda tan hodn todn. Rit ngay dung dich vira pha v
tiém bép séu vao noi ¢6 co lén. Can sir dung trong vong 1 gidr dung dich da pha.

+ + + 4+

- Liéu ding:
+ Ngudi lén : lidu 1 g mdi ngsy mot lan. LT
+ Tréem (h.r 3 thing dén 12 tudi): 15 mga’kg hai lin méi ngiy, t6i da 1 gfngay E—
+ Ngudi thim tich mau néu diing liéu 500 mg trong véng 6 gids trude khi tién hanh thim phan, thi sau d6 tiém bé sung 150 mg sau
khi hoan ﬂ:umh thim phan
+ Khong cin didu chinh lidu ddi véi ngudi suy gan.
+ Ngudi bj suy thén :
D§ thanh thii creatinin (CrCl) Liéu va khoang cch lidu
> 30 ml/phiit 1000 mg mdi ngiy

10 ml/phit < CrCl < 30 ml/phit 500 mg méi ngdy
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5. Chong chi dinh:
- Bénh nhin qué min véi thude.
- Bf;nh nhin dang ding lhuoc chira natri valproat (b&i vi thude niy c6 thé lim giam néng d cia natn valproat trong huyét tong)
- Cam tiém bip cho ngudi man cdm véi lindocain va & ngudi bénh ¢6 chodng nghiém trong hofic bléc tiém.

6. Thin trong:
- Nhiing tic dung khong mong mudn vé than kinh trung uong nhu gidt rung co, tranh théi 1 1in hoje con co gidt co thé xdy ra, thudng
gip crnhl.mg ngudi b¢n.h €6 16i loan thin kinh trung uong dong thoi véi suy gla.m chire na.ng thin.
- Ciing nhu déi véi céc khdng sinh khic, vige sir dung kéo dii ertapenem cd thé din dén sy phat trién qud mirc céc vi sinh vit khong
nhay cam.
- Tinh an todn va hiu quz'i & tré em dudi 12 tudi chua duqc xéc dinh.
- D&i v6i ngudi cao tudi, chire ning thin di bj suy gidm, cin déu chinh liéu thich hop.

7. Sirdung cho phu nir cli thai va cho con ba:
- Vi chua c6 béo cdo vé sy an ton cia thude trén phu nd mang thai va phu nif cho con bu dc dé chi nén sir dung cho phy nit ¢6 thai va
phu ni cho con bu trong trudmg hop 1¢i ich tir vige ding thuée nhiéu hon céc nguy co tiém én.
8. Téc dung dbi voi khd ning i xe va vin hinh miy méc:
- Thudc khéng gy budn ngii nén khéng ¢6 16 khuyén ndo cho ngudi ldi xe va vin hinh mdy méc.
9. Twong tic thube:
- Probenecid canh tranh véi ertapenem trong thii trir tich cyc qua ong thin , do viy lim gidm d¢ thanh thai cla ertapenem vi kéo dai
théi gian bén thai cia ertapenem.
- Ertapenem lim giam ndng d§ acid valproic trong huyen l.ha.nh du‘én mire diéu trj va 6 thé giy dot quy.
- Céc test thir nghiém trong phong thir nghi¢m :thude cé thé cho két qué duong tinh gia khi xdc dinh Gluco nigu bing thuée thir Bene-
dict, thude thir Fehling hodic phan mg Clinitest. Thuéc ¢6 thé cho két qua duong tinh véi test Coombs.

10.T#c dyng khong mung mubn:

- Sbc : vi phén tmg sbc hlem xdy ra nén can theo d&i ky Néu ¢b tridu chl.rng bat thwdng xdy ra nhir tiéu héa kém, the kho kheé, chéng

mit, dii dam, 0 tai, ra md héi rdm nén ngung ding thube v& co bién phép diéu trj thich hqp

- Qua man:déi khi ¢b triéu chimg xdy ra nhu phét ban, ndi mé day, ban do ngira, dé mit, s6t nén ngung ding thudc va c6 bién phip diéu
trj thich hop.

- Huye.t hoc: thiéu mau, giam bach cau hat, giam bach ca.u ban xuét huyel. ting bach cau ua Ecsm, benh bach cdu va mat bach cau hat
¢6 thé x4y ra nén cin theo déi ky. Néu c6 bt ky tridu ching nio xdy ra thi nén ngung ding thudc va tién hinh diéu trj thich hop.

- Gan: d6i khi ting nhe enzyme gan.

- Dudng tiéu héa: cdc trigu chd'ug viém két trang gid mac c6 xuat huyét ]nem khi xay ra, kém \‘.heo dau bung , ting bach cau, ¢6 mucm la
glycoprotein - mét thinh pha.n. ctia chit nhiy va phin c6 mau viém két trang gid mac duge thé hién trong hm.h dnh ndi soi ¢é thé co.
Khi ¢6 triu chimg viém két tring va tidu chaiy xay ra nhiéu 1an phii ngung ding thuée va ¢b céc bién phap diéu trj thich hgp. Do khi
ciling xay ra dau bung, tiéu chziy, buon noén, ndn, chan an.

- Hé thin kinh trung wong: réi loan thin kinh trung uong bao gbm co gidt, rdi loan ¥ thirc ¢6 thé xiy ra. Trong truéng hop trén nén gidm
lidu hodc  ngung dung thude. Thudng gip 14 nhire diu.

- Thin: hiém khi gip 1‘01 lpan chire niing thin nghiém trong nhur suy thin cdp, viém thg.n mo keé. Co thé ting BUN tam théi. Vi thé nén
thin trong theo ddi,néu c6 bt ky tridu chimg né.o xdy ra thi nén ngung ding thudc va tién hanh diéu trj thich hop.

- Ho hap: hiém khi xdy ra cdc trucmg hop nhu sét, cim khé thé, 16i loan chyp X- -quang, viém phéi,moé ke, ¢6 kém theo chiing ting bach
ciu v th chung PTE c6 thé xay ra. Trong hop trén nén ngung ding thude va ¢b cic bién phap diéu trj thich hop.

- Boi nhiém: hiém kh1 giip viém da diy va nhiém nam Candida.

- Thiéu vitamin: ]nem khi Egp hoi chung thiéu vitamin K va hqu chitng thiéu vitamin nhém B.

- Da: it giip, ban, xuat huyet, ngira. Néu c6 nén ngung ding thude.

THONG BAO NGAY CHO BAC ST NHONG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC.

11. Qui lidu va cdch xir cly:
- Tang kich lhlchlha.nkmhco co gjatd@cbu;tunguén bénh suy thin.
- Trong t.mc‘mg hop qui heu, ngimg ding thude, diéu tri triéu chimg va dp dung nhilng bién phap hé trg cin thidt. C6 thé dp dung thim
tach mau dé loai trir thu6e ra khoi mau.
12.Bdo quin:
- Béo qudn ¢ nhiét d§ khong qua 25°C, noi kho, trinh anh sing.
13.Tiéu chufin: TCCS

14.Quy cdch déng goi:
- Hopllo
15.Han diing: 36 thang ké tir ngdy san xuat.

DE XA TAM TAY TRE EM

PQC KY HUONG DAN SU DUNG TRUGC 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 DON BAC SI

Nha sin xufit Nha phin phéi
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cONG TY CO PHAN DUQC PHAM EUVIPHARM Cong ty TNHH m{t thanh vién dwge phim VIMEDIMEX.

Ap Binh Tién 2, Xd Dirc Hoa Ha, Huyén Dirc Hoa, Tinh Long An 53 Nguyén Chi Thanh, Phudng 9, Quén 5, Thanh phd H6 Chi Minh
Dién thoai: +84 (72)3779623  Fax: +84(72) 3779590 Dién thoai: +84 (8)38339763  Fax: +84(8)39339272

thang 03 nam 2012

Long An, ngay

Ih Jumf JVM
TONG GIAM DOC




