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Ry prescription medicine 'CILAPENEM |

Composition:

[®@arbapenems Ant|b|ot|c ) _—

(500mg Imipenem anhydride equivalent)

C I L AP E N E M I nj ClfaStatin SOUUM v 532mg
(500mg Cilastatin equivalent)
Buffering agent Sodium bicarbonate ........ ...20mg

(Imipenem 500mg + Cilastatin 500mg) Indications: Please see insert paper

Dosage and administration:
Visa No: Please see insert paper

Lot No: Contraindication & Side effacts:
JEIL PHARMAGEUTICAL CO., LTD. Mfd. Date: Please see insert paper.
117-1 Geungok-ri, Baegam-myeon, Cheoin-gu, Yongin-si, Gyeonggi-do, Korea Exp. Dale:
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Compostitian: .
Imiganem 500mg (potancy) Rx; prascription drug.
Chastatin 500mg (potency)
Staraga: Ji @r'L apenems Antibiotic
Store at temparature under 30°C 1
Ver o . CILAPENEM in
Mtg date: {Imipanam 500mg + Cilastatin 500
Exp date:

JEIL PHARMACELTICAL CO.. LTD.

117-1 Geungak-ri, Basgam-myson. Checin-gu, Yongin-sl. Gyeonggl-do. Korea

Ry prescription medicine
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CILAPENEM in;.

(Imipenem 500mg + Cilastatin 500m

KEEP OUT OF REACH OF CHILDREN
READ INSERT PAPER CAREFULLY BEFORE USING

JEIL PHARMACEUTICAL CO., LTD.
117-1 Geungok-ri, Baggam-myeon, Cheoin-gu, Yongin-si, Gyeanggi-do, Korea
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Storage:

Store at temperature under 30°C

Expiry date: 24 months from manufacturing date.
Package: 10 vials/ box.

Specification: USP32

[Rx Thulle ban theo dan 10 Lo thude
CILAPENEM inj.
{imipenam 800 mg + Cllastatin 500 mg)
'I'hlnh phiin: M3 lo chira:
::hl'llolm maonachydral 530 mg {vong dirang imipsnam 500 mg
an).
Cilastatin nan 532 mg (lwong duong Cilastatin 500 mg)
Chi dinh, Lidu mng vi céch dung, Chéng chi djnh, the dyng
khang mong mudn: Xem & hudng din s dung trude khi diing
Bdo quin: g nhigt 48 duei 30°C.
Tiu chudn: USP 32
Dyng béo chid: B pha tidm,
Buwtrng dung:Tiam truydn tinh mgch.
Ol xa ibm tay trd em_Boc k§ hirrng din sir dung rude khi ding.
Cac Ihéng tin khdc a8 nghl xam 16 hudng dlin sir dyng thudc kém

Ihea.
SDK: S4 18 SX.NSX. HD Xem Visa No.Lol No Mig. Date, Exp Date”
DNNK:

Sin wudlt bisl:

JEIL PHARMACEUTICAL CO., LTD.

117-1 Geungok-rl, Baegem-myean, Cheain-gu, Yongin-si, Gyeonggi-
do, Han Quoc
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I ube ké don Hudng ddan s dung thuoc

CILAPENEM INJECTION

hong bdo cho bdc st nhitng tdc dung khéng mong muon gap phai khi sir dung thuoc.
o Dé thuoc xa tam tay tre en.
o Khong dimg thuoc qud han in trén bao bi.

THANH PHAN:

Imipenem monohydrat 530 mg tuong duong véi imipenem 500 mg.

Cilastatin natri 532 mg tuong duong vai cilastatin 500 mg.

Ta diroc: Natri bicarbonat 20 mg
MO TA: Bot két tinh mau tring dén trang mo trong lo thay tinh

DUQC LUC HOQC: , §
Imipenem la mdt Khang sinh ¢6 pho rat rgng thude nhom beta-laetain. Thude ¢é tac dung diét

khuan do tuong tac vdi mot so protein gan két véi penfcillin (PBP) trén mang ngoai cua vi
khuan. Qua do. (e ché sy tong hop thanh té bao vi khuén theo co ché giéng nhu cac khang
sinh beta-lactam khac. Vé lam sang, imipenem dugc chimg minh chong nhirng vi khuan quan
trong nhit bao gdm phan Ion cac vi khuan Gram duong, Gram am. hiéu khi va ky khi.

Imipenem ciing bén viing vai cac beta-lactamase cua vi khuan. Imipenem dugc sur dung phbi
hop voi cilastatin 1a mét chat e ché su phan huy cua imipenem boi enzyme dehydropeptidase
c6 trong dng than va tang cudng su thu héi cua thude nay.

Imipenem co tac dung rat tot in vitro chng vi khuan Gram duong hiéu khi bao gom da s6 cac
chung Staphvlococcus. Steptococcus va mot so Enterococcus. Ngoai 1& 1a Enterococcus
Jaecium thuong khang thude va mét s6 lwong ngay cang tang chung Staphviococcus aureus
khang methicilin va Staphvlococcus coagulase am tinh.
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Imipenem ciing ¢o tac dung rat tot in vitro chong Escherichia coli. Klebsiellu spp., -
2 : . ) -~

Citrobacter spp., Morganella morganii va Enterobacter spp. Thuoc co phan kém manh hon a

dbi voi Serratia marcescens. Proteus mirabilis, Proteus duong tinh véi indol va Providencia
stuartii. Da s6 cac chung Pseudomanas aeruginosa da duge mo ta trong qua trinh diéu tri véi
imipenem-cilastatin. Nhiéu chung Ps. Cepacia va hau hét cac chung Xanthomonas
maltophilia déu khang.

Da s6 .cac vi khuan ky khi déu bi Gc ché boi imipenem. bao gdm Bacieroides spp.,
Fusobacterium spp.. Clotridivm spp. Tuy nhién, C. difficle chi nhay cam vira phai. Cac vi
khuan nhay cam in vitro khac bao gém Campvlabacier spp.. Haemophilus  influenza,
Neisseria gonorrhoeae. ké ca cac chung tiét penicillinase. Yersinia enterocolistica, Nocardia
asteroides va Legionella spp. Chlanivdia trachomati khang véi imipenem.

Dac tinh 16t cua imipenem khién cho thude nay co thé su dung ddi voi nhing nhiém khuan rat
nang. dac biét khi khong biét rd loai vi khuén nao. hogc trong nhiing truéng hop nghi nhiém
ca vi khuan ky khi 1an hiéu khi. Do thuong la nhitg nhiém khuan sau mé. co ngudn gbe tir da
day rugt. hogc tir duong sinh duc nir. MGt (g dung khac cua imipenem la nhing nhiém
khudn nang mac phai o bénh vién o nhitng ngudi bénh suy yéu. Chan thuong nang voi nhiéu
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tén thuong kém theo nhiém khuan ciing la truong hop ¢ thé dung imipenem. Nhiém khuén &
chan cua nguoi bénh tieu duong do nhiéu loai vi khuan hdn hop ciing thudng duoe didu tri
16t. Ciing ¢d thé ding dé diéu tri nhiém khuan o tré so sinh. Khong khuyén khich dung phédi
hop imipenem.

Imipenem co hig¢u lyc 161 t&i mie ¢d nguy co cao bi lam dung va dung qua muc. Do d6 chi
nén dung thude nay cho nhiig truong hop rét nang. Day la mét khang sinh hang tha ba cho
nhitng truong hgp cap ctru nang, khi cac thude khac khdng ¢o hicu qua.

Cilastatin natri |a chat tc ché canh tranh co hodi phue va dac higu cua dehvdropeptidase — I,
enzym tai than co vai tro chuyén hoa va bat hoat imipenem. N6 khéng ¢d hoat tinh khang
khudn va khong anh huong dén hoat tinh khang khuan cua imipenem

DUQC DONG HOQC:

lmipenem - cilastatin khong hap thu sau khi udng, ma can phai tiém tinh mach. Khi tiém
truyén tinh mach 500 mg trong 30 phit cho nguol tre va ngudi trung nién, dat dinh ndng d6
huyét thanh 30-40 mg/lit. Nong dé nay du dé diéu tri phan lom nhitng nhidm khuan. Imipenem
- cilastatin thai trir qua loc & cau than va bai tiét o dng (han. Nua doi thai trir khoang 1 gid,
nhung kéa dai trong trudng hgp suy giam chire nang lh:;l,l'li 3 @it doi voi imipenem, va 12 gio
dbi vai cilastatin o ngudi bénh vo nigu. Do do cin phai diéu chinh ligu luong tuy theo chire
nang than. Nhirng ngudi cao wéi thudmg bi giam chie ndng thin, do do nén dimg lidu bang
50% liéu binh thudng (trén 70 tdi).

Imipenem- cilastatin khuéch tan tt vao trong nhiéu md cua co thé, vao trong nude bot. dom,
md mang phoi, dich khép. dich ndo iy va mé xuong. Vi dat nong dd tot trong dich ndo tiy va
vi ¢ tac dung bt chdng cé lién cau khudn beta nhom B va Listeria nén imipenem cling ¢6 téc
dung tt déi vai nhiém khuan o tre so sinh.

C1H DINII: 7

Imipenem - cilastatin khéng phai la mét thude lua chon dau ti€n ma chi danh cho nhiing
nhiém khuan nang.

Bat pha tiém Cilapenem duge ding trong cac nhiém khuan giy ra boi cac vi khuan nhay
cam gram duong. gram am. hiéu khi va ky khi bao gdm nhiém khuan duong tiét ni¢u va
dudng hd hip dudi: nhiém kKhuén trong 6 bung va phwe khoa: nhiém khuan da, méd mém,
xuong va khop... ‘

Thude dic biét ¢o ich trong diéu tri nhitng nhiém khuan hdn hop mac trong bénh vién.

LIEU LUONG VA CACII SU DUNG:

Negteod lém

Tiém trineén tink mach

Nhiém‘khuan tir nhe dén vira: 250 - 500mg. cr 6 - 8 gior mét 1an (1 - 2g méi ngay).

Nhiém khuan nang voi nhiing vi khuan chi nhay cam mic do vira: lg et 6 - 8 gio mdt lan.
Liéu ti da hang ngay 4g hodc S0mg/kg thé trong.

Tiém truyén lidu 250 - 500mg trong 20 - 30 phit; tiém truyén liéu lg trong 40 - 60 phat.

Tre em (dieci 12 tudiy

Do an toan va higu lyc cua imipenem - cilastatin khong duge xac dinh déi vai tré em. nhung
imipenem - cilastatin tiém tinh mach da duoe su dung cé hiéu qua. voi licu: 12 - 25mg/ke
(Imipenemy), 6 gid mat lan.

Trong trudng hop suy than, giam liéu nhu sau: 46 thanh thai creatinin 30 - 70 m I/phat, cho
75% lieu thuong dung: dé thanh thai creatinin 20 - 30ml/phat, cho 50% lidu thuong dung: do
thanh thai creatinin 20ml/phut, cho 25% liéu thudng ding.
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Cichr pha ché: Dé pha | lo bot thude, can 100ml dung mdi. Dung mdi co thé la: dung dich
mudi dang truong, dung dich dextrose trong nude 10%. dung dich dextrose 5%. dung dich
mudi 9%...

Ldy khoang 10ml dung méi cho vao lo thude bdt, lic manh, sau dé cho tiép 90ml dung
moi vao. lac k§ cho 16t khi thu duge dung dich trong sudt. Mau cua dung dich thu duge ¢o
thé thr khéng mau t6i vang va khong anh huong téi higu luc cua thude.

Cach dung khi truyén tinh mach: | 1o thude ¢é thé truyén trong 20 dén 30 phut. Trong qua
trinh truyén. bénh nhin cé thé bi budn nén, khi dé phai giam tée dé truyén,

CHONF C_Hl DINH: ‘
(Qua man déi vai imipenem - cilastatin hoic cac thanh phan khéc.

THAN TRONG:

Nhirng tac dung khong mong mudn vé thin kinh trung uong nhu gidt rung co. trang thai 1o 1n
hodc con co giat dd xay ra sau khi tiém tinh mach imipenem - cifastatin. Nhiing tac dung phu
nay thuomg gap hon ¢ nhiing nguoi bénh co rdi loan than kinh trung uong dong thai voi suy
giam chic ndang thén.

Ciing nhu ddi vai cac khang sinh khac. viéc st dung kéo dai imipenem - cilastatin ¢é thé dén
161 sur phat trién qua mue cac vi sinh vat khong nhay cam.

D6 an toan va hidu luc o tré em dudi 12 tdi chua duge xac dinh.

Nhirng ngudi cao wdi thudmg can liéu thap hon vi chie nang than bi giam do tudi tac.

L4
CANH BAO: |
Bot pha tiém Cilapenem khang duge ding cho bénh nhan man cam véi bat ci thanh phén
nao cua ché pham. than trong diing cho bénh nhan man cam vdi penicillin, cephalosporin
hay khéng sinh nhom beta-tactam vi co hién tuong man cam chéo. Trude khi ding thude
phai tién hanh tha xem cd phan (g di ing vai khang sinh nhom beta-lactam khong? Néu
cd phan (ng di Gmg xay ra thi phai ngimg thude ngay va thay bing 1iéu phap didu trf thich
hop khac.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU: 44
Thei ky mang thai: C_A—

limipenem - cilastatin qua nhau thai. Khong co nhimg cong Ll'ymh nghién ciu day do vé
imipenem - cilastatin & phu nir mang thai. Chi ding thude nay cho phu nit mang thai khi loi
ich thu duoe hon han so véi nguy co xay ra doi voi neudi me va thai.

Thoi ky cho eon ba:

Vi imipenem - cilastatin bai tiét trong stra me. cén clung.than trong imipenem - cilastatin doi
vOi phu nit cho con bo.

TAC DUNG KHONG MONG MUON:

ADR thudng gap nhét la budn ndn va non. Co giat ¢o thé xay ra. dic biét khi dung lidu cao
hon cho ngurdi bénh ¢d thirong ton & hé than kinh trung vong va ngudi suy than. Nguoi bénh
di tmg véi nhitng khang sinh beta-lactam khac ¢6 thé ¢6 phan (ng man cam khi ding
imiperfem - cilastatin,

Thieong eap ADR > 17100,

Tiéu héa: budn ndn. non, ia chay.

Cuc bd: Viégm tinh mach.

It gap: 1'100 > ADR=> 1/1000

Tim mach: ha huyét ap. danh tréng nguc.

Than kinh trung uong: con ddng kinh.

Da: ban do.

Tiéu hoa: viém dai trang mang gia.

Huyét hoc: giam bach cau trung tinh (Uom ca méat bach cdu hat). tang bach cdu 4i toan. thiéu
mau. thu nghiém Coombs ( 1), giam tiéu cau. tang thoi gian prothrombin.

Gan: ting AST, ALT. phosphatase kiém, va bilirubin.
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Cuc bo: Pau 6 chd tiém.

Than: tang uré va creatinin huyét, xét nghiém nudc tiéu khong binh thuong.

TUONG TAC THUOC:

Téang ddc tinh: cac khang sinh beta - lactam va probenecid c6 thé lam tang ddc tinh cua
imipenem - cilastatin.

ANII HUONG CUA THUOC DEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Than trong khi lai xe hodc van hanh may moc nguy hiém vi thude cé tac dung khong mong
mudn trén than Kinh trung vong.

QUA LIEU VA CACH XU TRi: »

Triéu chimg qua liéu gom ting nhay cam than kinh - con co gidt,,

Trong truong hop qua lleu ngung dung imipenem - cilastatin. diéaifri triéu ching, va ap dung
nhirng bién phap hd tro can thiét. ’

C6 thé ap dung tham tach mau dé loai trir thude ra khoi mau.

BAO QUAN: Bao quan & nhiét do khong qua 30°C

HAN DUNG: 24 thang ké tir ngay san xuét.

DONG GOI: Hop 10 lo

TIEU CHUAN CHAT LUQNG: USP 32 ¢

San xudt boi:

JEIL PHARMACEUTICAL CO..LTD ]
17-1. Geungok-ri. Baegam-myeon. Cheoin-gu. Yongin-si. Gyeonggi-do. Han Quoc
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