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BUTAPENEM 500 "~

Doripenem (dwéi dang Doripenem monohydrat)

Sir dyng cho truyén tinh mach
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. MAU TGO HUGNG DAN SU DUNG THUOC
(MAT TRUGC)

PHAN THONG TIN DANH CHO BENH NHAN

BUTAPENEM 500

bpoc KY HUONG DAN SUf DUNG TRUGC KHIDUNG.

DEXA TAMTAY CUATREEM.

THONG BAO NGAY CHO BAC SY HOAC DUQC SY NHUNG TAC DUNG KHONG MONG
MUON GAP PHAI KHI SUDUNG THUGC.

THUGC CHi DUNG THEO BON CUA BAC SY.

THANH PHAN, HAM LUONG CUA 1LQ BOT PHATIEM:

'Jor|penern{du m dang Donpenem monohydrat) . 500 mg

MO TA SAN PHAM: Bét mau trang hoac hoivang, khd ton

QUY CACH BONG GOI: Hop 10 lg bat phatidm

THUGC DUNG CHO BENH Gi?

Donipenem dugc chidinh cho cac!rudrnq hop nhiém khuan gayrabdicacwi khudn nhay cam
viri thudc. Bao gdm nhigm khuén trong 6 bung phurctap, nhiém khudn dwéng tiét niéu phirc
tap, nhiém khuan dwéng ho hdp bao gom viém phdi mac phai tai bénh vién (ké cd bénh nhan
viém phai dothé may) vaviém phéi & bénh nhan xcrhang.

NENDUNG THUOC NAY NHU THE NAO VA LIEU LUONG?

Cachdung:

Doripenem duwe fruyén tinh mach trong 1 gi hoac 4 gicr.

Hoan nguyén: Thém 10 ml nwoc cét pha tiém hoadc dung dich tiém natri chlorid 0.9% vao lo
thubc 500 mg deripenem. 14¢ nhe dé tao hén dich 50 mg/ml. Hén dich nay bat budc phai duoc
pha loang tiép trde khitidém truyén cho bénh nhan.

Pha loang trucre khi truyén

Hén dich sau khi hodn nguyén duoc pha lodng liép bang cach bom vao ti dich truyén 100 ml
dungdich natrichlond 0 9% hoac dung dich glucose 5%, 1ac déu dé 1ao dung dich trong sudt
Liéuding chongm!ﬂn

Doripenem dung & dang monohydrat nhung liéu duoc khuyén cao theo lwong dorpenem
khan

1.04 g doripenem monohydral lvong khodng 1 g dorpenem khan

Liéu thuong dung cua doripenem|a SUGrnz [=Vy-] g!crdunql lan. truyén tinh mach trong 1 gio-.
Trang nhung trrong hop nhiém khudn r&t nang hoac gay ra bdi nhing chung vi khuan it
nhay cam. can truyén thubc kéo daitrong 4 gidy. Then gian cla dot diéu tri oo thé 1y 5-14 ngay.
1y thude vao vi tri nhiém khuan, vao mirc dd nang va dap (g ctia bénh nhan trén 1dm sang
Sau it nhat 12 3 ngay diu trj bang doripenem truyén tinh mach, tiy thugc vao dap ong lam
sang clabénhnhan, cothé cnuyén sang dung khang sinh thich hop dudng udng.

Lidu dungorre em: Khang str dung doripenem cho tré em dudi 18 tudi do dd an lodn va hidu
qua cua thudc chua dwoc xac dinh

Bénh nhan suy than: Can giam liéu doripenem khi ding rho bénh nhan co Cler <50 mifphut
Bénh nhan co Clcr1u 30-50 mliphat dung 250mg, cach méi 8 gier, Cler b 11-28 mliphat ding
250 mg céch méi 12 gier

Doripenem b thai loai trong khi thdm tach, tuy nhién chua du div ligu dé knuycn cao dicu
chinh liéu & bénh nhan thAm tach mau .vivay nén tranh dung thudc cho cacddi tu oNgnay
Bénh nhan suy gan: Chua co thng s6 vé dwge déng hoc cla doripenem & bénh nhan suy
gan_ Vi doripenem khong chu‘,rén héa qua gan nén suy giam chirc nang gan s& khang anh
hurmgdéndu'crcdong hoccuathuoc

Ngurdi cao tudi: Khdng can higu chinh lidu doripenem & bénh nhan trén 65 tudi co chic
nang than binh thueng. Tuy nhién can lya chon lidu ding cén than vi bénh nhan cao tudi
thuong bigiamchucnangthan hodc Iang nite huydtirde than so vei nguroi tré tudi.
KHINAO KHONG NEN DUNG THUOC NAY?

Quéa man voi doripenem hoac cac thubc khac cing nham carbapenem. Ca tién su bi phan
ung phan vé khi ding beta-lactam

TAC DUNG KHONG MONG MUON CUATHUOC (ADR)

Trong cac nghién cuu pha 2 va 3, khi dung doripenem véi iéu 500mg cach 8 gio: mot 1an. 1118
gap ADR Ia 32% Tilé bénh nhén sir dung donipenem phai nglng thudc do ADR 12 0.1%
Ratrnuo'nggap ADR =110

TKTW Baudau

Tiéu hda' Budn ndn, tiéu chay

Thuong gdp. 1710 *ADR>1/100

Nhiém khudn: Nhiém candida & miéng, nhiém ndm dm dac

Da va1é chire dudi da: Ban (bao gom ca viém da di (rng/bong nwéc, ban do, ban san, may
day vaban dé dadang)

Gan, mat Tang enzym gan.

Mau va hé bach huyét: Thiéu mau

Than: Suy giam chircnang thén

Taiché: Viémtinh mach.

itgap. 1/100 >ADR>1/1000

Tieuhda: Viem daitrang do C. difficile.

Mau va hé bach huyét Gidm tiéu cdu. giam bach céu trunglinh

Miéndich Phan ung qua mén

Chua xac dinh tén sudl Hai ching Stevens-Johnson, héi chung Lyell. séc phan vé. co giat,
vigm phdi ké

» Huwérng dan xtrtriADR

Néu xay ra phan ing qua man & bénh nhan dung doripenem, can ngumng thuéc \ra ap dung
cac bién phap diéu tri thich hop {vi du epinephrin, corticosteroid, truyén dich, |ru:.ren khang
sinh histamin, cac amin tang huyét ap, ther oxygen va duy tri dudng the).

Néu bénh nhan bi tiéu chay trong hoac sau khi diéu tri bang doripenem. can theo dai va co
chudn doan, diéu tr thich hop. Mat sb treémg hop tiéu chay va viem dai rang gia mac co thé
hét khi ngung thude, tuy nhién véi caclreéng hop nang. can truyén dich va dién gidi, bd sung
prolein va sw dung cac thudc co tac dung dbi véi C difficle (metronidazol dudng udng hoac
vancomycing

NEN TRANH DUNG NHUNG THUGC HOAC THUC PHAM GI KHI DANG sU DUNG
THUBC NAY?

Acid valproic. Dorpenem lam giam néng dé acid valproic xudng dudi gici han didu tn mong
mudn, cé thé lam lang nguy co bi con ddng kinh, can than trong khi dung phéi hop. Co che
luong tac chua duec biet, tuy nhién carbapenem co thé Uc ché thiy phan glucuronid cla
acid valproic

Probenecid Probenecid lam giam bai tiét doripenem qua dng than, 1am tang néng dé thudc
trong mau va kéo dai thigian thai trir thude. Nén tranh sir dung dang thei

Cac thudic khang sinh khac: Nghién clru invilro cho 1hdy it co kha nang daripenem déi khang
hoac bi déi khang tac dung bdi cac khang sinh khac (nhu amikacin, co-lrimoxazol
daptomycin. levofloxacin. inezolid, vancomycin}

Cac thude dnh hudng ton hodc chuyén héa boi enzym microsom gan' Nghién ciu in vitro cho
thay khéng co kha nang xdy ra trong tac.

Cdc thudc chuyén hoa béi uridin diphosphat-glucuronosyl-transferase 1A1 (UGT 1A1):
Nghién ciru in vitro cho thdy doripenem khéng gay cam ung UGT 141,

Tuong ky: Ngoai dung dich nalri clorid 0.9% hoac glucose 5% néu trén, khang duoc tran
Donpenem Vo batkylhuocnao khac

CAN LAM Gi KHIMOT LAN QUEN KHONG DUNG THUGC?

Canthang bao ngay cho bacsy.

CANBAO QUAN THUGC NAY NHU THE NAO?

Neovikhé, nhiét 36 dudi 30 C. tranh anh sang

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU?

Trigu ching qua lidu cé thé phatban

CANLAM G KHI DUNG THUGC QUA LIEU KHUYEN CAO?

Khi qua liéu doripenem can ngung dung thube va didu tri tnéu chirng cho téi khi thude thai trir
hét qua than Donpenern €6 thé duroc thai trir nhéy thdm tach mau nhung hién chuwa co théng
tin phishop vé viéctién hanh tham tach mau khi qualleu donpenem
NHUNG DIEU CAN THAN TRONG KHIDUNG THUGC NAY?
a,Céactinhtrang cdn than trong khidung thude

Khéng dwee ding Doripenem theo dudng hil vi cqlhé gay vigm phéi
Than treng khi sirdung cho cac bénh nhan qué mén voi cal ac.cac penicilin hoac
cephalosponn, dolang nguy cor xadyra phan img phan vé de mang

Bénh nhan co tién st man cam vai nhidu di nguyén khac phau cling tang nguy co bi phan
ung qua man de doatinh mang voibeta-lactam

Khéng nén sir dung dong thén donpenem voi probenecid. fhan trong khi sir dung ddng thei
vin acid valproic. can theo ddi ndng dé acid valpr0|r1rung huye1 thanh.

Can giam hiéu khi st dung cho bénh nhan suy than vira va nang, déng théi thuwérng xuyén
theo ddi bénhnhan

Co gidt va cac phan (g bat loi trén TKTW di duee bao cao khi su dung cac carbapenem
khac (imipenem, erlapenem, merapenem), nguy co 1&ng 1én & nhirng ngudi san co bénh &
hé TKTW (vi du nhu tén thwong nao, tién st dang kinh) hoac bi suy chirc nang than, Ba co
nhing bao cao vé bénh nhan bi co giatkhi - sudung donpenem, tuy nhién quan hé nhan qua
chura dugexacdinh

Sirdung khang sinh cé thé lam béi nhidm cac loai ndm ua vi khudn khang nhay cam. bao gom
tiéu chay do C. difficile va viém rut két gia mac. Vivay cén theo déi va o chan doan pha hop
néu bénh nhan bjtiéu chay thir phat khi diéu tri bang doripenem.

D& han ché sy phat trién cac vi knuan knhang thudc va duy tri hiéu qua cua doripenem, cing
nhu cac khang sinh khac, chi sl dung doripenem cho t:actru‘crng hop da dwoe chan doan
x3c dinh hodc nghi ngér chac chan 1a nh|em khudn gy ra b cac vi khudn nhay cam voi
thudc Can can cur trén xét nghiém vi khuan (néu co) khilya chon khang sinh. Theo ddi bénh
nhan cin than trong qua trinh didu tri, ndu wady ra bdi nhigém, cdin o6 bién phap can thiép thich
horp. Tranh ding donpenem kéo dai.

Cacchisd can theo déitrong qua trinh diéu tri Bidu hién cua phan ing phan vé khi dung lidu
dau tién. dinh ky theo doi chire nang than, can nhac theo déi cac chi 50 huyét hoc néu dung
keo dai

b, Triedng heep cé thaivacho con bu

D41 voi phu ni cé thai Trang cac nghién clru trén ding vat, denipenem khdng gay tac dung
bt Iz nao doi voi thai nhi. Chura cé cac nghién ciu co ddi chirng duoc thuc hién trén phu nix
¢ thai va khong rd thube co gay hai cho thai nhi hay khong. Chi s dung doripenem cho phu
nircdthai saukhi can nhac ky, thay loi ich vuot trdi nguy cor

Tuy vay. chua co nhing nghién ciru déy du va kiém soat chat ché trén nhirng ngui mang - i

thai. nén dunqlhuocthanlrong va chidungchongummangthalkhulha1 can thiét
Béi voi nguor che con bu. Khang ré thudc oo bai tiét vao sira me hay khéing Nghién ciu trén

chudt cho thay doripenem va chét chuyén hoa co bai tiét vao sira. Can nhic lgi ich cla wec' 3

cho tré tiép tuc hay nglng bu me khi sy dung doripenem che phu nd dang nudi con bu

¢, Tacdung véri kha nang lai xe va van hanh may méc: Chua ghinhan

KHINAO CAN THAM VAN BAC SY, DUJC 57

Khi phat hién cac tac dung khang mong mudn durore gt ké & trén

Khidung gualiéu khuyén cao

Khi can thémthang tin, xin héi y kién bac sy hodc duoc s?.

HAN DUNG CUA THUGC: 24 thang ké tir ngay san xudt.

Hén dich thubc sau khi hoan nguyén co thé én dinh lrong khoang 1 gitr treérc khi pha loang
ligp va khong dugce dé dong lanh

Dung dich thudc da pha leang dé lruyen tinh mach: Néu pha trong clung dich natri chlorid
0.9% sé 6n dinh trang 12 giér & nhiél 3 phong (bao gbm cd théx glan truyén thudc) hoac lrong
72 gitr khi bao guan trong Wi lanh (nhiét do 2 -8 oC, bao gém ca thei gian truyén thude), néu
pha trang glucose 5% sé &n dinh trong 4 gitr & nhiét dé phong (bao gbm ca than gian truyén
Ihuoc] hoac trong 24 gicr khi bao quan trong td lanh (nhiét d 2 -8 oC, bao gdm ca thén gian
truyén thudc)

Khbngdung qua thdi han in trén bao bi.

NGAY XEM XET SUA E)OI CAP NHAT LAINQIDUNG HUGNG DAN SUf DUNG THUGC:

HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE

1.CAC PAC TINH DUDC LUC HOC, DUCC DONG HOC:

1.1 Bac tinh dwoc luc hoe

Doripenem la mat khang sinh tdng hop nhom carbapenem, cé cdu tric va tac dung duoc ly
twong W nhwe imipenem. Dor|penem bén wvang wvon tac dung thuy phan cua
ciohydropepndase I{DHP-1) co & vi nhung mao cua 1é bao éng lugn gan cua than hon so von
imipenem, vi vay khnng candung cung voi chat uc ché DHP-1 nhurcilastatin

Dorlpcnern rc ché tdng hop vach 1é bao vi khudn bang cach gan voi protein lién két penicillin
(PBP) dé lam bat hoat cac protein nay, i do co tac dung diét khudn. Thude co ai lve manh
nhétvéi PBP 2 va PBP 3 cia Pseudomonas aeruginosa va PBP 2 cia Eschenchia cof

In vitro, doripenem co kha nang (rc ché hoac bi (e ché chi yéu béi cac thube khang khudn
khac Thudc co lac dung cdng hoac hiép donq yeu v amikacin va levofloxacin ddi vin
Fseudomonas aegurinosa, vén daplomyoin, linezolid, levofloxacin va vancomycin doi v cac
vikhudn Gram duong

Daripenem co phé 1ac dung rong, trén nhidu loai vi khudn Gram am, Gram duong hiéu khi va
mét s6 v khuan ky khi Phd tacdung cua doripenem luang t nhy meropenem va imipenem
tuy nhign doripenem c6 phan manh hon so voi cac carbapenem khac trén
Enterobacteriaceaeva Pseudomonas aeruginosa

Doripenem ct tac dung in vitro va trén 1am sang ddi véi vi khudn Gram durong higu khi tay
lién, bao gém Streptococus intermedius va Streptococcus constellatus Thubc clng co tac
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MAU TO HUGNG DAN SU DUNG THUOC

dung in vitro ddi v&i Staphylococcus aureus (bao gbém cac chung nhay cam wvoi
. oxacilin/methicillin}, § epidermidis, 5. agalactiae (sireptococci nhom B) va S pyogenes
(streptococcinhomAbeta tan huyét) . )
Doripenem ¢ tac dung in vitro va trén 1dm sang ddi véi vi khudn Gram am hidu khi tay tién,
bao gém Escherichia coli. Kiebsiella pneumoniae. Proteus mirabilis, Pseudomonas
aeruginosa va Acinetobacter baumannii. Thubc ciing c6 tac dung in vitro ddi vai Citrobacter
freundii, Enterobacter cloacae. E. derogenes, K. oxyloca, Morganella morgani, Serratia
marcescensva mdtsd chung Burkhodenia cepacia ) _
Doripenem c¢o 1ac dung in vitro va trén 1am sang ddi véi nhidu vi khudn ki khi, bao gém
Bacterowdes fragiis, B caccae, B thetaio-taomicron, B uniformis, B wuigalus, va
Peplostreptococcus micros
Khang thuéc: Co ché khang thubc cla vi khudn déi véi doripenem bao gbm bat hoal thudc
bién enzym thiy phan carbapenem (metallo-beta-laclamase), PBP dét bién hoac thu nhan
duoc, gidm tinh thdm lép mang ngoai va thoat cha déng. Doripenem bén virng voi hau hét
cac bela-lactamase bao gbm cac penicilinase va cephalosporinase do cac vi khuan Gram
duong va Gram &m tiét ra, luy nhién khéng bén véi tac dung thiy phan cla cac beta
lactamase thiy phan carbapenem. Ty céu khaéng meticilin bao gio ciing coi 1a khang
doripenem
1.2 Bac tinhdwoc dong hoc
Dugc déng hoc cla donpenem tuyén tinh trong khoang liéu truyén tinh mach 0.5 - 1g. Sau
khi truyén tinh mach 500 mg doripenem trong 1 gi¢r, néng dé tdi da do duoc trong huyét
twrong la 23 microgam/mi, giam thanh 10 microgam/ml sau 1.5 gitr va 1 microgam/mi sau 6
gi¢. Doripenem lién két véi protein huyét twong duéi 10% va duoc phan bé rong rai oi cac
mé va dich cia co thé, baogomcacmchuc trong ] bung dich rimang bung, mat, mé i mat
vanuectiéu Thétich phan bd & trang thai can bang & ngudi trudmg thanh khoe manh 13 16 .8
lit idao déng 1ir 8,09 - 55,5 it). Doripenem chuyén hoa mét phan thanh chat chuyén hoa mé
vang khéng cén hoal tinh (donpenem M1}, chu yéu nhér dehydropeptidase-|. Nghién cuu in
vitra cho 1ha\,' thube khéng chuyen hoa bén cac enzym gan cytochrom P450 Donpenem thai
trir chi yéu duréi dang khong ddi qua than, nhé bai tiét & éng than va loc qua cau than. Sau
kni dung mét liéu don doripenem 500 mg, 75% hiéu ban dau & dang khang ddi va 15% liéu ban
déu duéi dang chét chuyén hoa duoc tim thay trong nwére tidu trong vong 48 gior. it hon 1%
liéu ding théi trr qua phan Doripenem khéng bi tich Iy khi ding ché dé lidu 1ap lai & nguéni
co chire nang than binh thudng. N doi thai trir trong huyét thanh cia thuée khoang 1 gier,
ke dai hon & ngudi suy than. Thude biloai tr bévi tham tach mau.
Lién quan dugc luchpc/droc dong hoc:
Cac nghién clru tidgn |Am sang d& ching minh, gléng nhw cac khang sinh khac hg beta-
lactam, théi gian cé néng do doripenem trong huyét lvong cao hon néng dd e ché tdi thidu
(MIC) 12 théng sé tuong quan 16t nhat voi higu qua Tuong tw nhu cac khang sinh phu thude
thei gian khac, doripenem co tac dung kim khudn khi théi gian co ndng dd huyét trong cao
hen MIC (T = MIC) dudi 40% va oo tac dung digt khudn khi T = MIC rén 40% Keéo dai then
gian truyén thudc (dén 4 gio) co hidu qua lam tang T > MIC trén 40% tén 81%. do do nén
truyen thubctrong 4 giér cho ngurdi bénh bi viém phoi méc phai tai bcnh won ké ca viém phéi
mac phai trong khi phai théng khi hé tre. & nhiing bénh nhén nhidém khudn nang hoac suy
giam mién dich, viéc truyén thudc trong 4 gier sé phu hop hon vi MIC cia doripenem déi voi
cac vi khudn gay bénh trong nhing truéng hop nay da dugc xac dinh hodc nghi ngé 14 lom
non 0.5 ma/ml. Ché g4 liéu 500 mg doripenem Lruyén trong 4 gicr. cU 8 gic mdt 1an duge ru
tién & nhing bénh nhan cé chirc nang than binh thuéng va binhiém céc vi khuan gay bénh co
MIC viri doripenem = 4mglit
2.CHIDINH:
Doripenem dugc chidinh cho cactrucmg herp nhiém khu
voi thudc. Baﬁgbm nhiém khuan trong 0 bung phuct,
tap nhlem khuan dm‘rng ho hap bao gom vuem phéi

N TN s,

‘gayraboi cacvi k
M knoAn duah

Ban nhay cam

3. LIEU LUONG VA CACH DUNG:
Cachdung:

Doripenem dwoc truyén tinh mach trong 1 gio hoac 4 gior
Hoan nguyén: Thém 10 mi nwére cat pha tiém hoa&gmg d\c Ll
thuée 500 mg doripenem. lac nhe dé tao hén dich 50 mg/ml. Hon
pha loang tiép trwac khi tiém truyén cho bénh nhan 1“_
Phaloang trudre khitruyén: ke ; =

Hén dich sau khi hoan nguyén duoc pha loangtiép bang ckﬂé@-‘a’e‘d &

dung dich natri chlorid 0,9% hoac dung dich glucose 5% |ac déu a gduch trong sudt
Liéu lweng:

Lidu ding cho nguoi Ion:

Doripenem ding ¢ dang monohydrat nhung liéu dugc khuyén
khan

1,04 gdoripenerm monohydrat tuong khoang 1 g doripenem khan

Liéu thréng dung cua doripenem |3 500mg. ctr 8 gior ding 114n Iruxén Hr]rma’crﬁ

Tmng nhirngtréng hop nhiém khudn rdt nang hoac gay raboi v@uﬁv % chun?\w hué;zfl

cam. can truyén thudc kéo dai trang 4 gidr. Thén gian cua dot afél
thudc vao vitri nhiém khudn. vac mirc do nang va dap irng cia bénh NhaM trén 1am sang. Sau
it nhatla 3 ngay didu tri bang doripenem truyén tinh mach, tuy thudc vao dap ung lam sang
cua bénhnhan, cd thé chuyén sang ding khang sinh thich hop dudngudng.

Lidu dung &rtré em: Khéng sur dung doripenem cho tré em duwéni 18 tudi do dé an toan va hidu
qua ctia thude chra duoc xac dinh

Bénh nhan suy than: Can giam libu doripenem khi ding cha  bénh nhan co Cler <50
mi/phit. B&nh nhan co Cler tir 30-50 mi/phat dung 250mg, cach mdi 8 gicr. Cler tor 11-29
mi/phit dung 250 mg cach méi 12 gier.

Doripenem bi théi loai trong khi thdm tach, tuy nhién chira dd dir ligu dé khuyén cao diéu
chinh liéu & b&nh nhan tham tach mau, vi vdy nén tranh dung thudc cho cac déi tuang nay.
Bénh nhan suy gan: Chua co théng so vé duoe déng hoc cla doripenem & bénh nhan suy
gan. Vi doripenem khdng chuyén hoa qua gan nén suy giam chic nang gan sé khéng anh
huwdang dén dm:rc déng hocela thude.

Nguwoicao tudi: Khéng can hiéu chinh liéu donpenem & bénh nhan trén 65 1ubico chuecnang
thén binh thueng. Tuy nhién cén lea chon liéu dong cén than vi bénh nhan cao tuéi thurong
giam chuc nang than hoactang nito huyét trurdrc than so vén ngudi Iré tuds

4.CHONG CHIDINH

Qua man voi doripenem hodc cac thude khac cing nhom carbapenem Co tién si bi phan
rng phan vé khi dung beta-lactam.

5.CAC TRUGNG HOP THAN TRONG KHI DUNG THUOC:

a,Cactinh trang cdn than trong khi ding thude

Khong duec dung Doripenem theo duémg hit vi co thé gay viem phéi

Than trong khi st dung cho cac bénh nhan qua man voi carbapenem khac,cac penicilin hodc
cephalosporin. dolangnguy co xay ra phan (ng phan vé de doatinh mang.

(MAT SAU)

cicttt@ IUEVPE,T”IPHQTJO \E? hoa: Viém daitrangdo C. difficile
LO\T (‘@hén dich. Phan (ng qua man

—

Bénh nhan co tién sir man cam véi nhiu di nguyén khac nhau cing tang nguy cor bi phan
rng qua man de doatinh mang véi beta-lactam,

Khéng nén st dung déng ther doripenem v probenecid. Than trong khi st dung dbng thév
v&i acid valproic, can theo déindng d acid valproictrong huyét thanh.

Cén giam lidu khi sU dung cho bénh nhan suy than vira va nang. déng thoi thuémng xuyén
theo ddi bénh nhan

Co gidt va cac phan (ng bat lgi trén TKTW da duoc bao cao khi st dung cac carbapenem
khac (imipenem. ennpenem meropenem;, nguy cor tang lén & nhirng ngudi san co bénh &
hé TKTW (vi du nhu' tén thuong ndo. lign st déng kinh) hoac bi suy chire nang than. ©a co
nhirng bAo c4o vé bénh nhan bi co gidtkhi sur dung donpenem. tuy nhién quan hé nhan qua
chuwa dugc xacdinh.

St dung khang sinh co thé lam bdi nhiém cac loai ndm va vi khuan khang nhay cam, bao gom
tiéu chdy do C. difficile va viém rudt ké gid mac. Vivay cén thea ddi va co chan doan phi hop
néu bénh nhan bitiéu Chay thi¥ phat khi didu trj bAng doripenem.

P& han ché sy phat trién cac vi khudn khang thudc va duy tri hiéu qua cla donpenem clng
nhw cac khang sinh khac, chi sir dung doripenem cho cac fruéng hop da duoc chan doan
xac dinh hodc nghi ngd chac chan la nhiém khudn gay ra bdi cac vi khudn nhay cam voi
thube. Cén can cu trén xet nghiém vi khudn (néu co) khi lya chon khang sinh. Theo dGibénh
nhan cdn than trong qua trinh didu tri, néu xAy ra boi nhiém. cén ¢b bién phap can thiép thich
hop Tranh dung doripenem kéo dai

Cacchisd can theo di trong qua trinh diéu - Bidu hién cda phan gng phanvé khidung liéu
ddu tién. dinh ky theo déi chire nang than, can nhac theo dai cac chi sd huyét hoc néu dung
keo dan

b, Tru'o'ng hopcothaivachoconbu

Bda vOi phu ni co thai Trong cac nghién cuu trén dang vat donpenem khong g
bt loi nao déivén thai nhi. Chra co cac nghién ciru o déi ¢f ng droc thyc
6 thai va khang rd thube cé gdy hai cho thai nhi hay khéngj €hj surdung
nirco thai saukhi cannhacky, thdy loi ich vurot tréi nguy ¢
D61 voi ngudi che con bu: Khong ro thudc co bai liél vao sira khang, Nghién ciru trén
chudt cho thay doripenem va chal chuyén hoa co bai tiét vjo stra. Cén nhac loi ich cua viee

ic dung
trén phuy nir
ipenem cho phuy

cho tré igp tuc hay ngurng bu me khi st dung doripenem cholphu nir dang nudi con b
¢, Tacdung v&i khaning lai xe vavanhanhmay méc: Chua ghinhan.
6. TUONG TAC VOICAC THUOGC KHAC VA CAC DANG TUONG TAC KHAC:
Acid valproic: Donpenem lam giam néng dé acid valproic xuong dudi gigi han diéu tri mong
mudn, ¢6 thé lam tang nguy co bi con ddng kinh, can than trong khi dung phéi hop. Co ché
twong tac chua dugc b?ﬁ tuy nhién carbapenem cé thé Uc ché thiy phan glucurenid cla
acid valproic
Probenecid: Probenecid lam giam bai tiét doripenem qua ong than. 1am tang néng dé thudc |
trong mau va keo daithod gian thaitri thude. Nén tranh sir dung déng thoi. |
Cacthubc khang sinh khac: Nghién ciru invitro cha thay it co kha nang doripenem déi khang
hodc bi ddi khang tac dung béi cac khang sinh khac (nhw amikacin, co-trimoxazal,
daptomycin, levofloxacin, linezolid, vancomycin)
Cac thude anh hudng ton hoac chuyén hoa b enzym microsom gan: Mghién cleu in vitro cho
thdy khéng co kha nang xay ra luong tac
Cac thudc chuyén hoa boi undin diphosphal- -glucuronosyl-transferase 1A1 (UGT 1A1)
Nghi&n cuw invitro cho thay doripenem khéng géy cam ing UGT 1A1,
Tweong ky:
Mgoai dung dich natri clorid 0,9% hoac glucose 5%, khéng duoc trdn donipenem vori bat ky
thude nao khac
7.TAC DUNG KHONG MONG MUGN CUATHUOC
enghién ciru pha 2 va 3, khi dung doripenem vii liéu 500mg cach 8 gicr mat 1an. 1i1é

pADR |a 32% Tilé bénh nhan sir dung donpenem phainging thudc doADR120.1%
] thudng gép. ADR =1/10
TKTW. Dau dau
Tiéu hoa Budn ndn_téu chay
Thuong gdp. 1/10>ADR>1/100
Mhiégm khudn: Nhiém candida & migéng, nhiém nam am dao I
Da va 1é chirc dutn da- Ban (bac gbm cd viém da di ung/bong nuee, ban do, ban san mayk
day vaban do dadang) .
Gan_mat: Tang enzym gan §
Mau va hé bach huyél Thidu mau. 2
Thén: Suy giam chirenang than.
Taichd: Viém tinh mach.
itgdp. 14100 >ADR>1/1000

uvahébach huyét Giam tiéu cdu, gidm bach ciu trung tinh. LN |

hua xac dinh tAn suat: Hoi ching Stevens-Johnson, hii chung Lyell. séc phan Ve, ca Qiat

jﬁi@&?ﬁn xtrtri ADR:

Néu xay ra phan ng qua man & bénh nhan dung Doripenem, cén ngung thude va ap dung
cac bién phap diéu tr thich hop (vi du epinephring, corticosteroid, truyén dich, truyén khang
histamin, cac amin tang huyét &p, ther oxygen va duy tri duong the).

Néu bénh nhan bi tiéu chay trong hoac sau khi didu tri bang doripenem. cén theo déi va co
chudn dean. diéu tri phi hop. MGt sé rremg hop tiéu chay va viém dai trang gia mac co thé
hét khinglng thudc, tuy nhién véi cac trucrng hop nang, cén ruyén dich va dién giai, bd sung
protein va st dung cac thude cé tac dung doi voi D. difficile (metronidazol duwérng uéng hoac
vancomyclm

8.QUALIEU VA XU TRI:

Déw higu: Tnéu ching qua lidu ¢ thé phat ban

X tri Khi qua lidu doripenem can ngung dung thudc va didu tri tnéu chirng cho 1 khi thudc
thaitrir hét qua than Donpenem c6 thé duoc thai trir nhér thdm tach mau nhung hién chua ca
thang tin phi hop vé viéc tién hanh tham tach mau khi qua liéu dorpenem

9.CAC DAUHIEU CAN LUU Y VA KHUYEN CAO: Khang dé cao

TEN, DIACHICUACO SO SAN XUAT

CONG TY cO PHAN DUTC PHAM TRUNG UONG 2 [
9 Tran Thanh Téng - Q. Hai Ba Trung - Ha Ngi - Viét Nam
DT: 04.39715439 FAX: 0438211815

San xudt tai:
L& 27, KCN Quang Minh - Mé Linh - Ha Néi - Viét Nam
BT: 04.39716291 FAX: 04.35251484




