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HUGNG DAN SU DUNG
Thudc nay chi ban theo don cua Béc s§.
Poc k§ huéng dan sir dung trudce khi ding.
Hoi Bac s§ hoic Dugc sy dé biét thém thong tin chi tiét.

DORVO
(Thudc tiém Doripenem 500mg)
THANH PHAN: M3;i lo chira:
Doripenem Monohydrat twong duong véi Doripenem 500mg

QUY CACH PONG GOI: Hop 1 lo

DANG BAO CHE: Bét pha tiém

MO TA /@ "

Dorvo chira doripenem 12 mdt khang sinh tdng hop phd réngthudc nhém carbapenem

C6 lién quan cAu tric v&i khang sinh beta-lactam. Tén héa hoc cho doripenem monohydrat la
(4R,58,6S)-3-[((3S,5S)-5-[[(aminosulfonyl)amino]methyl]-3pyrrolidinyl)thio]-6-[(1R)-1-
hydroxyethyl]-4- methyl-7-oxo-1-azabicyclo [3.2.0] hept-2-ene2-carboxylic monohydrat.

Cﬁl’lg thirc phﬁn tir ciiand la C15H24N405S 2.H20.

DUQC LUC HQC
Co ché tic dung

Doripenem la khang sinh beta-lactam nhém carbapenem. Doripenem ¢ hoat tinh diét khuén boi tac
dung trc ché sinh tng hop vach té bao vi khuén.

Doripenem bét hoat nhiéu Protein gén két v&i penicilin thiét yéu (PBPs) din dén tc ché téng hop
vach té bao, sau d6 gy chét té bao. Ai lyc 16m nhét cia né trong Staphylococcus aureus 1a d6i voi
PBPs 1, 2 va 4. O Escherichia coli va P. aeruginosa doripenem lién két v&i PBP 2 1a chét c6 vai trd
trong viéc duy tri hinh dang té bao, cling nhu véi PBPs 3 va 4 trong P. aeruginosa.

Chiing vi khuén nhay cam

Vi khuin gram duong hiéu khi

Enterococcus faecalis™

Staphylococcus aureus (chung nhay cam véi methicillin)™
Staphylococcus spp. (chiing nhay cam v&i methicillin)”
Streptococcus pneumoniae'

Streptococcus spp.

Vi khudn gram dm hiéu khi

Citrobacter diversus

Citrobacter freundii

Enterobacter aerogenes

Enterobacter cloacae’

Haemophilus influenzae”

Escherichia coli'
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Klebsiella pneumoniae”

Klebsiella oxytoca

Morganella morganii

Proteus mirabilis’

Proteus vulgaris

Providencia retigeri

Providencia stuartii

Salmonella spp.

Serratia marcescens

Shigella spp.

Vi khudn yém khi

Bacteroides fragilis’

Bacteroides caccae’

Bacteroides ovatus

Bacteroides uniformis’

Bacteroides thetaiotaomicron’ / g
Bacteroides vulgatus' M 4
Bilophila wadsworthia /
Peptostreptococcus magnus
Peptostreptococcus micros’

Porphyromonas spp.

Prevotella spp.

Sutterella wadsworthensis

Cic vi khudn cé vin dé vé dé khdng thu nhin
Acinetobacter baumannii’

Acinetobacter spp.

Burkholderia ce;mc:lcr$+

Pseudomonas aeruginosa'

Vi khuén d& khéing

Vi khuin gram dwong hiéu khi

Enterococcus faecium

AN

Vi khudn gram dm hiéu khi

Stenotrophomonas maltophilia

Legionella spp.

Ghi chu:

* hiéu qua cta doripenem trén c4c vi khuén nay da dugc nghién ciru trong céc thir nghiém 14m sang
$ vi khudn nhay cam trung binh véi doripenem

* vi khuin v&i kha nang dé khang thu nhan > 50%

A tét ca staphylococci khang methicillin dugc xem la khang doripenem

DUQC DONG HQC

Céc gid tri Cmax trung binh va AUC,.», cua doripenem trong céc nghién ciru ¢ ngudi khde manh sau
khi dung 500 mg hon 1 gid lan lugt tuong img khoang 23 ig / ml va 36 ig.h / ml. Cac Cpay trung binh
va AUCy. cua doripenem tir cac nghién ctru trén nguoi khée manh sau khi sir dung 500mg va Ig
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hon 4 gidr lan lugt twong (g khoang 8 ig / ml va 17 i g /ml, va 34 igh/ ml va 68 ig.h/
ml. Khong c6 sy tich 1oy cua doripenem sau khi truyén tinh mach nhiéu Ian véi 500mg hofc 1g ding
mdi 8 gid trong 7 dén 10 ngay & bénh nhén c6 chirc nang than binh thudng.

Dugc dong luc hoc ciia liéu don Doripenem sau khi tiém truyén 4 gi& & ngudi 16n bi xo nang ciing
phu hop véi ngudi khong mic chimg bénh nay.

Phan bé: Lién két cua doripenem vGi protein huyét tuong trung binh xép xi 8,1% va doc lap véi
nong do trong huyét tuong. Khéi Ivgng phan bd & trang thai on dinh la khoang 16,8 L, tuong tu nhu
khéi lugng dich ngoai bao & con ngudi. Doripenem thdm nhép tbt vao mot sé cht dich co the va céc
md ching han nhu mé tir cung, dich sau phic mac, mé tuyen tién liét, mé tai mat va nude tidu.

Chuyén hoéa: Doripenem dugc chuyén hoa thanh chét chuyén héa vong mé& khong hoat tinh trén vi

sinh vat xay ra chu yéu théng qua men dehydropeptidase-I. Doripenem it hodc khong c6 trai qua tién

trinh chuyén héa trung gian Cytochrome P450 (CYP450). Trong nghién ciru in vitro da xéc dinh
doripenem khéng (rc ché hodc kich hoat cac dic tinh cua dbng dang CYP 1A2, 2A6, 2C9, 2C19, //’%
2D6, 2E1 hodc 3A4.

Thai trir: Dorlpenem duge thai trir chi yéu qua than dudi dang khong ddi. Thoi gian ban thai trung/"/
binh giai doan cudi trong huyét twong cua doripenem & thanh nién khoe manh 1a khoang 1 gior va do
thanh thai trong huyét twong 1a khoang 15,91/ g10' D¢ thanh thai trung binh qua thén la 10,3 1/ gi¢.
Tim quan trong cua gia tri ndy gan lién su sut giam dang ké trong viéc bal tiet cua dorlpenem khi
diing ddng thai v6i probenecid, cho thy rang doripenem phal trai qua loc cau than, bai tiét dng than
va tai hdp thu. O ngudi truong thanh tré khoe manh dung liéu don 500mg Doripenem, 71% va 15%
liéu dung dugc thu héi trong nudc tidu twong img dudi dang hoat chét khong thay dbi va chit
chuyén hoa _vong mg. Sau khi dung lidu don 500mg doripenem phong xa cho thanh nién khoe manh,
it hon 1% tdng hoat tinh phong xa duge phuc héi trong phén. Dugc dong hoc cua doripenem | tuyen
tinh trén Pham vi lidu 500 mg dén 2 g tiém truyén tinh mach trong vong 1 gi& va 500 mg dénlg
tiém truyén tinh mach hon 4 gio.

Suy thin: Sau lidu duy nhét 500mg ctia Doripenem, AUC cua doripenem tang 1,6 lan, 2,8 lan
va 5,1 lan & nhitng bénh nhan suy than ¢6 muc d9 nhe (CrCl 51-79 ml / phut), trung binh
(CrClI 3l -50 ml / phat) va néng (dleu chinh liéu CrCl Doripenem 1a can thiét & nhirng bénh
nhan tiép nhan liéu phap thay thé than lién tuc. Trong mot nghién ciru, trén 12 dbi tuong mic
bénh than giai doan cudi truyén tinh mach véi lidu duy nhat 500 mg doripenem trongl gid, tac
dung toan than ddi véi doripenem va doripenem-M-1 ting hon so v&i ngudi khoe manh.
Lugng doripenem va doripenem-M-1 bi thai bé trong mét phién loc mau tinh mach — tinh
mach lién tuc (CVVH) 12 gi¢ tuong tirng khoang 28% va 10% lidu. va trong thoi gian mot 12
gi® phién thim tdch méu tinh mach — tinh mach lién tuc (CVVHDF)- tuong (ng khoang 21%
va 8% liéu. Khuyén cdo dinh liéu cho bénh nhén didu tri thay thé than lién tuc phai dugc thuc hién
dé doripenem dat dugc mirc tic dung toan than twong ty nhu déi véi cdc bénh nhén c6 chirc ning
than binh thudng khi truyén doripenem 500 mg trong 1 gid, dé duy tri ndng d6 doripenem trén mirc
ndng do tc ché thép nhit 1 mg /| trong it nhét 35% thoi gian ding thudc va dé duy tri bidu hién cia
doripenem va chat chuyén héa doripenem-M- 1 duéi mirc biéu hi¢n quan sat dugc & ngudi khoe
manh khi truyen lgidvailg dornpenem sau mdi 8 gio. Nhimg khuyen nghi lidu luong rat ra tir cac
dir liéu 1am mé hinh véi cac d6i tuong mic bénh than giai doan cudi nhan diéu trj thay thé than lién
tuc va tir viéc xem xét kha nang gia tdng do thanh thai khong qua thén cia céc carbapenem & bénh
nhén suy than cdp so v&i nhitng bénh nhan bj suy than man tinh. Doripenem-M-1 thai trir chdm &
nhom b¢nh nhén nay va thoi gian ban huy (va AUC) chua duge xdc dinh mot cach thoa dang. Vi véy,
¢6 1é khong loai trir nhu‘ng thé hién dat dugc & nhimg bénh nhéan dugc diéu tr thay thé than lién tuc s&
cao hon so véi dy kién va do d6 cao hon so v&i tic dung cuia chit chuyén hoa da dugc quan sat khi
truyén 1 gid véi 1 g doripenem sau mdi 8 gidr & ngudi khoe manh. Céac hé qua in vivo vé nhimg biéu
hién gia ting cua chét chuyén hoéa van chua biét vi dang thiéu dir lidu vé tac dung dugc ly, ngoai trir
cac hoat tinh khang vi sinh vat. Néu liéu doripenem dugc ting cao hon lidu khuyén céo déi véi céc ca
diéu trj thay thé than lién tuc, nhimg tac dung toan than ciia chit chuyén héa doripenem-M-1 tham chi
dugc ting thém nira. Tac dung toan than cua doripenem va doripenem-M-1 vé cin ban dugc gia ting
& ddi tugng mic bénh thin giai doan cudi nhan thAm tach mau so véi ngudi khoe manh. Trong mot
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nghién ciru trén sau déi tugng c6 bénh than giai doan cudi da truyén tinh mach liéu duy nhét 500mg
doripenem, sb luong doripenem va doripenem-M-1 bi thai bo trong phién thdm tach mau 4 gio tuorng
ung khoang (46% va 6% liéu dung). Khong c6 du thong tin dé duara khuyen céo diéu chinh liéu cho
bénh nhan thdm tach mau hodc cac phuong phép tham phan khéc hon 12 diéu tri thay thé than lién tuc.

Suy gan: Dugc dong hoc cua dorlpenem & nhirng bénh nhén bi suy gan chua dugc thanh lap. Vi
doripenem khéng thuc hién chuyén héa qua gan, dugc dong hoc ciia Doripenem khong dugc dy kién
s& gdy anh hudng trén bénh nhan suy gan.

Ngudi cao tuon Nhimg téc dong ciia tudi tac trén dugc dong hoc cua doripenem dugc danh gia &
nam gigi lon tudi khoe manh va dbi tugng nir (66-84 tuor) AUC cua Donpenem ting 49% & ngudi
gla SO vm ngudi tré tudi. Nhimg thay dm nay chu yéu la do sy thay dbi vé chirc nc’mg thén lién quan
dén tudi tac. Didu chinh liéu 1 khong cin thiét & nhimg bénh nhéan cao tudi, ngoai trir trong trudng
hop suy than mic trung binh dén nang.

Gidi tinh: Anh huong cta giGi tinh trén duge dong hoc cua doripenem dugc danh gia & nam gidi
khoe manh va df.f)i tugng nir. AUC cua Doripenem & phu nir cao hon 15% so véi nam giéi. Khong
can phai chinh liéu theo gidi tinh.

CHI PINH

Doripenem duoc chi dinh dé diéu tri cac nhiém khuan sau day & ngudi lon

« Nhiém khuén trong & bung c6 bién chimg

« Nhiém khuén duong tiét niéu c6 bién chimg bao gdm ca viém bé than /Z@

LIEU DUNG VA CACH DUNG —

Lic:“:u khuyén céo cua doripenem 13 500 mg mdi 8 gi® truyén tinh mach vao tinh mach théng lién tuc.
Liéu khuyén cdo, cach ding cho bénh nhiém tring nhu duéi déy:

Liéu dung cia DORIPENEM khi nhiém khuan

Nhi&m khuén Liuding |Tinsuft | TPoigiantruyén | Thoi gian duy
(g10) tri
Nhiérp khuan trong 6 bung | 500 mg Q8 gio 1 5-14 ngay**
¢6 bien chirng
Nhiém khudn dudng tiét | 500 mg Q8 gid ] 10 ngay **§
ni¢u c6 bién chimg bao gom
ca viém bé than

** Thoi gian duy tri bao gém ca khoang chuyén dbi sang liéu phap ubng thich hop, sau khi
dung li¢u phap tiém toi thi€u 3 ngay, mot khi cai thién 1dm sang dugc chimg minh.

§ Thoi gian duy tri ¢6 thé m& rong 1én dén 14 ngay ddi véi bénh nhan dong thoi bj nhiém
khuan mau.

Bénh nhan nhi

Khéng c6 kinh nghiém sir dung thubc & tré em.

Nhirng b¢nh nhin suy chirc niing thin

Liéu doripenem duéi day nén sir dung cho bénh nhan suy chirc ning thén:
Liéu ding ctia Doripenem & bénh nhan suy than

Uéc tinh CrCl (mL / min) Phéc db liéu khuyén c4o cia DORIPENEM
> 50 Khéng cén thiét diéu chinh lidu lugng

> 30 dén < 50 (Suy than mirc trung | 250 mg tiém tinh mach (trén 1 gid) mdi 8 gio
binh)
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> 10 to < 30 (Suy than mic ning) 250 mg tiém tinh mach (trén 1 gid) mdi 12 gid

Nhirng bénh nhin dang lgc miu

Doripenem ¢6 kha nang thim tach mau; Tuy nhién, khéng ¢6 dii thong tin dé dua ra khuyén céo diéu
chinh liéu & bénh nhén chay thin nhan tao.

Bénh nhin cao tudi

Khong can thiét diéu chinh liéu chi dya trén tudi tac ciia bénh nhan c6 chirc ning than binh thuomg
so v&i tubi caa ho.

Nhirng bénh nhan suy chic ning gan:

Khéng cén thiét diéu chinh lidu.

Cach dung

Doripenem dugc ding tiém truyén tinh mach hon 1 hoc 4 gid.

Pha ché dung dich

* Doripenem khong chira chét bao quan kim khudn. Ky thuat v tring phai dugc tuan tha trong qué
trinh pha ché dung dich tiém truyén.

+ Cac san pham thubc tiém nén kiém tra bing mat 601 voi tiéu phan va sy blen mau cuia dung dich va

1o thubc bat cir khi nao trudce khi sir dung. Dich truyén Donpenem trong sudt, tir khong mau dén hai
vang. Bién d6i mau sic trong gidi han ndy khdng anh hudng dén hoat luc ciia san phim

Pha ché lidu 500 mg Doripenem st dung lo chira 500 mg thude

« Hoan nguyén lo 500 mg thudc v&i 10 ml nude v6 khudn pha tiém hodc natri clorid tiém 0,9%
(nuéc mudi sinh ly) va lac nhie dé tao thanh mot h?mA dich. }\Iéng d@ sau khi pha} l1a khoang
50 mg /mL. THAN TRQNG: HON DICH PHA CHE KHONG DUNG TIEM TRUC TIEP.

« Riit hdn dich bang cach sir dung mét Sng tiém ¢6 kim ¢& 21 va thém nd vao mét tii dlch truyen cod
chira 100 ml nudc mu01 sinh 1y hodc dextrose 5%; lic nhe nhang cho dén khi trong sut. Néng dé
dung djch tiém truyén cudi ciing 1a khoang 4,5 mg / mL /[@

Pha ché lidu 250 mg Doripenem sir dung lo chira 500 mg thude

* Hoan nguyén lg chira 500 mg thuéc v&i 10 ml nude vé:khua’in pha tiém hodc natri clorid tiém 0,9%
(nu6e muodi sinh ly) va lac nhe dé tao thanh hAEm dich. Nong d¢ sau khi pha che khoang 50 mg / mL.
THAN TRONG: HON DJCH PHA CHE KHONG DUNG TIEM TRUC TIEP

Rut hdn dich bﬁn’g céch sir dung mot 6ng tiém <6 kimed 21 va th@m né vao méot tii dich truyén chira
100 ml nude mudi sinh Iy hogic dextrose 5%; lic nhe nhang cho dén khi dung dich trong subt.

» Rut hén dich bing céch sit dung mét ng tiém c6 kim c& 21 v thém né vao mot tiii dich truyén ¢6
chira 100 ml nuée mudi sinh 1y hodc dextrose 5%; lic nhe nhang cho dén khi dung dich trong subt.

* Rt 55 ml dung dich nay khéi tii va loai bo.

* Truyén phan dung dich con lai, trong d6 cé chita 250 mg (khoang 4,5 mg / mL).

Khi ning twong thich

Tinh twong thich cia doripenem véi cac thude khac chua duge thiét 1ap. Doripenem khéng dugc tron
lan véi hodc thém vao dung dich ¢ chira cdc loai thube khac.

Bio quin cac dung dich sau khi pha ché

Sau khi pha ché véi nudc vé khudn pha tiém hoac natri clorid tiém 0,9% (nudc muéi sinh Iy), hdn

dich doripenem trong lo ¢6 thé duge bao quan trong vong 1 gid trude khi chuyén vé pha lodng trong
thi truyén dich.

Sau pha lodng hon dich v&i nuéc mudi sinh ly hodic 5% dextrose, dich truyén Doripenem dugc luu
trir & nhiét d§ phong hodc trong tt lanh nén dugce thire hién theo bang dwdi day

Thai gian bao quan va tinh én dinh cba dung dich tiém truyén duoc pha ché bing nudc mudi sinh 1y
hodc Dextrose 5%

Dich truyén dugce pha Thoi gian én dinh & nhiét 46 Théi gian 6n dinh & 2-8°C (ta ‘
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ché trong phong (bao gdm thdi gian bao lanh) (bao gom thdi gian bao
quan & nhiét d§ phong va truyén | quén trong tu lanh va truyén dich)
dich)
Nuée mudi sinh 1y 12 gi®v 72 gidy
Dextrose 5% 4 giy 24 gid

Hdn dich Doripenem hodc dich truyén Doripenem khéng duge dong lanh.

CHONG CHI P]NH

Daoripenem chong chi dinh & nhirng bénh nhan duge biét qua min nghiém trong véi doripenem hodc
céc loai thubc khéac trong cling mdt ho hodc ¢ nhitng bénh nhdn da chimg minh phan &ng sdc phan
vé vdi beta-lactam

CANH BAO VA THAN TRQNG

Phan irng qui min

Qué min nghiém trong va doi khi gy t&r vong (sbc phan vé) va phan ing da nghiém trong da dugc
bdo cdo ¢ nhiing bénh nhén ding khang sinh beta-lactam. Nhiing phan img nay thuong xay ra ¢
nhiing ngudi c6 tién sir nhay cam véi cac chét gay dj img. Trude khi diéu tri voi dorlpenem duge bit
dau, nén thye hién thdm tra cin than dé x4c dinh xem bénh nhan c6 phan tng qua min cam trudc dé
vai cac carbapenem khac, cephalosporin, penicilin hojc chit gy di img khic. ‘Neu san phim nay
duoce st dung cho bénh nhan di img vdi penicillin hay beta-lactam khac, nén cin trong vi qua man
chéo giita khang sinh beta-lactam d& dugc ghi chép rd rang.

Néu phan (mg di img v4i doripenem xay ra, ngimg thudc. Phan tng quéd man cap tinh (sbc phan vé)
nghiém trong cin phai didu trj khin ¢ip vdi epinephrin va cac bién phép cap ciru khic, bao gém thd
OXY, truyen dich IV, khang histamin IV, corticosteroid, cdc amin ting huyét dp va kiém soat dudng
hé hap, nhu 1a chi dinh 1dm sang.

Djng kinh, co giit

Péng kinh di duge bdo cdo trong qua trinh diéu trj véi cic carbapenem, bao gbém doripenem . Co
giat trong cac thir nghiém lam sang véi doripenem xay ra phd bién nhat & nhitng ngudi c¢6 sin rbi
loan trén h¢ than kinh trung wong (vi du dot quy hodc tien sir ddng kinh), ton thuong chirc néng than
va ¢ liéu 1dn hon 500 mg.

Twong tac véi Acid valproic

Do ¢6 sy tuong tac thubc, bénh nhan bi rdi loan co gist cé kiém soat véi acid valproic hodc Natri
valproat s& co nguy co cao con dong kinh dt phat khi duge diéu trj ddng thai voi doripenem. Liéu
phép diéu tri thay thé khang khuén nén duge xem xét cho nhimg bénh nhén dang ding acid valproic
hozc Natri valproat. Néu doripenem can thiét sir dung, diéu tri chéng co gidt bd sung nén duge xem
xét.

Tiéu chay két hyp nhiém Clostridium difficile

Tiéu chay két hop nhiém Clostridium difficile (CDAD) da c6 béo cdo v6i gan nhu tat ca céc tac nhan
khéng khuén va cé thé dao dong trong mirc d§ nghiém trong tir tidu chay nhe dén viém dai trang gdy
or vong.

Didu tri voi cac tac nhan khang khuén lam thay d6i hé thuc vat binh thudng cla dai trang va cé thé
gdy tdng sinh qua muc cia C. difficile.

C. difficile san xudt doc t& A va B gop phan vao sur phat sinh bénh CDAD. Céc chung C. difficile san
sinh dgc td gay tang bénh tat va tr vong, vi cac bénh nhiém khuén nay c6 thé khé dleu tri béng
khang sinh va ¢6 thé doi hoi giai phau rudt két. CDAD phai dugc cén nhéc k§y d01 véi tht ca bénh
nhén c6 bidu hlt;n tiéu chay sau khi ding khang sinh. Lich st chi tiét y khoa rat cén thiét vi CDAD
dd c6 bdo cdo van xay ra qua hai thang sau khi sir dung thudc khang khudn.
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Néu bénh CDAD b1 nghi ngd hoic da xac dinh do sir dung khang sinh lién tuc khong truc tiep diét
C. difficile co & cn phai ngung thude. Dung chét 1ong thich hop va kiém soat dién giai, bd sung
protein, khang sinh diéu tri C. difficile va chan doan phau thuét nén dugc thiét 13p nhu 12 mét chi
dinh lam sang.

Phit trién vi khuén khing thude

Ké don doripenem trong céac ca khdng cé bing chimg hay nghl ngér c6 kha nang nhim khuén thi
khéng ¢6 lgi cho bénh nhén va 1am ting nguy co phat trién cac vi khuin khang thubc.

Viém phon bing thube xong

Khi doripenem dugc sir dung qua duong ho hap dé nghién ciru, viém phdi da xay ra, doripenem
khong dugc sir dung theo cach dung nay.

O bénh nhan bj viém phdi do thé may

Thudc c6 thé 1am tang ti 1€ tr vong & bénh nhén bi viém phdi do tho may.

Nhi khoa

An toan va hiéu qua & nhitng bénh nhi chua dugc thiét lap

Lao khoa

Thubc nay dugce biét vé cin ban 1a bai tiét qua than va nguy co phan ng phu véi thudc c6 thé 16n
hon & nhitng bénh nhan c6 chirc ndng thén suy giam hodc tang ure huyét tru'éc than. Do ngudi gia cé
nhiéu kha nang da giam chirc ndng than hodc tang ure huyet trude than, can than trong trong viéc lua
chon liéu va ¢ 1é hiru ich trong vi¢c gidm sat chirc néng thén.

Bénh nhéin bj suy thdn

Diéu chinh lidu 14 cin thiét & nhitng bénh nhan suy chirc ning than vira hoic ning. D4i véi nhimng
bénh nhan nhu vdy nén giam sat chirc néng than.

PHU NU'MANG THAI VA CHO CON BU //

Mang thai: Chua c6 nghién ciru day di va c6 kiém soat & phy nir mang thai. Vi cac nghién ctru sinh
san trén dong vat khong ludn ludn tién doén phén ung cia con ngudi, thude ndy chi nén sir dung
trong qua trinh mang thai khi that can thiét.

Cic ba me cho con bii: Ngudi ta khong biét ligu thudc c6 bai tiét trong sita me. Boi vi ¢6 nhiéu
thude dugc bai tiét qua sira me, nén than trong khi doripenem dugc dung ¢ phu nir cho con bu.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua c6 nghién ciru vé anh huong cia thqéc dén kha néng lai xe va van hanh may méc. Dya trén
céc bdo cdo vé phan ung khdong mong mudn cia thuoc cho thay cac phan ing nay khong lién quan
den kha néng lai xe va van hanh may méc.

TAC DUNG KHONG MONG MUON

Nhiém tring va nhiém ky sinh trang: ndm candida miéng, nhiém mén 4m ho, ting vi khudn dé
khang, viém phdi khi ding dang hit.

Roi loan mau va h¢ bach huyét: Giam tiéu cdu, giam bach ciu
Réi loan hé théng mién djch: Phan img qua min, séc phan vé.
Réi loan h¢ théng thin kinh: Nhirc diu, dong kinh.

Roi loan mach mau: Viém tinh mach

R&i loan tiéu héa: Budn ndn, tiéu chay, viém dai trang C. difficile
Réi loan gan-mat: Men gan tang

Roi loan da va md dudi da: Ngira, phat ban
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Théng bdo cho Bdc sy cida ban bat ky tdic dung khong mong mudn nao xdy ra lién quan 16i vigc
sir dung thudc.

TUONG TAC THUOC

Probenecid: Probenecid canh tranh v&i Doripenem ddi véi viéc bai tiét & dng than va lam giam do
thanh thai qua than cua Doripenem, do d6 lam ting AUC cta doripenem va thoi gian ban hiy trong
huyét tuong. Sir dung ddng thoi probenecid voi doripenem khong duge khuyén céo.

Acid valproic: Dung ddng thoi doripenem va acid valproic lam giam déng ké ndng do acid valprmc
trong huyet thanh dudi khoang tri liéu dd dugc ching minh. Cic mirc giam acid valproic c6 thé dan

dén kiém soat khong thich dang con dong kinh. Trong mét nghién ciru tuong tic, nong d¢ trong
huyét thanh cta acid valproic da giam rd rét (AUC da giam 63%), sau khi diing dbng thoi doripenem

va acid valproic. Sl,r tong tic c¢6 khdi ddu nhanh chéng. Vi khi bénh nhén dugc cho dung chi co bdn

lidu doripenem, ndng d9 acid valproic giam thém c6 thé khong ngin chin dugc khi con sir dung
ddng thoi.

Viéc giam ndng dé acid valproic ciing di c¢6 bdo cdo khi diing chung véi céc téc nhan carbapenem
khéc, giam 60 -100% ndng d6 acid valproic dat dugc trong khoang hai ngay. Do dé liéu phap khéng
khuén thay thé hoic chéng co git bd sung khac can dugc xem xét.

Cytochrome P450: Doripenem it hoic khong qua chuyén hoéa trung gian Cytochrome P450
(CYP450). Dya trén nghién ciru in vitro doripenem s& (ic ché hoic kich hoat cac dic tinh cia _
CYP450 khong thé xay ra. Vi vdy, khong xay ra twong tac thudc lién quan dén CYP450. /4/@

QUA LIEU
Trong trl.rcmg hop qua liéu, Doripenem nén ngung va diéu trj hd trg chung cho dén khi thai bo qua

than dién ra. Doripenem c6 thé dugc loai bo bing liéu phép thay thé than lién tuc hojc thim tach

mau. Tuy nhién, khong c6 thdng tin vé viéc sir dung mot trong cac phuong phap tri ligu dé diéu trj
qua lidu.

BAO QUAN
Bao quan & nhiét do khong qua 30°C. Tranh anh séng va do am. A\
Dé thudc tranh xa tam tay tré em. CA\

-
-
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HAN DUNG: 24 thang ké tir ngay san xuét. Khong ding thuéc qud han cho phép.

Vi
~at

Tén co s& san xuat:

United Biotech (P) Limited

Bagbania, Baddi-Nalagarh Road District -Solan (HP) 174101,.A
&

G TUQ. CUC TRUONG
Ho tén: Nguyén TETﬁlen Hai P.TRUUNG PHONG
Chic danh. Giam déc /‘gﬂ,{g(éﬁ /f {{y A f;'-?f{g;
CONG TY TNHH Y TE CANH CUA VIET | |
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