Hurémg diin sir dyng cho bénhnhin |
Thudc bt pha tiém Doripenem 0,5¢

Doc ki) haedng dln sie dung tricde khi ding
Dé xa tdm tay tré em

Thing bdo ngay cho bic z’r»’r dirgre 89 tde dyng ki
1dp phid khi sic dung thi

Thube ndy chi ding theo dom cha bie s

bng mong mubn

Thinh phitn:
Mi lo chira doripenem monohydrat trong duomg voi doripet

MO ti sin phim:

Bot thube miu tring ngd hode ving nhyt ddng nhit, kho tai, dymg trong lo
thuy tinh khong miu, ntkin bing cao su v c6 nip nhom bio vé
Quy chch dong goi:

Hop carton chira 0119 20ml, kém 01 trhudng dlin sir dyng thubc
Thubc diing cho b¢nh gi:

Doripenem dwge chi dinh didu trj nhilm khuén & ngudi 16n ghy ra bai chie vi
khudin nhay cam, dic biét trong nhimg trrdmg hop vi khudn 43 khang véi cée
khéng sinh khc hofic nguoi b¢nh khong thich hgp vai chc khing sinh khéc.

- Viém phdi méc phai & bénh vién (bao gdm nhimg nhiém khuan lién quan
dén méy the)

- Nhiém khuén trong 6 bung

- Nhiém khudn dwomg tiét ni¢u (bao gbm viém bé thin vi truimg hgp da
nhiém khuén).

Doripenem khong c6 hi¢u qua véi tw chu vang khang methicilin.

Ding thubc nay nhirthénio va lidu rgng:

Doripenem chi ding theo duéng truyén tinh mach, tbe 46 truyén thube chim
trong khoang théi gian 1 gio.

Cich ding va liéu ding cua thubc do cén bg y té thyc hién. Néu cin thém
thongtin vé cich ding v lidu ding Xin xem & huéng din strdung cho cdn by té.
Chéng chidjnh:

Ngudi qué min véi doripenem hoje céc khiing sinh carbapenem khac.

Tién st dj img, phan \mg phan vé véi khéng sinh beta-lactam.

Tacdyng khong mong mubn:

P c6 bdo cdo khoang 5% ngudi bénh sir dung doripenem gip phai cdc tic
dyng phunhudau dAu, budn ndn, tiéu chay, phét ban, viém tinh mach tai ché.

Téc dyng phu hiém gap hon (khoing 1%) bao gdm: thiéu méu, suy gidm
chirc niing thin, tang enzym gan, nhiém ndm duong tiéu hoa.

Nén tranh ding thubc gi khi dang ding thudc ndy:

Nghién ciru in vitro cho thiy doripenem khong twong tic véi céc cytocrom
P-450, nén kha niing khéng c6 tuong téc thude durge dong hoc gitra doripenem
véi céc thude duge chuyén héa boi cdc enzym nay.

Khéng nén ding chung dorip voi prot id do dorip bi giam
thai trir & thiin, din dén ting ndng d0 trong huyét tuong, tang dién tich dudi
dudmg cong va kéo dai thoi gian nira ddi thai trir.

Diing chung carbapenem va acid valproic c6 thé 1am giam ndng 4§ diéu tri
ciia acid valproic va mét tic dung kiém sodt con dgng kinh. Cin phai theo ddi
néng 6 acid valproic thuomg xuyén va c6 thé thay déi ludn phién chét khang
Kkhudn hoac li¢u phap chéng co giat.

Cic thuée khang sinh khac: Nghién ctru in vitro cho thiy it c6 kha nang
doripenem dbi khang hodc bj ddi khang téc dung boi céc khing sinh khéc (nhu

ikaci i 1, dap! i linezolid, in).
Biio quan: Noi kho, tranh 4nh séng tryc tiép, nhiét do dui 30°C.

Nhirng déu higu, tri¢u chimg khi ding qui liéu va cdch xir tri:

Khi ¢6 dhu hiéu sir dung qué liéu doripenem cfin ngimg ngay viée sir dung
thubc va tién hanh diéu trj hd trg dén khi thude duge thai trir qua than. C6 thé
logi bo thude bing chay thin nhan tao.

Phin tmg c6 hai da gip khi qua liéu doripenem Ia tinh trang phat ban, va ty
hét saumot thoi gian ngung ding thude.

Nhimg diéu cin than trong khi ding thudcnay:

«Cdc tinh trang cin than trong khi ding thubc:

Truéc khi sir dung doripenem cin diéu tra k¥ tién sir dj img, phan img qué mén
cia ngudi bénh véi khéng sinh beta-lactam. Néu phan img qué ‘mén xdy ra cin
dimg ngay thubc va tién hanh céc igu phip cdp ciru cin thiét.

Thén trong v6i céc phan tmg dj img chéo véi cic beta-lactam khéc.

Pi c6 bdo cao viém dai trang mang gid xay ra khi sir dung cdc khang sinh phé
rong, vi viy cin quan tim chudn dodn bénh ndy va diéu tri cho ngudi bénh b
tiéu chay khi diing khing sinh. Cn bét sirc thin trong khi ké don doripenem cho
ngudi cd bénh duong tiéu hoa, dac bigt 1a viém dai tring.

Diing doripenem dai ngay ¢6 thé 1am cac ching khong nhay cim phat trién
qué mirc. Cn theo ddi nguoi bénh cén thin. Néu b bdi nhiém nghiém trong
trongkhi str dung cin phai ngimg sir dung thubc.

Chura thiét 1dp duge nghién ciru v& do an toan va higu qua cua doripenem cho
tré em dudi 18 tudi.

. Khuyz‘n cdo ditng cho phy nit cé thaiva cho con bii:

- Thoi ky mang thai:

P ¢ cdc nghién ctru trén ddng vét nhu chudt va tho cho thdy doripenem
Khong gay tic dong bit loi gi d8i véi thai nhi. Tuy nhién chia cd nghién ciru ddy
i va kiém soat chat ch& khi sir dung thude d6i véi phu nit thori ky mang thai. Vi
viy chi nén sir dung thude cho phy nir mang thai trong truong hop thit chin thiét
valgiichrorang.

- Thoi ky cho con bii:

Hién chua biét doripenem ¢6 vao stra me khi dang cho con bii khong, cin
thén trong khi sir dung cho phy nit dang cho con bii. Nén ngimg cho tré b néu
phai dung thude.

* Anh hudmg ciia thuc 1én kha nang ldi xe va van hanh mdy moc:
" ,,C::: ,::‘,: ::l:‘n:‘ :l;:cvlzéohcéo vé Phan img Pﬁt 1¢i ndo vé ,ﬂ“h hll-é‘ng cla thube
4n hanh may méc, 14i tiu xe, ngudi lam vige trén cao va

céic truomg hop lfhac. Tuy nhién, thube c6 thé giy dau dau, budn nén, tiéu chay,
phit ban, viém tinh mach tai chd. Néu c6 nhimg ddu higu trén khong nén ldi xe
vavin hinh may moc cho dén khi hét céc trigu chimg trén.
Khinao cAn tham véin y kién béic s§, duge sy

Néu cin thém thong tin, hoi bé

., i 5§ hodic dugesy.

Thong béo cho bc s cac tic dyng khong mong muén khi st dung thudc.

Hyn diing: 36 théng ké tirngay san xuét.
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Dirgetye e

Nhém duoe Iy Khéng sinh beta -lactam thude nhém carbapenem

MEATC: J01D HO4
Doripenen 1 mot khving sinh beta-lactam phé digt khudn rong theo co ché e
bl vy thng hop thiat 16 ko, Thube co the dyng digt kindn nhanh do trong tée
virt it 86 protein ghn két pesiicilin (PBPs) trén mang ngodi vi khudn,
Qua n‘xhnbn it in vitro cling nhu didu trf Jm sing cho thiy doripenem c6

hogt lyc 1 8bi vér b hét cde vi kivabn, Cy thé bao gom

Vi khudn hids khi Gram duong: Streptocaccus pneumontae, Streptococcus
Imermediys, Streprococous constellatus, Staphylococcus aureus (nhgy cdm véi
methicilin)

Vi khun hidu ki Gram am: Acinetobacter b Enterobacte
cloacac, Escherichia coll (ghm ¢k ching khing Jevofloxacin), Klebsiella
preumoniae, Proteus mirabilis, Pseudomonas aeruginosa.

Vi khuin ki khi: Bacteroides fragilis, Bacteroides thetaiotaomicron,
Bacteroldes caccae, Bacteroides uniformis, Bacteroides vulgatus,
Peptostreprococcus micros
Durge djng hoe

Khi truyén tinh mgch lidu 500mg doripenem trong vong 1 gir ndng do dinh
trong huyét twong dat duge 23 micrograms/ml; sau d6 giam xubng con 10

Kth u;msaul,sybvi] 'm uu6g‘i0.

& qué 10% doripenem lién két véi protein huyét wong v du
;&mmsvsdschwwrﬂ S s

Doripenem b thisy phén & vong beta-lactam boi enzym dehydr i
lhﬂnhdg:{cmhmdoripamn-Ml, g i

Nira dori thai trir cita doripenem khoang 1 gits & ngudi I6m, 6 thé kéo dai hon
@béhh nhan o6 bénh 1§ vé thin. Doripenem chi yéu dugc thii trir qualgc & clu
thiin va bii tiét & g thiin. Khoang 70% lugng doripenem dugc ti hip thu duéi
dang khong bj bién dbi, con khoang 15% bj chuyén hoa. Doripenem dugc thai
trirqua phén ithon 1%,

Dofipenem c6 thé dugc logi bo béing chay thn.

Chi @jnh:

Doripenem duge chi dinh diéu trj nhi¢m khudn & nguai l6n gdy ra béi céc vi
khmnhgycém.dacbxctmgnhﬁnglmonghqpvi khuin d2 khéng véi cic
khéng_smh khéc hogic ngudibénh khong thich hgp véi céc khang sinh khac.

- Viém phéi méc phai & bénh vién (bao g6m nhimg nhiém kbun lién quan
dénmiy the),

- Nhié;m khuﬂpumgébu‘rég

- Nhiém khuén dudmg tiét nigu (bao gbm viem bé tnr
nhiémkhu.én), ¢u (bao g ém bé than va truémg hop da

Doripenem khong c6 hiéu qua véi ty chu vang khéng methicilin.

Chch diing, liéu ding:
* Céich dig:

Doripenem chi ding theo duéng truyén tinh mach, tée 46 truyén thude cham
trong khoang thoi gian 1 gié,

Céchpha cythé lg thude nhu sau:

- Thém 10minude v khudn aé pha tiém hosic dung dich dé tiém NaCl 0,9%
vén m@. 1o, Jic ky thu dugc hén dich c6 nbng 49 doripenem 50mg/ml. Chi y:
B6n dich niy c6 thé én dinh rong khoang 1 gié ma khong cin d& dong lac,
Khong. dugc tiém finh mach tr\xctiép 'maé can pha Joang nita trrée khi strdung.

- Rat hdn dich trong mi lg trén chuyén vio 100ml dung djch tiém tmyén
NaCl10,9% hoge dung dich dextrose 5%, lic k§ cho dén khi bt thube tan hoan
mm,dungnﬁch thu duge chira 500mg doripenem (4,5mg/ml).

DY bn dinh sau khi pha: dung dich tiém truyén chira 4,5mg/mi doripenem
wrong NaCl 0,9% én dinh trong 8 giér & nhiét dg phong hodic 24 gics & 2-8°C.
Dung d]gl_: tiém truyén chira 4,5Smg/mi doripenem trong dextrose 5% én dinh
trong 3506 nhi¢tdg phong hogic 24 2i062-8°C,

Thube bot pha tiém doripenem khong chira chél bio quan, dé dim bao ché
phém V6 khuén thi toan b qué trinh chufn bj dung dich phii dwrgc kiém sodtky.
Dung dich sau pha lozing phai trong sudt, khong c6 mau hofic ¢6 mau vang nhat
(khong anh huémg dén chit lugng thubc),

*Licu lugng:
dn:;:r?:m b?x pha tiém chira doripenem monohydrat liéu lwgng duge tinh theo

- Nhiém khun trong & bung: lidu khuyén cio cho ngudi 1ém 500m; mbi 8 gio
trong vong 5-14 ngay. Trong thoi gian didu trj c6 ug:ewThzy thé | fhéngssﬁz
duéng uneg thich hop néu déu higu Iam sang cho thiy c6 sy ién trién sau 1t ahit
3ngay duugdu{mgtiém truyé;

- Nhilm khuin duémg tiét niéu: lidy khuyén céo cho ngudi 16n 500mg méi 8
£i0 trong 10 ngay. Trong thoi gian diéu trj ¢6 thé két hop 1 khang sinh dudng
ubng thich hop néu déu hi¢u 1am sang cho thty c6 sy tién trién sau it nhét 3 ngay
diing duomg tiém truyén. Thés gian diéu trj c6 thé kéo dai 14 ngay d8i véi bénh
nhan danhiém khufn.

- Liéu ding danh cho ngudi suy gidm chirc nng than: Tity theo mirc 4 suy
giam chirc nang thin ciia ngudi bénh thong qua d thanh thi creatinin:

+ Hé sb thanh thai creatinin tir 30 dép 50 mUphiit: 250mg mbi § gic.

+ Hé sb thanh thi creatinin tir 10 dén 30 mUphat: 250mg méi 12 gio.

Chéng chi djnh:
Nguéi qui mén véi dorij hozc cackh i b khéc
Tién sir djimg, phan tmg phén vé véi khang sinh beta-lactam.

Thin trong:

* Cidc finh trgng cin thin trong khi dimg thuc:

Tnx(yckhisﬂduugdmipemmeéndigumk?ﬁén sir dj tmg, phan tmg quéa
‘mén cita ngudi bénh vi khéng sinh beta-lactam. Néu phan imy qué mén xay ra
can dimg ngay thudc va tién hanh c4c liéu phap cp ciru cin thiét.

Thin trong véi cic phén (mg dj img chéo véi chc beta-lactam khac.

i e bio céo viém dai trang méng gia xay ra khi sir dung cac khang sinh phé
rong, vi vy ¢in quan tim chuin doén bénh nay va diéu trj cho ngudi bénb bi
tiéu chay khi ding khang sinh. Cén hét sirc thin trong khi ké don doripenem cho
ngudi cd bgnh dudng tiéu héa, dac biét1a viém dai trang.

Diing doripenem di ngay c6 thé lam céc ching khong nhay cam phit triép

qué mitc. Can theo d5i ngudi bénh cén thin. Néu bj bi nhiém nghiém trong
trong khi sir dyng can phai ngimg sir. dung thuée.

Chua thiét 1p duge nghién ciru vé 6 an toan va hi¢u qua cia doripenem cho
tré em dudi 18 tubi.

* Khuyén cdo ditng cho phy ni c6 thai va cho con bii:

- Thdri ky mang thai: 3

P cb cac nghién ciru trén dong vat nhu chudt va tho cho thiy donpcne{n
khong gly tac dong bat loi gi d6i v6i thai nhi. Tuy nhién chua cé nghién ciru day
i va kiém 504t chat che khi sir dyng thubc d6i v6i phy nir thoi ky mang thai. Vi
vay chinén sir dyng thude cho phy nir mang thai trong truomg hop that cn thiét
valgiichrdrang.

- Thoi ky cho con bi:

Hién chura biét doripenem c6 vio sta me khi dang cho con bit khong, cin
thén trong khi sir dung cho phu nir dang cho con bit. Nén ngimg cho tré bia néu
phai dung thude.

* Anh huimg ciia thuéc lén khd nang ldixe vivin hanh mdyméc:

Chua ghi nhin duge béo cio vé phan img bt 1gi ndo vé anh huéng ciia thude
1én kha nang }4i xe va vén hanh may méc, l4i tau xe, ng\_xbi lam vige trén cao va
che truomg hgp khéc. Tuy nhién, thube c6 thé gay dau diu, budn nén, tiéu chay,
phét ban, viém tinh mach tai chd. Néu c6 nhimg du hi¢u trén khong nén l4i xe
vé viin hinh may méc cho dén khi hét céc tri¢u chimg trén.

Twong the thuoce:

Nghién ctru in vitro cho thiy doripenem khéng tuong tic véi cdc cytocrom
P-450, nén kha ning khong c6 twong tdc thudc duge dgng hoc gitra doripenem
voi thi huyén héa bai ca ym nay.

Khong nén dung chung dori Vi prob do dori) bj giam
théi tri & thin, din dén tang nong d trong huyét twong, tang dién tich dudi
duémg cong vé kéo dai thosi gian nira doi thii trir, .

Dimng chung carbapenem va acid valproic c6 thé 1am gidm ndng d¢ diéu trj
cita acid valproic va mét tac dung kiém sot con dgng kinh, Can phai theo doi
ndng 46 acid valproic thudmg xuyén va c6 thé thay d6i ludn phién chit khing
kbuin hodc li¢u phap chéng co giat.

Céc thubc khing sinh khac: Nghién ciru in vitro cho théy it c6 kha ning
doripenem d6i khang hofic bj @6i khing tic dung boi cic khéng sinh khac (nhu
amikacin, co-tri 1, d i in, linezolid, i
Téc dungkhﬁngmangmuén:

i c6 bio cao khoing 5% ngudi bénh sir dung doripenem gap phai céc tic
dyng phy nhu dau diu, bubn ndn, tidu chay, phatban, viém tinh mach tai chd.

Tac dyng phy hiém gip hon (khoéng 1%) bao gbm: thiéu méu, suy gidm
chirc nang thin, ting enzym gan, nhiém nim duémg tiéu héa.

Qué lidu vi chch xirtri:

Khi ¢6 du hiéu sir dyng hxué liéu doripenemn cin ngimg ngay viéc sit dyng
thube i tién hanh diéu tri h trg dén khi thude duge thii trir qua thin. C6 thé
Togi b thude bing chay thin nhén tyo,

Phan img c6 hai 44 gip khi qua liéy doripenem 1a tinh tryng phat ban, va ty
hét sau mt thoi gian nguog ding thube.




