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DECAL DORIPENEM 500
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Thuic ban theo don
X' Prescription only

HOp 10 lo/ Box of 10 vials Doripenem for injection 500 mg

THANH PHAN: MBi lo chia Dmpenem 500 mg (dudi dang Doripenem monohydrat).
COMPOSITION: Each vial i 500 mg (as Doripenem monohydrats).

cHI BINH, LIEU LUGNG, CACH nﬂua "cHONG CHI BINH VA CAC THONG TIN KHAC VE SAN PHAM: Xin doc to husng din si dung. +
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION: Please refer to the package insert.

BAO QUAN: DE nai khﬁ rdo, trdnh 4nh sdng, nhigt d0 khdng qué 30°C/ STORAGE: Store at the temperature not more than 3(°C, in a dry place, prote fight.
pE XA TAM TAY cUA TRE EM. BOC K§ HUGNG DAN SU DUNG TRUGC KHI DDNG.
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HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

DORIPENEM
Doripenem monochydrat
Bjt pha tiém
1. Thanh phin
M&i lg chira: Doripenem 500 mg (duéi dang doripenem monohydrat).

2. Dang bao ché: Bot pha tiém.

3. Dugec luc hoc va duge dong hoc

Dugc lyc hpe

Nhém duge ly: khing sinh diing toan than, nhém carbapenem.

Mai ATC: JOIDHO04

Doripenem 13 mdt thudc khéng khudn téng hop nhém carbapenem. Doripenem diét khudn bing cach trc ché tdng hop
thanh t& bdo vi khuin. Doripenem bét hoat nhiéu protein gén v6i penicillin thiét yéu (PBP) din téi rc ché tdng hgp
mang té bao va lam chét té bao. Doripenem bén virng véi su thiy phén bdi hdu hét cic enzym beta-lactamase, bao gbm
penicillinase va cephalosporinase sinh ra boi céc vi khudn gram 4m va gram duong, ngoai trir beta-lactamase thiy phan
carbapenem rat hiém gap.

Trong nghién ciru in vitro doripenem it d6i khdng hoac bj ddi khéng bdi céc téc nhin khang khuén khéc. Téc dung cdng
ho#c higp ddng yéu véi amikacin va levofloxacin da dugc thdy trén Pseudomonas aeruginosa v v&i daptomycin,
linezolid, levofloxacin, va vancomycin trén cdc vi khudn gram duong.

Doripenem c6 hoat tinh dbi v&i hiu hét céc ching cua cac vi sinh vt dudi ddy, ca in vitro va| Vi laHiém khudn trén 1dm
sang:

Hiéu khi gram duong

Enterococcus faecalis

Streptococcus pneumoniae

Streptococcus intermedius

Streptococcus constellatus

Staphylococcus aureus (chung nhay cdm v&i methicillin)

Hiéu khi gram im

Acinetobacter baumannii

Enterobacter cloacae

Escherichia coli (ké ca nhitng chiing khéng levofloxacin)

Klebsiella pneumoniae

Haemophilus influenzae

Proteus mirabilis

Pseudomonas aeruginosa

Yém khi

Bacteroides fragilis

Bacteroides thetaiotaomicron

Bacteroides caccae

Bacteroides uniformis

Bacteroides vulgatus

Peptostreptococcus micros

Duwge dpng hoc

Nong do dinh Cax va dién tich du6i dudng cong AUC cta doripenem & ngudi tinh nguyén khde manh sau khi ding
liéu 500 mg khoang 1 gid xdp xi 23 pg/ml va 36 pug.h/ml, tuong tng. Nong d dinh Cex va dién tich dudi dudng cong
AUC cua doripenem & ngudi tinh nguyén khoe manh sau khi ding liéu 500 mg va 1g khoang 4 gitr x4p xi 8 pg/ml va
17 pg/ml, va 34 pg.h/ml va 68 pg.h/ml, trong tng. Khéng c6 sy tich liy doripenem sau khi truyén tinh mach lip lai
v6i liéu 500 mg hofic 1 g mdi 8 gidrtrong 7 t&i 10 ngdy & bénh nhén ¢6 chirc ning thn binh thudng.

Phén bd

Trung binh, khoang 8,1% doripenem gén véi protein huyét twong va ti 1¢ ndy khong phy thugc ndng d6 thudc trong
huyét twong. Thé tich phén bd & trang thai bao hoa khoang 16,8 I, gin bing thé tich dich ngoai bao & ngudi. Doripenem
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thAm t5t vao mét s& dich va md co thé nhu md tir cung, dich sau mang bung, mé tuyén tién liét, md thi mat va nuéce
tiéu.

Chuyén héa

Doripenem dugc chuyén héa chi yéu nhdy dehydropeptidase-I tao thanh chat chuyén héa m& vong khéng c6 hoat tinh
trén vi sinh vét.

Thai trir

Doripenem thai trir chti yéu duéi dang khdng dbi qua thdn. Nira doi thi trir cubi cling trung binh trén ngudi truémg
thanh khée manh cua doripenem khoang 1 gitr va dg thanh thai huyét twong khodng 15,9 l/gio. D§ thanh thai qua thin
trung binh khoing 10,3 l/gid.

4. Quy cich dong géi: Hop 10 lg.

5. Chi dinh

Doripenem dugc chi dinh didu trj cic nhi@m khudn gy ra bai vi khudn nhay cam véi thube trong céc trudng hop sau:
- Viém phdi bénh vién, bao gdm ca viém phdi do thé may.

- Nhiém khudn trong & bung c6 bién ching.

- Nhiém khuédn dudng tiét nigu c6 bién chimg.

6. Liéu dang va cdch ding
Ngudi lén

Doripenem ding & dang monohydrat nhung lidu duge khuyén cdo theo lugng doripenem khan. 1,04 g doripenem
monohydrat twong duong khoéng 1 g doripenem khan,

Liéu thudng ding cta doripenem 1a 500mg, cir 8 gidr ding 1 14n, truyén tinh mach trong 1 gi¢. Trong nhing trudng h
nhiém khuén rit ning gay ra b&i nhirng chiing vi khuén it nhay cdm, can truyén thubc kéo dai trong 4, gid. Thai gi
dot didu tri c6 thé tir 5 — 14 ngdy, thy thudce vao vj tri nhiém khudn, vao mirc d§ ning va dép (g ich
1dm sing. Sau it nhét 3 ngdy didu tri bing doripenem truyén tinh mach, tily thude vao dip (mg lam sing @ bénh nhan,
¢6 thé chuyén sang diing khéng sinh thich hgp dudng ubng.

Viém phdi bénh vién, bao gdm ca viém phéi do thér may: 500 mg, mdi 8 gio.

Nhi&m khuin trong & bung c6 bién chimng: 500 mg, mdi 8 gid.

Nhi&m khuén dudng tiét niéu cé bién chimg, bao gdm ca viém thin: 500 mg, mdi 8 gid.

Ngui cao tudi (= 65 tudi): Khong cin diu chinh liéu.

Bénh nhin suy thin: Diéu chinh lidu dya vao db thanh thai creatinin (CrCl).

- Suy thén nhe (50 ml/phit < CrCl < 80 ml/phit): Khong cdn diéu chinh liéu.

- Suy thén vira (30 ml/phiit < CrCl < 50 ml/phut): 250 mg, mdi 8 gid.

- Suy thén niing (CrCl < 30 mV/phut): 250 mg, mbi 12 gid.

Bénh nhén suy gan: Khéng cin diéu chinh liéu.

Tré em: Tinh an toan va hiéu qua cua doripenem & tré em du6i 18 tudi chua duge thiét lap.

Cach ding

Doripenem dugc dung tiém truyén tinh mach.

Dich truyén doripenem & dang dung dich trong sut, tir khéng mau cho t6i vang nhat. Sy khéc biét vé mau sfc trong

gi6i han ndy khong dnh huéng téi hoat lye cia thude.

1. Thém 10 ml nu6c cht pha tiém hodc dung dich tiém natri clorid 0,9% vao lg thuéc 500 mg va léc nhe nhang dé tao
thanh hdn djch.

Chi y: Khong dugc truyén tryre tiép hdn dich vira pha.

2. Dlng bom va kim tiém lﬁy hdn dich, dua hdn dich vao tdi truyén chira 100 ml djch tiém natri clorid 0,9% ho#c dung
dich tiém dextrose 5%; lc nhe cho t&i khi trong subt. Dung dich thu dugc ding dé tiém truyén tinh mach trong 1
hoic 4 gid.

7. Chbng chi djnh

Qu4 mén véi doripenem hodc véi bt ky khéng sinh nhém carbapenem.

Qué mén trAm trong (nhu phan (ng phan v&, phin tmg da nghiém trong) véi bt ky khéng sinh nhém beta-lactam (nhu

penicillin hodic cephalosporin).
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8. Lwuy va thin trong

Tdng nguy co tir vong voi viém phéi do thé mdy.

Phan ting qud mdn

Phan (ng qua min nghiém trong va doi khi c6 thé gy tir vong (sdc phan v§) da duge bio cédo & bénh nhin ding khéng
sinh beta-lactam. Truéc khi didu trj bing doripenem, cin hét sirc than trong dé xdc dinh rd xem bénh nhén da timg c6
phan {ng qua min véi céc thude carbapenem khéc, hofic véi cic khéng sinh beta-lactam bao gi chua. Nén thén trong
khi ding thudc & nhitng bénh nhén cé céc tién sir ndy. Néu xay ra phan img qué min véi doripenem, cin ngirng diing
thudc. Khi xay ra phan (ng qué man cdp tinh nghiém trong (séc phan vé) cn diu trj cép ciru kip thi.

Viém dai trang mang gia.

Viém dai tring mang gia lién quan t&i Clostridium difficile da dugc bdo cio véi doripenem, ¢6 thé tir mirc 6 nhg dén
de doa tinh mang. Vi vdy, didu quan trong 12 phai dénh gid chan doén ndy & bénh nhin bj tiéu chay trong hojc sau khi
diéu trj bing doripenem.

Phat trién qud mirc cdc vi khudn khong nhay cam.

Ciing nhu c4c khéng sinh khéc, vige sir dung kéo dai doripenem ¢6 thé din t6i sy phét trién qué mirc cc loai ndm va vi
khuin khéng nhay cam, bao gdm tiéu chay do C.difficile va viém dai tring mang gia. Vi vdy cin theo ddi va c6 chén
doéin phit hgp néu bénh nhén bj tiéu chay thir phat khi diéu trj bing doripenem.

Dé han ché sy phét trién cdc vi khuin khéng thudc va duy tri hiu qua cua thude, chi sir dung doripenem cho céc trnrdng
hop di dugc chin doan xéc dinh hodic nghi ngd chic chin 12 nhidm khudn gdy ra boi cac vi khun nhay cAm véi thude.
Theo d3i bénh nhan cin thin trong qué trinh didu tri, néu xdy ra bdi nhiém, can c6 bién phép can thiép thich hgp. Tranh
dung doripenem kéo dai.
Co gigt

Co giit da duge bio cdo trong sudt qua trinh didu tri v&i carbapenem, ké ca doripenem. Co gift t
1dm sing v6i doripenem xdy ra thudng nhit & bénh nhén bj rdi loan thin kinh trung wong (nhu dot fuy, tién sir co giat),
suy gidm chirc ning thén, va ding liéu cao hon 500 mg,

Viém dai trang mang gid

Viém dai trdng mang gia lién quan t&i Clostridium difficile da duge bdo clo véi doripenem, ¢6 thé tir mirc d§ nhe dén
de doa tinh mang. Vi vdy, diéu quan trong |2 phai dénh gié chin dodn ndy & bénh nhan bj tiéu chay trong hojc sau khi
diéu trj bing doripenem.

Phat trién qud mire cde vi khudn khéng nhay cam

Ciing nhu céc khéng sinh khéc, viéc sir dung kéo dai doripenem c6 thé dan t&i sy phat trién qua muc cdc vi sinh vét
khéng nhay cdm v6i thudc, do d6 cin phai theo di bénh nhén lién tuc.

Tuong tdc thuée véi valproic acid

Khong khuyén cdo diing ddng thdi doripenem va acid valproic hofic natri valproat.

Viém phéi khi sic dung duomg hit

Khi sir dung theo dudng hit v6i muc dich nghién ctru, di xdy ra viém phdi. Khong sir dung doripenem bing dudmg diing
nay.

Sir dung trén phy nir ¢6 thai: Dit lidu 1am sang cta doripenem & phy nir mang thai con han ché. Chi nén sir dung
doripenem cho phy nir mang thai khi that cin thiét.

Sir dyng trén phy nir cho con bi: Khong biét doripenem c6 bai tiét vio sita me hay khong. Mot nghién ciru trén chudt
chi ra riing doripenem va chét chuyén héa cia n6 duge bai tiét vio sira mg. Quyét dinh ngung/ tiép tuc cho con bi sita
me hodc tiép tuc/ ngung didu tri bing doripenem cin dugc xem xét dua vio loi ich cia viéc cho con bi sita me va lgi
fch cua viée diu tri bing doripenem d&i véi ngudi me.

Anh huéng ciia thude dén khi ning di¢u khién tau xe va vin hanh miy méc: Doripenem c6 thé gdy nhirc ddu, co
giat. Cén thin trong khi dang l4i xe hodic viin hanh miy maée.

9. Tuwong tdc cia thube véi cdc thude khic va cic dang tuong tic khac

Acid valproic

Doripenem lam giam ndng do acid valproic xudng duéi gi¢i han didu tri mong mudn, c6 thé 1am ting nguy co bj con
dong kinh, can thin trong khi dung phdi hgp. Néu chi dinh phdi hgp véi doripenem 14 bit budc, cin b sung ligu phap
chéng dong kinh thich hop.

Dugc djng hoc ctia doripenem khdng bi dnh hudng khi ding chung véi acid valproic.

Probenecid

I3 TxEs J:
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Probenecid canh tranh bai tiét & éng than v6i doripenem va 1am gidm d§ thanh thai cua doripenem. Khong khuyén cdo
dung ddng thdi doripenem v probenecid.

Twong ky: Ngodi dung dich natri chlorid 0,9% hoic glucose 5% néu trén, khéng dugce trén doripenem véi bt ki thubce
nao khéc.

10. Téc dung khdng mong mudn

Rat thudng gip, ADR > 1/10.

-Thén kinh trung wong: dau dau.

-Tiéu héa: budn ndn, tiéu chay.

Thuong gdp, 1/10 > ADR > 1/100

- Nhiém khuén: Nhi&m nim Candida & miéng, nhiém nidm &m dao.
- Da va t8 chirc duéi da: Ban (bao gdm c4 viém da di ing/ bong nuée, ban do, ban sin, may day va ban do da dang).
- Gan-mét: Tang enzym gan.

- Méu v hé bach huyét: Thiéu mau.

- Thén: Suy gidm chirc ning thin.

- Tai chd: viém tinh mach,

It gap,1/100 > ADR > 1/1000

- Tiéu hoéa: viém dai trang do C. difficile.

- Méu va hé bach huyét: Giam tidu clu, giam bach cdu trung tinh.

- Mién dich: Phan (mg qué man.

Chua xdc dinh tdn sudt: Hoi chirng Stevens-Johnson, hdi chimg Lyell, séc phan v§, co gidt, vié

gid.

Théng bio cho béc si nhiing tic dung khéng mong mudn gip phai khi ding thudc.

11. Qua4 lidu va xir tri

Triéu ching: Trong nghién ciru pha 1 & ngudi khde manh nhan liéu 2 g doripenem tiém truyén trong 1 gid, lap lai mdi 8
gidy, tir 10 dén 14 ngdy, ti 18 ndi ban rt phd bién (5 trong 8 ddi tugng). Ban da binh phuc trong vong 10 ngy sau khi
ngung sir dung doripenem.

Xir tri: Khi bj qua liéu, cdn ngung diing doripenem va diéu trj hd trg tng quét cho t&i khi thai trir qua thén duge ddm
bao. Doripenem c6 thé dugc thai trir khi loc mau. Tuy nhién, chua c6 thong tin vé& sir dung lgc méu dé dicu trj qué licu.
12. Bio quin:

Dé noi khé réo, trdnh 4nh séng, nhi¢t d6 khoéng quéa 30°C.

Thudc da pha véi dung dich tiém natri clorid 0,9% ¢6 thé bao quin & nhiét do thudmg (30°C) trong 12 gi& va nhiét df ta
lanh (2°C — 8°C) trong 72 gid.

Thube da pha véi dung dich tiém dextrose 5% c6 thé bdo quén & nhiét dg thudng 30°C trong 4 gid, nhiét d tu lanh (2°C
— 8°C) trong 24 gid.

13. Han ding: 24 thdng ké tir ngdy san xuit.

14. Tén, dia chi cia co s¥ sin xuit: N
. q

CONG TY TNHH DUQC PHAM GLOMED WX

S8 29A Pai Lo Ty Do, KCN Viét Nam — Singapore, phudng An Phu, thi x& Thuén An, tinh Binh Durong, J M

15. Ngay xem xét sira ddi, cip nhit lgi ndi dung hwémg din sir dyng thude: 05/06/2017
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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1- Tén san phim

Tén generic hoic tén chung qudc té: Doripenem
Tén biét duge: DORIPENEM

Thubc bén theo don.

Pé xa tAm tay cia tré em.

Doc ki huomg din sir dung trude khi ding.
Néu cin thém théng tin xin héi y Kién bic si.
Théng bdo ngay cho bic si nhiing tic dyng khéng mong mudn gip phai khi sir dung thudc.

2- Thanh phin cia thude

Madi 19 chira: Doripenem 500 mg (du6i dang doripenem monohydrat).

3- M ti san phim

DORIPENEM: c6 dang bét, ding dé pha tiém.

M ta: Bot két tinh tréing hay gin nhu tring dén vang nhat, dugc déng trong lo thuly tinh trong suét, khong mau.

4- Quy cich déng gbi

Hop 10 19

5- Thube ding cho bénh gi?

Doripenem duge chi dinh didu trj cac nhi&m khuén gy ra boi vi khudn nhay cdm véi thudc trong céc trudmg hop sau:
- Viém phdi bénh vién, bao gdm c4 viém phéi do th¢ may.

- Nhiém khuén trong & bung c6 bién ching.

- NhiZm khun dudng tiét nigu c6 bién ching.

6- Nén dung thudc niy nhu thé nao v lidu lugng?

Ngudi 16m

Doripenem dung ¢ dang monohydrat nhung lidu dirge khuyén céo theo lugng doripene
monohydrat trong duong khoang 1 g doripenem khan.

. 1,04 g doripenem

Liéu thudng ding cta doripenem 13 500mg, cir 8 giy ding 1 1&n, truyén tinh mach trong ¥ gid. Trong nhitng trudng

hop nhidm khuén rét ning gy ra boi nhing chung vi khufn it nhay cam, cin truyén thudc kéo dai trong 4 gid. Thoi

gian ctia dot didu tri cé thé tir 5 — 14 ngdy, tiy thudc vio vi tri nhiém khuin, vao mirc d ning va dép (mg cia bénh

nhin trén 1am sang. Sau it nhit 3 ngay diu tr bing doripenem truyén tinh mach, tity thudc vao dép tng lim sang cua

bénh nhan, c6 thé chuyén sang dung khéng sinh thich hgp dudng uéng.

Viém phdi bénh vién, bao gdm ca viém phdi do thd mdy: 500 mg, mdi 8 gid.

Nhiém khudn trong  bung ¢ bién chirng: 500 mg, mdi 8 gid.

Nhi&m khuén dudng tiét niéu c6 bién chimg, bao gdm ca viém than: 500 mg, mdi 8 gid.

Ngudi cao tudi (> 65 tudi): Khong cdn diéu chinh liéu.

Bénh nhan suy thin: Didu chinh lidu dya vao d§ thanh thi creatinin (CrCl).

- Suy thén nhe (50 ml/phit < CrCl < 80 ml/phit): Khong cin didu chinh lidu.

- Suy thén vira (30 ml/phit < CrCl < 50 ml/phit): 250 mg, méi 8 gid.

- Suy thdn ning (CrCl < 30 ml/phit): 250 mg, mdi 12 gid.

Bénh nhén suy gan: Khong cin diu chinh liéu.

Tré em: Tinh an toan va hiéu qua cia doripenem & tré em dudi 18 tudi chua duge thiét lap.

Cich ding

Doripenem duge ding tiém truyén tinh mach.

Dich truyén doripenem & dang dung dich trong sudt, tir khong mau cho téi vang nhat. Sy khic biét vé mau sic trong

gi6i han ndy khéng anh hudng t6i hoat lyc cta thube.

1. Thém 10 ml nuée cdt pha tiém holic dung dich tiém natri clorid 0,9% vao lo thudc 500 mg va lic nhe nhang dé tao
thanh hén dich.
Cht y: Khéng duge truyén trye tiép hdn dich vira pha.

2. Dung bom va kim tiém 14y hén dich, dua hén dich vao tdi truyén chira 100 ml dich tiém natri clorid 0,9% hofc dung
dich tiém dextrose 5%; lac nhe cho tdi khi trong subt. Dung dich thu dugc diing dé tiém truyén tinh mach trong 1
hoiic 4 gid.
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r = 7- Khi nao khong nén diing thubc nay?
i Qué man véi doripenem hoc véi bét ky khang sinh nhém carbapenem.

LI Qué man trAm trong (nhu phan (g phan v¢, phan (ng da nghiém trong) v&i bat ky khang sinh nhém beta-lactam (nhu
penicillin hodc cephalosporin).

8- Téc dyng khdng mong muén

Rt thudng gip, ADR > 1/10.

~Than kinh trung uong: dau du.

-Tiéu hoa: budn nén, tidu chay.

Thuong gdp, 1/10 > ADR >1/100

- Nhidm khudn: Nhiém nim Candida & miéng, nhi&m nim dm dao.

- Da va tb chirc du6i da: Ban (bao gdm ca viém da dj img/ bong nudc, ban dé, ban sin, may day va ban d6 da dang).
- Gan-mét: Ting enzym gan.

- Méu va hé bach huyét: Thiéu méu.

- Thin: Suy gidm chirc nng thén.

- Tai chd: viém tinh mach.

It gép,1/100 > ADR > 1/1000

- Tiéu héa: viém dai trang do C. difficile.

- Méu va hé bach huyét: Giam tiéu cdu, giam bach ciu trung tinh.

- Mi&n dich: Phan ng qué mén.

Chica xdc dinh tdn sudi: Hoi ching Stevens-Johnson, hi chimg Lyell, séc phan v¢, co gidt, viém phdi ke.

Ngung st dung va hoi y kién bdc st néu: Xuét hién di (g hogic phan img qué man nghiém trong, viém dai trang
mang gia.

Thong bio cho béc sinhiig tac dung khong mong mudn gip phai khi dung thude.
9- Nén trinh diing nhiing thubc hojic thye phim gi khi dang ding thude nay?
Acid valproic

Doripenem lam giam ndng d§ acid valproic xudng duéi gi6i han diéu tri mong mubn, ¢6
ddng kinh, cdn thén trong khi diing phéi hgp. Néu chi dinh phéi hgp véi doripenem 12 bit buge, cin bb sung ligu
phép chdng ddng kinh thich hgp. |
Dugc ddng hoc cua doripenem kh6ng bj anh huéng khi ding chung véi acid valproic.
Probenecid

[ W« R ™

Probenecid canh tranh bai tiét & Sng than véi doripenem va lam giam d¢ thanh thai cua doripenem. Khong khuyén
cdo diing ddng thoi doripenem v probenecid.

Tuong ky: Ngodi dung dich natri chlorid 0,9% hodic glucose 5% néu trén, khdng dugc tron doripenem véi bét ki
thube nao khéc.

10- Cin 1am gi khi mjt lin quén ding thudc?

Nén diing lidu da bo sét ngay khi nhé ra. Tuy nhién, néu gan dén thdi gian ding lidu ké tiép, bd qua lidu da quén va -—
dung lidu ké tiép vao gid thudmg 1&. Khong ding liéu gip d6i dé bu cho lidu bo sét. 275
11- Cén bio quin thudc nay nhu thé nao?

ONC
Dé noi khé rio, tranh 4nh sing, nhiét d6 khéng qué 30°C. NHIE:
Thubc da pha v6i dung dich tiém natri clorid 0,9% cb thé bao quan & nhiét do thuang (30°C) trong 12 gidr va nhiét dd Jcp
ti lanh (2°C - 8°C) trong 72 gid. OM
Thubc da pha véi dung dich tiém dextrose 5% c6 thé bio quan & nhigt d§ thudng 30°C trong 4 gid, nhiét d tu lanh ==
(2°C - 8°C) trong 24 gid. w-—.-_-I

12- Nhirng déiu hi¢u v tri¢u chimg khi dung thuéc qu4 lidu

Trong nghién ciru pha 1 & ngudi khde manh nhan li¢u 2 g doripenem tiém truyén trong 1 gid, lap lai mdi 8 gid, tir 10
dén 14 ngay, ti 1& ndi ban rit pho bién (5 trong 8 déi tugng). Ban da binh phyc trong vong 10 ngdy sau khi ngung str
dung doripenem.

13- Ciin phai 1am gi khi ding thudc qu4 liéu khuyén cdo?

Khi bi qué liu, cin ngung dung doripenem va diéu tri h3 trg tdng quét cho t&i khi thai trir qua thin duge dam bao.
Doripenem c6 thé dugc thai trir khi lopc mu. Tuy nhién, chua c6 thong tin vé sir dung loc mau dé diéu trj qué liéu.
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3§ . 14- Nhing diéu cin thin trong khi ding thude nay? i
: Tdng nguy co tir vong véi viém phéi do the mdy.
= " Phan vng qud mdn
Phan img qué mAn nghiém trong va di khi ¢6 thé gdy tir vong (sdc phan v§) d dugc béo cdo & bénh nhén ding khéng
. sinh beta-lactam. Trudc khi didu tri bing doripenem, cin hét sirc thin trong dé x4c dinh rd xem bénh nhén da timg c6

phén (rng qué mén voi cac thudc carbapenem khéc, hofic véi cdc khang sinh beta-lactam bao gi& chua. Nén thén trong
khi dung thuéc & nhitng bénh nhan c6 chc tién sir ndy. Néu xay ra phan img qua man véi doripenem, can ngimg diing
thubc. Khi x4y ra phan (mg qua min cAp tinh nghiém trong (séc phan vé) cén diéu tri cip ctu kip thi.

Viém dai trang mang gia.

Viém dai tring mang gia lién quan t&i Clostridium difficile da dugc béo céo vi doripenem, ¢6 thé tir mirc 46 nhe dén
de doa tinh mang. Vi vdy, diéu quan trong 13 phai dénh gid chén don ndy & bénh nhan bj tiéu chay trong hofc sau khi
diu tr bing doripenem.

Phdt trién qud mikc cdc vi khudn khéng nhay cam.

Ciing nhu céic khéng sinh khéc, vige sir dung kéo dai doripenem c6 thé din t6i sy phét trién qué mirc cic logi nim va
vi khuin khong nhay cim, bao gbm tiéu chay do C.difficile va viém dai trang mang gia. Vi vy cn theo ddi va c6 chin
doén phi hgp néu bénh nhén bj tiéu chay thir phat khi diéu tri bing doripenem.

Pé han ché sy phét trién céc vi khudn khang thube va duy tri higu qua cia thuéc, chi sir dung doripenem cho céc trudng
hop di duge chin doén xéc dinh hogc nghi ngd chéc chéin 1 nhiém khuén gdy ra bbi cdc vi khuén nhay cam véi thudc.
Theo ddi bénh nhan c4n than trong qué trinh didu tri, néu xay ra bi nhiém, cn c6 bién phép can thi¢p thich hgp. Trénh
dung doripenem kéo dai.

Co gigt

Co git da dugce bdo cdo trong sudt qué trinh diéu tri v6i carbapenem, ké ca doripenem. Co git trong céc thir nghi¢m
14m sAng véi doripenem xdy ra thudng nhét & bénh nhan bj réi loan thén kinh trung vong (nhu ddt quy, tién sirco giat),
suy giam chirc nang thén, va ding liéu cao hon 500 mg.
Viém dai trang mang gia

Viém dai tring mang gia lién quan t&i Clostridium difficile da dugce bdo céo véi doripe
de doa tinh mang. Vi vdy, diéu quan trong 12 phai dinh gi4 chan doén ndy & bénh nhan bj tiéu chay trong hofic sau khi
diéu trj bing doripenem.

Phat trién qud mike cdc vi khudn khong nhay cam

Ciing nhur céc khéng sinh khac, viée sir dung kéo dai doripenem c6 thé diin t6i sy phét trién qué mic céc vi sinh vt
khdng nhay cam véi thude, do d6 can phai theo doi bgnh nhan lién tye.

Tuong tdc thudc véi valproic acid

Khong khuyén céo dung ddng thdi doripenem va acid valproic hojc natri valproat.

Viém phoi khi sic dung duong hit

Khi sir dung theo dudng hit véi myc dich nghién ciru, di xay ra viém phdi. Khéng sir dung doripenem bing dudng
ding nay.

Sir dung trén phy nir ¢6 thai: DI liéu lim sang cia doripenem & phy nir mang thai con han ché. Chi nén sir dung
doripenem cho phy nir mang thai khi that cin thiét.

Str dyng trén phu nit cho con bu: Khong biét doripenem c6 bai tiét vao sira m¢ hay khong. Mot nghién ciru trén chudt
chi ra ring doripenem va chit chuyén héa cia né duge bai tié vao sira mg. Quyét dinh ngung/ tiép tuc cho con bil sira
me hoic tiép tuc/ ngung diéu trj bing doripenem cdn dugc xem xét dya vao lgi ich clia vige cho con bi sira me va lgi
ich cta viéc didu tri bing doripenem dbi v6i ngudi me.

Anh hudng ciia thude dén khi niing didu khién thu xe v vin hanh may méc: Doripenem c6 thé gay nhirc ddu, co
giat. Cin thin trong khi dang l4i xe hofic vén hanh mdy méc.

15- Khi nio cin tham vén béc si?

Nén tham vén bic si trong nhitng trudng hgp sau:

Khi thube khong dat duge hiéu qua tri liéu nhu mong mubn trong qué trinh didu tri.

Khi xut hién cc phén (g dj img hodc triéu chimg méi bét thudng ngay ca khi thudc duge sir dung véi liéu khuyén
cdo.

Néu cén thém thong tin xin hdi y kién béc si hogic dugc si.

16- Han ding cua thude

24 thang ké tir ngdy san xuit.
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/ . 17- Nha sin xudt/chii s& hiru gidy phép ding ky sin phim
i CONG TY TNHH DUQC PHAM GLOMED
Dia chi: 29A Dai Lo Ty Do, KCN Viét Nam — Singapore, phudng An Ph, thi
oS Thugn An, tinh Binh Duong.
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