MAU TG HUGNG DAN SU DUNG THUGC (MAT TRUGC)

1.TENTHUOC:
Rx

BIQOCEROMY 150

2.CAC DAU HIEU LUU ¥ VA KHUYEN CAO KHIDUNG THUOC:
DE XA TAM TAY TRE EM

DOC KY HUGNG DAN SUDUNG TRUGC KHI DUNG

THUGC NAY CHI DUNG THEO BON THUGC

3. THANH PHAN CONG THUC THUGC:

Thénh phén hoalchét:

Clindamycin (dugidang clindamycin hydroclorid) 150 mg.

Thanh phén t4 duge:
Avicel PH101, Magnesi stearat, Talc, Nalri stearyl fumarat, Nalrdidocusal.

4. DANG BAO CHE: Vign nang cing sé 1 mau tim-dd nau, bt thude lrong nang mau
tréing, kho toi. Nip va than nang khil, khang bién dang, khéng nit v, bt thudc
Khng roi ra ngoai

5.CHI DINH:

Dibu trj nhidm khudn nang do cac vi khudn gram dwong, bao gom Staphylococci (ca
san xudl penicilinase va khdng penicilinase), Streplococei (trir Streptococcus
faecalis) va Pneumococe. Thube ciing durge chi dinh trong diéu trj cac nhidqm khudn
nding docdc vikhudn ky khinhay cdm.

Clindamyein khdng xuyén qua héng rdo mauindo & ndng di didu tr.

6. CACH DUNG VA LIEU DUNG:

Cachdung:

Ding duéng udng. Udng vien Bioceromy 150 voi ly nudc ddy. Hip thu cia
clindamycin khéng dnh hirdng béi swcé méteda thirc an.

Litudiang:

Nouoilon:

Nhigmiriing ndng vira phdi: 150 - 300 mgflan, 6 gior mat lan

Nhi@miring néng: 300 - 450 mgMan, 6 gidrmitian

Ngudicao ludi

Théri gian ban thai, thé tich phan bd, g6 thanh thai, va mire 86 hép thu sau khi ding
clindamycin hydraclorid khing bj thay ddi khi dé wdi 1ang. Phan tich dir liéu Lir cac
nghién ctru 13m sang khang cho thiy bt ky sy gia ting doc tinh lidn quan dén twdi.
Do do, khong cAndiéu chinh liéu & ngudi caotudi.

fréem:
Vién nang cirng clindamycin chi dugre sirdyung cho iré am cd thé nudt duge dang vign
nang.

Litu 12-25 mg/ka/ngay, 6 gitr 1 13n Ly thuge vao mire @9 nhidm khudn,

Vige siv dyng tean b vién nang co thé khong phi hop dé cung cép chinh xéc lidu
mo/kg cin thidtcho didu trid tré am.

Liéu dung trong suy than/suy gan. khong cin didu chinh lidu clindamycin & bénh
nhan suy thgn hodcsuy gan.

Luw : Trong tredng hop nhigm khudn do lign cdu beta tan huyét nhom A, digu ti
clindamycin phéitidp tyc it nhdl 10 ngay dé gidm kha n2ng bj s6tthap khérp hodc viem
“Au than sau dg.

7. CHONG CHIBNH:

Bioceromy 150 chdng chi dinh & nhirng bénh nhan co tién sir qua man cam vai
clindamycin, lincomycin hodc bl kj 14 duoc ndo cda thudc.

8. CANH BAO VA THAN TRONG KHI DUNG THUGC:

Cac phdn (ng qua man nghiém trgng, bao gom céc phan trng da nghigém frong nhur
phén Gng do thude voi tang bach cdu va eosin va cdc ti¢u ching todn than
(DRESS). hol chivng Stevens-Johnsan (5JS), hoai Wy biéu bi do nhiém dgc (TEN) va
ngoal ban myn mii loan than edp tinh (AGEP) diéu tri bing clindamycin. Néu qua
man hoc phan dng da nghiém trgng xdy ra, ngirng s& dung clindamycin va tién hanh
diéu tri bang ligu phap thich hop (xem phén chdng chi dinh va phén tac dyung khing
mong mudn).

Bioceromy 150 chi nén durge sir dung trong didu Ui nhiBm khudn nang. Khi xem xét
viéc strdung thuéc ndy, bac sifdugce si cin chi  loai nhi@m khudn va nguy cortiém an
aay liéu chay, vi cac truding hop viém dai lrdng da duoc bao cao lrong qua trinh siv
dung hoachai dén ba tuin sau khistrdyng clindamycin.

Céac nghién ciru chira cac dde 16 dugc san xudl bdi clostidia (dac biét 1a Clostridium
difficite) 12 nguyén nhan chinh gdy viém dai lrang do khang sinh. Nhirng nghién ciru
nay cling chira réng doc 6 clostridium nay thudrng nhay cam in vitro v&i vancamycin.
Ding 125 - 500 mg vancomycin duting udng bdn Bin moLngay, cac doc t& trong phan
nhanh chong khéng can dugc phat hign, dang théico ci thign Indu chirng liéu chay
1rénlamsang.

Viém dailrang lamtbénh co cac tidu chirng lam séng da dang tir liéu chdy nhe, mat
nuére dén tiéu chdy nding, 1ng bach chu, sét, dau quan byng nghiém trgng, cb thé
cin truy@n mau va truyén dich, Néu bénh tién tién, co thé gay viem phiic mac, sécva
phinh dailradng nhiém dic, dAntditirvong.

Can ngling st dung thude ngay 1p Wre khi xudL hign tiéu chay 15 rél. Bénh co kha
nang nghiém trong hon & nhirng bénh nhan 1on ludi hedc bénh nhan bi suy nhugce.

Bénh thudng duge chin do2n qua cc trigu ehirag ldm sang, nhung ciing co thé bang
cach ngi soi dai irang, Bénh cd thé dugc xac dinh thém bang nudi cay phan trén mai
terdng chon loc cho Clostridium difficite va xét nghigém méu phéan cho dic t cua C.
difficite.

Tigu chay do Closiridium difficile (CDAD) da dugc bao cao khi stk dyng 6 vii hdu hét
cac thude khang sinh, bao gbm clindamycin, va mirc o c6 thé Lir lidu chdy nhe dén
viém daitrang dan dén Il vong. DI&u b bing cic thude khang sinh sé lam thay ddi hé
visinh lw nhién cdarudl dan (& sy phat lidn qua mirc cla C.difficile.

Closiridium difficile sinh ra dge td A va B gop phdn lam phét trién CDAC. Céc ching
C.difficlie sinh nhidu déc 1418 nguyén nhan 1am tang ty 1& mic bnh va Lir vong, vi cac
nhiém khuén ndy co thé kho chiva khi ding céc ligu phép khang sinh va co thé cin
phaicAt bd daitrdng. Can phinghi dén bénh CDAD & 1l ¢4 cac bénh nhan xuéit hién
ligu chay sau khidiing cic chit khang khuén. Gén ghibénh an cin than vida cé bao
¢30 CDAD xay ra sau hon 2 thang ké tirkhi didu Iej bAng khdng sinh

Thén rigng: Nén than lrong khi ké don clindamycin cho nhirng ngudi cé tién sir bénh
duding rudt, ddcbiétla viem daitrang,

Xétnghigm chicnang gan va than dinh ky nén duge thire hign trong thivi gian didu L
kéo dai. Cacxétnghiém ndy cing duockhuyén céo thychién & tré so sinh va tré nho.
Str dyng clindamycin kéo dai, nhir véi bat ky khang sinh néo, cd thé dan dén siéu
nhi&mriing do cacvikhudn khang clindamycin.

Canthéntrong khi sty dyng clindamycin & nhirng nguéi bidj ing.

San phdm lhudc ndy co chira laclose. Bénh nhan cd van d& di truyén hiém gap vé
khing dung nap galaclose, thitu hyl Lapp lactose, hode kém hép thu glucose-
galactose khang nénding thubc nay.
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9.SUDYNG THUGC CHO PHU NU CO THAI VA CHO CON BU: 2 \0qi069)
Phynirmang thal 0 —]
Bacd bang ching v& doctinh Irén me va phéi trang cacnghién céru rién dgn feoNG T
Clindamycin i qua nhau thai & ngudi. Sau nhidu lidu, ndng dd thubc trong U=
xAp xi 30% ndng 45 trong mau cila me. i CO Pl |f‘\:
Trong c&c thiF nghigm Iam sang vé&i phy nir mang thai, sirdyng clindamycifi loa thén (o, PH!
trong 3 thiaing gida vé cubi thai ky khéng lam gia tang tAn 56 dj 3t bAm sin 51 q i;‘,'a‘ wh G
g3y dui nghién ciru co kiém 5081 & phy nir mang thai trong ba thang dau ciia tha ky,o 1+ UOT
Clindamycin chi durgre sir dyng trong thai ky khi thure swrean thiél {,“ 3
Phyundrcon b \\\r./_,\_‘}.._ afls
Clindamyein ding dudng uéng va liém tinh mach 0a dugc bio céo xudL hign 'Deng__. B
L E—

sira me & khodng I 0,7 dén 3,8pg / mL. Do c6 kha ndng gay phan tna phy nghiém
trong & Wé bu me, khdng nénding clindamycin cho ba me dangchocon bu.

Kha nadng sinhsén

Cacnghign cluvé khd nang sinh san & chudl dugcdidu ki bang clindamycin cho thdy
knong c6 dnh hudng dén kha nang sinh san hodc kha nang giao phdi.

10. ANH HUGNG CUA THUGC LEN KHA NANG LAIXE, VAN HANH MAY MOC:
Clindamycin khong cé hodc cd anh hudng khang dang ké dén kha niing 13i xe va s
dyng may méc.

11. TUONG TAC, TUONG KY CUATHUGC:

Clindamycin tac dung chen thén kinh co nén co Ihé 1am 1Ang te dung cla cac thube
chen thin kinh cor khic. Do 6, thude nén duge siv dyng thén lrong & nhirng bénh
nhan strdyng c&cthude nay.

Thubc khdng vitamin K:

Da cb bio cdo v tang cde chi s6 xét nghiém vé dong mau (PTANR) vahoac xul
huyél & nhing bénh nhan dugc didu tri bang Clindamycin két hop véi mat thubc
chong dang khang vitamin K (vi du nhw warfarin, acenocoumarol va fluindion). Vi vay,
cAn thuding xuyén theo doi cac k&t qua xeét nghiém dong mau & nhisng bénh nhan
durgc ditu i bang thude khang vitamin k.

Phoihop cliadamycin véicdcthude ie ché CYP3A4 vé CYP3AS

Clindamycin dugc chuyén héa chii yéu bdi CYP3IA4 va chuyén hoa bdi CYP3AS &
mie d§ thdp hon, chit chuydn héa chinh 1 clindamycin sulfoxid va chat chuyén héa
lrgng nho 1& N -desmethylclindamycin. Do d6, cac chét tic ché CYP3A4 va CYP3AS
€6 thé 1am gidm @) thanh thai clindamycin va céc thube gy cdm (ng céc isoenzym
nay c6 thé I3m tang do thanh thai clindamycin. Khi sir dung clindamycin cing cac
thubc gy c&m Gng CYP3A4 manh nhu rifampicin, theo doi kha nang gidm tac dyng
coa clindamycin

Nghién ciru in vitro chi ra rdng clindamycin khong ¢ ché CYP1AZ, CYP2CY,
CYP2C 19, CYP2E1 hoge CYP208 va chi e ché vira phdi CYP3A4. Do db, khong cd
lvong lac quan tigng tén 13m sang khi diing clindamycin cing céc thude chuyén hoa
bdicdcenzymnay.

12. TAC DUNG KHONG MONG MUON CUATHUGC (ADR)

Béng dudi ddy ligl ké cac phin Gng bdt loi duoc xdc dinh thdng qua céc dir ligu thir
nghiém lam sang va giam sat sau khi thudc luru hanh theo mire 4, tan s6 va theo hi
co'quan.

Nhom t2n sb duge xdc dinh theo quy udc sau: RAt phd bidn (217 10); Phd bidn (211
100 va <1/10); Khong phd bién (171.000 va <1/100); Hiém (=1/10.000 va <1/ 1.000),
Rélhiém (=1/10.000); va Khong biét (khang thé wéclinh lir divliéu cé 53n).

Trong mbi nhdm tn s, cac higu img khdng mang mudn dwgc trinh bay theo thir
gidmdanmicdd nghiémtrong.
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*ADR durge xacdinh sau khithubicluy hinh.

*ADR khistr dyng dang ubng.

# Xem phéncénh bao va than trong khi diing thube.

Huwéng dan cach xdetri ADR

Ngiing ding clindamycin néu ia chdy hodc viém dai trang xay ra, diéu Irj bang

melronidazol lidu 250 - 500 mg udng, 6 gi mdt Hn, rong 7 - 10 ngay. Diing nhiya trao
16i anion nhw: Cholestyramin hodc colestipol @& hdp thy djc 16 cia Clostridium

difficile.

Cholestyramin khéng dugcudng ddng thdivéi metronidazol vi metronodazol lién két

véichalestyramin va bj méthoat linh.

Khéng thé loai clindamycin khdi mau mdteach co higu qua bang thim lach.

Thong béo cho bac sTahiing tac dung khdng mong mubn g&p phai khi sirdung thude.

13. QUALIEU VA CACH XU TRI:

Trong tnréing hop qué ligu khang o6 chi dinh diéu i cy thé. Nira goi rong huyét

lwong cua clindamycin 13 2 4 gi&. ThAm tich mau va thAm phan phic mac khang

hiéu qud trong vigcloal b clindamycin khoi hu}ré! twong.

Néu xdy ra phdn trng bat lpi dj ing, didu tri bang cac phrong phap khdin cép thong

Ihuding, bao gbm corticosteroid, adrenalin va thude khang histamin.

14. PACTINH DUQC LUCHOC:

Nhém duocly Khang sinhdé didqu b toanthan, nhom lincosamid.

MaATC: JO1FFO1.

Corchié hoat dong

Clindamycin 3 mdtloai khang sinh lincosamid c6 tac dyng kim khudn, chiyéy chﬂng

Iai vi khudn wwa khi gram duong va mil Iogt cic vi khudn ky khi. Glindamycin irc ch

téng hop protein & vi khudn nhay cam bing cach gén véitidu don vj 505 ribosom, 1c

dung chinh I tre ché s tao thanh céc lién k&L peplid. Vi tri tac dung cla clindamyein

cling giting v tri lac dyng clia erythromyein. Tacdung cia clindamycin chu yula kim

khuan méc di nbng dd cao cb thé diét knudn cdc ching vi khuan nhay cam

Chindamycin phosphat khdng c6 hoal tinh cho t&i khi dugc thiy phan nhanh in vivo

thanh clindamycin I do co hoat tinh

Khéng thude

Khang clindamycin thirding x3y ra do khdng chéo gitra cdcnhdm khang sinhmacrolid

-lincosamid - streptogramin B (MLSB), ¢6hé dugc tao thanh hodic cdm Gng.

Diémgidihan

Cacdiém gioi hannbng d6 treehétdi thidu (MIG) nhur sau:

EUCAST

Slaphylococei. nhay cdm<0,25khang =05

SlreplococciABCG va preumoniae: nhay cdm<0,5khdng>0,5

Ky khigramdwong: nhay cdm=4 khang >4

Ky khigramam: nhay cdm = 4 khang=4

Méiquan hé PR/PD

Higu qua lién quan dén 1 18 dién tich dudi dudng cong néng db thude i do frong
méau theo thdi gian (FAUC) véi ndng dd e ché l%i thigu (MIC) d6i véi mam bénh
(FAUCIMIC).

By nhaycdém

Khang thudc xdy ra & mie 09 khdc nhau trén cac viing mién theo phan bé dia Iy,
Ditu tra dich & dja phuoing vé I 1& khang thubc 13 can thidt, déc bidt 1a khi didu i
nhigm khudnnang.

Cécloainhaycam:

Hidu khl gram dirong

Slaphylococcus aureus*

Staphyloceccus epidermidis

Streplocaccus prevmonia

Slreplococcus pyogenes

Viridans sireplococei

Ky khi

Nhém Bacterodes lragilis

Prevolelia inrée day dugc goi Bacteroides melaninoganicus
Bifidabaclenum spp.

Clostndium perfnngens

Eubaclerium spp.

Fusobacterium spp.

Peplococcus spp.

Peplosireplococcus spp.

Propionibacteriumspp.

Veillonella spp.

Khang thubde

Clostridia spp.

Enterococei

Enterobacteriaceae

* CO 161 50% S aureus nhay cam voi methicillin d& dwgc béo cdo 13 khang véi
clindamycin & mt 6 khu virc. Hon 90% S.aureus khdng mathicillin (MRSA) khang
clindamycin va khaing nén sir dyng trong khi chir két qua x&l nghidm 60 man cam
néu cobalky nghingd nao vé MRSA,

15. DAC TINH DUGIC DONG HQC:

Dicdidm ehung cia hoal chal

Knodng 20% lidu clindamycin hydroclond duge hdp thu lir dudng idu hoa. Sau khi
udng khodng 1 gi&liéu 150, 300 va 800 mg (tinh theo clindamycin), nbng_do dinhcla
thude trong huyet luong luong (g 14 2 - 3pg/ml, 4 pg iml va 8 pg/ml. Nong di trung
binh vao khodng 0,7 pg /ml sau 6 gi. S hép thu khdng bi gidm di ddng ke khiudng
cing thire @n, nhung toc dd hép thuco thié bjgidm.

Clindamycin dugc phan bd réng khp lrong céc dich va md cla cor thd, gbm ci
xwong, nhung sy phan bd khong dat dugc ndng dd ¢ ¥ nghia lam sang trong dich
na0 oy, Thude khuyéch tan qua nhau thai vao twén hoan thai; thude cing cd xudt
hién lrong sa me véa cé ndng dé cao trong mat. Thube tich 0y trong bach ciu va dai
thyrc bio. Trén 80% ndng 6 clindamycin trong vong ludn hoan lign két vi protein
huy8t luong. Céc nghin cdu in vitro 1rén vi thé gan va rudt cia ngwoi chi ra rang
clindamycin bj oxy héa chi yéu bdi CYP3A4, md! rgng nhod béi CYP3AS, dé tao
thanh clindamycin sulfoxid v mol chdt chuyén hoa khic véi lgng nho, N-
desmethylclindamycin.

Thivi gian bdn thaila 2 -3 gidy, nhung ¢ thé kéo dai & tré so sinh thifu thang va bénh
nhan suy than ndng. i

Clindamycin co Ihi chuyén héa & gan thanh cic chil chuydn hoa N-demelhyl va
sulphoxid 6 hoal tinh va mat s6 ¢hat chuy®n hoa khée kndng cb hoat linh. Khodn:
10% fidu ding duoc bai tiét qua nuwéc Lidu dudi dang thube hoal linh hodc chat
chuyén hoa va khodng 4% trong phan; phan con lgi dugc bai Ll cham dudi dang
cacchdl chuyén hoa khéng hoal linh sau vai ngay. Clindamycin khing dugic loai bd
higu quéd khdi mau bing thim lich mau.

Dacdiém & benh nhén

Khong co dac didmdacbiél.

Xemphan *Canh b4o vathin trong khist dung" dé biét Ihem (hdng lin,

16.QUY CACH DONG GOI: Hap 10vi x 10 vién, hop 1 1Gix 10 vix 10 vién,

7. BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA
THUSC:

Biéukign bdo quén: Noikho, nhiél 68 dudi 30°C, tranh anh séng.

Han diing: 24 thang ké lir ngay san xuét.

Khong diing qua thdi hgn ghi trén bao bl

Tidu chudin chéitlwgng cia thude: DBVN.

18, TEN, DIACHI CUA CO SO SAN XUAT:
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