e

DALACIN C° i

!

) Cac nhilm khufin ring midng nhu Sp-xe quanh

ﬂngc(:u%m nha chu) va viém quanh rang (viém

nha s

) Viém phéi do Pneumocystis jirovect (tnroc ddy
duoc phin loal l& Pneumocystis canni) trén
bénh nhan AIDS. U bénh nhain khong dun
nap vén hodc khong dap umg dlly 0 v didu
ri thdng thurdmg, clindamycin c6 thé si¥ dung
phai két hop veri pmaquin.

(i) Didutndu phdng vém mang trong tim trén

bénh nhan min cam/di (mg véi (céc) khang

sinh panicilin
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DALACIN C

CANH BAO DAC BIET:
Thudc niy chi ding theo don thuc.

Dé xathm

tay tré em.

Boc ky hurémg diin sir dung trréc khi dung.
Théng bdo ngay cho bac sy hobe dirge sy nhimg
phin Ung c6 hai gip phal khi sir dung thube.
Truy®n tinh mach/tiém bép.

1.

2.

TENTHUGC

DALACINC

THANH PHAN CONG THUC

Thanh phin hoat chit: cindamycin phosphat.
Clindamycin ta mdt khang sinh bén tbng hop Gidu
ché bling phan img thé 7(S}-clor vao nhom 7(R)-
hydroxyl clia hop chit rong (mg.
Clindamycn phosphat 12 este tan trong nurére clia
clindamycin va acd phosphonc. M5 mL dung
dich tiém chira clindamycin phosphat turang tmg
viri 150 mg clindamycin, 0.5 mg dinatn edetal va
9.45 mg alcol benzylic von vai tro la chit bio quan.
Thanh phin ta durgc: xem muc 6.1 Danh muc
th duoe

DANG BAO CHE

Dung dich tiém

BAC TINH LAM SANG

. Chi dinh &iu tri

Clindamycin cb tac dung 6iéu tn nhimg nhiém
khuén néng durdn B4y do cac vi khusn ky khi
nhay cam von mubcmk:écmw khuén &
Ihi Gram durong nhay cam vin nher bén
cau (S )
(Pru va cac chung C
trachomatis nhay cam voi thubc
(a) Cac nhibm khulin drong hd hip trén gdm
viém a-mi-dan, viém hong, viém xoang, viém
tai gilra va bénh tinh hdng nhiét
[b) Céc nhim khusin duong hd hép durtn bao
gbm viém phé quén, viém phi, viém md
mang phéi va ap-re phéi
{c) Cac nhidm khudn da va m& mém gbm trimg
¢4, nhot, viém mé 1€ bao, chic I¢, cac ap-xe
vanhiém knuén tai vét theong. Vion cac
nhiém khuén da va md mém dac hiéu nhur
vigm quiing va viém mé mong (panaritium),
cac trumg hop nisy 8ap Umg 104 khi 1 béu
von clindamycin.

(6) Céc nhiém khudin xiromg va khérp bao gdm

wibm xuromg 10y vh vim khop nhibm khuén

(e) Cac nhiém khudn phu Knoa bao gbm wém

ndi mac tir cung, viém md 16 bao, nhiém

khuéin &m dao, 4p-xe vbi budng trimg, viém

VoI I va vibm ving chéu khi két hop vén

mél thude khang sinh phd vi khudin Gram &m

& khi thich hop. Trong tnrémg hop viem ¢

lir cung do Chlamydia trachomatis, diéu tri
clindamycin don thudn duor thély 4 ¢6 higu

Qud diét duoc vi sinh vit nay,

Cécnhibm khudin trong § bung gbm viém
Phuc mac va ap-xe frong 6 bung khi két hop
vin ! thubic khng sinh png vi khufin &l khi
Gram &m thich hop.

Nhiém trung huyét vh viém nd) thm mac -

hiéu qui clia clindamycin 84 dwrge ghi nhan

1rong dibu Ir cAc trutmg hop viem nditam
mac durge chon loc khi clindamycin dugc
XAC dinh £6 14C dung diét vi khudn dang gay
rihwbm in vitro win nbng 80 huyét thanh dat
duge mic thich hop.
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42.

o wein phosphal, khi s dung dng thoi vei
mét khang sinh aminoglycosid nhur gentamycin

hoc tobramycin, cho thily 66 hiéu qua trong viéc
phong ngira céc dp-xe trong & bung sau kh thiing

rudt va nhidm k! thir phat sau chén thuong
Trong thir nghiém in-vitro, nhimg Vi Sinh vl nhay
cam véi clindamycin gdm: B inogenicus

B diswens. B. bivius, Peplostreplococcus spp..‘G.

vaginals, M. mubens, M. curtisi va Mycoplasma
hominis.

LiBu diing va cich ding

Clindamytin phosphal tiém bip cn duos dung

& dang khoag pha lodng.

Clindamycin phosphat truyén tinh mach cin duroc
ding & dang pha lodng (Xem phiin dutt day, Ty 1§
pha khi truyen tinh mach va t6¢ 46 truyén tinh
mach)

Lidu ding & ngudr Im

Clindamycin phosphal (ém bip hodc truydn tinh

mach): .,

D6 von céc nheém khudin viing bung, khung chau

& nir va cac nhiém khudn phirc tap hoac nghiém
trong khac. lidu cindamycin phosphat hiing ngay
thudmg dung & ngurdn I6m 14 2400-2700 mg chua
thanh 2, 3 hodc 4 héu bng nhau. Céc nhiém khudn
it nghiém trong hom do c4c v sinh vat nhay cam
hon gdy ra co thé dung von héu thip hon nhu 1a
1200-1800 mg/ngay chia thanh 3 ho3c 4 lidu bdng

nhau

Cé thé cin phdi tang hdu trong cac trromg hop
nhiém nang hon. Trong céc tnrémg hop nguy
hidim dén tinh mang. kéu hang ngay 1én 101 4,8 g 43
duoc ding qua duramg linh mach cha ngudn truéng

thanh.

Khuyén cao cic Réu tiém bip don ddc khong duroc
¥m hom 600 mg.

Uku diing & tré em (trén 1

thang tubl)
Cindamycin phosphal (bém bap hoac truyBn finh .
mach):

Céc trrémg hop nhuém khuéin ndng: 8 - 18 mg/kg/ngay

chia thanh 3 - 4 kéu bing nhau.
Cac trromg hop nhiém khulin rét ndng
16-24 mg/kg/ngay chia thanh 3 -4 liéu bing nhau.

Lidu disng & tré s sinh (durér 1 théing tudl)
Clindamycin phosphat (iém bap hodc truyén finh

mach):

15-20 mg/kg/nghy chia thanh 3 hodc 4 lidu bing
nhau Liéu dung thip hom co thé thich hgp cho tré
sinh non !
Lidu diing & ngudi caotudl

Cac nghién ciru duoc dong hoc cua clindamycin
cho thily khbing c6 su khac biét c6 y nghia vl mjt
14m sang gilra ngudn tré Wi va nguei cao tubl co
chire nng gan va chirc nang thn (@éu chinh theo
1ubi) binh thuromg sau khi dung thubc qua dutmg
ubng hose truykn finh mach. Vi vy knéng cin thiét
phéi diby chinh fidu & nguoi cao Wl cé chuc nang
gan va chirc néng than (didu chinh theo 1wéi) binh
thiromg (xem muc 5.2 Cée diic tinh dugc dong
hec)

Ligu ding & bénh nhan suy thin
Knéng can thiét diku chinh liéu clindamyein & bgnh
nhén suy than,

Ligu diing & bénh nhin suy gan

Khéng cég shit didu chinh lidu clindamycin & bénh
nhén suy gan,

LiBu ding cho nhirng chi djnh dic bt
(a) Nhiém lién cAu bé-a 1an huyét: -
Theo cac liéu chi dinh & trén & myc Libu ding .
& ngun 16, Lidu ding & tré em va Lidu ding & 11
s sinh Didu i) nén 1.2p tuc it nhét 10 ngay. »
(b) Vi&m nhiim ¥ing chau - diéu tri bénh nhAn nol .
Clindamycin phosphat ;0‘20 mg gfuvﬁﬂg'm :g:‘m
™ cumn
wn‘;’,'ﬁﬂ“ p&n hdkuvl\‘&n a gﬂ!sm am thichhgp
theo durrng tinh mach; chiing han gentamycin
2,0 mg/kg 1iép theo 1,5 mg/kg cir 8 gioy mot 1An,
diung hang ngay, & bénh nhiin c6 chirc nfing than
binh thuémg. Tiép tyc sir dung thudc (truyén finh
mach) trong it nhét 4 ngay va it nhé 48 gicr sau khi
finh trang bénh dé c4i thién, Sau d6, tiép tyc bang
clindamycin hydrochiorid udng 450mg - 600mg cir
6 gio mot 1an, dung hang ngay 86 hoan 141 1éng s6
10-14 ngay diéu i

(o) Vigrn phéi do Pneurmocystis canini rén bénh.

nhin AIDS:

Clindamycin phosphat truydn tinh mach 600 dén

900 mg cir 6 giér mét IAn hodc 900 cur8gt

1 ?n. Clindamycin hydroclarid 300 dén 450 mg,

l;snn. €17 6 gi méi i, trong 21 ngay vA pmaquin
6n 30 mg, ubng mét (An mdl ngay trong 21 ngay.

(d) Dy phong vigm n)

idrl‘rln y\'om;amclllm. SN bk

U llu ding ngoai dutmg tidu hoa'
clindamycin phosphat 600 mg t ntinh
1gidr trurére khi ph 1hulnl.mg [T

Ty 18 pha khi tru
tinh mach ¥n tinh mach va t§c 48 truydn
N3ng 80 cia clindamyein trong dung dich pha
phalodng
insons tangmaTCod ey
30M T db 1
théng thurdng nhir sauy G/PHUT. Téc a6 truydn

Lurong dung dich
Lidy pha |Dg!ng 3 Thér gian
300 mg 50mL 10phot
600 mg 50 mL 20 phut
900 mg 50-100 mL 30 phut
1200 mg 100 mL 40 phit

Khdng ding qué 1200 mg clindamycin trong mot fn
truyén 1 gier.

4.3 Chéng chi djnh

Chéing chi dinh Clindanmycin & bénh nhan trurde ddy
€0 1ién sir di Umg v&1 clindamycin hodc lincomycin
hodc bt ky thanh phin ndo trong céing thirc.

Canh béo va thin trong dic biét khi sir dung
Phan umg qua man nghiém trong, bao gdm ca
nhimg phan (mg da nghiém trong nhur phdn img
thuc kem 1ang bach chu tra aosin va nhirmg Iriéu
chirng toan than (DRESS), hoi chirng Stevens-
Johnson (SJS), hoai tir biéu bl do nhiém ddc (TEN),
vangoal ban mun md toan than cap tinh (AGEP)

dd duoc bdo cao & bénh nhan duoc didu trj bang
clindamycin. Néu bi phan tng qua mén hodc phan
umg da nghiém trong, nén ngimg dung clindamycin
vatién hanh didu tri bang iéu phap thich hop (xem
Muc 4.3 Chéng chi djnh va Myc 4.8 Téc dung
khéng mong mudn).

Dang tiém cua thube Clindamyein phosphat c6
chira alcol benzylic. Chét bio qudn alcol benzylic
©0 lién quan 161 cac tac dung khdng mong mudn
nghidm trong, bao gdrm “hoi churng thé hdn hén"

“wiLtir vong & tré em. Mic o0 céc U aidu tr| oinh
thirmg cia san phém nay thurdrg cung cp lrong
alcol benzylic & mirc thAp hon mdt cach dang ké so
vii nhimg lidu duoc bio cao la cé lién quan toi *hdl
chirng the hén hén”, lrgng alcol benzylic t6i thidy
mﬁaan dén xdy ra doc linh chua dugc x4c dinh,
Nguy co xay ra déc tinh do alcol benzylic ty thude
vao lrgng thudc ding va khd néing gidi doc hoa chit
cla gan va thin, Céc Iré sinh non va c6 trong lugng
thép lc sinh c6 thé db phal rién doe tinh hon, VI
véy san phéim nay khong nén duoc sir dung cho 1rd
80 llnh‘lhléu thang hode du thang trlr khi thyre sy
canthiét

e Adeal benzylic ¢4 thé qua duge nhaw thal, do d6 chl

nén air dyng thude clindamycin cho phy ni ¢6 thal
khi thyt sy cBn thidt,

Viém dal traing gl mac duoc bio cdo vél hiu hdl
céc didu tri khang sinh bao gdm clindamyein va co
mirc 86 nguy hhdum 1ir nhg dén de doa tinh mang
Dovhy, dibu quan trong (& cin nhiic chén dodn lrén
nhimg bénh nhiin c6 céc déu higu cla tidu chay sau
Khi dang khaing sinh
Dibutr bing thubc khang sinh lam thay d6i quin
thé vi sinh cla dal trang va ¢4 thé tao co hdi cho
Ciosiridia t&ng trudmg qué nhanh. Cdc nghién clru
cho thily dbc 16 do Clostridium difficile tao ra 1
nguyén nhan chinh gdy ra viém dai trang do khang
sinh. Sau chén dodn ban dau vl viém dai lrang gid
mac durgc xac dinh, c&n tién hanh céc bién phap
didu lr). Céc tnrdmg horp viém dal trang gid mac nhe
thutng ddp g khi ngung thude don thuln. Trang
cae lrrting hop vira dén néng, ciin cAn nhic vide
kiém soAt nutrc va chét dién glal, b8 sung prolein,
vAdibu \r| vén mot khang sinh cd higu qud [Am sang
d6i vai viém rubt két do Clostridium difficile.
Tiéu chéy lién quan dén Clostridium difficile
(Clostridium difficile assaciated diarrhea - CDAD)
88 dugc bao cao khi sir dyng 481 vé1 hAu hét cac
chélt khiing khulin, bao gbm clindamycin, vh d
nghiém trong o thé tir lidu chay nhe dén viém rugt
dén dén tir vong D I biing cc chét khang
Khuin s& 1am thay 461 quain thé vi sinh v nfién cuia
rudt dén 16 sur phal trién qua mure cla C. difficile.

Clostridium dilficile sinh ra ddc 18 A va B gop phin
I&m phat trién CDAD. Céc ching C difficile sinh
nhidu ddc 16 1 nguydn nhan lam tAng 1 1 mic.
bénh va tir vong, vi cac nhidm khuéin nay c6 thé kho
chira khi dung c4c liéu phap khang sinh va cé thé

4.5

4.6

cBin phdl At bé rudt k&1, CAn phél nghi dén bénh
CDAD & 141 c& cic bénh nhan xullt hidn tidu chdy
sau khi ding céc chél khang khuéin. Clin ghi bénh
4n c4n (han vl 43 c6 bao cdo CDAD xdy ra trong hon
2thang sau didu tr| bAng khang sinh.

Do clindamyein khdng khuyéch tdn nhidu vao dich
no tuy, khang nén ding thudc dé didy tr viem
mang néo. ] ]
Néu didu tri kéo dal, nén lam céc xét nghiém chire
néing gan va thn,

Sir dung clindamycin phosphat c6 1hé dfin dén phat
rién qué mirc cacvi sinh vAt khdng nhay véi thube,
d&ic biét 1 cac ndm men.

Khéng diing clindamycin phosphat chua pha lodng
& 1i6m tinh mach 1u cao trong thir gian ngdn
(bolus), mé nén truydn trong t nhét 10 phit - 60 phat
nhu chl din trong Muc 4.2 Lidu ding va céch
ding.

Tuong téc vér céc thubc khac va céc dang
tuong téc khdc

Clindamyein dugc chimg 16 ¢6 ddc tinh chen thén
Kinh cor nén c6 thé 1am tang tac dung cua cac thude
chen thain kinh co khéc. Do véy, cin than trong trén
céc bénh nhdn dang ding cdc thude nay.
Ciindamycin duoc chuyén héa chu yéu béri

CYP3A4 va dugc chuyén héa It hon bén CYP3AS
thanh chét chuyén hoa chinh la clindamycin sulloxide
vé chét chuyén héa phu la N-desmethylclindamycin.
Vivay, cac chét irc ché coa CYP3A4 va CYP3AS c6
thé |am giam 48 thanh théi cia clindamycin va cac
chét cam irng nhirng isoenzyme nay c6 thé lam tang
dé thanh thai cua chndamycin. Khi co su hién dién
clia cac chdt cam (mg CYP3A4 manh, vi du nhir
rifampicin, cin theo déi viéc gidm hidu IUc cla thude.
Cac nghién ciru trén in vitro cho thdy clindamyein
khéng irc ché CYP1A2, CYP2C8, CYP2C19,
CYP2E1 hodc CYP2D6 va chi (rc ché CYP3A4 mét
cach vira phai Vi vy, it c6 kha nang c6 tuong téc
quan trong trén lam sang gilra clindamycin va cac
thudc duore chuyén hda bén nhirng enzyme CYP
ndy khi dung dang thén,

Céc thuéc chdng ddng khang vitamin K

Théi gian déng maw tang trong cAc xét nghiém déng
mau (PT/INR) va/ho#c chdy mau da duoc bao cdo
& c&c bénh nhan duoc didu tri voi clindamycin két
hop céc thubc chdng ddng khang vitamin K (vi du
wartann, acenocoumarol va flundion). Vi vy, cin
1i8n hanh dinh ky cac xét nghiém 88ng mau trén cac
bénh nhan duroc didu ir voi cac thude chéng déng
khang vitamin K.

Kha niing sinh sdn, thal ky va cho con bu

S dyng trén phy ni c6 thai

Alcol banzylic ¢6 thé di qua nhau thai Xem Muc
4.4 Canh bdo va thin trong djc bigt khi sir
dung,

Cac nghlén ciru v doc tinh trén khd néng sinh san
khi ding qua dudng udng va tiém duéi da & chudt
céng va Ind cho thily khéng cd bing chimg nao vé
khd néing sinh sdn bj dnh hurémg xu hodc phdi thai
bi 18n hai do clindamycin, ngoa trir & cac lidu gay
ddc changutime. Cdc nghién cru vé kha nang
sinh san Irén dong vét khdng phai hic ndo cling tidn
dodn duoc ddp g trén ngudrl.

Clindamycin qua dugc nhau thal ngudt. Sau khi
diing da idu, ndng dd clindamycin trong dich &i dat
khodng 30% ndng dd trong mau cia nguren me
Trong cdc nghién curu IAm sang 1rén phy nix ¢d thal,
vigc liém clindamycin toan than trong ba thang thir
hal va ba théng cudi ca thai ky khéng lign quan
ddn tang tin sudt xudt hidn dj tit bdm sinh. Khong
€0 céc nghidn ciu thich hop va c6 kiém soat chat
ché Irén phuy nr ¢4 thal trong ba thang diu tién cia
thai ky.

Chi ndn ding clindamycin cho phy nir ¢6 thal khi
thyc s cAn thiél

Sirdyng rén phy it cha con bl

Clindamycin durgo béo cdo 14 ¢6 mat trong sira

me vé1 ndng d0 trong khodng 0,5 - 3,8 meg/mL
Clindamycin 6 kha nang gay ra cac tac dung bat i
1&n h# vi sinh dutng rudl cia tré nhi nhi bd me nhu
\iu chay hay mau trang phén, hodc phat ban. Néu
nguroi me dang cho con bu can dung clindamyein
qua dudng ubng hodc dudng tinh mach, ddy khong
phalialy do dé dirng cho con bd, nhirng 18t han la
nén ding mot thudc thay thé. Cn phai cén nhéc
gitra lgi lch v& mat phat frién va sirc khoe cua vigc
nudl con béng stra me va nhu cau diing clindamycin
\rén IAm sang cua ngudi me véi bt ky tac dung b&t
|pi idm 1ang nda do clindamycin hodc do bénh trang
s&n c6 cla ngudi me déi voi tré bu stra me.

4.7 Anh hung 1én kha niing I8 xe vA van hanh

méy mée
Anh hurbng cda clindamycin trén kha ndng 14i xe v

:’:;“énhmév chua duoc ganh gi4 mdt cach c6 hé
ng.

4.8 Tic dyng khdng mong muén

Tét ¢4 cdc tic dyng khéng mong mudn dugre liat

*8 tneo phan loal clia MedDRA SOC (Medical

Dictionary for Regulatory Activities Systam Organ

Class). Trong mdi SOC, c4c t4c dyng khéng mang

mudn duoc trinh by véi 13n suft duroc liét ka theo

thir by mirc d4 nghiém trong gidm din.

Bing cic tic dung khéing mong mudn

Phénloal |hwing |lkgdp [Hiém  [TAnsuar

theohé cor |gip>1/100(21/1000 | gép
n
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¥&oga  letnghiém
|wbmiabdt |chircnang
|"ADR e xac Ginh sau kh thudc ey hamh

| +ADR chi ap dung cho c&c dang thudc bém
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4.9 Qui lidu va céch xir tri
Thém tach méu va thém phan philc mac khéng ¢
hiéu qua trong viée loai bd dlindamycin trong huyét
5. cAC BAcC TINH DUDT LY
5.1 Béc tinh dugt lre hoc o
Ca ché tac dung
Clindamycin 2 mét khéng sinh lincosamid (rc ché
sy t6ng hop proten vi khudn. Thudc gén két vai
tiéu dom vi ribosome S0S va tac 66ng Ién ca viec
tong hop ribosome va qué trinh dich ma. Mac du
clindamycin ¥ :

phosphate bét hoat trong thir nghiém in
vitro, syr thity phén nhanh chéng trén in vivo chuyén
651 hap chét nay thinh clindamycin 6 hoat tinh

Téc dung duoe e

Hiéu lure e thudc én quan dén khodng ther gian
6 ndng 45 thubc cao hon ndng 86 e che ti téy
(MIC) 86i v tac nhiin gy bénh (S T/MIC).

Khing clindamycin thong thutmg nhét 12 do cac aot
bién & vi trf gén khéng sinh cii2 rRNA hoac methy!
héa céc nucleotid cy thé frong RNA 23S clia béy
Ao vi ribosome 50S. Nhimg a5t bin n2y co thé
xéc dinh su khéng thubc chéo rén in vitro vin cac
mnwpﬁ-m .

P

gra(mwum)m mbi tnrmg
broth. Céc co ché xuét hién khang itgap hon
lién quan 8én sur bién d6i cia khang sinh va hé
théng bom ddy thudc chil 8ong. C6 su khang chéo
hoén toan gilra clindamycin va incomycn. Cl

nhu vén niuéu khiang sinh khac, ty I khang

khac nhau gira céc chiing vi khudn va viing dia ly.
Ty & khiéng clindamycin cao hon trong cac ching
staphylococous Khing methicillin va cAc ching
pneumococcus khang penicillin so voi cac vi sinh
vét khéc nhay véi nhimg thubc nay.

Hoat tinh khéng khuZn

Clindamycin duoc théy la cb tac dung chéng da s6
cAc ching phan [&p cila cic vi sinh vat sau trong thir
nghiém in vitro’

Vi khufin hiéu khi
Vi khun Gram duong
*  Staphylococcus aureus (cac ching phan
. men.
(céc ching phén 1ap nhay v methiciliin)
+  Streptococcus pneumoniae U
phén I4p nhay véi penicillin)
«  Nhém streptococci beta tan huyét A, B,
CvaG

+  Streptococci nhom viridian
«  Corynebacterium spp
Vi khuéin Gram &m
«  Chlamydia trachomatis
Vi khudn ky khi
Vi khuén Gram duong
«  Actinomyces spp.
«  Clostridium spp. (ngoai trir Clostridium
difficile)
«  Eggerthella (Eubactenium) spp
«  Peplococcus spp )
«  Peptostreptococcus spp. (Finegoldia
magna, Micromonas micros)
=  Propionibacterium acnes
Vi khuén Gram &m
«  PBacleroides spp
s  Fusobaclerium spp

Gardnerella vaginalis

*  Prevolella spp.
Ném )

*  Pneumocystis
Bong vat nguyén sinh
*  Toxoplasma gondii
Plasmodium

Céc dém

nhidm hodc thill bai didu tri,
mmﬂﬁm“v«mm et
nhan gdy bénh va 43 nhay cua tac nhan 46 voi
clindamycin.

thudc thudmg duroc xéc dinh b cac biéu
chi iai 30 nhay (cac diém gay) duoc Vién
véu 14m SANg va xet nghi
3dng Chéu Au vl Xét nghiém 63 nhay khang |
toan than.

Jja Vién béu chudn 1am sang va xét

m&:ws‘hmﬁnwdmm
ke bén duon.

gu_mﬂnénuﬂdﬁnmmml
'r&mm mm !mu;:;.
; (meg/ml) tvengvmuin
] s";'_l (RS : 1 [R
Wlﬂs]w u‘w‘m—m <14

[Khodng khudc
\re tén dia
ching | chét8ithidy | (Putmgkinh
v khudn

(meg/mL) Hoo iy
03 NA

Khoang
ndng 4§

2-g NA

P —
006-025 |  NA

ATCC 43055
NA=Notapplicable (Khdng dpdung).
ATCC?® 1 md! thuong hiéu da dang ky cua Bao
1ang gidng chudin vi sinh Hoa Ky

*Khodng MIC d&i vér cac vi khudn ky khi dura vao
phuong phép pha lodng trén mdi trrémg thach
agar.

Cac diém gy theo Hoi ddng Chau Au va Xét
nghiém d9 nhay khang (EUCAST) dugc trinh
by dudi ddy.

Bing 3. Tiéu chi dién glil a9 nhay ciia
EUCAST cho Clindamycin
Diémgay MIC|  Diém gay
(mg/L) durdrng kinh
vdng vé khuén
(mm)*

Sinh vt Ss| R> Sz R<

W 025 05 | 22| 19

Nhom

Streptococcus
A B.CvaG

Streptococcus
pneumoniae 05| 05 19 19

05 05 17 17

|Streptococcus |<0.25) 05 | 21 1219 "16—15 s15

Nhom Vindans | g | o5 | 19 19

theo duréng thang tuyén tinh khi Lang lidu. Cac
ndng d4 trong huyét thanh virgt qud ndng 86 tre
ché 181 thiéu (MIC) d6i voi da s cac vi sinh vét

khi dng I8y khuyén céo. Clindamycin phan bd
kh&p trong dich va cac md ciia co thé (trong ca
xurong). Cac nghién ciru in vitro & gan ngudi

va c4c microsome duromg rudt da cho thay ring
clindamycin ﬂumuthabm“CmVFSM
”"’“"“%a.‘&moam chuyénhoa
phu, N-desmethylclindamycin. Thér gian ban thai

sinh hoc trung binh 14 2.4 gi. Khodng 10% chét
héa cé hoat tinh sinh hoc dugr thii trir

nurérc éu va 3,6% qua phan, phan con lai
%Mww&ldm chuyén hoa khong
hoat linh. C4c liduién 1512 g in méi

trong 14 ngay dugc dung nap 141 & nhirmg
%m khéa manh, ngoai trir ti 14 tc

trén 8ng tiéu héa tang khi ting lidu.
g cindamycin vio e

tang lén 4 gior (rong khodng 3.4 - 51 gio)
khodng 2.1 -

5.3 Dir igu an todn tién Iam sang
Roctohgiyungtr
Céc nghién curu dai han & dong vat chua duoc
tién hanh véi clindamycin dé danh gia kha nang
gy ung thu iém tang.

Céc thir nghiém déc tinh trén gen duoc tién hanh

|spp. \ p
[Vikhufnkykh®) <2 | 4 [>B| NA | NA [NA ViknufnGram | , | 4 | na | Na bao gdm thir nghiém nhan nho & chudt céng va
NA=not applicable (khong 4p dung); S=susceptible duong ky khi thir nghiém Ames dao ngurot trén Saimonella. C&
(Nhay); I=intermediate (Trung gian); R=resistant Vikhun Gram | , 4 e 2 xét nghiém ddu cho k&t qua am tinh.
g, microgram clindamycin amc ky,:d;::,,,i = T géc Vhlé navngkhanang h san & chudt
¥ : nghién clru sinh san
md‘mhgiammnuuﬁnmmm 05| 05 20 20 c8ng cha udng 161 lidu 300mg/kg/ngdy (khodng
phirong phap pha loang trén méi trrémg thach SR g4p 1.1 An lidu khuyn nghi cao nhal & nguer
agar : ‘Biacdch&a;bnﬁgcﬁndanzl‘:cm " truréng thanh tinh theo mg/m?) cho thdy khéng co
i NA=not appli (Khéng ap dung); anh hudmg lén kha sinh $an ho&c giao phoi.
MADRckm ‘s’;:u"’gd'f‘f“n:fh';:‘“ S=susceptible (Nhay); R=resistant (Khang) Trong cac nghién ciru ve sir phttrén phos thai
?’mgm&%“&mﬁm EUCAST QC dé xac dinh MIC va viing vo chubt cdng khi dung thude udng va cac nghién:
thromgcb thé dat e M bdocho Trunggar  Knuén tén diarong bing bén duti ol Lt apliebinios b
(hcho ""ng‘"'?ﬂ.“" qué cin durgt cho 14 kndng 1 Bang 4. KIém soAt chét lugng (QC) duqc tinh phét trién n2o, ngoai trr & cac mirc idu gay
rang va, “ﬂ""ﬂnﬂl‘:ﬂ.‘ﬂm;ﬂlwwm chip nhin cia EUCAST d8i véi Clindamycin ra ddc tinh cho chudl me va thé me.
ot u:?“ o P m;gf:ﬁy knd Srpading “mm"ﬂg “h'!k‘,, S0 6. DACTINH DUQC HOC
2 nl »: 3
néng di trén Im sang ¢ cac vi tri cla co . 6.1 Danh muc té dugc
1o m s cb  4p rung v mi s hodc Shing kit ,'f{‘x';} Kholag khusch Alcobergylc, dinar sdeat, nalr hyroxd, o
trong tnromg hop c6 thé sir dyng liku cao. Phin logi woeh | (utmg kinh phaam,.
nay ciing cung cép mdl vfr:ra‘ dﬂﬂﬁ mhmm t61thiéu | vong vé khuén 6.2 Trong ky
g 16 ki thuat an W'I%n oo mao (meg/mL) theo mm) (Danh séch nag khdng bao gdm tal ca cac yéu
o su lghﬂngm Mﬁnn dn;r:‘cgnhan gdy‘bénh i Staphylococcus | 0,06-0.25 23-29 16 d;c 6 rét nhidu yéu 1 anh hudmg tai rong ki
6 khi néng bi e ché néu hgp ché khang khudn ATCC 29213 i, U
mau dat dén ndng 46 thdng thurémg c6 thé dat picillin, phenyloin naln, cac urat,
:W ¢in chon iéu khac Streptococcus | 0,03-0.125 22-28 aminophyllin, calci gluconat, magnesi sulfat,
o:yut;mh L Mal:‘:ﬁﬂ hn@rﬁ ey i s STONSs ] ceftriaxon natri va ciprofioxacin ddu twong ki vt
dung céc bién phap kiém 501 xét nghiém dé theo ATCC 49619 Iy véri clindamycin phosphat khi kéthop trong
61 va d4m béo tinh dling va chinh xAc cia vat i ATCC® [a mt thurong hiéu 0 dang ky cia Bao cung mdt dung dich tiém truyén.
va thubc thir sir dyng trong xét nghiém, cng nhur tang giéng chuéin vi sinh Hoa Ky 6.3 Handing
24 thang ké tir ngay sdn xudl.

ky thuét cia cac cé nhan thyc hién xét nghiém. Bt
clindamycin chufin cin cho ra khodng MIC nhu
trong Bang 2. D6i v ki thuét khuéch tan sir dung
dia 2 meg clindamycin, cin dat dugc tiéu chi dugc
cung cép trong Bing 2.

55:292- Khoding Kiém soét chit lugng (QC) dugc
chi ciia CLS| 46| voi Clindamycin dugc
ding &¢ xéc minh két qua xét nghigm 44 nhay
Khodng khuéch
Chi Khoiing tén dia
hiing kiém | ndng 45 irc Pudng kinh
chirng ché 181 thiéu v6 khufn
(mcg/mL) mm)
Staphylococcus |  0,06-0,25 NA
aureus
ATCC 29213
Staphylococeus NA 24-30
aureus
ATCC 25923
Streptococcus 0.03-0,12 19-25
pneumoniae
ATCC 49619

khi uéng. Naing a4 dinh trung binh trong huyét
thanh 14 2,50 mcg/mL dat dugc trong 45 phut, cdc
mirc ndng 84 trong thanh dat trung binh |a

1,51 meg/mL véo 3 gidr va 0,70 meg/ml vao 6 gier.
Sy hépthu cia mt i8u uBng g phr hoan 1oan
(90%) va dung thudc dBng thér khi &n khdng lam
thay 861 dang ké cac nbng 84 thudc trong huyét
thanh; cAc mtrc ndng :.2 thudc trong huyét thanh
thay déi va c6 thé dy doén theo bénh nhan
va 18U ding. Cac nghién ctru va ndng a4 thudc
trong huyét thanh khi dng da lidu clindamycin
h!dmchrande cho téi 14 ngay cho théy khdng c6
bang chimg vé lich Iy hay bién déi chuyén hoa
u&. Thén gian ban thai cla clindamycin tang
nhe & nhirng bénh nhan suy chirc nang than ro rét
Tham ph&n mau va th&m phén phic mac khéng
hiéu qua trong viéc loai bd clindamycin ra khoi huyét
thanh. Ndng dé clindamycin trong huyét thanh tang

6.4 Thén trong déc biét khi bao quan
Bao quan & nhit d tir 2°C-8°C (Trong tu lanh
Khéng déng lanh).

6.5 Quy cach déng gél
Hop 1 8ng 4mL
Hop 16ng2mL

6.6 Luu y ddc biét khi loal bo va céc xir Iy khac
Khéng ap dung.

6.7 Tléu chulin chét luvgng
Tiéu chudn co s
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