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DALACIN C*

Rx
CANH BAO DACBIET:
Thuéic nay chi dimg theo don ciia bc si.
Khiing diing qui lieu chi djnh.
nzc ki hirémg diin sit dyng trinfe khi dilng,
Neu cin thém thong tin xin hoi ¥ kién béc 1.
Thﬁng bio cho bée sinhimg tic dyng khing mong mufn glip phii khi
sir dyng thude.
lﬂlﬁng sir dung thudc dd qud han ding.
Dé xa tim tay tré em,

TEN SAN PHAM
DALACINC?

THANH PHAN D|NH LUQNG YA DINH TINH
Hogt chit: Clindzmycin hydroclorid.

Clindamycin I3 khing sinh bén iﬁmg hop to ra do thay thé 7(S)-cloro clia
nhom 7 (R)- hydroxyl cla chét gdc lincomycin,

indamycin lorid 14 mudi hydroclorid hydrat hée mclmdmycm
M@i vin nang chifa clindamycin hydroclorid wong tmg véi 300 mg
clindamycin.
DANG BAO CHE
Vién nang cimg.
DAC TINH LAM SANG
Chi djah dibu trj
Clindamycin ¢0 tic dung digu oni nhu'ng nhiém khuan dii day do cic
vi khudn ky khi nhay cim véi ﬁ1u0c hode cac ching vi khuan 4i khi
gram duong nhay cam voi thube nh lién chu (streptococei), ty chu
(staphylococei), phé ciu (pneumococei) vi cic ching Chiamydia
frachomatis nhay cim v thudc.
4)  Cie nhidm khuan durémg hd hip trén bao gdm viém a-mi-dan, viém
viém xoang, viém tai gjﬁa v bgnh tinh hin nhiét,
bl gc'g'nman m;f durémg hd hip dvdi bao gbm vngn phé quin, viém
phéi, vigm mi mang phél Vi ap-xephﬁl
Céc nhidm khudn da v mé mém bao gém wrimg cé, nhot, viém md té
bio, chic 1¢, cic dp-xe vi nhilm khudn ta vétthirong, Vi cic tnrdng
hop niuem khufm da va mé mém dgc hiéu nhr viém quing v4 viém
(panaritium) ¢b dap mg totkhi trj ligu véi clindamyein.
OéL nihi khm xucng vi khép bao ghm viem xrong tuy va viém
khép nhigm khuin,
Céc nh1.em khum phu khoa bao gom viém ni mac tir cung, viétm
mé t b, nhic.m khuan 4m dao, 4p-ne voi-butng Inmg va viém ¥oi
trimg: khi két hop vi mt thude khdng sinh phd vi khudn gram dm
i khi th;ch hop. Tmmg trm:mg hqp viém cb tir cung do Chiamydia
' , diéu tr el yein don thudn dige nhin they la cé
higu qua loai sach duge vi khudn iy,
Cic nhidm khudn trong 0 bung gbm viém phiic mac va ap-xe trong &
bung khi eho cling véi mt thuoe khang sinh phé vikhudn §i khi gram
am thich hgp.
Nhifm tring hu'yetva viém rm tim mae. Hiéu qui cla chnd&mycm
44 duge ghi nhin trong diéu trj mot sb tnrémg hap viém ni tim mac
eyt the, khi clindamycin anﬁng 6 thich hop o thé dat duge trong
hn}:yci thanh ¢ tc dung digt khudn in virro d5i véi vi khuin dang b
1em.
Céc nhidm khudin ring miéng nhyr 4p-xe quanh ring (3p-xe tha chu)
vil viém quanh ring (viém nha chu).
Viém phoi do Prexmocystis jiroveci (phin_ logi trwde diy la
Pnearmcym carinii) trén bénh chén AIDS. (] bénh nhén khéng
dung nap vi hoéck}mmdapungdayduvm diéu trj théng thuing,
clindamycin ¢o the sir dung phoi hp vdi primaguin.
Sotrét: Péi vdi chidinh nay, xin tham khao huecmg din chin dodn va
deeumbénk.séfre:doﬁﬁ ¥ 15 ban hank.
Biéu 1 dy phong viém ming trong tim trén bénh nhdn nhay cinvdj
{mg véi cac Khang sinh penicillin,
Teén in vivo, thing vi khadn nhay cim véi clindamycin gbm: B.
melaninogenicus, B. disiens. B. bivius, Peptostreptococeus spp, G.
vaginalis, M. mulieris, M. curtisii va Mycoplasma hominis.
Liku ditng v céch ding
Liéu ding cho nguisi lén
Clin i

SOing,l'la.nmotG, i8, 12 gidv. Dé trinh khd
ning kich thich thye quin nén udng vién Clindamycin hydroclorid vén
mtede nude ﬁa\r

Lidu ditng cho ngwii cao tudi

Cacnghién ciru duge ¢ong hos cla clindamycin cho thdy khong co sy khdc
biétcdy nghia vé lim sing gilta ngudi tré va ngudi cao udi voi chirc ning
gan binh thudng vi chire nlng lhén(dléu chinh theo tum) binh thutmg sau
khi u&ng hajc tiém. Vi viy khng cin thiét phii di¢u chinh ||r.u 7 ngwin
cao tudi ma ai‘n.rcnanggan binh thuimg va chirc nang thin (diéu chinh theo
tudsi) binh thuing (xem myc 5.2 Cée dc tinh dirge dgng hoe).

Litu diing cho bénh nhin suy thin

Khéng cén thiét diéu chinh liéu clindamycin & bénh nhén suy thin.

Litu dizng cho bénh nhin suy gan

Cé thé phal xem xét diéu chinh lidu diing & bénh nhin sy gan ajing.

Liu ding tho nhimg chi dinh dic it

(a) Nhiém lién cau bé-tatan Fuyét:

"Tuin theo cic lieu chi dith { trén trong phin Lidu ding cho ngusi Iom. Nén
uéplucméumtmngitmal 10 ngdy.

(b) Viém ¢ tir cung do Chlamydia trachomatis:

Clindamycin hydroclorid utng 600 mg, 3 lan mjt ngiy trong 10-14 ngdy.

D)

d

g

h)

1
k)

3

43,

4.6

fc) Viém phdi do Preumocystis jiroveci trén bénk nhin AIDS:

Udng 300 mg clindamyein hydroclorid mdi 6 gitr hofic 600 mg méi § gidr
trong 21 ngdy

vd

Primaquin 15 130 mg, mit lin mi ngy trong 21 ngdy.

fzﬂ Biéy trj viém a-mi-dan/ viém hong cdp do lién cdu:

Liéu clindamycin hydroclorid vién nang 300 mg, uéng hai lin mét ngiy
trong 10 ng&y

fe) Didu trj sit rét:

Vién nang c!mdamyclu hydroclond (dwimg uongl

Vii chi d;rr.& nay, xin tham kido hudng dan chan dodn va diéu tri bénh sot
réi mivinhit do Bj ¥ té ban hémh.

(f) Dye phang viém ngi idm mac & benh nhan nhay cim vii Penicillin:
Clindamycin hydroclorid vién nang (dwomg udng)

Nguéi om: 600 mg 1 gitr trude khi phau thudt; tré em: 20 mg/kg 1 gily tnsde
truge khi phéu thudt.

Cldlg chi dinh

Chiéing chi dinh clindamyein & bénh nhan tnrée ddy cb tién sir d1 img viri
clindamycin hoge lincomycin hodc bt ky thanh phin nio trang edng thirc.
Cinh hdo vi thin trong djc bigt khi sir dyng thube
Phanungquamnngiuemtmg,bao zom cén‘rn?ng phﬁn img ¢a nghiém
trgng nhuphan {mg do thude kém ting bach ¢iu 1ra eosin vA nhig triu
chimg todn thén (DRESS), hji ch.mg Stevens-Johnson (SJS), hogi nr
biéu bi do nhiém dgc (TEN), vi ngoai ban mun mi tedn thin cip tich
(AGEP) di duge bo cdo o bénh nhin dwgc diéu tr hang clindamyein. Néu
bj phin img qué mén hojc phin img da nghiém trgng, nén ngimg ding
clindamycin va tién hanh diéu tri bing ligu phap thich hgp (xem mys 4.3
Chéng chi dinh vi myc 4.8 Tdc dung kkdng mong mudn).

V:m dai trang gid mac duge bio cdo véi hiu bét cac dlw.khngsrnl‘tbao
gbm clindamycin véi mir; df tir nhe dén de doa tinh meng. Do vy, diéu
quan trong 14 cin nhic chén dodn trén cée bérh nhin c6 cde déu higu cia
tiéu chdy sau khi dimg khing sinh.
Pitu 1rj bing thube Khing sinh 1im thay déi hesmh vl cia dai trng va
e thé tao wh(u cho clostridia ting truémg vargt miic. Céc nghién el cho
théy dée tb tgo ra do Clostridiam difficile 14 nguyén rhin diu tién giy ra
viém dgi trdng do sinh. Sau khi xdc djch chén doin viém dgi téng
gié mac ban daw, cintien hanh céc bign phap méfutn Cc trivimg hop viém
dai tring gid mac nhe thuomg 1 khi ngumg thudc. Trong cic trrdng hop
vina dén cén cén nhic vig quin |ybunu6tvéclutdrén;m,bﬁslmg
pmlem vi dieu trj voi mdt khdng sinh c6 higu qua lim sing vii viém rut
két do Clastridium difficile.
Do clmdamycln khéng khuyéch tén thiéu véo dich ndo tuy, khéng nén
ding thude d& diéu i viém ming ndo.
Néu didu trf kéo dii, nén theo dii chuc ning gan, thin va gidm sét cong
thite méu. Sit dung clindamycin ¢6 thé din den tinh trang ting sinh qué
mirc cdc sinh vit khing nhay cim, dac bigt [a nim.
Tiéu chiy do Clostridium difficile [C:‘admdlmdiginfe associated diarhea
~ CDAD) di dirge bdo cio khi sir dung d5i véi héu hét cic Ihunc khéng
sith, bao gdm clindamycin, vA mirc & o6 thé ti tiu chiy nhe dén viém
dxuﬁngdénﬂénu]vmg Piu i bing cic thudc khing sinh sé iamlha)r
audn thé vi sinh ty nhiéa ciia rudt din toi sw phét trién qué mirc ciia
53 d(fﬁa.'e
Clostridium difficie sinh ra déc to A vi B gip phiin lim phit trién CDAC.
Cie ching C.difficile sinh nluéud?clu 13 nguyén nhén lim ting ty 1§ e
béah vé ti vong, wcdi,nhiém khudn n&yoélhéklmr.}mkhdmgcénlm
phapkhﬂngunh vi 0 thé cdn phii cit bo dai tring. Cin phai nghidén bénh
CDAD & it ca cic bénh nhan xuat hign tiéu chiy sau khi ding cie chat
khang Khudn, Cénghlbénh in mﬂlan vi di cd bdo cio CDAD xdy ra sau
hon 2 thang ké tir khi diéu trj biing khing sinh.
Tuong tic véi cic thube khdc vh cic dang twong tic khic
Tic dung 46i khing giita clindamycin va erythromycin d3 duge ahin thiy
trong nghién ciru in vitro. Do ¢6 j nghia déng ké vé 1im sing, khing nin
ding 2 thudc niy ¢ ddng thiri Clindamycin duge lh.i)' ¢6 ¢ac tinh chen thin
kinh cornén ed thé kim tﬁngtac dung clia cdc ﬂ'mﬁcche’ntﬁn kinh co. Do
vy, ¢n thin trong trén céc bénh nhin dang ding cic thude niy.
Thude ching dang khing vitamin K
Bi ¢b bdo cio vé tang céc chi sb xét nghigm vé dong mau (PTINR) v/
hofic xuét huyét & nhimg bénh nhan duge diéu trj bing clindamycin kit
hop véi mét thude chong dong khéng vitamin K (vi dy nhw warfarin,
acenocoumarol va ﬂumdmne) Vi vity, cin hulmg xuvén theo dbi cde kEl
qué xét nghiém ding miu & rhimg bénh chin dupc diéu trj bing thudc
khéng vitamin K.
Tic dung trén kha nding sinh sdn, phy nir c6 thai vi cho con ba

Su dung trén phu nit ¢6 thai

Cic nghién ciru dc tinh 1én khi ning sinh sin qua dwing ubng va tidm
dugi da & chudt va tho khong phit hién bing chimg ndc vé suy gidm kha
néng sinh san hodc gay hai dén thai do clindamycin, ngoai tn & cdc liéu
luyng gy dbe cho me. Nghiéa ciru trén kha niing sinh sin clia djng vit
kheing phéi lic ndo ciing dy dodn duge dip (mg trén nguti.

Clindamyein qua dige nhau thai ngudi. Sau khi ding da lidu, nng ¢6
clindamycin trong dich i dst khodng 30% nng d6 trong méu cia me.
Trong céc thir nghiém Jim sing trén phy it deng mang thai, \rlgv: dimg
clindamycin theo duimg toan thén trong suét ba théng thir hai vé ba thing
cubi cia thai ki khong lién quan dén viéc ting tin sudt xudt hién dj 14t bém
sinh. Chra c6 I:él‘.llﬂ’ltﬂ mmphu hop vi duge kiém soit tét trén phy ni¥
mang thai trong sudt ba thing dau tién cia thai k.

Chi nén ding clindamyein cho phu ni cd thai khi thyc st cin thidt.
St trén phu nd cho con bl

Clindamycin duge béo cio 13 6 bdi tiét qua sita me voi n&ng dj trong
kbodng 0,7 - 3,8 pg/mL. Khing nén ding clindamycin cho phy ni dang
cho con bid do ¢4 thé zay 1a cdc phan tmg bit lgi nghiém trong trén fré

sosinh.

httpsHromgtamthuoc.com/



47 Anh hwing trén kha ning lii 1e va vin hinh méy mée

Anh hrng ciia elindamycin trén khi ning I4i xe vi vin hinh may chira
durge darh gid mt céch o6 hié thong,

Téc dyng khéng mong mudn

Tét c& cic t4¢ dung khong mong mudn duge 1igt k& theo phin loai cia
MedDRA SOC [Meduxl Dictionary for Regulatory Activities System
Organ Class). Trong moi myc phin logi theo hé co quan, cie tie dung
khing mong muaudwt:tnnhhay o thn sullt duge 16t ké theo thir ty méc
dd nghiém irong gidm din,

5.1 Cicdc tinh duye dfng hoe

Cihc nghién ciru ndng 86 thudc trong huyét thanh trén 24 ngws tinh nguyén
truéng thinh binh thuong khi ung lifu clindamycin hydroclorid 150 mg
cho thiy clindamyein nhanh chéng dige hip thu sau khi ubng. Nong 85
dinh trung | binh trong huyét thanh 14 2,50 pg/mL dat duge trong 45 phit;
cic mitc nong d trong huyét thanh dat trung bmh 13 1,51 pg/ml vio 3
gitr vaﬂ?l]pyml.vaoﬁgw Haptbul:uamvtheuunn,ggmnhuhoﬁu
tokn (90%), va chi djrh thuc ddng the Kui fn khong lam thay dbi déng
ké cic ning d) Ihmc trong huyel thanh; cde mire nong d3 thudc trong
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huyét thanh 1 déng nhﬁtuamih dx:dnin duge theo bénh nhén vi lidu
ding, Cac nghién ciu v nﬂngdq thudc trong huyé thazh khi i ding dz h&u
Tan sudl chura Bidt clind hydroclorid cho tdi |4 ngdy cho méy khing cd bing chimg vé
(ki e tinh duge i tich Ity hay they ¢6i chuyénhda . Thixi gian bin théi cia clndamycin
&ﬁwﬂgs&gﬂ tingnkg ¢ nhimg bénh nhén suy chire niing thin rd rét Th&mplw]mﬁu\&
viém dai tring do mang bung khng cd tic dyng de loai b()cilndamycmmkhﬁ: huyét thanh.
clastridivm diffcile, Nbng di clindamycin trong huyé; thanh ting tuyén tinh khi tang lién. N&ng
shifm kbudn #m g;], b trong huyét thanh vuret qué n&ng & e che 161 thidu (MIC) cde vi sinh
vit trong it “nhét 6 gii sau Khi sir dyng litu khuyén cio thing thuimg.
mat bach ciu hat, gidm Clindamycin phén b% ring khap trong dich va céc md cia co the (trong
M&ﬁum,g:mh, cd xuong), Théi gian bén thii sich hoe trung binh [4 2,4 giv. Khodng 10%
gidm tigu cdu, gidm chalt.huyéuhéa o0 hot tinh sinh hpe duge thii wqmnwctlénﬂﬁ%
bach qua phin, phéucomaummmmmumamgchmnuyénnmmmgnogr
Rdi logn hé soc phén vé, padn (ng tinh. Chelieu léntéi 2 ¢ clindamycin mdi ngiy treng 14 ngdy dwge dung
mién dich dang phin v, phinimg nap 16t & nhimg ngudi tinh nguy{n khoe manh, ngoai tri t 1§ tic dyng phy
_ phinvé.quimdr | én bng tieu hoa tingKhi ting liu. Nong A9 clindamyein vio trong dich
Roiloan hé niomykhongasngke,mamshikeamummmmwugmSau
thin kinh khi sir dyng clindamycin hydroclorid Mguong,tbhgmbéntﬂlﬁng
Rdi lon Ién khodng 4 gid (trong khoing 3,4-5,1 gits) & ngiri cao tudi so véi 3,2 gitr
L . (trong khodng 2,1-4,2 gi) & ngui truomg thinh tré tudi. Mire 6 hép thy,
Roi IT&: ;’nlm i fnh fuy ohién, khéng khic nhau gia c4c nhém tudi vé khing cin thay 46, litu
ditu
Rbilogn b it chiy viém iy qui, 108 z:;’nﬁz’o%ﬁ{;mx;“’““ bish g v sk ng
tiéu héa thyre quin .
53 Dir lifu an todn titn lim sing
Roilogn varg da Bic tirh pay ung thur:
mit
Rail ban san Y Tanda [hos 1 bica bl do i Ca.cnﬂuéncl!ruﬁ:hmuﬁongvatchuadmtlénhin.hﬂclmdamytm
& :;;nd meday :z;g’ wgia :g?mne?h; chi.mm dé dinh gi4 kha ning pdy ung thir tidm tang.
(Gudi da Stevens-Johnson (SIS], Pac tinh gdy quai thai:
pining dy hietém | i s g o ok v 16 g 48 duge tén bl boo gbn
fgm ..u“;::m nghiém chin nhd & chuo( cong va thir agluém Ames Salmonella dio
odn Il&lEgRESS),s ngrge. Ci 2 thir nghiém déa cho kit qud m tinh.
n20ai ban mun mu odn Suy gidm kha néng sinh sin:
&mmphd'l(.ﬁlifl’) Cic nghién clu vé khi néng sin & chuft ching cho uing 161 litu
phi "’g;"’ ‘;‘e"’ "‘; 300mg/kg/ngay (khodng 1,1 lin licu khuyén cdo lom nhat & nguoi treong
e el thinh dya tén mp/n) cho thiy khing cd doh huing lén ki ning siah
Cherdi T ip Khd chjutai nod e sin boje gizo phoi
logn chung zeialdio Tmmgcacng}uenumwphélmmﬁmﬂmhmcm& sau khi sir dyng
v tgi not tiém ' dmoclheoﬁuungwngvéph&lmmphomnwﬁumvéﬂ:émlﬂuxﬁ
diing thube dung thudc theo dutmg tiém dusi da, khong quan sit théy dgc tinh tién
@nqus xét nghiém trién ndo, ngoai trit & cdc liéu luong iy ddc cho me.
kiém trafeét | chire ndng gan
nghiém | bit thuimg 6. Chcdjc tinh duge hoe
*ADR duge xic 4 khi thutc luu hanh' ADR chi & cho ca thub
Pl I““' Fomp a0 g tite | o pk wyoth due
'ADR chi dp dyng cho cdc dang thubc uong Clindamycin hydroclorid vién nang chia cfc 14 duoc sauw: lactose
iCée trimg hep hi d!ﬂl:ochaocaosaukh tiém qua finh mach qué nhanh monohydrat, tinh b ngd, tale, magnesi stearat
|{xem mye 4.2 Litu dung vi cich ding). 62 Thai han sir dung
49 Quilidu 24 théng ké 1 ngéy san .
Thim phéin méu v dich méng bung khing c6 hiu qui trong viée Ioai bb g3 Thén trong dic bigt khi bio quin
clindamycin trong huyét thanh, Khéng béo i 6 it d rén 30C.
5, Céc dic tinh duge Iy hye: 6.4 Quy cich dong goi

51 Hip2 vix 8 vién nang eimg, Hjp 10 vix 10 vién nang cimg.

Tiéu chudn: Nba sin xudt

Dic tinh dirge lire hye:
¥i sink: Clindamycin duge I.héy 14 cb tic dung chbng céc chiing phin Igp

ctia céc vi sinh vat sau wén in vitrg: it
oy i e v Nhé sin xuit:
G com M gro dhavug 8 10, g Fareva Amboise — Zone Industrielle - 29 route des Industries — 37530 Pocé
Tu chu ving (Staphylococeus aureus) Sur Cisse, Phdp
Tu cdu da (Staphylococcus epidermidis) (¢ic ching sinh men penicillinasz o ;
va khéng sinh penicillinase). ®Nhiin hitu d dang ky

LPD date: Dec29, 2015

Khi thit nghiém in vitro, mdt s6 chiing t cdu khdng voi erythromycin ban  Reference CDS date: Dec 29, 2015

dau 81 nhanh ching khéng vi clmdamycm
Lién cau (Strep , ngoai trir Strep

Phé chu (Preumacocei)
Céic tryrc khdn gram, dm ky ki, gém:

Loii Bacteroide (gbm nhom Bacteroides fragilis vé nhom Bacteroides
melaninogenicus)

Loi Fusobacterium

Cac trwec khudn gram domg ky khi Khdng tqo nha béo, glm:
Propionibacterium

Eubacterium

Loti Actinemyces

Cée citu khuén gram duong ky bhi vi di khi, gém:

Loii Peptococcus
Lodi Peptostrepiococe
Lién chu vi & kb
Clostridia: Clostridia khéng voi clindamycin thitu hon hiu hét cic
vi khudn ky khi. Han hét cic Clostridium perfringens thay cam nhumg
cdc lodi khdc nhu C. sporogenes va C. tertium thi lhlrbng khéng vdi
clindamycin.

Cén Jim xét nghigm vé khi ning nhay cim.

Khing chéo gia lincomycin va clindamycin 43 duge chimg minh. Déi
khing nhau giita clindamycin vi erythromycin d3 dvoc chimg minh.

Sfaecalis)

s

4 8813374
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