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HUGNG DAN SU DUNG THudC

*Clindamycin EG

300mg ’

(Clindamycin 300mg)

rud bdn theo 000, Doe K7 RGN0 din $0 dung trude khi oo
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THANH PHAN: MOi vign nand g g (CYP3A4), vil sif dong gdp nhd tir CYP3AS dé tao thanh
Dugc chat: Giindam‘urﬂ'l.nh‘j'dwﬂ g | clindamycin sulfoxid vd mot chdt chuydn héa phy, N-
oyt mones st cologal | desmehyclndamyci,
T4 duge: i trir
anhydrous silica Thai gian ban thai sinh hoe trung binh 14 2,4 gidy. Khodng 10%
DUC LYC HOG <o lincosamid ic che sig 161 hop *{415[ chuyén hoa cb hoat tinh sinh hoc duge thal tri qua nude
Clindamyein [& mgt Hhﬂﬂgn h:é'g i Ti-ﬁl] don v! ribesom 508 Vi hE:r.'u'él 3,65 fua phﬁn; phﬁn con lal dlﬂﬂ thai trit dudi dﬂ"ﬂ cdc
prtein vi Kuan 'h”&ﬁ 1 ing igp rbosom va qud trnh dich | €hatenuyén nda khéng hogt tinh,
tio ang 180 6 Q2 10 0 haat trong this nghigm | Céc 861 fuigng dgc biey
ma. Mic di clingamyein pROSP Suy thin

ching trén i vivo chuyn ddi hop
o4 hoat tinh khdng khudn. O cac
bidu hign hoat tinh kim khudn

in witra, sy thity phan nhaﬂh
chit ndy thanh clindamyein
fify thuing dimg, clindamytin
fren A prd,
Téc fung dutc WG
Higu ligc cha thube lién quan
thuic cao hon néng df e ch
gy binh (S T/MIC).

Kndng thufe A D
Khang clindamygin (R0ng thung nhat i do cac di bidin v tri

gdn khéng sinh cua rRNA hodic methyl hoa cac nucleotid ¢y the

d&n khodng thil gian &0 ndng &8
& 151 thidu (MIC) di voi tac nhan

trong RNA 235 cia iét dan vi ribsom 505, KTing d¢! mEr.] i
o5 thé vk dinh s Khang 1huo chéo trén i viro 0l a0
rnacroid vA sveptogramins B (kiéu hinh MLS,). D01 i Kang
e sy ra do cac dot bign thay th trong protein r.'hmm'
Knang clindamycin o thé bj cim (ng bdi cde macrolid trong
e ching i khvdin phidn 1ap khang macrolid. Khang thudc cam
{ng ¢ hé dugc ching minh v mdt xat nghipm cdy dfa (xé!
ghiém D-zone) hodc trong mdj taing broth. Gdc cd ahﬁ_xu.al
hign Khéng thusc 1t gp han llén quan déh sy bién 0Gi i
khdng sin va hé thing bom ddy thdc chit djng. G st khang
chép hodn todn gidla clindamyein v incomycin. Ging nhu vl
nhidy khing sinh khdc, tj 18 khdng thudc khic nhau gita cde
ching i khudn va ving dia Iy T7 1§ khdng clindamycin cao hon
trong cdc ching Staphyiococcus khang methicillin va cde
ching Prsumococcus khing penicillin o wdi cac vi sinh val
khdc nhay cam voi nhitng thuds nay.
Host tinh khdng khidn
Clindamycin duge thdy 12 cb tdc dung ching da s0 cdc ching
phdn fip cia cde vi sinh vt sao trong i nghiém in vitro:
Vi kiein il khi '
Vi khudn Gram dugng: Staphylococcus aureus (cAc chiing phin
Bp nhay wii methicillin), staphylococci khbng co men
coaguiase (cac ching phin Mp nhay vii methicillin),
Streptococcus pneumaniae (cdc ching phan 1p nhay v
penicillin, nhom streptococci beta tan huydt A, B, C vi G,
streptococcd nhom viridian, Corynebacleriumspp.
Vi km;!'F Gram &m; Chiamydia trachomatis,
Ve khirdn by ki
Vi khudn Gram duong: Actinomyces spp., Clostridium spp.
(ngoal trli Ciostricium ditficite), Eggerthelia (Eubactarivm)
Spp., Peptococcus spp., Peptostraptococeus spp. (Finegoldia
magna, Micromonas micros), Proplanibacterium acnes.
Vi liwdn Gram am: Bacteroides spp.. Fusobacterium PR,

Gardneralla vaginalis, Prevotefia S0,
Nim: Preumocystis jiroveci
Bdng vit nguyén sinh: Taxa i

: plasma '
gt gondy,  Plasmodium
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Thdi glan ban thai cla clindamyein trong huy®t thanh tang nhe
@ binh nhan bi gidm chic nang than ndng. Thim tich mAy vi
thim phdn phie mac khong hitu qui trong vidc loal b
clindamycin khol huyét thanh,

Noudi cao tudi

Cac nghién cu duge dfing hoc & tinh nguygn vién cao tufi (61~
79 i) va nguti trufing thanh tré whi (18 - 39 tudi) cho thay
rang, ohi co yéu 16 tudl thi khong 1am thay o6 duse dang hoe
cla clindamycin (df thanh thal, thii gian ban thai, the tich phan
ba, dign tich dusi dbting cong: bifu dibn theo ndng a0 - thei
gian) sau khi ding clindamycin prosphat qua tinh mach, Sau
khi dung clindamyein hydroclorid qua duting wiing, this gian ban

thai ting 1&n khodng 4,0 gid {trong khodng 3.4 - 5,1 gid) & nguei

ca tudi so vdi 3,2 gitr (trong khodng 2,1 - 4,2 git) & ngubi

truing thanh tré tudi. Tuy nhign, mdc 49 h4p thu khong khdc

nhau giia cde nhom Wi va khang cdn thay d6i 1iu cho ngudi

a0 1udl c6 chifc néing gan binh thuting va chic ning thin {didu

chinh theo df tudi) binh thuting.

CHIBINH

Clindamycin b tic dyng didu trj nhitmg nhifm khudn duti day

do cdc vi khudn ky khi nhay ¢dm voi thulie hodc cdc chiing vi

khudn ai khi gram duong nhay edm vii thue nhu lign cdu
(streptococci), W cdu (staphylococei), phé cdu (pneumococei)

va cac ching Ghiamydia trachomatis nhay cim wii thudc.

- Gac nhim khudn dubng hd hip trén bao gbm viem amidan,
vim hong, viém xeang, viém tai gila va bénh tinh hiing nhigt.

- Cac nhigém khudn dutng b hdp duti bao gBm viem phé quin,
viém phii, vidm mi mang phéi va dp-xe phii.

- Céc nhiém khudn da v md mém bao gdm tring ci, nhot,
vigm md t& bdo, chic 10, cdc dp-xe va nhifm khudn t2i vol
thuong. Vi cdc trubing hop nhifm khudn da va md mém dic
hidu nhy vidm quing va viém mé mdng (panaritium), cdc
truling hop ndy ddp Ong t0t khi trj liduvai clindamycin.

- Cac nhiém khudn xuong va khdp bao gdm vigm xuong tly va

| vigm khdp nhidm khudn.

- K holp i mbt s thudtc khang sinh phd vi khudn gram dm 4
khi thich hop dé difu tr] cdc nhidm khudn phy khoa bao gm
vidm ndi mac i cung, viem mb t& bao, nhiém khudn dm dao,
4p-xe vii-budng triing va vim wbi tring. Trong truting hgp vidm
¢l i cung do Chiamyaia trachomatis, difu trj cindamycin dan
thuin duge nhén thiy 12 c6 higu qua dikt duge vi sinh it nay.
= Cac nhifm khudn trong 8 bung gbm vigm phic mac va dp-xe
trong & bung khi k&t hop vii mot thudc khang sinh pha vilkhudin
di khi gram &m thich hgp. :

- Mhidm khudn huy8t va viem ndi tam mac. Higu qud cta
clindamycin 03 dugc ghi nhin trong didu tri mit s6 triting hop
vibm ndi tim mac cu thé, khi clindamyein & ndng df thich hgp
b thé dat duge trong huy8t thanh cb 1&c dung digt khudn
ift vitro 0 vt vi kihudn dang gdy nhifm khudn.

- Gdc nhifm khudn rang migng nhu dp-xe quanh rang (Ap-xe
nha chu) va vidm gquanh ring (viém nha chu).

- Viém nio do toxoplasma trén biah nhan AIDS. O cdc bink
nhan khting dung nap vl difu trj thang thuting, clindamycin
R hap vei pyrimethamin duge thy fa ca higugua,

- Vibm phéi do Preumocystis firovee! (phan foai trubc. ddy 1
Preumocystis carinif) trén bnh ahan AIDS. 0 binh nhan
khoing dung nap hodc knong dap (g ddy dli vii diéu trf théng
thusing, elindamyein o6 thé sit dyng phtl hgp voi primaguin,

- St rét: DG voi ol dinh nay, xin tham kho husng dln chin
dodn v difu 1 bnk stit rat moi nhat do BY ¥ 1 ban hanh

- Blfu trf dy phong vism miang trong tim tedn bénh nhin nhay
camid| dmg vi cc khdng sinh penicilling

Tedn {0 vitre, nhiing vi Khuln nhay cAm véi clindamyein gom:
B. melaninogenicus, B, disiens, B. bivius, Paplostroptococeus
SPp.. G. vaginalis, M, mullerls, M. curtisil v Mycoplasii
hominis,

LIEU piaNG VA CACH SU DUNG

Nawai 1dn v
300 mgAdn mbl 6, 8, 12 gk hode 600 mo/n mbi 8, 120K, b

Wank kid ning kich thich thio qun, nan uing vin nang
lindamyain hydroclarid vl mot e nuic iy,

Trib o (sho tré om ¢d ihd audt thude dang vidn nang)

B trdnh kisd nang bl kieh tng e qudn, nén wng vitn nang
Clindanyein hydioelorid vl mot cfie nude ddy.

Ui dliing bir B - 26 mo/Mo/igdy chia thanh 3 hode 4 1ifu bing
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L hia ¢ kha
Vign nang elindamycin khing phis hefp cho tré em &

nng nudt tron vien thudc.
a1 .
- ;’::':w dixc ding oo clia clindamycin cho thi-yl k:lil:;
I i fl
E?Z:ihac biat ¢ § nghia y& mat lam ﬁﬁn!']. gilia rru:t:; s
E ngubi cao tudi ¢ chic ndng gan va chic nént?ﬁm LK
chinh thea tudi) binh thung sau khi wing hodic I'ﬁ.cﬁ a
kndng can thigt phai digu chinh |iElE-ﬂ n:I]LﬂIt Ll:;.i:mnh o
' than (didu chinhy thed

nang gan va chit nang

.Ffmﬂ'.w.#ﬁn.wym\'n
khdng cdn didu chinh i

Bénh nkdn suy gan . .
H:ﬂng cAn didhu chinh {iéu ding 4 bgnh nhan sy gan

[ iu ditng cho nhing chi djah ddc big!
- NhiBm hidn cdu béla fan hoyst: : _
Tgn theo cac iy chl dinh & myc lidu diing cho noud bin va tré
e, Nén tifp tyc digutri trong itnh&t 10 nga_yl.
- Vim eff i cung do Chiamydia trachomatis:
- 14 ngay.

600 mo, 3 n/ngdy trang 10 g |

Vi Emg.{rnﬁ'i.;:lu PraUTOCySiS Car {rén bdnh nhé_n Ar;rs.
i §i 6 gi hodc 600 mo mbi & gty trong

indamycin 300 mg m .
E;‘:nng;,fi primaguin 15-30mg, 1 |4mingay trang 291 ngay.
- Diy irf videm amidan iEm hong cdp do lidn cdu:

300 mg, 2 n/ngdy trong 1(} ngay.

- B tri st el ie's
Vi chi dinh ndy, tham khao hung d3n chdn dodn vi difu tr]

i anh.
bénh siit rét moinhdt do B Y té ban b |
. Dy phong viém ngi Em mac & bént nhdn ahay eam vdi

(PTG

duding & benh nidn suy than.

Ngudi Kin: 500 mg 1 gid tnidc ki phiiu thudt; trd em: 20 markg |

1 gty trui ki phiu thusat.
CHANG CHI BINH _ | |
Bénh nhan man cim véi clindamycin, fincomycin hodic bat ¢
thanh phin nao cia thudc.

THAN TRONG _
Phan dng qua min nghigm trong, bao glim ¢A nhilng phén ding

da nghiém trgng fihu phan dng do thufic kem tng bach cdu ua
sosin vi nhing tridu ching todn than [BHFSEJ. hdi chifng
Stevens-Johnson (SJS), hoal i bidu bi do nhigm dhc (TEN), va
ngoai ban myn mil todn than cdp tinh (AGEP) 03 duic o cdo
& b&nh nhan dupe diu irj bing clindamyein. NEw bi phan ing
qua mAn hodc phin dng da nghiém treng, nén ngiing dung
clindamycin va tién hanh diu trj bing li¥u phap thich hap. .
Viem dai trang gid mac duc bdo cdo voi hdu hét cic thudc
khang sinh bao gim clindamycin wdi mic df tirnhe dén de doa
tinh mang. Do vy, diéu quan trong 12 c3n nhdc chdn dodn trén
cic bénh nhdn cb cic ddu hidu cla tibu chay sau khi dung
khidng sinh.

Biél trj bing thudc khdng sinh lam thay d8i hé sinhvit cia dai
trang va ¢ thé tao cd hoi cho clostridia ting trudng vugt miic,
Cic nghién ciu cho thiy ddc 8 tao ra do Clostrdivm difficie [
nguyén nhdn ddu tidn gay ra vigm dai trang do khang sinh. Sau
khi xdc dinh chén dodn viém dai trdng gid mac ban ddu, cin
tifn hanh cic bign phip didu trj.

Cde truing hep vidm dai trdng gid mac nhe thudng tu hii phuc
khi ngung thudc. Trong cdc trubing hop vira dén nang, cdn can
nhdc vigc quan Iy bl nulc va chit dign gidi, bd sung protein, va
diu tr vi mt khdng sinh cd nibu qua 13m sing vai viem rudt
kBt do Clostridium difficite.

Tigu chay do Clostridium difficile (Clostridium  difficila

assaciated diarhea - COAD) 43 duge bdo co khi sit dyng A

i hdu hiét cdc thudic khang khudn, bao gom ¢ clindamycin, va
miic 49 ¢ th 1if tidu chiy nhe dén viem dai tring din dén tir
vong. Bidu tri bing cdc thudc khang khudn 58 Bim thay a6 quin
thE i sin 1/ e cisa 0ai trang A 16§ sy phit trién qud mic
clia . difficife.

Clostridium difficie sinh ra 60c 1§ A va B gap phdn lam pht
trién COAD. Cdc ching C. difficile sinh a8 15 manh hon
nguykn n!]aﬂ. l2m tang ty 18 mdc bénh va 1 vang, vi cic tinh
rang nhim khudn niy co the kho chia khi ding ligu phap
khdng sinh va cd the cdn phai cAt b6 dai irang.

I?ﬁn ph:éi nght d&n b&nh CDAD & 3t ¢ cac b&nh nhdn xust hign
tidu ehidy sag khi diling khang sinh, cin ghi ténh dn edn than vl

Bing khing sinh 0l ket khi digy

|15} E:I'inl‘lam?.i‘.'m knbng khueh An nhigy vig dich nio
k‘hnng Min FIung clindamycin d& diutr viam mang ndo,
Nifu didu tri .kén dab, ndn theo dbi chi NG gan, thin va gidm
:'.al ﬂl.'l;';[i thife mdw. Sir dyng chindamycin c6 68 din dn finh
rang kang sinh qui mie cde sink val khdiri i
i 0 nhay cdm, dac bist

T dupe lactose: Sdn phim fidy &0 chifa lactose manal drat
B8l nhdn co cde vin a8 4 truydin 1viEm e
galactose. Ihifu Lapp lactase hodc kam |
Bitlactose khbng ndn ding the nay.

TUANG TAC THUGE

Tac dung ddi khing gita clindam
fian it iy ¢ nigh r

ﬂ o sding, ll.l::'l“: ll-:nllﬁl‘:nt;“; Ir:t:::mnétn::;tfmma ki
ity eln thige: Iy e e Hinh ohan thiln kink m niin af 1yd

Ihm ting e dung el fide s
i & tham th
A trong 1180 cde e nay An Kinh oo, Dn vay, odn

Ulindlarmyein dutso chiyfn hag ehi)
hitt GYPIAG

sillerdid i

Irj

tiy,

0dp vE dung nap
Pt glcose -

Yoin va eryihromycin a8 dixc

80 bl GV PAAA v il
Phin
1ao ra chdt ehivn hoa chinh o elndamyein
mat phdn  ohd  ohas thindn  hiva ll.|
esrmathybilindamyein. Wi vay, ohe ehilt (e eRe CYPIAd vy
GYPIAG cd thl B gidm o thank i) ¢ Nndkarmyein va ede andy

e ————

cm ting cdc iscenzym nay c thé ldm tang ap thanh thai
clindamycin. Gdn theo doi sy gidm hidu lyc thudc khi o At cds
chit cam tng CYP3A4 manh nhu 13 rifampicin.

Céc nghitin ciiu trén (i vitro a4 chi ra clindamyein Khang e ché
CYP1A2, CYP2CO, CYP2C19, CYP2ET hay CYP2DG va chi g
ché CYP3A4 O mifc df vira phdi, Vi vay, khdng chdc chdn 14 oo
wang ¢ guan trong trén lm sang gida clindamycin va cdc
thudt 8U9C ehuyén ha bii cdc enzym nay khi diing ddng thai

Gac thudc chang déng hhapg vitamin K: I
Thai glan ding mdu ting trong cic xét nohigm déng mdu
(FTANR) vaioge chiy mau 03 duge béo clo B cac bénh nhan
duge difu tri bing chindamycin k&t hop wai mit thude ching
dbng khing vitamin K (vi dy nhu warfarin, acenocoumarol va
fiuindien). Vivay, cdn tign hanh dinh ky cdc xét nghiem dang

méu & nhing bénh ghan dugc difu trf Bing cdc thuic chdng
dding khing vitamin k.

PHU NU €O THAI VA cHo con B0

Thai ky mang thay:

Gac nghi€n i dde tinh 180 kh nng sinh sdn qua duiing uing
va ltm dfm da & chugt va th khong phét hign bing chiing ndo
vé suy iam kha nang sinh sin hodc gdy hal déin thai do
clindamycin, ngeai tri & cdc Jidu lugn 9 08y d6c cho me. Nghign
ciiu trén khd nang sinh san cia 699 vit khing phai lic nao
cling dy dodn diic dap (ng trén nguii.

Clindamycin qua dikie nhay thal ngubi. Sau khi ding da 1y,
nting df clindamyein trong dich &i dat khodng 30% néng 44
trong mau cla ma.

Trong cdc thil nghiém 1&m sang trén phy n dang mang thai,
vige ding clindamycin theo dubing todn than trong suft ba
thang thif hai va ba thang cudi clia thai ky khong lign quan dén
vige tng tdn sudt xuslt hidn di 3t bdm sinh. Chua cd edc nghidn
¢ phit hop va dugc kidm sodt 46t trén phy it mang thai trang
st b thang dau tién cia thai ky,

Ghi nén ding clindamycin cho phy nl o6 thai khi thyc sy cdn
thiét.

Thih kjr cho con i Clindamycin duge bao c4o 14 co bai tiet gua
sla me v ndng di trong khodng 0,7 - 3.8 meg/mL. Khiing nén
diing clindamycin cho phy ni dang cho con bii do cd thé gdy ra
cdc phiin (ng bat gi nghigm trong trén tré sosinh,

TAC DONG CUA THUOC LEN KHA NANG LAl XE VA VAN
HANH MAY MOC

Anh hudng clia clindamycin 18n kha ndng 1ai xe va vin hanh
miy moc chua duge dénh gid mot cich ¢6 hé thiing.
TAGC DUYNG KHONG MONG MUdN

T4t cd céc the dyng khing mong mudn duge it ke theo phin
ioai cia MedDRA SOG (Medical Dictionary for Regulatory
Activities System Organ Class). Tdn sult cdc tic dung khdng
mang mudn duge quy wic nhu saw rdt thubng gap (2 1/10),
thasing gap (= 1/100 difn < 1/10); it gdp (= 1/1000 dén < 1/100),
hiém gdp (= 1/10000 dén < 1/1000), tdn sudt chua biét (khing
uic tinh duge béng dif ligu san cb).

Nhigm triing va nhifim kv sink tring:
Thuing giip: Vigm dai tring gid mac. Tan sudt chua bigt: viém
dai tring do Clostridium difficile, nhilm khufn am dao.

R&i loan mau va he bach huyst Thudng gap: ting bach cdu ua
eosin. TAn sult chua bift mat bach cdu hat, gidm bach ciu
trung tinh, gidm tiu cdu, gidm bach cdu.

A6 foan hé milin dich: TAn sult chua bidt: sbic phan v&*, phin
ding dang phan vé ", phin dngiphdn vi*, qud man®.

R0 loan hé than kinf: it g&p: 0 loan vi gide.

A7 foan hé tiéw hoa: Thudng odp: tidu chdy. it gap: dau bung,
hufin nén. ndn mifa. TAn sudt chua bist: vigm thyc quan®, loét
thyc quan®.

Rdi foan gam mat; TAn suflt chua bist: vang da.

A6T loan da vd mé dudi da: Thudng gdp: ban san. it gip: may
day. Higm gdp: héng ban da dang, ngoa. Tén sudt chua bifk:

hoai i bifu b do nhiim ddc (TEN), hi ching Stevens-Johnson
|

{55}, phdn (ing do thubc kém ting bach cAu Ua ensin va nhing
trifu ching todn than (DRESS), ngoai ban myn mii todn than
¢Ap tinh (AGEP), phii mach, viém da troc vay, vigm da bgng
nudic, ban dang sdi.

Kt gud xdt nghigm: xét nghigm chific ndng gan bt thubng.

* Tac dyng khdng mong mudn duge xac dinh sau khi thudic Iy
hinh, _
Thong bao ngay cho bide st hode duge sTnhing phén mg cb hal
gap phai khi sit dyng thudc.

QUA LIEU VA CACH XU TRI

Dy kifn ki néu iy ra qua 118y, s8 quan sat thiy cdc tdc dung
khdng mong mubn trén dubing tibu hoa, bao gBm dau bung,
bubh 10, N va s chay, Tham tch méu va thim phan phic
mac khng co Hiku qud trong viRG lodl bo glindamycin trong

huryt thanh,

HAN DUNG 36 thang ké tit ngay s&n xudt.
BAOQUAN  Dugi 30°C. Tréanh dm vitdnh séng.
TIEL CHURN TS,

TRINHBAY  HOp 10 i vI 10 vin,

Ghn it tal CONG TY ©0 puAN PYMEPHARCOD
166 - 170 Nowdn Hib, Tuy Haa, Pho Yon, Vigt Nam
SAn phdm cha E0 LABD - pHAp

it o s
ARG LABG

e ribivggy ooy 1A hidi) eia
STADA Argnaimitiel AG = B
Stagastrasse 218, 81118 Bad vilel, Garmany
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