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MAU PANG KY
TO HUONG DAN SU DUNG THUOC MEYERCLINDA 300

Rx - Thudc nay chi ding theo don thude
MEYERCLINDA 300

Dé xa thm tay tré em
Pgc ky hwémg din sir dung trwie khi ding
Thanh phan céng thirc thube: Méi vién chira:
- Thénh phan diege chat:
Clindamycin 300mg
(dwéi dang Clindamycin hydroclorid)
- Thénh phén td dwpc: Lactose monohydrat 80

mesh, Natri starch glycolat, Colloidal silicon dioxide,
Magnesi stearat, Nang gelatin rong s6 1.

- Thanh phdn vo nang cimg sé 1: Gelatin, Titan
dioxyd, FD&C Red No.40, FD&C Yellow No.5,
FD&C Blue No. 1, FD&C Red No.3, Nudc tinh khiét.

Dang bao ché:

Vién nang cimg.

Vién nang cimg s6 1, mau hong/ndu, bén trong
chira bot thude mau tring hodc gin nhir tring.

Chi dinh:

Clindamycin c6 tac da,mg diéu tri nhimg nhiém
khuan duéi diy do cic vi khuén ky khi nhay cam vai
thude hodc cac chung vi khuan i khi Gram duong
nllay cam v6i thude nhur lién céu (Streprococci), t
cau (Staphylococci), phe cau (Preumococci) va cac
ching Chlamydia trachomatis nhay cam vai thudc.

a) Cac nhiém khuan ducmg ho hap trén bao gém

viém a-mi-dan, viém hong, viém xoang, viém tai giira
va bénh tinh hong nhiét.

b) Céc nhiém khuan duong hé hép dudi gom viém
phé quan, viém phéi, viém mu mang phdi va ap-xe
phéi.

¢) Cac nhiém khudn da va mo mém bao 2om
trung ca, nhot, wem mo té bao, chbe 1o, cac ap-xe va
nhiém khuan tai vét thuong. Vi cac. nhiém khuan da
va mé mém dic hiéu nhue viém quang va viem mé
moéng (panaritium); cac tredng hop nay dap {mg tot
khi tri ligu véi clindamycin.

d) Céc nhiém khudn xuwong va khép bao gém
viém xuong tiy va viém khép nhiém khuan.

e) Két hop vai mét thude khang sinh pho vi khuan
Gram am ai khi thich hop dé diéu tri cic nhiém
khua.n phu khoa bao gom viém ndi mac tir cung, viém
mé té bao, nhiém khuan am dao, ap-xe voi buonjp
trimg va viém voi trimg. Trong truong hgp viém ¢o
tr cung do Chlamydia trachomatis, diéu tri

clindamycin don thudn duge nhan thiy 1a ¢6 higu qua
di¢t dwgce vi sinh vét nay.

f) Céc nhiém khua.n trong & bung gbém viém phic
mac va ap-xe trong é bung khi két hop véi mét thude
khéng sinh phd vi khuén i khi Gram am thich hop.

g) Nhiém trung huyet va viém ndi tim mac. Higu
qua cua clindamycin da dugc ghi nhén trong diéu tri
mdt sO truomg ho‘p viém ndi tam mac cu thé, khi
clindamycin ¢ nong 4§ thich hop co thé dat duge
trong huyet thanh c6 tac dyung diét khudn in vitro doi
v6i vi khuén dang gay nhiém khudn.

h) Céc nhiém khuan rdng miéng nhu &p-xe quanh
rang (ap-xe nha chu) va viém quanh rang (viém nha chu).

i) Viém phéi do Preumocystis jiroveci (phén loai
truoc day la Pneumocystis carinii) trén bénh nhén
AIDS. O bénh nhan khong dung nap vai hogic khong
dap img day du voi dteu tri thong thu'b‘ng
clindamycin ¢6 thé sir dung phoi hop véi primaquin.

i) S6t rét: Doi véi chi dmh nay, xin Iham khao
hmmg ddn chan dodn va diéu tri bénh sot rét méi
nhdt do Bo Y 1 ban hanh.

k) Diéu tri dy phong viém mang trong tim trén
bénh nhin nhay cam/ di img véi céc khang sinh
penicillin.

Trén in vitro, nhimg vi khuin nhay cam véi
clindamycin gom: B. melaninogenicus, B. disiens, B.
bivius, Peptostreptococcus spp., G. vaginalis, M.
mulieris, M. curtisii va Mycoplasma hominis.

Cich ding, lidu di ng:

Liéu dimg cho ngudi lon:

Clmdamycm hydroclorld vién nang (dwong uong}
300 mgflan moi 6, 8, 12 gir hodc 600 mg/lan mdi 8,
12 gio. Dé tranh kha nang kich {mg thuc quan, nén
udng vién nang clindamycin hydroclorid véi 1 coc
nude day.

Liéu dimg cho tré em:

'Vién nang clindamycin hydroclorid (cho tre em c6
thé nuot thuéce dang vién nang)

De tranh kha nang bi kich img thyc quan. nén
uonb vién nang clindamycin hydroclorid véi 1 cbc
nudc day.

Liéu ding tir 8 dén 25 mg/kg/ngay chia thanh
3 hoac 4 lieu bang nhau. Dang vién nang co the
khong phén liéu mg/kg chinh xac: vi vdy, co thé cdn
ding dang bao ché khéc trong mot s truomg hep.

Vién nang c]mdamycm khong phii hop cho tré em
chira ¢6 kha nang nudt tron vién thude.

Liéu dimg cho ngudi cao udi:
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Céac nghién cira duge dong hoc cua clmdamymn
cho thay khéng co sy khac biét c6 y nghia vé mit lam
sang giira ngtzcn tré tudi va ngudi cao tudi ¢d chire
ning gan va chirc nang thin (diéu chinh theo mﬁl)
binh thurémg sau khi uong hodc tiém. Vi vay khong can
thiét phai diéu chinh liéu & ngudi cao tudi co chirc
ning gan va chirc ning thin (diéu chinh theo tudi)
binh thudng (xem Muc Cdc dic tinh duwge dpng hoc).
Liéu dimg cho bénh nhan suy than:

Khong can thiét diéu chinh lidu clindamycin &
bénh nhan suy than.

Liéu dimg cho bénh nhan suy gan:

Khéng can diéu chinh liéu dung & bénh nhan suy gan.
Liéu dimg cho nhirng chi dinh ddc biét:

(a) Nhiém lién cdu bé-ta tan huyér:

Tuén theo céc liéu chi dinh & muc Lieu dung cho
ngudi lom, Lleu dung cho tré em. Nén tiép tuc diéu tri
trong it nhat 10 ngay.

(b) Viém co nr cung do Chlamydia trachomatis:

Clindamycin hydroclorld uéng 600 mg, 3
lan/ngay trong 10 — 14 ngiy.

(e)Viém phéi do Preumocystis carinii_trén bénk
nhdn AIDS:

Udng 300 mg clindamycin hydroclorld moi 6 gicr,
hodic 600 mg moi 8 gid, trong 21 ngay va primaquin 15
dén 30 mg, 1 lan/ngay, trong 21 ngay.

N, Diéu tri viém a-mi-dan’ viém hong cdp do lién

cau:

Vién nang clindamycin hydroclorid liéu 300 mg,
uong 2 lanfngay, tronf, 10 ngay.

(g) Diéu tri_sot rét: Véi chi dinh nay, xin tham
khao huong ddn chan dodn va diéu tri b(,-nh s61 rét
mdii nhdt do Bo Y té ban hanh,

(h) Dic phdng viém ndi tdm mac ¢ bénh nhdn nhay
cam vdi Penicillin:

Clindamycin hydroclorid vién nang (duong
udng): Ngudi 1on: 600 mg, | gi& trede khi phau
thudt; tré em: 20 mg/kg, 1 gidy trude khi phau thuit.

Chéng chi dinh:
Chéng chi dinh clindamycin & bénh nhin trudc
diy co tien s di u'ng voi clindamycin  hode

lincomycin hodc vai bat ky thanh phan nao trong
cong thirc.
Cinh bdo va thin trong khi diing thudc:

Phan img quéd man nghiém trong, bao gém ca
nhimg phan ung da nghiém trong nhu phan img do
thuéc kém ting bach cdu wa eosin va nhitng triéu
chimg toan thin (DRESS), h{i chimg Stevens-
Johnson (SJS), hoai tr biéu bi do nhiém djc (TEN)
va ngoai ban mun mu toan thén cap tinh (AGEP) da
dugc bdo cdo & bénh nhin duge dleu tri bang
clindamycin. Néu bi phan ing qua man hodc phan

ing da nghiém trong. nén ngimg dimg clindamycin
va tién hanh diéu tri bang li¢u phap thich hop (xem
Muc Chéng chi dink va Muc Tdc dung khong mong
mudn cia thubc).

Viém dai trang gia mac du'qc bédo cdo voi hiu hét
céc thude khang sinh bao gdm clindamycin véi mire
do tir nhe dén de doa tinh mang. Do vy, diéu quan
trong 14 can nhiic chan doan trén céc bgnh nhan 6 céc
déu hiéu cua tiéu chay sau khi dung thudc khang sinh.

Diéu trj bang thude khang sinh lam thay déi hé
sinh vit cua dai trang va co thé tao co héi cho
clostridia tang truéng vugt mirc. Cac nghién ciru cho
thiy doc to tao ra do Clostridium difficile 1a nguyén
nhén déu tién gay ra viém dai trang do I-:hang sinh.
Sau khi xéc dinh chan doan viém dai trang gia mac
ban ddu, cin tién hanh cac bién phép diéu tri.

Céac truomg hop viém dai trang gia mac nhe
thuong la khi ngung thude. Trong céc trwomg hop vira
dén nang, cin cin nhéc viée quan ly bu nuéc va chit
dién giai, bo sung protein, va diéu tri véi mot khéng
sinh ¢6 hiu qua ldm sang vai viém rudt két do
Clastridium difficile.

Tiéu chay do Clostridium difficile (Clostridium
difficile associated dlarrhea-CDAD) da duge béo cao
khi sir dung ddi véi hau hét cic thude khéng khuén,
bao gom ca clindamycin, va mirc do ¢o the tir néu
chay nhe dén viém dai trang dan dén tir vong. chu
tri bang cdc thudc khang khudn sé& lam thay doi quan
the vi sinh tr nhién cua dai tring dan dén sy phat
trién qua mic cua C.difficile.

Clostridium difficile sinh ra djc to A va B gop
phén lam phat triecn CDAD. Cac chang C.difficile
sinh doc t6 manh hon la nguyén nhéan lam tang ti 1¢
méc bénh va tir vong, vi céc tinh trang nhiém khuan
nay co the kho chira khi dung liéu phap khang sinh va

cb thé can phsn cit bé dai trang. Can nghi dén bénh
CDAD ¢ tat ca cac bénh nhéin xuét hién tiéu chay sau
khi ding khang, sinh. Cén ghi bénh 4n cén thén vi da
¢o bao cdo CDAD xay ra sau hon 2 thang ké tir khi
diéu trj bz‘ing thude khang sinh.

Do clindamycin khéng khuéch tan nhiéu vao dich
ndo tity, khong nén dimg thubc dé diéu trj viém mang
ndo.

Néu diéu tri kéo dai, nén theo déi chirc ning gan,
thén va giam sat cong thirc mau. Str dung clindamycin
¢6 thé dan dén tinh frang tang smh qua muc cac sinh
vit khéng nhay cam, dic biét 1a ndm men.

Canh bao lién quan den thanh phan ta diegce:

Bénh nhan ¢6 cac van dé di truyén hiém gap vé
dung nap galactose, thiéu Lapp lactase hodc kém hap
thu glucose-galactose khong dugc dung thude nay.

Thudc nay c¢o chira dudi 1 mmol (23 mg) natri
trong méi lidu, vé co ban duge xem nhir “khong chira
natri”.

ST :‘\'2?}
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Sir dung thude cho phy nit ¢o thai v cho con bi:
* Sw dung trén phuy nir ¢é thai

Cac nghjen ciru déc tinh Ién kha ndng sinh san
qua duong uong va tém dudi da @ chudt va tho
khong phat hién bang chirng nao vé suy giam kha
nang sinh san hoac gdy hai dén thai do clindamycin,
ng,om tnr & céc liéu luong gay ddéc cho me. Nghién
ciru trén kha néng sinh san cia déng vit l\honb phai
lic nao ciling dyr doén duoe dap img trén ngudi.

Clmdamycm qua dugc nhau thai nguéi. Sau khi
ding da liéu, nong dd clindamycin trong dich 6i dat
khoang 30% nong d6 trong méu cia me.

Trong céc thir nghiém 1dm sang trén phu nir dang
mang thai, viéc ding clindamycin theo dudng toan
than trong suét ba thang thir hai va ba thang cuoi cua
thai ky khéng lién quan dén viéc ting tin sudt xuat
hién di tat bam sinh. Chwra c6 cac nghién ciru phu hop
va dugce kiém soat tot trén phy nir mang thai trong
sudt ba théang dau tién cua thai ky.

Chi nén ding clindamycin cho phu nir ¢é thai khi
thit sw cén thiét.

* Swr dung trén phu nir cho con bii

Clindamycin dwge bao cdo 1a ¢c6 bai tiét qua sira
me vGi nong d¢ trong khoang 0,7 — 3.8 pg/mL.
Khong nén ding clindamycin cho phy nir dang cho
con bu do c6 the gfy ra cac phan (g bat lgi nghiém
trong trén tré so sinh.
* Kha nang sinh san:

Cac nghién ciru vé kha nang sinh san & chudt
duoe didu tri bing clindamycin duomg uéng khong
chimg minh duge tic dyng trén kha ndng sinh san
hodic kha ning giao phéi.

Anh hwong cia thubc lén kha ndng ldi xe, vin
hanh mdy mde:
Anh huéng cia clindamycin lén kha nang lai xe

va van hanh may moc chua duoc danh gia mot cach
c6 hé théng.

Twong tdc, twong ky, ciia thudc:

Tac dung d6i khéng gitta clindamycin va
erythromycin da dugce nhén thay trong nghién ctru in
vitro. Do ¢6 y nghia déng ké vé 1am sang, khéng nén
dung hai thude nay dong thoi,

Clmdamycm dugce thdy co dic tinh chen 1han kinh
co nén ¢o thé lam ting tac dung cua cac thudc chen
than kinh co. Do vy, cin thin trong trén céc bénh
nhan dang ding céc thude nay.

Clindamycin dugc chuyén héa chi yéu bai
CYP3A4 va mét phan boi CYP3AS tao ra chat
chuyen héa chinh la clindamycin sulfoxid va mét
phin nhé chit chuyen héa N- desmethylclmdamycm
Vi vy céc chét irc ché CYP3A4 va CYP3AS 20 thé
lam giam d§ thanh thai clindamycin va cac chat cam
Ung céc isoenzym nay c6 thé lam ting d thanh thai

clindamycin. Can theo ddi sy giam hiéu luc thube khi
c6 mét cac chdt cam img CYP3A4 nhur la rifampicin.

Céc nghién ciru trén in vitro da chi ra clindamycin
khong @c ché CYPIA2, CYP2C9, CYP2C19,
CYP2E1 hay CYP2D6 va chi {rc ché CYP3A4 & mirc
do vira phai. Vi véy, khong chic chin la co twong tac
quan trong trén lam sang gitra clmdamycm Va céc
thuoc duge chuyén hoa boi cée enzym nay khi ding
dong thii.

Céc thudc chéng déong khang vitamin K:

Thoi gian déng méu tang trong céc xét nghiém
dong mau (PT/INR) v&/ hodc chay mau di duoc bao
cdo O cac bénh nhan duoc dlcu tri bang clindamycin
két hop véi mot thude chong dong khang vitamin
K (vi du nhu warfarin, acenocoumarol va fluindion).
Vi vély, tién hanh dinh ky cac xét ng,hlf;m dong mau o
nhimg bénh nhan dwoc diéu tri bing céc thude chéng
dong khang vitamin K.

*Twong ky:

Do khéng ¢6 cic nghién ciru vé tinh fwong ky cta
thuée, khong trén lan thude nay véi cac thude khac,

Tdc dung khdng mong mubn cia thude (ADR):

Tat ca cic tic dung khong mong mudn duge ligt
ké theo phan loai cia MedDRA SOC (Medical
Dictionary for Regulatory Activities System Organ
Class). Trcng méi muc tan sut, cac tac dung khong
mong muon duge trinh bay vdi tan suat duoc ligt ké
theo thir tw mirc 46 nghiém trong y té giam déan.

Bang cac tic dung khéng mong mudn

Phiin loai Thnimg it gip Hiém Tin suit chua
oal | &3P s yi000] B | pidy (khong wic
theo hi co | >1/100 (= ;""" | >1/10.000 &
= i déa |- ,; tinh dwgc tir div
quan | 80 <o | 80 | g sin cd)
<1/10 <1/1.000
Nhiém Vie Viém dai tring
tring va dai :::1 do Clostridium
nhidmky | °F mg difficile, nhidm
sinh tring | khudn dm dao
_ Mit bach ciu
Rai loan Tang hat, giam bach
mau va h§ | bach cdu cdu trung tinh,
bach huyét | va eosin gidm tidu cau
giam bach cdu
Soe phan vé *
£ " phan img dang
Roll’lnzr_: ];c phan vé*, phan
micn dic img phin v&*,
qud min*
Réi‘ logn hé¢ Roi loan
than kinh vi gide
Rm‘ loan Gim-h&

> \e

&

-

L

25 f

1



https://trungtamthuoc.com/

Phin losi Th;mg it gap H':m Tin sudit chua
i P |zL000| _ 5P | biét (khong wéc
eo hé co | >1/100 dén >1/10.000 tinh duge tir dir
quan dén dén i ;
<o | V19| yp.000 | Tiusanco)
s Viem | Giim
Ré1 loan - %
. tic finh | huyel
mpch ik mach’ | dp’
Bau
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gan mil g
Hoai tir biéu bi
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chimg Stevens-
Johnson (SJS).
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thuoc kem tang
R6i loan da _ Héng ban wb;:h‘;n:h‘;
va md dudi | Bansan | Mé day | da dang, triéu chimg to f“
- U89 | \hin (DRESS).
ngoai ban myn
mii toan thin edp
tinh (AGEP).
phit mach, viém
da troc vy, viém
da bong nuae,
ban dang sai
Cac r6i lean DPau!,
chung va tai dp-xe tai Kha chiu ¢ cho
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thuoe tiém’
Xet
_Kél qua “3:].';“‘
kiém tra/xet | S©
nghiém ning
gan bt
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"ADR duoc xéac dinh sau khi thuoe ILru hanh
TADR chi ap dung cho céc dang thuoc tigm
'ADR chi ap dung cho céc dang thudc uéng

SCic truomg hop hiém gap & dugc bao cdo sau khi tiém qua
tinh mach qué nhanh (xem Muc Cich dﬁng, liéu ditng).
Bdo cdo tic dung khong mong muon

Vige béo cdo cac tac dung khéng mong muén sau
khi thuéc duge phé duyet la rat quan trong, giup tiép
tuc theo déi danh gla lgi ich rii ro cua thuoe. Nhén
vién y té can bao cio cac phan img c6 hai cua thudc
vé Trung tam Thong tin thude va Theo doi phan img
¢0 hai cia thuoc (Trung tdm DI & ADR Quoc gia).
Théng bdo ngay cho bdc st hadc dugce st nhitng phan

vmg ¢d hai gap phai khi st dung thuéc

Qud lidu va cdch xir tri:

Dy kién 1a néu xdy ra qua lidu, s& quan sit thiy
cac tac dung phu trén dutmg tiéu hoa. bao gbm dau
bung, budn nén, nén, tiéu chay. Tham tach mau va
tham phin phic mac khong co hiéu qua trong viéc
loai bo clindamycin trong huyét thanh.

Ddc tinh dwpc luc hpc:

Nhém diwge Iy:Thube chéng nhiém khuin dung
toan than, nhém lincosamid.

Ma ATC: JO1FF01
Co ché tde dung

Clindamycin 12 mot khang sinh lincosamid rc ché
sur tﬁng hop protein vi khuan. Thude gin két vai heu
don vi ribosome 50S va tic dong lén ca viéc téng
hop ribosome va qud trinh dich md Mac du
clindamycin phosphat bét hoat trong thir nghiém in
vitro, s thuy phan nhanh chéng trén in vivo chuyén
doi hop chat nay thanh clindamycin c6 hoat tinh
khang khuan. O céc liéu tlmo‘ng dung, clindamycin
biéu hién hoat tinh kim khuan trén in vitro.

Tdc dung dicoc huc

Hi¢u luc cia thude lién quan dén khoang thei gian
c6 nong do thuéc cao hon nong d irc ché t6i thiéu
(MIC) déi véi tac nhén géy bénh (%T/MIC).

Khdng thuéc

Khang clindamycin théng thudng nhit 1a do céc
dot bién & vi tri gin khang sinh cia rRNA hoic
methyl héa cac nucleotid cuy thé trong RNA 23S cia
tiéu don vi ribosome 50S. Nhimg dét bién nay co thé
xac dinh sy khang thudc chéo trén in vitro véi cac
macrolid va streptogramins B (kiéu hinh MLSg). D6i
khi khéng thudc xay ra do cic dot bién thay thé trong
protein ribosome. Khang clindamycin ¢o the'b; cam
img boi cac macrolid trong céc ching vi khuan phén
lap khang macrolid. Khang thudc cam img cé thé
duge chimg minh véi mét xét nghiém cdy dia (xét
nghiém D-zone) hodc trong méi truong broth. Cac co
ché xuat hién khang thude it gip hon lién quan dén
sw bién doi cua khang sinh va hé théng bom day
thuéc chu dong. Co sir khang chéo hoan toan gitra
clindamycin va lincomycin. Cing nhu véi nhiéu
khang sinh khéc, ty 1¢ khang thuoc khac nhau giira
cac chung vi khuan va ving dia ly. Ty 1¢ khang
clindamycin cao hon trong céc chung staphylococcus
khang methicillin va cac chung pneumococcus khang
penicillin so v&i cac vi sinh vit khac nhay véi nhitng
thude nay.

Hoat tinh khdng khudn

Clindamycin dugc thay 1a c6 thc dung chéng da s6
cac chung phan 1dp cua cac vi sinh vit sau trong thir
nghiém in vitro:

Vi khuan hiéu khi

- Vi khuan Gram dwong
Staphylococcus aureus (cac chung phan ldp
nhay vd&i methicillin)
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Staphylococci khong c¢6 men coagulase (cac
chung phan 1dp nhay voi methicillin)
Streptococcus pneumoniae (cac ching phan
lap nhay véi penicillin)
Nhom streptococci beta tan huyét A, B, C va G
Streptococci nhém viridian
Corynebacterium spp.
- Vi khuén Gram am
Chlamydia trachomatis
- Vi khuan ky khi
- Vi khuan Gram dwong
Actinomyces spp.
Clostridium  spp.
difficile).
Eggerthella (Eubacterium) spp.
Peptococcus spp.
Peptostreptococcus spp. (Finegoldia magna,
Micromonas micros)
Propionibacterium acnes
- Vi khuan Gram am
Bacteroides spp.
Fusobacterium spp.
Gardnerella vaginalis
Prevotella spp.
- Ndm
Pneumocystis jirovecii
- Dng vat nguyén sinh
Toxoplasma gondii
Plasmodium falciparum
Diém gay

Ty 1¢ khang thuéc méc phai c6 thé khac nhau
gitra céc ving dia ly va theo tho glan dbi voi mot s6
loai nhét dinh va nén co thong tin vé tmh hinh khang
thudc tai dia phuong, dac bi¢t la khi diéu tri nhiém
tring ndng. Néu cén, xin tir vin céc chuyén gia khi ty
1é khang thuoc tai dia phuong chua rd rang do chuwa
chic chin vé viée sir dung thudc didu trj vai it nhit
mét s6 loai nhiém tring, Pic bigt 1a 0 cac nhiém
trung nanu hodc thét bai diéu tri, khuyen nghi ¢o chan
doan vi sinh véi bing chtmg vé tac nhéin gay bénh va
do nhay cua tac nhin d6 vdi clindamycin.

Khéng thudc thudmg duge x4c dinh boi cac tidu
chi chcn giai d¢ nhay (cac diém gdy) duoc Vién tiéu
chuan lam sang va xét nghiém (CLSI) hodc Hoi d (mg,
Chiu Au vé Xét nghiém d¢ nhay khéng khusn
(EUCAST) quy dinh @i véi cac khang sinh sit dung
toan than.

Céc diém gdy cua Vién tiéu chuan 1am sang va xét
nghiém (CLSI) cho cac vi sinh vit lién quan durgc liét
ké bén dudi.

Bing 1. Tiéu chi dién gidi dé nhay cia CLSI cho

(ngoai wir Clostridium

Clindamycin
Néng df iic ché Khuéch tin dia
Tic nhin gy toi thiéu (Pwimg kinh vong
bénh {mecg/mL) v khuin theo mm)*
8 (Xl S {1 | ®

Staphylococcns 1- 15-

s, 20,5 5 | 24| 22 9 | <M
Strepiococeus <02 16-

o6, 5 05 (=1 =219 I8 <5
Vikhaanke | o [ 4[58 ] na | Na | Na
khi = =

NA = not applicable (khong ap dung); S = susceptible
(nhay)

I = intermediate (Trung gian); R = resistant (Khang).

*Bia co chira 2 microgram clindamycin

"Khoing MIC d6i vdi vi khudn ky khi dya vio phuong
phap pha loang trén méi truromg thach aga.

Mot bao cdo “Nhay” (S) cho thay n’mg tac nhan
gdy bénh co kha nang cao b tre ché néu hop chat
khang khudn trong méau dat dén néng d6 thong thuong
co the dat duge. Mot bao cao “Trung glan” (I) cho
thay réng két qua can duge cho la khéng rd rang vé,
néu vi sinh vat khong nhay hoan toan vai cic thude
thay thé, c6 thé sir dung trén 1am sang can 1ap lai xét
nghiém. Phén loai nay cho thdy kha ning dung thude
trén 1am sang & cac vi tri cua co thé ma thudc co thé
tap trung vé mét sinh ly hogc trong truomg hop c6 thé
sir dung liéu cao. Phén loai nay cung cung cap mot
vung dém ngin ngira nhimg yéu t0 ky thudt nho,
khéng thé kiém soat duge dan dén sy khong nhat quén
16m trong dién giai. Bao cdo “Khéng” (R) thé - hién ring
tac nhén gdy bénh it co kha nang bi irc. ché néu hgp
chat khang khudn trong méau dat dén nong do thong
thrromg c6 thé dat dugc; cdn chon li¢u phap khc.

Quy trinh chudn héa xét nghiém d6 nhay yéu chu
str dung céc bién phap kiém soat xét nghlém dé theo
ddi va dam bao tinh ding va chinh x4c cua vat tur va
thuéc thir sir dung trong xét nghiém, cling nhu k¥
thuat cua cac ca nhan thuc hign xét nghiém. Bt
clindamycin chudn cén cho ra khoang MIC nhur trong
Bang 2. D6i véi ky thudt khuéch tan sir dung dia 2
meg clindamycin, can dat dugc tiéu chi droe cung
cép trong bang 2.

Bing 2. Khoang Kiém soét chit lwong (QC) dwoc
chdp nhin cia CLSI déi véi Clindamycin duoe

dung dé xic minh két qua xét nghiém dd nhay.

Khoang nang 43 BNy Mh
s oin . tin dia (duimg
Chiing kiém chimg | e ché tdi thiéu K vk ¥
(meg/mL) e
khuin theo mm)
Staphylococcus
aunrens ATCC 0,06 -0,25 NA
29213
Staphylocaceus
aureus ATCC NA 24-30
25923
Streplococens
prenmoniae ATCC 003-0,12 19-25
49619
Bacteroides fragilis 2
ATCC 25285 05-2* NA
Bacteroides
thetaiotavmicron A= HA
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= . | Khoang khuéch
I - Khoang nong dg | . 0% [dunﬂ'n
Ching kiém chimg | e ché i chifu | 5 [ A0TE
(meg/mL) khuin theo mm)
ATCC 29741
Kggerthella lenta X
ATCC 43055 960,89 we

NA = not applicable (khéng ap dung)
ATCC® lamét thuong higu di dang ky ciia Bao tang gidng
chuén vi sinh Hoa Ky
* Khodng MIC d6i véi vi khudn ky khi dya vio phuong
phép pha lodng trén méi truong thach aga.

Cac diém giy theo Héi déng Chau Au vé Xét

nghiém do nhay khang khuin (EUCAST) dugce trinh
bay dudi day.

Bang 3. Tiéu chi dién gidi d§ nhav cua EUCAST
cho Clindamycin

it ! Diém gay dwim
B’e':]]g:{i:"c kinh ving v khuin
(mm)*

Sinh vit S5< R> 8> R<
Siaylococous 025 | 05 2 19
Spp.
Nhom
Sireptococcus A, 0.5 0,5 17 17
BCvaG
S 05 | 05 19 19
pneumoniae
Nhom Firidans .
Strepiococei AR %3 L *
Vi khuan Gram
Masciesires 4 4 NA NA
Vi khudn Gram
imky khi 4 4 NA NA
Corynebacterium 05 05 20 2
Spp.

*Dia co chira 2 microgram clindamycin
NA = not applicable (Khong ép dung); S = susceptible
(Nhay)
R = resistant (Khéng).

Khoang EUCAST QC dé xac dinh MIC va viing
v6 khudn trén dia trong bang bén dudi.

Bing 4. Kiém soat chit 1 dwge cha
nhin cua EUCAST doi véi Clindamycin_dwge
ding dé xac minh két gua xét nghiém dé nha

Hhoing
_ g";ﬂgh'g;g Khuéch tin dia
Ching kiém chimg thidu (Dudmg kinh
(meg/mL) vong vé khudn
theo mm)
ir{t{):héu’;;‘;‘gus anreus 006025 23 -29
Streptococcus
pnenmoniae  ATCC 0,03-0,125 22-28
49619

ATCC* la mét thuong hiéu d3 ding ky cia Bdo tang
giong chuan vi sinh Hoa Ky.

Dic tinh dwgc dong hoc:
Su hdp thu

Céc nghién ciru vé ndng 6 trong huyét thanh véi
liéu clindamycin hydroclorid 150 mg ding qua
dudmg uong & 24 ngudi tinh nguyén trugng thanh
binh thwomg cho thdy ring clindamycin nhanh chong
duge hap thu sau khi dung qua duomg uong. Nong do
dinh trung binh trong huyét thanh 12 2,50 meg/mL dat
dugce trong 45 phit ; cic néng do trong huyét thanh
trung binh la 1,51 meg/mL & 3 gio va 0,70 meg/mL &
6 gitr. Sy hap thu qua dudng uong gan nhur 1a hoan
toan (90%), va dung thude dong thon cing thirc an
khong lam thay doi déng keé nong d¢ trong huyet
thanh; cac mirc nong dé trong huyét thanh dong nhit
va ¢6 thé dyr doan dugc theo bénh nhan va liu ding.
Cac nghién ciru vé nong do thudc trong huyét thanh
khi dung nhiéu liéu clindamyein hydroclorid cho téi
14 ngay cho thay khéng co bﬁng chimg ve tich liy
hay thay d6i sir chuyén hoa thude. Céc lidu tdi da lén
dén 2 gram clindamycin mbi ngay trong 14 gio dugce
dung nap tot trén cac tinh nguyén vién khoe manh,
trir ty 1¢ tac dung phy trén dudng tiéu hoa cao hon &
cac liéu cao hon.

Sw phdn bé

Nong 4o clindamycin trong huyet thanh tang mot
cach tuyén tinh khi tang liéu. Nong do trong huyet
thanh vuot qua nong dd MIC (ndng do irc ché toi
thiéu) ddi véi da $0 cac vi sinh vit ma thuoc ¢o chi
dinh trong it nhét 6 gi&r sau khi ding cac liéu khuyén
cao. Clmdamycm duge phan bo khap trong cac dich
cua co thé va mo (bao gom ca xuong). Khong do dugc
nong do clmdamycm déang ké nao trong dich néo tiy,
ngay ca khi ¢o6 sir hi¢n dién ciia viém mang ndo.

Sw chuyén héa

Cac nghién ciru in vitro & vi lap thé gan va rugt
ngudi cho thay clindamycin chu yéu dwgc chuyén
hoa boi Cytochrom P450 3A4 (CYP3A4). véi sy
doéng gop nho tir CYP3AS dé tao thanh clindamycin
sulfoxid va mot chit chuyén héa phy N-
desmethylclindamycin.

Sur thai trir

Thai gian ban thai sinh hoc trung binh 13 2.4 gio.
Khoang 10% chét chuyen hoa co hoat tinh sinh hoc
dugc thai tnr qua nwdce tiéu va 3,6% qua phén; phan
con lai duge thai trir dudi dang céc chat chuyen hoa
khéng hoat tinh.

Cic dbi twgng diic biét
Suy thdn

Thi gian béan thai cia clindamycin trong huyét thanh
tang nhe¢ & bénh nhén bj giam chirc ning thin niing.
Tham tach mau va tham phén phiic mac khéng hiéu qua
trong vige logi bo clindamycin khoi huyét thanh.

NN B ey
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Str dung o ngwedi cao twoi

Cac nghién ciru duge dong hoc & tinh nguyen vién
cao tudi (61 - 7‘3 tudi) va nguoi 1on tré toi (18 - 39
tudi) cho théy ring, chi c6 yéu t6 tudi thi khong lam
thay doi duge dong hoc cua clmdamycm (dé thanh
thai, thri gian ban thai, thé tich phan bo. dién tich
dudi dudmg cong biéu dién theo néng do-thdi gian)
sau khi dung clindamycin phosphat qua tinh mach.
Sau khi dimg clindamycin hydroclorid qua dudmg
uong, thoi gian ban thai ting Ién khoang 4,0 gio
(trong khoang 3.4 — 5.1 gi) & ngudi cao tudi so véi
3,2 gi& (trong khoang 2,1 — 4,2 gi0) ¢ ngudi truong
thanh tré tudi. Tuy nh1én miue do hap thu khong khac
nhau g:u'a cac nhom tudi va khéng cin thay doi liéu
cho ngudi cao tudi ¢o chirc ning gan binh thudmg va
chirc ning than (diéu chinh theo dé tudi) binh
thuomg.

Dir li¢u an toan tién lim sang
Doc tinh gay ung thu:
Céc nghién ciru dai han & dong vét chua duge tién

hanh vdi clindamycin dé danh gia kha ning gay ung
thu tiém tang,

Ddc tinh gdy quai thai:

Cac thir nghi¢m doc tinh vdi hé gen duge tién
hanh bao gém thir nghiém nhén nho & chudt cong va
thr nghiém Ames Salmonella dao ngwge. Ca 2 thir
nghi¢m déu cho két qua am tinh.

Suy giam kha nang sinh san:

Cac nghién ciru vé kha nang sinh san & chudt cong
cho ubng tGi liéu 300 mg/kg/ngdy (khoang 1,1 lin
liéu khuyén cdo 16n nhat & ngudi tredng thanh tinh
theo mg/m?) cho thay khéng c6 anh hudng lén kha
nang sinh san hofc giao pho:

Trong cic nghién ciru vé phat trién phOI thai trén
chudt sau khi sir dung thuée theo dudng uong va phat
trién phéi thai & chudt va thé sau khi sir dung thude
theo dudmg tiém dudi da, khong quan sat thay déc
tinh tién trien nao, ngoai trir & cac liéu lrgng gy déc
cho chudt va tho me.

Qui cdch dong goi:

- Hop 03 vi x 10 vién nang cirng;

- Hop 10 vi x 10 vién nang cirng.

Pidu ki¢n bio quin ciia thude: Bio quan thude noi
kho, nhiét do khong qua 30°C, tranh énh sang.

Han diing ciia thuée: 36 thang ké tir ngay san xuét.
Tiéu chudn chit liegng cia thude: NSX.

Tén, dia chi ciia co sé sin xudt thudc:

£\

MEYER-BPC
CONG TY LIEN DOANH MEYER-BPC
S6 6A3, quc 16 60, P. Phi Tan, tinh Vinh Long,
Viét Nam

TONG GIAM DOC
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