“Clindamycin 150 my

© Thudcnay chidung theo don thuéc.

© Docky huéng dan sirdung trudc khidung.

e Déxatamtaytréem.

o T& huéng dan st dung néu tém tat cac thong tin quan trong ctia thudc. Néu can
thém thong tin, xin héi y kién bac sy hoacduocsy.

THANH PHAN CONG THU'C THUOC: Méi vién nang cting chifa:

Thanh phan dugc chat: Clindamycin (dugi dang Clindamycin hydrochlorid) .... 150 mg
Thanh phan ta dugc: Tinh bot ng6, Lactose, Magnesi stearat, Nang cing gelatin s6 2
(Titan dioxid, Allura Red (FD&C Red No.40), Carmoisin, Erythrosin (FD&C Red No.3),
Sunset Yellow (FD&C Yellow No.6), Brilliant Blue FCF (FD&C Blue No.1), Natri lauryl sulfat,
Gelatin).

DANG BAO CHE: Vién nang cting.

M6 ta ddc diém bén ngoai ctia thudc: Vién nang cling s6 2, hai mau dé - tim. Bén trong
chdiabdt thudc mautréng.

CHIiPINH:

- Cac nhiém khuan ndng do céac vi khudn Gram duong nhay cdm, cac chiing Staphylococcus
(ké ca cac chiing ¢6 sinh penicilinase va khéng sinh penicilinase), Streptococcus (trir
Streptococcus faecalis) va Pneumococcus.

- Clindamycin cling dugc chi dinh trong nhiém khudn nang do cac vi khudn ky khi nhay
cam.

-Clindamycin khéng qua hang rao méu - néo &liéu diéu tri.

LIEUDUNG, CACHDUNG:

Liéudung:

Ludn dung thudc dingliéulugng trong don thudc.

*Ngudilén:

-Nhiém khudn mic d6 trung binh: 150-300 mg, méi 6 gid.

-Nhiém khua&n nang: 300-450 mg, mi 6 gid.

*Ngudi cao tudi:

Thai gian béan thai, thé tich phan bé, d6 thanh thai va do hap thu sau khi dung clindamycin
hydrochlorid khéng thay déi khi tudi tang. Phan tich dir liéu tir cac nghién ctu 1am sang
khéng thdy c6 su gia tdng doc tinh lién quan dén tudi tac. Do d6, tudi tac khong anh
hudng khi chi dinh liéu dung & bénh nhan cao tuéi.

*Tréem:

-Vién nang Clindamycin 150 mg chidung cho tré em c6 thé nuét nguyén vién.

-U8ng nguyén vién khong thich hgp cho viéc chialiéu chinh xac theo can nang (mg/kg
thétrong) khidiéutrichotréem.

- Liéu 12 - 25 mg/kg/ngay, mdi 6 gi¢ tuy thudc vao muc do nghiém trong ctia nhiém
khuan.

*Bénhnhan suy gan/suy than:

Khong candiéu chinhliéu clindamycin &bénhnhan suy gan hoécsuy than.

Luu y: Trong trudng hgp nhiém lién cau khuan beta tan méu, can tlep tuc diéu tri bang
clindamycin trong it nhat 10 ngay dé lam gidm kha ning thap khép cap hodc viém cau than.
Cach dung: Dung uéng. Ung vién Clindamycin 150 mg vdéi 1 ly nudc day. Su hap thu
clindamycin khéng bjanh huéng dang ké bgi thiic an.

Trudng hop quén udng mét liéu dung: Hay uéng ngay khi nhéra. Néu thai gian gan vai
lan dung thudc tiép theo, bo qua liéu da quén va hay dung liéu tiép theo vao thai gian
thudng lé.Khéng dung liéu gédp déi dé bu vaoliéu da quén.

Trudng hap uéng qua nhiéu vién thudc: Hay gép ngay bac sy hoac tdi khoa Héi stic -
Capcuu cliabénhviéngannhat.

CHONGCHIBINH

-Man cdm vdi cI|ndamycm lincomycin hay bat ky thanh phan khac ctiathuéc.
CANHBAOVATHANTRONG KHIDUNGTHUGC:

*Canhbao:

- Cac phan tng qua man nghiém trong, bao gém céc phan ting da nghiém trong nhu
phan tng do thudc véi téng bach cau ua eosin va triéu chiing toan than (DRESS), hoi
chting Stevens-Johnson (SJS), hoai tr biéu bi nhiém doc (TEN) va hoi ching ngoai ban
mun m{ toan than cdp tinh (AGEP) da dugc béo cdo & bénh nhan dang dung
clindamycin. Néu xudt hién qua man hoac phan (ing da nghiém trong, nén ngung
dung clindamycin va bat dau mét liéu phap thich hop.
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- Chinén dung clindamycin diéu tri cic bénh nhiém khuan ning. Khiké don, bac sy nén
ghi nhé loai nhiém khudn va nguy co m3c bénh tiéu chdy c6 thé ndng thém, da c6 bao
cdo vé trudng hgp viém dai trang xay ra trong hoac sau khi dung clindamycin hai dén
batuan.

- Céc nghién cliu cho thay déc té sinh ra do cac Clostridium (dac biét 1a Clostridium
difficile) |a nguyén nhan chinh gay viém dai trang do dung thudc khang sinh.Cac nghién
cttu in vitro cling cho thay doc té clia Clostridium thudng nhay cdm véi vancomycin. Khi
dung vancomycin dudng uéng liéu 125 mg - 500 mg, 4 1an/ngay, trong 7 - 10 ngay, doc
t6 trong cac mau phan bién mat nhanh chéng va phuc héi triéu ching tiéu chay.
(Trudng hgp bénh nhan dang dung cholestyramin déng thai véi vancomycin, can can
nhéckhodang cach gitia caclan dung thudc).

-Viém dai trang la mot bénh c6 biéu hién 1am sang tur tiéu chay nhe, tiéu chdy ra nuéc
dén tiéu chdy nang, tiéu chay kéo dai, tang bach cau, s6t, dau bung ndng, cé thé dan
dén dai tién ra mau va chat nhay. Néu tién trién, c6 thé gay viém phic mac, séc va hoi
chiing phinh dai trang nhiém déc. Diéu nay c6 thé ddn dén tirvong.

- Khi xudt hién tiéu chdy nén ngung thuéc ngay lap tdc. Bénh c6 kha nang tién trién
ndng han &bénh nhan cao tudi hodc bénh nhan bi suy nhugc. Chan doan thusng dugc
xéac dinh qua cac triéu ching 1dm sang nhung cé thé dugc chiing minh bang két qua
ndi soi viém dai trang giad mac. Bénh c6 thé dugc xac dinh bang nudi c8y phan tim vi
khuan Clostridium difficile trong méi trudng chon loc va dinh lugng doc té cda C. difficile
trong mau phan.

- Tiéu chay do Clostridium difficile (CDAD) da dugc béo céo do st dung thuéc khang
sinh, bao gém clindamycin va miic dé nghiém trong tu tiéu chdy nhe dén viém dai
trang gay td vong. Sirdung thudc khang sinh lam thay d6i hé vi khuén dudng rudt dan
dén suphattrién qua muc ctia vikhuan C. difficile.

-Vikhuan C. difficile sinh ra doc té A va B gop phan lam phat trién CDAD.

- Cac docté ctia vikhudn C. difficile lam tang ty 1€ m&c bénh va tirvong, vi cac loai nhiém
khudn nay c6 thé do diéu tri bang thuéc khang sinh kéo dai va cé thé can phai catbo dai
trang. CDAD phai dugc xem xét & tat cd bénh nhan bi tiéu chay sau khi duing thudc
khéng sinh. Can theo déi can than vi da c6 bao cdo CDAD xay ra trong vong hai thang
saukhidung thudckhangsinh.

*Thantrong:

-Than trong khi dung clindamycin cho bénh nhan c6 tién st bénh dudng tiéu hoa, dac
biétlaviém daitrang.

- Nén dinh ky kiém tra chiic nang gan va than trong thdi gian diéu trj kéo dai. Khuyén
cdotheo déituong tu&trésasinhvatrénho.

- Cling nhu cé4c loai thudc khang sinh khac, khi dung clindamycin [au dai cé thé gay boi
nhiém do cacvikhuan khang clindamycin.

-Canthan trong khi strdung clindamycin &nhiing ngudi cé codiadi ting.

-Bénh nhan c6 van dé vé dung nap galactose, bénh nhan thiéu hut enzym Lapp lactase
hodckém hap thu glucose-galactose khdng nén dung thudc nay.

Surdung thudc cho phu ni 6 thaivacho conbu:

-Thoiky mang thai:

+Dacobdng chiing vé doc tinh & me va phéi thai trong cac nghién ciu trén dong vat.

+ Clindamycin di qua nhau thai & ngudi. Sau khi dung da liéu, néng dé trong nuéc &i
khodng 30% néng dé trong mau clia ngudi me.

+ Trong cac thi nghiém |am sang & phu ni 6 thai, sir dung clindamycin toan than
trong suét 3 thang giiia va 3 thang cudi thai ky khong lam gia ting tan suét dij tat bam
sinh. Chua cé cac nghién ctiu c6 kiém soat va day du & phu nit cé thai trong 3 thang dau
thaiky. Clindamycin chinén strdung trong thai ky khi thuc su can thiét.

-Thoiky cho conbu:

Baé c6 bdo cao clindamycin cé trong stia me khoang 0,7 - 3,8 mcg/ml khi dung clindamycin.
Do ¢6 thé xdy ra cc phan (ng khéng mong muén nghiém trong & tré bu me, khéng nén
dung clindamycin trong thoi ky cho con bu.

Anh huéng ctia thudclén kha nang lai xe, van hanh may méc:

Chua cé bang chiing vé anh hudng ctia thudc 1én kha nang lai xe, van hanh méay moc.
TUONGTAC, TUONGKY CUATHUOC:

Tuongtacchathuédc:

- Clindamycin c6 tdc dung phong bé than kinh co nén cé thé lam tang tac dung clia cac
thudc phong bé than kinh co khac, vi vay nén st dung rét than trong khi bénh nhan
dang dung cac thudc nay va nhiing bénh nhan nay can dugc theo déi vi tac dung
phongbéthan kinh cokéo dai.

- Clindamycin khéng nén dung déng thdi véinhing thudc sau:

+ Thudctranh thai steroid dudng uéng, vilam gidm téc dung ctia nhiing thuéc nay.

+ Erythromycin, vi cac thuéc naytacdung & cung motvi tritrén ribosom vikhuan, vivay
lién két cGia thudc nay véi ribosom vikhuan cd thé {tc ché tac dung clia thudc kia.

+ Diphenoxylat, loperamid hodc opiat (nhiing chat chéng nhu déng ruét), nhiing
thuécnay cé thélam trdm trong thém héi chiing viém dai trang do dung clindamycin vi
chunglam cham thai docte.

+Hén dich kaolin - pectin, vilam gidm hap thu clindamycin.

+ Clindamycin khang lai hoat tinh khang sinh ctia cdc aminoglycosid in vitro. Tuy nhién,
in vivo su khang nay khong dugc chiing minh, clindamycin da st dung thanh cong
trong két hgp véi métaminoglycosid va sugidam hoat tinh khéng thay ré.
+Clindamycin c6 thé lam gidm tac dung clia vaccin thuong han dudng uéng.

+ Clindamycin d6i khang tac dung ctia cac thudc khang cholinesterase (neostigmin va
pyridostigmin).

+Thudc déi khang vitamin K: Tang céc chi s6 xét nghiém déng mau (PT/INR) va/hodc
chdy mau &nhiing bénh nhan diéu tri két hop clindamycin véi thudc déi khang vitamin
K (vi du: Warfarin, acenocoumarol va fluindion). Nén giam sat thuong xuyén cac xét
nghiém déng mau & nhiing bénh nhan dugc diéu tri véi thudc ddi khang vitamin K.
Tuong kycl’la thuéc:

Do khéng c6 cac nghién ctu vé tinh tuong ky ctia thudc dung dudng uéng, khéng tron
lan thudc nay véi cac thudckhac.

TACDUNG KHONG MONG MUON CUATHUOC:

Cac phan tng khéng mong mudn dugc thu thap tir cac thir nghiém lam sang va theo
dai sau khithudc luu hanh trén thitrudng, phan loai theo coquan vatan suat.

Béang tém tit cac phan ingkhéng mong muén:

Cac co quan Tan suét (¥) Cac phan iing khéng mong muén

Nhiém khudn va Thudng gdp |Viém daitrang gia mac.

nhiém ky sinh tring

Khéngré  |Viém dai trang do Clostridium difficile, nhiém
khuan am dao.
R&i loan mau va hé Khéngré | Mat bach cau hat, gidm bach cau trung tinh, gidm
bach huyét tiéu cau, gidm bach cau, ting bach cau ua eosin.
R&iloan hé mién Khéngré |S6c phan vé, phan ting dang phan vé, phan ting
dich phan vé, qua man.
Réiloanhéthankinh| Khéngroé |Loanvigiac.

Réiloantiéuhoa Thudng gdp |Tiéuchay,daubung.

It gap Nén, buén nén.
Khéngré  |Loétthucquan,viém thucquan.
R&iloan gan mat Khéngré |Vangda.
R6i loan da va mo It gap Ban dat san, may day.
dusida Khéngré  |Hoai ti biéu bi nhiém déc (TEN), hdi ching

Stevens-Johnson (SJS), phan tng do thudc véi
tdng bach cau eosin va triéu ching toan than
(DRESS), héi chiing ngoai ban mun mu toan
than cap tinh (AGEP), phu mach, viém da troc
vay, viém da bong nudc, hong ban da dang,
ngua, phatbandang sdi.

Xét nghiém can lam| Thuong gdp |Batthudngtrongxétnghiém chiicnanggan.

sang

(*) Tan suat tac dung khéng mong muén dugc dinh nghia nhu sau: Rat thudng gap
(ADR = 1/10), thugdng gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém
gdp (1/10000 < ADR < 1/1000), rat hiém gap (ADR < 1/10000), khéng rd (khéng dugc
uSctinh tirditliéu co san).

Huéng dan cach xirtri ADR:

Ngung dung clindamycin néu tiéu chay hodc viém dai trang xay ra, diéu tri bang
metronidazol liéu 250 mg - 500 mg, uéng 6 gi& mét lan, trong 7 - 10 ngay Dung nhya
trao d6i anion nhu: cholestyramin hodc colestlpol dé hap thu doc t6 cla Clostridium
difficile. Cholestyramin khéng dugc udng déng thai véi metronidazol, vi metronidazol
lién két véi cholestyramin va bi mat hoat tinh. Khéng thé loai clindamycin khdi méau
mét cach cé hiéu qud bang tham phan.
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QUALIEUVA CACH XU TRI:

Triéu chiing vabiéu hiénkhistirdung thuéc qualiéu:

Trong cac trudng hgp qué liéu khong co chidinh diéu tri dac hiéu.

Triéu chiing: Thuéc khang sinh it gdy anh huéng khi dung qua liéu cap tinh. Triéu ching
c6 thé 1a bubn nén va nén mlra. Phat ban trén da cé thé xay ra néu bénh nhan da cé di
ung véithudckhangsinh.

Cachxutrikhidung thuéc qualiéu:

Diéu tri: Thoi gian ban thai trong huyét tuong cda clindamycin la 2,4 gid. Clindamycin
c6thé khong dugc loai khdi mau bang thdm phan hodc thdm phan phic mac. Thdm
phan mau va thdm phan phic mac khéng cé hiéu qua trong viéc loai bd clindamycin
trong huyét tuong. Khéng can thiét rira da day. Bu nudc bang duong uéng khinén mira
nang va tiéu chay. Cac bién phap khac dugc chi dinh tuy vao tinh trang lam sang cta
bénh nhan. Néu c6 phan tng di ting xay ra, diéu tri bang cac phuong phap cép ciu
thong thudng, bao gém dung corticosteroid, adrenalin va thuéc khang histamin.
DACTINHDUGCLUCHOC:

Nhém dugcly:Khang sinh nhém lincosamid.

MaATC:JO1FFO1.

- Clindamycin la khang sinh thuéc nhém lincosamid. Tac dung cta clindamycin la lién
két vdi ti€éu phan 50S cua ribosom, do dé Ui ché téng hgp protein cla vi khuén.
Clindamycin c6 tdc dung kim khu&n &néng d6 thap va diét khuan &néng dé cao.

- Co ché khéang thuéc cla vi khuén déi véi clindamycin 1a methyl hoa RNA trong tiéu
phan 50S clia ribosom ctia vi khuan; kiéu khang nay thuding qua trung gian plasmid. Cé
su khang chéo gitra clindamycin va erythromycin, vi nhimng thudc nay tac dung lén
cung métvijtri cGiaribosom vikhuan.

-Tac dunginvitro clia clindamycin d6i véi cac vi khuan sau day:

+ Cau khudn Gram dudng ua khi: Staphylococcus aureus, Staphylococcus epidermidis,
Streptococcus (triS. faecalis), Pneumococcus.

+Truc khudn Gram am ky khi: Bacteroides (B. fragilis) va Fusobacterium spp.

+ Truc khuan Gram duang ky khi khéng sinh nha bao: Propionibacterium, Eubacterium
vaActinomyces spp.

+ Céu khuén Gram duong ky khi: Peptococcus va Peptostreptococcus spp., Clostridium
perfringens (trit C. sporogenes va C. tertium).

+ Céc vi khudn khac: Chlamydia trachomatis, Toxoplasma gondii, Plasmodium falciparum,
Pneumocystis carinii, Gardnerella vaginalis, Mycoplasma brominn. Cac loai vi khuan sau
day thudng khang clindamycin: Cac truc khudn Gram am ua khi; Streptococcus faecalis;
Nocardia spp; Neisseria meningitidis; Staphylococcus aureus khang methicillin; Haemophilus
influenzae.

- Clindamycin c6 thé udng vi bén viing & méi trudng acid. Nong dd dc ché téi thiéu:
1,6 mcg/ml.

DACTINHDUGCPONGHOC:

Khoang 90 % liéu udng ctia clindamycin hydrochlorid dugc hap thu. Sau khi uéng 150 mg,
300 mg va 600 mg clindamycin, néng dé dinh huyét tuong tuong tng la 2- 3 mcg/ml, 4 va
8 mcg/ml trong vong 1 gid. In vivo, clindamycin hydrochlorid nhanh chéng dugc thiy
phan thanh clindamycin. Clindamycin dugc phan bé rong khap trong cac dich va mé ctia
co'thé gém ca xuong, nhung su phan bé khéng dat dugc néng dd cé y nghia trong dich
nao tdy. Hon 90 % clindamycin lién két véi protein ctia huyét tuong. Thai gian ban thai cia
thuéc tlr 2 - 3 gi®;, nhung c6 thé kéo dai & tré sa sinh va nhiing bénh nhan suy than ning.
Khodng 10 % thudc uéng dugc bai tiét qua nudc tiéu dusi dang cé hoat tinh hay chét
chuyén hoa va khodng 4 % bai tiét qua phan.

Tudi téc khéng lam thay d6i dugc dong hoc cda clindamycin néu chiic ndng gan than
binh thuong.

QUY CACHDPONG GOI:

Hop 1vix 10vién, hop 5vix 10vién,hop 10vix 10 vién.

DIEU KIEN BAO QUAN:

Bado quan &: Noikho, nhiét do dudi 30 °C, tranh énh sang.

Bdo quan trong bao bi g6c ctiathude.

HAN DUNG: 36 thang ké tir ngay san xuat. Khong dung thudc qua han st dung da ghi
trénnhan.

TIEU CHUAN CHAT LUQNG:TCCS.

€O S SAN XUAT:

CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO

Bia chi: S6 346 dudng Nguyén Hué, Phudng My Phu, Thanh phé Cao Lanh,
TinhDéngThap

Dién thoai: 1800.969.660

DOMESCO
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