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@ Clindamycin 300mg
@ Hgp 02 vix 10 vién

VIEN NANG CUNG

CONG TY CO PHAN D|
9 Trn Thanh Téng, Q. H
DOPHARMA DT 04.39715439 + FA)

COMPOSITION: Each capsule contains:
Clindamycine (as Clindamycine hydrocloride).........300 mg Manufactured by:

Excipients q.s 1 capsule CENTRAL PHARMACEUTICAL JOINT STOCK
Indication, dosage - admil tra-indicati f?g;gw“?wn‘a rial zone, Me Linh Dist

of u inh industrial zone, Me Linh Dist.,
and other information: Please read leaflet inserted. Hanoi, v.ax:::.?m 4

Storage: In dry place, temperature below 30°C,
protect from light.

Reg. No:

KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE LEAFLET INSERTED BEFORE USE

TEL: 04.39716291 + FAX: 04.35251484

Clindamycin 300mg

Bi1QcEROMY 300

Rx PrescrIPTION ONLY

BiQ ceromy 300

@ Clindamycine 300mg .
@ Box of 2 blisters of 10 capsules =

CAPSULE

CENTRAL PHARMACEU;
9 Tran Thanh Tong St., H,
DOPHARMA DT: 04.39715439 * F

CONG THUC: M3i vién nang cimg chira:
Clindamycin (dudi dang Clindamycin hydroclorid)...300 mg
Ta ducgic vira du 1 vién
Chi dinh, lizgu lugng - cach ding, chdng chi dinh va cic
thong tin khic

Xin doc trong t& hudng ddn sir dung bén trong hdp.
BAO QUAN: Ni kho, nhiét dé dudi 30°C, tranh anh séng
SDK:

DE XA TAM TAY CUA TRE EM

BOC KY HUGNG DAN SU DUNG TRUSC KHI DUNG
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MAU TGO HUGNG DAN SU DUNG THUOC

(MAT TRUGC)

PHAN THONG TIN DANH CHO BENH NHAN

BiIQ CEROMY 300

egc KY HUONG DAN SUDYUNG TRUGC KHI DUNG.
DEXATAMTAY CUATRE EM.

THONG BAO NGAY CHO BAC SY HOAC DUQC SY NHING TAC DYNG
KHONG MONG MUGN GAP PHAI KHI SUDYNG THUGC.

THUGC CHIDUNG THEO DON CUA BAC SY.

THANH PHAN CAU TAO CUA THUGC:

M3i vién nang cimg Bioceromy 300 chira:

Hoat chét:

ClNDBMYCIN :ovisucscasusmissosissss sessasissssmssssssi i s s 300mg
(dwéi dang clindamycin hydrochlorid)

Té dupre: Avicel PH101, Magnesi stearat, Talc, Natri stearyl fumarat,
Natridocusat ... R - 1. (VTR RV-1,

MO TA SAN PHAM: Vién nang ctmg s6 0, mau tim-tim, bt thubc trong nang
mau tréng, khé toi. Nap va than nang khit, khéng bién dang, khéng nirt vé, bot
thuéc khéng roi ra ngoai.

QUY CACHBDONG GOI: Hip 2vix 10 vién.

THUGC DUNG CHO BENH Gi?

Thuéc ndy cé chira clindamycin hydrochlorid, mdt loai khang sinh dwgrc chi dinh
didu tri cac nhidm khudn n2ing gay ra béi cac vi khudn nhay cam.

NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG?

Céch dung: Dung duwdng ubng, ubng cling véi ly nudc, cling hodic khéng ciing
véithirc &n.

Lidu thwdmg ding: Dung thubc theo chi dAn clia bac si, néu khéng chic chén
hay hdi lai bacsT.

- Nguroi 16m va ngui cao tudi: Lidu thudmg diing 1a 150-300 mg céch mdi 6 gidr,
1idu duing c6 théd 13 1200-1800 mg/ngay, chia lam nhidu IAn mgi 6 dén 8 gi®r tuy
thu@c vaotinh trang nhidmkhudn.

- Tré em: Lidu thurdrng diing cho tré em 12 3-6 mg/kg thd trong cach mi 6 gidr mot
14n tuy thudc vao tinh trang nhidm triing.

Céc vién nang c6 thé gay khé khan khi nubt & tré em va khdng cung cp chinh
x4c lidu mg/kg do d6 trong mét s6 tnrdmg hop nén st dung durdng tidm.

- Trong tnedng hep nhidm khudn do vi khuvépn tan méu beta nhémA, didu trj véi
Clindamycin nén tiép tuc it nhét 10 ngay d& phang ngira bénh thip tim hoc viém
cAu than sau nay.

- Déi tuomg déic bidt:

+ Bénh nhan suy than: Bénh nhan suy than nhe va vira khng cin didu chinh
lidu. B&nh nhan suy than niing hodc vé nidu cAn theo ddi ndng dd thudc trong
méu, néu cAn thiét c6 thé giam lidu ho3ic ting khoang thevi gian dung thuéc 1én 8
hodc12gid.

+ B&nh nhan suy gan: O nhirg bénh nhén suy gan vira dén néing, nira ddi thai
trir clia clindamycin dugre kéo dai. Gidm lidu lugng néi chung 1a khong cAn thiét
néu clindamycin dugc dung cach mdi 8 gir. Tuy nhién, ngng a5 trong huyét
twong clia clindamycin nén dugc theo d6i & bénh nhén suy gan néing, c6 thé Iam
gidm lidu hodic tang khodng thévi gian gitra cc lidu.

KHINAO KHONG NEN DUNG THUGC NAY?

-Qua man véi clindamycin, lincomycin hodic bt cir thanh phAn nao ctia thube.

- Khéng nén s(r dung cho bénh nhan dang bj tiéu chay.

Khéng dung thuéc ndy néu ban gaip bét cir vAn da gi & trén. Tham khéo y kién
bac sThosc dwgcsi tneére khi diing thuée nay.

TAC DUNG KHONG MONG MUON CUA THUGC (ADR)

Théng béo cho béc sTnéu o6 bét ky vin dé ndo sau ddy:

- Tiéu chdy naing, kéo dai, c6 mau trong phan (c6 thé c6 dau bung hoaic sét). Day
©6 thé 14 tac dung phy gap phai trong khi hozc sau khi hoan thanh didu tri bing
khang sinh va c6 thé la ddu hiéu ctia viém dai trang nghiém trong.

- Trigu chimg cla phan img qua man nghiém trong nhe the khd khé dt ngdt,
khé thé, stng mi mét, maitho2ic méi, ngira da hodc phat ban.

-Vangda, vang mét.

Céctacdung khéng mong mudn c6 thé gap:

Thuong gép, 1/100<ADR < 1/10),

Tiéu héa: Budn nén, nén, ia chay do Clostridium difficile, dau bung.

ltgép, 1/1000<ADR < 1/100)

Da: May day, ngtra, phatban, hdi chirng Stevens-Johson.

Hiém g&p, ADR<1/1000 %

Sinh dyc- niéu: ngira, viém dm dao.

Than: Chirc nang thén bét thurémg.

Toan than: Sécphan ve.

Da: Ban a6 da, viém tr6cda.

Mau: Téing bach cAu wra eosin, gidm bach clu trung tinh hdi phuc dwec, chl
métbach cAu hat, gidm tidu cAu.

Tiéu héa: Viém dai trang gid mac, viém thiec quan.

Gan: vang da, bét thudng trong xét nghiém chirc néng gan.
Huréng diin xirtri ADR: %,

Ngirng diing clindamycin néu ia chdy hoéc viém dai trang xay ra, didu trj bing
metronidzol lidu 250 - 500 mg uéng, 6 gi&r mét 1An trong 7-10 ngdy.Dung nhya
trao @8i anion nhuw: Cholestyramin hodic colestipol & hdp thy @éc té cua
Clostridium difficile. Cholestyramin khdng duoc ubng ddng théi véi
metronidazol vi metronidazol lién két véi cholestyramin va bj mat hoat tinh.
Khéng thé loai clindamycin ra khdi méu mét cach c6 hiéu qua bang thAdm tach.
NEN TRANH DUNG NHOUNG THUGC HOAC THYC PHAM Gi KHI DANG SU
DUNG THUGC NAY?
Théng béo cho bac si hodic dugre s néu ban dang dung hoic méi dung gin day
cacthubcsau:

- Erythromycin, thuéc khéng sinh diing a8 didu trj nhidm triing.

- Thuéc str dung dé gian co.

-Warfarin hodic cac thuéc twong tw dé chéng dong mau.

Thirc 3n khdng gy &nh hurdmg dang ké aén hap thu cla clindamycin.
CAN LAM Gi KHIMOT LAN QUEN KHONG DUNG THUGC?

Néu ban quén ubng thuéc, khong nén ubng lidu gép di @& bu cho vién thubc
queén, chi cAn ubng lai ding liéu nhie binh thurdng vao ngay hdmsau.
CANBAO QUAN THUGC NAY NHU THENAO?

Noi khé, nhiét 40 dwéi 30°C, trdnh anh séng.

NHUNG DAU HIEU VA TRIEU CHUNG KHIDUNG THUGC QUA LIEU?
Khong dugcghi nhan. ]

CAN LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAO?

Chura c6 huéng dén cu thé didu trj qua lidu. Clindamycin khdng d& dang loai bd
khdi mau bang thAm phan. Néu c6 cAc phan (g dj (rng bt i x3y ra nén didu tri
v&i cac phuong phap cép ciru thong thudng, bao gdm corticoid, adrenalin,
thuéc khang histamin.

NHOUNG BIEU CAN THAN TRONG KHIDUNG THUGC NAY?
a, Cac tinh trang cin thin trong khi dung thuéc

- Thurrng bj tiéu chay khi ding khang sinh hodc d tirng c6 vAn d& véi da day-
rudt. Néu bj tidu chay néng hodc kéo dai, phan c6 méau trong hodic sau khi dung
clindamycin thdng béo ngay cho bac si. Day c6 thé Ia triéu chirng clia viém dai
trang gia macxay ra khi?fiu tribling khang sinh.

- C6 vén @A v& gan, than. Néu c6 van @8 vé gan hodc than nang, bac si c6 thé
giam lidu va theo déi ndng do clindamycin trong mau.
- Bjhen xuyé&n, eczema, dj irg theo mua.

Néu duing clindamycin trong thii gian dai, bac sTc6 thé phaitheo d8igan, thanva
xét nghiém mdu thudng xuyén. Sir dung clindamycin kéo dai c6 thé l1am xuét
hién cac vikhudn khéng clindamycin.
Clindamycin khéng qua duge hang rdo méu néo vi vay khéng thich hep didu tr
&héiém trung ndo nghiém trong. BAc sT cé thd phai chi dinh khang sinh khac thay

b, Trrdmg hop c6 thai va cho con bu
- D6i v6i phy ni c6 thai: Néu ban dang mang thai, nghi ngér mang thai hodic c6 ké
hoach mang thai hay héi bac sTa8 dugc tw van trérc khi ding thubc nay. A
cuia clindamycin cho thai nhi chuwra duwgc thiét 1ap.
- B4i vbi phy nir cho con bi: Thubc ndy cb chira cac chit vao dugc glra me.
Khang khuyén céo str dung cho céic ba me dang cho con b,

¢, Tac dyng vé&i kha nang 14i xe va vén hanh may méc

Chura cé ghi nhan vé& anh hudmg clia thubc déi véi kha naing 14i xe va van hanh
may méc.

KHINAO CAN THAM VAN BAC SY, DUQC SY?

Trong treémg hop ban diing qua lidu khuyén cdo hodic c6 qua lidu xdy ra, hay héi
y kién bac st hodic dugcst.

Th%r::g bao cho bac sT nhirng tac dung khéng mong muén géip phai khi sir dung
thu

Néu cAn thém théng tin xin héi y kién bac sT.

HANDUNG CUA THUGC:

24 thang ké tir ngay san xuét

Khéng dung qué thei han in trén bao bi.

NGAY XEM XET SUA 961, CAP NHAT LAI NOI DUNG HUONG DAN sUf
DYNG THUOC:

HUGNG DAN SU DUNG THUOC CHO CANBO Y TE

1.1 Bgc tinh dwpe lyre hoc
- Nhém dwgcly: Khang sinh didu tri toan
-MAaATC: JO1FFO1

Co ché tac dung: Clindamycin gén
trc ché sy tdng hop protein. Clindag
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MAU TG HUGNG DAN SU DUNG THUGC

(MAT SAU)

Co ché khang thubc: Co ché khang thubc méc phéi cia vi khudn adi voi
clindamycin 1a do methyl héaARN trong tiéu dom vi 50S ribosom ctia vi khuén.
C6 sy khang chéo gilra clindamycin, lincomycin va erythromycin vi céc thubc
ndy ddu tAc dyng 18n ciing motvi tri clia ribosom vikhudn.

Phé khang khudn:

Nhay cam: Vi khuin Gram duong hiéu khi: Staphylococcus aureus®,
Staphylococcus  epidermidis, Streptococcus pneumonia, Streptococcus
pyogenes, Streptococcus viridans. Vi khudin ky khi: Nhém Bacteriodes fragilis,
Bacteroides melaninogenicus, Bifidobacterium spp, Clostridium perfringens,
Eubacterium spp, Fusobactenium spp, Peptococcus spp, Peptostreptococcus
spp, Propionibacterium spp, Veillonella spp.

Khéng thubc: Clostridia spp, Enterococci, Enterobacteniaceas.

* D& cb bao cdo S. aureus nhay cam hodc khang methicillin 43 khang véi
clindamycin.

1.2 Bdc tinh dugc djng hoc

Khodng 90% lidu dung ctia clindamycin hydrochlorid dwgc hdp thu qua dwdng
tiéu héa; ndng 89 2-3 microgram/mi dat dugc trong vong mét gier sau khi udng
li&u 150 mg clindamycin, v&i ndng @ trung binh khoding 0,7 microgram/mi sau 6
gi%. Sau lidu 300 va 600 mg ndng dd dinh trong huyét turong trong (rng 4 mg va
8 mg/ml @& dugc bdo céo. Sy hdp thu dugc khong hé gidm di dang ké béi thirc
&ntrong da day nhung téc 49 hp thu c6 thé bj giam.

Clindamycin dugc phan phdi rdng rdi trong dich co théd va cac mé bao gdm
xwong, nhung né khdng vao dugce dich ndo tly véi nbng a6 dang k&. N6 khuéch
tan qua nhau thai vao tudn hoan ctia thai nhi va dugc bdo céo xuét hién trong
sCra me. N8ng d6 cao phan bé trong mat. N6 durec tich Iy trong té bao bach clu
va dai thirc bao. Hon 80% clindamycin lién két véi protein huyét teong. Thei
gian ban thai 12 2-3 gi®, didu nay c6 thd kéo dai & tré so sinh non thang va bénh
nhén suy than ndng.
Clindamycin ohu;?n héa thanh cac chét chuyén hba N -demethyl va sulfoxide cé
hoat tinh va mét sé chét chuyén héa khéng cé hoat tinh. Khoang 10% lidu dung
duoc bai tiét trong nwdc tidu dudi dang khdng chuyén héa hay chét chuyén héa
va khoding 4% trong phén; phin cdn lai dwgc 4o thai dwdi dang chét chuyén
héa khéng hoat ddng. Bai tiét 12 cham, va dién ra trong vong vai ngay.
Clindamycin khong loai trir higu qua tir mau bing thAm phan.

2.CHIBINH:

Thuéc nay cb chira clindamycin hydrochlorid, mét loai khang sinh dugrc chi dinh
didu trj cac nhidm khudin naing gay ra béi cac vi khudn nhay cdm (xem thém phin
1.1vaphin5).

3.LIEU LUGNG VA CACHDUNG:

Céich ding: Dung duwdmg ubng, ubng cling véi ly nuére, cling hodic khéng cling
vé&ithiec &n.

Liéu thurdng duing: Ding thuéc theo chi dAn clia bac s, néu khéng chic chén
hay hdi laibacsl.

- Ngudi ém va ngui cao tudi: Lidu thuding diing 14 150-300 mg cach mi 6 gidy,
lidu diing o6 thé |a 1200-1800 mg/ngay, chia Iam nhidu 1An mai 6 dén 8 gi& tuy
thudc vaotinh trang nhidm khuln.

- Tré em: Liéu thudmg diing cho tré em 1a 3-6 mg/kg thé trong cach mBi 6 gidy mot
14n tuy thudc vao tinh trang nhidm triing.

Céc vién nang c6 thd gay khé khan khi nubt & tré em va khang cung cp chinh
x4c lidu mg/kg do 6 trong mdt s6 tnryng hop nén st dung dwdrng tiém.

- Trong trudmg hop nhidm khudn do vi khudn tan mau beta nhém A, didu trj voi
Clindamycin nén tiép tyc it nht 10 ngay & phdng ngira bénh thAp tim hoac viém
cAuthansau nay.

- D4i tuong déic bit:

+ Bénh nhan suy than: Bénh nhan suy thén nhe va vira khéng cAn didu chinh
lidu. Bénh nhan suy than néing hodic v nidu cAn theo ddi ndng dé thubc trong
mau, nzéu gén thiét o6 thé giam lidu hoac tiing khodng thi gian dung thubc 1én 8
hodc 12 gitr.

+ B&nh nhan suy gan: O nhitng bénh nhan suy gan vira dén naing, nira Adi thai
trir cla clindamycin dugrc kéo dai. Gidm lidu lugng néi chung 1 khdng cin thiét
néu clindamycin dwoc dung cich mdi 8 gidr. Tuy nhién, ndng 46 trong huyét
trong clia clindamycin nén dugc theo déi & bénh nhan suy gan nang, c6 thé 1am
gidm lidu hodc tiing khodng thi gian gitra cac lidu.

4. CHONG CHIBINH:

- Qua mén véi clindamycin, lincomycin hodic b4t cir thanh phin nao ciia thubc.

- Khdng nén sirdung cho bénh nhan dang bi tiéu chay.

5.CAC TRUONG HGP THAN TRONG KHI DUNG THUGC:

a, Canh bdo khiswrdyng:

Clindamycin chi nén st dung didu trj cic nhim trung nghiém trong. Didu trj véi
c4c khdng sinh c6 thé 1am thay ddi hé vi sinh vat dudng rudt lam phat trién qué
mirc Clostridium difficile c6 thé din @én viém dai trang gia mac (c6 thé gay tir
vong). Céc trigu chirng clia viém dai tring c6 thé 1a tiéu chdy tr nhe dén nang,
tiéu chay kéo dai, tang bach clu, sét, c6 thé cb6 mau trong phan. Néu nghi ngdr
hodc xéc dinh viém dai trang lién quan dén khang sinh hoic tiéu chdy lién quan
@én khangsinhnén nzung dung clindamycin va didu tri bing cac bién phap thich
hop. Cac thubce trc ché nhu ddng rut bi chéng chidinh trol

b, Cac tinh trang cin thjn trong khi dung thudc:
Thén trong khi str dung khi ké don Clindamycin chaé:

da day-rut, d3c biét 1a viém dai trang.

Kidm tra chirc niing gan va than dinh ky phai dworc thyec hién trong khi mpm ke
dai. Giam sat nhw vay ciing dugckhuyén cdo & tréemvatré sosinh. |, 3

Kéo dai didu tri véi Clindamycin cb thé xuét hign vi khudn a8 ’gér%
Cindamycin. iIONG 2
Than trong str dung Clindamycin & nhirg ngudi dj irng.

Clindamycin khuéch tan véi ndng dd khdng dang ke vao dich nao ty
khong nén dwoc str dung trong didu trj viém mang no. \
Viéc sir dung Clindamycin c6 thé dAn dén phat tridn qua mirc cla
khéng nhay cam, dicbiétla ndm men.

¢, Tnedmg hop cé thai va chocon bi

An toan cia Clindamycin trong thdi ky mang thai chura dugc thiét 1ap.
Clindamycin bai tiét vao s(ra me. Khdng ré mirc 46 hip thu Clindamycin cla tré
bt sira me. Khdng khuyén cdo chi dinh trong théi ky mang thai va cho con bu.
Trong tnrdmg hop ndy chinén diing Clindamycin khi thét cin thiét.

d, Téc dyng véi kha nding tixe va vén hanh miy méc

Clindamycin khéng c6 hodc dnh hwdng khéng dang ké dén kha nang |4i xe va
van hanh may méc. i

6. TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:
Thuéc gidn co

Clindamycin dwgc chizng minh phong bé than kinh co nén c6 thé 1am tang tac
dung cAc thubc phong bé thin kinh co khéc. CAn than trong khi sir dung déng
thoi.

Thudc khéng sinh

Khéng nén dung ddng theri véri Erythromycin vi cac thubc ndy tac dung cung mét
vitri trén ribosom vi khun béi vy lién két ctia thuc ndy véi ribosom vikhuan cé
thé trc ché tic dung clia thubc kia.

Neostigmin va pyridostigmin

Clindamycin c6 tc dung d6i khang véi cac thubc khang cholinesterase.

Thudc trénh thai steroid uéng

andamycin 6 thd gidm tac dung trénh thai cia nhirng thubc nay.

Véacxin

Clindamycin c6 thd 1am gidm tac dung cia véc xin thuong han. Nhiwe vay,
clindamycin nén trénh diing trong 3 ngay tnrérc va sau khi tiém vac xin thwong
han.

Thudc ddi khéng vitamin K

Tang thdri gian prothrombin, tang INR, chdy mau G duocbdo cdo & nhirng bénh
nhan dugc didu tri ddng theri véi cac thugc khang vitamin K. Xét nghiém déng
méu cAn theo déi thudng xuyén khi didu trj ddng thdi.

7. TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Céc tac dung phy c6 thé gaip trong qua trinh st dung thuéic:

Thuomg gap, 1/100< ADR < 1/10

Tiéu héa: Budn nén, ndn, ia chay do Clostridium difficile, au byng.

It gap. 1/1000< ADR < 1/100

Da: May day, ngira, phatban, hdi chirng Stevens-Johson.

Hiém géip, ADR < 1/1000

Sinh dyc- niéu: ngira, viém &mdao.

Than: Chirc néing than b4t thuémg.

Toan than: Séc phan vé.

Da: Ban 36 da, viémtrécda.

Mau: Téing bach clu wra eosin, gidm bach clu trung ti
métbach cAuhat, gidm tiéu cAu.

Tiéu héa: Viém dai trang gid mac, viém thiyrc quan.
Gan: vang da, bt thuérng trong xét nghiém chirc nang gan.
Huwémg din xirtriADR:

Ngtrng dung clindamycin néu ia chay hodc viém dai trang xay ra, didu tri bifig
metronidzol li8u 250 - 500 mg ubng, 6 gi& Mt IAn trong 7-10 ngdy.Dung hfiva
trao ddi anion nhuw: Cholestyramin hodc colestipol d& hép thy ddc t8 cla
Clostridium difficile. Cholestyramin khdng dwoc ubng ddng thei voi
metronidazol vi metronidazol lién két v&i cholestyramin va bj mat hoat tinh.
Khéng thé loai clindamycin ra khdi mau mét cach c6 hiéu qua biing thdm tach.
8.QUA LIEU VA CACH XU TRI:

Chura c6 chi dinh didu tri cy thé didu tri qué lidu clindamycin. Théi gian ban thai
cua dindamycin trong huyét thanh 1a 2,4 gi¢. Clindamycin khdng dé& dang loai
trir khéi mau béing mgm phan. Néu c6 cac phan (rng khéng mong mubn xay ra
hay s dyng céc bién phap didu trj théng thwdng, néu cgn thiét c6 thé ding
corticosteroid, adrenalin, khang histamin.

9.CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khéng 38 cép.

TEN, BIA CHI CUA CO SG SAN XUAT

cONG 1Y c6 PHAN DUgc PHAM TRUNG UUNG 2
9 Trén Thénh Tong - Q. Hai Ba Trwng - Ha Ndi - Viét Nam

DT: 024.39715439 FAX: 024.38211815

San xuét tai:
Lo 27, KCN Qua

N§i - Viét Nam
024.35251484




