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a). Nhdan hop 5 vi x 10 vién nang cing

RX THUOGC BAN THEQ BON

DOMESCO

Clindamycin 150 myg

Clindamycin (du6i dang Clindamycin hydroclorid)

150

GMP-WHO

THANH PHAN: Mi vién nang cing chita:
- Clindamycin (dudi dang Clindamycin hydroclorid)
v <o 150 Mg
ST AIIG i ssaseesbhesos ... Vita di
BAO QUAN: Nai khd, nhiét d9 duti 30 °C, tranh 4nh
sang.
CONG TY €8 PHAN XUAT NHAP KHAU Y TE DOMESCO
66, Qudc K9 30, P. M Pha, TP. Cao Linh, Béng Thép
(Bat ching nh3n IS0 9001: 2015 & ISO/EC 17025: 2005)

I aX PRESCRIPTION ONLY

mg

Hop 5 vi x 10 vién nang cling

CHI BINH, LIEU LUGNG & CACH DONG, CHONG
CHI BINH, TUONG TAC THUOC, TAC DUNG KHONG
MONG MUGN VA CAC THONG TIN KHAC: Xem trong
10 huong din sif dyng kém theo

SDK: <..orccerron
TIEU CHUAN AP DUNG: TCCS

DE XA TAM TAY TRE EM
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

DOMESCO

Clindamycin 150 mg

Clindamycin (as Clindamycin hydrochloride)

GMP-WHO

COMPOSITION: Each capsule contains:
- Clindamycin (as Clindamycin hydrochloride)

- Excipients .
STORAGE: Store in a dry place, below 30 °C, protect
from light.

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66, National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
(Certified IS0 9001: 2015 & ISONEC 17025: 2005)

Box of 5 blisters x 10 capsules

INDICATIONS, DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS, SIDE
EFFECTS AND OTHER INFORMATIONS: Read the
package insert

REGISTRATION NUMBER: ..........c.......
MANUFACTURER'S SPECIFICATION

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

TP. Cao Lanh, ngay -?< thdng 04 nam 2016

Clindamycin (duti dang Clindamycin hydroclorid) 150 mg

Clindamycin 150 mg

ONG GIAMDPOC™_

Tran Thanh Phong
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b). Nhan hop 1 vi x 10 vién nang ciing
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PRESCRIPTION ONLY

DOMESCO

Clindamycin 150 my

Clindamycin (dudi dang Clindamycin hydroclorid)
Clindamycin (as Clindamycin hydrochloride)

150 mg

HOp 1 vix 10 vién nang clng
GMP-WHO Box of 1 blister x 10 capsules

Clindamycin 150 mg
Clindamycin (dudi dang Clindamycin hydreclorid) 150 mg

THANH PHAN: MBi vien nang cimg chia CHI BINH, LIEU LUGNG & CACH DUNG, CHONG CHI
- Clindamycin (dudi dang Clindamycin hydroclorid) DINH, TUONG TAC THUOC, TAC DUNG KHONG MONG
: 150mg  muON VA CAC THONG TIN KHAC: Xem trong i hudng

o VIBAY ddin sif dyng kim theo.
.;o QUAN: Nt kno, nhigt do dusi 30 nh anh sing
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COMPOSITION: Each capsule contains: INDICATIONS, DOSAGE AND ADMINISTRATION,
- Clindamycin (as Clindamycin hydrochloride) ...150 mg  CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS

- Excipients s.qf.  AND OTHER INFORMATIONS: Read the package insert
STORAGE: Store in a dry place, below 30 °C, protect from
light

TP. Cao Lanh, :mmv\ < thdng o< :m:: 2016
TONG GIAM *uOO
ciu & Phat :._mz

Trin Thanh Phong
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¢). Nhdan hp 10 vi x 10 vién nang ciing

RX THUGC BAN THEQ BON (1 ,

¢

DOMESCO

Clindamycin 150 my

Clindamycin (duéi dang Clindamycin hydroclorid)

150 mg

- -
Clindamycin 150 mg
Clindamycin (duéi dang Clindamycin hydroclorid) 150 mg

@
DOMESCO

GMP-WHO Hop 10 vi x 10 vién nang cing

THANH PHAN: M3i vién nang cing chifa:
- Clindamycin (duti dang Clindamycin hydroclorid) ...................... o .. 150 Mg
T € 71T e e, o R ... vifa d0
CHI BINH, LIEU LUGNG & CACH DUNG, CHONG CHI BINH, TUONG TAC THUGC, TAC DUNG KHONG
MONG MUGN VA CAC THONG TIN KHAC: Xem trong to hubing dAn sif dung kém theo.
BAO QUAN: Noi kho, nhigt d9 dudi 30 °C, trénh 4nh sang
DRI DE XA TAM TAY TRE EM
TIEU CHUAN AP DUNG: TCCS DOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG
CONG Ty ¢8 PHAN XUAT NHAP KHAU Y TE DOMESCO
66, Qudc 19 30, P. My Phi, TP. Cao Lanh, B8ng Thip
(Bat ching nhdn IS0 9001: 2015 & ISO/AEC 17025: 2005)

RX PRESCRIPTION ONLY <i\/>

DOMESCO

Clindamycin 150 myg

Clindamycin (as Clindamycin hydrochloride)

“dx3/0H

Oynrxs Aedn
JOUXS 01 95

GMP-WHO Box of 10 blisters x 10 capsules

COMPOSITION: Each capsule contains:

- Clindamycin (as Clindamycin hydrochloride) .....................

G5, 1 | O AU s e e e L S
INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS
AND OTHER INFORMATIONS: Read the package insert.

STORAGE: Store in a dry place, below 30 °C, protect from light.

REGISTRATION NUMBER: ............ KEEP OUT OF REACH OF CHILDREN
MANUFACTURER'S SPECIFICATION READ CAREFULLY THE PACKAGE INSERT BEFORE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66, National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
(Certified 1SO 9001: 2015 & ISOAEC 17025: 2005)

TP. Cao Lanh, ngdy 2< thdang ¢ nim 2016
.TONG GIAM POC~

ran Thanh Phong
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TO HUONG DAN SU DUNG THUOC

RX r
Thuoc ban theo don

CLINDAMYCIN 150 mg

THANH PHAN: Mdi vién nang cimg chira:

- Clindamycin (dwoi dang Clindamycin liydroclorid)......................c.cccoovvviviiiiiniiniininnnnnn. 150 mg

- Ta dugc: Tinh bot ngd, Lactose, Magnesi stearat, Nang ctiing 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, Nudc tinh khiét, Gelatin).

DANG BAO CHE: Vién nang ctng, ding udng.

QUY CACH PONG GOI:

Hop 1 vix 10 vién; gp 5 vix 10 vién; hgp 10 vi x 10 vién.

CHI PINH:

Clindamycin dwoc ding diéu tri cic nhiém khudn ngng do cdc vi khuin ky, khi, dac bi¢t do

Bacteroides fragilis. Clindamycin ciing dwgc ding diéu tri cdc bénh do vi khuian Gram dwong nhu

Streptococci, Staphylococci (¢om ci chiing di khdng methicillin) va Pneumococci. Tuy nhién, do

nguy co cao giy viém dai trang gia mac, clindamycin khong phai la thuéce lwa chon dau tién, chi

dung khi khong co thuéc thay tlte phit hop.

Clindamycin dwoc diing diéu tri cic bénh nhiém do vi khuin nhay cam trong nhiing truong hop

sau:

- Tai miii hong do S.pneumoniae khing s penicillin, viem phé quan phéi, ring ham mat, da, sinh

duc, xwong khop, nluem khuin huyét (triv viém mang nao).

- Nhiém khudn trong 6 bung nhuw viém pliiic mac va dp xe trong o bung.

- Nhiém khudn vét thuong mung mii (plmu thudt hodc chin thwong).

- Sét san (dwong sinh duc), nhiém khuin ning ving chiu hong va dwong sinh duc nit nhuw: Viém

mang trong tir cung, dp xe voi trieng khong do ldu cau, viém t¢ bao chiu hong.

- Phoi hop véi pyrimethamin dé diéu tri bénh T ‘oxoplasma.

Duw phong: Viém mang trong tim nhiém khuan khi lam thii thuat ¢ ring, duong ho hip trong

trwong hop di tng voi beta-lactam.

LIEU LUQNG VA CACH DUNG. }

* Céach dung: Dung ubng, ¢é thé ding véi thive dn hodc khong, udng vién nang cing voi mot ly nudce |

(nhiéu nwéc) dé tranh kich iing.

* Liéu ding:

Thoi gian didu tri v6i clindamyein tily thuge vao logi bénh nhiém khuan va mirc d6 nang nhe cua

bénh. Trong cac nhiém khuén do cac Str eplococcus beta tan mau nhom A, diéu tri clindamycin phai

tiép tuc it nhat 10 ngay. Trong cdc nhiém khuén ning nhu viém mang trong tim hodc viém xuong tuy,

phai diéu tri it nhat 12 6 tudn.

* Liéu thwong diing:

- Nguoi lon: 150 - 450 mg, cich 6 - 8 ”lO/[(lII, liéu toi da 1,8 g/ngay.

- Tré em > 30 kg thé trong (tré cé thé nuét diroc vién nang cing): 15 - 20 mg/kg/ngay, chia 3 — 4 lin.

Thube nay khong phu hop dung cho tré em dudi 30 kg thé trong.

* Liéu diéu tri mét sé bénh cu thé:

Tré em > 30 kg thé trong (tré cé thé nuét dwge vién nang curng):

- Viém miéng hau: 15 — 20 mg/kg/ngay, chia 3 -4 licu bang nhau. -

- Dy phong viém mang trong tim: 20 mg/kg, truwde khi phiu thugt 30 — 60 phuiit. S\I

Nguwoi lon: i ) 3 )
- Viém miéng hiu: 150 - 450 mg/lin, cdich 6 Oi()/lﬁn, trong 7 ngay, toi da 1,8 g/ngay. <

- Du phong viém mang trong tim: 600 mg, uong 30 - 60 phuit trude khi lam thi thugt. i

- Dw phong nhiém khudn huyét 6 nguoi thay khop goi phdi trdi qua phiu thudt rang: Uéng 600 mg

1 gio trude khi lam plmu thuat.

- Nhiém Toxoplasma: Ubng 600 mg/lin, cich 6 gio/lan, phdi hop véi pyrimethamin va acid folinic.
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- Sot san (nhiém tring dwong sinh duc): Doi voi san phu khong cé biéu hién om lim sang nhung sot
kéo dai hon 48 gio: Uéng 300 mg, cdich 8 gio/lan (néu do Mycoplasma) cho dén khi hét sot.

- Nguoi suy than va suy gan: Nén giam liéu clindamycin doi voi nguwoi bénh suy gan hodac suy than |
ning, khong can thiét diéu chinh giam liéu néu suy thin nhe dén viva va bénh gan. ‘
CHONG CHI PINH:

- Ngudi bénh mén cam véi clindamycin, lincomycin hay bat ky thanh phan khac cua thude.

THAN TRONG KHI SU DUNG:

- Néu nguwoi bénh bi ticu chay lién tuc trong qud trinh ding clindamycin nén ngieng diing thuoc
hodc chi tiép tuc ding néu cé sw theo dii nguwoi bénh chit ché va cé nhitng liéu phdp diéu tri phit
hop tiép theo.

- Phai thin trong doi véi nguoi cé bénh duwong tiéu héa hogc co tién siv viem dai trang. Nguwoi
bénh cao tuéi nhay cim dic biét voi th uéc, can theo doi cin than nhu dong rugt va bénh tiéu chay.
- Clindamycin tich liiy 6 nhitng nguwoi bénh suy gan ndng, do do phai diéu chinh Ileu ding; néu s
dung trong thoi gian dai, can theo doi dinh kyp chitc nang gan, thin va cong thirc te bao mau.

- Ding clindamycin co thé laim cic vi khuin khong nhay cam voi thudc phat trién qud mirc. Nhit
thiét phai theo doi ng woi bénh va lam khdng sinh do thwong xuyén dé cé bién phdp diéu tri thich
hop. Clindamycin can siv dung than trong cho nguoi b suy thin va suy gan ndng, khi ding licu
cao cho nhitng nguwoi bénh nay can theo dai néng dp clindamycin trong huyét thanh.

- Tré em duwdéi 16 tuoi khi ding th uéc can th wong xuyén theo doi chirc ndang cuia cdc co quan trong
co thé.

- Khong nén ding thuic dé diéu tri nhiém khuan hé than kinh trung wong.

- Clindamycin dung nap kém ¢ bénh nhan AIDS.

- Clindamycin khong an toan cho nguwoi b¢nh bj roi loan chuyén héa porphyrin, tranh ding cho A»?('
nguwoi bi roi loan chuyén héa porph yrin cdp tinh. ] "§*'
- Than trong voi cic bénh nhan c6 roi loan chuyén héa lién quan dén lactose. T
PHU NU CO THAI VA CHO CON BU: ‘ Y
Thoi ky mang thai: Chi dung clindamycin khi thét can thiét. \D£

Thoi ky cho con bu: Clindamycin bai ti¢t vao stta m¢ (khoang 0,7 - 3.8 microgam/ml), vi vay nén | {4y

tranh cho con bu trong thoi gian diéu tri thude.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thudc khong anh huong bénh nhan 1ai xe va vin hanh may moéc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Clindamycin ¢d tic dung phong bé than kinl co' nén co thé lam tang tac dung cua cac thude phong
bé than kinh co khac, vi vy nén sur dung rat than trong khi ngudi bénh dang dung cac thude nay va |
nhitng nguwoi bénh nay cin dwge theo doi vi tic dung phong bé than kinh co kéo dii.

- Clindamycin khong nén dung dong thoi voi nhitng thude sau:

+ Thudc tranh thai steroid uon;: vi lam giam tac dung cta nhing thude nay.

- Fr)thromycm vi cdc thude ndy tdc dung ¢ cung mot vi tri trén ribosom vi khuan, vi vay lién két
ctia thude nay véi ribosom vi khudn ¢6 thé tre ché tac dung cua thude kia.

+ Diphenoxylat, loperamid hodc opiat (nhiing chat chong nhu dong rudt), nhimg thude nay co thé
lam tram trong thém hoi chimg viém dai trang do dung clindamycin vi ching lam cham thai doc t0.

+ Hdn dich kaolin - pectin, vi lam giam hép thu clindamyein.

+ Clindamycin khdng lgi hoat tinh klving sinh ciia cac aminoglycosid in vitro. Tuy nhién, in vivo
sw khdng nay khong dwoc chirng minh, clindamycin da si dung thanh cong trong két hop véi mét
aminoglycosid va sw giam hoat tinh klhong thiy ré.

+ Clindamycin ¢6 thé lam giam tic dung ciia vaccin thiwong han dang uong.

+ Clindamycin doi khdng tdic (I(mg ciia cdc thuéce khdng cholinesterase (neostigmin va
pyridostigmin).

+ Thuéc doi khdng vitamin K: Tang cdc chi s6 xét nghiém dong mdu (PT/INR) vi/hodc chiay mdu |
¢ nhitng bénh nhén diéu tri két hop clindamycin véi thube doi khdng vitamin K (vi du: Warfarin,
acenocoumarol va ﬂuimlion) Nén gidm sdt thuwong xuyén cdc xét nghiém dong mdu ¢ nhirng bénh
nhin dwoe diéu tri voi thuoc doi khdng vitamin K.

TAC DUNG KHONG MONG MUON (ADR):
ADR thwong xay ra khi ding clindamycin duong u(mg.
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Clindamycin ¢6 nguy co cao gy viém dai trang gia mac do doc t6 cua Clostridium difficile tang
qua muc. Di€u nay xay ra khi nhiing vi khuin thuong c6 & dudng rudt bi clindamycin phéa huy (dac
biét & ngudi cao tudi va nhitng nguoi ¢6 chiic nang than giam).

O mét s6 ngudi bénh (0,1 — 10 %) viém dai trang gia mac ¢ thé phat men rét nang va dan dén t
vong. Viém dai trang gia mac dugc dac trung boi: Pau bung. tiéu chay, sot, co chat nhay va mau
trong phan. Soi truc trang thiy nhiing mang tring vang trén niém mac dai trang.

ADR cua clindamycin ¢ duong tiéu héa gay tiéu chay cé thé téi 20 % 6 nguwoi bénh sau khi
uong clindamycin.

- Thuong gap, ADR >1/100

Tiéu hoa: Budn nén, non, tiéu chay do Clostridium difficile, dau bung.
- It gap, 1/1000 < ADR < 1/100

Da: May day, ngtra, hoi chirng Stevens-Johunson, phdt ban. ‘
- Hiém gap, ADR <1/1000 \

Sinh duc, niéu: Viém am dao.

Thin: Chirc nang thin bit thuwong.

Toan than: So¢ phan vé.

Da: Ban do da, vié‘m troc da.

Mau: Téang bach cau wa cosin; giam bach cau trung tinh hdi phuc dugc, chitng mit bach cau hat,

gidm tiéu cau.

Tiéu hoa: Viém dai trang gia mac, viém thuc quan.

Gan: Vang da, chitc nang gan bit thuwong.
Théng bao cho béc si nhiing tac dung khong mong mudn gap phai khi st dung thude. ;
Huwéng dan cach xir tri ADR ‘ ‘ N
Ngtmng dung clindamycin ncu tiéu chay hodc viém dai trang xay ra, diéu tri bang metronidazol liéu
250 mg - 500 mg, udng 6 gio mot lan, trong 7 - 10 ngay. Dung nhua trao d6i anion nhu: 5}
cholestyramin hodc colestipol d¢ hap thu doc t6 tinh cua Clostridium difficile. Cholestyramin khong =S,

dugce udng dong thoi voi metronidazol, vi metronidazol lién két véi cholestyramin va bi mat hoat tinh. | 2y,
Khong thé loai clindamycin khoi mau mot céch cé hi¢u qua bang tham tach. P KHA
QUA LIEU VA CACH XU TRI: | E :

Trong cdc trwong hop qud liéu khong ¢ chi dinh diéu tri dic hiéu. . _&/}L

Triéu ‘clui'ng: Thudc khdng sinh it giy anh huwong khi diing t!mi liéu cip tinh. Triéu chirng cé tlz'é y
la buon non va non nura. Phat ban trén da co thé xdy ra néu bénh nhan da co di irng voi thuoc
kluing sinh.

Diéu tri: Thoi gian bdn thii trong hu)ut thanh ctia clindamycin la 2,4 gio. Clindamycin co thé
khong duwoc logi khoi mdiu bang tham phan hodc tham phan phiic mac. Chay than nhan tao va
tham plmn phiic mac klhong co hié¢u qua tr ong viée logi b clindamycin trong huyét thanh. Khong
can thiét riva da day. Bi nuwoc bang dwong uong khi néon mira ning va tiéu chay. Cdc bién phdp
khdac dwoc chi dinh tuy vao tinh trang lam sang ciia bénh nhdn. Néu cé phan tmg di tmg xdy ra
diéu tri bang cdc phwong phdp cap civu thong thuong, bao gom diing corticosteroid, adrenalin va

thubc khing histamin.
DUQC LUC HQC:
- Clindamycin la khang sinh thudc nhém lincosamid. Tac dung cua clindamycin la lién két vai tiéu
phan 508 cua ribosom, do d6 trc ché tdng hop protein cta vi khuin. Clindamycin ¢6 tac dung kim
khudn & ndng do thép va diét khudn & nong do cao.
- Co ché khang thudc ctia vi khudn ddi véi clindamycin la methyl héa RNA trong tiéu phan 50S cua
ribosom cua vi khudn; kiéu khang nay thudng qua trung gian plasmld Co6 su khang chéo gitra
clindamycin va erythromycin, vi nhirng thude nay tac dung 1én cung mat vi tri cua ribosom vi khuan.
- Tac dung in vitro cua clindamycin d6i véi cdc vi khuan sau day:
+ Cau khuan Gram duong wa khi: Staphylococcus aureus, Staphylococcus epidermidis,
Streptococcius (tru S. faecalis), Pneumococcus. b&
+ Truc khuén Gram am ky khi: Bacteroides (B. fragilis) va Fusobacterium spp.
+ Truc khuin Gram duong ky khi khong sinh nha bao: Propionibacterium, Eubacterium va |~
Actinomyces spp.
+ Cau khuan Gram duong ky khi: Peptococcus va Peptostr eptococcus spp.. Clostridium perfringens
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(trr C. sporogenes va C. tertium).

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

- Clindamycin c6 thé ubng vi bén ving & moéi truong acid. Nong do wc ché tdi thicu: 1.6
microgram/ml.

DUQC DONG HOQC:

Khoang 90 % liéu udng cua clindamycin hydroclorid duge hip thu. Sau khi udng 150 mg. 300 mg va
600 mg clindamycin, nong dé dinh huyét tuong tuong tmg la 2 - 3 microgam/ml, 4 va 8 microgam/ml
trong vong 1 gio. In vivo, clindamycin hydroclorid nhanh chong duoc thay phan thanh clindamycin.
Clindamycin duoc phén b rong khép trong céc dich va md cua co thé, gdm ca xuong, nhung su phan
bd khong dat duge ndng do ¢6 y nghia trong dich ndo tuy Hon 90% clindamycin lién két véi protein
ctia huyét twong. Thoi gian ban thai cta thude tir 2 - 3 gi0. nhung co thé kéo dai O tré so sinh va
nhitng nguoi bénh suy than nang. Khoang 10 % thude udng duoc bai tiét qua nude tiéu dudi dang co
hoat tinh hay chét chuyén hoa va khoang 4 % bai tiét qua phan.

Tudi tac khong lam thay déi duge dong hoc ctia clindamyein néu chirc nang gan than binh thuong.
BAO QU;\N Noi kho, nhiét d§ dudi 30 °C, tranh anh sang.

HAN DUNG: 36 thang ké tir ngay san xudt.

THUOC NAY CHI DUNG THEO DON CUA BAC SI

PQC KY HUONG DAN SU DUNG TRUOC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI
PE XA TAM TAY TRE EM \
NHA SAN XUAT VA PHAN PHOI
CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO \%
Pia chi: S6 66, Qudc 16 30, Phuomg My Phu, TP. Cao Lanh, Tinh Pong Thap |
DOMESCO DPién thoai: 067. 3851950 |

TP Cao Lanh, ngay .2 thang ¢4 nam 2016
Q. Tong Giam Péc”
) ' n ciru & Phat trién

ran Thanh Phong \
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