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Rx
Candmi® 600

Vién nang cirng Clindamycin 600 mg
Thubc nay chi diing theo don thude. Dé xa tdm tay tré em. Doc kjj hudng dén sit dung trude
khi ding.

1. Tén thude: Candmi® 600

2. Thanh phin: M3i vién nang cting ¢6 chia:

- Thanh phdn hoat chdt: Clindamycin hydroclorid twong duong vé6i Clindamycin 600 mg.

- Thanh phdn td dwoc: Silica khan dang keo, lactose monohydrat/ tinh bot ngd ti 1 85:15,
magnesi stearat.

3. Dang bao ché: Vién nang cimg

. - Mb ta san phdm: Vién nang cimg gelatin, c& s6 00, than nang mau tring, nip nang mau
tring, bén trong chira bét mau tring hodc gin tring, ¢6 thé c6 khoi bot ma dé dang bi phén ra
dudi ap luec.

4. Chi dinh
Thubc Candmi® 600 duge chi dinh dé didu tri céc tinh trang nhiém khuin nghiém trong gdy
bi vi khudn Gram dwong va vi khuén ky khi con nhay cdm véi clindamycin (xem thém muc
7 va 13) nhu sau:
« Nhidm khuén trong 6 bung,
+ Nhiém khuén da va mé mém,
« Nhiém khuén dudng hd hip duéi, vi du nhu viém phdi hit,
« Nhiém khuin ving chu.
Néu cin thiét, nén phdi hop clindamycin v6i mot thude khang sinh thich hop c6 hidu qua
chéng lai vi khun hiéu khi Gram am.
@  Nénxem xét thém céc huéng din chinh thire vé viéc sir dung thich hop céc thudc khéng sinh.

5. Liéu dung, cich dung

Liéu diing

Ngudi 16n va tré em trén 12 tudi

Nhim khudn mitc d6 trung binh: diing lidu 150 - 300 mg mdi 6 gier mét lan.

Nhiém khudn muc d6 ning: ding lidu 1200 - 1800 mg mdi ngdy chia thanh nhiéu 14n dung va
ding mdi 6 dén 8 gier mot lan.

Pdi vdi nhitng mire lidu ma khéng thé dat dwoc véi vién nang cimg Candmi® 600, nén ding
céc ché pham khac ¢6 ham luong clindamyein phit hop hon.

Bénh nhén cao tudi

Thoi gian bén thai, thé tich phan bd, d thanh thai va muc d6 hp thu cta clindamycin
hydroclorid khong bi thay dbi khi tudi bénh nhéan tang 1&n. Phan tich dir liéu tir cdc nghién
ctru 1am sang khong cho thdy c6 ting doc tinh lién quan dén tudi ciia bénh nhan. Do d6, liéu
ding & bénh nhan cao tudi khéng bi anh huwéng néu chi béi yéu t tudi tac.
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Tré em

Dung lidu 3 - 6 mg/kg thé trong mdi 6 gio mot 1an tiy thude vao mire dd nghiém trong cua
tinh trang nhim khudn.

Nén diing céc ché phidm khac c6 ham lugng clindamycin thdp hon cho nhém ddi tugng nay.
Bénh nhén suy than

Khdng can diéu chinh liéu ¢ bénh nhan bi suy giam chire niing than muic do tir nhe dén trung
binh. O bénh nhan bi suy thin ning hodc v niéu, nén theo ddi ndng dd thude trong huyét
twong. Tty thudc vao két qua ndng d6 thude, co thé cin giam lidu hodc ting khoang céch
giita c4c 14n ding thudc 1én 8 gid hodc tham chi la 12 gid néu cén thiét.

Liéu ding & bénh nhén dang thim phan méu

Clindamycin khong bi loai bo bdi thdm phan mau. Do dé, khéng cin ding thém lidu trude
hogc sau khi thAm phan mau.

Bénh nhin suy gan

O bénh nhén suy gan tir trung binh dén ning, thodi gian ban thai cta clindamycin bi kéo dai.
Nhin chung khéng cén thiét phai giam liéu néu clindamycin duge dung mdi 8 gid mot lan.
Tuy nhién, nén theo doi ndng d6 clindamycin trong huyét twong & bénh nhan suy gan ning.
Tuy thude vao két qua ndng do thude, co thé can giam liéu hodc ting khoang céch giira céc
1in dung thude.

Duwong dung

Dung thubc dudng udng. Nubt tron vién nang véi mét ly nuéc ddy. Sy hép thu cia
clindamycin khong bi thay ddi dang ké boi thirc an.

Néu bénh nhan quén ubng mot lidu thude, thi nén ubng licu thubc da quén ngay khi nhé ra.
Néu ghn t6i thoi gian udng lidu tiép theo, hiy bd qua liéu quén dung va ubng liéu tiép theo
nhu binh thudng. Khéng udng gp dbi liéu dé bu lai liéu da quén.

Khéng c6 yéu cau gi dac biét vé viée xir Iy thude sau khi sir dung.

6. Chong chi dinh
Chéng chi dinh diing thubc ndy cho nhitng bénh nhan da biét min cam véi clindamycin,
lincomycin ho#ic véi bat ki ta duge nao c6 trong thudc (xem muyc 2).

7. Canh bdo va thin trong khi ding thube

Céc phan tmg qud méin nghiém trong, bao gbm ca nhitng phan img da nghiém trong nhu phéan
ttng véi thude kém ting bach cdu wa eosin va céc tridu ching toan than (DRESS), hdi chung
Stevens-Johnson (SJS), hoai tir thuong bi nhiém ddc (TEN, hdi ching Lyell), va ngoai ban
mun mu toan than cép tinh (AGEP) da dugc bdo cdo & bénh nhan duge didu tri bing
clindamycin. Néu giip phai phan tig qua man hodc phén (mg da nghiém trong phai ngimg
dung clindamycin va tién hanh diéu tri thich hop cho bénh nhén (xem muc 6 va muc 11).
Viée lya chon clindamycin d& diéu tri nén dua trén cac yéu té nhu mic do nghiém trong cla
tinh trang nhi®m khuén, mic d6 dé khang véi cac thudce khang sinh ciing thich hop dé diéu trj
khéc va nguy co vi khuén khang chon loc véi clindamycin,

Diéu tri voi céc thude khang sinh ¢6 thé lam thay d6i dang Kké qué‘m thé vi sinh tir nhién ¢ rudt
dAn téi su phat trién qua mie ctia Clostridium difficile. Diéu nay da dugc bao cdo khi sir dung
héu hét tit ca cac thube khéng sinh, bao gdm ca clindamycin. Clostridium difficile sinh ra doc
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t6 A va B gbp phan lam phat trién bénh tiéu chay lién quan dén Clostridium difficile (CDAD)
va |a nguyén nhan chinh gy "viém dai trang lién quan dén khéng sinh".

Pidu quan trong 14 cén nhéc chén dodn CDAD & céc bénh nhén bi tiéu chay sau khi ding céc
thudc khéang sinh do c6 thé tién trién thanh viém dai trang, bao gdm viém dai trang gia mac
(xem muc 11), véi mic d co6 thé tir nhe dén tir vong. Néu nghi ngd hodic x4c nhén tiéu chay
c6 lién quan dén thudc khang sinh hogc viém dai trang c6 lién quan dén thubc khang sinh,
phai nging didu tri v6i cac thude khang sinh, bao gbm ca clindamyecin va tién hanh ngay céc
bién phap diéu tri thich hop cho ngudi bénh. Chéng chi dinh ding thube e ché nhu dong
rudt trong trudong hop nay.

Clindamycin khong di qua hang rdo méau ndo véi ndng do du dé co tac dung didu tri.

Vi clindamycin khéng khuéch tan nhiéu vao dich nfo tiy, nén khong dung thube nay dé didu
tri viém mang néo.

Thén trong khi dung clindamycin cho nhiing ngudi cé tién sir bénh da day-ruét, dic biét 1a
viém dai trang.

Khong nén dung clindamycin cho bénh nhan bi tiéu chay.

Nén thuc hién kiém tra chitc ning gan va than khi diéu tri kéo dai.

Tén thuong than cip tinh, bao gdm cé suy thin cap tinh, dbi khi cling d dugc bao céo. Nén
xem xét theo ddi chirc ning thin & nhitng bénh nhén bi r6i loan chirc ning than tir trude hodc
dang dung ddng thoi véi cac thude gy doc cho than (xem muyc 11).

Diéu trj v6i clindamycin ¢6 thé dan dén sw phat trién qua muc cla cac sinh vét khong nhay
cam, dgc biét 1a ndm.

Can than trong khi sir dung clindamycin cho ngudi cé co dia di tmg.

Canh bao vdi ta duoc

Vién nang cimg Candmi® 600 c6 chira lactose monohydrat nén khong ding thuée nay cho
nhitng bénh nhan méc cac van d& di truyén hiém gip v& khong dung nap galactose, thiéu
lactase toan phan hodc kém hép thu glucose-galactose.

8. Sir dung thudc cho phu nir ¢6 thai va cho con b

Phu nt dang mang thai

MO0t nghién ctru 1am sang mé rng voéi sy tham gia cia khoang 650 phu nit dang mang thai &
3 thang déu thai ky, kiém tra tré so sinh ctia nhimg phy nit nay khéng ghi nhén c6 tang ty 16
di tat. Tuy nhién, day chi la dir liéu khong déy di vé su an toan khi ding clindamycin & phu
ntt dang mang thai.

Clindamycin qua dugce hang rao nhau thai. Qua do, goi y cac ndng d6 didu tri c6 thé dat dwoge
¢ thai nhi.

Chi str dung clindamycin cho phu nit dang mang thai sau khi dé cén nhéc k¥ ludng loi ich va
nguy co.

Phu nit dang cho con bu

Clindamycin di dugc vao sita me. Do d6, khong thé loai trlr nguy co xay ra cdc tac dung
khong mong mudn trén tré dang bu sita me, vi dy nhu nhay cam véi thude, tiéu chay, nhiém
nim & niém mac. Can c4n nhic k¥ ludng loi ich nguy co trude khi quyét dinh dung thude
trong giai doan cho con b.

Kha nang sinh san
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Chua c6 dit liéu vé anh hudng cta clindamycin 1én kha nang sinh san & ngudi. Cac nghién
ctru vé sinh san trén dong vat khong cho thdy c6 anh hudng 1&n kha nang sinh san.

9. Anh hudng 1én khi ning l4i xe, vin hanh mdy méc
Clindamycin khéng cé anh hudng hoac anh hudng khong dang ké 1én kha ning 14i xe va van
hanh may moc.

10. Twong tac, twong ky, ciia thube
o Tuong tdc

Clindamycin c6 dic tinh chen thin kinh co nén c¢6 thé 1am ting tac dung cua cac thudce cling

¢6 tdc dung chen than kinh co khéac. Do viy, nén thin trong khi dung clindamycin cho bénh

nhén dang diing cac thude nay.

Tac dung dbi khang gitta clindamycin va erythromycin da dugc ghi nhan trong nghién ciru in

vitro. Do co thé xay ra tuong téc c6 ¥ nghia trén 1am sang, khong nén ding 2 thudc nay dong
@ i

Cdc thude doi khang vitamin K:

Téng thoi gian dong mau trong céc xét nghiém déng mau (PT/INR) va/hodc chdy méu da

duogc bdo cdo & cdc bénh nhén dugce didu trj clindamycin dbng thoi véi mot thude dbi khang

vitamin K (vi du nhu warfarin, acenocoumarol va fluindion). Vi vay, can tién hanh thuong

xuyén cdc xét nghiém dong mau & nhitng bénh nhan duoc didu tri v6i cac thude dbi khéng

vitamin K.

. Tuong ky: do khong c6 céc nghién ctru vé tinh tuong ky cta thube, khong trén 14n

thudc nay véi céc thude khéc.

11. Tac dyng khéng mong mudn

Bang sau liét ké cac tic dung khong mong mudn theo hé co quan va theo tin sudt, thu dugc

tir céc thir nghiém 1am sang va céc béo cdo sau khi luu hanh thude.

Céc téc dung khong mong mudn thu dugc tir qué trinh gidm sat sau khi thube Iuu hanh duoc
. in nghiéng trong bapg. , ,

Trong moi nhom tan sudt, cac tdc dung khéng mong muodn lai duoc trinh bay theo th tu

giam din vé murc d6 nghiém trong.

Hé co quan Thuong  gip It gap ) Chua rd
(> 1/100 dén < | (>1/1,000 dén < | (chua thé wée tinh duge tir
1/10) 1/100) cic dir liéu sén c6)

Nhiém Kkhuin
va nhiém Ky
sinh trung

Viém dai trang
. *
gia mac™

Viem dgi trang gdy boi
Clostridium difficile™
Nhiém khuan 4m dao

Roi loan hé
mau va bach
huyét

Mit bach cau hat*, giam
bach cau*, giam bach ciu
trung tinh*, giam tiéu
cdu*, tdng bach céu va
€0sin

.‘ - ~
Réi loan hé¢
mién dich

S6¢ phan vé*, phan tng
dang phan vé*, phan \ng
phan vé*, man cam
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R6i loan h¢ Réi loan vi gide
than kinh
Rbi loan hé | Dau bung, tiéu Budn nén, non Loét thyc quan*®
tiéu héa chay Viém thuc quan*
ROi loan gan | Bat thuong xét Vang da*
mat nghiém chic
nang gan
Rdi loan da va Phét ban dét sn, | Hoai tir thuong bi nhiém
md dudi da mé day d6c (TEN)*, hoi chimg

Stevens-Johnson  (SJS)¥*,
phan tng voi thude kém
tang bach cu wa eosin v
cic triéu chung toan thén
(DRESS)*, ngoai ban mun
ma toan thin cdp tinh
(AGEP)*, héng ban da
dang*, viém da troc vay¥,
viém da bong nudc*, phat
ban dang s&i*, ngita

Roi loan thin Téon thuong than cap tinh*
va tiét niéu
Cha thich:

*Céc téc dung khong mong mubn thu duge tir dit liéu hau mai
# Xem muc 7

12. Qua lidu va cdch xir tri

- Tridu chimg: Khéng c6 dir lidu vé sir dung thude qua lidu, khéng diing qua liéu chi dinh cta
thudc.

- Xir tri: Chua ¢6 chi dinh diéu tri cu thé trong trudmg hop qué liéu. Thoi gian ban thai trong
huyét thanh cta clindamycin 1a 2,4 gio. Thdm phan mau va thdm phén phic mac khong cé
hiéu qua trong viéc loai bé clindamycin khoi méu. Néu cdc tac dung khéng mong muén vé di
{mg xdy ra, nén tién hanh diéu trj cdp ctru thudmg quy cho bénh nhén, bao gdm sir dung céc
corticosteroid, adrenalin va céc thube khéng histamin.

13. Pic tinh dwgc lye hoe

Nhém duge ly: Cac khang sinh nhém lincosamid

Ma ATC: JO1FF01

Co ché tac dung

Clindamycin gan véi tiéu don vi ribosom 508 ctia vi khudn va trc ché su tong hop protein ctia
vi khudn. Clindamycin phin 16n ¢6 tic dung kim khuén.

Co ché khang thubc

Su d& khang véi clindamycin thudng xay ra theo kiéu dé khang macrolid-lincosamid-
streptogramin B (MLSg), ¢6 thé 13 yéu t§ cAu thanh hoic cam tmg.

Mbi quan hé duoc déng hoc/ duoc luc hoc
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Hiéu luc cta thubc phu thude chi yéu vao khoang thdi gian ma ndng d6 thuéc cao hon nong
6 e ché i thidu (MIC) dbi véi tac nhan gy bénh.

Diém gay

Trong bang dudi day 14 cac mitc ndng dd we ché t6i thidu cho céc ching vi sinh vt nhay cam
hodc dd khang thude da dugce xé4c dinh, dya theo EUCAST:

Téc nhin gay bénh P§ nhay cam Mirc dé khing
Staphylococcus < 0,25 mg/l > 0,5 mg/l
Streptococcus A, B, C, G <0,5 mg/l > 0,5 mg/l

S. pneumoniae <0,5 mg/l > 0,5 mg/l

Vi khuén Gram am ky khi <4 mg/l >4 mg/l

Vi khuin Gram duong ky khi <4 mg/l >4 mg/l

Su khéng thude thu duoc

T§ 1¢ khang thuéc thu duge & timg loai c6 thé thay ddi theo ving dia Iy va theo thoi gian. Do
@ 46, cin tham khdo thong tin v& sy khang thude tai dia phuong, dgc biét khi dé diéu trj cac

trudmg hop nhiém khudn ning. Néu c6 nghi ngd vé hiéu qua diéu tri cta clindamycin trong it

nhit mot vai tinh trang nhidm khuén do tinh trang khang thudc & dia phuong, nén tham khao

y kién cua céc chuyén gia diéu tri.

Hoat tinh khang khuén

Cic loai thwong nhay cam Nhiin xét

Cic vi sinh vt Gram dwong hiéu khi

Actinomyces israelii®

Staphylococcus aureus (nhay cam voi methicillin)

Streptococcus agalactiae

Streptococcus nhém “Viridans™*

Cic vi sinh vit ky khi

Bacteroides spp. ° (ngoai trir B. fragilis)

Fusobacterium spp. °

Peptococcus spp. °©

. Prevotella spp.
Veillonella spp. °

Cdc vi sinh vat khac

Chlamydia trachomatis °

Chlamydophila pneumoniae °

o A

Garnerella vaginalis®

Mycoplasma hominis °

Ciic loai ¢6 thé ¢6 co ché khing thudc thu dwge

Cic vi sinh vit Gram dwong hiéu khi

an. P

Staphylococcus aureus

N\

Staphylococcus aureus (dd khdang véi methicillin) +

Staphylococcus epidermidis +

Staphylococcus haemolyticus

Staphylococcus hominis

Streptococcus pneumoniae Ti 1¢ khang thuéoc'cao hon ¢ Bi (>
20%), Italia (1én dén 48%), Tay Ban
Nha (1én dén 49%), Hungary (> 30%)
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va Ba Lan (> 30%)

Cic vi sinh vit Gram am hiéu khi

Moraxella catarrhalis 8

Cdc vi sinh vit ky khi

Bacteroides fragilis

Clostridium perfringens Ti 18 Clostridium khang thu6c cao hon
& Tay Ban Nha (10-20%)

Peptostreptococcus spp. Ti 16 khang thudc cao hon & Tay Ban

Nha (10-20%)

Propionibacterium spp.

Cse loai von da khdng t thudc

Cdc vi sinh vit Gram duong hiéu khi

Enterococcus spp.

Listeria monocytogenes

Cic vi sinh vit Gram dm h iéu khi

Escherichia coli

Haemophilus influenzae

Klebsiella spp.

Neisseria gonorrhoeae

Neisseria meningitides

Pseudomonas aeruginosa

Cidc vi sinh vat ky khi

Clostridium difficile

Cic vi sinh vit khdc

Mycoplasma pneumoniae

Ureaplasma urealyticum

Cha thich:
° Chua c6 sin dit liéu cdp nhit. Trong cdc tai li¢u y van chinh, cc khuyén céo va diéu tri
chuén déu dya trén mirc d6 nhay cam.

5 Su nhay céam trong ty nhién cua hiu hét cac ching phan lap dugc nim trong khoang trung
binh.

* O it nhit mot khu vue, ty 18 khang thude 12 trén 50%.

~ Tén chung cho mét nhom hdn hop céc lién cau. Ty 1& khéng thudc c6 thé khic nhau tuy
thudc ching lién cau.

14. Pic tinh duge dong hoe

Diic tinh chung ciia hogt chiit

Hap thu

Khoang 90% liéu clindamycin hydroclorid dugce hip thu tir dwong tiéu héa; trong vong mot
git sau khi dung maét lidu 150 mg clindamyein gid tri ndéng d6 nim trong khoang tir 2 dén 3
mcg/ml, v&i ndng dé trung binh khoang 0,7 meg/ml sau 6 gio. Sau khi dung lidu 300 va 600
mg, da ghi nhan ndng dd dinh trong huyét twong twong tmg 14 4 va 8 meg/ml. Mirc d6 hdp thu
khong bi giam déng ké béi thire an ¢6 trong da day nhung tc d6 hip thu c6 thé bi gidm.

Phdn bé

Clindamycin duge phan bb rong trong dich co thé va cac md bao gdm ca xwong, nhung
khong dat duoc ndng d6 dang k& trong dich ndo tiy. Clindamycin qua duge nhau thai vao hé
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tuan hoan cna thai nhi va ciing da dugc phat hién c6 trong sita me. Clindamyein ¢ nong do
cao trong mat, tich 1y trong bach cau va dai thue bao. Hon 90% clindamycin trong tuén hoan
lién két voi protein huyét tuong.
Chuyén héa
Clindamyecin trai qua qué trinh chuyén hoa, c6 thé 1a & gan, tao thanh cdc chét chuyé én hoa la
N-demethyl va sulphoxid ¢é hoat tinh, va cd mdt vai chét chuyen héa khong c¢o hoat tinh.
Thai trie
Thoi gian ban thai tir 2 dén 3 gid, mic du c6 thé kéo dai & tré so sinh thiéu thing va bénh
nhén suy than nang.
Khoang 10% liéu dugc bai tiét vao trong nuée tiéu du6i dang hoat chat hozic chét chuyén héa
con hoat tinh va khoang 4% qua phén; phén con lai duge bai tiét dudi dang céc chat chuyén
héa khoéng cé hoat tinh. Qua trinh thai trir dién ra chim va kéo dai trong vai ngay.
Clindamycin khong duoc loai bo hiéu qua khoi méu béng tham phéan.
Dic tinh trén céc bénh nhén

. Khong ¢6 luu y gi ddc biét. Xem muc 7 dé c6 thém thong tin.

15. Quy cach déng goi
Hop 2 vi x 6 vién nang cing.
Hop 5 vi x 6 vién nang cing.

16. Diéu kién bio quin
Béo quan thudce & nhigt d6 dudi 30°C.

17. Han dung
36 thang k& tir ngdy san xudt.

18. Tiéu chuan chit lwgng
Nha san xuat.

19. Tén, dia chi cia co sé sin xuét thude
Balkanpharma- Razgrad AD
68 Aprilsko vastanie Blvd., 7200 Razgrad, Bulgaria.
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