AstaClinda C 300

Né&u cin thém thong tin, xin hoi y kién bac si.
Poc ky huéng dan stz dung trudc khi ding. Déxa tam tay tré em.

THANH PHAN CONG THU'C THUGC

M&i vién nang cling chira:

Thanh phin hoat chét: Clindamycin hydrochloride tuong duong ClindamyCin...........co.e.. 300mg

Thanh phéan t4 dugc: Lactose monohydrate 200M, Magnesium stearate, Colloidal silicon dioxide, V& nang gelatin cing

56 0 (Gelatin, Titanium dioxide, Nudc tinh khiét).

DANG BAO CHE

Vién nang clng

M ta: Vién nang clrng, c& nang s6 0, ndp nang mau trang cd in logo Asta (&5) mau den, than nang mau trdng cé in chir
"CLIN 300" mau den, bén trong chita bot thudc mau trang dén trang nga.

CHIDPINH

Clindamycin c6 tac dung diéu tri nhitng nhiém khudn duéi day do céc vi khuan ky khi nhay cam vdi thudc hodc céc
chting vi khuan ai khi Gram duong nhay cam véi thudc nhu lién cau (streptococci), tu cau (staphylococci), phé cau
(pneumococci) va cac chiing Chlamydia trachomatis nhay camvdi thude.

a) Cac nhiém khuan dudng hé hdp trén bao gom viém a-mi-dan, viém hong, viém xoang, viém tai gitta va bénh tinh
héng nhiét.

b) Cac nhi&m khudn duding hd h&p dudi bao gdm viémphé quan, viém phdi, viem ml mang phéi va dp-xe phdi.

¢) Cac nhiém khuan da va mé mém bao gom tring c4, nhot, viém mo té bao, chéc 10, cac ap-xe va nhiém khudn tai
vét thuong. Vai cac nhiém khudn da va mé mém ddc higu nhu viém quing va viém mé méng (panaritium); cac truong
hop nay déap (g tét khi tri liéu véi clindamycin.

d) Cac nhiém khuan xuong va khép bao gbm viém xuong tuy va viém khdp nhiém khudn.

e) K&t hop vdi mot thudc khang sinh phd vi khudn Gram &m &i khi thich hop dé didu trj cdc nhiém khuan phu khoa bao
gdm viém ndi mac tir cung, viém mo té bao, nhidm khudn 4m dao, dp-xe vdi-budng trirng va viém voi tring. Trong
trwding hop viém c6 tir cung do Chlamydia trachomatis, diéu tri clindamycin don thuZn dugc nhan théy a cé hiéu qua
diét dugc vi sinh vat nay.

f) Cac nhiém khuan trong & bung gom viém phlic mac va ap-xe trong & bung khi két hgp vdi mét thudc khang sinh phd
vi khuan &i khi Gram &m thich hop.

g) Nhiém triing huy&t va viém ni tdm mac. Hiéu qua clia clindamycin di dugc ghi nhan trong digu tri mot S0 truong
hop viém ndi tam mac cu thé, khi clindamycin & ndng d thich hgp c6 thé dat dugc trong huyét thanh cd tac dung diét
khuan in vitro d8i véi vi khudn dang gay nhiém khuan.

h) C4c nhiém khuan rang miéng nhu ap-xe quanh rang (p-xe nha chu) v viém quanh rang (viém nha chu).

i) Viém phdi do Pneumocystis jiroveci (phén loai trudc ddy (& Pneumocytis carinii) trén bénh nhan AIDS. O bénh nhan
khéng dung nap véi hodc khéng dap ting day di véi digu trj théng thuong, clindamycin ¢4 thé str dung phéi hgp voi
primaquin.

i) S6t rét: B6i vai chi dinh nay, xin tham khao hudng din chédn dodn va didu tri bénh s6t rét moi nhét do BO Y t€ ban
hanh.

k) Bidu trj dy phong viém mang trong tim trén bénh nhén nhay cam/dj tng vdi cac khang sinh penicillin.

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

CACH DUNG, LIEUDUNG
Lidu diing cho ngudi lon i
Clindamycin hydrochloride vién nang (duding ugng): 300 mg/l3n mbi 6,8, 12 gidt hodc 600 mg/tan méi 8, 12 gid. DE

tranh kha nang kich thich thyc quan, nén udng vién nang Clindamycin hydrochloride vdi mot c8e nudc day.

Lidu dung cho ngudi cao tudi:

Cac nghién cttu dugc dong hoc cta clindamycin cho thdy khong cé sir khic biét cdy nghia vé mat lam sang gitra nguai
tré tudi va ngudi cao tudi cé chirc nang gan va chirc nang than (diBu chinh theo tudi) binh thudmng sau khi udng hodc
tiém. Vi vdy khong can thiét phai digu chinh lidu & ngudt cao tudi cé chircnang ganva chirc néng than (didu chinh theo
tudi) binh thuding (xem muc Hac tinh du'gc dong hoc).

Ligu dung cho bénh nhan suy than

Khong can thiét digu chinh liBu & bénh nhan suy than.
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Ligu ding cho bénh nhan suy gan

Khong can digu chinh ligu dung & bénh nhan suy gan.

Lieu dung cho nhirng chi dinh ddc biét

(a) Nhiém lién c3u bé-ta tan huyét

Tuan theo c4c lidu chi dinh & trén trong muc lidu diing cho ngudi Lon. Nén tiép tuc diéu trj trong ft nhat 10 ngay.
(b) Viém ¢ tr cung do Chlamydia trachomatis:

Clindamycin hydrochloride ugng 600 mg, 3 lan mét ngay trong 10-14 ngay.

(c) Viém phéi do Pneumocystis carinii trén bénh nhan AIDS

Udng 300 mg Clindamycin hydrochloride mbi 6 gid hoac 600 mg mbi 8 gity trong 21 ngay va primaquine 15 dén 30 mg,
mét [An mbi ngay trong 21 ngay.

(d) Dilu trj viém a-mi-dan/ viém hong cdp do lién cau

Vién nang Clindamycin hydrochloride ligu 300 mg, udng hai [3n mot ngay trong 10 ngay.

(e) Didu trj st rét:

Vi chi dinh nay, xin tham khao hudng dan chén dodn va diBu tri bénh st rét moi nhét do Bo Y té ban hanh.

(h) Du phong viém ni tdm mac & bénh nhan nhay cam vdi Penicillin:

Clindamycin hydrochloride vién nang (duwdng uéng)

Ngudi l6n: 600 mg 1 gid' trudc khi phau thudt.

CHONG CHi BINH
Chéng chi dinh Clindamycin & bénh nhén trudc day c6 tién su dj tng voi clindamycin hoac lincomycin hodc bat ky

thanh phan nao trong cong thirc.

CANH BAO VA THAN TRONG KHI DUNG THUGC

Phan (ng qua man nghiém trong, bao gom ca nhitng phan tng da nghiémtrong nhu phan tng do thudc kém tang bach
ciu wra eosin va nhifng triéu ching toan than (DRESS), hdi chiing Stevens-Johnson (SJS), hoai tif biéu bi do nhiém dgc
(TEN), va ngoai ban myn mu toan than cap tinh (AGEP) da dugc bao ¢40 & bénh nhan dugc digu tri bang clindamycin.
N&u bi phan ng qua man hoc phan (ing da nghiém trong, nén ngling dung clindamycin va tién hanh diéu trj bang liéu
phép thich hop. (xem muc Chéng chi dinh va muc Téc dung khdng mongmudn)

Viém dai trang gia mac duwoc bao cdo véi hau hét cac thude khang sinh bao gdm clindamycin voi mirc do tir nhe dén
de doa tinh mang. Do vay, diéu quan trong [a can nhéac chédn dodn trén cac bénh nhan cd cac dAu hiéu clia tiéu chay
sau khi diing khang sinh.

Pidu tr] bing thudc khang sinh am thay di hé sinh vét clia dai trang va cé thé tao ca hgi cho clostridia tang truong
Vot mirc. Cac nghién ctru cho thdy doc t tao ra do Clostridium difficile a nguyén nhan dau tién gay ra viém dai trang
do khang sinh. Sau khi xac dinh chan doan vé viém daitrang gia mac ban d4u, can tién hanh cac bién phép diéu tri.
Céc truwding hop viém dai trang gia mac nhe thuong la khi ngung thudc. Trong cac trudng hop vira dén nang, can can
nhdc viéc quan 1y bl nwdc va chat dién giai, bd sung protein, va didu trj vGi mot khang sinh c6 hiéu qua ldm sang voi
viem rudtkét do Clostridium difficile.

Tiéu chay do Clostridium difficile (Clostridium difficile associated diarrhea - CDAD) d4 dugc béo cao khi st dung doi
véi hiu hét cac thudc khang khudn, bao gom ca clindamycin, va mirc dj c6 thé tir tiéu chay nhe dén viém dai trang
din dén tir vong. BiBu trj bing cac thudc khang khudn sé lam thay d6i quan th& vi sinh ty nhién cla dai trang dan tdi
sy phét trién qud mrc cta C. difficile.

Clostridium difficile sinh ra doc t6 Ava B gop phan lam phat trién CDAC. Céc ching C. difficile sinh doc td manh hon
13 nguyén nhan [am tang ty l& mac bénh va tir vong, vicac tinh trang nhiém khudn nay cd thé kho chira khi ding cac
lisu phép khéng sinh va c6 thé can phai c&t bd dai trang. Can phai nghi dén bénh CDAD ¢ tat ca cac bénh nhan Xuat
hién tiéu chay sau khi dung khang sinh. Can ghi bénh an can thén vi dé co bdo cao CDAD xay ra sau hon 2 thang ké tir
khi diéu tri bang thuéc khang sinh.

Do clindamycin khdng khuyéch tan nhiéu vao dich naotdy, khong nén ding thudc dé diéu trj viém mang néo.

N&u didu tri kéo dai, nén theo doi chifc nang gan, than va gidm sét cong thirc mau. Str dung clindamycin cé thé dan
dén tinh trang tang sinh qua mirc cac sinh vatkhdng nhay cam, ddc bigtla nam men.

B&nh nhan c6 céc vdn dé di truyén hiém gdp vé dung nap galactose, thiu Lapp lactase hodc kem hap thu glucose-
galactose khong dugc dung thudc nay.

sif DUNG THUGC CHO PHY N CO THAI VA CHO CON BU

Thoi ky mang thai:

Céc nghién cifu doc tinh 1&n kha nang sinh san qua duting udng va tiém dudi da & chugt va tho khong phat hién bang
chimg nao vé suy gidm kha nang sinh san hodc gay hai dén thai do clindamycin, ngoai trif & céc lidu lugng géy doc cho
me. Nghién ctiu trén kha nang sinh san ctia dong vat khong phai liic nao cling dy dodn dugc dap (ing trén ngudi.
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Clindamycin qua dugc nhau thai ngudi. Sau khi dung da ligu, nong do clindamycin trong dich 6i dat khoang 30% nong
do trong mau cua me.

Trong céc thir nghiém [&m sang trén phu nir dang mang thai, viéc dung clindamycin theo dudng toan than trong sudt
ba thang thir hai va ba thang cudi cua thai ky khong liénquan dén viéc tang tan suat xuat hién dj tat bdm sinh. Chua co
c4c nghién ctu phit hgp va duge kiém sodt t5t trén phy ni mang thai trong sudt ba thang d3u tién cla thai ky.

Chi nén dung clindamycin cho phu ni¥ c6 thai khi thuc su can thiét.

Théi ki cho con bui: Clindamycin dugc béo céo la c6 bai tiét qua sifa me véi nong do trong khoang 0,7-3,8 mcg/mL.
Khong nén dung clindamycin cho phu nir dang cho con bt do cé thé gay ra cac phan ung b4t Lgi nghiém trong trén tré
sa' sinh.

ANH HUGNG CUATHUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Anh hudng ctia clindamycin trén kha nang Lai xe va vanhanh méy chua duoc dénh gia mot cach c6 hé thong.

TU'ONG TAC, TWONG KY CUA THUGC

Tuong tac thudc:

Tac dung d6i khang gitta clindamycin va erythromycin da dugc nhan thay trong in vitro. Do ¢6 ¥ nghia dang ké vé 1am
sang, khong nén diing 2 thudc nay dong thdi. Clindamycin dugc thay cé déc tinh chen than kinh co' nén co thé lam
tAng tac dung clia cac thudc chen than kinh co. Do vy, can than trong trén cac bénh nhan dang dlng céc thudc nay.
Clindamycin dugc chuyén héa chi yéu boi CYP3A4 va mot phan bdi CYP3AS tao ra cht chuyén héa chinh la
clindamycin sulfoxid va mdt phan nho chét chuydn héa N-desmethylclindamycin. Vi vay, cac chét tic ché CYP3A4 va
CYP3A5 c6 thé lam gidm dd thanh thai clindamycin vacac ch&t cam (ng c4c isoenzym nay c0 thé lam tang do thanh
thai clindamycin. Can theo doi su giam hiéu e thudc khi c6 mat cac chit cam (ing CYP3A4 manh nhur 1 rifampicin.
Cac nghién c(u trén in vitro da chi raclindamycin khong trc ché CYP1A2,CYP2C9, CYP2C19, CYP2E1 hay CYP2D6 va
chi tic ché CYP3A4 & mirc dd vira phai. Vi vy, khong chéc chin la cé trong tac quan trong trén 1dm sang gita
clindamycin va cac thudc dugc chuyén héa boi cac enzyme nay khi dung dong thai.

C4c thudc chdng déng khang vitamin K: Thoi gian dong mau tang trong cac xét nghiém vé dong mau (PT/INR) va/hoac
chay mau da dugc bdo céo ¢ cac bénh nhan dugc didu tri bang clindamycin két hop vai mét thuc chdng dong khang
vitamin K (vi du nhu warfarin, acenocoumarol va fluincion). Vi vay, can tisn hanh dinh ky c4c két qud xét nghiém dong
méau & nhitng bénh nhan duoc diéu trj béng cac thuc chng dong khangvitamin K.

Twong ky: Do khong c6 cac nghién clu vé tinh tuong ky ctia thude, khong tron \&n thudc nay véi cac thube khac.

TAC DUNG KHONG MONG MUGN CUA THUGC
T4t ca cac tac dung khéng mong muén duoc liét ké theo phan loai MedDRA SOC (Medical Dictionary for Regulatory

Activities System Organ Class). Trong méi muc phan loai theo hé co quan, cactacdung khong mong mudn dugc trinh
bay vGi tan suat dugc liét ké theo thir tur mirc do nghiém trong y t€ giam dan.
Bang céc tac dung khéng mong mudn

Phén loai theo Thudng gap it gap 21/1000 Hiém gap Rét hiém Tan suat chwa biét
hé coquan 21/100 dén dén <1/100 21/10.000 dén gap (khéng thé wéc tinh
<1/10 <1/1000 <1/10.000 | tréndirliéu hién co)

Nhiém tring va | Viém dai trang Viém dai trang do

nhiém ky sinh gia mac clostridium difficile,

tring nhiém khudn d4m dao

RGi loan hé médu | Tang bach cau Ma&t bach cau hat,

va hé bach ua eosin giam bach cau, giadm

huyét bach cau trung tinh,
giam tiéu cau

RGi loan hé mién Séc phan vé*, phan

dich (tng dang phan vé’,
phan (g phan vé*,
qué man*

Réi loan hé thdn Rai loan vj gidc

kinh

Réiloantim Nglng tim-hd

hap*

Riloan mach | Viém tac tinh Giam huyét ap*

mau mach?

Rdi loan hé tiéu | Tiéu chay Pau bung, bubn Loét thuc quan**,

héa non, nén mra viém thuc quan***
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Phan loai theo Thuong gap it gap 21/1000 Hiém gap Rat hiém Tan suét chua biét
hé coquan 21/100 dén dén <1/100 21/10.000 d&n gap (khéng thé wdc tinh
<1/10 <1/ 1000 <1/10.000 trén dir Liéu hién cd)
Réiloan gan mat Vang da
Réiloandava | Bansan Meé day Hong ban da Hoai tir biéu bi nhiém
mé dudida dang, ngtra doc (TEN), hgi ching

Stevens-Johnson
(SJS), phan rng do
thudc kém tang bach
cAu ra eosin va cac
triéu chirng toan than
(DRESS), viém da mu
toan than cap tinh
(AGEP), phi mach,
viém da troc vay, Viém
da bong nudc, phat

ban dang soi
R6i loan chung Dau®, ap xe tal Khé chiu & chd tiém*
va tai nof ding chd tiem*
thuée
Két qua xét Xét nghiém
nghiém/Xét chirc ndng gan
nghiém bat thudng

+ ADR dugc xac dinh sau khi thudc ltu hanh

* CAc trubing hop hiém gap da dugc bdo cdo sau khi tiém qua tinh mach qué nhanh (xem myc Liéu dling va céch ding)
** ADR chi p dung cho cé4c dang thuGc udng

# ADR chi 4p dung cho céc dang thudc tiém

Théng bao ngay cho bac si hodc duoc sTkhi gap cdc tac dung khong mong mudn nhu trén khi st dung thuéc hodc bo
cdo cac phan tng cé hai cta thu6c v& Trung tm Qudc gia vé Thong tin thudc va Theo déi phan tng cé hai cua thuéc
(ADR) tai dja chl: 13 - 156 Lé Thdnh Téng - Phudng Cira Nam - Ha Néi; Bién thoai: 024 39335618; Fax: 024 39335642;

QUA LIEUVA CACH XU TRI

Dy kién (3 néu xay ra qué ligu, sé quan sét thdy cac tic dung phu trén duoing tiéu hoa, bao gom dau bung, buén nén,
non va tiéu chay. Th3m tach mau va thdm phan phic mac khongcé higu quétrongviéc loai bé clindamycin trong huyét
thanh.

PAC TINH DU'Q'C LUC HOC

Nhém duroc ly: khang sinh nhém Lincosamide

M3 ATC: JO1FFO1

Co ché téc dung:

Clindamycin 1a mét khang sinh lincosamid trc ché su téng hop protein vi khuén. Thudc gan kétvoi tiéu don vj ribosome
50S va tac dong |én c viéc tdng hop ribosome va qua trinh dich ma. M3cdu clindamycin phosphat bat hoat trong thi?
nghiém in vitro, sy thtly phan nhanh chéng trén in vivo chuyén dbi hop chdtnay thanh clindamycin 6 hoat tinh khang
khudn. O cac liu thudng diing, clindamycin biéu hién hoat tinh kim khuén trén jn vitro.

Téc dung dugc luc

Hidu lyc cuia thudc lién quan dén khoang thdi gian c6 ndng do thudc cao hon nbng dd tic ché tdi thiéu (MIC) ddi voi tac
nhan gay bénh (%T/MIC).

Khang thudc

Knhang clindamycin thong thudng nhét La do cac dot bién & vi tri gan khang sinh clia rRNA hodc methyl héa cac
nucleotid cu thé trong RNA 23S clia tiéu don vj ribosome 508. Nhimng dot bi&n nay cd thé xac dinh sy khang thudc chéo
trén in vitro véi céc macrolid va streptogramins B (kiéu hinh MLSg). D6i khi khdng thudc xay ra do cac dot bién thay thé
trong protein ribosome. Khang clindamycin c6 thé bi cam (tng bdi cac macrolid trong cac chung vi khuén phan lap
khang macrolid. Khdng thudc cam (ng c6 thé duoc chirng minh vdi motxét nghiém cdy dia (xét nghiém D-zone) hodc
trong méi truding broth. Céc co ché xudt hign khang thudc it gap hon lién quan dén sy bién ddi clia khang sinh va hé
théng bom ddy thudc chu dong. C6 sy khdng chéo hoan toan giifa clindamycin va lincomycin. Clng nhu véi nhiéu
khang sinh khac, ty & khang thuéc khac nhau gitra cac chung vi khudn vavung dialy. Ty l& khang clindamycin cao hon
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trong cac chiing staphylococcus khang methicillin va c4c chiing pneumocaoccus khang penicillin so vdi cac visinh vat
khac nhay véi nhitng thudc nay.
Hoat tinh khéng khuan
Clindamycin dugc thy la c6 tac dung chdng da s6 céc chéng cac ching phan [ap clia cac vi sinh vat sau trong thir
nghiém in vitro:

Vi khuan Gram duong:

- Staphylococcus aureus (cac chiing phan 1ap nhay voi methicillin)

- Staphylococci khéng c6 men coagulase (cac chling phan lap nhay vii methicillin)

- Streptococcus pneumoniae (cac chung phén ldp nhay vdi penicillin)

-Nhém streptococci beta tan huyét A, B, Cva G

- Streptococci nhom viridian

- Corynebacterium spp.

Vi khudn Gram am:

- Chlamydia trachomatis

Vi khudnky khi :

Vi khudn Gram duong :

- Actinomyces spp.

- Clostridium spp. (ngoai trir Clostridium difficite)

- 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.

Nam:

- Pneumocystis jirovecii

- Toxoplasma gondii

- Plasmodium falciparum
piém gay
Ty 1& khang thudc méc phéi c6 thé khac nhau gilra cac vung dia ly va theothdi gian di véi mot s3 loai nhat dinh va nén
¢6 thong tin v& tinh hinh khang thudc tai dia phuong, dic biét 14 khi didu tri nhiém trung nang. N&u can, xin twvan clia
chuyén gia khi ty 1é khang thudc tai dia phuong chua 16 rang do chua ch&c chan vé viéc st dung thudc diéu trj vai it
nh&t mat sO loai nhiém trung. Déc biét la ¢ cac nhiém triing nang hoic that bai digu tri, khuy&n nghj cé chédn doan vi
sinh vi bang ching vé tac nhan gay bénh va do nhay cua tac nhan d vdiclindamycin.
Khéng thudc thuding dugc xac dinh béi céc tiéu chi dién giai do nhay (cacdiém gay) dugc Vién tiéu chuan ldmsangva
¥ét nghiém (CLSI) hodc Hoi ddng Chau Au vé Xét nghiém db nhay khang khudn (EUCAST) quy dinh d6i véi cac khang
sinh st dung toan than.
Cac diém gay clia Vién tiéu chudn ldm sang va xét nghiém (CLSI) cho c4c sinh vatlién quan dugc ligt ké bén dudi.
Bang 1. Tiéu chi dién gidi d nhay cua CLSI cho Clindamycin

Tac nhan gy bénh | Nong do te ché téi thiéu (meg/ml) :g';;ﬁ; ;?:hd::ng o8 i B thes e
S | R ] | R

Staphylococcus spp. | 0,5 1-2 24 221 15-20 <14

Streptococcus spp. <0,25 0,5 21 219 16-18 <15

Vi khudn ky khi ® <2 4 =8 NA NA NA

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

l=intermediate (trung gian); R= resistant (Khang).

¢Pia ch chira 2 microgram clindamycin

b Khoang MIC ddi vdi céc vi khuan ky khi dya vao phuong phap pha loangtrén m@i truong thach agar.

Mot bdo céo “Nhay” (S) cho thdy rang tac nhan gay bénh c6 kha ndng czo b trc ché néu hop chat khang khudn trong
mau dat dén ndng dd thong thuding c6 thé dat dugc. Mot bao céo “Trunggian™ (1) cho thdy rdng két qua can dugc cho
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la khdng rb rang va, néu vi sinh vét khong nhay hoan toan vai céc thudc thay thé, cd thé st dung trénldm sang can lap
lai xét nghiém. Phan loai nay cho thdy kha nang dung thudc trén lam sang ¢ cac vi trf clia co thé ma thudc cd thé tap
trung v& mat sinh j hodc trong trudng hop c6 thé st dung lidu cao. Phan loai nay cling cung cdp mat viing dém ngan
nglra nhimg yéu td ky thuat nho, khdng thé kiém soét dugc dAn dén sy thay ddi nhanh qud trinh dién giai. Béo cdo
“Khang” (R) thé hién rdng tic nhan gay bénh it cd kha nang bj (rc ché& néu hop chat khang khudn trong mau dat dén
nong do thong thudng c6 thé dat dugc; can chon ligu phap khac.

Quy trinh chudn hda xét nghiém do nhay yéu cau st dung cac bién phap kiém soat xét nghiém dé theo ddi va dam bao
tinh dlingva chinh xac ctia vat tu va thudc thir sir dungtrong xét nghiém, cting nhu ky thuétclia cac ca nhan thyc hien
xét nghiém. Bot clindamycin chudn can cho ra khoang MIC nhutrong Bang 2. DGi véi ky thuat khuéch tan sl dung dia
2 meg clindamycin, cin dat dugc tidu chi dugc cung cap trong Bang 2.

Bang 2. Khoang Kiém soat chat lwgng (QC) dugc chdp nhén cla CLSI d&ivéi Clindamycin dugc dung dé xac minh

két qua xét nghiém dd nhay

L 006025 2
st |
i?ggrzggic;us pneumoniae 0,03-0,12 1625
2
i]argtggo;eds; thetaiotaomicron o_g* NA
Sy "

NA - Not applicable (Khong ap dung).

ATCC 12 mét thuong hiéu da dang ky clia Bao tang gidng chudn vi sinh Hoa KY.

*Khoang MIC ddi v6i cdc vi khudn ky khi dira vao phuong phap pha lodngtrén moi truong thach agar.
Cac diém gy theo HOI ddng Chau Au vé Xét nghiém d¢ nhay khang khudn (EUCAST) dugc trinh bay dudi day.
Bang 3. Tidu chi dién gii dj nhay cua EUCAST cho Clindamycin

piém gay MIC (mg/L) pidm gay dudng kinh vong vd khuan (mm)°
Sinh vat Ss R> S2 R<
Staphylococcus spp. 0,25 0,5 22 19
Nhom Streptococcus A,B,CvaG | 0,5 0,5 17 17
Streptococcus pneumoniae 0,5 05 19 19
Nhém Viridans streptococci 0,5 05 19 18
Vi khudn Gram duong ky khi 4 4 NA NA i
Vi khudn Gram am ky khi 4 4 NA NA
Corynebacterium Spp. 0,5 05 20 20

*Pia c6 chira 2 mcg clindamycin

NA = not applicable (Khéng 4p dung); S = susceptible (Nhay); R = resistant (Khang)
Khoang EUCAST QC dé xé4c dinh MIC va viing vo khuén trén dia trong bang bén dudi.

Bang 4. Ki&m soat chét lugng (QC) duwgc chdp nhan clia EUCAST ddi véri Clindamycin dugc diing dé xac minh két
qua xét nghiém dg nhay

Ching kiém chirng Khoang nong dé trc ché tdi thiéu | Khoang khuéch tén dia (Brong kinh vong
(mcg/mL) v khudn theo mm) |
Staphylococcus aureus
ATCC 29213 0,06-0,25 23-29
Streptococcus pneumoniae
,03-0,125 -28
ATCC 49619 0 } -
ATCC la mdt thuong hiéu da ding ky clia Bao tang gidng chudn vi sinh Hoa Ky.
PAC TINH DU'Q'C DONG HOC

Hap thu: C4c nghién citu v& nong df thudc trong huySt thanh véi liéu clindamycin hydrochloride 150 mg dung qua
dudng udng & 24 ngudi trudng thanh binh thuong cho thdy clindamycinnhanh chéng hap thu sau kni udng. Nong do
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dinh trung binh trong huyét thanh 13 2,50 meg/mL dat dugc trong 45 phut; cac mirc nong dj trong huyét thanh dat
trung binh 13 1,51 mcg/mL ¢ 3 gid'va 0,70 mcg/mL & 6 gid. Sy hédp thu qua dudng uéng gan nhu & hoan toan (90%), va
dung dong thdi cling thire &n khong lam thay d6i déng k& céc ndng do thubc trong huyét thanh; cac mirc nong do thudc
trong huy&t thanh khdng thay ddi va cé thé dy doén theo bénh nhan va ligu dung.

Cac nghién cttu vé ndng do thudc trong huyét thanh khi diing nhiéu ligu cindamycin hydrochloride cho tdi 14 ngay cho
thdy khong c6 béing chirng v& tich Liy hay thay d8i su chuyén hoa thudc. Cac ligu tdi da lén dén 2 gram clindamycin
m&i ngay trong 14 ngay dugc dung nap t6t trén cac tinh nguyén vién khoe manh, trir ty 1& tac dung phu trén dudng tiéu
héa cao hon & cac ligu cao hon.

Phan bd: Nong d clindamycin trong huyét thanh tang mét céch tuyén tinh khi téng ligu. Nong dd trong huyét thanh
VIOt qué ndng do MIC (ndng dé trc ché tdi thidu) ddi véi da s8 céc vi sinhvat ma thude c6 chi dinh trong it nhat sdu gt
sau khi ding cac lidu khuyén cdo. Clindamycin dugc phan bd khap trong céc dich cta co thé va md (bao gom ca
xwong). Khéng do dugc nbng do clindamycin dang ké nao trong dich néo tay, ngay ca khi cé su hign dién ctia viém
mang nao.

Chuyén héa: Cac nghién ciu in vitro & vi lap thé gan va rugt ngudi cho thdy clindamycin chu yéu dugc chuyén héa boi
Cytochrom P450 3A4 (CYP3A4), vi sy déng gop nhd ti CYP3AS dé tao thanh clindamycin sutfoxid vamot chatchuyén
héa phu, N-desmethylclindamycin.

Thai trir: Thoi gian ban thai sinh hoc trung binh (& 2,4 gio. Knoang 10% chét chuyén héa cé hoat tinh sinh hoc dugc
thai trir qua nuwdc tiéu va 3,6% qua phan; phan con lai dugc thai trir dudidang cac chat chuyén héa khdng hoat tinh.
Céac ddi twgng dic biét:

Suythén

Thoi gian bén thai cia clindamycin trong huyét thanh ting nhe & bénh nhan bj giam chitc nang thin ndng. Tham téch
mau va thdm phan phiic mac khéng hiéu qua trong viéc loai bo clindamycin khoi huyét thanh.
Ngui cao tudi :
Céc nghién ctru dugc dong hoc &tinh nguyén vién cao tudi (61-79 tudi) va ngudi ldn tre tudi (18-39#ugi) cho thdyrang,
chi c6 y8u t8 tudi thi khéng lam thay d6i dwgc dong hoc cla clindamycin (d¢ thanh thai, thai gi rPian thai, thé tich
phan b8, dién tich dui duong cong biéu dién theo ndng dd thoi gian) sau khi dung clindamycinpjiosphat qua tinh
mach. Sau khi dung clindamycin hydrochlorid qua dudng udng, thoi gian ban thaitang l€n khoanggd,0'gio (trongkhoang
3,4-5,1 gi0Y) & ngudi cao tudi so vdi 3,2 gid (trong khoang 2,1 - 4,2 gio) Gngurdi trudng thanh tré #i6i. Tuy nhién, murc
d6 hap thu khéng khac nhau giita cc nhém tudi va khong can thay ddi litu cho ngudi cao tudi c6 chirc nang gan binh
thurding va chire nang than (digu chinh theo dg tudi) binh thudng.

D(F LIEU AN TOAN TIEN LAM SANG

Dic tinh gay ung thu:

Cac nghién clru dai han ¢ dong vat chua dugc tién hanh voi clindamycin dé danh gid kha nang gy ung thu tiém tang.
Péc tinh gdy quai thai:

Cac thir nghiém déc tinh véi hé gen da dugc tién hanh bao gém thl nghiém nhén nho ¢ chuot c6ng va th{r nghiém
Ames Salmonella dao ngurgc. Ca 2 thir nghiém déu cho két qua &m tinh.

Suy gidm kha ndng sinh san.

Céc nghién ctu vé kha nang sinh san & chudt céng chae uBng téilieu 300mg/kg/ngay (khoang 1,1 (an lidu khuyén cédo
(6n nhat & ngudi trudng thanh tinh theo mg/m?) cho théy khong c6 anh hudng lén kha nang sinh san hodc giao phéi.
Trong cac nghién ciru v& phat trién phdi thai trén chugtsau khi st dung thudc theo duding udng va phat trién phoi thai
& chudt va thd sau khi str dung thudc theo dudng tiém dudi da, khdng quan sat thady doc tinh tién trién nao, ngoai trir &
cac liu lugng gay doc cho chudt va thd me.

QUY CACH DONG GOI: Hop 10 vi x 10 vién.
PIEU KIEN BAO QUAN: Khéng qua 30°C, & noi kho réo. Tranh &nh séng.

G

HAN DUNG: 24 thang ké tir ngay san xudt.
TIEU CHUAN CHAT LUQNG: TCCS
Ngay xem xét stra d6i, cap nhat to huéng dan st dung: 19.01.2026

CO’ SO SAN XUAT:

CONG TY CO PHAN ASTA HEALTHCARE USA

L6 D1, D2, D6, D7 va D8 tai Khu cong nghiép Hoa Hiép 1,
P. Hoa Hiép Béc, Tx. Dong Hoa, T. Phi Yén, Viét Nam.
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