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DALACIN C
Rx DAI DIEN
. C i TAI THANH PHO

Thuéc bén theo don.

Poc ky hwéng dan sit dung trwée khi dung.
Néu can thém théng tin, xin héi ¥ kién bac sy.
Théng bzo cho bic sy nhimng tic dung khing mong mudn gip phai khi sir dung thube.
Khéng dang qua liéu di dwec chi di
Khéng sir dung thudc da qua han dusi.
Pé xa tim tay tré em. .

1. TEN SAN PHAM: DALACIN C

2. THANH PHAN PINH TiNH VA PINH LUQNG
Hoat chat: clindamycin phosphat. ‘ ‘ i '
Clindamycin ]a mét khang sinh ban téng hop didu ché bang phan tmg thé 7(S)-cloro vao nhém
7(R)-hydroxyl cua hop chat lincomycin tuong ung.
Clindamycin phosphat 14 este tan trong nuéc cta clindamycin va acid phosphoric. M&i mL .
dung dich tiém chuira clindamycin phosphat turong tng vai 150 mg clindamycin, 0,5 mg dinatri
edetat va 9,45 mg alcol benzylic vi vai tro la chat bao quan.

2 DANG BAO CHE
Dung dich tiém.

4.  DPAC TINH LAM SANG

4.1.  Chi dinh diéu tri
Clindamycin c6 tac dung diédu tri nhimg nhiém khuén dudi ddy do cac vi khuﬁn ky khi nhay
cam voi thuoc hodc cac chung vi khuan ai khi gram duong nhay cam véi thuée nhu lién cau

(Streptococci), tu céu (Staphylococei), phé cAu (Pneumococci) va cac chung Chlamydia
trachomatis nhay cam voi thudc.

(a) Céc nhiém khuan dudng hé hép trén gdm viém a-mi-dan, viém hong, viém xoang, viém tai
gitra va bénh tinh hong nhiét.

(b) Céc nhiém khuin dudng ho hdp dudi bao gdm viém phé quan, viém phéi, viém mu mang
phoi va ap-xe phoi.

(¢) Céc nhiém khuan da va md mém gbm trimg c4, nhot, viém mé té bao, chéc 16, céc dp-xe
va nhiém khuan tai vét thuong. Voi cac nhiém khuan da va mé mém dac hiéu nhu viém
quang va viém mé mong (panaritium); cac truong hgp nay dap tng tot khi tri liéu vai
clindamycin.

(d) Cac nhiém khuan xuong va khép bao gdm viém xuong tiy va viém khép nhidm khuén.
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(e) Céc nhiém khuan phu khoa bao gdm viém ndi mac tir cung, viém mé té bao, nhiém khuén

am dao, ap-xe voi buong trimg, viém voi trimg va viém vung chau khi két hop voi mot
thude khang sinh phé vi khuan gram am ai khi thich hop. Trong truémg hop viém cb tir
cung do Chlamydia trachomatis, didu tri clindamycin don thuén duoc thiy la cé hiéu qua
diét duogc vi sinh vat nay.

(f) Céc nhiém khuén trong 6 bung gdm viém phiic mac va ap-xe trong 6 bung khi két hop voi

mdt thubc khang sinh phé vi khudn 4i khi gram am thich hop.

(g) Nhiém trung huyét va viém ndi tdm mac - hi¢u qua cua clindamycin da dugc ghi nhén

trong diéu tri cac truong hop viém ndi tim mac duoc chon loc khi clindamycin duge xac
dinh ¢6 tac dung diét vi khuan dang gdy nhiém trong dng nghiém véi ndng d6 huyét thanh

dat dugc muc thich hop.
(h) Céc nhiém khuén rang miéng Wuanh rang (ap-xe nha chu) va viém quanh ring

(viém nha chu).

(i) Viém ndo do ky sinh tring Toxoplasma trén bénh nhan AIDS. O cdc bénh nhan khong

dung nap véi diéu tri thong thuong, clindamycin két hop v6i pyrimethamine dugc thy la
co hiéu qua.

(j) Viém phai do Pneumocystis jiroveci (trudc ddy dugce phan loai la Preumocystis carinii)

trén bénh nhan AIDS. O bénh nhin khéng dung nap voi hodc khong dap timg day du voi
didu tri thong thuong, clindamycin ¢6 thé st dung phdi két hop voi primaquin.

(k) Diéu tri du phong viém mang trong tim trén bénh nhan mén cam/di tmg véi (cac) khang

sinh penicillin.

(1) Du phong nhiém khuén trong phiu thuét ddu va cé. Clindamycin phosphat hoa tan trong

nude mudi la dung dich duoc ding dé rira vét thuong khi phau thuat.

Clindamycin phosphat, khi sur clung dong thoi voi mot khang sinh aminoglycosid nhu
gentamycin hogc tobramycin, cho thiy c6 hidu qua trong viéc phong ngira viém phuc mac hoac
céc ap-xe trong 6 bung sau khi thung rudt va nhiém khuan tht phét sau chén thuong.

Trong 6 ong nghiém, nhiing vi sinh vat nhay cam voi clindamycin gom: B. melaninogenicus, B.
disiens, B. bivius. Peptostreptococcus spp., G. vaginalis. M. mulieris, M. curtisii va
Mycoplasma hominis.

Liéu dang va cich dang

Clindamvycin phosphat tiém bap cin duoc ding ¢ dang khdng pha lodng.

Clindamvycin phosphat truyén tinh mach cin dwoc dung ¢ dang pha lodng (Xem phan duéi day.
Ty 1& pha khi truyén tinh mach va téc dd truyén tinh mach).

Liéu diung & ngudi lén
Clindamycin phosphat (tiém bép hodc truyén tinh mach):

Pbi véi cac nhiém khuan ving bung, khung chau & nit va cac nhiém khuan phirc tap ho#ic
nghiém trong khac, liéu clmdamycm phosphat hang ngay thuong dung & ngudi 16n 1a 2400-
2700 mg chia thanh 2, 3 hodc 4 lidu bing nhau. Cac nhiém khuan it nghiém trong hon do cac
vi sinh vat nhay cam hon gy ra c6 thé ding voi liéu thip hon nhu 1a 1200-1800 mg/ngay chia
thanh 3 hodc 4 lidu bang nhau.
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Liéu hang ngay 1én 16i 4800 mg d4 duge sit dung thanh cong.

Khuyén cdo céc lidu tiém bip don doc khong duge 16n hon 600 mg.

Liéu diing & tré em (trén | thing tudi)

Clindamvein phosphat {tiém bip hodc truvén tinh mach):
20-40 mg/kg/ngay chia thanh 3 hodc 4 li€u bing nhau.

Liéu dung & tré so sinh (dwéi 1 thang tuoi)

Clindamycin phosphat (tiém bip hoac truvén tiqh;mach}: 15-20 mg/kg/mgay chia thanh 3
hoéc 4 1i¢u bang nhau. Liéu dung thap hon ¢o & tHich hop cho tré sinh non.

Liéu dung & ngudi cao tuoi s

Cac nghién ciu duge dong hoc cua clindamycein cho thiy khong c6 sir khéc biét co ¥ nghia vé
mgt [dm sang gitra ngudi tre tudi va ngudi cao tudi co chie nang gan va chire nang than (diéu
chinh theo tu01) binh thuong sau khi dung thude qua duong udéng hodc truyén tinh mach. Vi
vay khéng can thiét phai didu chinh lidu & ngudi cao tudi co chirc nang gan va chire ning thin
{diéu chinh theo tudi) binh thuong (xem Muc 5.2 Céc dic tinh duge dong hoc).

Liéu diing & bénh nhén suy thin

Khong can thiét diéu chinh liéu clindamycin & bénh nhan suy than.

Liéu dung 6 bénh nhan suy gan
Khong can thiét diéu chinh liéu clindamycin ¢ bénh nhan suy gan.

Li¢u diing cho nhing chi dinh dic biét
(a) Nhiém lién ciu bé-ta tan huyét:

Theo cdc lidu chi dinh & trén & mue Liéu dung ¢ ngudi 16n, Lidu ding & tré em va Lidu ding &
tre so sinh. Pidu tri nén tiép tuc it nhat 10 ngay,

(b) Viém nhiém vung chiu - diéu tri bénh nhan ndi tru:

Clindamycin phosphat 900 mg (truyén tinh mach) ¢t 8 gier mét lan, ding hang ngay cuing voi
mdt khang sinh phé vi khuan al khi gram &m thich hop theo duong tinh mach; chang han
gentamyein 2,0 mg/kg tiép theo 1,5 mg/kg ¢t 8 gio mét lan, ding hang ngay, & bénh nhén ¢
chirc nang than binh thuong. Tiép tuc str dung thude (truyén tinh mach) trong {t nhét 4 ngay va
it nhat 48 gio sau khi tinh trang bénh dd cai thién. Sau do, tiép tuc bang clindamycin
hydrochlorid udng 450mg - 600mg cur 6 gid mdt lan, ding hang ngay dé hoan tit tong sé 10-14
ngay diéu tri.

(¢} Viém ndo do kv sinh tring Toxoplasma gay ra trén bénh nhin AIDS:

Clindamyein phosphat truyén tinh mach, hoic clindamycin hydrochlorid ubng 600-1200 mg c@
6 gio mot lin trong hai tudn. tiép theo bing 300-600 mg uéng cIr b gior mét 1an. Téng thoi gian
didu trila 8 dén 10 wan. Lidu cua pyrimethamin 1a 25 dén 75 mg udng hang ngay trong 8 dén
10 tuan, Nén dung acid Folinic 10-20 mg/ngay khi ding lidu pyrimethamin cao hon.
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(d) Viém phdi do Preumocystis carinii trén bénh nhin AIDS:

Clmdamycm phosphat truyén tinh mach 600 dén 900 mg e 6 gior mét 14n hodc 900 mg cir 8
gitr 1 lan. Clindamycin hydroclorid 300 dcn 450 mg, udng, cir 6 gior mt lan, trong 21 ngay va
primaquin 15 dén 30 mg, udng mot iin mbi ngiy trong 21 ngay.

(e) Du phong viém ndi tAm mac o bénh nhan man cam véi Penicillin:

Khi yéu ciu ding ngoai dudng tidu héa: clindamycin phosphat 600 mg truyén tinh mach 1 gid
trude khi phau thuit,

(f) Dy phong nhidm khuén trong phiu thuat dau va co: /

Clindamycin phosphat 900 mg pha leéng trong 1000 mL nécmrlﬁ)i sinh ly duge dung lam
dung dich rira ving dau va c6 nhiém khuan truée khi déng vét thirong.

TY LG PHA KHI TRUYEN TINH MACH VA TOC DO TRUYEN TINH MACH

Néng do cua clindamycin trong dung dich pha loéng khong nén qua 18mg/mL va TOC PO
TRUYEN KHONG NEN QUA 30 MG/PHUT. Téc dd truyén thong thuomg nhar sau:

Liéu Lugng dung dich pha lodng Thoi gian
300 mg 50 ml 10 phut
600 mg 50 ml 20 pht
900 mg 50-100 ml 30 phut
1200 mg 100 ml 40 phut

Khéng dung qua 1200 mg clindamycin trong mét lan truyén 1 gior.

Chéng chi dinh

Chéng chi dinh Clindamycin ¢ bénh nhén trude ddy cé tién st di img voi clindamycin hoic
lincomycin hodc bat k¥ thanh phan nao trong céng thirc.

Canh bao diic biét va than trong dic biét khi skt dung

Dang tiém cia thude Clindamycin phosphat ¢6 chiia alcol benzylic. Chét bao quén alcol
benzylic cé lién quan toi cc téc dung khdng mong mudn nghiém trong, bao gém “héi chimg
thé hén hén™ va tir vong & tré em. Mic du cac lidu diéu tri binh thuéng cua san phim nay
thudmg cung cép lgng alcol benzylic & muic thip hon mot cach ddng ké so véi nhimg lidu
duge bao cdo 1a ¢o lién quan 16 “hdi ching the hon hén™, luong alcol benzylic thi thicu ¢o thé
dan dén xay ra ddc tinh chua duge xéc dinh. Nguy co xay ra doc tinh do alcol benzylic tuy
thude vao lugng thude ding va kha nang gia ddc hoa chét cua gan. Céc tré sinh non va cd
trong Iuong thap Iuc sinh cé thé d& phét trién ddc tinh hon.
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Viém dai trang gia mac dwoc bao céo véi hiu hét cac didu tri khang sinh bao gdm clmdamycm
va c6 mac do nguy hiém tir nhe dén de doa tinh mang. Do vay, diéu quan trong 13 cin nhic
chén doan trén nhiig bénh nhan ¢ cac ddu hidu cua tiéu chay sau khi ding khang sinh.

Diéu tri béng thude khang sinh lam thay doi qué"m thé vi sinh cua dai trang va co thé tao co hoi
cho Clostridia tang truong quéa nhanh. Cac nghién citu cho thay déc t6 do Clostridium difficile
tao ra la nguyén nhén chinh gy ra viém dai trang do khang sinh. Sau chan doan ban dau vé
viém dai trang gia mac duoc xac dinh, cin tién hanh céc bién phap diéu tri. Céc trudmg hop
viém dai trang gia mac nhe thuong dap Gng khi ngung thuoudon thuan. Trong cac trudng hop
vira dén nang, cin can nhic vide kiém soat nude va cha ,}i giai, bd sung protein, va diéu tri
voi mot khang sinh ¢6 hiéu qua 1am sang ddi vai vié A&t do Clostridium difficile.

Do clindamycin khong khuyéch tan nhiéu vao dich ndo tuy, khéng nén ding thubc dé diéu tri
viém mang nao.

Néu diéu tri kéo dai, nén lam céc xét nghiém chie nang gan va than.

Sur dung clindamycin phosphat ¢6 thé dan dén phat trién qua mirc cac vi sinh vat khang thude,
ddc biét la cac ndm men.

Tiéu chay lién quan dén Clostridium difficile (Clostridium difficile associated diarrhea —
CDAD) da duoc bdo cdo khi su dung dbdi voi hau hét cac chét khang khuan, bao gdm
clindamyein, va d6 nghiém trong c6 thé tir tiéu chay nhe dén viém rudt két dén dén tir vong.
Piéu tri bang cac chét khang khudn s& lam thay d6i quan thé vi sinh ty nhién cua rudt dan toi
su phat trién qua muc cua C. difficile.

Clostridium difficile sinh ra doc to A va B gop phan lam phat trién CDAD. Cac chimg
C.difficile sinh nhiéu doc t6 la nguyén nhéan lam ting ty 1¢ mic bénh va tir vong, vi cac nhiém
khuan _nay co thé kho chita khi dung cac liéu phap khang sinh va co thé cAn phai cit bo rudt
két. Can phai nghi dén bénh CDAD ¢ tét ca cac bénh nhan xuat hién tiéu chay sau khi ding cac
chét khang khudn. Can ghi bénh 4n cén than vi di c6 bao cdo CDAD xay ra trong hon 2 thang
sau diéu tri bang khang sinh.

Khéng ding clindamycin phosphat chura pha lofing dé tiém tinh mach liéu cao trong thoi gian
ngin (bolus), ma nén truyén trong it nhat 10 phut - 60 phut nhu chi dan trong Muc 4.2 Liéu
dung va cach dung.

Twong tic véi cac thude khac va cac dang twong tac khac

Tac dung dbi khang da duoc thay gitra clindamycin va erythromycin trong in vitro. Do ¢6 y
nghia dang ké v& 1am sang, khong nén dung 2 thude nay déng thoi.

Clindamycin duoc chimg to ¢6 déc tinh chen than kinh co nén c6 thé lam tang tac dung cua cac
thudc chen than kinh co khac. Do vdy, céan than trong trén cac bénh nhén dang dung céc thudc
nay.

Anh hwéng dén kha ning sinh san, phu nir ¢6 thai va thoi ky cho con b

St dung trén phu nit ¢c6 thai

Alcol benzylic co thé di qua nhau thai. Xem Muc 4.4 Canh bao dac biét va than trong dic biét
khi su dung.
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Cac nghién ciru vé ddc tinh trén kha nang sinh san khi ding qua dudng ubng va tiém dudi da &
chudt cbng va tho cho thiy khong ¢ bing chimg nao vé kha nang sinh san bi anh huong xdu
hodc phoi thai bi t6n hai do clindamycin, ngoal trir ¢ cac liéu giy dbc cho ngudn me. Cac
nghién ctru vé kha ndng sinh san trén dong vt khong phai lic nao cling tién doan duoc ddp
ing trén ngudi.

Clindamycin qua duge nhau thai nguéi. Sau khi ding da liéu, ndng d6 clindamycin trong dich
61 dat khoang 30% ndng dd trong mau cla ngudi me.

Trong cac nghién clru lam sang trén phu nit ¢é thai, \«'iég’ﬁ&é‘/clindamycin toan thén trong ba
thang thir hai va ba thing cubi cua thai ky khong lién duart]dén ting tan suét xuét hién di tat
bam sinh. Khéng cé cac nghién ctru thich hop va ¢d kiém soat chit chg trén phy nir ¢6 thai
trong ba thang diu tién cda thai ky.

Chi nén dung clindamyein cho phu nit ¢é thai khi thue s can thiét.

Su dung trén phu nt cho con bu

Clindamyein dugce bdo cdo 1a cd mat trong sita me vdi ndng do trong khoang 0,7 - 3,8 meg/mL.
Vi cac tac dung khong mong muodn nghiém trong cd thé xay ra cho tré con b me, cac ba me
dang cho con bu khéng nén dung clindamycin.

Anh huéng trén kha ning 14i xe va van hanh may méc

Anh huémg coa clindamyein trén kha ning lai xe va van hanh may chua duoe danh gida mot
céch co he thong.

Téc dung khéng mong muén

Tt ca cde tic dung khong mong mudn liét ké trén nhan 13 theo phan loai Hé théng/Co quan cha
MedDRA (Medical Dictionary for Regulatory Activities). Trong mdi loai tan sudt, cac tdc dung
khéng mong mudn duoc trinh bay theo thi tir tAn suét xudt hién* rdi sau dé dén tim quan trong
trén ldm sang.

Bang cic tic dung khéng mong mubn

Phin loai theo | Thuong gip It gap Hiém gap | Rat Chwa xiac dinh
hé co quan >1/100 dén <1/10 | >1/10060 dén | >1/10000 | hiém duoc thn suat
<1/100 dén gip (khdng thé woc
<1/1000 <1/1000 | tinh tw cac dir
0 liéu ¢6 sin)
Nhifm khudn | Viém dai trang
va nhiém ky g1a mac
sinh triung
Réi loan méu Téang bach Mat bach cau
va hé bach cdu ua hat, Giam bach
huyét eosin cdu, Giam bach
ciu trung tinh,
(iam tiéu céu
Roi loan hé Phan tng dang
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Bing c4c tic dung khéng mong mudn

mién dich phan vé, Phan
ung thube véi su
gia ting bach
cau ua eosin va
cic triéu ching
toan than
(DRESS)

Réi loan hé Réi loan vi

thin kinh giac o

Réi loan trén Tinh t}:;{ﬁ v

timf tim nget

dép, phoi
nging tho,
B Ha huyét ap

R6i loan mach | Viém tinh mach

maut huyét khéi

R&i loan hé Tiéu chay, Pau | Budn nén, Viém thue quan

tiéu hoa bung Non 1, Loét thuc
quan §

Réiloan gan | K&t qua xét Vang da

mat nghiém chae

ning gan bat
thudng
Réi loan da va | Ban dét sin May day Hdng ban Hoai tir biéu bi
mo duwdi da da dang, gay dbc, Hoi
Ngua chimg Steven

Johnsen, Viém
da troc vay,
Viém da phong
rOp, Phat ban
dang s&1, Nhiém
khuédn 4m dao,
Ngoai ban mun
mu tean than cép
tinh (AGEP)

Phan ung tai Bau, ap-xe Kich Gng tai chd

chb tiém va tiém

cdc roi loan

chungt

* Loai CIOMS [II: Rét thuomg gip 21/10 (2 10%); Thudng gip >1/100 dén <1/10 (21% va <10%);

[t Gap 21/1000 dén <1/100 (=0,1% va <1%}); Hiém gap =1/10.000 dén <1/1000 (>0,01% va <0,1%);

Rét hiém gap <1/10.000 (<0,01%)

+ Cac tac dung khéng mong mudn cua thude chi 4p dung che dang tiém
+ Cac tac dung khdng mong mudn chi dp dung cho dang udng
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32

Qua lidu

Tham tach man va thim phan phiic mac khéng ¢6 hidu qua trong viée loai bo clindamycin
trong huyét thanh.

CAC PAC TINH DUQC LY HOC

Céc dac tinh dugce lue hoe

sau trong thu nghi€ém trén in vitro:

Cdc cau khudn gram dicong di khi, gdm:

Tu ciu vang (Staphylococcus aureus);

Ty cau da (Staphylococcus epidermidis) (céc chiing sinh men penicillinase va khéng sinh men
penicillinase/;

Trong thir nghiém trén in vitro, mdt s6 chung ty cdu khang erythromycin ban dau dd nhanh
chong khang clindamycin.

Lién cau Streptococci (ngoai trir Streptococcus faecalis);

Phé ciu (Preumococci).

Cdc triec khudn gram dm ky khi. gbm:

Loai Bacteroide (gdbm nhém Bacteroides fragilis va nhom Bacteroides melaninogenicus);

Loai Fusobacterium.

Cdc triec khudn gram duwong ky khi khéng tao nha bdo. gbm:

Propionibacterium

Fubacterium

Loai Actinomyces

Cdc cdu khudn gram dirong ky khi vi hiéu khi, gdm:

Lodi Peprococcus;

Lodi Peptostreptococcus,

Lién cdu vi 4i khi.

Vi sinh: Clindamycin duoc thiy la ¢6 tac dung(cl%ig)céc ching phén 14p cua cac vi sinh vét
o

Closiridia: Clostridia khang clindamycin nhigu hon hau hét cdc vi khudn ky khi. Hiu hét cac
Clostridium perfringens nhay cam, nhung cac loai khac nhu Clostridium sporogenes va
Clostridium tertium thi thuong khang clindamycin.

Cén lam xét nghiém vé kha nang nhay cam.
Khang chéo gifta clindamycin va lincomycin di dugce ching minh. D6i khang nhau giita
clindamyein va erythromycin duge chirmg minh.

Cic dac tinh duwge dgng hoe

Cac nghién ciru ndng do thudc trong huyét thanh trén 24 ngudi tinh nguyén trrémg thanh binh
thudmg duoc ubng licu clindamycin hydrochlorid 150 mg cho thdy clindamycin nhanh chéng
hip thu sau khi ubng. Néng d6 dinh trung binh trong huyét thanh la 2,50 meg/mL dat duoc
trong 45 phat; cac mizc ndng dd trong huyét thanh dat trung binh la 1,51 meg/mL vao 3 gio va
0,70 meg/mL vao 6 git. Sy hap thu ctia mét lidu uong, gan nhu hoan toan (90%) va chi dinh
thude dong thot khi an khong lam thay d6i dang ké cac nong do thude trong huyét thanh; cac
miic ndng dé thude trong huyet thanh khong thay d6i va ¢6 thé du dodn theo bénh nhén va lidu
ding. Cac nghién clru vé nong dé thube trong huyét thanh khi dung da léu clindamycin
hydrochloride cho t&i 14 ngay cho thiy khéng ¢6 bang chimg vé tich lity hay bién déi chuyén
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6.
6.1

hoa thude. Thoi gian ban thai cta clindamycin tang nhe ¢ nhitng bénh nhén suy chirc ning thin
r& rét. Tham phén mau va tham phan phic mac khdng hiéu qua trong viée loai bé clindamyein
ra khoi huyét thanh. Néng do clindamyein trong huyét thanh tang theo duong thang tuyén tinh
khi tang lidu. Cée nbng do trong huyét thanh vurot qué nong do e ché i thiéu (MIC) dbi voi
da sb cdc vi sinh vét chi dinh trong it nhit 6 gir sau khi dung liéu khuyén cao. Clindamycin
phan bd khip trong dich va cac md cua co thé (trong ca xuong). Thoi gian ban thai sinh hoc
trung binh 1a 2.4 gio. Khoang 10% chét chuyén hoa ¢o h tink sinh hoc dugc thai trir qua
nude tiéu va 3.6% qua phéan, phin con lai duoc thai truddi-dang chéat chuyén héa khong hoat
tinh. Céc liéu [én téi 2 g clindamycin mdi ngay trong 14 ngay dugc dung nap tét & nhimg nguoi
tinh nguyén khoe manh. ngoai trir ti 18 tac dyng phy trén dng tiéu hoa tang khi ting lidu. Nong
dd clindamycin vao trong dich ndo tuy khong dang ké, tham chi ké ca khi xudt hién viém mang
ndo. Duge dong hoc o nguoi cao tudi tinh nguyén (61-79 tu01) va ngudi treong thanh tré tudi
(18-39 tudi) cho thay chi ¢é yéu td (udi thi khéng lam thay déi duwoc ddng hoc cia clindamycin
(dd thanh thai, thoi gian ban thai, thé tich phén bd va dién tich dudi dudmg cong) sau khi chi
dinh dung dudng tinh mach clindamycin phosphat. Sau chi dinh clindamycin duong udng, thoi
gian ban thai tang 1én khoang 4 git (trong khoang 3.4 - 3,1 gi@r) & ngudi cao tudi so vai 3,2 gidy
(trong khoang 2,1 - 4,2 gi¢) & ngudi truong thanh tre tudi. Tuy nhién, muc do hip thu khéng
khac nhau giita cdc nhom tudi va khong cn thay dbi léu cho ngudi cao tudi véi chie ndng gan
binh thudmg va chite nang than (diéu chinh theo tuéi) binh thiwdong.

Dir liéu an toan tién lAim sang

Béce tinh gy ung thu:

C4c nghién ciru dai han ¢ ddng vit chura duoc tién hanh véi clindamycin d& dénh gid kha
nang gdy ung thu tiém tang.

Péc¢ tinh giy dbt bién:

Cac tha nghiém ddc tinh trén gen duoc tién hanh bao gém thir nghiém nhdn nho & chudt
cbng va thir nghiém Ames dao nguoc trén Salmonella. Ca 2 xét nghiém déu cho két qua dm
tinh.

Suy gidm kha ning sinh san:

Cac nghién clru vé kha ning sinh san & chudt cong cho udng tai 1idu 300mg/kg/ngdy (khoang
gip 1,1 lan lidu khuyén nghi cao nhit o ngudi trudong thanh tinh theo mg/m?) cho thay khong
¢6 anh huong 1én kha niing sinh sin hodc giao phdi.

Trong céc nghién clu vé su phat trién phdi thai chuét cdng khi ding thue udng va cac nghién
ctru v& su phat trién phdi thai chudt cdng va thé khi tiém thube dudi da, khéng quan sat thdy
ddc tinh phat trién nao, ngoai trir & cac muc lidu ¢y ra doc tinh cho chudt me va tho me.

CAC PAC TINH DUQC HOC
Danh muc ta dwee

Dung dich ti¢m clindamycin phosphat chira cic (4 duoce sau: alcol benzylic, dinatri edetat, natri
hydroxid. nude cat pha tién1,
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6.2  Twong ki
(Danh sach nay khong bao gdm tit ca cac yéu t do ¢ rit nhiéu yéu t6 anh huong t&i tuong ki
thude).

Ampicillin, phenytoin natri, cac barbiturat, aminophyllin, calci gluconate, paagnesi sulfat, ceftriaxon
natri va ciprofloxacin déu twong ki vat 1y véi clindamycin plWMét hop trong ciing méot

dung dich tiém truyén.

6.3 Han ding
24 thang ké tir ngay san xuét.

6.4  Thén trong dac biét khi bao quan
Bao quan thubc & nhiét d 2-8°C (Bao quan trong ti lanh. Khong dong lanh)

6.5  Tinh chat va dung lwong déng géi
Dalacin C dung dich tiém 300 mg/2 ml: Hop 1 éng 2 ml
Dalacin C dung dich tiém 600 mg/4 ml: Hop 1 éng 4 ml

Tiéu chuan: Nha san xuat
Nha san xuat:

Pfizer Manufacturing Belgium NV, Rijksweg 12, 2870 Puurs, Bi.
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