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FORZID

Solution for Injection

Clindamycin Phosphate eqv. to Clindamycln 600mag/émi

Argentine Industry

Composition: Each ampoule contalns:

Clindamycin Phosphate eqv. to Clindamycin 600mg#émi

Indications, Contradndications, Posology and Administration, Warnings and
Precautions, Undesirable effects: see tha Inser.

Storage conditions: Store below 30°C in fts original package, in & dry and cool place,

protected from light.
Content: 100 ampoules for hosphal use onhy.
Kesp out of the reach of children, Carefuily read the Insert before use.

&

Medicine Speclalty authorized by Ministry of Health

SEH: WN- OO0 XK

Hoet chét Clindamycin Phosphat tweong dweong Cindamycin
B00mgrdmi.

Quy cach déng gbic Hép 100 dng % dml dung dich tiém,
£rting ding Bém bép hodc truydn finh mach

NEX HD. S818 SXxern "Mg Date” “Exp Date *Batch No®
trén bao bi

Bdo quan du 30PC trong bzo bi gbe. & not khd rEo va
thedng mat, tranh anh sang

Chl dnh, chéng chl dinh, cich ding, liéu ding, tic dung
khéng mong mudn va cae ddu hifu edn lu y xem fong td
huéng ¢in sir dung Céc théng tin khac 8 nghi xem trong té
huong din i dung keém thea

Da xa thm tay tri em. Doc ky huodmg din sir dyng trude

KI. 0 N AL Certificate No 41.396 it S
Technlcal Director: Leonardo Lannello - Pharmacist.
LARORATORIES San xuét béd: Batch No: XXKXX Mig Date  ddimmiyyyy Exp. Dte. dd/mmivyyy
Klonal 8.R.L,

Lamadrid 802, Qulimes, Province of Buenos Alres, Argentina
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FORZID

Solution for injection
Clindamycin Phosphate eqv. to Clindamycin 600mg/4ml K L o N A L
LM./LV. Injection LABORATORIES

Terchnical Director:

Leonardo Lannello - Pharmacist

Storage: Store below 30°C in its original package, in a dry and cool place,
protected from light.

Keep out of the reach of chidlren Visa Reg No: VN-XXXX-XX.
Batch No.:

Manufacturer: Klonal S.R.L. - Argentina Exp. Date:
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Doc ky huwéng din sit dung mt'ofc khi diing. Néu cdn thém thong tin xin héi § kién bdc sj. Dé
thudc ngoai taim tay tré em. Thuéc nay chi dung theo don cia bdc sj.

FORZID
Dung dich tiém
Clindamycin 600 mg/4ml

Thanh phén:
M&i 6ng 4 ml chira:
- Hoat chat: Clindamycin phosphat tuong duong Clindamycin 600 mg.
- Ta dugc: Benzyl Alcohol, Natri Hydroxid, Edetat Dinatri, nudc pha tiém.

Cac dac tinh dugc lwc hoc:

La khang sinh thugc ho lincosamide.

Clmdamycm gan véi tiéu don vi 50S ciia ribosom, lam thay ddi va trc ché qua trinh tdng hop protein
ciia vi khun.

Do Clindamycin c6 cung vi tri tdc dung véi cac khang sinh nhom macrolid va chloramphenicol,
khong khuyen cao sir dung ket hop céc thuoc nay do c6 thé d6i khang tac dung ctia nhau. O cac
ching vi khudn nhay cam, ndng d¢ trc ché t6i thiéu la < 1,6 mcg/ml.

Nhung vi khuén nhay cam ‘thong thuong:

CAu khudn gram duong hiéu khi, nhét 13: staphylococcus, nhiing ching tao penicillinase, streptococci
va pneumococci. Bacilli gram dm ky khi, dic biét 1a bacteroides fragilis va fusobacterium. Céu
khuan gram am ky khi: peptococcus va peptostreptococcus, microaerophillic streptococci. Bacilli
gram duwong ky khi khéng tao bao nang: propionibacterium, eubacremum, ac!momyces Clostridium

erjringes.
perfring /71- X, /
Céc dic tinh duwoc dong hoc: )
Hip thu: Cllndamycm duge hép thu tdt khi sir dung theo duorng uéng, sinh kha dung dat 90%. Khi
tiém bép, thudc dat nong d¢ dinh trong mau sau 2,5 dén 3 gio. Thube it dugc hap thu khi sir dung tai
chd, nhung dat ndng do thap & mirc ¢6 thé phat hién duoc trong nude tidu. Nong do dmh cua thude
phu thude vao hoat tinh ciia gan. O ngudi c6 chirc néng gan binh thucmg, thudc dat ndng do dinh la
8,3 mcg/ml trong khi & bénh nhén suy gan, ndng d6 dinh cuia thube c6 thé [én t&i 24 mcg/ml.
Phén bé: Khoang 60 dén 95% liéu Clindamycin gin két vai protein. Thude phén b tét vao cac mod
nhu xwong, dich tiét phé quan, voi trimg, rudt, khung chdu va dich mang bung, nhau thai, mang phdi,
dam va tur cung.
Chuyén héa: Clindamycin bj chuyén héa manh tai gan, tao ra hai chit chuyén héa quan trong 1a N-
dimethyl- Clindamycin va Clindamycin sulfoxide.
Thii trir: Khoang 30% luong Clindamycin duge dao thai qua thin. Thude c6 thé dugc tiét vao sira va
bai tiét qua mat, méac du ti ¢ thube trong céc dich nay chua dugc xac dinh rd.
Thai gian bén thai ciia Clindamycin 1a tir 1,5 dén 5 gid. Thude khéng duoc loai khoi tudn hoan bai
thdm phan mau hoic thdm phan mang bung.

Chi dmh

va nhiém khuan huyet > g
co PHAN

DUGC PHAM |

Liéu lirgng va cich dung:
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})trcrng dung: tiém bap hodic truyén tinh mach

Liéu dang cho ngudi lon: thy thude vao mirc dd nhiém khudn: 600 - 2400 mg/24 gi®, chia thanh 2, 3
hoic 4 1an.

Tré em trén 01 thang tudi: tay theo mirc d§ nhiém khuin: 15 - 40 mg/kg/24 glo chia lam 3-4 l4n.

Tré so sinh duéi 01 thang tudi: 15 - 20 mg/kg/24 gid, chia lam 3-4 1an; ddi véi tré so sinh thiéu
thang: c6 thé dang 15 mg/kg/24 gio.

Luwu y khi ditng tiém bdp: khong tiém bép liéu 16n hon 600 mg/ lan.

Luu y quan trong khi dung dwong tinh mach: thudc nay khong bao gi¢ dugc tiém tryc tiép tinh
mach; trude khi tiém nén pha loéng véi dung dich nude mudi ding truong hodc glucose.

Khéng truyén tinh mach nhiéu hon 1200 mg/gid.

Cach pha lodng va toc d truyén dugc quyét dinh tuy theo lieu ding nhur duoc huéng din & bang sau
day:

Liéu ding Pha lodng tbi thiéu Thoi gian toi thiéu
300 mg 50 ml 10 phuat
600 mg 100 ml 20 phat
900 mg 150 ml 30 phat
1200 mg 200 ml 45 phit

bé dat duge ndng do hiéu qua trong huyét thanh nhanh hon, ¢6 thé truyén dudi dang mot liéu nhanh

trudce, sau d6 1a lidu duy tri nhu huéng din sau day:

Nong dd huyét thanh trong giai doan 6n dinh | Liéu nhanh trong 30 phit Liéu duy tri
>4 pug/ml 10 mg/phut 0,75 mg/pht
>5 pg/ml 15 mg/phat 1,00 mg/phat
>6 pg/ml 20 mg/phat 1,25 mg/phit

e

Nhitng canh bao dic biét va than trong khi sir dung: N
Cinh bdo:

Nhigm khudn mang nfio bao gdm cé nhiing vi khudn nhay cam ciing khong nén diéu tri bing thudc
nay vi no khong di qua hang rao méu ndo.

Tiéu chay nghiém trong va kéo dai ¢ thé xay ra trong khi diéu trj. Bién ching nay ciing dugc mé ta
déi voi nhitng khang sinh khac va c¢6 thé 1a mot triéu ching cia viém dai trang gia mac, mot s6 s
trurong hop de doa tinh mang. Bét cir tiéu chdy ning nao ma van con sau khi ngung thudc thi trude

tién nén xem nhu la do diéu tri khang sinh. Can ngung khéng sinh va trong mot s truong hop ning

phai nhap vién. Nén tién hanh kiém tra ndi soi. Nhiing trudong hop lanh tinh chi cho thdy thay dbi nhe

clia niém mac ma c6 thé cai thién sau khi ngung khang sinh.

Thdn trong:

- Nén tranh tiém tinh mach truc tiép.

- Thudc nay khong nén sir dung cho bénh nhan bi viém dai trang,

- Thudc nay nén sir dung cén than & bénh nhén ¢6 tién sir hen hogc cac dj (g khéc.

- Néu diéu trj lau dai, nén theo doi cong thirc mau, chirc nédng gan va than.

Chéng chi dinh: , ‘ ’
Di tng véi Lincomycin hodc Clindamycin hodc bat cir thanh phan nao cua thudc.

- Trudong hop suy gan va than, nén diéu chinh liéu theo ndng d¢ trong huys khi ding
thude. /s S A e TOCN \
- R A - - o . : uunu Y e
Twong tac véi cac thuoce khace, cac dang twong tac khac: cé PHAN \
DUGC PHAM |
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Khéng nén dung ch}lng thudc nay Vf'ffi erythromycin dé tranh kha nang dbi van. Do déc tinh dén co
tai viing tiép hop than kinh co, nén can than khi sir dung thuoc nay véi nhitng thude ¢ cliing dic tinh
nhu viy.

Sir dung cho phu niv mang thai vao cho con bi:
Tinh an toan ctia thudc nay chua duoc chung minh & phu nir mang thai. Clindamycin di qua duoc siia
me. Khong khuyén céo ding cho cac dbi twong nay.

Anh huwéong dén kha nﬁng l4i xe va vidn hanh may méc:
Céc nghién ciru cho thdy ring khong c6 tac dung nguy hidm nao anh hudng dén kha nang lai xe va
van hanh may moc.

Téac dung khong mong mudn:

- Tiéu hoa: dau bung, tiéu chay kéo dai, buén ndn, non.

- Huyét hoc: giam bach cdu, giam bach cau trung tinh, mat bach cau hat, xuét huyet giam tiéu cau.

- Da va phan (ng dj ing: ngira, phat ban, may day. Nhiing phan g qua man nhu phi, phit mach-
than kinh, phan v& la nhing dau hleu cua bénh nhan di ing véi khang sinh.

Mic dit khong c6 su lién hé truc tiép giira sir dung Clindamycin va rdi loan chirc ning gan, nhung da
c6 mot sb bao cao vé vang da va suy giam chirc nang gan.

Nhing tac dung khéng mong mudn lién quan dén céch tiém:

a) Nhirng trudong hop tiém tinh mach nhanh thiy c6 tut huyét 4p;

b) Tiém tinh mach thi thuong dung nap tot

¢) Viém tinh mach huyét khéi da dugc bao cdo.

Théng bdo cho bdc sj nhitng tdc dung khéng mong mudn gap phdi khi siv dung thude.

Qui liéu:

Qua lidu Ciindamycin ¢6 thé gay ia chay hodic viém dai trang. Diéu tri bing metronidazole liu 250-
500mg uéng 6 gio mét lan, trong 7-10 ngay Khong thé loai Clindamycin khoi mau mot cach cé hiéu
qua bang thim tach. Trong trudng hop qua lidu hoac I‘ng doc, xin lién lac vdi bac si ngay lap tirc
hodc di dén bénh vién hoic Trung tdm chong ddc gan nhat.

Twong ky:

Dung dich Clmdamycm c6 pH thap va c6 thé tuong ky v&i cac ché phadm kiém hoac cac thude khong
bén tai pH thdp. Di ¢6 nhiing bao céo twong ky vé mat ly/héa véi aminophiline, ampicilin sodium,
cac barbiturate, calcium gluconate, ceftriaxone sodium, idarubicin hydrochlorlde, magnesium sulfate,
phenytoin sodlum va ranitidine hydrochlorlde Thudc ¢6 thé tuong ky véi tobramycm sulphate khi
tron 1An ciing 6ng tiém. Thude tron 13n trong dung dich glucose tiém da dugc béo céo la khong 6n
dinh. Clindamycin phosphate tuong ky véi cao su tu nhién.

Han ding: 36 thang ké tir ngdy sin xuét. %
o

Béao quan:
Bao quan tai nhiét d khong qua 30°C trong bao bi gbc, & noi khd rdo va thodng mat, tranh nh séng.

Péng goi: hop 100 bng x 4 ml

Sin xuét boi: Klonal S.R.L. g

Lamadrid 802, Quilmes, Province o Bueng; Atrés‘?& Ar, GHV.. / ; A
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