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DALACIN C

Rx

CANH BAO DAC BIET:
Thudc ban theo don.

Doc ky huwéng din st dung trwée khl dung,
Néu cin thém thong tin, xin héi y ki kzt:{y

Thong bao cho bac 8y nhirng tac du ong mong muon gap phai khi st dung thuoc.
Khong dung qua lidu da dwoe chi dln :

Khong stt dung thudc da qua han ung
Dé xa tAm tay tré em.

1. TEN SAN PHAM: DALACIN C

2. THANH PHAN PINH TiNH VA PINH LUQNG
Hoat chét: clindamycin phosphat.
Clindamycin 1a mot khang sinh ban tong hop diéu ché bang phan tng thé 7(S)-cloro vao nhom
7(R)-hydroxyl ctia hgp chat lincomycin tuong tng.
Clindamycin phosphat 14 este tan trong nuée cta clindamycin va acid phosphoric. Mdi mL
dung dich tiém chita clindamycin phosphat tuong tmg véi 150 mg clindamycin, 0,5 mg dinatri
edetat va 9,45 mg alcol benzylic véi vai tro 1a chat bao quan.

3. DANG BAO CHE
Dung dich tiém.

4. PAC TINH LAM SANG

4.1.  Chi dinh diéu tri
Clindamycin c6 tac dung diéu tri nhitng nhiém khuan duéi day do cac vi khuén ky khi nhay
cam v6i thudc hodc cdc ching vi khuan ai khi gram duong nhay cam véi thude nhu lién cau
(Streptococci), tu cau (Staphylococci), phé cau (Pneumococci) va cac chung Chlamydia
trachomatis nhay cam véi thude.

(a) Céac nhiém khuan dudng ho hap trén gdm viém a-mi-dan, viém hong, viém xoang, viém tai
gitta va bénh tinh hong nhiét.

(b) Céc nhiém khuan duong ho hap dudi bao gom viém phé quéan, viém phoi, viém ma mang
phoi va &p-xe phoi.

(c) Céc nhiém khuan da va m6 mém gom tring ¢4, nhot, viém mo t& bao, chdc 16, cac ap-xe
va nhiém khuan tai vét thwong. Véi cac nhiém khuén da va m6é mém dac hiéu nhu viém
quang va viém mé mong (panaritium); cac truong hop nay déap tng tot khi tri liéu voi
clindamycin.

(d) Céc nhiém khuan xuong va khép bao gom viém xuong tiy va viém khdp nhiem khuén.
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4.2.

(¢) Céc nhiém khuén phu khoa bao gdm viém ndi mac tir cung, viém mo té bao, nhidm khuin
am dao, ap-xe voi buong trimg, viém voi trimg va viém vung chdu khi két hop voi mot
thudc khang sinh phd vi khuan gram am 4i khi thich hogp. Trong trudong hop viém cb tir
cung do Chlamydia trachomatis, didu tri clindamycin don thudn duge thiy 1a ¢6 hiéu qua
diét duoc vi sinh vat nay.

(f) Céc nhiém khuén trong 6 bung gdm viém phiic mac va dp-xe trong 6 bung khi két hop véi
mdt thuoe khang sinh pho vi khuan ai khi gram am thich hop.

(g) Nhiém tring huyét va viém noi tAm mac - hiéu qua cta clindamycin dd dugc ghi nhan
trong diéu trj céc trurong hop viém ndi tam mac dugce chon loc khi clindamycin dugc xac
dinh ¢6 tac dung diét vi khudn dang gy nhidm trong 6ng nghiém véi ndng @6 huyét thanh
dat dugc murce thich hop.

(h) Céac nhiém khuan r
(viém nha chu).

1€ng nhu ap-xe quanh rang (4p-xe nha chu) va viém quanh rang

(i) Viém ndo do ky sinh trung Toxoplasma trén bénh nhan AIDS. O cac bénh nhan khéng
dung nap v6i didu tri théng thuong, clindamycin két hop véi pyrimethamine dugc thiy 1a
c6 hiéu qua.

(j) Viém phdi do Pneumocystis jiroveci (trudc ddy duoc phan loai 1a Pneumocystis carinii)
trén bénh nhan AIDS. O bénh nhan khong dung nap véi hodc khong dap tng day du voi
didu tri thong thudng, clindamycin c6 thé sir dung phdi két hop véi primaquin.

(k) Diéu tri du phong viém mang trong tim trén bénh nhan min cam/di tng véi (c4c) khang
sinh penicillin.
(1) Du phong nhiém khudn trong phiu thuat dau va c6. Clindamycin phosphat hoa tan trong
nude muoi la dung dich duge dung dé rira vét thuong khi phau thuét.
Clindamycin phosphat, khi st dung dong thoi voi mét khang sinh aminoglycosid nhur
gentamycin hodc tobramycin, cho thay c6 hi€u qua trong viéc phong ngtra viém phtic mac hoédc
céc ap-xe trong 6 bung sau khi thung rudt va nhiem khuan thtr phat sau chan thuong.
Trong 6ng nghiém, nhitng vi sinh vat nhay cam véi clindamycin gdm: B. melaninogenicus, B.
disiens, B. bivius, Peptostreptococcus spp., G. vaginalis, M. mulieris, M. curtisii va
Mycoplasma hominis.

Li€u dung va cach dung

Clindamycin phosphat tiém bip cin duoc dung & dang khdng pha loding,

Clindamycin phosphat truyén tinh mach cin duoc dung & dang pha loding (Xem phan dudi day,
Ty 1€ pha khi truyén tinh mach va toc do truyen tinh mach).

Liéu ding & nguoi lon

Clindamycin phosphat (tiém bap hoic truyén tinh mach):

DPéi v6i cac nhidm khudn ving bung, khung chdu & nit va cdc nhidm khudn phtc tap hoic
nghiém trong khac, liéu clindamycin phosphat hang ngay thudng diung & nguoi 16n 1a 2400-
2700 mg chia thanh 2, 3 hodc 4 liéu bang nhau. Cac nhiém khuan it nghiém trong hon do cac
vi sinh vat nhay cam hon gdy ra c6 thé dung véi liéu thdp hon nhu 14 1200-1800 mg/ngay chia
thanh 3 hodc 4 liéu bang nhau.

Dalacin C Injection _PI TN Page 2 of 10



" LPD Title: Clindamycin phosphate LPD date: Nov. 28. 2013
Country: Vietnam
Reference CDS version: 11.0  Reference CDS date: Nov. 14, 2013

Liéu hang ngay 1én téi 4800 mg da duoge st dung thanh cong.

Khuyén céo cac liéu tiém bép don doc khong duge 16n hon 600 mg.

Liu ding ¢ tré em (trén 1 thang tudi)

Clindamycin phosphat (tiém bép hodc truyén tinh mach):
20-40 mg/kg/ngay chia thanh 3 hoac 4 liéu bang nhau.

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

Clindamycin phosphat (tiém bap hodc truyén tinh mach): 15-20 mg/kg/ngay chia thanh 3
hodc 4 liéu bang nhau. Liéu dung thap hon cé thé thich hop cho tré sinh non.

Li€u dung ¢ ngwoi cao tudi

Céc nghién ctru duge dong hoc cifa clindamycin cho thiy khong ¢ su khac biét ¢6 ¥ nghia vé
mét ldm sang gitta nguoi tig ) va ngudi cao tudi co chirc nang gan va chirc nang than (diéu
chinh theo tum) binh thuc ngygau khi dung thude qua duong ubng hodc truyén tinh mach. Vi
véy khong cén thiét phai dtéu chinh liéu & ngudi cao tudi c6 chirc ning gan va chic ning than
(diéu chinh theo tudi) binh thuong (xem Muc 5.2 Céc dic tinh duoc dong hoc).

Li¢u ding & bénh nhan suy than

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

Liéu ding & bénh nhén suy gan
Khong can thiét diéu chinh lieu clindamycin ¢ bénh nhén suy gan.

Liéu dung cho nhiing chi dinh dic biét
(a) Nhiém lién cu bé-ta tan huyét:

Theo céc liéu chi dinh & trén & muc Li€u dung & nguoi 16n, Liéu dung & tré em va Li€u dung &
tré so sinh. Piéu tri nén ti€p tuc it nhat 10 ngay.

(b) Viém nhiém viing chéu - diéu tri bénh nhén ndi tra:

Clindamycin phosphat 900 mg (truyén tinh mach) ctr 8 gio mot lan, ding hang ngay cting véi
mot khang sinh phd vi khudn 4i khi gram am thich horp theo dudng tinh mach; ching han
gentamycin 2,0 mg/kg tiép theo 1,5 mg/kg ctr 8 glor mot 1an, dung hang ngay, & bénh nhén c6
chtrc nang than binh thuong. Tiép tuc st dung thube (truyén tinh rnach) trong it nhét 4 ngay va
it nhit 48 gio sau khi tinh trang bénh dad cai thién. Sau do, tlep tuc bang chndamycm
hydrochlorid ubng 450mg - 600mg ctr 6 gid mot 14n, dung hang ngay dé hoan tit tong sb 10-14
ngay diéu tri.

(c) Viém ndo do ky sinh trung Toxoplasma gay ra trén bénh nhan AIDS:

Clindamycin phosphat tluyén tTnh mach, hodc clindamycin hydrochlorid uéng 600-1200 mg cu
6 gio mot lan trong hal tudn, tiép theo bang 300-600 mg uong cir 6 glor mot 1an. Tong thoi glan
didu t11 la 8 dén 10 tuan. Liéu cta pyrimethamin 1a 25 dén 75 mg udng hang ngay trong 8 dén
10 tudn. Nén dung acid Folinic 10-20 mg/ngay khi dung lidu pyrimethamin cao hon.
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4.3

4.4

(d) Viém phdi do Prneumocystis carinii trén bénh nhan AIDS:

Clindamycin phosphat truyén tinh mach 600 dén 900 mg ¢t 6 gid mot 14n hodc 900 mg ctr 8
gior 1 1an. Clindamycin hydroclorid 300 dén 450 mg, uong, ctr 6 gio mot lan, trong 21 ngay va
primaquin 15 dén 30 mg, uéng mot 1an mdi ngay trong 21 ngy.

(e) Du phong viém ndi tdm mac ¢ bénh nhan man cam véi Penicillin:

Khi yéu cau dung ngoai duong tiéu héa: clindamycin phosphat 600 mg truyén tinh mach 1 gio
trude khi phau thuat,

(f) Du phong nhiém khuan trong phau thuat dau va cb:
Clindamycin phosphat 900 mg pha & trong 1000 mL nuée mudi sinh 1y duge ding lam
dung dich rtra viing dau va co nhiem Klifuan trude khi dong vét thuong.

TY LE PHA KHI TRUYEN TINH MACH VA TOC PO TRUYEN TINH MACH

Nong do cua clindamyein trong dung dich,pha l’oﬁng khong nén qua 18mg/mL va TOC 1210)
TRUYEN KHONG NEN QUA 30 MG/PHUT. Toc d6 truyén thong thuong nhu sau:

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

Khong dung qua 1200 mg clindamycin trong mot lan truyén 1 gio.

Chéng chi dinh X

Chdng chi dinh Clindamycin & bénh nhan trudc ddy co tién sir di Gmg véi clindamycin ho
lincomycin hodc bat ky thanh phan nao trong cong thirc.

Canh bao dac biét va than trong dac biét khi sir dung

Dang tiém cta thude Clindamycin phosphat c6 chira alcol benzylic. Chét bao quan alcol
benzylic ¢6 lién quan tdi cac tac dung khong mong mudn nghiém trong, bao gdm “hdi chimg
the hdn hén” va tor vong & tré em. Mic du cac lidu diéu tri binh thudong cta san phidm nay
thuong cung cap luong alcol benzylic & miic thip hon mot cach dang ké so véi nhing lidu
duoc bao cdo 1a 6 lién quan t6i “hdi chimg thd hén hén”, lugng alcol benzylic tdi thiéu c6 thé
dan dén xay ra doc tinh chua duge xac dinh. Nguy co xay ra doc tinh do alcol benzylic tity
thudc vao luong thube dung va kha ning giai doc héa chét cia gan. Cac tré sinh non va cé
trong luong thap lic sinh ¢6 thé d& phat trién dc tinh hon.
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4.5

4.6

Viém dai trang gia mac dugc bdo cdo véi hau hét cac dicu tri khang sinh bao gom clindamycin
va ¢6 muc dd nguy hiém tir nhe dén de doa tinh mang. Do vdy, diéu quan trong 1a can nhac
chan doan trén nhitng bénh nhén c6 cac dau hi€u cua tiéu chay sau khi dung khang sinh.

Diéu trj bang thudc khang sinh 1am thay d6i quén thé vi sinh ctia dai trang va c6 thé tao co hi
cho Clostridia tang truong qua nhanh. Céac nghién ctru cho thdy doc t6 do Clostridium difficile
tao ra la nguyén nhan chinh gay ra viém dai trang do khang sinh. Sau chdn doéan ban dau vé
viém dai trang gia mac duogc xac dinh, can tién hanh céc bién phép diéu tri. Céc truong hop
viém dai trang gia mac nhe thuong dap tng khi ngung thudc don thudn. Trong céc trudng hop
vira dén nang, can can nhic viéc kiém soaf Aude va chat dién giai, bd sung protein, va diéu tri
v6éi mot khang sinh ¢6 hi€u qua lam s3 51 v6i viem rudt két do Clostridium difficile.

Do clindamycin khong khuyéch tan
viém mang néo.

ieu vao dich ndo tuy, khong nén dung thude dé didu tri

Néu diéu tri kéo dai, nén lam cac xét nghiém chirc nang gan va than.

Str dung clindamycin phosphat ¢6 thé dan dén phét trién qua muc cac vi sinh vat khéng thude,
dac biét 1a cac ndm men.

Tiéu chay lién quan dén Clostridium difficile (Clostridium dzﬁ‘zcz/e associated diarrhea —
CDAD) da dugc bao cdo khi st dung d6i v6i hdu hét cac chit khang khudn, bao gbm
clindamycin, va do nghiém trong co thé tur tiéu chay nhe dén viem rudt két dan dén tur vong.
Didu tri bang cac chit khang khuén s& lam thay ddi quan thé vi sinh tu nhién ctia rudt dan téi
su phat trién qué muc cua C. difficile.

Clostridium difficile sinh ra doc tb A va B g6p phan lém phat trién CDAD. Céc chﬁng
C. a’zﬁ‘zcz/e sinh nhidu doc t6 12 nguyén nhan lam tang ty 1é méc bénh va tir vong, vi cac nhiém
khuan nay co thé kho chita khi dung cac liéu phap khéng smh va c6 thé can phai cat bo rudt
két. Can phai nghi dén bénh CDAD & tAt ca cac bénh nhén xudt hién tiéu chay sau khi ding cac
chét khang khuan. Cén ghi bénh an can than vi dd ¢ bdo cao CDAD xay ra trong hon 2 thang
sau diéu tri bang khang sinh.

Khong dung clindamycin phOSphat chua pha logng dé tiém tinh mach lidu cao trong thoi glan
ngén (bolus), ma nén truyén trong it nhét 10 phut - 60 phut nhu chi dan trong Muc 4.2 Liéu
dung va cach dung.

Twong tac véi cac thuoc khac va cac dang twong tac khac

Téc dung dbi khang da duoc thdy giita clindamycin va erythromycin trong in vitro. Do ¢ y
nghia dang ké vé 1am sang, khong nén dung 2 thudc nay dong thoi.

Chndamycm duoc ching té c6 déc tinh chen thn kinh co nén c6 thé lam tang tac dung ctia cac
thudc chen than kinh co khéc. Do vy, can than trong trén cac bénh nhan dang ding céc thudc
nay.

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

St dung trén phu nit ¢6 thai

Alcol benzylic c6 thé di qua nhau thai. Xem Muc 4.4 Canh bdo dac biét va than trong ddc biét
khi str dung.
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4.7

4.8

Céc ngh1en ctru vé doc tinh trén kha nang sinh san khi dung qua dudng ubng va tiém dudi da 4]
chudt cong va tho cho thdy khong c6 bang chimg nao vé kha nang sinh san bi anh huong x4u
hodc phoi thai bi tén hai do clindamycin, ngoai trt & cac lidu gy doc cho ngudi me. Céc
nghién ctu vé kha ning sinh san trén dong vat khong phai ltic nao ciing tién doan duge déap
ung trén nguoi.

Clindamycin qua dugc nhau thai nguoi. Sau khi dung da lidu, ndng d6 clindamycin trong dich
01 dat khoang 30% nong d6 trong mau ctia nguoi me.

Trong cac nghién ctru 1dm sang trén phu nit c6 thai, viée tiém clindamycin toan than trong ba

thang thtr hai va ba thang cubi ctia thai ky lién quan dén tang tAn sut xuét hién di tat
bam sinh. Khong cé cac nghién ctu thich va c6 kiém soat chat ché trén phu nit cd thai

trong ba thang dau tién cua thai ky.

Chi nén dung clindamycin cho phu nit ¢6 thai khi thuc sy can thiét.

St dung trén phu nit cho con bu

Clindamycin dugc bdo céo la c6 mat trong sita me voi ndng do trong khoang 0,7 - 3,8 mcg/mL.
Vi céc tac dung khong mong mudn nghiém trong cé thé xay ra cho tré con bu me, cdc ba me
dang cho con bt khong nén dung clindamyecin.

Anh hwéng trén kha ning lai xe va van hanh may méc

Anh huong cua clindamycin trén kha ning 14i xe va vin hanh méay chua dugc danh gia mot
cach co hé thong.

Tac dung khong mong mudn

Tét ca cac tac dung khong mong mudn liét ké trén nhén 1a theo phan loai He thong/Cor quan cua
MedDRA (Medlcal Dictionary for Regulatory Act1v1t1es) Trong m01 loai tén suat cac tac dung
khéng mong mudn dugc trinh bay theo thir tu tAn sut xudt hién* roi sau d6 dén tAm quan trong
trén 1am sang.

Bang cac tac dung khong mong mudn

Phin logi theo | Thuong gap it gap ) Hiém gip Rf\’l’t Chua géc di}lh
hé co quan >1/100 dén <1/10 | >1/1000 dén | >=1/10000 hiém dwgce tan suat
<1/100 dén gap (khdng thé wée
<1/1000 <1/1000 | tinh twr cac div
0 lidu 6 san)
Nhiém khuin | Viém dai tring
va nhiém ky gia mac
sinh trung
Réi loan mau Tang bach Mt bach cau
va hé bach cau ua hat, Gidm bach
huyét eosin cdu, Giam bach
cau trung tinh,

Giam tiéu cau

Réi loan hé Phan tng dang
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Béng cac tac dung khong mong mubn

mién dich

phan v¢, Phan
g thude véi su
gia tang bach
cdu ua eosin va
cac triéu chung
toan thén
(DRESS)

Roi loan hé
thin kinh

Ro1 loan vi
giac

R6i loan trén
tim

Tinh trd Y
inh tran
tim n,gfiﬂéX

dép, phdi

ngung thd,

Ha huyét ap
R6i loan mach | Viém tinh mach
mauy huyét khéi
Réi loan hé Ti€u chay, Dau Bubdn ndn, Viém thuc quan
ti€éu héa bung Noén 1, Loét thuc

quan §

Réiloan gan | Két qua xét Vang da

mat

nghiém chirc
nang gan bat
thuong

Roi loan da va
mo dwdi da

Ban dat san

May day

Hong ban
da dang,
Ngtra

Hoai ti bi€u bi
gay doc, Hoi
ching Steven
Johnson, Viém
da tréc vay,
Viém da phdng
r0p, Phat ban
dang s&i1, Nhiém
khuén 4m dao,
Ngoai ban myun
mu toan than cép
tinh (AGEP)

Phan @ng tai
chd tiém va
cac roi loan
chungt

Pau, 4p-xe

Kich ting tai chd
tiém

* Loai CIOMS III: Rat thudng gap >1/10 (= 10%); Thuong gip >1/100 dén <1/10 (>1% va <10%);
{t Gap >1/1000 dén <1/100 (=0,1% va <1%); Hiém gap >1/10.000 dén <1/1000 (>0,01% va <0,1%);
R4t hiém gip <1/10.000 (<0,01%)

T Cac tac dung khong mong mudn ctia thude chi 4p dung cho dang tiém
1 Céc tac dung khong mong muon chi ép dung cho dang udng
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4.9

S

5.2

Qua lidu

Tham tach mau va thdm phan phiic mac khong c6 hiéu qua trong viéc loai bo clindamycin
trong huyét thanh.

CAC PAC TINH DUQC LY HQC

Cac dac tinh dwoe lwe hoc

Vi sinh: Clindamycin dugc théy la co6 tac dung chéng cac ching phén 14p cia cac vi sinh vét
sau trong thtr nghi€m trén in vitro:

Cdc cdu khudn gram dwong di khi, gdm:

Tu cau vang (Staphylococcus aureus);

Tu cau da (Staphylococcus epidermidis) (cac,gbilng sinh men penicillinase va khong sinh men
penicillinase);

Trong thu nghi€m trén in vifro, mot s6 ching tu cAu khéng erythromycin ban ddu da nhanh
chong khang clindamycin.

Lién cau Streptococci (ngoai trix Streptococcus faecalis);

Phé cau (Pneumococci).

Cdc triee khudn gram am ky khi, gom:

Loai Bacteroide (gdm nhom Bacteroides firagilis va nhdém Bacteroides melaninogenicus);

Loai Fusobacterium.

Cdc triee khudn gram dwong ky khi khéng tao nha bao, gdm:

Propionibacterium

Eubacterium

Loai Actinomyces

Cde cau khudan gram dwong ky khi vi hiéu khi, gbm:

Loai Peptococcus;

Loai Peptostreptococcus,

Lién cdu vi 4i khi.

Clostridia: Clostridia khéng clindamycin nhidu hon hau hét cac vi khudn ky khi. Hau hét cac
Clostridium perfiingens nhay cam, nhung céac loai khac nhu Clostridium sporogenes va
Clostridium tertium thi thuong khang clindamycin.

Can lam xét nghiém vé kha nang nhay cam.
Khang chéo gitta clindamycin va lincomycin dd duge chimg minh. Doi khang nhau gitta
clindamycin va erythromycin dugc chirng minh.

Cac dac tinh dwge dong hoc

Céc nghién ctru ndng do thude trong huyét thanh trén 24 ngudi tinh nguyén trudng thanh binh
thuong duoce udng lidu clindamycin hydrochlorid 150 mg cho thdy clindamycin nhanh chéng
hip thu sau khi udng. Nong do dinh trung binh trong huyét thanh 13 2,50 meg/mL dat duoc
trong 45 phut; cic muc ndng do trong huyét thanh dat trung binh 1a 1,51 mcg/mL vao 3 gid va
0,70 meg/mL vao 6 gitr. Sy hép thu ctia mot lidu uong gan nhu hoan toan (90%) va chi dinh
thude dong thoi khi an khong lam thay dbi déng ké cac nong d6 thudc trong huyét thanh; céc
murc ndng do thube trong huyet thanh khong thay ddi va c6 thé dy doan theo bénh nhan va liéu
dung. Cac nghién ctru vé nong do thudc trong huyet thanh khl dung da lidu clmdamycm
hydrochloride cho téi 14 ngay cho thdy khong c6 bing chimg vé tich liiy hay bién dbi chuyén
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33

6.
6.1

hoa thude. Thoi gian ban thai cta clindamycin ting nhe & nhitng bénh nhan suy chitc ning than
r rét. ThAm phan méu va tham phan phiic mac khong higu qua trong viéc loai bé clindamycin
ra khoi huyét thanh. Nong dé clindamycin trong huyét thanh tang theo duong thing tuyén tinh
khi tang lidu. Cac ndng do trong huyét thanh vuot qua ndng do tic ché t6i thidu (MIC) dbi véi
da sb cac vi sinh vat chi dinh trong it nhit 6 gid sau khi dung liéu khuyén céo. Clindamycin
phan bd khip trong dich va cdc mo cta co thé (trong ca xuong). Thoi gian ban thai sinh hoc
trung binh 1a 2,4 git. Khoang 10% chit chuyén hoa cé hoat tinh sinh hoc duoc thai trir qua
nuée tiéu va 3,6% qua phan, phan con lai duoc thai trir dudi dang chét chuyén héa khong hoat
tinh. Céc liéu én téi 2 g clindamycin mdi ngay trong 14 ngay duoc dung nap tot & nhung nguf(n
tinh nguyén khoe manh, ngoai trur ti 1€ tdc dung phu trén Ong tiéu hda tang khl tang liéu. Nong
do6 clindamycin vao trong dich néo tay khong dang ké, tham ch1 ké ca khi xudt hién viém mang
ndo. Duge dong hoc & nguoi cao tudi tinh nguyén (61-79 tudi) va nguoi trudng thanh tré tudi
(18-39 tudi) cho thay chi c¢6 yéu té tudi thi khong lam t o1 duge dong hoc cua clindamycin
(d6 thanh thai, thoi gian ban thai, thé tich phan bd ya ien tich dudi duong cong) sau khi chi
dinh dung duong tinh mach clindamycin phosphat. i dinh clindamycin du’ong ubng, thoi
gian ban thai tang 1én khoang 4 gio (trong khoang 3,44 5 1 gi®) & nguoi cao tudi so véi 3,2 gidy
(trong khoang 2,1 - 4,2 gio) ¢ nguoi trudng thanh tre tudi. Tuy nhién, mure do hép thu khong
khac nhau gifta cac nhém tudi va khong can thay dbi lidu cho ngudi cao tudi véi chirc nang gan
binh thuong va chirc ning than (diéu chinh theo tudi) binh thuong.

Dik liéu an toan tién lam sang

DPoc tinh gdy ung thu:

Céc nghién ctru dai han ¢ dong vat chua duoc tién hanh vé6i clindamycin dé dénh gid kha
ning gdy ung thu tiém tang.

Doc tinh giy dot bién:

Céac tht nghiém doc tinh trén gen duoc tién hanh bao gém thtr nghi€ém nhan nhdé & chudt
cdng va thtr nghiém Ames ddo nguoc trén Salmonella. Ca 2 xét nghiém déu cho két qua 4m
tinh.

Suy giam kha nang sinh san:

Céc nghién ctru vé kha nang sinh san & chudt cong cho ubng téi liéu 300mg/kg/ngay (khoang
gép 1,1 1an liéu khuyén nghi cao nhat & nguoi truong thanh tinh theo mg/m?) cho thdy khong
¢6 anh huong 1én kha néng sinh san hodc giao phdi.

Trong céc nghién ctru vé sy phat trién phoi thai chudt cng khi dung thude udng va cac nghién
ctu vé su phat trién phdi thai chudt cdng va tho khi tiém thude dudi da, khéng quan sat thy
ddce tinh phat trién nao, ngoai trir & cac muc lidu gdy ra doc tinh cho chudt me va tho me.
CAC PAC TINH DUQC HQC

Danh muc ta dwge

Dung dich tiém clindamycin phosphat chita cac ta dugc sau: alcol benzylic, dinatri edetat, natri

hydroxid, nuée cét pha tiém.
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6.2  Twong ki
(Danh sach nay khong bao gdm tt ca céc yéu t6 do c6 rat nhidu yéu t6 anh hudng téi tuong ki
thude).
Ampicillin, phenytoin natri, cac barbiturat, aminophyllin, ¢ uconate, magnesi sulfat, ceftriaxon
natri va ciprofloxacin déu tuong ki vat ly véi clindamy osphat khi két hop trong cliing mot

dung dich tiém truyén.

6.3  Han dung
24 théang ké tir ngay san xuét.

6.4  Thén trong dic biét khi bao quin

Béo quan thudc & nhiét do 2-8°C (Bao quan trong ti lanh. Khong dong lanh)
6.5  Tinh chét va dung lwong déng goi

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 xuit:

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

LPD Title: Clindamycin phosphate ~ LPD date: Nov 28, 2013
Country: Vietnam
Reference CDS version: 11.0 Reference CDS date: Nov 14, 2013

TUQ. CUC TRUONG
P TRUGNG PHONG

g /@uy@z <’17/ug/ e’%ing
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CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phic

nam 2018

BO Y TE

CUC QUAN LY DUQC
Ha Ngi, ngc‘zy‘/( / thang

S6: 40X/ '/(/QLD -bK
V/v thay d’01 ndi dung t& huéng din

stt dung
Kinh gtri: Pfizer Thailand Ltd..
Dia chi: Floor 36, 37 United Center Building, 323 Silom Road, Silom
Bangrak, Bangkok 10500, Thailand.
Tiép theo cdng vén s6 17092/QLD-PK ngay 05/09/2017 ctia Cuc Quan 1y

Duoc, xét don dé ‘nghi ndp ngay 11/10/2017 va céc tai liéu bb sung c6 lién quan
cua cong ty (s6 tiép nhéan 505/B STDNN) vé viéc thay d6i ndi dung t& huéng dan

st dung dbi vé6i thude nudc ngoai dé duge clp s ding ky luu hanh,
Cin ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia Bd Y té Quy

dinh viéc dang ky thudc Thong tu s6 06/2016/TT-BYT ngay 08/03/2016 ciia Bo
Y t€ v€ Quy dinh ghi nhén thude, i
Cén ct bién ban tham dinh ho so thay d6i/ bo sung, Cuc Quan ly Dugc ¢

y kién nhu sau:

Dong y d€ cong ty duoc thay d6i ndi dung to huéng dan st dung déi véi
thude Dalacin C, s6 dang ky: VN-19718-16 L ’
Bang so sanh ndi dung thay doi t& hudng dan sir dung dugc dong dau xac

2, TP g,
e e,

nhan cua Cuc Quéan ly Dugc va dinh kém theo cong véan nay
Ngoai ndi dung dugc thay ddi trén, tit ca cac ndi dung khac gift nguyén
nhu hd so dang ky thude lvu tai Cuc Quan Iy Duoc
Cong ty dang ky, nha san xudt phai chiu trach nhiém vé chat lugng di voi
thudc luu hanh trén thi trudng, ndi dung ghi trén nhan thudc, quy dinh vé sé hitu
trf tué lién quan dén nhan hiéu hang hoa cua thube va c6 trach nhiém thong bao

su thay d6i ndy dén cac co quan lién quan va khach hang
Sau 06 thang ké tir ngdy ky cong vin nay cong ty khong dwoc nhap khau

thudc trén véi ndi dung cii déd thay dbi cua to hudng dan sir dung.
Cuc Quan ly Dugc théng bao dé cong ty biét va thuc hién dung cac quy

dinh ctia Viét Nam v& luu hanh thudc.. ]
KT.CUC TRUONG
PHO CUC TRUGNG

Noi nhan:
- Nhu trén;
- Luu: VT, KT (V).
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TOM TAT CAC THAY POI TRONG TO HUONG DAN SU DUNG

CUA THUOC DALACIN C (SPK: VN-19718-16)

Al DIEN |3
TAI THANH PHG |~
j

TO HUONG DAN SU DUNG CU
(phén loai bo duogc gachneang)
LPD date: Nov 28, 2013;
Reference CDS Date : Nov 14, 2013

TO HUONG DAN SU DUNG MOT

(Phén thém vao/ thay dbi dwoc dédnh déu vang)

LPD Date: August 23 ,2017
Reference CDS Date: July 14, 2017

a3
Ly do thiay a0

DALACINC BO Y TE DALACIN® C
- CUC QUAN LY DUGC gy
CANHBAO PACBIET: | DA PHE DUYET | CANH BAO PAC BIET:

Thubc b4n theo don.

i
L

“ TD/BS ngay /... thing .Q.... namedd]Y
(theo cong van/.hf,g../.%../QLD-DK)

' Thuéc nay chi ding theo don ciia béc s§

Khéng ding qud lidu d3 dwoc chi dinh. Stra céch trinh bay
Néu cAn thém thong tin, xin héi ¥ kién bac s§.
1.  TEN SAN PHAM: 1. TENSAN PHAM: Thém ky hiéu ®
®

DALACIN C DALACIN™ C theo chig nhén

dang ky nhén hiéu
hang héa

3. DANG BAO CHE 3. DANG BAO CHE Stra lai dang bao
Dung dich tiém. Dung dich tiém/truyén. ché théng nhat véi
gidy phép luu hanh
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s&n pham

4. PAC TINH LAM SANG
4.1. Chi dinh diéu tri

(g) Nhiém trung huyet .tac dung diét vi khuin dang
gdy nhiém trons—one—nghiém VOl ndng d6 huyét
thanh dat duoc mirc thich hop.

(i) Viém ndo do ky sinh trung .. . clindamycin két hop
véi pynmefhaﬁﬂﬁe duoc thiy 14 c¢6 higu qua.

Trong éne nghiém, nhitng vi sinh vét nhay cam véi
clindamycin gom...

PAC TINH LAM SANG
Chi dinh diéu tri

(g) Nhiém trung huyét...tac dung diét vi khuin dang
gdy nhiém in vitro v6i nong dd huyét thanh dat

duoc muc thich hop.

(i) Viém nao do ky sinh trung .. . clindamycin két hop
v6i pyrimethamin dugc thay la c6 hiéu qua.

Trong thit nghiém in vitro, nhiing vi sinh vat nhay
cam vai clindamycin gom...

Stra 161 dich va
céch dién dat

4.2. Lidu ding va cach ding 4.2. Liéu ding va cich dung

TV LE PHAKH-FRUYEN-TFINH-MACH-VA Ty 1¢ pha khi truyén tinh mach va téc do truyén
- o I MACH tinh mach

Ndng d6 cta clindamycin trong dung dich pha Nong db cua clindamycin trong dung dich pha
lodng khéng nén qua 18mg/mL va TOC PO lodng khong nén qua 18mg/mL va TOC PO
TRUYEN KHONG NEN QUA 30 MG/PHUT. Téc TRUYEN KHONG NEN QUA 30 MG/PHUT. Téc
d6 truyén théng thuong nhu sau: d6 truyén théng thuong nhu sau:

4.4. Canh bdo dic biét va thin trong dic biét khi sir | 4.4. Canh bdo didc biét va thin trong dac biét khi st

dung

dung

Phan Umg qud min nghiém trong, bao gdm ca
nhiing phan Ung da nghiém trong nhu phan ung
thudc kém tang bach cau wa eosin va nhing triéu
chimg toan thdn (DRESS), hoi chimg Stevens-
Johnson (SJS), hoai tir biéu bi do nhiém doc

Cép nhét thong tin
canh bao vé céc
phan tmg qua man

Page 2 of 16

B

e



Dang tiém cua thude Chndamycm phosphat cé
chira alcol benzylic. Chit bao quan alcol benzylic
c6 lién quan téi cac tac dung khong mong muon
nghiém treng, bao gbm “hoi chimg the hén hén”

tir vong & tré em... Nguy co xay ra doc tinh do
alcol benzylic tuy thuoc vao luong thube ding va
kha ning giai doc hoa chit ctia gan. Céc tré sinh
non va c6 trong luong thip lic sinh c6 thé d& phat
trién ddc tinh hon.

Diéu tri bang thudc khang sinh lam thay d6i quan
thé vi sinh cua dai trang.. .Trong céc truong hop
vira dén ning, can can nhéc viéc kiém soat nudce va
chat dién giai, bd sung protein, va didu tri v6i mot
khang sinh c6 hiéu qué lam sang d6i voi viem rudt
két do Clostridium difficile.

Tiéu chay lién quan dén Clostridium difficile
(Clostridium difficile associated diarrhea — CDAD)
da duoc bdo cédo khi str dung d6i v6i hau hét cac

(TEN), va ngoai Tt n"isun mi toan than cép tinh
(AGEP) da duoc bdo cao & bénh nhan dugc c’ueu tri
bang clindamycin. Néu bi phan ting qua man hogc
phin Ung da nghiém trong, nén ngung dung
clindamycin va tién hanh diéu tri bang liéu phap
thich hop (xem Muc 4.3 Chong chi dinh va Muc
4.8 Tac dung khong mong muén).

Dang tiém cua thubc Clindamycin phosphat cé
chira alcol benzylic. Chit bao quan alcol benzylic
¢6 lién quan t6i cac tac dung khoéng mong mudn
nghiém trong, bao gbm “héi chimg thd hén hén” va
tr vong & tré em... Nguy co xay ra doc tinh do
alcol benzylic tuy thuoc vao luong thudc ding va
kha ndng giai doc hoa chét ctia gan va than. C4c tré
sinh non va c6 trong luong thap lac sinh c6 thé d&

phat trién doc tinh hon.

Didu tri bang thubc khang sinh lam thay d6i quan
thé vi sinh cta dai trang...Trong cac truong hop
vira dén ning, cin can nhic viéc kiém soat nude va
chit dién giai, bd sung protein, va didu tri v6i mot
khang sinh c6 hi¢u qua ldm sang d6i v6i viem rudt
két do Clostridium difficile.

(=

Tiéu chay lién quan d&én Clostridium difficile
(Clostridium difficile associated diarrhea — CDAD)
da duoc bao cao khi sit dung d6i v6i hau hét cac

khi str dung thude

Ddi thir tu céc
thong tin va sira 15i
dich thuat
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chét khéng khudn, bao gom clindamycin, va do
nghiém trong c6 thé tir tiéu chay nhe d&n viém ruot
két dan dén tur vong. D1eu tri bang céc chit khang
khuén s& lam thay ddi quan thé vi sinh tu nhién cua
rudt dan t6i su phat trién qua mirc cua C. difficile.
Clostridium difficile sinh ra doc t A va B gop phén
lam phat trién CDAD... Can ghi bénh 4n can than
vi di c6 bao cdo CDAD xay ra trong hon 2 thang
sau diéu tri bang khang sinh.

chat khang khuén, bao g0m clindamycin, va do
nghiém trong c6 thé tir tiéu chéay nhe dén viém ruot
két dan dén tir vong. D1eu tri bang cac chat khang
khuan~se lam thay d6i guan thé vi sinh tw nhién cua
rudt dan téi sw phat trién qua mue cta C. difficile.
Clostridium difficile sinh ra doctd AvaB gop phan
lam phat trién CDAD... Can ghi bénh 4n céan than
vi da ¢c6 bao cao CDAD xay ra trong hon 2 thang
sau diéu tri bang khang sinh.

Do clindamycin khong khuyech tan nhidu vao dich
ndo tuy, khong nén dung thubc dé diéu tri viém
mang nao.

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

Su dung chndamycm phosphat c6 thé dan dén phat
trién qua muc céc i sinh vat khong nhay véi thude,
dac biét 1a cac nAm men.

Twong tac véi cac thuéc khéc va ciac dang twong

tac khac

Clindamycin duoc ching to c¢6 dac tinh chen than
kinh co nén c6 thé lam ting tac dung cua cac thubc
chen than kinh co kh4c. Do vAy, can than trong trén
c4c bénh nhan dang dung céc thudc nay.

4.5 Twong tac véi cac thudc khac va cic dang twong
tac khac

€ —

Clindamycin duoc chimg to c¢6 ddc tinh chen than
kinh co nén c6 thé lam ting tac dung cua cac thubc
chen than kinh co khac. Do vy, can than trong trén
c4c bénh nhin dang dung cac thudc nay.

Clindamycin dugc chuyen héa cha yéu boi
CYP3A4 va duoc chuyen héa it hon boi CYP3AS
thanh chat chuyen héa chinh la clindamycin

sulfoxide va chit chuyén héa phu la
N-desmethylclindamycin. Vi vay, céc chat uc ché

Bo tuong tac véi
erythromycin va
clp nhat thong tin
lién quan dén
tuong tac trén in
vitro gifta macrolid
néi chung va
lincosamid trong
muc 5.1

B sung théng tin
tuwong tac vdi cac
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cia CYP3A4 va CYP3AS5 c6 thé lam giam dd
thanh thai cla clindamycin va cac chdt cam tmg
nhitng isoenzyme nay c6 thé lam ting d6 thanh thai
cua clindamycin. Khi ¢ sy hién dién cua cac chat
cam tng CYP3A4 manh, vi du nhu rifampicin, can
theo ddi viéc giam hiéu luc cua thude.

Céc nghién ctru trén in vitro cho thdy clindamycin
khong wc ché CYP1A2, CYP2C9, CYP2CI19,
CYP2EI hoic CYP2D6 va chi tc ché CYP3A4
mot cach vira phai. Vi vay, it c6 kha nang cé tuong
tac quan trong trén lam sang gitta clindamycin va
céc thudc duoc chuyen héa bdi nhiing enzyme
CYP nay khi dung dong thoi.

chat chuyén hoa
bdi cac CYP.

4.8

Tac dung khong mong mudn

Tht ca cac tic dung khong mong mudn liét ké #én
nhin1a theo phan loai Héthéng/Co—quan cla
MedDRA  (Medical _ Dictionary =~ for Regulatory
Activities). Trong mdi leai-tan—sudt, cic tac dung
khong mong muon duoc trinh bay theo thir tu tan

4.8

Tac dung khong mong muén

TAt ca céc tac dung khdng mong mudn duoc liét ké
theo phin loai cia MedDRA SOC (Medical
Dictionary for Regulatory Activities System Organ
Class). Trong moi SOC, céc tac dung khong mong
muén duge trinh bay véi tan sudt duoc liét ké theo

, 5 dén-tam-quan-trong tén thtr tu giam dén theo mtrc d6 nghiém trong vé mit
Fam-sane. y hoc.
Bang cac tac dung khong mong mudn Bang cac tac dung khong mong mudn
Phan Thuong It gip Hiém Rt Chira-xide Phin loai | Thwong it gap Hiém gip Tan suit
loai gap >1/1000 | gap hiém dinh theo hé co | gap >1/1000 >1/10000 chua biét
theo hé | >1/100 | dén >1/10000 | siip< | dweetin quan >1/100 | dén dén <1/1000 | (khéong wéc
co quan | dén <1/100 | dén suét dén <1/100 tinh duwoc
<1/10 <1/1000 | FH0900 (khong , <1/10 bing di liéu
thé-wée U sdn cd)
tinh i
ede dir
liéu €6
san)

Stra cach dién dat

Céap nhat TD KMM
cua thude

Sap x&p lai tan suat

el L LS
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Nhiém | Viém Nhiém viém dai viém dai cac TD KMM
khuan | dai truing va | trang trang do
va trang nhiém ky | gia mac’ clostridium
nhiém | gid mac sinh difficile’,
ky sinh trung nhiém
trung khuén 4m
] dao”
Roi Fang Mat bach || | Rbiloan | tang mét bach
loan baeh cau hat, mau va bach cAu hat’,
miu eau-ta Giam hé bach | cau wa giam bach
va hé eost bach-ean, ||| huyét eosin cAu trung
bach Giam tinh', giam
, huyét bach cau tiéu cau’,
trung giam bach
tinh, cau’
Gidm
tidu cu
ROi Phan ting || | Roi loan soc phan
loan hé dang hé mién vé&', phan
mién phé.l’l Ve, dich ung dang
dich Phan-Gng phan vé',
thude-vot phén tng
su-gia phan ve',
tang-bach qua man’
cat-tia A
eosti-va al/
ehing
] ] (DRESS)
Roi ROi R&i loan r6i loan
loan hé loan vi hé than vi gidc
than giac kinh
kinh
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Réi Fink R&i loan ngung
loan Hahg tim tim-ho
trén tim hép*
timf REHRE
phoi
nging
huyeét
ap
Réi Viém Réiloan | viém tac | giam
loan tinh mach tinh huyét 4p*
mach | mach mau mach
maut | huyét
R6i Tiéu Buon Viém Réiloan | tiéu dau viém thuc
loan hé | chay, non, thue hé tiéu chay bung, quéan’*, loét
tieu Pau No6n quan f, hoéa budn thuc quém*:c
héa bunge Loét thuc nén, nén
quan } mua
Réi Kétqua Vang da Ro6i loan vang da’
loan Nét gan mét
gan nghiém
mat chire
nang )
Roi Ban dat | May Hong Heat-tir Rbiloan | bansan | mé day hdng ban hoai tir biéu
loan sén day ban da bitu-bi da va mo6 da dang, bi do nhiém
da va dang, gay-dées ||| dudida ngla doc (TEN)',
md Ngtra Héi hoi ching
dwéi ehirg Stevens-
da Steven Johnson
Johnsen: (SJS)”, phan
troe-vays thudc kém
Viémrda tang bach
phong ciu ua eosin
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£opPhét i va nhiing
ban-dang TR, triéu ching
56t toan than
Nhidm (DRESS) ',
khuan-am ngoai ban
dao; mun mu
Ngoat toan than
ban-mun cAp tinh
mir-todn (AGEP)’,
than-chp pht mach’,
tinh viém da tréc
(AGER) vay', viém
da bong
nuéce, ban
dang s6i°
Phan Dau, Kieh-tmg ||| Cac roi dau’, ap kho chiu &
tng-tai ap-xe tai cho loan xe tai chd chd tiém'T
chd tiém chung va tiém
tiém tai noi
ehe dung
réi thude

L

Kétqua | xét

kiém nghiém

tra/xét chikc

nghiém nang
gan bat
thuong

*ADR duoc x4c dinh sau khi thudc luu hanh
+ADR chi 4p dung cho céc dang thudc tiém
TADR chi 4p dung cho céc dang thubc ubng

§Cac truong hop hiém gap da dwoc bdo cdo sau khi tiém qua tinh
mach qua nhanh (xem muc 4.2 Liéu dung va cich dung).
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5
5.1

CAC PAC TINH DUQC LY HQC
Cic dac tinh dwgre lwe hoc

5
5.1

CAC PAC TINH DUQC LY HQC

Cic dac tinh dwoc lwe hoc

Co ché tac dung

Clindamycin la mét khéng sinh lincosamid tre ché
su tong h0'p protein vi khuan. Thubc gin két voi
tiéu don vi ribosome 50S va tac dong lén ca viec
téng hop ribosome va qué trinh dich ma. Mic du
clindamycin phosphate bat hoat trong thir nghiém
in vitro, su thiy phan nhanh choéng trén in vivo
chuyén ddi hop chét nay thanh clindamycin c6 hoat
tinh khéng khuén. O céac lidu thuong ding,
clindamycin biéu hién hoat tinh kim khuén trén in
Vitro.

Téac dung duoc luc

Hiéu luc cua thude lién quan dén khoang thoi gian
¢6 ndng d6 thube cao hon ndng dd tc ché tbi thiéu
(MIC) dbi véi tac nhan gdy bénh (%T/MIC).

Khang thubc
Khang clindamycin théng thuong nhit 14 do cac

d6t bién & vi tri gén khang sinh cia rRNA hodc
methyl héa céc nucleotid cu thé trong RNA 23S
ctia tiéu don vi ribosome 50S. Nhitng d6t bién nay
c6 thé xac dinh su khang thubc chéo trén in vitro
v6i cac macrolid va streptogramins B (kiéu hinh
MLSg). D6i khi khang thudc xay ra do cac dot bién
thay thé trong protein ribosome. Khéng
clindamycin c¢6 thé bi cam tmg boi cac macrolid
trong cdc ching vi khuén phan 18p khang macrolid.
Khang thubc cam ung c6 thé duoc chimg minh voi
mot xét nghiém cdy dia (xét nghiém D-zone) hodc
trong moi truomg broth. Cac co ché xuét hién
khang thudc it gap hon lién quan dén su bién dbi
ctia khang sinh va hé théng bom diy thubc chu
dong. C6 su khang chéo hoan toan gilta
clindamycin va lincomyecin. Ciing nhu véi nhidu

B& sung c4c thong
tin co ché tac dung,
tac dung dugc luc,
khang thubc va cép
nhit théng tin phan
hoat tinh khéng
khuin
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khang sinh khac, ty 1é khang thudc khac nhau gitra
cac chung vi khuan va ving dia ly. Ty 1& khang
clindamycin cao hon trong cac chung
staphylococcus khang methicillin va céc chung
pneumococcus khang penicillin so véi cac vi sinh
vét khac nhay v6i nhiing thudc nay.

Hoat tinh khéng khuén
Clindamycin dugc thiy 14 c6 tac dung chéng da sb
cac chuing phan l4p cta cac vi sinh vat sau trong
thtr nghiém in vitro:
Vi khuan hiéu khi
Vi khuén Gram duong
e Staphylococcus aureus (cac ching phan 1ap
nhay v&i methicillin)
e Staphylococci khong c6 men coagulase (cac
chung phan 14p nhay véi methicillin)
e Streptococcus pneumoniae (cac ching phén
1ap nhay voi penicillin)
e Nhom streptococci beta tan huyét A, B, C
va G
e Streptococci nhom viridian

‘\Q// e Corynebacterium spp.

Vi khuan Gram am

e Chlamydia trachomatis
Vi khuan ky khi

Vi khuin Gram duong
e Actinomyces Spp.

e Clostridium spp. (ngoai tru Clostridium

difficile)
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e FEggerthella (Eubacterium) spp.
e Peptococcus spp.

e Peptostreptococcus — Spp. (Finegoldia
magna, Micromonas micros)

e Propionibacterium acnes

Vi khuén Gram 4m

e Bacteroides spp.

e Fusobacterium spp.

e Gardnerella vaginalis

e Prevotella spp.

Nim
e Pneumocystis jirovecii
Dong vat nguyén sinh
e Toxoplasma gondii
e Plasmodium falciparum
Céc diém gdy
Ty 16 khang thudc méc phai c6 thé khac nhau gitra
cac vung dia ly va theo thoi gian d01 v6i mot s6 loai
nhét dinh va nén c6 thong tin vé tinh hinh khang
thudc tai dia phuong, dic biét la khi didu tri nhiém
trung nang. Néu can, xin tu van ciia chuyén gia khi ty
1¢ khang thuoc tai dia phuong chua 16 rang do chua
chic chan ve viée sir dung thubc didu tri ddi véi it
nhét mot s6 loai nhiém tring. Dac biét 1a & g cac nhiém
trung nang hoac that bai didu tri, khuyen nghi cé
chin doan vi sinh v6i bang chimg vé tic nhan gy

bénh va do nhay cua tac nhén do6 vai clindamycin.
Khang thube thuong duoc xac dinh bdi cac ti€u chi

Page 11 of 16

|/ &5



dién giai d6 nhay (céc diém gdy) duoc Vién tiéu
chudn 1am sang va xeét nghiém (CLSI) hoac Hoi dong
Chau Au vé Xét nghiém do nhay khang khuén
(EUCAST) quy dinh d6i v6i cac khang sinh st dung
toan than.

Céc diém gdy ctia Vién tiéu chuén 1am sang va xét
nghiém (CLSI) cho céc sinh vit lién quan duoc liét
ké bén dudi.

Bang 1. Tiéu chi dién giai d6 nhay ctiia CLSI cho

Clindamycin

Tdc nhin gdy Nong dd trc ché Khuéch tan dia
bénh toi thiéu (Puong kinh vong vo
(mcg/mL khuén theo mm)*
S I R S I R
Staphylococcus <0,5 | 1-2 | 24 | 221 | 1520 <l4
Spp-
Streptococcus <0,25 | 0,5 | =1 >19 | 16-18 <15
Spp.
Vi khuén ky khi® <2 4 | >8 | NA | NA NA

NA=not applicable (khong dp dung); S=susceptible (Nhay); [=intermediate
(Trung gian); R=resistant (Khang).

“Dia c6 chira 2 microgram clindamycin
PKhoang MIC dbi véi cic vi khuén ky khi dua vao phuong phap pha loang
trén moi truong thach agar.

Mot bao cao “Nhay” (S) cho thay rang tac nhan gay
bénh c6 kha nang cao bi trc che néu hop chit khang
khuén trong mau dat dén ndng do thong thudng c6

(w/the dat dugc. Mot bao cao “Trung gian” (I) cho thay

rang két qua can dugc cho la khong 6 rang va, néu
vi sinh vét khong nhay hoan toan VGi cac thubc thay
thé c6 thé st dung trén lam sang, can lap lai xét
nghiém. Phan loai nay cho thdy kha niang dung thude
trén lam sang ¢ cac vi tri cua co thé ma thubc c6 thé
tap trung vé mat sinh ly hodc trong truong hop co thé
st dung liéu cao. Phan loai nay cling cung cap mot
ving dém ngan ngira nhing yeu t6 ky thuat nho,
khong thé kiém so4t dugc din dén su khong nhét

Page 12 of 16



quan 16n trong dién giai. Bdo c4o “Khang” (R) thé
hién rang tic nhan gy bénh it c6 kha nang bi tc che
néu hop chét khang khudn trong mau dat dén ndng
d6 thong thudng c6 thé dat duoc; can chon liéu phép
khéc.

Quy trinh chuan héa xét nghiém do nhay yéu cAu st
dung céac bién phap kiém soat xét nghiém dé theo dai
va dam bao tinh dung va chinh xac cua vat tu va
thu6e ther st dung trong xét nghiém, cling nhu k¥
thudt clia cdc cd nhan thyc hién xét nghiém. Bot
clindamycin chuén cn cho ra khoang MIC nhu trong
Bang 2. Ddi véi ky thuét khuéch tan str dung dia 2
mceg clindamycin, can dat dugc tiéu chi dugc cung
cap trong Bang 2.

Bang 2. Khoang Kiém soat chit lwong (QC) dwoc

chip nhan ciia CLSI dbi véi Clindamycin dwoc
dung dé xiac minh két qua xét nghiém do nhay

Khoang khuéch
Khoéng nong do we tan dia
Chiing kiém chirng ché t6i thiéu (Puong kinh
(meg/mL) vong vo Khuén
theo mm)
aphylococcus aureus 0,06-0,25 NA
ATCC 29213
Staphylococcus aureus NA 24-30
ATCC 25923
Streptococcus 0,03-0,12 19-25
pneumoniae
ATCC 49619
Bacteroides fragilis 0,5-2° NA
ATCC 25285
Bacteroides 2-8* NA
thetaiotaomicron
ATCC 29741
Eggerthella lenta 0,06-0,25* NA
ATCC 43055
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NA=Not applicable (Khong 4p dung). ) .
ATCC® 1a mot thuong hiéu da dang ky cliia Bao tang giong chuan vi sinh

Hoa Ky

*Khoang MIC dbi v6i cac vi khuan ky khi dwa vao phuong phép pha
loang trén moi truong thach agar.

Céc diém giy theo Hoi ddng Chau Au vé Xét nghiém do
nhay khang khuan (EUCAST) dugc trinh bay dudi day.

Bang 3. Tiéu chi dién gidi d6 nhay ciia EUCAST

cho Clindamycin

Piém gay MIC | Diém giy duong
(mg/L) kinh vong vo
khuan (mm)*

Sinh vat S< | R> S> R<
Staphylococcus spp. 0,25 0,5 22 19
Nhém Streptococcus
e ! 0,5 0,5 17 17
Streptoco‘ccus 0.5 0.5 19 19
pneumoniae
Nhom Vzrtd.ans 0.5 0.5 19 19
streptococci
Vi khuan Gram
duong ky khi 4 2 A NG
Vi khuan Gram 4m
Ky ki 4 4 NA NA
Corynebacterium 0,5 0.5 20 20
Spp.

R=resistant (Khéang)

*Pia c6 chira 2 meg clindamycin
NA=not applicable (Khong ap dung); S=susceptible (Nhay);

Khoang EUCAST QC dé xac dinh MIC va ving vo
khuén trén dia trong bang bén dudi.

Bing 4. Kiém soit chit lwong (QC) dwoc chip

nhén ciia EUCAST dbi véi Clindamycin dwoc ding

dé x4c minh két qua xét nghiém dé nhay

Chiing kiém chirng Khosng ndng Khoang khuéch
do e ché t6i tan dia
thiéu (meg/mL) | (Pudng kinh vong
vo khuén
theo mm)
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Staphylococcus aureus 0,06-0,25 23-29
ATCE29213

Streptococcus 0,03-0,125 22-28
pheumoniae

ATCC 49619

ATCC® la mot thuong hiéu da dang ky cua Bao tang giong chuén vi sinh
Hoa Ky

5.2  Cac dac tinh duge dong hoc

Céc nghién ctru ndéng dd thubc trong huyét thanh
trén 24 ngudi tinh nguyén trudng thanh binh
thuong dwee uong lidu clindamycin hydrochlorid
150 mg cho thy clindamycin nhanh chéng hap thu
sau khi ubng... Sy hép thu clia mdt lidu udng gén
nhu hoan toan (90%) va ehi-dinh thudc dong thoi
khi an khéng lam thay d6i dang ké céac ndng do
thubc trong huyét thanh; cic mic ndng d6 thubc
trong huyét thanh khong thay d6i va cd thé du doan
theo bénh nhén va liéu ding...Cac nong d6 trong
huyét thanh vuot qua ndng d6 e ché t6i thiéu
(MIC) dbi véi da s cac vi sinh vat chi dinh trong it
nhiat 6 giod sau khi dung lidu khuyén céo.
Clindamycin phan bb khip trong dich va cac md
ctia co thé (trong ca xwong). Thoi g1an ban thai
sinh hoc trung binh 14 2,4 gio...

,\y‘/

5.2

Cac dac tinh dwgc dong hoc

Céc nghién ciu ndng 4o thubc trong huyét thanh
trén 24 nguodi tinh nguyén truong thanh binh
thudng udng lidu clindamycin hydrochlorid 150
mg cho thay clindamycin nhanh chong hap thu sau
khi udng... Su hip thu ctia mot lidu ubng gin nhu
hoan toan (90%) va dung thudc dong thoi khi an
khong lam thay d6i déng ké cac nong do thudc
trong huyét thanh; cac mitc ndng d6 thudc trong
huyét thanh khong thay d6i va co thé du doan theo
bénh nhan va 11eu dung... Céac nong do trong huyet
thanh vuot qua ndng do tc ché t61 thiéu (MIC) d6i
v6i da s6 cac vi sinh vat ma thude ¢6 chi dinh trong
it nhit sdu gio sau khi ding lidu khuyén cdo.
Clindamycin phan b khép trong dich va cdc md
ctia co thé (trong ca xwong). Cac nghién ctu in
vifro & gan ngudi va cac microsome duong rudt da
cho thiy rang clindamycin cht yéu bi oxy hoéa boi
CYP3A4, v6i su dong goép nho tr CYP3AS dé tao
thanh clindamycin sulfoxide va mot chét chuyén
héa phu, N-desmethylclindamycin. Thoi gian ban
thai sinh hoc trung binh 14 2,4 gio...

Stra cach dién dat

B sung thong tin
vé chuyén héa
thudc trén in vitro
bdi cac CYP

6. CACPAC TINHDUQC HQOC
6.1  Danh muc ta dwoc

el tlbn-lisd B ol e Sl kel
duee-saw: alcol benzylic, dinatri edetat, natri hydroxid,

6.
6.1

CAC PAC TINH DUQC HQC

Danh muc ta dwoe

Alcol benzylic, dinatri edetat, natri hydroxid, nudc cht
pha tiém.

Stra lai cach dién
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nudce cat pha tiém.

dat

62 Twomgk 6.2 Twongki Sira céch viét héa
Ampicillin, phenytoin natri, cac barbiturat, Ampicillin, phenytoin natri, cédc barbiturat, én hogt chat
aminophyllin, calci ghieenate, ... aminophyllin, calci gluconat, ...

6.4  Théan trong dac biét khi bdo quan 6.4  Than trong dic biét khi bao quan
Bao quén thudc & nhiét d6 2-8°C (Bao quan trong ti Bao quén thube & nhiét d 2°C-8°C (Bao quan trong | Sira céch didn dat
lanh. Khong dong lanh) tt lanh. Khong déng lanh)

6.5  Tinh-chatvadunglwong dong goi 6.5  Quy cach dong géi B6 quy céch déng
Dalacin C dung dich tiém 300 mg/2 ml: Hop 1 éng 2 Dalacin C dung dich tiém 300 mg/2 mL: Hop 1 éng 2 g6i cho dung dich
ml mL tiém 600mg/4mL

vi day 1a HDSD
riéng cho dung
dich tiém
300mg/2mL
Stra c4ch trinh bay
LPD date: Nev28;2013
. LPD Date: August 23,2017
=

Reference CDS date: Nowv14,2013

Reference CDS Date: July 14, 2017
® Registered trademark

Page 16 of 16




	Approved AW Dalacin In 2ml - VN-19718-16 
	2018_06_ Dalacin C Inj 2ml _ PI update



