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Dé xa thm tay tré em.
Bgc ki huémg din sir dyng treéc khi ding
Co 50 san xuat: 1
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Rx thudc k€ oon Kem bdi am dao
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Clindamycin 2%
(dwéi dang Clindamycin phosphat)

Hﬁp 1 ‘uy"p 5g DOPHARMA
Thanh phan: SPK:
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CLINDACIN 2%

Clindamyein 2%

(s dgng Clindamycin phosphat]
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MAU TG HUGNG DAN SU DUNG THUBC (MAT TRUGC)

1. TENTHUOG;
Rx THUGC NAY CHi DUNG THEO BON THUBC

CLINDACIN 2%

2.CAC DAUHIEU LUU Y VA KHUYEN CAO KHI DUNG THUGC:

DE XA TAMTAY TREEM

POC KYHUONG DAN SUDUNG TRUOC KHI DUNG

THUGC NAY CHi DUNG THEO DON THUSC

3. THANH PHAN CONG THUC THUGC:

M3i tuy p 5g chiva:

Thanh phan dugc chét: Clindamycin (duéi dang Clindamycin phosphat) 2% (kl/kl).
Thanh phén ta duge: Alcol cetylic, alcol stearylic, ddu parafin, propylen glycol, tween
BO, nurdre tinh khiét,

4. DANG BAO CHE: Kem bdi 4m dao mau trdng, thé chat mém min, déng nhat, hau
nhw khéng mui, khéng co vatla

5.CHIDINH:

Clindacin 2% dwoc chi gjnh diéu tri viém am dao do vi khudn.

68.CACHDUNG VA LIEUDUNG:

Ngudilén:

Dang dung cu di kém l4y hét lvgng thude ¢o trong tuyp va Gura vao am dao trudre khi
dingu trong 7 ngay lién tiép.

O bénh nhan mong muén dot didu tri ngén hon, cé thé diing 3 ngay lién tiép 42 duoc
chirng minh & ¢ hiéu qua.

Tréem: )

An toan va hiéu qué ¢ tré em chua dwoc nghién clvu (xem phan Canh bao va than
trong khidﬁng}huéc)

Nguwdi cao tudi: .

Chua cd nghién clru lam sang dwoc thire hién & bénh nhan trén 60 tudi.

7. CHONG CHIBINH:

Clindacin 2% chéng chi dinh & nhiPng bénh nhan cé tién sir qua mén voi clindamycin,
lincomycin hoac voi bat ky ta duge néo ¢b trong thude.

Clindacin 2% chdng chi dinh & nhing ngudi co tién st bénh viém ruét hoac tién st
viém daitrang lién quan dén ding khang sinh.

8. CANH BAO VA THAN TRONG KHI DUNG THUGSC:

Trudrc hodc sau khi bat ddu diéu trj béng clindamycin, cac bénh nhiém khuin khac do
Trichomonas vagis, Candida albicans, Chlamydia trachomatis va do lau ciu cé thé
can dwockiém tra bing cécxétnghiémthich hop.

Viéc st dung clindamycin co thé din dén s phat trién qué murc cla cac sinh vat
khdng nhay cam, dacbiétlanammen.

Cac tridu chirng cla viém dai trang gia mac c6 thé xdy ra trong hodc sau khi didu tr
bang thudc khang sinh (xem phén Tac dung khdng meng mudn cla thuéc). Viém dai
trang giad mac da Gugc bdo cao & gan nhu tat ca cac chat khang khudn, ké ca
clindamycin, & mirc d6 tir nhe dén de doa tinh mang. Do @&, cin theo ddi trén nhirng
bénh nhan bi tiu chay sau khi si dung cac chéat khéng khudn. Cac truérng hgp &
murc 39 vira phai co thé cdi thién sau khingirng thude.

Néu bi viém dai tréng gid mac phai ngirng diing clindamycin va didu tr] thay thé bang
mét khang sinh khac. Trong tréng herp ndy chéng chi dinh diing thudc tre ché nhu
ddng rudt.

Nén than trong khi ké don clindamycin cho nhirng ngudi mac bénh viém rudt nhw
bénh Crohn hoac viem loét dai trang.

Nhw tat ca cac bénh nhiém khuén &m dao khac, khéng nén quan hé tinh ductrong khi
diéu tri bang kem béi &m dao clindamycin. Bao cao su va mang ngén béng latex cb
thé bi giam tac dung néu tiép xuic véi thube bdi &m dao clindamyein. Khéng nén st
dung cac san pham nay trong véng 72 gi¢' sau khi diéu trj bing kem béi am dao
clindamycin vi vigc st dyung nhw vay co thé Iam gidm hiéu qua tranh thai hoac higu
qué bao vé chéng lai bénh 1ay truyén qua duéng tinh dyc.

Khéng nén sir dung c&c san phdm &m dao khac (chang han nhu bang vé sinh va thut
ri¥a) trong khi digu tri bang kem béi am dao clindamycin.

Tréem:

Antoan va hiéu qua & tré em chwa dugre thiét 1ap (xem phan Cach diing, liéu ding).
Cénh bdo vé ta duoc: San phdm nay ¢d chira:

Alcol cetylic, alcol stearylic: C6 thé gay cac phan (ing tai ché trén da (nhw viém da tidp
xuc)

Propylen glycol: C6 thé gay kich img da.

9. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nir mang thai

Khéng khuyén céo st dung clindamycin trong 3 thang dau cua thai ky vi khong c6
nghién ctru day di va khéng duwoc kigm soat t6t & phy nir mang thai frong giai doan
nay.

Trang cac thir nghiém Iam sang, viéc st dung cac san pham clindamyein ding trong
am dao & phy nir mang thai trong 3 thang gilra va sir dung clindamycin phosphat
toan thén trong 3 thang gitra va 3 thang cudi clia thai ky khdng lién quan dén cac bat
thuéng bam sinh.

Clindamycin ¢ Ihé dugrc st dung d& didu trj cho phu N mang thai néu that sw cin
thiéttrong 3 thang gitra va 3 thang cudi cla thaiky.
Céac nghién cru vé kha nang sinh sén duoc thyc hién trén chudt céng va chudt nhat
st dyng clindamycin dudng ubng va dwdng tiém lidu tr 100 dén 600 mg/kg/ngay, da
cho thay khéng co tac hai nao cla clindamycin d8i v&i thai nhi. Trong mit ching
chudt, chirng horham éch @2 dwoce quan sét théy & cac bao thai khi me duoc didu trj
béng clindamycin; phan tng nay khong xay ra & cac ching chugt khdc hoac & cac
loai khac, do @6 nd duoc coila mét triéu chirng cy thé cda ching. Cac nghién ciru vé
kha ndng sinh sin & ddng vat khang phai lic nao cling dy doan duece tac hai trén
ngu.
Trong mét thir nghiém I2m sang & phu ni mang thai trong 3 théng gitra clia thai ky,
kem clindamycin boi &m dao c6 hi¢u qua trong diéu trj viém 8m dao do vikhuén gay ra
va khéng ¢ bién cé y khoa ndo lién quan dén thudc dwge bao céo & tré so sinh. Tuy
nhién, nhu v&i bét ky loai thubc ndo duge sir dung trong thei ky mang thai, nén tién
hanh @anh gia cin than gitka lgri ich mang lai va nguy co c6 thé xay ra.

nl chi ]
Chura bidt liéu clindamycin cé duoc bai tiét qua sika me sau khi st dung kem bdi &m
dao clindamycin hay khong. Clindamycin da duge béo cdo la xuét hign trong sia me
v&i nbng @6 tir <0,5 6én 3,8 pg/ml sau khi sz dyng toan than. Clindamycin ¢6 kha
nang gay tac dung phu ddi véi hé vi khuan dudang tigu héa cda tré bu me nhu tigu
chay hodc trong phan cé méu ho&c phat ban. Néu ngudi me dang cho con bl cin
ding clindamycin dwéng udng hodc tiém tinh mach, thi @6 khéng phai 12 Iy do dé
ngl:rng cho con bii nhwng c6 thé wu tién sir dung mét loai thude thay thé. Cac Igi ich
vé strc khde va phat trién cla viéc cho con bu siva me nén duec xem xét cling véinhu
céu lam sang clia ngudi me dbi véi clindamycin va bt ky tac dyng phuy tiém &n nao,
a6i v&i tré b me do clindamycin hodc do finh trang co' ban cla ngudime.
Kha ndng sinhsan
Cacnghién ctru vé kha nding sinh san & chudt dugre diéu tri bing clindamycin di
uéng cho théy khdng cd tac dung nao 4| véi kha ndng sinh san hodc khd nang gi
phéi. Chura ¢ nghién ctru vé khd nang sinh san & dong vat bing cach st dy
duwérng ddtam dao. I
10. ANHHUGNG CUATHUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Téc dung cla clindamycin di v&i khd nang 1ai xe hodc van hanh may méc chwa
dwge danh gia mot cach co hé théng.
11. TUONG TAC, TUONG KY CUATHUGC:
Twong téc cua thude
Clindamycin toan than di dwge chirng minh |4 6 déc tinh (e ché thdn kinh cor va co
thé Iam téing téc dung ciia céc thudc e ché than kinh co khac. Do d6, nén than trong
khislr dyng & nhirng bénh nhan dang diing cac thubc nay.
Khéng cé théng tin vé viéc st dyng déng théi clindamycin véi cac thubc dat m dao
khac.
Twong ky cua thuée
Do khéng cé cac nghién ciru v& tinh twong ky cia thube, khang tron 13n thudce nay véi
cécthubckhac. )
12. TAC DUNG KHONG MONG MUSN CUA THUSC (ADR)
Bang dudi day liét ké cac tac dung khéng mong muén duere xac dinh thdng qua kinh
nghiém thir nghiém Iam sang va giam sat sau khi liu hanh trén thj trieéng, phén loai
theo hé théng co quan va tAn suat. Nhém thn sudt dugc xac dinh theo quy wéc sau:
Rét thuding gép (21/10); thvong gap (2 1/100 dén <1/10); it gap (21/1.000 dén
<1/100); hiém gdp (= 1/10.000 @én <1.f1.oon%; rét hiém g&p (< 1/10.000); va khéng
xac dinh (khéng thé wée tinh tir dir liéu cb san). Trong mdi nhom tan sudt, céc tac
dung khéng mong mudn duge trinh bay theo mdc dd nghiém trong gidm dén.
B0 an toan cua kem béi &m dao clindamycin dwec danh gia & ca bénh nhan khong
mang thaiva bénh nhan trong 3 thang gitra va 3 thang cudi cla thai ky.

Hé théng Rat Thweng It gdp |Hiém R&t hiém  Khéng
‘coquan thwong gap (2 (2111.000 |gép(= |gép(< |x&c dinh
gip  1/100dén |dén 11110.000 ' 1/10.000) |
{(21/10) <1/10) <1/100)  |dén |
|<1/1.000) j
Nhiém Nhi&m Nhiém |Ndm da
khudn va né&m, khuén |
' nhiém doc nhiém ndm | [
candida |
Réi loan Qué mén :
hé théng cam |
mién dich |
Réi loan
ndi tiét
Réi loan |Nhirc dau, i
hé than |chéng mat, :
kinh i loan vi |
|giac |
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MAU TG HUGNG DAN sU DUNG THUGC (MAT SAU)

Hé théng Rat Thwong  Itgdp Hiém Rét hiém | Khéng
corquan  thwéng gap (2 (21/1.000 gap (2 gap (< xac dinh
gap 1/100 dén  dén 1/10.000 ' 1/10.000)
(21/10) <1/10) <1/100) dén
<1/1.000)
Rbi loan Choéng mat
tai va mé
dao
Réi loan Suy hé hdp Chay méau
hé hap, cap cam
16ng ngue
va trung
that
Réi loan Dau bung,  Chuwéng Réi loan
tieu hoa tao bon, bung, hoi tiéu hoa,
tiéu chay,  tho co mi, viém dai
buén ndn, day hoi trang
nén mang
gid*, khd
tieu
R6i loan Ngira, phat | Ban do, Ban dat
dava md ban may day sin
duwdvi da
Réi loan Pau lung
co xwong |
va mo lien i
két
Réi loan Nhiém Tiéu kho
than va tring
tiét nigu dweng tiét
niéu,
glucose
niéu,
protein
niéu
Kha nang Chuyén da
mang thai, bat thudng
giai doan
sau sinh
va chu
sinh
Héthdng Ném  Viémam  Viém am Lac ni
sinh san  candida hd, rdi loan hd do mac tlr
vavi amhd- am ho, rdi trichomonal, cung
am dao loan kinh  nhiem
nguyét, khuén am
dau am hg, dao, dau
bé&n vung chau
huygt, tiét ’
dich &m
dao
Roi loan Pau, viém |
chung va
tai chd
Xét Xét nghiém
nghiém vi sinh bat
thuong

* CacADR dwoe xac dinh sau khidwa ra thj trweéng.

Bdo cdo cac phén ing ¢6 hai nghing® .

Bao cdo cac phan (rng ¢ hai nghi ngé sau khi cip phép Iwu hanh san pham thude 14
rat quan trong. Didu nay cho pheép tiép tuc giam sat can bang li ich/rdi ro cia san
pham thudc

Théng bao ngay cho béc sThodc dugc sinhirng phan teng c6 hai gap phai khi
swrdyung thuoc.

13. QUALIEUVA CACH XUTRI:

Knéng co bao c2o vé& qua lidu voi clindamycin. Clindacin 2% bdi am dao co thé duvoc
hap thu véi leeng dd détaora tdcdung toan than.

Trong tredng hop qua lidu. cac bién phap diéu trj triéu ching va hé trg chung duore
chidinh khi canthiét.

Vé tinh udng phai cé thé din dén cac tac dung tvong dwong véi tac dung cla
clindamycin ding dwdng ubng & ndng dd diéu trj.

14, DAC TINH DUGC LYC HQC:

Nhém dwgc 1y: Thube sat khuan va chéng nhiém khuén phy khoa.

MaATC: GO1AA10.

Coché hoatddng:

Clindamycin la mt loai khang sinh lincosamid cé tac dyng trc ché tdng hop protein
clia vi khudn. Clindamycin lién két tdt voi tidu don vj 508 cla ribosom va nh hudng
dén qua trinh dich m&. M3c du clindamycin phosphat khéng cé hoat tinh trong nghién
clru in vitro, nheng trong nghién cleu in vivo clindamycin phosphat thiy phan nhanh
chéng thanh clindamycin c6 hoat tinh khang khudn.

Mdi quan hé d 6ng h lc hoe (PK/PD)

Tuong t nhu cac chat tre ché tng hop protein khac, hiéu qua cd lién quan dén
khwan I.Iu;;ir?iau ndny d¢ clindarnycin duy trl trén MIC coa sinh vatgay nhi&m.
Qg_fngé ang

D& khang vé&i clindamycin thwéng Ia do bién @i vi tri dich trén ribosom, thuong 14 do
bién @éi héa hoc clia cac base RNA hodc do 46t bién diém trong RNA hodc dbi khi
trong protein. Trong nghién cu in vitro khdng chéo da duoc thdy gira cac
lincosamid, macrolid va streptogramin B & mdt s6 vi sinh vat. Khang chéo da dugc
chikng minh gitra clindamycin va lincomycin.

Piémagay

Phuong phap tiéu chudn dé kiém tra tinh nhay cam cla céc vi khudn gay bénh am
dao tiém &n, Gardnerella vaginalis va Mobiluncus spp chwa dugc xac dinh. Phuong
phép xac dinh tinh mén cam cla Bacteroides spp. va cAu khudn ky khi Gram duwong,
ciing nhw Mycoplasma spp. 63 dwoc mé ta bdi Vién Tiéu chudn Phong thi nghiém va
Lam sang (CLSI) va cac ngwdng nhay cdm v&i clindamycin dbi véi vi khuan ky khi
Gram am va Gram dwong da dwoc ca EUCAST va CLSI cong bb. Tuy nhién, cc
diébm gay nhdm myc dich huéng din didu trj biing khang sinh toan than, thay vi tai
chg.

Tinhnhay cdm visinh vat
Clindamycin ¢6 hoat tinh in vitro chéng lai hau hét cac chiing vi sinh vat sau da dworc
béo céo laco lién quan dén bénh viém am dao do vi khudn:
* Bacteroides spp.

* Gardnerella vaginalis

* Mobiluncus spp.

* Mycoplasma hominis

* Peptostreptococcus spp.

15.DAC TINHDUJC BONG HOC: iGT
Sau khi @3t trong am dao liéu 100 mg kem bdi m dao clindamvci&%ﬁ;
I&n, ding cho 6 phy ni tinh nguyén khde manh trong 7 ngay lién tiép;
0,6% dén 11%) liéu ding dvoc hép thu toan than. Nong d¢ dih&pgiginds
trong huyét thanh quan sat dugc vao ngay dau tién trung blnh.lqﬂ{ 0
khoang 4 dén 47 ng/mL) va vao ngay thir 7 12 25 ng/mL (trond m :
ng/mL). Cac néng dd dinh nay dat duge khodng 10 giér sau khi ding thubé

4-24 gity). 2.5/
Sau khi dat trong &m dao liéu 100 mg kem béi &m dao clindamyell 8% hairGay mot
l&n, ding trong 7 ngay lién tiép cho 5 phuy ni¥ bj viém am dao dOViRkNOan, quan sat

théy su hép thu cham hon va it thay ddi hon so véi phu ni khde manh. Khoang 4%
(tlr 2% dén 8%) lidu dung dugc hap thu toan than. Nong dé dinh clha clindamycin
trong huyét thanh quan sat dwgc vao ngay diu tién trung binh I3 13 ng/mL (trong
khodng tir 6 Gén 34 ng/mL) va vao ngay thir 7 14 16 ng/mL (trong khoéng tir 7 dén 26
ng/mL). Cac néng dé dinh ndy dat dwge khodng 14 giér sau khi dung thude (khodng
4-24 gid).

(ofs] ré? it hodc khong cé s\ tich Iy clindamycin todn than sau khi ding ldp 1ai (7 ngay)
kembdi am dao clindamycin 2%. Thévi gian banthaitoan than 14 1,5 én 2,6 givr.
Naudi cao tubi

Chua cé nghién clru day a0 vé viéc dung kem bdi am dao clindamycin 2% trén ¢di
twong tir 85 tudi trér 1én dé xéc dinh xem cac ddi tweng ndy co phan (ing khac véi cac
doi twgng tré hon hay khéng.

16.QUY CACHDONG GOLI:

Hép 1 tuyp 5g (tuyp nhém) + 1 dung cy hé trg.

17. BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG cUA
THUGC:

Diéu kién bio quan: Noikhd, nhiétdd dwdi 30°C, trénh anh sang.

Han daing: 24 théng ké tir ngay sén xuét.

Tiéu chuanchatlwgng: TCCS.

18.TEN, DIACHICUACO SO SAN XUAT:

CONG TY CO PHAN DUQC PHAM TRUNG UONG 2
L6 27, khu céng nghiép Quang Minbthirs '
huyén Mé Linh, thanh phé Ha
BT. 02439716291 FAX: 02

Mifrds =i % ag
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