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Vién dat am dao COMISCIA 100

(Vién ddt am dao Clindamycin phosphat twong divong Clindamycin 10
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Pé xa tim tay tré en.
Doc ki hiedng din st dung treée khi ding
Néu cin thém thong tin xin hoi y kién bdc sy

1. THANH PHAN CONG THUC THUOC
M3i vién chira:
Hoat chét: Clindamycin phosphat tvong duong Clindamycin 100mg
Ta duge: Chat béo bio hoa (hard fat) vira du 1 vién

2. DANG BAO CHE: Vién dit 4&m dao hinh tru, mau tréng hodc vang nhat.

3. CHI PINH:
COMISCIA duoc chi dinh dé diéu tri viém 4m dao do vi khuén. Trude diy goi 1a viém 4m dao
do Haemophilus, viém dm dao do Gardnerella, viém am dao khéng dic hiéu, viém 4m dao do
Corynebacterium, hodc viém 4m dao do vi khudn ky khi.

4. LIEU DUNG-CACH DUNG
Liéu luong

1 vién m&i ngay trude khi di nga trong 3-7 ngay lién tiép.

Neudi cao tudi:
Chua c6 nghién ctru st dung Clindamycin dit 4m dao ¢ ngudi trén 65 tudi

Bénh nhén suy thin

Chua ¢6 nghién ctru st dung Clindamycin dat am dao ¢ bénh nhén suy giam chirc néing thén
Tré em
Tinh an toan va hi¢u qua cua Clindamycin dat &m dao trén tré dudi 16 tudi van chua duge thiét

lap.

Lwu v khi stt dung va huwong din dit Am dao:

- Dit am dao, dat séu vao trong dam dao, & tu thé nam ngira
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- Trudce khi dit, bo vién thude vao ngian mat ti lanh dé thude dong ctng (khoan

rira sach &m dao.
- Pé c6 duge két qua diéu tri tot nhét, diing ngén tay ddy vién thube vao cang sau tron
cang tét, trong tu thé nim ngira.

- Gift tu thé ndm ngira 5- 10 phut sau khi dat thude.

- Rira tay trugc khi [y vién dan khéi vi thude.

- Vién dan khong nén duge cit hay dugc bao quén & didu kién khong thich hop vi c6 thé dan
t6i sw phén bd céc hoat chit khong ddng déu.

- Khéng duge dung cho phu nit con trinh. Khéng duge nudt hoc str dung bang dudng khéc.

5. CHONG CHI PINH

Bénh nhén qua man véi clindamycin, lincomycin hoiic cdc thanh phén khac ctia thude.

Tién sir viém dai trang “li€n quan tGi sit dung khang sinh”.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Trudc hodic sau khi bét dau tri liéu v6i Clindamycin, cac nhiém khudn khéc bao gém nhiém
Trichomonas vaginalis, Candida albicans, Chlamydia trachomatis va nhiém lau cau can dugc
kiém tra bang cdc xét nghiém can 14m sang day du.
St dung Clindamycin c6 thé gay phét trién qua mirc céc ching khéng nhay cam, dic bigt la
nAm.
Khaoi phat cac triéu chirg cta viém dai trang gia mac ¢6 thé xay ra trong hoic sau khi diéu tri
khéng sinh. Viém dai trang gia mac da dugc béo cdo véi hdu hét cic khang sinh, bao gdm ca
clindamycin, va ¢ thé c6 mic dd tir nhe dén de doa tinh mang. Do d6, didu quan trong 14 phai
xem x¢ét didu nay & nhitng bénh nhén bi tiéu chay sau khi sir dung thudc khéng sinh. Céc trudng
hop trung binh ¢6 thé cai thién sau khi ngimg thude
Nging st dung clindamycin néu tiéu chay do viém dai trang gia mac xuét hién. Nén sir dung
trj liéu khéng sinh thich hop. Chéng chi dinh sir dung thude trc ché nhu déng rudt trong truéng
hop nay.
Thaén trong khi ké don vién dét am dao Clindamycin cho nhitng ngudi bi bénh viém rudt ching
han nhu Bénh Crohn hodc viém loét rudt két.
Ciing gidng vai tét ca cac nhidm khudn dm dao khac, tranh quan hé tinh dyc trong qué trinh
diéu tri. C6 thé 1am giam d6 tin cdy ctia cac bién phap trénh thai co hoc (bao cao su, mang ngin
Am dao) do su twong tac cta vién dan va mang cao su. Do do, viéc sir dung cac san phém nhu
vay trong vong 72 git sau khi diéu tri bing Clindamycin khong dugc khuyén co.
Khong khuyén khich sit dung cdc sin phdm 4m dao khac (nhu ntit gac va thut rira) trong qué

trinh diéu trj véi Clindamyecin.
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Céc nghién ciru vé tinh an toan va hiéu qua cua trj liéu Clindamycin chua d\ @ F}éhlﬁ“ﬁ‘ F% L5 :
céc dbi tuong sau: phu nit mang thai, phy nit cho con bi, bénh nhan suy gla % /

suy giam mién dich hodc viém dai trang. ==

Tre em:
Tinh an toan va hiéu qua cta vién dan dat phu khoa Clindamycin trén tré¢ em van chua duoc

thiét lap.

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

- Thoi ky mang thai ' '
Nghién ciru trén dong vat cho théy ¢ doce tinh sinh san.
St dung Clindamycin khong duge khuyén cdo trong 3 théng dAu thai k¥, vi chwa ¢6 nghién cliu
ddy d ¢6 dbi ching & phu nit mang thai trong giai doan nay.
Trong céc thir nghiém 1am sang, s dung clindamycin dit 4m dao & phu nit mang thai trong 3
thang giita thai ky va st dung toan than clindamycin phosphate trong 3 thdng giita va 3 thang
cudi thai ky khéng khong lién quan dén viéc ting tin sudt cdc bit thudng bam sinh.
Clindamycin c6 thé duge sit dung dé diéu trj & phu nit mang thai 3 théng giira va 3 thang cubi
thai ky néu that su can thiét.

- Thoi ky cho con bu:
Chua rd clindamycin ¢6 bai tiét vao sita me sau khi dung duong 4m dao hay khong, nhung liéu
ding duong 4m dao thip hon nhiéu so véi lidu dung duding toan than, va khoang 30% (khoang:
6% -70%) dwoc hap thu toan than.
Sau khi sir dung clindamycin hép thu toan than, clindamycin da duge béo cdo xuét hién trong
sita me trong khoang tir <0,5 dén 3,8 pg / mL. Néu sir dung clindamycin hép thu toan than cho
ba me dang cho con b, ¢ nguy co gdy tdc dung phu trén h¢ vi sinh dudng rudt cia tré ba sira
me nhu tiéu chay hodc ¢6 mdau trong phén, hodc phat ban.
C6 thé xem xét sir dung vién dit 4m dao clindamycin cho phu nit dang cho con bu néu loi ich
mong doi cho ngudi me 1én hon nguy co cho tré.
C6 thé dirng cho con b trong thoi gian didu tri, sau khi hét thoi gian diéu trj thi cho con bi lai.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Clindamycin dy kién s& khéng anh huéng hodc dnh huéng khéng déng ké dén kha nang l4i xe

va str dung may moc

9. TUGNG TAC, TUONG KY CUA THUOC
Khong c6 sin théng tin v& viée sir dung ddng thoi cac thude diit am dao khac véi Clindamyein.
Clindamycin toan than da dugc thy la c6 dic tinh trc ché than kinh co nén c6 thé ting hoat dong
clia c4c tac nhan ngan chin than kinh co khac. Do d6, nén st dung than trong Clindamycin cho

nhitng bénh nhan dang st dung cac tac nhan nhu vay.
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10. TAC DUNG KHONG MONG MUON CUA THUOC
Tinh an toan cua vién dit 4m dao clindamycin dwoc danh gia trén phu ntt khong

céc cudc thu nghiém 1dm sang. Tén xuét duge bdo cdo nhu sau:
Thuong gip (> 1/100 t6i < 1/10); It gip (= 1/1,000 t&i <1/100).

Nhoém hé co quan Thwong gip It gip
>1/100 t6i < 1/10 > 1/1,000 toi <1/100
Nhiém khudn va nhiém ky | Nhiém nam, nhiém nim
sinh triing candida
R&i loan hé than kinh Dau dau
R&i loan da day-rudt Pau bung, tiéu chay, budén | Nén
ndn
R4i loan da va md mém Ngia (& vi trf khéng dat | Ban
thudc)
Réi loan co xuong va md lién Pau canh suon
két
R4&i loan thén va tiét niéu Viém bé than, dai budt

R&i loan hé sinh san va tiét | Nhiém ndm candida 4m ho- | Nhiém tring dm dao, tiét dich

sira im dao, dau 4m hd-4m dao, | am dao, ri loan kinh nguyét
rdi loan 4m ho-am dao.
R&i loan chung va vj tri ding Pau noi diung thude (& vi tri
thude dat thude), phi tai chd, dau,
s6t.

Thong bio cho bdc st vé nhitng tdc dung khong mong mudn gdp phéi khi siv dung th uéc.

11. QUA LIEU VA CACH XU TRI
Khong ¢6 trudng hop qua lidu véi Clindamycin nao duge biét dén.
Clindamycin phosphat ding dudng am dao nhu Clindamycin c6 thé dugc hap thu véi lugng db
dé tao ra cic tac dung toan than.
Diéu tri: Trong trudng hgp qua lidu, cac bién phap hd tro va diéu tri triéu chimg néi chung duoc
chi dinh theo yéu cau.
V6 tinh ubng phai vién dit clindamycin 6 thé din t6i hip thu v6i ndng df twong duong khi sir

dung clindamyein duwong udng

12. DPAC TINH DUQC LUC HQC
Nhom dwoce Iy tri liéu
Khéng sinh ho lincosamid, ma ATC: GO1A A10.
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Co ché hoat déng

do nhay cam ciia vi khuan dbi véi thude. Clindamycin phosphat khong cé hoat tinh cho t&i khi
duge thiy phan nhanh in vivo thanh clindamycin tu do c6 hoat tinh, Clindamycin tc ché tong
hop protein & vi khuén nhay cam bing cach gin vai tidu don vi 508 ribosom, tac dung chinh la
trc ché su tao thanh cac lién két peptid. Vi tri tac dung cua clindamycin ciing gibng vi tri tac
dung cua erythromycin, lincomycin va cloramphenicol

P& khing

D& khang v6i clindamycein thudng 14 do thay ddi vi tri dich trén ribosome, thudng la do bién ddi
héa hoc ctia cdc RNA base hodc do dot bién diém trong RNA hodc d6i khi & protein. Tinh khang
chéo da dugc chimg minh trong 6ng nghiém giira lincosamit, macrolid va streptogramins B &
mot sb ching. Dé khang chéo da dugc chirng minh gitta clindamycin va lincomyecin.
Clindamycin ¢6 hoat tinh in vitro chong lai hau hét cac ching vi sinh vét sau day di dugc bao
4o 12 ¢6 lién quan dén viém am dao do vi khuén: Bacteroides spp., Gardnerella vaginalis,
Mobiluncus spp., Mycoplasma hominis, Peptostreptococcus spp.

Phuong phép chudn dé kidm tra tinh nhay cam ctia cac ching vi khudin c6 kha ning gy bénh
viém am dao, Gardnerella vaginalis va Mobiluncus spp. chua duoc x4c dinh. Cac diém gdy x4c
dinh tinh nhay cam cua clindamycin d&i véi vi khudn ky khi Gram 4m va Gram dwong da dugc
EUCAST cong bé. Céac chung phan 1ap 14m sang dé thir nghiém nhay cam véi clindamycin va
khang erythromycin ciing nén duoc kiém tra dé danh gia kha nang khang clindamycin sir dung
xét nghiém D. Tuy nhién, cac diém géy dugc du kién dé huéng dan didu tri khang sinh toan

than, khdng phai diéu tri khang sinh tai chd.

PAC TINH DUQC PONG HQC

Su hép thu toan than cua clindamycin duge danh gia sau khi 11 nit tinh nguyén vién khoe manh
diing lidu dit am dao mdi ngay mot 14n véi vién dat 4m dao clindamycin phosphat (tuvong duong
v&i 100 mg clindamyein) trong 3 ngay. Xép xi 30% (khoang 6% dén 70%) lidu ding dugc hip
thu toan than vao ngay thir 3 trj liéu dya trén dién tich dudi duong cong ndng do-thdi gian
(AUC). Su hip thu toan thin duoc udce tinh bing céch sir dung liéu clindamycin phosphat 100
mg tiém tinh mach nhur 1a mau so sanh trén cliing nhiing nguoi tinh nguyén. AUC trung binh sau
ngay thir 3 khi ding thudc dang vién dit Am dao 1a 3,2 pg * gior/ mL (khoang 0,42 dén 11 pg -
gio'/ mL). Cmax quan sat dugc vao ngay thtr 3 tri li€u vdi vién didt 4m dao trung binh 12 0,27 pg
/mL (khoang 0,03 dén 0,67 pg / mL) va duge quan sét khoang 5 gio sau khi dung thude (khoang
1 dén 10 gi®). Nguoe lai, AUC va Cmax sau lidu tiém don tinh mach trung binh 1an lugt 14 11
pg * gio / mL (khoang 5,1 dén 26 pg + giy/ mL) va 3,7 pg / mL (khoang 2,4 dén 5,0 pg / mL).



https://trungtamthuoc.com/

14.

15.

16.

—

LD ll.w,qﬁ\“\.
W Ly ™
AV

<=
= - 2, 4 -
=/ vAN PHONG \ ¢

o ! =| DAl D@N RE
Théi gian ban thai biéu kién trung binh sau khi ding vién dat Am dao 13 11 git (khOagg (¥ BIgeR 0/ :

35 gidy) va dugc coi 12 bi gi6i han boi tée d hip thu. Q% B
Két qua tir nghién ctu nay cho thay 13 miic d6 phoi nhiém toan than véi clindamyci {tﬁﬁ_ﬁxﬁ%

AUC) tr vién dit trung binh thap hon ba 1an so véi liéu don clindamycin tiém tinh mach 100
mg. Ngoai ra, liéu khuyén céo hang ngay va tong liéu ctia vién dan dit am dao clindamycin thép
hon nhiéu so véi lidu thuong dung trong liéu phép clindamycin dudng ubng hogc dudmg tiem
(100 mg clindamycin m&i ngdy trong 3 ngay tuong duong véi khoang 30 mg dwoc hap thu mdi
ngay tr vién dat so véi 600 dén 2700 mg / ngay trong t&i da 10 ngay hodc hon, ding theo dudng
ubng hodc tiém). Phoi nhiém toan than véi clindamycin tr vién dat &m dao clindamycin vé co
ban thép hon dang ké so v&i phoi nhidm toan than tir lidu diéu trj ca clindamycin hydrochlorid
uéng (thAp hon tir hai 14n dén 20 14n) hokic clindamycin phosphate qua dudng tiém (thap hon tir
40 1an dén 50 lan).

QUY CACH PONG GOI: Hop 1 vi 3 vién,

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Pidu kién bio quan: Bao quan trong bao bi gbc, tranh anh sang, & nhiét do khéng qua 30°C.
Khéng dé dong da
Han dung: 3 nam ké tir ngay san xuat

Khong sit dung thube qud han si dung

Tiéu chufin chét lrong ciia thude: Tiéu chudn Nha san xudt.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
FARMAPRIM LTD
5 Crinilor Str., village Porumbeni, Criuleni reg., MD-4829 Céng hoa Moldova.



