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COMPOSITION:
Clindamyecin (Clindamycin hydrochloride) 100mg
Clotrimazole 100mg
Exciplents q.s for one vaginal tablet.
INDICATIONS, CONTRAINDICATIONS, DOSAGE:
Please read the instruction.
STORAGE: Store below 30°C. In a dry place. Protect from light.
KEEP OUT OF REACH OF CHILDREN.
READ THE INSTRUCTION CAREFULLY BEFORE USE.
OTHER INFORMATION READ THE PRESCRIPTION.

MEYER-BPC JOINT VENTURE COMPANY

6A3 National road No 60, Phu Tan ward, Bentre city, Bentre province-Vietnam

HWA PRESCRIPTION DRUG

MEYER - BPC

R
REG.NO:
SPECIFICATION: MANUFACTURER'S STANDARD

BOX OF 01 BLISTER X 10 VAGINAL TABLETS

ydazol

Clindamycin (Clindamycin hydrochloride) 100 mg
Clotrimazole 100 mg
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) MAU PANG KY
TO HUONG DAN SU DUNG THUOC VIEN NEN DAT AM PAO MYDAZOL

Rx Thudc ban theo don Tiéu chuén: TCCS

MYDAZOL
Boc ky huéng dan sl dung trudc khi ding

D€ xa tdm tay tré em

Théng bdo ngay cho béac si hoac dugc si nhing phan Ung
c6 hai gap phai khi sf dung thuéc

Thuéc nay chi ding theo don clia bac sT

Thanh phan, ham lugng cla thuéc:
Clindamycin (Clindamycin hydroclorid) 100 mg
Clotrimazol 100 mg
T4 dugc: Lactose, natri starch glycolat, pregelatin, natri
lauryl sulfat, aerosil, magnesi stearat vira di 1 vién.
M6 ta san pham:
- Vién nén mau trdng, hinh bu duc, Up canh, hai mt tron.
Qui cach déng géi:
- Hop 1 vix 10 vién nén dat &m dao.

HUGNG DAN SU DUNG THUGC CHO NGUGI BENH

Thuéc dung cho bénh gi:

Diéu tri viém am dao do vi khu&n va nhiém tring phu khoa
khéc gay ra bdi vi khudn va ndm nhay cdm vdéi thudc. Khi
tring dudng sinh duc trudc khi 1am tha thuat phu khoa.

Nén dung thudc nay nhu thé nao va liéu lugng:
Céach dung:

Trudc khi d&t thuSc, nén nhing toan bd vién thudc trong
nudc trong khodng 20 dén 30 gidy, d4t vao &m dao cang sau
cang t6t va sau khi d&t thuéc, bénh nhan nén & tu thé ndm
trong khodng 15 phut.

Liéu dung:

- Diéu tri viém am dao: D4t 1 vién/ngay, lién ti€p trong 7
ngay, trudc khi ngu.

- Phong ngua trudce khi lam tha thuat phu khoa: DAt 1 vién
mdi ngay, trong 3 ngay trudc khi lam tha thuat theo lich trinh
va dit ti€p 4 ngay sau dé.

Khi nao khéng nén dung thudc nay:

- Quéa mén véi bat ky thanh phan nao cla thudc.

- Viém dai trang gid mac, viém ruét non va viém ruét két
man tinh.

Tac dung khéng mong muén:
* Clindamycin:

Téc dung khéng mong mudn ctia ché phdm tai chd < 1%:
Budn ndn, nén, tiéu chdy, dau bung, viém dai trang gid mac,
phén Ung qué mén.

Am dao: Viéem am hd - a&m dao, viém am dao do
Trichomonas, nhiém n&m.

* Clotrimazol:

Céc phan ung tai chd bao gém bdng nhe, kich dng, viém

da di (ing do ti€p xuc, dau rat ving &m dao.
Théng béo ngay cho béc si hodc dugc si nhidng phan ting cé
hai gap phai khi s dung thuéc
Nén tranh ding nhng thudc hodc thuc phdm gi khi dang
st dung thudc nay:
* Clindamycin:

- Clindamycin ¢cé tdc dung phong bé than kinh co nén cé
thé 1am ting tac dung cla céc thudc phong bé thén kinh cd
khéc, bdi vy nén st dung rat than trong khi ngudi bénh dang

dung céc thudc ndy va nhiing ngudi bénh nay can dugc theo
déi vi tdc dung phong bé than kinh co kéo dai.

- Clindamycin khéng nén dung déng thdi véi nhiing thudc
sau:

e Thudc trdnh thai steroid udng, vi lam gidm tac dung
cla nhiing thudc nay.

e Erythromycin, vi cc thudc nay tdc dung & cing mét vi
tri trén ribosom vi khudn; bdi vay lién két cGa thudc nay vdi
ribosom vi khu&n c6 thé dc ché tac dung ciia thudc kia.

« Diphenoxylat, loperamid ho&c opiat (nhiing chét chéng
nhu déng rudt): nhiing thudc nay cé th& 1am trdm trong thém
héi chidng viém dai trang do dung clindamycin vi ching l1am
cham thai déc 8.

- Clindamycin c6 thé lam gidm tac dung cla vic xin
thuong han.

* Clotrimazol:

- Chua c6 théng bdo vé tac dung hiép déng hay d6i khang
gitia clotrimazol véi nystatin, amphotericin B hay flucytocin véi
céc loai C.albicans.

- Néng dd tacrolimus trong huy&t thanh clGa ngudi bénh
ghép gan tdng I&n khi dung déng thdi véi clotrimazol. Do vay
nén gidm liéu tacrolimus theo nhu c4u.

Thudc c6 thé 1am gidm hiéu qua bao cao su tranh thai.
Can lam gi khi mét 14n quén dung thuéc:

Khi mét 1&n quén dung thudc, hday dung thudc ngay khi
nhé ra. Tuy nhién, néu nhu gan dén thdi gian dung liéu k&
tiép, thi bd qua lidu da quén. Khéng nén dang liéu gap déi dé
bu cho mét liéu da quén. T8t nhdt nén tham khdo y kién cla
béac si, dugc sT.

C4an bao quéan thuéc nay nhu thé nao:

Béo quan thudc & noi khd, nhiét dd khéng qua 30 °C, trdnh
4anh sang.

Nh(ng dau hiéu va tri¢u chiing khi diing thudc qua liéu:

- Do sy hédp thu toan than thdp sau khi d&t &m dao, nén
khéng cé qué liéu.

- Trong trudng hop nghi ngd nudt phai thudc, céc triéu
chiing sau day c6 thé x3y ra: Chédn &n, budn nén, nén, dau da
day, réi loan chdc ning gan, hiém: budn ngl, 4o gidc, phan
dng di Ung da.

Cén lam gi khi ding thudc qua liéu khuyén cdo:

- U8ng than hoat tinh 1& cén thiét.

- Trong trudng hgp rat hi€ém cé thé xem xét gdy nén hodc
ria da de chi trong trudng hgp céc triéu chidng 1am
sang ré rang cta viéc dung thudc qué liéu.

Nh@ng diéu cin than trong khi ding thudc nay:

- Khéng nén diéu tri trong khi dang c6 kinh nguyét.

- Trong thdi gian dang diéu tri khéng dugc giao hop dé
bénh khdi truyén tir vg sang chdng hodc ngugc lai.

- Ngting dung Mydazol néu bénh nhan bi viém dai trang,
tiéu chdy ning ho3c kéo dai va c6 bién phéap diéu tri thich
hagp.

* Trudng hop phu nJ ¢6 thai va cho con bu:

- Thai ky mang thai: Chua c6 di céac sé liéu nghién cdu
trén ngudi mang thai trong 3 thang ddu. Thudc nay chi dugc
dung cho ngudi mang thai trong 3 thang ddu khi cé chi dinh 13
rang clia bac siva phai theo ddi c&n than.

- Phu nit cho con bt: VAn chua biét liéu thudc cé bai tiét
qua sifa khéng, cin than trong khi dung thudc cho ngudi cho
con bu, phdi can nhéc Igi ich/nguy co clia cd me va con.

* Trudng hop l4i xe va van hanh may méc:
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Thudc khéng &nh hudng 1én kha ning l4i xe va van hanh
may madc.
Khi nao can tham van Béc si, Dugc si:

Néu ban cam thdy bat thudng trong khi dung thudc, nén
lién lac véi bac sicla ban.
Né&u cén thém théng tin xin hdi y kién Bac sT hodc Dugc si.
Han ding cha thuéc: 36 thang ké ti ngay san xuét.

HUGNG DAN sU DUNG THUGC CHO CAN BO Y TE

Dugc luc hoc:
* Clindamycin:

- Clindamycin 1a mdt khang sinh ti nhém lincosamid.
Clindamycin c6é tac dung kim khudn ho#c diét khuén tuy theo
néng dé thuSc dat dugc & vi tri nhiém khudn va muc dd nhay
cam cla vi khuén d6i véi thudc. Clindamycin dc ché t8ng hop
protein clia vi khu&n nhay cdm béng cdch gén vao tiéu don vi
50S ribosom, tdc dung chinh 1a Gc ché sy tao thanh cla cac
lién két peptid.

* Clotrimazol:

- Clotrimazol 1a thuSc chdng ndm phé réng dudc dung diéu
tri c&c trudng hop bénh ngoai da do nhi&m céc loai ndm gay
bénh khac nhau va ciing cé tac dung trén Trichomonas,
Staphylococcus va Bacteroides. Khéng c6 tac dung véi
Lactobacilli.

- Co ché tac dung cla clotrimazol 1a lién két vdi céc
phospholipid trong mang té bao nim, lam thay ddi tinh thdm
clia mang, gdy mat cdc ch4t thiét yéu néi bao din dén tiéu
hay t€ bao ndm.

- In vitro, clotrimazol c6 tac dung kim ham va diét ndm, tay
theo néng dd, v6i cac chiing Trichophyton rubrum, Trichophyton
mentagrophytes, Epidermophyton floccosum, Microsporum canis
va céc loai Candida.

- Khéang thudc: Khang tu nhién véi clotrimazol hiém gip.
Chi phan 1ap dugc moét ching Candida guilliermondi khang
clotrimazol. Khang chéo gitia cdc azol la phé bién.

Dugc dong hoc:
* Clindamycin:

- Clindamycin bén viing trong mdi trudng acid.

- M6t lugng nhd clindamycin cé thé dugc hédp thu sau khi
dung ch& phdm tai chd trén da. Sinh khd dung tu céc ché
phdm tai chd dang hydroclorid khodng 7,5%. Khodng 30%
vién d&t &m dao dugc hap thu vao co thé.

- Clindamycin dugc phan b8 réng khip trong céc dich va
mo cha co thé, gém c& xuong, nhung sy phan b3 khéng dat
dugc néng dd cé y nghia Iam sang trong dich ndo tiy. Thudc
khuéch tan qua nhau thai vao tudn hoan thai; thudc ciing c6
xudt hién trong siia me va cé néng d6 cao trong mat. Thudc
tich Iy trong bach cdu va dai thuc bao. Trén 90% ndéng dd
clindamycin trong tudn hoan lién két véi protein huyét tuong.
Nda ddi cia thude 1a 2 — 3 gid nhung c6 thé kéo dai & tré so
sinh thi€u thang va nhing ngudi bénh suy than nang.

- Clindamycin cé thé chuyén héa & gan tao thanh chat
chuy&n héa N-demethyl va sulfoxid c6 hoat tinh va mdt sé
chat chuyén héa khdc khdng c6 hoat tinh. Khodng 10% liéu
dugc bai ti6t qua nudc tiéu dudi dang hoat tinh hay chét
chuy&n héa va khodng 4% bai tiét qua phan; s con lai bai tiét
cham du6i dang chdt chuyén héa khéng hoat tinh sau vai
ngay.

- Khong thé thai loai clindamycin mét cach cé hiéu qua
béng cach thdm tich mau hodc thdm phan mang bung.

- Tudi tac khdong lam thay ddi dugc ddng hoc cla
clindamycin néu chic nang gan than binh thudng.

* Clotrimazol:

Dung dudng 4m dao, clotrimazol rét it dugc hép thu vao

mau. Lugng thudc hap thu dugc chuyén héa & gan réi dao thai

ra phan va nudc tiéu. Sau khi d4t am dao vién nén clotrimazol
*C 100 mg, néng d6 dinh huyét thanh trung binh chi tuong
duong 0,03 microgam clotrimazol/ml sau 1 - 2 ngay.

* Vién phéi hgp Mydazol:

Sau khi dit am dao, thudc it hdp thu toan than
(clindamycin: 3 — 30%, clotrimazol: 5 — 10%), chii yéu thuéc cé
tac dung tai chd. Cdc chat hdp thu dugc chuyén héa & gan,
bai tiét qua phan va nudc ti€u. Thudc Mydazol dugec dao thai
qua co ché tu loc sach dudng 4&m dao.

Chi dinh:

Diéu tri viém am dao do vi khuén va nhiém triing phu khoa
khéc gay ra bdi vi khudn va ndm nhay cdm véi thubc. Khir
tring dudng sinh duc trudc khi lam thd thuét phu khoa.

Liéu lugng va cach dung:

Cach dung:

Trudc khi d&t thudc, nén nhing toan bd vién thudc trong
nudc trong khodng 20 d&n 30 gidy, d4t vao 4m dao cang siu
cang t6t va sau khi d4t thuSc, bénh nhan nén & tu th& nam
trong khodng 15 phut.

Liéu dung:

- Diéu tri viem &m dao: Dat 1 vién/ngay, lién ti€p trong 7
ngay, trudc khi ngd.

- Phong ngua trudc khi 1am tha thuat phu khoa: B3t 1 vién
méi ngay, trong 3 ngay trudc khi lam tha thuat theo lich trinh
va dit ti€p 4 ngay sau dé.

Chéng chi dinh :

- Qua mén véi bat ky thanh phan nao cla thudc.

- Viém dai trang gid mac, viém rudt non va viém rudt két
man tinh.

Than trong:

- Khéng nén diéu tri trong khi dang cé kinh nguyét.

- Trong thdi gian dang diéu tri khéng dudc giao hgp dé
bénh khdi truyén t vg sang chéng ho&c ngugc lai.

- Ngung dung Mydazol néu bénh nhén bi viém dai trang,
tiéu chdy ning hodc kéo dai va cé bién phap diéu tri thich
hgp.

* Truong hgp phu nd c6 thai va cho con bu:

- Thdi ky mang thai: Chua c6 dd céc s8 liéu nghién cdu
trén ngudi mang thai trong 3 thang ddu. Thudc nay chi dugc
dung cho ngudi mang thai trong 3 thdng ddu khi ¢é chi dinh rd
rang cGa béc sTva phai theo ddi c4n than.

- Phy nit cho con bi: VAn chua biét liéu thubc cé bai ti&t
qua sita khdng, cén than trong khi ding thudc cho ngudi cho
con b, phai can nhéc Igi ich/nguy co clia cd me va con.

* Trudng hop i4i xe va vdn hanh mdy méc:

Thuéc khéng &nh hudng 1én kha nang lai xe va van hanh
may moc.

Tuong tac thuéc:
* Clindamycin:

- Clindamycin ¢6 tac durw/ng bé than kinh cd nén cé
thé lam tang tdc dung cla ca¥ thudc phong bé than kinh co
khac, bdi vay nén si dung rét than trong khi ngudi bénh dang
dung céc thudc nay va nhiing ngudi bénh nay cén dugc theo
ddi vi tac dung phong bé than kinh co kéo dai.

- Clindamycin khéng nén diing déng thai véi nhiing thudc
sau:

e Thudc tranh thai steroid udng, vi lam gidm tac dung
cla nhitng thu8c nay.

e Erythromycin, vi cdc thudc nay tac dung & cung mét vi
tri trén ribosom vi khudn; bdi vay lién két cla thudc nay Vvoi
ribosom vi khuén cé thé dc ché tac dung cla thudc kia.

« Diphenoxylat, loperamid ho&c opiat (nhiing chit chéng
nhu déng rudt): nhiing thudc nay cé thé 1am trdm trong thém
héi chidng viém dai trang do dung clindamycin vi ching lam
cham thai doc t8.
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- Clindamycin cé thé lam gidm tic dung cla véc xin
thuong han.
* Clotrimazol:

- Chua c¢6 théng bao vé tac dung hiép déng hay déi khang
gita clotrimazol véi nystatin, amphotericin B hay flucytocin véi
céc loai C.albicans.

- Néng dd tacrolimus trong huyét thanh clia ngudi bénh
ghép gan tang I&n khi dung déng thai vdi clotrimazol. Do vay
nén gidm liéu tacrolimus theo nhu céu.

Thudc c6 thé 1am gidm hiéu qua bao cao su tranh thai.
Téc dung khéng mong muén:
* Clindamycin:

Téc dung khéng mong mudn clia ch& phdm tai chd < 1%:
Budn nén, ndn, tiéu chdy, dau bung, viém dai trang gid mac,
phén lng qué mén.

Am dao: Viém am hd — am dao, viem am dao do
Trichomonas, nhiém nam.

* Clotrimazol:

Céc phan (ng tai chd bao gém bdng nhe, kich dng, viém

da di Gng do ti€p xuc, dau rat ving &m dao.

Théng bdo ngay cho béc si hodc dugc si nhiing phan dng cé
hai gap phéi khi st dung thuéc

Qua liéu va cach x{ tri:

Trigu chung:

- Do sy hép thu toan than thap sau khi d&t am dao, nén
khdng ¢6 qué liéu.

- Trong trudng hop nghi ngd nudt phai thudc, céc triéu
ching sau day cé thé xay ra: Chdn an, budn nén, nén, dau da
day, r8i loan chic nang gan, hiém: budn ngd, 4o gidc, phan
dng di Ung da.

X tri:

- U8ng than hoat tinh 1& cén thiét.

- Trong trudng hop réat hi€m cé thé xem xét gay nén hosc
rda da day, nhung chi trong trudng hgp céc triéu ching 1am
sang rd rang cla viéc dung thudc qué liéu.

Ngay xem xét stra di, cap nhat lai ngi dung hud
dung thuéc:

st

CONG TY LIEN DOANH MEYER-BPC

S& 6A3 quéc 15 60, P. Phi Tan, thanh phd Bén Tre,
tinh B&n Tre - Viét Nam

TUQ.CYC TRUONG
PTRUGONG PHONG
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