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Vién dan dat am dao
R"MECLADY
Thude nay chi dimg theo don thudc
Doc ky lnedng dan sie dung trude khi ding
Dé xa tam tay tré em

Néu cdn thém thong tin xin hoi y kién bée st hode dwoe sT

THANH PHAN, HAM LUQNG: Moéi vién dan dat am dao c6 chua:

Thanh phin hoat chit

Metronidazole: 500 mg

Clotrimazole : 100 mg

Thanh phin td dwge

Colloidal silicon dioxide (Aerosil), Hard fat (Suppocire NAL pellets): vira du 1 vién

MO TA SAN PHAM
Dang bao ché: Vién dan dat am dao.
Tinh chét: Vién dan hinh thuy 16i, mau tring duc dong nhat.

CHI PINH:
MECLADY dugce chi dinh trong didu tri cac bénh viém cb tir cung. viém o cung—am dao.

viem am dao va viém dm ho-am dao do Tric homonas vaginalis. cing voi nhiém nam Candida

hodc vi khuan gay ra.

LIEU DUNG — CACH DUNG
1. Litudung
- Pt mdi ngay 1 vién, trude khi di ngu.
- Trong trudng hop quén thudc, dat ngay khi nhd ra. Tuy nhién néu qué gan thoi diém dat vién
tiép theo. hiiy bo qua vién dd quén. Neén diéu tri cung lic hai nguoi, bét ké co hodc khong ¢6
déu hiéu lam sang.
2. Ciach ding
Vién dan MECLADY chi duge dung theo dudmg dat am dao. Dé ¢o hiéu qua diéu tri 101, bénh
nhén nén tudn thu cac bude sau:

- Rira sach tay bing xa phong

- Néu cam thdy vién thube qua mém, lam lanh vién thude vin con vo boc kin bing cach dat
trong ngén mat ta lanh, hodc ngam vao nude lanh trong vai phut.

- Néu cin thiét c6 thé dung gang tay dung mot lan.

- Bée vo boe vién thude.

- Khi dit thube, co thé nén & tur thé nim ngira, co ddu gdi 1én va dang rong.
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- Dat ddu nhon cta vién thube vao trude. Ding ngdn tay tro hode ngdn gilra day vién
thude dan vao sdu trong dm dgo. dit cang siu cing 101, sau do ddy vién dan sang mot
bén dé nd cham vao thanh dm dgo. Néu khong dit vién dan du sau, ban s€ cam thay
kho chiu va cam gide vién thude s€ bi diy ra ngoai.

- Hoi ha thap chan (néu can) tao tur thé thodi mii ma van gilr duge vi tri vién thuoe. Gitr
nguyén tu thé trong khoang 30 phut d¢ vicén dan ¢o the hoa tan hodn toan.

Rira sach tay sau khi ding thudc.

CHONG CHI BINH

Qud man hoiic bi dj tmg véi mot trong cde thanh phan cua thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Khéng nén dung dong thoi MECLADY vai metronidazole theo durong udng.

Thanh phén ta duge cta vién dan dat am dao (suppocire NAL) ¢o thé gdy phén (g tai cho
trén da. Néu min cam tai chd hoiic phin @ng di g xdy ra, nén ngirng diéu tri.
Bénh nhin nén tham khado y kién bic st néu:
- Cdc triéu ching khong thuyén giam sau 4 tudn diéu tri
- Trong trudmg hop cic triéu chirng tdi phat (hon 2 lin nhiém tring trong 6 thang qua)
- Tién sir méc bénh lay truyén qua dudng tinh duc hojic tiép xtic véi ban tinh trude do
bi mic bénh ldy truyén qua duomg tinh duc
- Duo6i 16 tudi hoic trén 60 (o
- Da biét qua min v6i imidazoles hode cdc sin phiim chéng nam am dao khac
- Bét ky hién trgng chdy mau dm dao bét thudng nio
- Bit ky vet mau nao cta dich am dao Liét ra
- Bét ky vét loét hogc vét phong rdp nio ¢ dm dgo hode dm ho
- BAtky lién quan ndo dén dau bung dudi hodc kho di tiéu
- BAt ky tic dung phy ndo nhu ban do, ng@a hofic phit ban Khi di¢u tri bing
MECLADY.
Khéng nén str dung vién dan diit 4m dgo cling vdi cic bicn phip trinh thai. 1.i¢u phap di¢u tri
hd trg duge chi dinh khi ban tinh ciing bi nhiém bénh.

Trong thoi ky mang thai va cho con b, vi¢e ding MECLADY cin ¢d sur giam sit cia béc si.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Chi sir dung thude trong thoi gian thai ky va dang cho con bl Khi thit cdin thi¢t va phai theo
doi cin thin bdi bac si.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khéng anh huong,

TUONG TAC, TUONG KY CUA THUOC

Tuwong tic thudc
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Ta duogc béo co trong vién dan dat am dao 6 thé lam hong cic dung cy tranh thai lam bing
cao su. Bénh nhéin nén duge khuyén cdo str dung cic bién phap phong nglra/bién phép tranh
thai thay th¢ trong khi str dung MECLADY.

Cac thude diét tinh trung <o thé lam vo hiéu hoa téc dung di¢t Trichomonas cla thude.
Khéng str dung thude cing vai aleol, disulfiram do gdy eon hoang tuémg cip, 10 1in tam
thin.

Metronidazole lam tang tic dung cua thude ciu"ang dong mau, ddc biét la wartarin, do viy
tranh duing thude cling lGe. Metronidazole ¢6 tic dung kiéu disulfiram, vi viy khéng ding
ddng thai 2 thude nay vdi nhau d¢ tranh tic dung doc thin kinh nhu logn thén, 1a dn.

Tranh dung déng thai MECLADY véi phenobarbital, do phenobarbital s¢ lam ting toe do
chuyén hoa va thai trir chia metronidazole nhanh hon,

Khéng ding déng théi MECLADY véi nguoi bénh dang ding lithi (c6 nong do lithi trong
méu cao) s& lam ndng do lithi huyét thanh ting 1én, edy doc.

Metronidazole lam ting tac dung cua vecuronium la mét thuoe gidn co khtr cyre.

Nong do tacrolimus trong huyét thanh ctia ngudi bénh ghép gan ting 1én khi diing dong thai
vai clotrimazole, do dé nén giam licu tacrolimus theo nhu cdu. Ngoai ra, clotrimazole ¢o the
lam giam hi¢u lye cia mot s6 thuoe khing sinh.

Twong ky cia thuoc:

Do khéng ¢é dir lidu vé tinh trong ky cta thude, khong nén tron 1in thude nay vai thude
khic.

TAC DUNG KHONG MONG MUON

Khi st dung liéu ding theo khuyén cdo, MECLADY hép thu toin thin kém va khong xay ra

cdc phan tmg khéng mong mudn. Cdce phin (g tai chd bao gom viém da tiép xic di img,
ban da, ngira dm dao ¢ thé xay ra sau Khi dit nhung chi la thodng qua.

Trong bang dudi ddy, cac phan (g bt lgi duge bio cdo va liét ké theo phén loai va tin sudt
bit giip ciia hé co quan theco MedDRA:

- Rit phd bién (= 1/10):

- Phd bién (tir =1/100 dén < 1/10);

- Khéng phd bién (tir> 1/1.000 dén < 1/100);

- Hiém g@p (tir > 1/10.000 dén < 1/1.000);

- Rét hiém gdip (< 1/10.000),

- via Khong duge biét dén (khdng thé woe tinh tin sudt tir dix licu co sin).

H¢ co quan Tin suit Tri¢u chirng
Heé sinh san va roi loan tuyén v | Rat hiém gap Cam gidce bong rat am dao
R6i1 loan da va mé dudéi da Rat hicm gip Ban do

Natra vo cin

lNC}i mun ¢ da
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Bdo cdo cdc phan ting bat loi nghi ngo
Bdo cdo cac phan (mg bt loi nghi ngo trong qua trinh thude luu hanh 1a rét quan trong. Céc
chuyén gia cham sdc stic khoe duge yéu ciu biao ciao moi phan tmg bat lgi nghi ngd thong qua
h¢ thong béo cdo quée gia-thude Trung tam DI va ADR quéc gia.

Bénh nhan can thong bdo ngay cho béac sT hodc duge st nhimg phén ing c6 hai gdp phai khi sir
dung thudc.

QUA LIEU VA CACH XU TRi
Qua lidu trong trudmg hop dung dudmg 4m dao kho xay ra, vi sy hdp thu toan than cua thude
khdng déing ké. Chua c6 bio cdo vé qua lidu. Néu 6, cdn ngung sir dung, sau dé theo dgi va
diéu uri triéu chimng.

Trong trudng hop vo tinh nudt phai, cde tricu chimg qué li¢u bao gom dau bung, budn nén, nén
mira c6 thé xay ra.

Diéu tri: trong trudng hop nudt phai thi ria da day hodc giy non. diéu tri triéu chirng.

DUQC LUC HOC

Nhém diege ly: Thubde chong nhidm tring va thude sat tring phu khoa, nhém cac din xuét

imidazole.

Ma ATC: GO1AF.

Thude két hop hai thanh phén c6 tac dung diéu tri tai chd viém am dao do nhiéu nguyén nhan
khac nhau nhir nhim ndm, vi khuan, dong vat nguyén sinh.

Metronidazole:

- La ddn xudt ctia S-nitroimidazole ¢6 tc dung khang khuan. Cac nhém sinh vat nhay cam: vi
khuén ky khi gram am - Bacteroides spp.. gdbm Bacteroides fragilis, Fusobacter spp.; vi khuan
ky khi gram duong - Clostridium spp., Eubacteria spp.: ciu khuin ky khi gram duong. bao gém
Peptococcus spp. va Peptostreptococcus spp.: dong vat nguyén sinh - Trichomonas vaginalis,
Giardia intestinalis, Entamoeba histolytica. Tuy nhién khi ding liéu don dé tri Campolobacter,
Helicobacter pylori thi khéng thudc phat trién qué nhanh, phai phdi hop véi céc thude khing
khudn khac

- Nhiém Trichomonas vaginalis ¢6 thé didu tri bing uéng metronidazole hodc dung tai chd. Ca
phu nir va nam gi6i déu phai didu tri, vi nam gi6i c6 thé mang mdm bénh ma khong ¢é triéu
chimg. Trong mét s6 trudng hop, cén diéu tri phdi hop thude dat am dao va thube udng.

- Metronidazole s& lam cho hé vi khuin dm dao tré lai binh thuong khi bj viém ¢é tir cung hodc
viém dm dao do vi khuan. O dai da s6 ngudi bénh diing thude, metronidazole thudng khong tac

dong Ién hé vi khuén binh thuong cia dm dao.
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Co ché tac dunb hién van chua rd. Trong ky sinh trung nhom 5- nitro tua thude b; khur
thanh cdc chit trung gian dgc voi 1é bao. Céc chdt nay lién két véi cdu tric xofn cla
phéin tir DNA lam vo chu trie chudi xodn kép din dén lam chét té bao. Nong do trung
binh ¢6 hi¢u qua cia metronidazole 14 8 pg/mL hodc thip hon déi véi hiu hét cac
dong vat nguyén sinh va cic vi khudn nhay cam. Néng do tc ché tdi thiéu (MIC) cac
ching nhay cam khoang 0,5 pg/mL. Mdt chung vi khudn khi phan 1dp duge coi la
nhay cam vai thube khi MIC khong qué 16 pg/mL.

Clotrimuazole:

a4 mot din chit imidazole c6 phd khing ndm rong (Candida,...). N6 cting ¢6 tic
dung d6i véi Trichomonas vaginalis, cdu khudn Gram (+). Toxoplasms,... Sy két hop
gitra clotrimazole va metronidazole da durge ching minh lam ting cuong tic dung ctia
thudc. lam cho thude dat duge 3 tac dung diéu trj cha yéu sau:

+ C6 phé khang khudn rong do sw két hep cta 2 duge chit

+ Tang cuong tac dung khang ndm, khdng nguyén sinh dong vit vi khang khudn

+ Lam giam hofic mt su khing thude

Cic n5h1m clru vi sinh hoc trén in vitro cho thiy tdc dung khing Trichomonas vi
khang ndm ting khi két hop nu_lromdamh_ va clotrimazole véi ti 1¢ nhu thanh phin
trén. Téc dung khang khudn trén mot s6 chang vi khudn thir nghiém cling ting 1&n khi
két hop 2 duge chiit nay.

Co ché tae dung: clotrimazole 1d mgt thude chdng nam phd rong tong hep thude nhom
imidazole dugc ding diéu tri tai cho cac truong hop bénh ndm trén da. Clotrimazole
téc dung khang nam theo co ché lién két vai ciac phospholipid trong mang t¢ bao nim,
lam thay ddi tinh thim cta mang, giy mit cic chit thiét véu trong ndi bao din dén
tiéu hay té bao nam.

DUQC DONG HOC
Céc thir nghi¢m trén tho, cho va chudt c¢dng cho thiy metronidazole va clotrimazole khong

durge hip thu vao mau khi dung nhic lai theo dudng ngodi da. Khi ding dit &m dao, thude

duge hip thu khoing 10 - 20%.

Metronidazole:

Hip thu nhanh va hodn todn sau khi udng. Khoang 80% liéu dugc hip thu tr dudmg
ticu hoa. Pat tai chd 1 lidu don 5 g gel vao @m dao (twong duong 37.5 mg
metronidazole), ndng do metronidazole trung binh trong huyét thanh 1a 237 ng/mL.
Néng d nay bing Khoiang 2% ndng d¢ metronidauzole toi da trung binh trong huyét
thanh sau khi udng 500 mg metronidazole (C,y trung binh la 12.875 ng/mL). Céc
ndng dd dinh niy dat duge trong 6 — 12 gid sau khi dung dang gel tai dm dgo.
Metronidazole phin bd tdt vao cdc md va dich co thé ké c¢i xwong, mit, nwde bot,
dich tiét sinh duye, dich ndo tiy va hdng ciu, dich &i. Thude ¢6 thé qua nhau thai va
viio stra. Khodng dudi 20% thude lién két vdi protein huyét trong.

O ngudi ¢o chire niing gan binh thudng thoi gian ban thai 14 6 — 8 gio. Thoi gian ban

thii kéo dai & nguoi cd chire ning gan suy giam. Trén 90% licu ubng dugc thai trir
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qua thén trong vong 24 gid chu yéu & dang chit chuyén héa va duéi 10% dang chua
chuyén héa. Khoang 10% thai trir qua phén.
Clotrimuazole:

- Téc dung chéng ndm tai chd cua clotrimazole phu thude vao néng do thude duge
ngdm trong khoang mi¢ng va khong co tic dung toan than. Lugng thude hdp thu duge
chuyén hoa & gan va dio thai ra phin va nuéc ticu.

- Dung bdi trén da hoiic ding dudmg dm dao, clotrimazole rit it dwge hip thu vao mau:
6h sau khi boi kem va dung dich 1% clotrimazole ¢ giin ¢dng vi phong xa trén da
nguyén ven va trén da bi viém cp, ndng do clotrimazole thay déi tir 100 pg/mL trong
lop stmg dén 0.5 - 1 pg/mL trong 16p gai v 0,1 pg/mL trong I6p md dudi da. Sau khi
dit am dgo vién nén clotrimazole MC 100 mg, ndng do dinh trung binh trong huyét
thanh ctia clotrimazole twrong duong 0,03 pg/mL sau 1 - 2 ngay va xép xi 0,01 pg/mL

sau 8 -24 gio néu ding 5 g kem clotrimazole "C 1%.
DU LIEU AN TOAN TIEN LAM SANG

Dir liéu nghién ctru tién 1am sang metronidazole va clotrimazole ¢ho thay khong ¢ nguy co
diic biét nao d6i voi con ngudi dya trén cic nghién clru thong thuong v¢ an toan duge 1y, ddc
tinh lidu 1ap lai. doc tinh di truyén, kha nang giy ung thu va dgc tinh ddi vai su sinh san va
phat trién. Cic tdc dung trong nhing nghién clru tién lam sang chi duge quan sit & mire phoi
nhifm duoe coi 13 di virgt qua mire phoi nhiém tdi da ctia con ngudi cho thily it lién quan
dén viée sir dung thude trén 1am sng.

QUY CACH DONG GOI

Hop 2 vi % § vién, 2 vi x 6 vién, 2 vi x 7 vién kém theo t& hudng din sir dyng.

PIEU KIEN BAO QUAN

Béo quan: Noi kho mdt, tranh dnh sdng, nhigt do dudi 30°C.

HAN DUNG

Han dung: 24 thang ké tir ngdy sin xuit. Khong sur dung thude qua han ghi trén bao bi.
TIEU CHUAN

Tiéu chudn: TCCS.

NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM SAO KIM
7~ KCN Quang Minh, thi trdn Quang Minh, huyén M¢é Linh, Ha Noi
63 4 } Dién thogi: 0243.5841216 Fax: 0243.5840788

Saokim Pharma 10c nha may

Tam nhd Sao



