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Manufacture by/SX boi: FARMAPRIM LTD
Crinilor street 5, village Porumbeni, Criuleni reg.,

MD-4829, Republic of Moldova/Cdng héa Moldova

Nha nhap khéu:
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Metronidazole 100 mg
1 i Miconazole nitrate 100 mg
DAT AM DAO
M Composition: Each vaginal suppository contains: Storage:
s 117y olale - o] SRR — 100mg At a cool, dry place, protect from light, at room
Miconazole DItTate:wumn s e s 100mg temperature under 30°C.
nﬂ _Jn_nmgo:. contra-indication, Dosage - administration,
% side - effect: Please see insert paper Ras il of: readiuot childoen
Specification: In - house. Please read carefully the insert before use.
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Metronidazole 100 mg
Miconazole nitrate 100 mg

B
P
B e gina positorie
Thanh phén: M@§i vién dan chra:
Metronidazole............cooviiiiiiiiii 100mg
MIGONEZOIE: NIEPEES, v vvyv ssmvopmmisssas i ey asi RS RISING 100mg

Chi dinh, chéng chi dinh, lidu dung, tac dung phu va cac théng
tin khac: Xem toa hutng d&n sl dyng.

Tiéu chudn: NSX
Bao quan: Noi khé mat, tranh anh sang, nhiét 4o phong dwéi 30°C.

4840456000577

D& xa t&m voi tré em.
Boc ky huong dén sif dung trudc khi ding.
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R, thuéec bén theo don

Vién dan dat Aam dao Vanober
(Poc kj hwéng din sir durg truée khi diing
Néu cin thém théng tin xin héi y kién bdc s)

Thanh ph?m: MB&i vién dan dat am dao chua:

Hoat chat:
Metronidazol 100 mg
Miconazol nitrat 100 mg (DT

T4 diwoe: Chat béo bio hoa vira du | vién

MG ta: Vién dan dédt am dao hinh try, mau tréng hodc vang nhat.

Dwge lwe hoc:

Thubc c6 tac dung tri liéu tai chd dbi véi céac truong hop viém am dao do nhiéu nguyén nhan khac
nhau. Tac dung nay la do c¢6 su két hop cua:

- Metronidazol 1a mdt dan chat 5-nitro-imidazol, ¢6 phd hoat tinh khang khuan rong trén dong vat
nguyén sinh nhu: amip, Giardia lambia va trén vi khuan ky khi. Metronidazol c6 tac dung diét
khuan trén Bacteroides, Fusobacteriuml va cac vi khuan ky khi bat budce khac nhung khong c6 tac
dung trén vi khuén ai khi.

Co ché tac dung cua Metronidazol con chua that rd. Trong ky sinh tring, nhém 5-nitro cua thude bi
khir thanh céc chét trung gian doc voi té bao. Cac chat nay lién két véi cdu tric xofn cua phan tir
DNA lam v& céc soi nay va cudi ciing l1am € bao chét. |

Metronidazol chi bi khang trong mot s it truomg hop. Tuy nhién khi dung Metronidazol don doc dé
diéu tri Campylobacter, Helicobacter pylori thi khang thudc phat trién qua nhanh. Khi bi nhiém ca
vi khudn ai khi va ky khi phai phdi hop Metronidazol véi cac thude khang khuan khéc.

Nhiém Tricomonas vaginalis ¢ thé diéu tri béng uéng Metronidazol hodc dung tai chd. Ca phu nir
va nam gi6i déu phai diéu tri, vi nam gi¢i c6 thé mang mam bénh ma khong c6 triéu chimg. Trong
nhiéu trudng hop, can diéu tri phdi hop dat thuée 4m dao va udng thude vién.

Khi bi viém ¢b tir cung/am dao do vi khuan, Metronidazol s& lam cho hé vi khuan am dao tro lai
binh thudng, & dai da s6 nguoi bénh dung thude, Metronidazol khong tac dong 1én hé vi khuan binh
thuong am dao.

- Miconazol 1a thubc imidazol téng hop ¢6 tac dung chéng nim ddi voi cac loai nhu: Aspergillus,
Blastomyces, Candida, Cladosporium, Coccidioides, Epidermophyton, Histoplasma, Madurella,

Pityrosporon, Microsporon, Paracoccidioides, Phialophora, Pseudallescheria_ya_Trichophyton.

Miconazol ciing ¢6 tac dung véi vi khuan Gram duong. Miconazol (rc chgdis
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Dwgc dong hoc:

Metronidazol

Hip thu: Sy hip thu cia metronidazol theo duong 4m dao vao khoang 20% liéu ding.
Metronidazol tir vién dan dat am dao c6 sinh kha dung toan than khoang 20-25% (hoac khoang 56%
sinh kha dung duong tinh mach). Nf‘)ng do dinh trong huyét thanh dat dugc cham hon so vé4i ding
dudng udng hodc truc trang (trong vong 8-24 gid).

Phan bd: Dudi 20% lugng metronidazol trong tudn hoan lién két véi protein huyét tuong.
Metronidazol dugc phan b6 nhanh chéng vao hau hét cac md, va duge phat hién trong phéi, than,
gan, da, nudc bot, dich tinh dich, va dich tiét am dao. Metronidazol vao dugc dich ndo tuy, thude ¢
thé qua nhau thai va dugc bai tiét vao trong sita. Thé tich phan bd ctia metronidazol vao khoang
0,51it téi 1,11it & nguoi 16n.

Chuyén héa: Metronidazol duoc chuyén hoa trong gan béi qua trinh oxy héa chudi bén va hinh
thanh glucuronid. Nira doi ban thai cua metronidazol trong huyét tuong vao khoang 6-8 gid va chét
chuyén hoa hydroxyl khoang 9,5-19,2 gid. Nira doi thai trir khong bi anh huéng khi suy giam chirc
nang than, c6 thé bi kéo dai khi bi suy giam chirc ning gan (c6 thé t6i 10,3-29,5 gio).

Céc chit chuyén héa trong nudc tiéu ctia metronidazol 1a két qua chu yéu tir qué trinh oxy hoa chudi
bén [1-(B hydroxyethyll)-2-hydroxymethyl-5-nitroimidazol va 2-methyl-5-nitroimidazole-1-ylacetic
acid] va lién hop glucuronid, véi lugng metronidazol khéng ddi vao khoang 20% tong. Chat chuyén
hoa hydroxyl cling c6 hoat tinh khang vi sinh vat.

Thai trir: Dudng thai trir chinh ciia metronidazol va cac chat chuyén héa chinh l1a théng qua nuéc
tiéu (60-80% liéu), va thai trir qua phan véi khoang 6-15% liéu.

Miconazol: @,7
Hip thu: trén duong dung 4m dao, mdt lugng nho miconazol duge hap thu toan than. Sau 6 lan boi
hang ngay, diéu tri nim Candida & 4m ho 4m dao (phéac dd diéu tri 14 ngay) n6ng dd dinh trung binh
dat 4,2 nanogam/ml, ndng do trong huyét thanh khong tang thém trong thoi gian diéu tri con lai. Sau
khi diéu tri mot liéu duy nhit kem hay vién dan ddt am dao cho phu nit khoe manh, khoang 1% lidu
thdy trong nudc tiéu va phan.

Chuyén héa: Miconazol chuyén hoa & gan thanh céac chat chuyén héa khong hoat tinh.

Thai trir: Thude duoc thai trir qua nude tiéu dudi dang chét chuyén hoa va theo phan dudi dang
khong doi

Chi dinh:
Thube ¢6 tac dung tri liéu tai chd ddi voi cac truong hop viém am dao khi hu, ngura rat do nhiéu
nguyén nhan khac nhau.

- Vanober chi dinh trong nhiém Trichomonas 4m dao va niéu dao.

- Vanober chi dinh trong nhiém nam, nam Candida 4m dao va 4m
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- Vanober dugc dung khi nhiém khuén ky khi & 4m dao giy ra boi vi khudn nhay cam voi
Metronidazol.
- Vanober chi dinh khi nhidm tring phdi hop gy ra boi cac vi khuan gram duong, ky khi,

nhiém nam am hd am dao.

Liéu lwgng va cich dung:

Pat am dao 1 vién mdi ngay, trude khi di ngli trong thoi gian 10 ngay lién tuc hodc ngay 2 vién,
sang 1 vién va tbi 1 vién trong thoi gian 7 ngay.

Viéc duy tri liéu nay duoc tiép tuc thém vai ngdy, sau khi céc triéu chimg bénh da hét.

Thoi gian diéu tri va liéu duoc béc si chi dinh cu thé trong timg trudng hop bénh nhan.

Luwu Y khi si dung va hudng din dit dm dao

- Truéc khi dat, bo vién thude vao ngan mat tu lanh dé thude dong cimg (khoang 10 — 30 phut), rira

sach am dao.

- Dé ¢6 duge két qua diéu tri tot nhat, diing ngon tay day vién thude vao cang siu trong dm dao cang
t6t, trong tu thé nim ngira.

- Gii¥ tu thé nam ngura 5-10 phut sau khi dat thude. O)/r |

- Rura tay truéc khi ldy vién dan khoi vi thude. .

- Vién dan khong nén dugc cat hay dugc bao quan & diéu kién khong thich hop vi ¢6 thé din téi sy
phan bd c4c hoat chit khong dong déu.

Chong chi dinh:
- Bénh nhdn man cam véi Metronidazol va/hoic Miconazol va cac din xuét cia imidazol
khéc. |
- Ngudi ¢6 tén thuong gan. Réi loan chuyén héa porphyrin.

- Phoi hogp véi warfarin, astemizol, cisaprid.

Luwu y dic bi¢t va Than trong khi dung:
Vién dan chi nén dung dudng 4m dao, khong nuét hodc str dung bang cac dudong khac.

Trong khi sir dung thudc, bénh nhan nén tranh quan h¢ tinh duc. Viéc sur dung vién dan c6 thé 1am
giam d0 tin cdy cua cac bién phap tranh thai co hoc (bao cao su va mang ngan am dao) do su tuong
tac cua vién dan voi mang hodc cao su.

Pé ngin ngira tai nhidm, tri liéu dong thoi ddi tac tinh duc la can thiét.

Do thudc hoat dong v6i pham vi rong nén cho hiéu qua 1am sang tot trong diéu tri nhiém khuin
duong sinh duc nguyén nhan boi cac chung khic nhau. Tuy nhién, dic tinh nay cta thudc khong loai
trir viéc bét budc phai phan tich vi sinh bénh pham trudc.

Metronidazol:
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Metronidazol ¢6 tac dung e ché alcol dehydrogenase va cac enzym oxy hoa alcol khéc.
Thudc ¢6 phan (mg nhe kiéu disulfiram nhu néng bimg mat, nhirc dau, budn nén, ndn, co
cimg bung va ra md hoéi. Can theo ddi va khong dung ruou va cac ché phdm ¢6 con khi ding
thude.

Dung lidu cao Metronidazol dé diéu tri cac nhiém khuén ky khi va diéu tri bénh do amip va
do Giardia c6 thé gay rdi loan mau va céc bénh than kinh thé hoat dong.

Than trong khi dung thudc cho ngudi cao tudi vi chirc ning gan da bi suy giam

Nghién ctru cho thiy metronidazol gay dot bién gen in vitro va ting dang ké ty 1& khdi u &
gan trén chudt nhét tring khi dung liéu cao dai ngay. Do d6 can than trong va chi nén ding
metronidazol liéu cao, diéu tri dai ngay khi can thiét diéu tri nhimg bénh nghiém trong, can
nhéc gitra lgi ich va nguy ¢6 ¢6 thé xay ra.

Metronidazol c6 hip thu tir ngoai cao & khoang budc song xac dinh nicotinamid-adenin-
dinucleotid (NADH). Do vy, két qua xét nghiém men gan (ALT, AST, hexokinase glucose,
lactat dehydrogenase, triglycerid) c6 thé bi anh huéng nén can luu y va xem xét.

Miconazol:

Sir dung thudc trong thoi ky mang thai va cho con bi:

Kem bo6i am dao va vién dat am dao chara miconazol c¢é thé lam hong cac san phém latex
(mang ngan tranh thu thai va thi cao su).

Than trong v6i ngudi bi réi loan chuyén héa porphyrin

Than trong véi nguodi bénh di ing véi céac thude chéng nam dan xuét imidazole (clotrimazol,
econazol, ketoconazol). '

Tréanh tiép xtic véi mat. G)T

Thoi ky mang thai:

Do an toan cua thude khi st dung cho phu nit mang thai chua dugc thiét 1ap, do d6 khong
nén dung thubc trong thoi ky nay.

Thoi ky cho con bu:

Metronidazol bai tiét vao sita me kha nhanh, ndng do thudc trong huyét tuong cua tré b me
¢6 thé bang khoang 15% ndng do & huyét tuong ngudi me. Than trong can nhic khi sir dung
trong thoi ky nay. Nén xem xét viéc ngimg cho con bu khi sir dung thude. C6 thé ndi lai viée

cho con b sau 24-48 gid sau diéu tri.

Anh huwéng téi kha ning vin hanh mdy méc va lii xe:

Khoéng anh hudng.

Twong tac thudc:

Metronidazol.
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- Metronidazol: Dung dong thoi metronidazol va phenobarbital lam ting chuyén hoa
metronidazol nén metronidazol thai trir nhanh hon. '

- Metronidazol ¢6 tac dung kiéu disulfiram. Vi vdy khong dung dong thoi 2 thudc nay dé tranh
tac dung doc trén than kinh nhu loan than, 10 13n.

- Metronidazol ting tic dung thuc udng chéng dong mau, dac biét warfarin, vi vay tranh
dung cung luc.

- Dung metronidazol cho ngudi bénh dang c6 ndng dd lithi trong méu cao (do dang dung lithi)
s& lam ndng d lithi huyét thanh tang 1én, gay doc.

- Metronidazol tang tac dung cua vecuronium la mot thude gidn co khong khir cue.

- Sir dung dong thdi Metronidazol v&i cimetidin ¢6 thé lam tang nong do Metronidazol.

- Metronidazol va miconazol trc ché sy chuyén hoa cia astemizol va terfenadin, din dén tang
nong do cua astemizol va terfenadin trong huyét tuong.

Metronidazol + miconazole c¢6 thé thay dbi ndng do cua theophyllin va procainamid trong

Thube duoc hép thu rit it theo dudng dat am dao. Sur dung lidu cao c6 thé ¢ cac tridu ching: budn

huyét tuong, khi str dung dong thoi.
Qua lidu:

non, ndn mura, dau bung, vi kim loai, mat di€u hoa, nhic dau, chong mat, di cam, co giat, giam bach
cau, nudc tiéu nhuom mau den, chan an, tiéu chay.

Diéu tri: di€u tri triéu chimg, néu qua li€u do an phai thi ria da day.

Téc dung khéng mong mudn:
Quy dinh tan xuét cuia MedDRA:
Rét phd bién (> 1/10); Phd bién (>1/100 va <1/10); Khong phd bién (>1/1000, <1/100); hiém
(>1/10000 va <1/1000); R4t hiém (<1/10000); khong biét (khong thé thiét lap dugc tir dir lidu co
san).

Réi loan da day rujt:

Khong biét: dau bung, co thit, c6 vi kim loai, khd miéng, tao bon, tiéu chay, chan an, budn non, non.
Roi logn hé than kinh:

Phé bién: dau dau.

Khong biét: réi loan phdi hop (mat diéu hoa), bénh than kinh ngoai vi (khi sir dung kéo dai), co giat.
Réi loan tém than:

Khong phd bién: lo au, khong 6n dinh vé cam xuc
Roi loan tién dinh va thinh gidc:

Phé bién: chong mat

R&i loan huyét hoc va hé bach huyét:

Khong biét: giam bach ciu

A P Iy .
Roi logn h¢ mién dich:
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Khéng biét: phan tmg di img (ban da, bao gdm ndi mé day).

Roi loan chung va phin teng 6 vi tri ding thuéc

Hiém: kich img (néng rat, ngia), dic biét ¢ thoi diém bét dau tri ligu.
Hwéng din cich xir tri ADR:

- Véi céc tac dung phu tai chd nhur néng rat, ngira & mic do nhe va thoang qua thi khong can
ngung tri liéu, vi triéu chung nay la do hoat dong cua thudc trén niém mac 4m dao bi viém.
Ngtmg tri liéu néu céac triéu cht'm‘,‘g ndy ning va tién trién.

- Ngumg tri liéu khi bi chéng mat, 14 1an, mat diéu hoa.

- Kiémtra cong thirc bach ciu & nguoi bi rdi loan tao mau hodc diéu tri liéu cao va kéo dai

- Diéu tri triéu ching néu cac phan img khong thé kiém soat.

Thong bdo cho bdc sy nhitng tic dung phu xdy ra khi ding thubc.

Tiéu chuin chat lwgng:
Tiéu chuan Nha san xuat. @:1
Bio quan:
Noi khé mat, tranh anh sang, nhiét do phong duéi 30°C.

" GiiE thubc xa tim véi tré em
Han dung:
3 nam ké tir ngay san xudt

Khong sir dung thudc qud han sir dung.

Quy cach déng goi:
Hop 2 vi x 5 vién dan dat am dao

Nha san xuit:
FARMAPRIM LTD

5 Crinilor str., village Porumbeni, Reg. Criuleni, } Republlc of Moldova.
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