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NHAN PHU
INVEL

Vién dat am dao Metronidazol 500mg + Miconazol nitrat 100mg

Quy cach: Hop 2 vi x 7 vién dat am dao

100% @7
(Vién dgt im dgo)

Hogt chit-him heyng 4idi vidn o Metronidazol $00mg, Miconazol nitrat
100mg. Chi djnh, ¢ chi djnh, lid dimg, cich ding vi cic thing tin
Kkhdic xem i hicmg din sir dung. Béo quin: Noi khd rio disii 30°C, tranh dnh
sing Trinh bay: Hip 2 vix 7 vidn S8 10 SX, NSX, HD: xem Baich No, Mfg.
Dt Exp. Dt. trén bao bi. Ngiy hét han 14 agiy diu tién cia thing hét han. Sin
sult birt: BLISS GVS PHARMA LIMITED, dia chi Plot No.1 1, Survey No.
3%/1, Dewan U Nagar, Alivali Village, Taluka Palghar Thane 401404
Maharashera State, An DO. Lum i Dé xa tim tay iré em, doc ky huromg ddn s
dung trae khi diimg, DNNEK:

Ri-Thudc bin theo dom

200% Rx-Thubc bén theo don
INVEL VN-xxxx-xx
(Vién d?t aAm dao) B
Hoat chiat-ham lwgng: Moi vién chira: Metronidazol 500mg, Miconazol nitrat 100mg. Chi
dinh, chéng chi dinh, liéu ding, cich ding va cic théng tin khic: xem t& huéng dan sir
dung. Bio quén: Noi kho rio dudi 30°C, tranh dnh sang. Trinh bay: Hop 2 vi x 7 vién. Sé
16 SX, NSX, HD: xem Batch No., Mfg. Dt., Exp. Dt. trén bao bi. Ngay hét han 1 ngay diu
tién ctia thang hét han. San xufit bii: BLISS GVS PHARMA LIMITED, dja chi: Plot
No.11, Survey No. 38/1, Dewan Udyog Nagar, Aliyali Village, Taluka Palghar Thane
401404 Maharashtra State, An D9. Lieu y: Dé xa tim tay tré em, doc kj hudng din sic
dung trwede khi dieng. DNNK:




LAnGS (87 _ Tomt 1P xer)

T& hwéng din sir dung thude cho cdn bj v té

Rx- Thudc bén theo don

INVEL
(Metronidazol 500mg + Miconazol nitrat 100mg)

Thanh phén, him lrgng
Mai vién dat 4m dao chira:

Metronidazol 500 mg

Miconazol nitrat 100 mg (DT
Td dugc: Hard Fat.

M0 ti sin phim
Vién dit 4m dao hinh hat diu mau tring hodc tring duc.

Dugc lwe hoe

Vién dit am dao Invel chira miconazol c6 tic dung khang nim va metromdazol cé tac dung khéng
khuan va khang Tr:chomonas Miconazol nitrat la thuéc khang ndm phd rong va c6 hiéu qua véi
nim gay bénh bao gdbm ném Candida albicans. Ngoai ra, miconazol nitrat ¢on ¢6 hiu qua trong
khéng khuin gram (+). Metronidazol 1a chét khang vi khudn va khang don bao, ¢6 hiéu qua chéng
Gardnerella m dao va c4c vi khuin ky khi gdm Streprococcus ky khi va Trichomonas am dao.
Metronidazol

Metronidazol 1a mét din chét 5-nitroimidazol, c¢6 phd hoat tinh rong trén dong vat nguyén sinh nhu
amip, G:ardrar va vi khudn ky khi.

Co ché tac dung cua metronidazol con chua thit rd. Trong té bao vi khuin hoic dong vat nguyen
sinh, nhém 5-nitro cua thuée b khir boi nitroreductase cua vi khuén thanh cac chét trung gian doc
voi té bao. Céc chat nay lién két véi clu tric xodn cua phén tir DNA 1am ngimg qué trinh sao chép,
cudi cling 1am té bao bj chét. Nghlen ctru in vitro cho thiy mot vai yéu té anh hudng urcmg dm toi
dd nhay cam cua vi khuap voi thude dic biét 1a didu kién yém khi ciia méi truomg nudi cdy. Su
tuong tac gitra cac vi khuén va metronidazol cling da dwoc mo ta, nhu metronidazol ¢o thé {rc ché
E.coli khi c6 mét B.fragilis va tang ty 1¢ diét khuan voi B.fragilis khi moi trudng cé E.coli. "
Metronidazol c6 tac dung chéng viém véi co ché hién chua . h
Phé tde dung: N6i chung, metronidazol c6 téc dung voi hau hét cac vi khudn ky khi va nhiéu loai
dong vét nguyén sinh. Thudc ciing ¢ doc véi ca cic té bao thiéu Xy hoé.c giam ti€u thu oxy. /

e

Metronidazol khong c6 tac dung v&i ndm, virus va hiu hét cac vi khuén hiéu khi va vi khuén ky khi>
khong bét bude (thy ).

V6i vi khudn: In vitro, metronidazol c6 téc dung véi nhiéu loai vi khudn gram am ky khi nhur
Bacteroides fragilis, B. distasonis, B. ovatus, B. thetaiotaomicron, B. oreolyticus, B. vulgaris,
Porphyromonas asaccharolytic, P. gingivalis, Prevotella bivia, P. disiens, P. intermedia,
Fusobacterium va Veillonalla; mjt sb chiung Mobiluncus; thudc ciing c6 téc dung trén mot s6 ching
ky khi gram duong nhu Clostridium, C. difficile, C. perfringens, Eubacterium, Peptococus, va
Peptostreptococus.

Hau hét cac chiing Gardnerella vaginalis chi nhay ¢cdm véi metronidazol & nong do cao. Tuy nhién,
chit chuyén héa 2-hydroxy cua metronidazol ¢6 tac dung trén vi khuin nay gdp khoang 4-8 lan SO
vGoi metronidazol, va do vay thudc ¢6 tac dung in vivo. Metronidazol ¢6 tac dung han ché trén
Lactobacillus hogc céc vi khuén hiéu khi khac phén lap tir am dao.

In vitro, ndng 46 tdi thiéu e ché 90% (MICsgo) céc ching vi khuan ky khi gram dm va dwong nhay
cam khoang 0,125 - 6,25 microgam/ml. Nghlen ctru cho thiy néu ndng do trc che tbi thleu ctia thudce
vao khoang < 8 mlcrogam/ml thi duoc coi 12 nhay cam véi metronidazol, va néu ndng d¢ d6 = 32
microgam/ml thi xem nhu vi khuén da khang thudc.

Véi dong vét nguyén sinh: Metronidazol c¢6 téc dung v6i Entamoeba histolytica, Trichomonas
vaginalis, Giardiar lamblia va Balantidium coli. In vitro, hau hét cac chung E. histolytica va T.



vaginalis bj uc ché & ndng d¢ thip hon 3 microgam/m! va hdu hét cc chiing G. Jamblia bi tic ché &
nong d khoang tir 0,8 - 32 microgam/ml.

Miconazol

Miconazol 12 mgt imidazol tong hop ¢o tac dung chong nim va chéng vi khuin béing cdch-lam thay

déi tinh thdm va chirc ning cua mang té bao ndm, vi khuén. Vi tri téc dung trén mang té bao chua ro.

Do thay d6i tinh thAm, mang té bao khdng con kha nang hoat dong nhu mdt hang rdo ngan chin thét
thoat, lam cho kali va cac thanh phan thiét ycu khéc cua té bao can kiét. Miconazol ¢6 téc dung déi
voi céc loai nAm nhur: Aspergfﬂus spp., Cryptococcus neoformans, Pseudallescheria boydii. Thubc
cling c6 téc dung véi mot sé vi khudn Gram duong gém Staphylococci va Streptococci.

Dwge dong hoc

Su hép thu miconazol nitrat qua dudong am dao rat thap (gan 1,4% liéu). Sinh kha dung cua
metronidazol qua dudng nay 1a 20% so véi dudmg udng. Miconazol nitrat khong tim thay trong
huyét turong sau khi dung Invel dudng am dao. Néng do én dinh cua metronidazol trong huyét
tuong dat dén 1,6 — 7,2 mg/ml. Metronidazol dugec chuyén héa tai gan. Chét chuyén héa hydroxy
nay la chat c6 tac dung. Thoi gian ban huy clia metronidazol 13 6-11 gid. Gan 20% lugng thudc
duoc bai tiét ra nudc tiéu dudi dang khong di.

Qui cich dong goi 0)]
Hop 2 vi x 7 vién dat am dao. -

Chi dinh
Invel dwoc sir dung trong diéu tri bénh nidm candida 4m dao, viém am dao do vi khudn va
trichomonas, hodc viém 4m dao do cac nhiém tring phéi hop.

Liéu lwgng va cich dung

Khong duge sir dung néu khong tham khao y lei'l cua bac si.

-Pit sau vao trong am dao mdt vién vao budi téi trong 14 ngay hodc dat 1 vién vao budi t6i va 1
vién vao budi sang trong 7 ngay.

-Nhirng tmo'ng hop tai phét, hodc viém dm dao dé khéng voi cac phuong phap diéu tri khéc, nén dat
sdu vao trong am dao 1 vién vao budi toi va 1 vién vao bum sang trong 14 ngay.

-Nén dat sdu vwn thudc vao trong am dao khi dang ¢ tu thé nam.

-Nguoi 16n tudi (trén 65 tudi): dung nhu thanh nién.

-Tré em: khong dugc dung cho tré em.

-Khong dugce dung cho phy nit con trinh.

-Khéng duoce nubt hoic sir dung bing nhimg dudmg khéc.

Chéng chi dinh

Khong duoc dung Invel cho nhirng bénh nhén c6 tlen sir qua man cam voi mot trong céc thanh phan
cta thude, 3 thang dAu cua thai ky, cac trudmg hop rdi loan chuyén hoa porphyrin, dong kinh va roi
loan chirc nding gan ning.

Thén trong

Sau 3 thiang dau thai ky, vién dat &m dao Invel cé the dugc sir dung trong nhing trudong hop thay
thube cho la can thiét, nhung nén dugc ding vGi sy kiém soat. Khong nén tlep tuc cho con bu trong
khi tri liéu bang Invel, vi metronidazol s& xuét hi¢n trong sira me. Khi két thic diéu tri, c6 thé bat
dau cho con bu tr¢ lai 24-48 gid sau do. Trong sudt qué trinh dleu trj va it nhit 1a 24-48 gio sau khi
két thuc dot diéu tri, bénh nhén cén dugc lwu y la khong dugc ubng rugu, vi c6 kha nang giy phan
mg gidng nhu khi dung thuoc disulfiram. Chéit nén trong cong thirc ctia vién dit 4m dao co thé
tuong tac vdi cac san phim lam bﬁng cao su hay nhya von la nhimng chit dugc dung trong mang
ngin dm dao dé tranh thai. Nen diéu tri ciing lac cho ngudi clng quan hé véi ngudi dang bi nhiém
Trichomonas 4m dao. Néu can thém thong tin, xin hoi y kién béc si.



Phu nir ¢6 thai va cho con bi

Sau 3 thang dau thai ky, vién dat 4m dao Invel c6 thé dwoc sur dung trong nhimg trudong hop thay
thudc cho 1a can thiét, nhtmg nén dugc dung voi sy kiém soat. Khong nén tiép tuc cho-ton ba trong
khi tri liéu bang Invel, vi metronidazol s& xuat hién trong sita me. Khi két thuc diéu tri;c6. thé bat
dau cho con bi trd lai 24-48 gid sau do.

Anh hwing Ién kha ning ldi xe va vin hanh may méc

Vién dit am dao Invel khong anh huong dén kha ning lai xe va van hanh may moc. @y

Twong tic cta thude véi cac thude khac va cdc loai twong tic Khac

Do sy hip thu metronidazol, trong téac thude c¢6 thé thdy khi metronidazol duoc sur dung ddng thoi
véi cac thude sau:

Ruou: khong dung nap ruou (phdn tmg giéng nhu khi dung disulfiram)

Thude chong dong dang udng: 1am tang hiéu qua chono doéng.

Phenytoin: nong do phenytom trong mau co thé tang, nong do metronidazol ¢ thé bi giam.
Phenobarbital: lam giam nong do metronidazol trong mau.

Disulfiram: mot sd anh huong (phan {mg tdm than) trén hé than kinh trung uong c6 thé xay ra.
Cimetidine: nong dd metronidazol trong méau va nguy co c¢6 tac dung phu ve than kinh c6 thé tang.
Lithium: c6 thé thdy tang doc tinh cta lithium.

Astemizol va terfenadin: metronidazol va miconazol trc ché su chuyén hoa cua hai thude nay va lam
tang nong do thude trong huyét tuong.

Anh huong cua thudc ddi voi nong do trong mau cua cac enzym gan, glucose (phuong phap
hexokinase), theophylin va procainamid c6 thé gap.

Tac dung khong mong munn

Phan {mg qua man cam nhu ndi ban & da va cac phan ing phu khac nhu dau bung, nhirc diu, ngira,
rat am dao va cam giéc kich thich c6 thé xay ra nhung hiém. Tan xut xay ra cdc tac dung phu toan
than rat thap vi sy hap thu metronidazol qua duong am dao lam cho ndng dd thudc trong huvet

twong rét thap (2%-12% so voi ndng do thude dat duge trong huyet tuong do dung qua duong udng).

Miconazol nitrat ¢o thé gay kich thich am dao (ngua, rat) giong nhu khi st dung céc thude khang
nam dan xuét imidazole khic(2-6%). Do su viém niém mac am dao trong viém am dao, cac dau
hi¢u kich thich am dao (rat bong am dao, ngira am dao) co thé thay trong lan dau tién dung thudc
dat nay hodc vao khoang ngay thr 3 cua dot diéu tri. Khi tiép tuc diéu tri, cac phlen ha nay s& bién
mét rat nhanh. Néu xudt hién céc diu hiéu kich thich trdm trong, nén ngung dleu tri. Cac tac dung
phu do viéc s dung metronidazol dudng toan than (vi du duong uong) bao gbm phan (mg qua man
cam (hiém gép) giam bach ciu, mét diéu hoa van dong, cac bién ddi vé tdm than kinh, bénh than
kinh ngoai vi khi sir dung qua liéu hoac sir dung kéo dai, co giat, tiéu chay hiém gap. tao bon, chong
mat, nhtre dau, dn mét ngon, ndn, budn noén, dau bung, hodc co cimg co, thay d6i khau vi hiém gap,
kho mi¢ng, vi kim loai trong miéng, mét méi. Céc tac dung phu rat hiém xay ra, vi ndng do cua
metronidazol trong mau thap sau khi dung dudng trong am dao.

Qua lidu ‘va cach xr tri

Néu 15 ubng vao mot lugng 16n thude nay thi cé thé - dung bi¢n phép thich hop la rira da day néu can
thiét. Viéc diéu tri duoc dat ra cho nhimg ngudi udng véi liéu 12g metronidazol. Khong cé thube
giai doc dic hiéu, diéu tri triéu chimg dugc ap dung.

Cac tri¢u chimg do dung qua lidu metronidazol 12 budn non, non, dau bung, tiéu chay, ngua vi kim
loai trong miéng, mat diéu hoa van dong, dj cam, co giat, giam bach cau, nu6e tieu sdm mau. Céac
triéu chimg do dung qua lidu miconazol nitrat 1a budn non, non, dau hong va miéng, nhic dau, tiéu
chay.

Bao quan
Bao quan noi kho rao dudi 30°C, tranh anh sang.



Han dung )
24 thang ke tr ngay san xuat '
Luu y va khuyéq cdo: OET
-Khong diing thuéc qud han su dung. o i )
-Khong ding nhitng vién thuoc cé bat ky sw thay doi bat thiweong nao vé mau sdc.

Nha sin xuit

BLISS GVS PHARMA LIMITED

Plot No.11, Survey No. 38/1, Dewan Udyog Nagar, Aliyali Village, Taluka Palghar Thane 401404
Maharashtra State, An D9.

Ngay xem xét sira doi, cdp nhat lai noi dung huéng dan sir dung thuéc: dd/mm/yyyy




To hwéng din sir dung thube cho bénh nhén

Rx- Thuéc ban theo don

INVEL
(Metronidazol 500mg +~ Miconazol nitrat 100mg)

“Doc ky hmg dan sir d;mg truwoc khi dung” (DT
“Dé xa tam tay tré em”
“Théng bdo ngay cho bdc sy hodc dwgc sy nhitng tic dung khong mong muén gap phai khi sir
dung thubc”

“Thubc nay chi ding theo don cua bdc sy”

Thanh phan, ham lwong

Mai vién dat 4m dao chura:
Metronidazol 500 mg
Miconazol nitrat 100 mg

Ta dieoe: Hard Fat.

M5 ta san pham
Vién dit am dao hinh hat ddu mau trang hodc trang duc.

Qui cich déng goi
Hép 2 vi x 7 vién dat am dao.

Thuéc ding cho bénh gi?
Invel duge sir dung trong di€u tri bénh nim candida 4m dao, viém 4m dao do vi khuan va
trichomonas, hodc viém am dao do c4c nhiém trung phoi hop.

Nén dung thudc nay nhw thé nao va lidu lwong?

Khong duge sir dung néu khong tham khao v kién cua béc si.

-Dit sdu vao trong 4m dao mot vién vao budi tdi trong 14 ngay hodc dat 1 vién vao budi téi va 1
vién vao budi sang trong 7 ngay.

-Nhimg truong hop tai phat hodc viém am dao dé khéng v6i cac phuong phap diéu tri khéc, nén dat
sdu vao trong 4m dao 1 vién vao budi tdi va 1 vién vao budi sang trong 14 ngay.

-Nén dét su vién thude vao trong am dao khi dang & tu thé nam.

-Nguoi 16n tudi (trén 65 tudi): ding nhu thanh nién.

-Tré em: khong dugce dung cho tré em.

-Khoéng dugce dung cho phu nir con trinh.

-Khéng duge nudt hodc sir dung bang nhimg dudng khac.

Khi nao khong nén dung thube nay?

Khong duge dung Invel cho nhimg bénh nhan c6 tlen sir qua man cam véi mot trong cac thanh phan
cua thude, 3 thang ddu cua thai ky, cac truong hop rdi loan chuyén héa porphyrin, dong kinh va rdi
loan chirc ndng gan néng.

Tace dung khong mong muon

Phan {mg qué man cam nhu ndi ban & da va céac phan umg phu khac nhu dau bung, nhirc dau, ngira,
rat &m dao va cam gidc kich thich c6 thé xay ra nhung hiém. Tan xuét xay ra cac tac dung phu toan
than rat thap vi su hap thu metromdazol qua dudong am dao lam cho nong do thude trong huyet
twong rat thap (2%-1 2% so v6i ndng do thude dat duoc trong huyet tuong do dung qua dudng udng).
Miconazol nitrat c6 thé gay kich thich am dao (ngua, rat) giong nhu khi sir dung cac thude khang
nam din xuit imidazole khac(2-6%). Do su viém niém mac am dao trong viém am dao, céc dau




hiéu kich thich am dao (rat bong 4m dao, ngira am dao) c6 thé thdy trong lan ddu tién dung thude
dat nay hogc vao khoang ngay thir 3 cua dot dieu tri. Khi tiép tuc diéu tri, céc phién-ha nay s& bién
mét rat nhanh. Néu xuit hién céc ddu hiéu kich thich trdm trong, nén ngung dleu tri>Cac tic dung
phu do viéc sir dung metronidazol dudng toan than (vi du dudng udng) bao gdm phan img-qua man
cam (hiém gap) giam bach cdu, mét diéu hoa vin dong, cac bién ddi vé tdm than kinh, bénh thin
kinh ngoai vi khi sur dung qua liéu hodc sir dung kéo dai, co giat, tiéu chay hiém gdp, tao bon, chéng
mat, nhirc dau, 4n mat ngon, non, budn ndn, dau bung, hoic co cimg co, thay d6i khau vi hiém gap.
kh6 miéng, vi kim loai trong miéng, mét moi. Cac tic dung phu rat hiém xay ra, vi nong do cua
metronidazol trong mau thap sau khi dung dudng trong 4m dao.

Nén trianh dung nhimg thudc hoic thwe phim gi khi dang sir dung thudc nay?

Do su hdp thu metronidazol, twong tac thudc c6 thé thdy khi metronidazol dwoc str dung ddng thoi
véi cac thude sau:

Ruou: khong dung nap ruou (phan tmg gidng nhu khi dung disulfiram). O)-r

Thude chong dong dang udng: lam tang hiéu qua chong dong.

Phenytoin: nong d$ phenytoin trong mau ¢ thé tang, ndng do metronidazol ¢ thé bl giam.
Phenobarbital: lam giam noéng d6 metronidazol trong mau.

Disulfiram: mdt so anh huong (phan tmg tim than) trén hé than kinh trung wong c6 thé xay ra.
Cimetidin: ndng d6 metronidazol trong mau va nguy co c¢6 tac dung phu vé than kinh c6 thé ting.
Lithium: c6 thé thiy ting déc tinh cta lithium.

Astemizol va terfenadin: metronidazol va miconazol (rc ché su chuyén héa ciia hai thudc nay va lam
tang ndng d9 thude trong huye ét tuong. .

Anh huéng cua thudc dbi véi nong do trong mau cua cac enzym gan, glucose (phuong phap
hexokinase), theophylin va procainamid c6 thé gap.

Cin lam gi khi mdt lin quén ding thuée?
Bo qua lan udng da quén va tiep tuc lan ke ti€p nhu binh thudng. ]
Khong duge dung gap déi licu (ciing mot thot diém) dé thay thé cho liéu da quén dung.

Cian bio quan thudc nay nhw thé nao?
Bao quan noi kho rao dudi 30°C, tranh dnh sang.

Nhirng diu hiéu va triéu chirng khi dung thube qua liéu?

Céc tri¢u chimg do dung qua liéu metronidazol 1a budn nén, nén, dau bung, tiéu chay, ngua vi kim
loai trong miéng, mét diéu hoa van dong, di cam, co giat, giam bach cau, nude tiéu sim mau. Cac
triéu chimg do dung qué liéu miconazol nitrat 12 budn nén, ndn, dau hong va miéng, nhirc dau, tiéu
chay.

Can phai lam gi khi ~dung thudc qua liéu khuyén cio?
Nén ngung dung thudc, bao ngay cho bac s§ hodc dua ngay bénh nhén vao bénh vién.

Nhirng diéu can thin trqng khi ding thudc nay

Sau 3 thang dau thai ky, vién dat am dao Invel co thé duge st dung trong nhing trudng hop thay
thudc cho 1a cin thiét, nhung nén dugc ding Vi su kiém soat. Khong nén tiep tuc cho con bu trong
khi trj liéu bang Invel, vi metronidazol s& Xuét hién trong stta me. Khi két thic diéu tri, c6 thé bét
dau cho con ba trd lai 24-48 gid sau do. Trong sudt qua trinh dieu tri va it nhat la 24-48 gio sau khi
két thuc dot diéu tri, bénh nhan can dugc luu y 14 khong duge ubng rugu, vi ¢6 kha ning gy phan
ng giéng nhu khi ding thuoc disulfiram. Chat nén trong cong thirc cua vién dat am dao ¢o thé
tuong tac voi cac san pham lam bang cao su hay nhya von la nhimg chét dugc ding trong mémg
ngin 4m dao dé tranh thai. Nén diéu tri cung lic cho ngudi cung quan hé voi nguoi dang bi nhiém
Trichomonas 4m dao. Néu can thém thong tin, xin hoi y kién bac si.

————



Khi nao can tham v:s?'m bac sy, dwge sy
Ne€u ban cam thay bat thuong khi dung thudc, nén lién lac véi bac s§ cua ban.
Néu can thém théng tin xin hoi y kién bdc sy hodc dwoc sy

Han ding ciia thube

24 thang ké tir ngay san xuét (])7

Nha san xudt:
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Plot No.11, Survey No. 38/1, Dewan Udyog Nagar, Aliyali Village, Taluka Palghar Thane 401404
Maharashtra State, An D9.
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