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Thanh phén: M3i tujp c6 chita: Chi gjnh, Chong chi djnh, C4ch dung - ligu ding & Céc
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Gel for Gum & Dental care
Manutactured by: Distributsd by:
.S LOTUS PHARMACEUTICALS
Composition: Each tube contains: I Contr Dosage - & Other

s 1% (WHK) See insert.
Storage: Store in dry place, below 30°C, protect from light.
Do not use more than 30 days after first opening.

KEEP FAR FROM CHILDREN - READ PACKAGE INSERT BEFORE USING

Metronidazole ...........ccouvcree.
(as Metronidazole Benzoate)
Chlorhexidine gluconate 0.05% (w/w)
(as Chlorhexidine ghiconate solution 20%)
ipi S.0.f 1 tube

Specifications: In-house standard
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Rx
Thubc nay chi ding theo don thube

Gel béi nudu va rang miéng
LOTUGYL DENTAL

Pé xa thm tay ciia tré em.
Poc ki hwéng dén siv dung trwée khi dung.

Thanh phin c¢ong thike thude: Mdi tuyp 6 chira:

Metronidazol (diréi dang Metronidazol benzoat)... ... ... ... e vuv e ene 1% (KU/KI)

Clorhexidin gluconat (dd dung dich Clorhexidin gluconat 20%,)... ..........0,05% (kI/kl)

Td diege: Carbomer 940, triethanolamin, macrogol cetostearyl ether, sorbitol 70%, propylen

glycol, natri edetat, methylparaben, nudc tinh khiét vira du 1 tuyp.

Dang bao ché:

Gel bbi nwéu va niém mac miéng, mau tring duc, ddng nhét, dugc déng trong tuyp nhom kin.

Chi dinh:

Lotugyl Dental dugc chi dinh trong didu trj cac bénh viém do nhiém khuén ctia cdc md quanh ring

va niém mac khoang miéng nhu: viém lgi hoai tir loét cép tinh va man tinh; viém nuéu cdp tinh va

man tinh; phong siu rang do nhiém khuén,

Cach ding — Liéu ding:

Lotugyl Dental 14 gel didu trj tai chd, chi sir dung cho rang miéng.

Thoa mét 16p méng gel thudc 1én viing diéu trj, ngdy 2 14n, liéu lwong tiy thudc timg bénh nhén

va tiy vao mire dd bénh. Ving dugce didu tri cin dugc vé sinh sach s& trude khi bdi gel thude.

Thoi gian diéu tri trung binh khoang 7-10 ngay.

Luwu p:

- Sir dung Lotugyl Dental gel khong thé thay thé c4c bién phap vé sinh ring miéng. Vi vay, bénh

nhéan phai tién hanh cac bién phép vé sinh rdng miéng trong qua trinh diéu tri.

- Khi mot 1an quén khong ding thudc: Khong cin diing bl nhing 14n quén st dung thudc véi lidu

ghp ddi cho nhitng 14n ding tiép theo. Nén bdi thubc trd lai sém nhét néu cé thé va theo ding liéu

lwgng khuyén céo.

Chong chi dinh:

Bénh nhan qué mén véi metronidazol, clorhexidin va bét cir thanh phé”m ndo cuia thude.

Khéng bdi thube vao tai, vi clorhexidin ¢ thé gay diéc néu tiép xic véi tai giita.

Canh bdo va thin trgng khi diung thude:

Lotugyl Dental la gel bdi niém mac miéng, nén tranh dé thube tiép xtc véi mit.

- mot s6 bénh nhan, metronidazol ¢6 thé gdy tac dung gidng nhu disulfiram nhw néng bimg mat,

nhire ddu, budn ndn, ndn, co ciing bung va ra md hoi.

Metronidazol 1a mot nitroimidazole va nén duge sir dung thén trong & bénh nhén c6 bang chimg,

hodc c6 tién st r6i loan tao mau.

- Dung ché pham gel c¢6 chira Clorhexidin dung tai khoang miéng c6 thé 1am rang, ludi bt mau,

nhung khdng anh hudng gi dén ste khoe va ¢é thé lam mét mau bing céc k¥ thuat chuyén khoa
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thong thuong. Thube c6 thé lam thay ddi vi giac dic biét v6i keo, vi miin va chua, vi ding it téc
dong. Trong tudn dau khi ding thude, ¢6 thé thdy do nhay cam nhe hogc vira la binh thudng, nhung
néu thdy dau, sung hoic céc triéu chirng khac, phai thong béo cho thay thudc.

Clorhexidin c6 thé gy kich tmg mét, néu 1& cham vao mét phai rira mét ngay 1ap tirc bing nudc
va gitt mi mit cich xa nhau trong it nhét 15 phat.

Dé xa tAm tay tré em va xa noi c6 lra ho#c tia ltra dién.

St dung thubc cho phu nit ¢6 thai:

- Metronidazol qua hang rao nhau thai kha nhanh, dat dugc mot ti 1€ ndng dd gita cudng nhau thai
va huyét twong me 14 xap xi bing 1. Midc di hang ngan ngudi mang thai d& dung thudc, nhung
chua thdy thong béo vé viéc gdy quéi thai. Tuy nhién ciing ¢6 nghién ciru di théng bdo nguy co
sinh quai thai ting khi dung thudc vao 3 thang dau cta thai ki. Do d6 khong nén ding trong thoi
gian dau khi mang thai, trir khi bt budc phai ding va duéi sy theo ddi cuia béc si.

- Khéng théy c6 tac dung c6 hai & tré so sinh, thdm chi ding cho me nhidu trong khi dé. Chi mot
lwgng rat nho clorhexidin xdm nhap duge vao tudn hoan ciia me nén chéc chén vao thai ciing it.
DU sao, trong 3 thang dau cua thai ky, can cdn nhéc giita lgi ich va nguy co.

Sir dung thude cho phu nit cho con bii:

- Sur ¢6 mét cia clorhexidin trong sfta me co thé khong c6 y nghia ldm sang, vi chi mdt lugng rAt
nhé hip thu duge vao vong tudn hoan ctia me sau khi diing thube. Can chti y 1 niim va ctia ngudi
me cén phai rira véi nude that sach, néu da bdi clorhexidin vio dé dé khir khuén, mic di hdp thu
cia thudc qua dudng tiéu héa rat kém.

- Metronidazol bai tiét vao stta me kha nhanh, tré bt c¢6 thé c6 ndng do trong huyét tuong bang
khoang 15% ndng dd & me. Nén ngirng cho con bu trong thoi gian didu trj bang Lotugyl Dental.
Anh hwéng ciia thudce 1én kha niing 14i xe, vAn hanh may mée:

Thubde ¢6 tae dung phu dau dau, chéng mit, do d6 ngudi dang van hanh may mdc, 14i tau xe, ngudi
[am viéc trén cao cin thén trong khi gip cac tc dung phy nay.

Twong tic, twong ky, ciia thude:

* Twong tdc ciia thude:

Gel Lotugy! Dental chira metronidazol va clorhexidin, thudc ¢6 tac dung tai chd va rat it duoc hip
thu nén chua c6 thdng béo vé tuong tac ciia thude khi sir dyng véi cée thudc khac. Tuy nhién cén
luu y nhitng twong tac thude ¢6 thé xay ra trong nhiing trudng hop sau:

- Metronidazol ting tac dung thu6c uéng chbng dong mau, dic biét warfarin, vi vy tranh ding
cung ltc.

- Metronidazol ¢6 téac dung kiéu disulfiram, Vi viy khong ding ddng thoi 2 thue nay dé tranh tac
dung ddc trén than kinh nhu loan thén, 1 14n.

- Diing metronidazol cho ngudi bénh dang c6 ndng d6 lithi trong mau cao (do dang dung lithi) s&
1am ndng db lithi téing Ién, gay doc.

- Diing dong thoi metronidazol va phenobarbital 1am téng thai trir metronidazol.

- Metronidazol ting tic dung cuia vecuronium 1 thudc gian co khdng khr cye.

- Clorhexidin tranh ding ddng thoi hodc dimg ké tiép véi cac thudc sat khudn khac do cé thé gy
twong téc (d6i khang, 1am mét tac dung), dic biét 1a cac din chét anion.
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- Céc mudi clorhexidin twong ky véi xa phong vé céc chét anion khac, va véi tAt ca céc chét ding
dé &n dinh dich treo nhur cc alginat va gébm tragacanth, bt khéng tan nhu kaolin, bot két hop cua
calci, magnesi va kém. Clorhexidin co6 thé bi trung hoa bdi nude cimg. Thubc dénh rang cé thé
chira chat dién hoat anionic nhur natri laurylsulfat, lam giam tac dung sét khuan cua clorhexidin vi
véy phai ding cach nhau it nhét 30 pht.

4 116ng d6 0,05%, céc mudi clorhexidin tuong Ky v6i cac borat, bicarbonat, carbonat, clorid, citrat,
nitrat, phosphat va sulfat, tao thanh cac mubi cé d tan thdp va c6 thé tia. Clorhexidin tvong hop
véi mot sé chét. Vi du clorhexidin thuong dugc plléi hop v6i thudc t& nhu tetracain, lidocain; véi
céc thude khir khuén hogic sat khudn khac nhu cetrimid, cloresol, hexamidin.

* Twong ky cila thudc:

Do khong ¢6 cac nghién ctru v& tinh twong ky cta thube, khéng trdn 14n thudce ndy véi cée thube
khéc.

Téc dung khéng mong mudn ciia thude:

Khi str dung Lotugyl Dental tai chd c6 thé gip cac phan tng khong mong mudn nhu: phét ban da,
ngtra, n6i mé day, budn ndn va vi kim loai trong miéng.

Ngoai ra clorhexidin c6 thé gdy ra mau ndu & ludi va rang, nhung hdi phuc sau khi ngirng diéu trj.
C6 thé gdy té ludi. C6 thé gay ra réi loan vi gidc tam thoi va cam gide néng rat & ludi khi méi sir
dung.

D4 ¢6 trudng hop bong niém mac miéng va déi khi sung tuyén mang tai khi ding dung dich suc
miéng c6 chira clorhexidin, nhung véi gel boi nuéu va niém mac migng cé chira clorhexidin ham
lugng 0,05% chwa ghi nhén tac dung phy nay.

* V6i Clorhexidin:

Thieong gdp, ADR > 1/100

Toan than: Chéng mit.

Tuan hoan: Nhip tim nhanh.

Tiéu hoa: Kho miéng.

It gdip, 1/1000<ADR<1/100

Da: Phan tmg man cam, kich ting da.

Toan than: Viém miéng, cac phan ing di ing.

Hiém gép, ADR<1/1000

Toan than: S6c phan vé, viém tuyén mang tai,

Da: May day, di (ng da.

Hb6 hip: Viém dudng hd hdp trén, viém xoang, viém phé quan, hen.

Toan than: Triéu chimg giéng cam, viém hong, viém miii, dau dau, dau lung, dau khép.

Hueéng ddn cdeh xie tri ADR:

Hau qué chinh cua viée nudt phai thudc 12 gay kich tng va nhidm doc, nhung rét hiém khi xay ra.
Tuy nhién dé tranh nguy co kich trng nén udng mét lugng nhd sita hogc nude trude khi ding thudc
bang dudng miéng. Trudng hop cép tinh, nén rira da day va ding thudc chdng di tmg. Cac phan
ting khéng mong mudn thudng nhe va hdi phyc. Néu c6 phéan g niing (sbc phan v&) phai didu tri
chbng séc.
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Théng bdo ngay cho bac sy hodic dieoc st khi gdp cdc tdac dung khéng mong mudn nhie trén khi sie
dung thuéc hodc bdo cdo cde phan ieng c6 hai ctia thuée vé Trung tam Théng tin thudce va Theo
doi phan teng c6 hai ciia thuée (ADR) Quéc Gia.

Qua lidu va cach xir tri:

* Voi Clorhexidin:

- Triéu chiing: Néu thudc hip thu qua mirc qua niém mac miéng, c6 thé xay ra qua liéu va gay tac
dung ¢6 hai trén than kinh va tim mach. Néu khéng may udng phai clorhexidin, ¢6 thé xay ra tan
mau.

- X tri: Néu tan méu, ¢6 thé phai truyén méau holic ¢6 thé rira da day cdp bang sira, long tring
trimg, gelatin hofic mdt it xa phong khi udng nham. Néu clorhexidin gluconat tiép xtic véi mét,
phai rira mét bing nudc sach, gitt mi mét cach nhau trong it nhat 15 phat.

* Vi Metronidazol:

Chua c6 thong tin vé viée sir dung qué liéu gel bdi niém mac c6 chita metronidazol. Metronidazol
rat it duoc hap thu khi diing dudi dang gel diéu tri tai chd nén rt hiém khi xdy ra qua liéu.

Céc dic tinh dwge lwe hoe:

% Metronidazol: Thudc khang khudn.

Ma ATC: D06BXO01

Metronidazol 14 mot dan chét S-nitroimidazol, ¢6 phd hoat tinh rong. Co ché tac dung cia
metronidazol con chua thit r3. Trong t& bao vi khudn, nhém 5-nitro cia thude bi khir boi
nitroreductase ctia vi khuan thanh céc chét trung gian doc véi t& bao. Cac chét nay lién két véi cu
tric xodn ciia phan tir DNA 1am ngimg qué trinh sao chép, cudi cing 1am té bao bi chét.
Metronidazol c¢é tac dung chdng viém véi co ché chua hién 15,

Phé tic dung: Metronidazol ¢6 téc dung v&i hdu hét cac vi khudn ky khi. Metronidazol khong co
thc dung vé6i ndm, virus va hau hét cc vi khuén hidu khi.

Véi vi khudn: In vitro, metronidazol c6 tac dung véi nhiéu loai vi khuén gram am ky khi nhu
Bacteroides flagilis, B.distasonis, B.ovatus, B.thetaiotaomicron, B.oreolyticus, B.ovulgaris,
Porphyromonas asaccharolytic, P.gingivalis, Prevotella bivia, P.disiens, P.intermedia,
Fusobacterium va Veillonella; Mt s6 ching Mobiluncus; Thubc cling c6 téc dung trén mdt sb
chung ky khi gram dwong nhw Cdifficile, C.perfringens, Eubacterium, Peptococus v
Peptostreptococus.

* Clorhexidin: Thudc sat khudn va khir khuan.

- Clorhexidin la bisbiguanide st khuan va khir khudn, c¢6 higu qua rong trén pham vi réng doi voi
cac vi khuén Gram duong va Gram am, men, ndm da va céc virus ua lipid. Higu qua ctia thude dbi
v6i vi khudn gram duong t6t hon so véi Gram am. Thube it nhay cam d6i véi Pseudomonas va
Proteus, gan nhu khdng ¢ higu qua véi Mycobacteria. Thube khong c6 hoat tinh trén céc bao tir
vi khudn trir khi & nhiét do cao va c6 hoat tinh manh nhat & mai trudng trung tinh hodic acid nhe
(pH 5,5 -17).

Co ché tac dung: Clorhexidin 12 mét cation, hoat tinh khdng khuén ctia thude 14 do lyc hat gifta
clorhexidin mang dién tich dwong va mang té bao vi khuin mang dién 4m. Clorhexidin bj hut bam
trén bé mit té bao céc vi khudn nhay cam thanh mét phirc chét bén vitng c6 chira phosphat. Phtrc
chat nay pha v toan bd mang té bao vi khuin. O ndng do thip, thudc cé tac dyng kim khuén. O
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ndng do cao, thudc diét khudn khong hdi phuc. Khéng giéng nhu cac chit khir khuan chia iod,
hoat tinh khang nhiém ctia clorhexidin khong bi gidm khi c6 céc chét hiru co nhu méu. Khi ding
tai chd (nhu tai khoang miéng hoiic trén da), Clorhexidin c6 tic dung khang nhiém kéo dai, ngin
can vi khudn nhay cam ting trudng trd lai.
Ciac dic tinh dwge dong hoc:
- Metronidazol: thudng hdp thu nhanh va hoan toan sau khi uéng, dat t6i ndng do trong huyét
twong khoang 10 microgam/ml khoang 1 gi sau khi uéng lidu 500mg. Tuy nhién thude rét it hép
thu khi diing dudi dang gel. Dat mét lidu duy nhit Sg gel vao 4m dao (bdng 37,5 mg metronidazol),
ndng do metronidazol trong huyét thanh trung binh 1a 237 nanogam/ml (tir 152 dén 368
nanogam/ml). Nong dd nay bing khoang 2% ndng dé metronidazol t6i da trung binh trong huyét
thanh sau khi udng mot 1dn 500mg metronidazol (Cyqy trung binh 13 12.785 nanogam/ml). Céc
nong do dinh nay dat dugc 6-12 gid sau khi dung dang gel tai &m dao va 1-3 gio sau khi ubng. Su
hép thu ctia metronidazol khi ding dudng 4m dao chi bang nira khi udng néu ding lidu bang nhau.
- Clorhexidin rét it hdp thu vao co thé qua dudng tiéu hoa khi ra miéng, qua da ciing nhu sau khi
rtra &m dao.
Quy cach déng goi: Tuyp nhdm 10g; 20g. Hop | tuyp, kém theo t& hudng dan sir dung.
Pitu kién bio quan: ‘
Dé noi khé thoang, nhiét dd dudi 30°C, tranh anh séng.
Han diing: 36 thang ké tir ngay san xuét.
Khong st dung thudc qua 30 ngay ké tir khi mé nip sir dung 14n déu.
S6 16 san xudt, ngdy san xuét va han sir dung xem trén bao bi chinh ctia san phém. :co/.
Tiéu chuén chét lwong: Tiéu chuén co so.
Nha san xudt: CONG TY CO PHAN DUGC MEDIPHARCO
Pia chi: 08 Nguy&n Trudng Td, P.Phuée Vinh, Tp.Hué, Tinh TT.Hué
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Nha phéan phéi: CONG TY TNHH DUGC PHAM HOA SEN
Pia chi: 41/1 Puong L& Vian Tho, Phudng 11, Quén Go Viép, TP.HCM

Hué, ngay b thang § ndm 2025 i
Ngudi dai dién hop phap ciia doanh nghiép |
_—pdNG GIAMBOC
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