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MAU NHAN DU KIEN
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I. NHAN HOP

Thu8c ban theo don/Prescription only m
NOVOGYL HOP 2 Vi x 10 VIEN NEN BAO PHIM

Box of 2 blisters x 10 film-coated tahlets

Spiramycin 750.0001U - Metronidazol 125mg

LN CONG TY CO PHAN HOA-DUGC PHAM MEKOPHAR
/ ' ) 297/5 Ly Thuéng Kiét - P.15 - Q.11 - TP. H6 Chi Minh - Viét Nam
w Mekophar Chemical Pharmaceutical Joint-Stock Company
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CONG THUC: COMPOSITION:
SPIAMYCING s viSvsssuimssssasassssassinssns 750.0001U  SPiramyCin........ccccceeumueeieimninreiesinnneienns 750,0001U
Metronidazol. Metronidazole.... ... 125mg
RE L7 7 1. D ——— 1vien  EXCIpients Q.S......cccoereuruennns et 1 tablet

IL NHAN Vi
(S6'16 SX, Han dung in trén vi)
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R, NOVOGYL
Vién nén bao phim
CONG THUC:
= SPIFAMYCIN ..ottt 750.000 IU
e IVICHDBIAAZOL ocsnmmscavnsmn ikt s s snmevassvnsenss 125 mg
- TAduge viIra @U......ooeeeieiiieicceee 1 vién

(Tinh bdt ngod, lactose, natri starch glycolat, magnesi stearat, methacrylic acid copolymer,
polyethylen glycol 6000, polysorbat 80, hydroxypropylmethylcellulose, titan dioxyd, mau
ponceau 4R lake, mau ponceau 4R dye, talc)

DUQC LUC HOQC:

Novogyl 1a thudc phdi hop giira spiramycin-khang sinh thudc ho macrolid va metronidazol-
khang sinh nhém S-nitroimidazol. Sy phéi hop nay c6 tac dung hiép luc trc ché cac vi khuan ky khi
trong h¢ sinh vat rang miéng.

Spiramycin ¢6 hoat tinh khéng khuan trén cac vi khuan thuong giy bénh vung rang miéng nhu
lién cau khuan khéng phai nhém D, phé cau khudn, Mycoplasma, Chlamydia, Corynebacterium,
Actinomyces.

Hoat tinh khdng khuén ctia metronidazol trén cac vi khuan thudong gay bénh ving rang miéng nhu
truc khuan ky khi bat budc: Clostridium, Bacteroides fragilis, Peptostreptococcus, Peptococcus, C.
perfringens, Bifidobacterium bifidum.

DUQC PONG HQC:

— Spiramycin dugc hap thu khong hoan toan ¢ duong ti€u hoa va bi giam khi dung cung thie an,
liéu udng duoc hap thu khoang 20 — 50%. Thuc an lam giam khoang 70% noéng do t6i da cua
thude trong huyét thanh va 1am cho thoi gian dat dinh cham 2 gio so véi uong lac doi. Thoi gian
ban thai khoang 5 — 8 gio. Spiramycin chuyén hoa qua gan thanh céc chét chuyén hoa c6 hoat
tinh, phan 16n thai trir qua mat va khoang 10% vao nudc tiéu, spiramycin ciing thai trir 1 phan
vao phan.

— Metronidazol thuong duoc hdp thu nhanh va hoan toan sau khi uéng, khoang 80% liéu uéng dugc
hap thu. Khoang 30 — 60% liéu metronidazol chuyén héa & gan thanh cac chit chuyén hoa dang
hydroxy va glucuronid. Chét chuyén héa 2-hydroxy ciing c6 tac dung duogc ly trén vi khuan va
dong vat nguyén sinh. Thoi gian ban thai khong bi anh hudng khi suy gidm churc ndng than, cé
thé bi kéo dai khi bi suy giam chirc ning gan.

CHI PINH: ,

— Piéu tri nhim khuén ring miéng: viém miéng, viém nuédu ring, nha chu, viém tuyén mang tai.
— Phong nhiém khuan ring miéng sau phau thuét.

CACH DUNG: Ubdng giita bita an.

— Nguoi 1on: 4 - 6 vién/ngay, chia 2 — 3 lan.

— Tré tir 10 - 15 tudi: 3 vién/ngay, chia 3 lan.

— Tré tir 6 - < 10 tudi: 2 vién/ngay, chia 2 lan.

CHONG CHI PINH:

M2n cam v6i mot trong cac thanh phén cia thude hodc man cam véi cac dan chét nitroimidazol,
erythromycin.

THAN TRONG:

— Nén than trong khi dung cho nguoi bénh co rbi loan chirc nang gan, khi phdi hop vé6i warfarin.

— Can giam liéu & nguoi suy gan nang.

- Ngung tri lidu khi bi mat diéu hoa, chong mit hoic ri loan tAm than.

— Thubc c6 thé lam ning thém trang thai than kinh & nhing ngudi bi bénh & hé than kinh trung
wong hodc ngoal bién nang, dn dinh hodc tién trién.
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— Theo ddi cong thirc bach ciu & nguoi co tién st rdi loan thé tang méau hoac khi diéu tri liéu cao va
kéo dai.

— Metronidazol ¢6 tac dung uc ché alcol dehydrogenase va cac enzym oxy héa alcol khac. Thude
¢6 phan ung nhe ki€u disulfiram nhu néng bung mat, nhic dau, budn ndn, ndn, co cimg bung va
ra mo hoi. Khong udng ruou, céc thirc udng c6 con trong thoi gian ding thude.

— Metronidazol c6 thé gy bat dong Treponema pallidum tao nén phan umg duong tinh gia cia
nghiém phap Nelson.

— Mai vién Novogyl ¢6 chira khoang 100 mg lactose, can than trong khi ding cho ngudi bénh méc
cac roi loan di truyén hiém gép vé& dung nap galactose, ching thiéu hut lactase Lapp hoc rdi loan
hap thu glucose - galactose.

— Ché phim c6 chtra mau ponceau 4R c6 thé gay di tmg & mdt sd ngudi nhay cam.

THOI KY MANG THAI-CHO CON BU:

— Tréanh dung thudc trong 3 thang dau thai ky vi Novogyl qua dugc nhau thai.

— Khong dung thudc & phu nir dang cho con bu hoic ngumg cho con bu khi dang dung thudc.
Phu nit mang thai, phu nir cho con bt nén tham khao y ki¢n béc sy trudc khi dung.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

— Thudc c6 thé gay chong mat, nhirc dau, than trong khi sir dung cho nguoi l4i tau xe va vén hanh
may.

TAC DUNG KHONG MONG MUON (ADR):

% Spiramycin:

— Thuong gap, ADR > 1/100:
Tiéu hoa: budn ndn, ndn, tiéu chay, kho tiéu.
Thén kinh: chéng mat, dau dau.

— Ir gap, 1/1000 < ADR < 1/100:

Toan than: mét moi, chay mau cam, d6 mo hoi, cam giac dé ép nguc, di cam tam thoi. ,
>

Tiéu hoa: viém két trang cép. P~
Da: ban da, ngoai ban, may day. 7533
— Hiém gap, ADR < 1/1000: e
Toan than: bdi nhiém do ding dai ngay thudc ung spiramycin. } ":g;
Tim: kéo dai khoang QT. ’ ‘ am;r
% Metronidazol: tac dung khong mong muén phu thudce vao li€u dung. Ir .':;::
— Thuong gdp, ADR > 1/100: AU
Tiéu héa: budn non, ndn, chan an, dau bung, tiéu chay, miéng c¢é vi kim loai kho chiu. f:'l'i

— Ir gap, 1/1000 < ADR < 1/100:
Mau: giam bach cau.
— Hiém gap, ADR < 1/1000:
Mau: mat bach cau hat. i
TKTW: con dong kinh, bénh da day than kinh ngoai vi, nhirc dau.
Da: phong rop da, ban da, ngira.
Tiét niéu: nudc tiéu sim mau. , ,
Théng bao cho bac s§ nhiing tac dung khong mong muon gip phai khi sir dung thudc.
TUONG TAC THUOC:
% Spiramycin: ’ .
— Dung spiramycin ddng thoi véi thudc udng ngira thai s& lf}lm mat tac dung phong ngtra thu thai.
— Spiramycin lam giam ndng do cia levodopa trong mau néu dung dong thoi.
— Spiramycin it hogc khong anh huong dén hé enzym cytochrom Pyso & gan, vi vdy spiramycin it co
tuong tac véi cac thude dugc chuyén héa boi hé enzym nay.
% Metronidazol:
Khi dung metronidazol chung véi: ] ) )
— Céc thude chéng dong coumarin: metronidazol c6 thé gay tang téc dung cac thudc chong dong
méu dang udng, dic biét warfarin lam kéo dai thoi gian prothrombin, vi vdy tranh dungjéng_
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thot hodc phai theo ddi thoi gian prothrombin hodc diéu chinh liéu cac thudc chong dong néu
can.

—Rugu va thudc cé chira con: metronidazol e ché cac enzym oxy héa rugu va alcol
dehydrogenase gy phan ung kiéu disulfiram. Vi vdy khong ubng ruou hodc dung ddng thoi cac
thudc chira con trong khi diu tri véi metronidazol. Khong dung dong thoi metronidazol véi
disulfiram hodc phai dung thudc & nhimg thoi diém cach xa nhau.

— Phenobarbital: 1am ting chuyén héa metronidazol nén thudc thai trir nhanh hon.

— Lithi: da thdy bao cdo mt s6 déu hiéu dc cta lithi khi ding metronidazol cho nhing bénh nhan
dang diéu tri lithi lidu cao vi c6 thé gdy tang nong do lithi huyét thanh, do vay can than trong va
theo doi ndng do lithi khi dung ddng thoi.

— Terfenadin va astemisol: metronidazol ¢ thé tuong tac véi terfenadin va astemisol khi ding
dong thoi lam ting phan ung bat loi nghiém trong trén tim mach cta céc thude nay nhu kéo dai
khoang QT, loan nhip, nhip nhanh... Do vy phai rat than trong va khong nén dung dong thoi
cac thudc khang histamin nay cho bénh nhan dang ding céac thude c6 cdu tric nhém itraconazol,
ketoconazol, bao gdm ca metronidazol.

— Cimetidin e ché su chuyén hoéa tai gan clia metronidazol, lam ting thodi gian ban thai cua
metronidazol, din dén ting tac dung khong mong mudn, vi vy can can nhéc khi sir dung dong
thoi.

QUA LIEU & CACH XU TRi:

% Spiramycin:

— Khi dung liéu cao, c6 thé gay rdi loan tiéu héa: budn ndn, ndn, tidu chay. Co thé gip khoang QT
kéo dai, hét dan khi ngimg diéu tri.

— Xur ly: trong truong hop qua liéu, nén lam dién tam d6 dé do khoang QT, nhét 1a khi c6 kém theo
cac nguy co khéc (giam kali huyét, khoang QTc kéo dai bam sinh, két hop ding thudc kéo dai
khoang QT va/hodc gay xodn dinh). Khong c6 thudc giai doc. Diéu tri triéu chung.

% Metronidazol:

- Qua lidu metronidazol khi ubng 1 liéu duy nhét 15g da duoc bao céo. Triéu chimg bao gdm:
budn ndn, noén, mét didu hoa, bénh 1y than kinh ngoai bién, dong kinh.

— Xir ly: khong ¢6 thudc giai doc dic hiéu. Diéu tri triéu ching va hd tro.

Néu truong hop qué lidu xay ra, dé nghi dén ngay co sd'y té gan nhat dé nhan vién y té co phuong\;

phap xtr ly.

HAN DUNG:
36 thang ké tir ngay san xuét. Khong sir dung thudc hét h ‘.cit‘mgm

BAO QUAN:
Noi kho ro, tranh anh sang, nhiét do khong qué 30°
TRINH BAY:
Vi 10 vién. Hop 2 vi.

§

Tiéu chuan 4p dung: TCCS
Dé xa tAm tay tré em e’
Doc ky hwéng din sir dung trude khi dungiV<
Néu cin thém théng tin, xin hoi y Kién bac s .
Thudc nay chi dung theo sw ké don ctia ba ﬁ ,4/{/ WY S g 7
CONG TY CO PHAN HOA - DUQC PHAM MEKOPHAR
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