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& RECORDATI

The marketing authorization holder:
BOUCHARA-RECORDATI

70, Avenue du Général de Gaulle
92800 Puteaux - FRANCE

~ND

Manufacturing site:
SOPHARTEX

21, rue du Pressoir

28500 Vernouillet - France
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LOT/BATCH XXXX

k SOPHARTEX (France) Mid.

Mid. by: SOPHARTEX (France)
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Mid. by: SOPHARTEX (France)
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Mid. by: SOPHARTEX (France)

LOT/BATCH XXXX

by: SOPHARTEX (France) Mid.

EXP  XX/XX/XX EXP  XXIXX/XX EXP

ERGYNAN® NEO-TERGYNAN® NEO-TERGYNAN® NEO-TERGYNAN® NEO-TERGYNAN®
Vaginal tablet Vaginal tablet Vaginal tabiet Vaginal tablet Vaginal tablet

500 mg, Nystatin 100000 IU Metronidazole 500 mg. Nystatin 100000 1U Metronidazole 500 mg, Nystatin 100000 IU Metronidazole 500 mg, Nystatin 100000 IU Metronidazole 500 mg, Nystatin 100000 1U
ycin sulate 65000 1U Neomycin sulfate 65000 U Neomycin sulfate 65000 U Neomychn sulte 65000 1U Neomycin sulfate 65000 IU
RECSHBRN N R2SHORA N RSHRA N RCSRORA N RSHRA

by: SOPHARTEX (France)

NEO-TERGYNAN® NEO-TERGYNAN® NEO-TERGYNAN® NEO-TERGYNAN® NEO-TER(
Vaginal tablet Vaginal tablet Vaginal tablet Vaginal tablet Vaginal
Metronidazole 00 mg Nystatn 100000 1U Metrondazoe 500 mg. Nystat 100000 (U Metronidazole 500 mg. Nystatn 100000 U Metronidazole 500 mg, Nystatin 100000 1U
yein sufate 65000 1U yin sullate 65000 1U Neomycin sulfate 65000 1U Neomycin sulfate 65000 IU

Mid. by: SOPHARTEX (France)

Mfd. by: SOPHARTEX (France)
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Mfd. by: SOPHARTEX (France)

BOUCHARA
& RECORDATI|
Mid. by: SOPHARTEX (Frd

® © ® ® ®
AN NEO-TERGYNAN NEO-TERGYNAN NEO-TERGYNAN NEO-TERGYNAN NEO.
Vaginal tablet Vaginal tablet Vaginal tablet Vaginal tablet
0000 Iu Metronidazole 500 mg, Nystatin 100000 IU Metroridazole 500 mg. Nysiati 100000 1U Metronidazole 500 g, Nystat 100000 U Metronidazole 500 mg, Nystatin 100000 IU Metron)
u Neomycin suffate 65000 1U Neomycin sulfate 65000 IU Neomycin sulfate 65000 U Neomycin sulfate 65000 1U N
BOUCHARA BOUCHARA BOUCHARA BOUCHARA /)
& RECORDATI L\ RECORDATI L\ RECORDATI L\ RECORDATI
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Mid. by: SOPHARTEX (France)

Q’ SA.

= UNIS

Zac de Montavas - 8 bis rue Colbe
91320 WISSQUS
353 148 463 RCS PARIS
_ Siret 353 148 463 00048 - APE 514 N
Tél. :01 6974 90 30 - Fax: 01 69 74 P

Vo



httpé://nhathuocngocanh.com/

s

NEO-TERGYNAN®

VIEN PAT AM PAO

DOC KY HUONG DAN SU DUNG TRU ()( KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC ST

THANH PHAN

MEtramiadnzol. . ... i i b e i e S R A S P L f e S R 500 mg
T R R S LI & L P e 65 000 U
PUPSIED 1300 cr et R e o o e e e i e 100 000 TU

Ta duoc: Tinh bdt la mi, tinh bot natri carboxymethyl loai A, talc, cellulose vi tinh thé.

DANG BAO CHE - QUY CACH PONG GOI
Vién nén dat am dao. Hop 1 vi x 10 vién.
CHI PINH

Diéu tri viém 4m dao do cac mam bénh nhay cam va viém am dao khong dac hiéu.
CHONG CHI bINH W
Thudc nay KHONG PUGC DUNG trong cac truong hop qua man v6i mot trong cac thanh phan cua thude. /
Khoéng dung thudc nay dong thoi véi disulfiram, véi cc thube diét tinh trung.

LUU Y PAC BIET

Lién quan dén metronidazol: khong dleu tri bang metronidazol trong thoi gian hon 10 ngay va khong lap lai diéu
tri hon 2-3 lan/nam. Ngung diéu tri néu xay ra khong dung nap tai chd hodc phan tng di tmg hodc nhing tri¢u
chimg nhu 1 lan tam than, chéng mat, mat diéu hoa van dong. Tinh trang than kinh c6 the Xau hon & nhing
bénh nhan co roi loan than kinh trung uong hay than kinh ngoai bién, man tinh hay dang tién trién ndang. Nén
giam thirc udng chira con trong thoi gian diéu tri.

Lién quan dén neomycin: nhay cam véi khang sinh dung tai chd c6 thé anh huéng xdu dén viéc ding khang sinh
d6 hodc khang sinh cung nhém tac dung toan than.

THAN TRONG KHI DUNG

Lién quan dén met‘ronidazplz kiém tra sb lugng bach cau céc loai ¢ nhitng bénh nhan cé tién str rdi loan mau
hoac bénh nhén di{eu tri liu cao va/hodc trong thoi gian dai. Metronidazol c¢6 thé gy két qua duong tinh gia
trong xét nghiém co dinh Treponema pallidum (xét nghiém Nelson).

Lién quan dén neomycin: gii han thoi gian diéu tri dé giam nguy co chon loc vi khuin dé khang hoic boi
nhiém boi nhitng vi khudn nay

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC

Khong duoc sir dung phdi hop véi: + Cac chét diét tinh tring: bat ky cac diéu tri 4m dao tai chd déu c6 thé lam
bat hoat bién phap tranh thai tai chd bing cac chat diét tinh trung. + Ruou: do tic dung giéng hdi ching cai rugu
(néng bung, do mdt, ndn mura, tim dap nhanh). Khuyén bénh nhan khong nén dung thirc uéng hay duoc pham c6
chira con. + Disulfiram: khi dung két hop véi disulfiram c6 thé gdy con mé sang hay tinh trang lu lan.

Cén than trong khi ket hop véi: Thude chéng dong dudong udng (warfarin): lam ting tic dong cua cic thudc
chéng dong duong uéng va nguy co chay mau do lam giam su di hoa cta nhing thudc nay & gan.

Cén luu y y khi két hop véi: 5-Fluorouracil: lam tang dc tinh ctia 5-FU do lam giam thanh thai cia thudc nay.
PHU NU MANG THAI VA CHO CON BU

. Mang thai: vi c6 chira neomycin, c6 thé giy doc tinh ¢ tai hodc di vao méau, khong nén dung trong thoi ky
mang thai.

. Cho con bu: tranh st dung thudc nay trong trudng hop cho con bi.

LAI XE VA VAN HANH MAY MOC

Phai chu y vi thube nay cé thé gay chéng mit.

LIEU LUQNG VA CACH DUNG

DANH CHO NGUOI LON.

Puong am dao.

- Viém 4m dao do cac mam bénh nhay cam va viém 4m dao khong dac hiéu: 1 vién nén dat am dao mot lan hodc
2 lan/noay trong 10 ngay lién tiép, két hop vai diéu tri bang duong udng néu can thiét.

- Lam 4m vién thudc bang cach nhing vao nudc 20 dén 30 gidy trude khi dat. Bénh nhan nén gitr tu thé nim
trong vong 15 phut sau khi dat.

Chu yéu 1a diéu tri cung ltc ca 2 nguoi, bat ké c6 hodc khong c6 dau hiéu 1am sang.

TAC DUNG KHONG MONG MUON

Hiém gap: rdi loan da day-rudt lanh tinh: budn nén, miéng c6 vi kim loai, chan dn, co rat vang thuong vi, nén
mtra, tiéu chay.

Ngoai l¢:

- Di g (mé day, ngta), néng bimng, viém ludi voi cam giac kho miéng.
- Pau dau, chéng mt.

- Viém tuy c6 thé phuc hdi.

O lidu cao va/hodc trong truong hop diéu tri kéo dai:

- Giam bach ciu trung binh c6 thé phuc héi khi ngung thude. I sa

Zac de Montavas - 8 bis rue Colbert
91320 WISSOQUS
353 148 463 RCS PARIS
Siret 353 148 463 00048 - APE 514 N
Tél. : 01 6974 90 30 - Fax: 0169749031
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NEO-TERGYNAN®

VIEN PAT AM PAO

DOC KT HUONG DAN SU DUNG TRUGC KHI DUNG,
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC ST

- Bénh than kinh cam giac ngoai bién: thudng khoi khi ngung diéu tri.
Nude tiéu cta bénh nhan c6 thé ¢6 mau nau do do su hién dién cta nhing sic t6 tan trong nudc tao ra khi thude

duoc chuyen hoa.

THONG BAO CHO BAC SI NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG
THUOC.

Cic dic tinh dwgc lyc hoc

TAC NHAN CHONG NHIEM TRUNG TAI CHO (G: Hé sinh duc ni¢u va cac hormon sinh duc).

Metronidazol 1a mot téc nhan chéng nhiém khuan ho nitroimidazol.

Neomycin la mét khang sinh diét khuan ho aminoglycosid. /
Nystatin la mét tac nhan khéng nam polyen hoat tinh chu yéu chéng lai cac loai Candida.

PHO KHANG KHUAN

METRONIDAZOL

Néng do t6i han phéan chia chung nhay cam v6i ching nhay cam trung gian va ching nhay cam trung gian voi
ching dé khang a:

Nhay cam <4 mg/l va bé khang > 4 mg/1.

Tinh chét thay doi cua su dé khang cua vai loai vi khuin ddi voi metronidazol & Phap nhu sau:

Nhay cam: Helicobacter pylori (30%), Bacteroides fragilis, Bifidobacterium (60 —70%), Bilophila, Clostridium,
Clostridium difficile.

Clostridium  perfringens, Eubacterium (20 — 30%), Fusobacterium, Peptostreptococcus, Prevotella,
Porphyromonas, Veillonella.

Dé khang: Actynomyces, Mobiluncus, Propionibacterium acnes.

Tac dong khang ky sinh trang: Entamoeba histolytica, Giardia intestinalis, Trichomonas vaginalis.

NEOMYCIN

Tinh chét thay dbi cua su dé khang cta vai loai vi khun ddi v6i neomycin & Phap nhu sau:

Nhay cam: Corynebacterium, Listeria monocytogenes, Staphylococcus meti-S, Acinetobacter (chi yéu
Acinetobacter baumanii) (50 — 75%), Branhamella catarrhalis, Campylobacter, Citrobacter freundii (20 — 25%),
Citrobacter koseri, Enterobacter aerogenes, Enterobacter cloacae (10 — 20%), Escherichia coli (15 — 25%),
Haemophilus influenzae (25 — 35%), Klebsiella (10 — 15%), Morganella morganii (10 — 20%), Proteus mirabilis
(20 — 50%), Proteus vulgaris, Providencia rettgeri, Salmonella, Serratia, Shigella, Yersinia, Pasteurella.

Dé khang: Enterococci, Nocardia asteroides, Staphylococcus meti-R*, Streptococcus, Alcaligenes denitrificans,
Burkholderia, Flavobacterium sp., Providencia stuartii, Pseudomonas aeruginosa, Stenotrophomonas, Stric
aerobia bacteria, Chlamydia, Mycoplasma, Rickettsia. '

* Ty 1& dé khang d6i v6i meticillin vao khoang 30-50% déi véi nhom tu cau khudn va thuong gép hon & bénh
vién.

Cic ddc tinh dwgc dong hoc

Déi v6i metronidazol: Di qua nhe vao tudn hoan toan than sau khi dung qua dudng 4m dao. Thoi gian ban huy
trong huyét tuong tir 8-10 gio. Gan két voi protein huyét tuong thap dudi 20%. Khuéch tan nhanh vao phdi,
thén, gan, mét, dich nao tuy, da, nudc bot va dich tiét am dao. Chét nay qua dugc nhau thai va vao trong sira me.
Chuyen hoa chu yéu tai gan, hinh thanh hai chat chuyen héa oxy héa khong lién hop (5-30% hoat tinh). Bai tiét
chii yéu vao trong nuéc tiéu. Khoang 35-65% liéu duoc hip thu duoc bai tiét vao trong nude tiéu dudi dang
metronidazol hay dudi dang chét chuyén héa oxy héa.

BAO QUAN

Han ding: 36 thang ké tir ngay san xuit. Khong dung qua han ghi trén bao bi.
Bao quan noi kho réo, nhiét d khong qua 30°C.

Thubc nay chi diang theo don ctia bac si.

Tén va dia chi nha san xudat

Sophartex O sa

21 rue du Pressoir, 28500 Vernouillet — Phap , o

Chu s6 hitu gidy phép luu hanh trén thi truong Zac de Montavas - Sénrl\surge Colbert

Laboratoires BOUCHARA-RECORDATI Ll

70, Avenue du Général de Gaulle, 92800 PUTEUX — Phap Siret 353 148 463 00048 - APEST4N
s Tél. : 01 6974 90 30 -Fax: 0169749031
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