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CO PHAN
XUATNHAP KHAU

MAU NHAN

1. Nhan tryec ti€p trén don vi déng géi nho nhat:
a). Nhdn vi 5 vién nén bao phim.

2. Nhan trung gian:

a). Nhdan hop 2 vi x 5 vién

nén bao phim.
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CONG TY CO PHAN XUKT NHAP KHAL Y TE DOMESCO

BE %A TAM TAY ClA TRE EM
BOC KY HUGNG DAN SU DUNG TRUBC KHI DUNG
DOMESCO MEDICAL IMPORT EXFORT JOINT-STOCK CORF

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE USE

65 Quic 6 30 - TP. Cao Linh - Bénp Thip

66 National road 30 - Cao Lanh City - Dong Thap Province
(Dat ching nhdn 10 3001 - 2008 & ISDAEC 17025)

(Achieved 150 9001 . 2006 & ISDAEC 1

Dorogyne

Spiramyein 1.500.000 1U

Metrenidazed 250 mg

|

THANH PHAN: Mi vign nén bao phim chia

-.1.500.000 W
250 mg

1 vi&n nén bao phim

= Metronidazol
~TA dugeviadl .o

CHi B|NH, CACH DUNG & LIEU DONG, CHONG CHI BINH,
TUONG TAC THUGE, TAC DUNG PHY VA NHONG DIEU CAN
LUU ¥: Xin doc trong tir hudng din si dung.

BAD QUAN: Dui 30°C, tranh anh sang truc tip
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Spiramycin 1.500.000 1U
Metronidazol 250 mg

"Dorogyne’
@

DOMESCO

2 vi x 5 vién nén bao phim
2 blisters x 5 film-coated tablets

GMP-WHO

COMPOSITION; Each film-coated tablet contams:

= SPIRMYEIN. oo 1.500.000 U
- Metronidazole e 250 Mg
- Excipients s.q one film-coated tablet

INDICATIONS, DOSAGE AND METHOD OF ADMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND
OTHER PRECAUTIONS: Read the package insert
STORAGE: Below 30°C. protect from direct light
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Spiramycin 1.500.000 U
Metronidazol 250 mg

IHOMESC

" Dorogy

4 vi x 5 vién nén bao phim

ne’

GMP-WHO

THANH PHAN: M3i vign nén bao phum chila

- SPIRMYCIN oo 1.500.000 U
- Metronidazol 250 mg
- Td dugc vira dd 1 vi#n nén bao phim
BAO QUAN: Dugdi 30°C, tranh dnh sdng tnic tigp

DKL e
TIEU CHUAN AP DUNG TCCS

CHi DINH, CACH DUNG & LIEU DUNG, CHONG CHI
BINH, TUONG TAC THUOC, TAC DUNG PHY VA
NHUNG BIEU CAN LUU ¥: Xin doc trong th huting din

sif dung [LL
BE XA TAM TAY CUA TRE EM
BOC KY HUONG DAN SU DUNG TRUAC KHI DUNG

4 blisters x 5 film-coated tablets

- Excipients s.q.f ane film-coated tablet
STORAGE: Below 30°C, protectfrom direct light

REGISTRATION NUMBER:
MANUFACTURER'S SPECIFICATION
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FETES Metronidazole 250 mg
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E78 =8 DOMESCO GMP-WHO
COMPOSITION: Each film-coated tablet contains INDICATIONS, DOSAGE AND METHOD OF
- Spiramycin .. 150000010  ADMINISTRATION, CONTRAINDICATIONS,
- Metronidazol .. 250 mg INTERACTIONS, SIDE EFFECTS AND OTHER

PRECAUTIONS: Read the package insart.

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE USE
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3. Toa huwéng din sir dung thude:

Toa huéng din sir dung thuéc

DOROGYNE®F

* Thénh phﬁn M3i vién nén bao phlm chira

- Metmmdazol s 230 mg
- Ta duge: Sta:ch 1500 Av1cel Powdcm Croscarmellose sodmm Magnesn stea:at Aerosﬂ Hydroxy propylmcthyl ccllulose 15¢P,
Hydroxypropylmethyl cellulose 6¢P, Polyethylen glycol 6000, Tale, Titan dioxyd..............cooooiiiiiiiinnnn vira du 1 vién nén bao phim

* Dang biio ché: Vién nén bao phim.

* Qui cdch déng goéi: [ LEV

- Hop 2; 4 vix 5 vién. )’

* Duge lye hoe:

La thubc phél hop gitra Spiramycin khang sinh nhom Macrolid va Metronidazol khang sinh nhém Nitro-5-midazol. dic trj cac bénh nhiém

tring ring migng.

Spiramycin

Spiramycin c6 téc dung kim khudn trén vi khuan dang phén chia té bao. O cac nong dé trong huyét thanh, thuoc ¢o tac dung kim khuén,

nhung khi dat nong dé & mé thuéc ¢o tac dung diét khudn. Co ché tac dung cua thudc 14 tic dung trén cdc tiéu don vi 50S cua ribosom vi

khufn va ngan can vi khuén tdng hop protein. Spiramycin ¢6 tdc dung khang cac ching Gram duong nhu Staphylococcus, Preumococcus,

Meningococcus, Gonococeus, Streptococcus, Enterococcus. Bordetella pertussis, Corynebacteria, Chlamydia, Actinomyces, Mycoplasma,

Toxoplasma.

Metronidazol -

- Metronidazol 14 mot dn chét 5 — nitro — imidazol, c6 phd hoat tinh rong trén dong vt nguyén sinh nhu amip, Giardia va trén vi khuan ky

khi.

- Co ché tac dung ciia metronidazol con chua that ro. Trong ky sinh trung, nhém 5 — nitro cua thudc bi khir thanh céc chat trung gian ddc vdi

té bao. Céc chit nay lién két véi cdu triic xoén cua phén tir DNA lam v& cdc sgi ndy va cudi cing 1am té bao chét, NOng do trung binh co

hiéu qua ctia metronidazol 1a < 8 microgam/ml ddi véi hiu hét c4c dong vét nguyén sinh va cac vi khun nhay cam. Nong do téi thiéu e ché

cac chang nhay cam khodng 0,5 microgam/ml.

- Metronidazol 14 mét thudc rdt manh trong diéu tri nhifm dong vat nguyén sinh nhu Entamoeba histolytica, Giardia lamblia va

Trichomonas vaginalis. Metronidazol di¢t khuan trén Bacferoides, Fusobacterium va cac vi khudn ky khi bét buge khac nhumg khang c6 tac

dung trén vi khugn i khi.

- Nhiém Trichomonas vaginalis diéu tri bing uéng metronidazol. Ca phu nir va nam gidi déu phai diéu tri vi nam giéi c6 thé mang mém

bénh ma khong c6 tri¢u chimg. )

- Metronidazol 1am cho hé vi khudn dm dao tré lai binh thuomg, khi bj viém ¢ tir cung/dm dao va khong tac dong trén hé vi khudn binh

thuomg & am dao.

- Metronidazol diéu trj tidu chay kéo dai va sit can do Giardia. Metronidazol 1a thube duge lwa chon dau tién dé diéu tri ly cép tinh va ap xe

gan niing do amip.

- Metronidazol téc dung tot chung Bacteroides nén thuong dung lam thude chudn dé phong bénh trude phiu thuat da day — rudt.

- Metronidazol dugc chon dung trong tiéu chay do Clostridium difficile.

* Duge djng hoc:

Spiramycin

- Spiramycin hap thu khong hoin toan & dudng tiéu hoa, thudc du'crc hép thu khodng 20 - 50% lidu sir dung. Néng d6 dinh trong huyét trong

dat trong vong 2 - 4 gir sau khi udng, Nong do dinh trong huyét tuong sau khi uong liéu 1g dat duge 1 microgam/ml. Uong spiramycin khi

¢d thire 4n trong da day lam giam nhiéu dén sinh kha dung ctia thude, Thire an lam giam khodng 70% ndng do tdi da ca thuoe trong huyét

thanh va lam cho thin gian dat dinh cham 2 glb

- Spiramycin phén b6 rong khép co thé, Thudc dat nong do cao trong phéi, amidan, phé quan va cac xoang. Spiramycin it thim nhdp vao

dich nfio tiy. Nnng d¢ thudc trong huyét thanh c6 tic dung kim khuén trong khoang 0,1 — 3,0 microgam/ml va néng dé thubc trong méd co

tac dung diét khuén trong khoang 8 — 64 microgam/ml. Spiramycin c6 thisi gian ban thai phan bé ngﬁn (10,2 £ 3,72 phit). Thoi gian ban thai

trung binhla5—-8 gu‘f Thuoc thai trir chu ycu & mat. Néng @6 thudc trong mat lén gﬁp 15 — 40 lan ndng dé trong huyét thanh. Sau 36 gib

chi co khoang 2% tong liéu udng tim thdy trong nurdc tiéu.

Metronidazol

- Metronidazol hap thu nhanh va hoan toan sau khi udng, dat toi néng do trong huyct tuong khoang 10 microgam/ml, khoang 1 gi¢r sau khi

uéng 500 mg. Mbi tuong quan tuyén tinh gilra lidu ding va nOng dj trong huyét turong dién ra trong pham vi liéu tir 200 — 2000 mg. Liéu

dung 13p lai cir 6 - 8 gity/lin s& gdy tich liy thudc. Thari gian ban thai cia metronidazol trong huyet tuong khodng 8 gids va thé tich phan b6

xﬁp xi thé tich nuoe trong co thé (0,6 - 0.8 litkg). Khoang 10 — 20% thudc lién két vai protein huyét trong. Metronidazol thim nhap tot vao

céc md va dich co thé, vao nude bot va sira me. Néng do diéu tri ciing dat duge trong dich ndo tiy.

- Metronidazol chuyen hoa & gan thanh cdc chét chuyén hoa dang hydroxy va acid, thai trir qua nude tiéu mét phan dudi dang glucuronid.

Céc chét chuyén hoa van con phin nao téc dung dugc 1y,

- Thoi gian ban thai trung binh trong huyét tuong khoang 7 git. Thoi gian ban thai cua chit chu}én hoa hydroxy la 9,5 — 19.2 gi& & ngudi

bénh ¢6 chirc niing than binh thudng. Trén 90% lidu uéng duge théi trir qua thin trong 24 gio, cha yéu la cac chat chuyén hoa hydroxy (30 —
40%), dang acid (10 — 22%). Dudi 10% théi trir & dang chat me, 14% liéu ding thai trir qua phén,

- O ngudi suy than thoi gian ban thai cua chét me khong thay ddi, nhung thoi gian ban thai cua chat chuyén hoa hydroxy kéo dai gip 4 — 17

lan. Chuyén héa cia metronidazol cé thé bj anh huéng nhiéu khi bj suy gan ning. Metronidazol co thé loai khoi co thé ¢6 hiéu qua bang

thdm tach mau.

* Chi dinh:

- Cac bénh nhim tring rang miéng cAp, man tinh hoac tai phat nhwr ap xe rang, viém tdy, viém mo té bao quanh xuong ham, viém quanh

thén ring, viém nu6u, viém nha chu, viém mi¢ng, viém tuyén mang tai, viém dudi ham. ..

- Phong c4c bénh nhiém khuén rang miéng sau phiu thuit,

* Chéng chi dinh:

- Qua man cam vdi imidazol hodc spiramycin, erythromycin.

- Tré dudi 15 tudi.

- Disulfiram, cdn.
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* Thén trong:

- Ngimg diéu tri, khi mat dléu hoa van dong, chong mit, 1n tim than,

- Luu ¥ nguy co co thé trim trong thém trang théi tim thin & ngudi bi bénh thén kinh trung wong va ngoai bién, 6n dinh hay tién trién,
- Tranh udng rugu (hiéu img antabuse). Theo ddi céng thire bach céu, néu trudng hop co tién str loan thé tang méau hogc diéu tri véi liéu
cao va kéo dai.

- Néu bj giam bach cdu, viée tlép tuc diéu tri hay khong tay thuge vao mirc d6 nhiém tring.

- Khong nén ding cho phu nir ¢6 thai trong 3 thang diu hodc dang nudi con bu.

- Thén trong khi dung spiramycin cho ngudi roi loan chirc nang gan vi thube co thé gay doc cho gan.

- Diing lidu cao diéu trj cdc nhidm khudn ky khi va diéu tri bénh do amip va do Giardia c6 thé gdy rdi loan tang mau va cac bénh than
kinh thé hoat dong.

- Metronidazol c6 thé giy bét dong Treponema pallidum tao nén phan tmg durong tinh gia ciia nghiém phap Nelson.

*Twong tic thube:

- Khi két hgp véi Disulfiram s& dan dén con hoang tudémg va rdi loan tdm thin.

- Thén trong khi phé: hop vai cac thudc chéng dong mau (warfarin), dﬁn cht cura khong khir cyre (Vecuronium), Fluoro-uracil.

- Metronidazol ¢6 thé lam tang ndng d¢ lithium huyét, lam bét dong xodn khuén, do do co thé lam sai két qua xét nghiém Nelson.

* Téc dung phu:

- Réi loan tiéu hoa nhir dau da day, budn non, nén mira, tiéu chay.

- Céc phan (mg dj img: ndi mé day.

- Vi kim loai trong miéng, viém ludi, viém mleng, giam bach ciu vira phai phuc héi ngay sau khi ngirng thude.

- Hiém khi chong mat, hién tugng mét diéu hoa van dong, di cam, viém da than kinh cam gidc va van dong do thoi gian diéu tri kéo dai.
Théng béo cho Bac si nhimg tic dung khdng mong mudn giip phai khi sir dung thube.

* Phu nir 6 thai va cho con bi:

- Thudc qua duge nhau thai, do d6 tranh ding thude trong 3 thang déu cia thai ky.

- Metronidazol va spiramycin qua sira me, do do tranh sir dung thudc trong thoi gian cho con bu.

* Thude khong dnh hwéng khi l4i xe va viin hinh mdy méc. il LP

* Ciich diing va lidu ding: Ding udng )/L /

* Uéng trong cac bira in.

- Ngudi 16m va tré em trén 15 tudi: 2 - 3 vién /ngay, chia 2 - 3 lan,

* Qui lidu va xir tri:

Metronidazol

- Metronidazol udng 1 liéu duy nhét t6i 15 g da dugc bao cdo. Triéu chimg bao gdm budn ndn, non va mét diéu hoa. Tac dung déc thin
kinh gom ¢é co gidt, viém ddy than kinh ngoai bién da dugc bao cdo sau 5 tdi 7 ngay ding lidu 6 - 10,4 g cach 2 ngay/ldn.

- Diéu tri: Khong c6 thudc giai doc dic hidu, didu trj triéu chimg va hd trg.

Spiramycin

Triéu chimg ciia qua liéu c6 thé bao gdm budn non, nén, tiéu chay. Bao ngay cho Bac si thong tin vé qua liéu spiramycin va dua bénh
nhén dén bénh vién,

* Khuyén cdo:

- Khéng dung thuéc qua han ghi trén nhan,

- Bge ky huéng diin sir dung trudce khi diing, néu cin thém thong tin xin hoi y kién Bac si.

- Thuuc néy chi ding theo don ciia Béc si.

- Dé xa tim tay tré em.

* Bio quin:

- Dudi 30°C, tranh 4nh séng true tiép.

- Han dung 36 thang ké tir ngay san xudt.

* Tiéu chufin d4p dyng: Tiéu chudn co s56.

QN Noi san xudt va phdn. phéi:
N({% CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
n:hm/r‘ o Dia chi : 66 - Quéc 16 30 - Phuong My Phi - TP Cao Lanh - Péng Thap

Bién thoai ; 067- 3859370- 3852278
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