UC QUAN I

BOY

|

(

Ana
=t Gadn

" / !-'J/J

savncnnne/ snnnssnncal sesnasiteiiid

AUl

An ¢

X
1

b S W

VWHYHd Nd @
JAuoroy

=
g
=l

N

&
=
o

w
2
=
S

~
a
=
=,
=}
(=1
=

L'SDOXS'vYxszLa

wiyd 0eq ugu ugIA

OLXIAg YWYYHd Ad @

Bwgz | ejozepiuonayy / NI0000S2 WAwelds

|JAUOAOY

= Uo@ 08U | Ugg 90NY] Xy
-~
C” .........O..................
w.. 000000000 00C0OCCOIOGOOOOOOROOS® [ X X}
D“ 0000000 OCOOIOGOOIOOOOOOOD® (A X E XX Y]
==
[~™
:Bunp uey
;jenx ues Aefiy
“JBNX UBS 0] 0

Gunp 1y spnn Bunp ns uep Buony Ay aog

6826 002E'Y0 X245 i 84 e wey ex og

“ION BH ‘d1 "IBUL y9ByL udhny ‘ex Bunyg ex

‘120 30nD - JBUL YIBUL NON 2'9-FNJ 07 A4 ONYa 05
HNIA O01Hd 2000 NYHd 02 AL 9NGD “Bues yug yupn 9,08 Bnb Bugwy 9P 181U ‘0P 10N
B ] It}
YHYYHd Nd @ MY AN
*doy Buosy uaq Bunp ns uep Bupny 0} way
16} jen ueg “3YH) NLL INQHL 3¥D YA HNiG IHD BNOHD ‘NN HIYD
wiiyd 0Bq UaU UaIA
0LXnng VIWHYHA Ad @

bwsz | m_s%_cez\N\ NI000'0S. udAweds

|[AUOAOY

uog 08y | ueg 20Ny Xy

Jew wey Bugs 1gny

neyd nes uenyy waiyu Bunya ugiq Bugyd np in naig «
190D wey waia ey Buew uafny waip +

"NYD BYU WIIA +

‘Bugiw wain ‘Guel nonu wap +

“Bues uey) yuenb wain ‘uan wey uelb

Buonx yuenb oeq 21 ow wain ‘Aey waln ‘Bues ax dy +
:doy Buonsy oe wob auno 1eyd 6w gz| jozepiuogapy

1e3 9B0y yut) vew ‘yun ded Bugiw Sues Bunsy waiyy « Nl 000052 Wwokwesds

HNIGHO NN LOHOOAHL 9

|[AuoAoy

UgIA | NP BNA 90N B)

5

Spiramycin 7'

—
= &
=
W z
z ®




(29Nn41 ]A DN d0N41 1DW )HAd
bupw ugiy 1n da Apw pnd 131U
q ;ourdppaonp bunp uby ‘of o

JAuoroy " wigyu 1p



7 2y = )
547 5£

TO HUONG DAN SU DUNG THUOC
1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. Tén sin phim: ROVONYL
2. Cic khuyén cdo
Thong bio ngay cho bac sy hodic dwge si nhitng tic dung khong mong muén
gip phai khi sir dung thude
Doc ky huéng din sir dung trwée khi dung
Pé xa tim tay tré em
Thudc ban theo don

3. Thanh phan: Cho 1 vién:

Spiramycin 750 000 TU
Metronidazol 125 mg
Ta dugc vd 1 vién

(Ta dwoc gom: Microcrystalline cellulose 101, Pregelatinized starch, Sodium starch glycolate,
Povidon K30, Crosscarmellose, Magnesi stearat, Hypromellose E606, Hypromellose E615,
Propylen glycol, Bét talc, Tian dioxyd, Pham mau Ponceau 4R lake, Phim mau Erythrosin
lake)

4. M6 ta san phim: Vién nén bao phim ¢6 mau do, hinh tru, canh va thanh vién lanh ln
5. Quy cich déng goi: Hop 2 vi x 10 vién
6. Thudc ding cho bénh gi:
- Nhiém tring ring miéng cép tinh, man tinh hoic téi phat cu thé gdm cac truong hop:
+ Ap xe rang, viém tdy, viém mé té bao quanh xuong gian ham trén, viém quanh than
rang.
+  Viém nudu rang, viém miéng.

+  Viém nha chu.

+ Viém tuyén mang tai, viém ham duéi. f ;
- Diéu tri du phong bién chimg nhiém khuan sau phiu thuat riang hi%%
7. Nén dung thudc nay nhw thé nao va lidu Iwgng: \
Liéu ding:
- Nhiém tring rdng miéng cép tinh, man tinh hoic tai phat:
Nguoi 16n:
4-6 vién/ngay, chia lam 2-3 14n, uéng trong bira an.
Trudng hop ning, liéu c6 thé i 8 vién/ngay.
Tré em:
Tréem tir 6 dén 10 tudi: 2 vién/ngay, chia lam 2 lan, udng trong bita an.

Tré em tir 10 dén 15 tudi: 3 vién/ngay, chia lam 3 lan, udng trong bita an.
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- Diu tri du phong bién chimg nhiém khuan sau phiu thudt rang ham mit:

Neuoi 1én:

4-6 vién/ngay, chia lam 2-3 l4n, uéng trong bira an.

Tré em:

Tré em tir 6 dén 10 tudi: 2 vién/ngay, chia lam 2 1an, udng trong bita an.

Tré em tir 10 dén 15 tudi: 3 vién/ngay, chia 1am 3 lan, udng trong bixa an.

Cich ding:

Ubng thude voi mdt cde nude dy va udng trong bira an.

8. Khi nao khéong nén ding thudc nay:

- Qua man cam véi céc dan chat imidazol va/hodc spiramycin va/hodc ta duoc ¢6 trong thanh
phén.

- Qué man cam hodc khong dung nap véi gluten, vi ¢6 sy hién dién cua tinh bot mi (gluten).

- Tré dudi 6 tudi (do dang bao ché khong thich hop).

- O nguoi, do than trong, tranh dung Rodogyl trong 3 thang dau thai ky vi Rodogyl qua dugce
nhau thai.

- Metronidazol va spiramycin qua sira me, tranh str dung Rodogyl trong ltic nudi con bu.

- Khéng dung cting véi cdc ché pham c6 disulfiram hoic alcohol( xem phan twong tac thudc)
9. Tac dung khong mong muén:

»> Lién quan dén Spiramycin:

Spiramycin hiém khi gdy tc dung khong mong muén nghiém trong.

Thuong giap, ADR > 1/100

- Tiéu héa: Budn nén, nén, ia chay, kho tiéu (khi dung duong udng).

ft gap, 1/1000 < ADR < 1/100

- Toan than: Mét moi, chay mau cam, dé md héi, cam giac de €p nguc., ‘
- Di cam tam thoi, loan cam, lao déo, dau, cing co va khép néi, cam gide nf}n‘g\m{néng do
bimng. (i

- Tiéu héa: Viém két trang cép.

- Da: Ban da, ngoai ban, may day.

Hiém gap, ADR < 1/1000

- Toan than: Phan (g phan vé, bdi nhiém do dung dai ngay thudc ubng spiramycin.

> Lién quan dén Metronidazol:

Téc dung khong mong mudn thudng phu thude vao lidu dung. Khi ding liéu cao va lau dai sé
lam tang tdc dung co hai.

- Téc dung khéng mong mudn thudng gip nhét khi udng metronidazol 1a budn non, nhire dau,

chan an, kh6 miéng, c6 vi kim loai rat khé chiu. Cac phan umg khong mong muodn khac &
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dudng tiéu hoa cua metronidazol 12 ndn, ia chay, dau thuong vi, dau bung, tdo bon. Cac tac
dung khong mong mubn trén dudng tiéu héa xay ra khoang 5 - 25%.
Thudng gép, ADR > 1/100
- Tiéu hoa: Budn ndn, ndn, chan an, dau bung, ia chay, c6 vi kim loai khé chiu.
It gap, 1/1000 < ADR < 1/100
- M4u: Giam bach cau.
Hiém gap, ADR < 1/1000
- Mau: Mét bach cau hat.
- Thén kinh trung wong: Con dong kinh, bénh da ddy thn kinh ngoai vi, nhirc diu.
- Da: Phdng rop da, ban da, ngua.
- Tiét niéu: Nude tiéu sAm mau.
Xir tri cac ADR:
Néu xudt hién cdc triéu chimg tac dung khéng mong muédn trén dudmg tiéu héa nhu budn ndn,
non, ia chay... cang ngay cang nang thi can ngimg thude va hoi ¥ kién cua béc si diéu tri.
Néu xudt hién cac ddu hiéu nhu phat ban, may day, phan img phan vé thi nén ngimg sir dung
thude va dua dén co sé v té noi gan nhit.

Thong bdo ngay cho bdc sy hodc dwgc si nhitng tic dung khong mong muén

gdp phdi khi sir dung thuéc

10. Nén tranh dung nhirng thudc hoic thue phim gi khi dang dung thuédc nay?
> Lién quan dén Spiramycin:
- Dung spiramycin dong thoi véi thude udng ngira thai s& lam mét tac dung phong ngtra thu

thai.

> Lién quan dén Metronidazol:

- Metronidazol ting téc dung thudc udng chéng dong mau, dic biét warfarin, §\1\1\\a§/trénh
ding cuing ltc. \

- Metronidazol c6 tic dung kiéu disulfiram. Vi vay khéng dung dong thoi 2 thudc nay dé
tranh tdc dung doc trén than kinh nhu loan than, 14 13n.

- Diing ddng thoi metronidazol ¢6 thé gdy nong bung mit, budn nén, tang nhip tim.

- Dung ddng thdi metronidazol va phenobarbital 1am ting chuyén héa metronidazol nén
metronidazol thai trir nhanh hon.

- Duing metronidazol cho ngudi bénh dang c6 nong dé lithi trong méu cao (do dang dung lithi)
s& 1am ndng d¢ lithi huyét thanh ting lén, gdy doc.

- Metronidazol ting tic dung ctia vecuronium la mét thude gidn co khong khir cuc.

11. Cén lam gi khi mét lin quén khéong dung thude:

C6 thé ubng lai theo ding liéu dé chi dan.



12. Cin bio quan thudc nay nhu thé nao: Noi kho, nhiét do dudi 30°C, tranh anh sang.

13. Nhirng d4u hi¢u va triéu chirng khi dung thuéc qua liéu:

Qud liéu:

> Lién quan dén Spiramycin:

Chua c6 thong tin

> Lién quan dén Metronidazol:

Metronidazol udng mot lidu duy nhét t6i 15 g dd dugce bao cdo. Triéu chimg bao gdm budn
ndn, nén va mét didu hoa. Tac dung ddc than kinh gdm ¢6 co giat, viém day than kinh ngoai
bién da duoc bdo cdo sau 5 t6i 7 ngay dung liu 6 - 10,4 g cach 2 ngay/lan.

14. Cin phai lam gi khi dung thuc qua liéu khuyén cso:

- X tri:

Piéu tri: Khong ¢6 thudc giai doc dac hiéu. Didu tri triéu chimg va hd tro.

15. Nhirng diéu cin than trong khi ding thudc nay:

15.1. Cdc tinh trang can thin trong khi ditng thuéc.

> Lién quan dén Spiramycin:

- Nén than trong khi dung spiramycin cho ngudi ¢é rdi loan chire ning gan, vi thudc co thé
gdy doc gan.

> Lién quan dén Metronidazol:

- Metronidazol c6 tac dung tic ché alcol dehydrogenase va cac enzym oxy hoéa alcol khac.
Thude ¢6 phan tng nhe kiéu disulfiram nhu néng bimg mit, nhire dau, budn non, ndn, co
ctmg bung va ra md hai.

- Metronidazol c6 thé gy bt dong xoin khuén (Treponema pallidum) tao nén phan ng
duong tinh gia ciia nghiém phap Nelson.

- Dung liéu cao metronidazol diéu tri céc nhidm khuén ky khi va diéu tri bénh do Awrn va do
Giardia c6 thé gay rdi loan tang mdu va cac bénh thin kinh thé hoat dong.

15.2. Cdc khuyén cdo ditng thuéc cho phu nit ¢ thai va cho con bii

Thoi ky mang thai

» Lién quan dén Spiramycin:

Spiramycin di qua nhau thai, nhung néng do thudc trong méu thai nhi thip hon trong mau
ngudi me. Spiramycin khong gy tai bién khi dung cho nguoi dang mang thai.

> Lién quan dén Metronidazol:

Metronidazol qua hang rao nhau thai kha nhanh, dat duoc mot ty 18 néng do gitra cuéng nhau
thai va huyét twong me la xap xi 1. Mic du hang nghin ngudi mang thai da ding thube, nhung

chua thiy ¢6 théng bdo v& viée gdy quai thai. Tuy nhién cing cé mét sé nghién ctru da thong



bao nguy co sinh quai thai ting khi ding thudc vao 3 thang diu cua thai ky. Do d6 khong nén
dung trong thoi gian dau khi mang thai, trir khi bit bude phai dung.
Thoi ky cho con bi
> Lién quan dén Spiramycin:
Spiramycin bai tiét qua sita me v&i ndng do cao. Nén ngung cho con bu khi dang diing thudc.
% Lién quan dén Metronidazol:
Metronidazol bai tiét vao sita me kha nhanh, tré ba cé thé cé ndng d6 thudc trong huyét tuong
bing khoang 15% ndng d6 & me. Nén ngimg cho bu khi diéu tri bing metronidazol.
15.3. Anh hwéng ciia thuéc ddi véi cong viéc (Nguoi vdan hanh mdy mdc, dang ldi tau xe,
nguwoi lam viéc trén cao):
Thube ¢6 kha ning gay chong mit, 16 13n, a0 giac hodc co gidt do d6 khong dwoc van hanh
mdy méc tiu xe khi xuét hién cac tridu trimg nay.
16. Khi nao cin tham vén bdc sy:
Khi gap bat ki tac dung khdng mong muén hoiic qué liéu can dén gap ngay béc s7 dé tham van.
Néu can thém thong tin xin héi ¥ kién bac s§ hodc dugce si
17. Han dung: 36 thang ké tir ngy san xuét.
18. Tén, dia chi ciia co sé sin xuit:
Nha san xudt Nha phén phéi
Cong ty C6 phin Dugc Phiic Vinh Céng ty C6 phin Dwoc Phiic Vinh
Dia chi: L6 CN4-6.2 Khu cong nghiép Thach  Dia chi: L6 CN4-6.2 Khu cdng nghiép Thach
Thét — Quéc Oai, xa Phung X4, huyén Thach Thét — Quéc Oai, xd Phung X4, huyén Thach
Thét, thanh phd Ha Noi. That, thanh ph Ha Nbi. /
Dién thoai: 04.35599908 Fax: 04.35592948 Dién thoai: 04.35599908 Fax: 04. %%8

19. Ngity xem xét sira ddi, cdp nhat lai ndi dung t& hwéng din si dung thuée

II. HUONG DAN SU DUNG THUOC CHO CANBO Y TE

1.Thuée ké don

2. Han dung: 36 thang ké tir ngdy san xuét.

3. PAC TiINH DUQC LUC HOQC:

Rovonyl 14 thube phéi hop spiramycin, khang sinh ho macrolid, va métronidazol, khang sinh
ho 5-nitroimidazol, dic tri cdc bénh nhiém tring ring miéng.

Phé khdng khudn:

Hoat tinh khang khuén cta spiramycin trén cc vi khudn thuong gy bénh ving rang miéng

nhu sau:

\
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Vi khudn nhay cam: Lién cAu khuén khong phai D, phé cdu khuén, mang nio cdu, Bordetella
pertussis, Actinomyces, Corynebacterium, Chlamydia va Mycoplasma. Vi khuin khéng trung
gian: Tu cdu khudn, 1au ciu khuan, lién ciu khuin D, Haemophilus influenzae. Vi khuin dé
khéng: Truc khuan hiéu khi Gram (-).

Hoat tinh khang khudn ctia métronidazol trén cac vi khuin thudong gdy bénh ving ring miéng
nhu sau:

Vi khuin nhay cam: Truc khudn ky khi bat budc nhu Clostridium, C. perfringens,
Bifidobacterium bifidum, Eubacterium, Bacteroides fragilis, Melaninogenicus, Pneumosintes,
Fusobacterium, Veillonella, Peptostreptococcus va Peptococcus. Vi khudn khéng trung gian:
Propionibacterium acnes, Actinomyces, Arachnia. Vi khuan dé khang: Truc khuin ky khi
khong bit budc, truc khudn hiéu khi.

Tac dung hiép lyc: MIC ciia 2 hoat chét riéng 1¢ hogc khi phdi hop cho thdy c6 su hiép ddng
tac dung trén mét sé chung vi khudn nhay cam. Cu thé trén ching B. fragilis, ndng do uc ché
t6i thiéu khi phéi hop cua spiramycin giam khoang 16 14n va ctia metronidazol giam khoang 4

1dn so v&i dang don thanh phan.

MIC (tinh bang mg/ml)

melaninogenic fragilis
Bacteroides
Metronidazol 0,25 0,5
Metronidazol + spiramycin 0,125 mg/ml 0,062 0,125
Spiramycin 2 32
Spiramycin + metronidazol 0,125 mg/ml 0,125 ZW

Tinh tinh khdng thuéc:

Lién quan dén spiramycin:

Ty 1€ khéang spiramycin phu thudc vao mdi ving dia Iy va théi gian sir dung tai do, do d6 dé
diéu tri thudc hop 1y nhét can nén tham khao ty 18 khéng spiramycin dbi voi céc chang va thoi
gian sir dung khéng sinh nay tai noi diéu tri cho bénh nhan, dic biét khi can diéu tri cac nhidm
khuan ning.

Céc chung da xdc dinh khang spiramycin nhu:

Vi khuan hiéu khi gram i

Corynebacterium jeikeium

Nocardia asteroids

Vi khudn hiéu khi gram (-):



Acinetobacter

Enterobacteriaceae

Haemophilus

Pseudomonas

Vi khuan ky khi:

Fusobacterium

Khéc:

Mycoplasma hominis

O nhitng noi ¢6 murc khang thudc rit thip, spiramycin ¢6 tac dung khang cdc ching Gram
duong, céc ching Coccus nhu Staphylococcus, Pneumococcus, Meningococcus, phan lén
chung Gonococcus, 75% chung Streptococcus, va Enterococcus. Cac chung Bordetella
pertussis, Corynebacteria, Chlamydia, Actinomyces, mdt sb ching Mycoplasma va
Toxoplasma ciing nhay cam véi spiramycin. Tuy nhién tac dung ban dau nay d bi suy giam
do sir dung lan tran erythromycin & Viét Nam.

Pi ¢ théng bao vé su khang chéo giira spiramycin, erythromycin va oleandomycin. Tuy
nhién, cac chiing khéng erythromycin déi lic van con nhay cam véi spiramycin.

Lién quan dén metronidazol:

Tuong tw nhu spiramycin, ty 1é khang metronidazol phu thudc vao mdi ving dW thoi
gian sir dung tai d6, do do6 dé diéu tri thudc hop 1y nhit cin nén tham khao (ty 1¢ khing

metronidazol ddi véi cac chung. Céc chiing da x4c dinh khang metronidazol nhu:

Vi khuén hiéu khi gram (+):

Actinomyces

Vi khuan ky khi:

Mobiluncus

Propionibacterium acnes

Khac:

Entamoeba histolytica

Giardia intestinalis

Trichomonas vaginalis

M0t sb truomg hop khang thude hiém gap hon da thdy bio céo véi Bacteroidesyragilis va céc
vi khudn ky khi khi diéu tri dai ngay. Nghién ctru cho thdy cac ching khang metronidazol
chira it Ferredoxin mot protein cd tac dung xuc tac khir hdéa metronic c6 trong cac chung nay.
C¢ 18 vi Ferredoxin giam nhung khong hoan toan nén truong hgp cac ching vi khuén khang
thudc van c6 thé dap tmg khi ding metronidazol liéu cao va kéo dai.

4. PAC TINH DUQC PONG HOC:



» Lién quan dén Spiramycin:

Spiramycin dugce hdp thu khong hoan toan & dwomg tiéu hoa. Thube udng duge hép thu
khoang 20 - 50% lidu sir dung. Néng d6 dinh trong huyét twong dat duoc trong vong 2 - 4 gioy
sau khi uéng. Nong d dinh trong huyét tuong sau khi udng lidu 1 g hodc truyén tinh mach
1,5 triéu don vi dat dugc twong ung la 1 microgam/ml va 1,5 - 3,0 microgam/ml. Nong do
dinh trong méu sau liéu don ¢6 thé duy tri duoc 4 dén 6 gid. Ubng spiramycin khi ¢6 thirc dn
trong da day lam giam nhiéu dén sinh kha dung cta thubc. Thire an lam giam khoang 70%
ndng dd t6i da cuia thude trong huyét thanh va lam cho thdi gian dat dinh chdm 2 gio.
Spiramyein phan bd rong khip co thé. Thudc dat nong dd cao trong phdi, amidan, phé quan
va cac xoang. Spiramycin it thdm nhép vao dich ndo tuy. Thudc udng spiramycin c6 thoi gian
ban thai pha phan bd ngén (10,2 + 3,72 phit). Thoi gian ban thai pha thai trir trung binh 14 5 -
8 gi¢r. Thube thai trir chu yéu & mat. Nong do thudc trong mat 16n gip 15 - 40 lan ndng do
trong huyét thanh. Sau 36 gid chi c6 khoang 2% tdng lidu udng tim thay trong nude tiéu.

» Lién quan dén Metronidazol:

Metronidazol thuong hap thu nhanh va hoan toan sau khi ubng, dat téi ndong do trong huyét
tuong khoang 10 microgam/ml khoang 1 gi¢ sau khi ubng 500 mg. Mdi tuong quan tuyén
tinh gifra liéu ding va ndng do trong huyét tuong dién ra trong pham vi liéu tir 200 - 2000 mg.
Thé tich phan b6 xép xi thé tich nuéc trong co thé (0,6 - 0,8 lit’/kg). Khoang 10 - QOMégc
lién két voi protein huyét tuong. Metronidazol thAm nhép tét vao cac mod va dich coiithé, vao
nudc bot va sita me. Néng do diéu tri ciing dat duoc trong dich nio tuy.

Metronidazol chuyén hoa & gan thanh cac chat chuyén héa dang hydroxy va acid, va thai trir
qua nude tiéu mot phan dudi dang glucuronid. Céc chit chuyén héa vin con phdn nao tac
dung duoc ly.

Thoi gian ban thai trung binh trong huyét tuong khoang 7 gi¢. Thoi gian ban thai cua chit
chuyén héa hydroxy 14 9,5 - 19,2 gi® & ngudi bénh ¢6 chire nang than binh thudng. Trén 90%
lidu ubng dugc thai trlr qua than trong 24 gidy, chi yéu 1a céc chét chuyén héa hydroxy (30 -
40%), va dang acid (10 - 22%). Duéi 10% thai trir dudi dang chit me. Khoang 14% liéu ding
thai trir qua phén.

O ngudi bénh bi suy than, thdi gian ban thai cla chét me khong thay ddi, nhung thoi gian ban
thai cia chit chuyén hoa hydroxy kéo dai gAp 4 dén 17 lan. Chuyén héa metronidazol ¢6 thé
bi anh hudng nhiéu, khi bi suy gan ning. Metronidazol c6 thé loai khoi co thé co hiéu qua
bang thAm tach mau.

Su khuéch tan vao cac mo ving rang miéng:



Hai hoat chét thanh phan ctiia Rodogyl tdp trung trong nude bot, nudu va xuong 6 rang. Nong
do spiramycin va métronidazole (mg/ml hoic mg/g) do & ngudi 2 gidr sau khi ubng 2 vién

Rodogyl nhu sau:

Nong do Huyét thanh  |Nudc bot Nudu Xuong 6 rang

Spiramycin 0,68 +/-0,22 |1,54 +/-0,41 |[26,63 +/- 9,65 113,9+/- 41,16

35,03 +/-
Métronidazole . 15,32 +/- 3,16 |7,43 +/- 6,34 5,73 +/- 2,72

S. Chi dinh
- Nhiém tring ring miéng cép tinh, man tinh hodc tai phat cu thé gdm cac truong hop:
+ Ap xe ring, viém tdy, viém md té bao quanh xuong gian ham trén, viém quanh than
rang.
+  Viém nudu rang, viém miéng.
+ Viém nha chu.
+ Viém tuyén mang tai, viém ham dudi.

- Didu tri du phong bién chimg nhiém khuan sau phau thuét ring ham t

6. Liéu dang va cach dung

Liéu diing:

- Nhiém trung ring miéng cép tinh, man tinh hoic tai phat:

Ngudi 1én:

4-6 vién/ngay, chia lam 2-3 lan, udng trong bira in.

Trudng hop nang, lidu co thé téi 8 vién/ngay.

Tré em:

Tréem tir 6 dén 10 tudi: 2 vién/ngay, chia lam 2 14n, udng trong bita an.
Tré em tir 10 dén 15 tudi: 3 vién/ngay, chia 1am 3 1an, udng trong bira an.
- Pidu tri du phong bién chimg nhidm khuén sau phau thuat ring ham mit:
Nguoi 16n:

4-6 vién/ngay, chia lam 2-3 14an, uéng trong bira an.

Tré em:

Tré em tir 6 dén 10 tudi: 2 vién/ngdy, chia lam 2 1n, udng trong bita n.
Tré em tir 10 dén 15 tudi: 3 vién/ngay, chia 1am 3 1an, uéng trong bita an.
Cdch dung:

Ubng thudc v6i mot cbe nude diy va ubng trong bita in.

7. Chéng chi dinh



- Qua min cam véi cac din chat imidazol va/hodc spitamycin va/hodc td duge phdm mau
Ponceau 4R lake, phdm mau Erythrosin lake.

- Tré dudi 6 tudi (do dang bao ché khong thich hop).

- O nguoi, do than trong, tranh ding Rodogyl trong 3 thang ddu thai ky vi Rodogyl qua dugc
nhau thai.

- Metronidazol va spiramycin qua sita me, tranh sir dung Rodogyl trong ltic nudi con bu.

- Khong ding cing véi céc ché pham cé disulfiram hodc alcohol (xem phdn tuong tac thudc)
8. Cic trwdmg hop thin trong khi diung thube

8.1. Cdc tinh trang can than trong khi ding thudc.

> Lién quan dén Spiramycin:

- Nén thén trong khi ding spiramycin cho ngudi cé rdi loan chirc ning gan, vi thude co thé
gay doc gan.

> Lién quan dén Metronidazol:

- Metronidazol ¢6 tac dung trc ché alcol dehydrogenase va cac enzym oxy héa alcol khac.
Thubc ¢6 phan tmg nhe kiéu disulfiram nhu néng bimng mat, nhirc dau, budn nén, nén, co
ctmg bung va ra md hoi.

- Metronidazol c6 thé gy bit dong xoin khuan (Treponema pallidum) tao nén phan tmg
duong tinh gia cia nghiém phap Nelson. '

- Dung liéu cao diéu tri cic nhiém khuan 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.

8.2. Cdc khuyén cdo ditng thuéc cho phu nik cé thai va cho con bii

Thoi ky mang thai

» Lién quan dén Spiramycin:

Spiramycin di qua nhau thai, nhung nong d6 thudc trong mau thai nhi thap hon trong mau
ngudi me. Spiramycin khong gay tai bién khi diing cho ngudi dang mang thai.

> Lién quan dén Metronidazol:

Metronidazol qua hang rao nhau thai kha nhanh, dat duoc mét ty 1é ndng d6 giita cudng nhau
thai va huyét twong me 12 x4p xi 1. Mic di hang nghin ngudi mang thai da dung thude, nhung
chua thdy c6 théng bao vé viéc gdy quai thai. Tuy nhién cling ¢6 mot sé nghién ctru da thong
bao nguy co sinh quai thai ting khi ding thubc vao 3 thang dau ctia thai ky. Do d6 khéng nén
ding trong thoi gian dau khi mang thai, trir khi bit buge phai ding.

Thoi ky cho con bu

» Lién quan dén Spiramycin:

Spiramycin bai tiét qua sira me v&i ndng d6 cao. Nén ngimg cho con ba khi dang dung thude.

5> Lién quan dén Metronidazol:
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Metronidazol bai tiét vao sita me kha nhanh, tré bt cé thé c6 ndng do thude trong huyét tuong
bang khoang 15% nong d6 & me. Nén ngimng cho bu khi diu tri bing metronidazol.

8.3. Anh huwéng ciia thuéc déi véi cong viéc (Nguwoi van hanh mdy mdéc, dang ldi tau xe,
ngwoi lam viéc trén cao):

Thube c6 kha ning gy chéng mit, 14 14n, 4o gic hoic co giat do d6 khoéng dugce van hanh
may méc tau xe khi xudt hién cac tridu tring nay.

9. Twong tic ciia thude voi cic thude khéc va cée loai twong tac khac

> Lién quan dén Spiramycin:

Dung spiramycin déng thoi véi thude tranh thai dudng ubng co thé lam mat tac dung cua
thude tranh thai. Spiramycin trc ché hap thu cta carbidopa 1am gidm nong d6 levodopa trong
huyét tuong do d6 can giam sat 1am sang va diéu chinh liéu levodopa trong trudmg hop cén
thiét.

> Lién quan d¢én Metronidazol:

Metronidazol ¢6 tac dung kiéu disulfiram. Vi vay khong dung déng thoi 2 thude nay dé tranh
tac dung doc trén than kinh nhu loan than, 1a 14n.

Dung metronidazol véi alcol c6 thé gay hdi chimg cai ruou (néng bung, nén va tang nhip tim)
do d6 tranh dung thude hodc dd udng ¢ chira alcol.

Metronidazol lam giam chuyén héa do d6 gay tdng tac dung cta thude chén j‘(‘)% mau
duong ubng dic biét warfarin, lam tdng nguy co xudt huyét va vi vay tranh dung'‘cung luc.
Khi phai ding cung can giam sat prothrombin va INR, diéu chinh liéu khi dung cung va sau
khi ding thudc 8 ngay.

Dung dbng thdi metronidazol va phenobarbital lam ting chuyén héa metronidazol nén
metronidazol thai trir nhanh hon.

Duing metronidazol cho nguoi bénh dang ¢6 néng d lithi trong méu cao (do dang dung lithi)
s& 1am ndng d¢ lithi huyét thanh ting lén, gay doc.

Metronidazol ting tac dung cua vecuronium la mdt thude gifn co khong khir cuc.

Khi ding kém c6 thé gy giam thai trir va lam tdng doc tinh cta fluorouracil.

10. Téc dung khéng mong mudn

» Lién quan dén Spiramycin:

Spiramycin hiém khi gy téc dung khong mong mudn nghiém trong.

Thuong gép, ADR > 1/100

- Tiéu h6a: Budn ndn, ndn, ia chay, khoé tiéu (khi dung duong udng).

it gap, 1/1000 < ADR < 1/100

- Toan thén: Mét méi, chdy mau cam, d6 mo hoi, cam gidc de ép nguc.

i)



- Di cam tam thoi, loan cam, lao dao, dau, cung co va khdp nbi, cam gidc nong rat, nong do
birng.

- Tiéu hoa: Viém két trang cép.

- Da: Ban da, ngoai ban, may day.

Hiém gap, ADR < 1/1000

- Toan than: Phan g phan v&, bdi nhiém do dung dai ngay thudc udng spiramycin.

> Lién quan dén Metronidazol:

Téc dung khong mong mubn thudmg phu thude vao lidu dung. Khi dung liéu cao va lau dai s&
lam ting tac dung co hai.

- Tac dung khéng mong mudn thudng gip nhat khi udng metronidazol 1a budn nén, nhire dau,
chan an, kho miéng, cé vi kim loai rat kho chiu. Cac phan ung khong mong muén khic &
dudng tiéu héa ctia metronidazol 1a ndn, ia chay, dau thugng vi, dau bung, tdo bon. Cac tac
dung khéng mong mubn trén dudng tiéu hda xay ra khoang 5 - 25%.

Thuong gap, ADR > 1/100

- Tiéu héa: Budn ndn, ndn, chan an, dau bung, ia chay, c6 vi kim loai khé chiu.

it gap, 1/1000 < ADR < 1/100

- Mau: Giam bach cu.

Hiém gip, ADR < 1/1000

- Méu: Mt bach cau hat.
- Thén kinh trung wong: Con ddng kinh, bénh da day than kinh ngoai vi, nhufé\'ﬁ%'/
- Da: Phéng rdp da, ban da, ngita. )

- Tiét niéu: Nude tiéu sAm mau.

Xir tri cac ADR:

Néu xudt hién cac triéu chimg tac dung khong mong muén trén duong tiéu héa nhw budn non,
ndn, ia chay... cang ngay cang ning thi can ngimg thudc va can nhic sir dung thude khac cling
chi dinh cho thich hop.

Néu xuét hién cac ddu hiéu nhu phat ban, may day, phan tmg phan vé thi nén nging st dung
thudc va xir tri theo quy trinh phan tmg phan vé cta thudc.

11. Qua lidu va cach xi tri

- Qud liéu:

> Lién quan dén Spiramycin:

Chua ¢6 thong tin

5 Lién quan dén Metronidazol:
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Metronidazol ubng mét lidu duy nhét t6i 15 g da duoc béo céo. Tridu chimg bao gém budn
nén, ndn va mat didu hoa. Téc dung ddc than kinh gdm c6 co giat, viém ddy than kinh ngoai

bién di duoc bdo céo sau 5 toi 7 ngay ding lidu 6 - 10,4 g cach 2 ngay/lan.

- Xur tri: m/

Diéu tri: Khéng co thube giai doc déc hiéu. Diéu tri triéu chimg va 1}0 Q.
Ngay 18 thang 07 nam 2017
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