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Amoxicilin [dudi dang Amaxizilin trihydrat)
Acid Clavulanic (dudi dang Clavulanat kali) 126mg
Té duge vd = " 1 vién nén bao phim
CHIBINHK, CHONG CHi BINH, CACH DUNG, LIEUDUNG VA
CAC THONG TIN KHAC:

Xem toa hudng din s dung oéntrong hop

500 mg

Rx

Thudc bén theo don

B §21 AUBINATIS PIRY - BUI H0S UNBIXOWY

Na1aonyy

COMPOSITION:
Amaxicillin (as Amoxicilliv trhydrate} ... e, 300 Mg
Clavulanic Azid (as Clavulanate potasium) -.125mg

Excipients g sto -1 film-coated czplet

INDICATIONS, CONTRA-INDICATIONS, DOSAGE, ADMINISTRATION
AND DTHER INFORMATION:
Ses the enclosed lzaflet in box

seydipig

Hop 2 vix 7 vién nén bao phim

MAU NHAN

BAO QUAN:

Not xhé, nhigt 46 khong qua 30°C, trann anh sang
B8 xa tdm tay tré em

©oc ky hudng dén s dung trude khi dlng
Fin nlt a0

CONG TY €8 PHAN DUYC - TRANG THIET B| ¥ TE BINH DINH (BIDIPHAR)
8 Nguybn a1 Moc, Fuong UL Truxg. Tham prd Guy Aon, 1N B 1M, V8t Nam

Bidiphar

A\UGBIDIE’

Amoxicilin 500 mg - Acid Clavulanic 125 mg

STORAGE:
In dry place temperature not excesding 30°G, protectzd from light

Keep out of reach of children
Read caretully the leaflet helore use

Munitacivred by
BINH DINH PHARMAGEUTICAL AND MEDICAL EQUIPIMENT JOINT STACK GOMPANY
486 Nquyen Tha Foc St Ouarg Trurg Ward Ouy Nron Oty Bah Dinh Pravnce, Veetnam
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AUGBIDIL
625

Amoxicin 500 mg
£ca Clavaame 28 mg

AUGBIDIL
Amocicin 500 mg 625

£ca Clavaanic 125 mg

AUGBIDI
oo 625

Acid Cavulanic 125 mg

AUGBIDIL'
625

Aroxiedn 500 mg
A% C avalane 125 mg
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AUGBIDIL
Amoxic In 500 mg 625

Azd Clasiarse 136 mg
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Ao Clavuloriz 136 mg
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Acid Clavularic 125 mg
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TO HUONG DAN SU DUNG THUOC CHO CANBO Y TE

AUGBIDIL® 625

Vién nén bao phim

trihydrat.........tuong duong 500mg

dlavulanat....tuong  duong  125mg  Acid

£ BINHIINR,
'E‘*iﬁ%)ngc: AU oo I vien

L, Magnesi stearal, Colloidal silicon dioxide,

dihdo’n VAG4, Microcel 102, Opadry while)
2. Dang bao ché: Vién nén bao phim
3. Duge lue hoce:
Nhom dwge [y: Khang sinh
Mi ATC: JOICRO2
Dicge Iy vér co ché tic dung:
- Amoxicillin 14 khang sinh ban tc*mg hop thude ho beta - lactam
¢6 phd diét khudn rong ddi voi nhiéu vi khudn Gram duong va
Gram dm do tic ché tdng hop thanh té bao vi khudn. Nhung vi
amoxicilin rél dé bi pha huy boi beta - lactamase, do do khong
6 tac dung déi vai nhitng chung vi khuén san sinh ra cac enzym
nay (ohidu chang  Enterobacteriaceae  va  Haemophilus
influenzae)
- Acid clavulanic do sur 1&n men cia Streptomyces clavuligerus,
¢6 cdu tric vong lactam gé"m giéng v01 penicillin, ¢é khd ning uc
ché beta - lactamase do phan 1én cic vi khudn Gram am va
Staphylococeus sinh ra. Dic biét nd ¢6 tac dung (re ché manh
c4c beta - lactamase truyén qua plasmid giy khang céc penicillin
va cdc cephalosporin, Ban théan acid clavulanic ¢6 tac dung khang
khuan rét yéu.
- Acid clavulanic gitp cho amoxicillin khong bi beta - lactamasc
pha huy, déng thoi mé rong thém phd khang khuin cua
amoxicillin mél cach hiéu qua dbi voi nhiéu vi khuin thong
thuong da khang lai amoxicillin, khang cdc penicillin khac va
cac cephalosporin.
C6 thé coi amoxicillin va clavulanat 1a thude diét khuén déi vei
cac  Pneumococcus, céc Streptococcus  beta  tan  mdu,
Staphylococcus (chung nhay cam véi penicilin khong bi anh
huong cua penicilinase), Haemophilus influenza va Branhamella
catarrhalis ké ca nhimg ching sén sinh manh beta - lactamase.
Tom lai phé diét khudn cia thube bao gém:
Vi khudn Gram duong: Loai hiéu khi: Streptococcus faecalis,
Streptococcus prewmoniae, Streptococcus
Sireptococcus viridans, Staphylococcus aureus,
Corynebacterium, Bacillus anthracis, Listeria monocytogenes.
Loai yém khi:  Cdc loai  Clostridium,  Peptococcus,
Peptostreptococeus.
Vi khudn Gram am: Loai hiéu khi: Haemophilus influenzae,
FEscherichia coli, Proteus mirabilis, Proteus vulgaris, cac loai
Kiebsiella, Salmonella,  Shigella,  Bordetella,
gonorrhoeae,  Neisseria — meningitidis,  Vibrio  cholerae,
Pasteurefla multocidda. Logi yém khi: Cic lodi Bacreroides ké& ci
B. fragilis.
4. Dugc dong hoc:
Amoxicillin va clavulanat déu hip thu d& dang qua duong udng.
Nong d¢ cua 2 chit nay trong huyél thanh dat (6i da sau 1 - 2 gi¢r
ubng thude. Véi lidu 250 mg s& c6 5 microgam/ml amoxicillin
va khoang 3 microgam/ml acid clavulanat trong huyét thanh.
Sau 1 git ubng 20 mg/kg amoxicillin + Smg/kg acid clavulanic,
s€ c¢0 trung binh 8.7 microgam/ml amoxicillin va 3.0
microgam/ml acid clavulanic trong huyét thanh. Su hiip thu cua
thude khong bi anh huong boi thire an va (5t nhét la udng ngay
tru¢e bira an.

pyrogenes,

Nelsseria

https://vnras.com/drug/

Kha dyng sinh hoe duong udng cua amoxicillin 1a 90% v cuu
acid clavulanic 1a 75%. Nua doi sinh hoe cua amoxicillin trong
huy Ctihanhla -2 210 va cua acid clavulanic 1a khoang | gio
55 - 70% amoxicillin va 30 - 40% acid clavulanic dugce that qua
nude tiu dudi dang hoat dang. Probenecid kéo dai thoi gian dioo
that caa amoxicillin nhung khong dnh huwong dén su dio thai cua
acid clavulanic.
5. Quy cach dong goi: Hop 02 vi x 07 vién nén bao phim
6. Chidinh:
Didu trf trong thi gian ngdn cac truong hop nhidm khuan suu.
- Nhiém khudn ngng dudng ho hip wén: Vidm amidan. vién
xoang, viém tai gita da dugc diéu tri bang cdc khing sinh thong
thuong nhung khong do.
- Nhiém khudn duong ho hip duéi boi cic chang /1 influen: ae
va Branhamella catarrbatis san sinh beta - lactamase: Viem phe
quan cﬁp va man. viém phdi - phé quan.
- Nhidgm khudn nang duong tiét niéu - sinh duc boi cic chang
L.coli, Kiebsiella va Enrerobacier san sinh: Vitm bang quang.
viém niéu dao, viém bé than (nhidm khuan duong sinh due nu)
- Nhiem khudn da va md mém: Mun nhot. ap xe. nhidm khuan
vit thuang.
- Nhiém khudn xuong va khop: Viem wy xuong,
- Nhiém khudn nha khoa: Ap xe 6 rang
7. Liéu lwong va cach dung:

* Nguwoi ton va tré em > 40kg
- Truong hop nhiém khudn thieong: 1 vién/ lin, udng nhicu |
méi lan cich nhau 12 ai0.
- Truong hop nhiém khudn nang: 1 vién/ ln. u(‘)ng nhicu li
méi lan cich nhau 8 gio.

= Iré em < 40kg:Vién nén bao phim Augbidil 625 Khonp
dwoc chi dinh sir dung cho tré em < 40ke. Khuyén cio ditu ui
cho tré bing dang thude goi hodic hdn dich udng.
- Diéutri khong duoe vurot qua 14 ngay ma khong kham lai.
- Khi ¢0 ton thuong thin, phai thay déi lidu va/ hode so 1an ch
thudc dé dap tmg vai ton thuang thin.
- Suy than: dua vao dé thanh thai creatinin.

Do thanh thisi o

Liéu \
creatinin (ml/phiit)

|
\
I
|
|
|

> 30 ml/phat Khong ¢in didu chinh lidu

o isdén-30 | Lidu 'Iﬁﬁinrg{_ 1I‘1'L|:(1:11;J‘. chocach 18
ml/phut 20 gio/

CTu 5dén-1s Liéu thon cich 20 -
ml/phit 36 gio/ lan

< 5 ml/phat (nguoi Lidu lhunu thr(mU. cho cich 18

Lon) 2id/ lan ‘

- Thdm phan mau: 25 mg/ke timg 24 gi(}ThC"!:—lilnii‘nAB(\ sung
12,5 mg/kg. sau khi thim phan, tiép sau do 1a 25 mg/kp/ngay.

* Cach ding:
- Udng thude ngay trude bira an dé giam thiéu hién trong khong.
dung nap thude o da day - rujt.
- Khong ding thude qua 14 ngay ma khéng kiém tra sem ¢t lai
cdch diéu tri.
8. Sir dung cho phu nir ¢é thai va cho con b
- Thoi ky mang thai: Nghién ctru thue nghiém vén qua vinh sing
san cia chudt da chimg minh khi ding ¢hé pham theo duong
ufmg vi liém déu khong giy di dang. Tuy nhién. vi con it kinh
nghidm vé dimg ché phim cho nguai mang thai. nén ¢ wank:
st dung thude o ny_um mang thai nhit 14 rong 3
truong hop can thiét do llm} thudc chi dinh

thing dau.

- Thot by cho con b Trong thot ky cho con bl e thé ding ehid
pham. Thude khong gy hai cho tré dang bt me trie khi cd neas
co bi man cam do ¢o mot luronyg riit nho thude rong si.

9. Tac dong cha thude khi lai xe va viin hinh iy

- Khong anh hwong gi khi lar xe, vin hanh may.

/
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10. Ching chi dins:

- Di tmg v&i nhém beta - lactam (cdc penicillin  va
cephalosporin).

- Can chii ¥ dén kha nang di (mg chéo vdi céc khang sinh beta -
" lactam nhu cie cephalosporin. Cha ¥ dén nguoi bénh c6 tién st
vang da/ rdi loan chirc ning gan do ding amoxicillin va
clavulanat hay céc penicillin vi acid clavulanic gdy tang nguy co
r mit trong gan.

11. Thin trong:

- D6i v6i nhitng ngudi bénh ¢d biéu hién réi loan chic ning
gan: Céc diu hiGu va triéu chimg vang da t médt tuy it xay ra khi
ding thude nhung ¢é thé nang. Tuy nhién nhimng triéu chimg do
thuong héi phuc dugc va s¢ hét sau 6 tudn ngung diéu tri.

- Bdi voi nhimg ngudi bénh suy than trung binh hay nang cin
chi y dén lidu dung. Khong nén s dung Aughidil®625 cho
bénh nhan suy thin nidng ( dd thanh thai creatinin < 30ml/phat).
- Pbi voi nhimg ngudi bénh ¢d tién s qua man véi cdc
penicillin ¢6 thé c6 phan ung nang hay tr vong.

- Béi voi nhimg ngudi bénh dung amoxicillin bi man dé kém sét
nodi hach.

- Dung thude kéo dai doi khi lam phat trién céc vi khudn khéng
thude.

- Phai dinh ky kiém tra chirc ning gan, than trong sudt qua trinh
diu tri; cé nguy co phét ban cao & bénh nhén tang bach cau don
nhén nhiém khuén.

12. Twong tac thude va cde loai twong tic khac:

- Thude co thé pdy kéo dai thoi gian chay mau va déng méu.
Vi vity cin phii cén than dbi voi nhing nguoi bénh dang didu i
bang thudc 011611g dong mau (wafarin)

- Gibng cic khang sinh ¢6 phd tac dung rong, thube co thé lam
giam hidu qua cia cac thude tranh thai udng, do dé cin phai bio
truoce cho nguol bénh.

- Nifedipin lam tang hip thu amoxicillin.

- Bénh nhin tang acid uric néu dung allopurinol cing
amoxicillin lam tang kha nang phét ban; c& su dbi khang giira
khang sinh amoxicillin véi cac khang sinh kiém khun:
amoxicillin lam giam bai tiét methotrexat.

- Probenecid khi uéng ngay trude hojc ddng thoi vdi
amoxicillin lam giam thai trir amoxicillin, tir dé lam tang ndng
do amoxicillin trong mau.

https://vnras.com/drug/

13. Téc dung khéng mong mudn:

Vi liéu binh thirong, tic dung khoéng mong mubn thé hién
rén 5% so nguaoi bénh,

- Thuong gdp. Ticu chiy. Neoai ban, ngira.

- It gdp: Tang bach cau @i toan. Budn non. non. Viem euan v
vang da o mdt. tang transaminase. Co thé nang va kéo dii rong
vai thang. Ng(ra, ban do, phdt ban

- Hiém gdp: Phan tng phan v&, phit Quincke. Giam nhe tiéu
cau, giam bach cu, hidu miu tan mau. Viem dui rang gia mye.
HOi chimg Stevens - Johnson. ban do da danp. viém da bonp
hoai tir bidu bi do ngd ddc. Viém thin ke
14. Qua lidu va cach xi uri:

- Qua liéu. Dung qud lidu. thude it gdy ra tai bicn. vi duoc dung
nap 18t ngay ca & liéu cao. Tuy nhién noi chung nhimg phan (ng
C'f’lp xdy ra phy thuge vao tinh trang qua man cua wng ca the,
Nguy co chdc chdn 1a ting kali huyét khi dang Tidu rit cao vi acid
clavulanic duge ding duai dang mudi kali.

- Xar £y Ding phuone phap thim pham mau dé logi thude ra

Kkhoi win hoan.
Thong bdo cho Bic st nlitng tic dung khong imong
mudn gap phdai khi siv dung thudc.
15. Cic diu higu ¢in luu ¥ va khuyén cio:
Chua tim thl)' thém du Li¢u ¢ho ndi dung ndy.
Han ding: 36 thing Ké tir ngdly san xuiL
Bio quan: Noi kho, tranh dnh sing. nhi¢t d¢ khong qua 30'C
Dé xa tam tay cuia tré em.
Doc ki hwdng din sii dung truée khi ding.
Thudc nay chi ding theo don ciia bic s ).
Néu ciin thém thdng tin, xin hoi kién Bic sf.
Ngay xem xét sua dii, ¢dp nhit lai ndi dung huwong din so
dung

Cong ty san xuit

CONG TY CO PHAN DUGC - TTBYT BINIT DINII
(BIDIPHAR)

498 Neuyén Thai Hoc, P. Quang Trung. Tp. Quy Nhon, unh
Binh Dinh, Viét Nam

T 056.3846500 - 3846040 = Fax: 056.38468406
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- Doc ky hi;dng dan sir dung triedc khi dung.

- Thube nay chi dwoc dimg theo don cua bdc sy
- Théng bdo cho dwoc sy hodc bdc sP¥ nhitng tdc dung khong mong muon gap phai khi sie
dung thuée.

1. Thanh phin ham lrong cia thude

- Hoat chét:
Amoxicillin trihydrat.........tuong duong 500mg Amoxicillin
Potassium clavulanat....tuong duong 125mg Acid clavulanic
-Tadugc: viradl.....oooeeeveen. 1 vién

(Kollidon CL, Magnesi stearat, Colloidal silicon dioxide, Kollidon VA64., Microcel 102.

Opadry white)

2. M ta san pham

Vién nén dai bao phim méu tring, hai mit nhin bong, hoi 161, khong nut canh.
3. Quy cach dong goéi

Hop 02 vi x 07 vién nén bao phim.

4. Thubc ding cho bénh gi?

“}
il

Diéu tri trong thoi gian ngan cdc truong hop nhidém khudn sau: s
- Nhiém khuédn ning duong hé hip trén: Viém amidan, viém xoang, viém tlai gitta di duoe

diéu tri bang céc khang sinh thong thudng nhung khong da.

- Nhiém khudn duong hd hap dudi bai cac chung . influenzae va Branhamella catarrbalis

san sinh beta - lactamase: Viém phé quan cp va man, viém phoi - phé quan.

- Nhiém khudn ning dwong tiét niéu - sinh duc bai cac chiung F.coli, Klebsiclla vi
Enterobacter san sinh: Viém bang quang, viém niéu dao. viém bé than (nhiém khuin duwon 0

sinh duc nft).

- Nhiém khuén da va md mém: Mun nhot, ap xe, nhiém khuan vét thuong.

- Nhiém khuan xuong va khép: Viém tay Xuwong.

g

https://vnras.com/drug/



»

- Nhiém khuan nha khoa: Ap xe 0 ring.

5. Nén ding thude nay nhw thé nao va liéu lugng?

- Cé4ch dung:

+ Ubng thudc ngay trude biva an dé giam thi¢u hién tugng khéng dung nap thude ¢ da day
ruol.

+ Khéng dung thudc qua 14 ngay ma khong kiém tra xem xét lai cach diéu tri.

+ Néu ban gip kho khan trong viée nuét, tham vin bac s§ - duoc s¥ dé duge chi dinh dung
thude phi hop.

- Puong dung: Ding dudng ubng

- Liéu ding:

+ Vién nén bao phim Augbidil® 625 duoc su dung theo dung liéu dung chi dinh cua bac sv -
dugc s§. Dya vao tinh trang clia ttng bénh nhén, bac s§ - duge s¥ s& dua ra chi dinh licu phu
hop

- Bénh nhéan va ngudoi nha bénh nhan can tun thu dung ché d6 liéu duoc ké wren don thudc.

- Tré em > 40kg: dung liéu nhu nguoi 16n

- Tré em < 40kg: vién nén bao phim Augbidil*625 khong dugc chi dinh st dung cho tré e
< 40kg. Khuyén cao diéu tri cho tré bang dang thude goi hodc hon dich udng.

- Diéu tri khong duge vurot qua 14 ngay ma khong kham lai.

+ Bénh nhén suy gan, suy than c¢an hi¢u chinh liu.

+ Luu ¥ lidu ding khi ¢6 tham phan méu

6. Khi nao khéng nén ding thude nay?

- D1 rng v&1 nhom beta - lactam (cac penicillin va cephalosporin).

- Can chi y dén kha ning di ung chéo vai cac khang sinh beta - lactam nhu cac
cephalosporin. Chi v dén ngudi bénh ¢6 tién sir vang da/ rdi loan chirc ndng gan do dung
amoxicillin va clavulanat hay cac penicillin vi acid clavulanic gdy ting nguy co r mat irong
gan.

- Tre em <40kg

7. Tac dung khong mong mudn

Vi liéu binh thuong, tic dung khong mong muon the hi¢n trén 5% s6 nguoi bénh.

v

- Thuong gdp: T1éu chay. Ngoai ban, ngira.

https://vnras.com/drug/
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- [’r gdp: Tiang bach cdu i toan. Budn nén, ndén. Viém gan va vang da 0t mat. ting
transaminase. C6 thé nang va kéo dai trong vai thang. Negua, ban do, phat ban.

- Hiém gdp: Phan tng phan vé, phtt Quincke. Giam nhe tiéu cau, giam bach céu, thi¢u mau
tan mau. Viém dai trang gid mac. Hoi ching Stevens - Johnson, ban do da dang. viém da
bong, hoai tir biéu bi do ngd doc. Viém thin ké.

8. Nén tranh diing nhirng thudc hoic thue phim gi khi dang sir dung nhirng thude nay?
- Thudc ¢o thé gy kéo dai thoi gian chdy mau va déng mau. Vi vy cén phai can than doi
v6i nhitng nguoi bénh dang diéu tri bing thude chéng dong mau (wafarin)

- Gibng cac khang sinh ¢6 phé tac dung rong, thube cé thé lam giam hiéu qua cta cic thude
tranh thai udng, do do6 cin phai bao truée cho ngudi bénh.

- Nifedipin lam tang hap thu amoxicillin.

- - & . . . . . s

- Bénh nhén ting acid uric néu dung allopurinol cing amoxicillin lam tang kha nang phat 259,

.

' 2. . - . : R e . . S \ G TY

ban; c¢o su doi khidng gilta khang sinh amoxicillin véi cac khang sinh ki¢m khudan: HiR

. - o #G TH

amoxicillin lam gidm bai tiét methotrexat. iH By

. . £ . s % S e ;s 5 i 5 T PHAR

- Probenecid khi ubéng ngay truéc hodc dong thoi voi amoxicillin lam giam thai irir i’,ﬁ

p T o e Ax e A . . Cae

amoxicillin, tr do lam tdng nong d) amoxicillin trong mau. ——

9. Can lam gi khi mgt lan quén khong dung thuoce?

Néu gan dén lan li€u ti€p theo, bd qua liéu da quén. Khéng sir dung liéu gip doi dé bu Iy

lidu da bé qua.
10. Can bio quan thudc nay nhw thé nao?

Noi kho, tranh anh sang, nhiét do khong qua 30°C

11. Nhitng triéu chirng va diu hiéu khi ding thubc qua liéu?

Dung qua licu, thude it gay ra tai bién. vi duoc dung nap tot ngay ca & liéu cao. Tuy nhién
n6i chung nhitng phan tng cip xay ra phu thude vao tinh trang qua man cua timg ca the.
Nguy co chic chén la ting kali huyét khi ding lidu rit cao vi acid clavulanic duoc dung dudi
dang mudi kali.

12. Cin phai lam gi khi dung thudc qua liéu khuyén cio?

Néu dung thude qua liéu dugc chi dinh, lién hé bac sy - duge s¥ hodc co 5oy té gan nhat d¢

duogce tu van

e
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.
13, Nhirng diéu cin than trong khi dung thube nay?

- béi véi nhitng ngudi bénh ¢o biéu hién ri loan chic ning gan: Céc ddu hiéu va tricu
chimg vang da & mat tuy it xdy ra khi diing thude nhung ¢6 thé ndng. Tuy nhién nhing tricu
chirng d6 thuong hdi phuc duge va s& hét sau 6 tuin nging diéu tri.

- Dbi v6i nhitng ngudi bénh suy thin trung binh hay niang can cha v dén lidu dune. Khouoe
nén st dung Augbidi1®625 cho bénh nhén suy than ning ( d¢ thanh thai creatinin
30ml/phut).

- Déi v6i nhitng ngudi bénh ¢d tien s quad man voi cic penicillin ¢6 thé ¢ phan tme ning
hay tr vong.

- Di voi nhitng nguoi bénh dimg amoxicillin bi méan dé kém st ndi hach.

- Duing thube kéo dai déi khi lam phat trién cac vi khudn khang thude.

- Phai dinh ky kiém tra chirc ning gan, than trong sudt qué trinh diéu tri; co nguy co phdl ban
cao & bénh nhan ting bach ciu don nhan nhiém khuan,

14. Khi nao cin tham vén bac sy, duogc s§?

Ban nén tham véan bac s§. duoc s§ trong nhitng truong hop sau:

- Dj tng véi cac thanh phin cta thudc;

- C6 tién sir qua man véi cac penicillin;

- Khi ¢o cac van dé vé gan, than (vi liéu dung co thé duwgc diéu chinh lai);

- Khi du tinh c6 thai, khi mang thai va cho con bu;

- Khi giip van dé vé kha nang nudt;

- Khi ding dong thoi cac ché pham nhu di néu trong muc 8 cua to hudng dan nay:

- Khi ding qua liéu khuyén cao.

Néu can thém thong tin xin hoi y kién bac sy hodc dwge sv

15. Han dung ciia thude

- Han dung: 36 thang ké tir ngay san xudt.

16. Tén, dia chi, biéu twong ciia nha sin xuit

- Tén: CONG TY CO PHAN DUQC — TRANG THIET BI 'Y TE BINH DINI (BIDIPHAR
- Dia chi: 498 Nguyén Thdi Hoc, phuong Quang Trung, thanh phd Quy Nhom. tinh Binh
Binh
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- Biéu tuong nha san xuat:

h'd

Bidiphar

17. Ngay xem xét swra doi, cap nhéat lai ngi dung hudng dan st dung thuoc
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