i

]

$16/4

-

git

HNIG HNI8 LABLL- 20N d2 ALD
OHM dWo

Bu G2 oueInARID oY

m F Bui 2@ umorxowy
Jial mOD/,Q

seydipig
OHM dWD

Bw G2 dweinAelD PV

m F Bui 5.8 umorxowy
IIERT

XS 0155

NYHN NYIN

WeN 1A ‘Yui@ yuig yulL ‘vouN AnD Qud yueyl 90H eyl ughnbN g6Y
(HVHJIOIE) HNI@ HN|8 3L A 19 1IIHL ONVHL - 90N0 NYHd 03 AL BNQD
18 1gnx Ugs

ONBa/¥as
Bunp 1y 2pns Buhp ps ugp Bupny Ax 260G

we 91 end Aey wg) ex 9@

Bu Gz} aweinel) PV

m F B 52g umoxowy
Jdal mUD’,Q

seydipig
OHM dWD

Buw gz owenaeio pry

By ™o
JaIgoNNy

seydiplg
OHM dWD

OHM dD

sja|deo peeod -wjiy / X sia8sl|q g o xog

Buw Gg| ploy dlueNARID - B G/8 uljioxowy

AN

0,0€ Bnb Buouy op 191U ‘Bues yue yueil ‘ouy 1oN :ugnb ogg

*dgy Buos ugq Bunp ns ugp Bupny eo} wex

g} up Buoyy 22 ‘Bunp n@| ‘Bunp YaEd ‘Yuip 1y2 Bugyd ‘Yuip 1yd
wiyd oeq USU UPIA | mamasensy . 4 PAOONP BL
olue|nAe|) pY Bw Gz | Buonp Buoni jeuBINAB|D 1B

upoixowy Bw g8

Pl

Buonp Buon) 1eIpAYL) UIDIXOWY
:ugyd yueyy

B6nip uondiosaid

R

WeN Ja1A ‘20UN0Lg YU Yug ‘KD UOYN AnD ‘PR Buni| Buent) ‘aalig %0} 1ey| uakIDN g6y ON
ANVAIOO X¥J0LS LNIOr INIWAIND3 TVII03W ONY TVIILNIIVINEYHA HNIQ HNIE

Aq pammoEjnueR

@sn a10jaq j8|jea| ay} A|Injeses peay
uaIp|IY2 JO Yoeal Jo Jno deay

0,0€ Buipssoxa jou Wb woyy pajosioid ‘aoeid Aig :ebeiols

X0q Ul 18]jE8| PESOOUa 8y} 89S :UOjjewIou|
‘abesoq oo

18|deo pajeco wyy e Rt 0} s'b spusidiox3

pioe oluejnAe|D Bw Gz 1 ** 0} JuB[BAINDS WNISSBIO SIBUBINABID

uIioIXOWY B G2g e o) JusjeAInba ejeIpAyul uljoIXoWy
:uopisodwond

19410 pue

AUGBIDIL

Amoxicillin 875 mg - Clavulanic 125 mg
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mexic lhn trihydrat.......twong duong 875mg Amoxicillin
otassium clavulanat...trong duong 125mg Acid clavulanic

- Taduge vira dll ...ocveeeeeeiececeeceee e, 1 vién

(T4 dugc: Kollidon CL, Magnesi stearat, DST, Aerosil,
Kollidon VA64, Microcel 102, Opadry white)

2. Dang bao ché: Vién nén bao phim

3. Dugec lwe hoc:

Nhom duoc ly: Khang sinh

Ma ATC: JOICR02

Duge Iy va co ché tic dung:

Dugc Iy — Dwgc lyc hoc:

- Amoxicilin 13 khang sinh béan téng hop thudc ho beta - lactam
¢6 phd diét khudn rong déi voi nhiéu vi khuén Gram duong va
Gram 4m do trc ché téng hop thanh té bao vi khudn. Nhung vi
Amoxicilin rit d& bi pha hity boi beta - lactamase, do do khong
¢6 tac dung dbi voi nhirng ching vi khudn san sinh ra céc enzym
ndy (nhidu ching Enterobacteriaceae va Haemophilus
influenzae)

- Acid clavulanic do sy 1én men cua Streptomyces clavuligerus,
¢6 cAu trac vong lactam gin gibng véi penicilin, ¢6 kha nang irc
ché beta - lactamase do phdn 16n cac vi khudn Gram 4m va
Staphylococcus sinh ra. Pic biét no ¢6 tac dung tc ché manh
céc beta - lactamase truyén qua plasmid gay khang cac penicilin
va céac cephalosporin. Ban thdn Acid clavulanic ¢ tic dung
khéng khuan rét yéu.

- Acid clavulanic gitip cho Amoxicilin khong bj beta - lactamase
pha huy, ddng thoi m& rong thém phd khéng khudn cua
Amoxicilin mot cach hiéu qua ddi véi nhidu vi khuén thong
thuong da khang lai Amoxicilin, khang céc penicilin khac va céc
cephalosporin.

C6 thé coi Amoxicilin va clavulanat 1a thudc diét khuén déi voi
cdc  Pneumococcus, cac Streptococcus beta tan madu,
Staphylococcus (chung nhay cam véi penicilin khong bi anh
hudng cua penicilinase), Haemophilus influenza va Branhamella
catarrhalis k& ca nhung chung san smh manh beta - lactamase.
Tém lai pho diét khuan cua thudc bao gom

Vi khuén Gram duong: Loai hiéu khi: Streptococcus faecalis,
Streptococcus  pneumoniae, Streptococcus  pyogenes,
Streptococcus viridans, Staphylococcus aureus,
Corynebacterium, Bacillus anthracis, Listeria monocytogenes.
Loai yém khi: Céc loai Clostridium, Peptococcus,
Peptostreptococcus.

Vi khuin Gram am: Loai hiéu khi: Haemophilus influenzae,
Escherichia coli, Proteus mirabilis, Proteus vulgaris, cac loai
Klebsiella, Salmonella, Shigella, Bordetella, Neisseria
gonorrhoeae,  Neisseria menlngmdts Vibrio  cholerae,
Pasteurella multocida. Loai yem khi: C4c loai Bacteroides ké ca
B. fragilis.

4. Dugc dong hoc:

Amoxicilin va clavulanat déu hip thu d& dang qua dudng ubng.
Néng d6 cua 2 chit nay trong huyét thanh dat tdi da sau 1 - 2 gidr
ubng thube. V6i lidu 250 mg s& c6 5 microgam/ml amoxicilin
va khoang 3 microgam/ml Acid clavulanat trong huyét thanh.
Sau 1 gid udng 20 mg/kg Amoxicilin + 5Smg/kg Acid clavulanic,
s€ cO trung binh 8,7 mlcrogam/ml Amoxicilin va 3,0
mlcrogam/m] Acid clavulanic trong huyét thanh. Sy hap thu cua
thudc khong bi anh hudng boi thirc an va t6t nhét 12 ung ngay
trude bira dn.

W/

Kha dung sinh hoc duong udng cia Amoxicilin 1a 90% va cua

Acid clavulanic la 75%. Nira doi sinh hoc cia Amoxicilin trong

huyét thanh 1a 1 - 2 gid va ctia Acid clavulanic la khoang 1 gio.

55 - 70% amoxicilin va 30 - 40% acid clavulanic dugc thai qua

nude tidu dudi dang hoat dong. Probenecid kéo dai thoi gian dao

thai cua amoxicilin nhung khong anh huong dén sy dao thai cua

acid clavulanic.

5. Quy cach dong goi: Hop 02 vi x 07 vién nén bao phim

6. Chi dinh:

Diéu tri trong thoi gian ngén cac truong hop nhiém khuan sau:

- Nhiém khuén nang dwong ho hép trén: Viém amidan, viém

xoang, viém tai gitra da duoc diéu tri bang cac khang sinh thong

thuong nhung khong do.

- Nhi&m khuén duong hd hdp dudi boi cac chung I influenzac

va Branhamella catarrbalis san sinh beta - lactamase: Viém phé

quan cip va man, viém phdi - phé quan.

- Nhiém khuén ning duong tiét niéu - sinh duc boi cic chung

E.coli, Klebsiella va Enterobacter san sinh: Viém bang quang,

viém niéu dao, viém bé than (nhiém khuin duong sinh duc nir).

- Nhiém khuan da va mdé mém: Mun nhot, ap xe, nhiém khuén

vét thuong.

- Nhiém khuén xwong va khép: Viém tay xuong.

- Nhiém khuén nha khoa: Ap xe 6 rang.

7. Liéu lwgng va cich dang:

Liéu luong thuong duogc biéu thi dudi dang amoxicilin trond

hop chét. Augbidil®1g dugc ding trong cac truong hop nhién

khuan nang.

* Nguwoi Ion va tré em > 40kg: 1 vién/ lan, chia lam nhi¢u lan

cach nhau 12 gio, trong 5 ngay.

* Tré em < 40kg:Vién nén bao phim Augbidil®1g khong duoc

chi dinh sir dung cho tré em < 40kg. Khuyén cao diéu tri cho tré

bang dang thudc goi hodc hdn dich ubng.

- Diéu tri khéng dugc vuot qua 14 ngay ma khong kham lai.

- Khi ¢6 tbn thuong than, phai thay ddi liéu va/ hode s6 lan cho

thudc dé dap tng voi ton thuong than.

- Suy than: dua vao do thanh thai creatinin.
D¢ thanh thai Liéu

creatinin (ml/phit) !

> 30 ml/phut Khong can diéu chinh hc.u

Tir 15 dén- 30 Licu thong thuong, cho céch 18 -

ml/phut 20 gio/ lin

Tir 5dén- 15 Liéu thong thuong, cho cach 20 -
ml/phut 36 gio/ lin

< 5 ml/phut (nguoi Liéu thong thuong, cho cach 48

16n) gio/ lan
- Tham phan méu: 25 mg/kg Lung 24 gid; thém 1 lidu bd s sum»
12,5 mg/kg, sau khi thdm phan, tiép sau do la 25 mg/kg/ngay.

* Cach dung:

- Ubng thudc ngay trude bira an dé giam thiéu hién tuong khong
dung nap thude ¢ da day - rudt.

- Khong ding thude qua 14 ngay ma khong kiém tra xem xét lgi
cach diéu tri.

8. Sir dung cho phu nir ¢6 thai va cho con bu:

- Thoi ky mang thai: Nghién ciru thuc nghiém trén qua trinh sinh
san cta chudt da chung minh khi dung ché pham theo duong
ubng va tiém déu khong gy di dang. Tuy nhién, vi con it kinh
nghiém v& ding ché phadm cho ngudi mang thai, nén can winh
str dung thudc ¢ nguoi mang thai nhét 1a trong 3 thang dau. tri
truong hop can thiét do thiy thudc chi dinh.

- Thoi ky cho con bu: Trong thoi ky cho con ba ¢6 thé dung, ché
phém. Thudc khong géy hai cho tré dang bu me trir khi ¢o nguy
co bi man cam do ¢6 mot lugng rit nho thude trong sira.

9. Téc déng ciia thude khi ldi xe va viin hanh may:

- Khong anh huong gi khi 1ai xe, van hanh méy.
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10. Chéng chi dinh:

- Di Gng' véi nhém "beta - lactam (c4c penicilin va
cephalosporin).

- Cin chu y dén kha ning di img chéo voi cac khang sinh beta -
lactam nhu céc cephalosporin. Cha y dén ngudi bénh c6 tién sir
vang da/ rbi loan chirc ning gan do dung Amoxicilin va
Clavulanat hay cac penicilin vi Acid clavulanic gy ting nguy
co {r mét trong gan.

11. Thén trong:

- Péi voi nhitng ngudi bénh cd bidu hién rdi loan chirc nang
gan: Céc d4u hiéu va triéu chimg vang da r mat tuy it xay ra khi
dung thuée nhung c6 thé nang. Tuy nhién nhimg triéu chimg dé
thuong hdi phuc dugc va s& hét sau 6 tudn nging diéu tri.

- D6i v6i nhimg ngudi bénh suy than trung binh hay ning cin
cha y dén liéu ding. Khong nén sir dung Augbidil®1g cho bénh
nhén suy than ning ( d9 thanh thai creatinin < 30ml/phut).

- D6i v6i nhimg ngudi bénh c6 tién sir qua mn véi cac penicilin
¢6 thé ¢6 phan tmg nang hay tir vong.

- D6i v6i nhimg ngudi bénh diing amoxicilin bi min dé kém sbt
ndi hach.

- Dung thuéc kéo dai doi khi lam phat trién cac vi khudn khang
thudc.

12. Twong tic thube va céc loai twong tic khéc:

- Thudc c6 thé gy kéo dai thoi gian chay mau va dong mau.
Vi véy cin phai cin than déi v6i nhimg ngudi bénh dang diéu tri
bang thuéc chéng déng méau (wafarin)

- Giéng céc khang sinh c6 phd tac dung rong, thudc c6 thé lam
giam hiéu qua cta cac thudc tranh thai ubng, do d6 cin phai béo
trude cho ngudi bénh.

- Nifedipin lam tang hip thu Amoxicilin.

- Bénh nhin ting acid uric néu ding allopurinol cing
amoxicillin 1am tang kha ning phat ban; ¢6 su di khang giita
khang sinh amoxicillin v&i céc khang sinh kidm khuén;
amoxicillin 1am giam bai tiét methotrexat.

- Probenecid khi uéng ngay truéc hoic dong thoi véi amoxicilin
lam giam thai trir amoxicillin, tr d6 lam tang ndng do
amoxicillin trong méu.

13. T4c dung khéng mong muén:

V6i lidu binh thuong, tac dung khong mong mudn thé hién trén
5% s6 ngudi bénh.

- Thwo'ng gap: Tiéu chay Ngoai ban, ngua

- It gap: Tang bach ciu 4i toan. Budn nén, non.Viém gan va
vang da r mit, tang transaminase. C6 thé nang va kéo dai trong
vai thang. Ngura, ban do, phat ban.

- Hiém gdp: Phan mg phan v¢, phit Quincke. Giam nhe tiéu céu,
giam bach cdu, thidu méu tan méu. Viém dai trang gia mac. Hoi
chimg Stevens - Johnson, ban do da dang, viém da bong, hoai tr
biéu bi do ngo ddc. Viém than ke.

14. Qua liu va cich xir tri:

Qua liéu: Dung qua lidu, thudc it gy ra tai bién, vi dugc dung
nap tot ngay ca & lidu cao. Tuy nhién noi chung nhtig phan (mng
cdp xdy ra phu thude vao tinh trang qud man cia umg ca thé.
Nguy co chic chin 1a ting kali huyét khi dung lidu rit cao vi acid
clavulanic dugc dung dudi dang mubi kali.

- Xur Iy: Dung phuong phéap thdm phim méu dé loai thudc ra
khoi tudn hoan.

Thong bdo cho Bdc si nhirng tic dung khong mong
muén gap phai khi siv dung thuéc.
15. Cic déu hi¢u cin lwu y va khuyén cio:
Chua tim thdy thém di liéu cho ndi dung nay.
Han dung: 36 thang ké tir ngay san xudt.
B#o quén: Noi kho, tranh anh sang, nhiét do khong qua 30"C
Dé xa tim tay ciia tré em.
Doc kj hudng dén si dung truée khi ding.
Thudc nay chi diing theo don ciia bdc sj.
Néu cin thém théng tin, xin héi y kién Bic si.
Ngay xem xét sira dbi, cdp nhit lai ndi dung huéng din sir
dung

Cong ty sin xuit

CONG TY CO PHAN DUGC - TTBYT BINH DINH
(BIDIPHAR)

498 Nguyén Théi Hoc, P. Quang Trung, Tp. Quy Nhon, tinh
Binh Dinh, Viét Nam

DT: 056.3846500 - 3846040 * Fax: 056.3846846
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To hwéng dan siv dung thudc cho bénh nhin

Vién nén bao phim AUGBIDIL® 1g

- Doc ky hudng dan sir dung trude khi ding.

- Thube nay chi dwoc dung theo don cua bdc sy.

- Thong bdo cho duwgc sy hodc bdc sy nhitng tdc dung khong mong muon gap phdi khi sir
dung thuoc.

1. Thanh phan ham lwgng ciia thudc

- Hoat chét:
Amoxicillin trihydrat.........tuong duong 875mg Amoxicillin
Potassium clavulanat....twong duong 125mg Acid clavulanic
- Ta dugc: vira du..................... 1 vién

(Kollidon CL, Magnesi stearat, DST, Aerosil, Kollidon VA64, Microcel 102, Opadry
white)

2. M6 ta san pham

Vién nén dai bao phim mau tr'Z'mg, hai mit nhin boéng, hoi 161, khong ntrt canh.

3. Quy cach déng géi

Hop 02 vi x 07 vién nén bao phim.

4. Thudc dung cho bénh gi?

Diéu tri trong thoi gian ngin céac trudng hop nhiém khuin sau:

- Nhiém khuin ning duong hd hip trén: Viém amidan, viém xoang, viém tai gitra da dugc
diéu tri bang cac khang sinh thong thuong nhung khong da.

- Nhim khudn duong ho hip duéi boi cac chung H. influenzae va Branhamella catarrbalis
san sinh beta - lactamase: Viém phé quan c4p va man, viém phdi - phé quan.

- Nhiém khudn niang duong tiét niéu - sinh duc boi cac chung E.coli, Klebsiella va
Enterobacter san sinh: Viém bang quang, viém niéu dao, viém bé than (nhiém khuén duong
sinh duc ni).

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

- Nhiém khuén xuwong va khép: Viém tity xuong.

W/
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- Nhiém khuén nha khoa: Ap xe b ring.

5. Nén dung thudc nay nhw thé nao va lidu lwgng?

- Céch dung:

+ Udng thudc ngay trudc bira an dé giam thiéu hién tuong khong dung nap thudc ¢ da day
rudt.

+ Khong dung thubc qué 14 ngdy ma khong kiém tra xem xét lai cach diéu tri.

+ Néu ban gédp kho khan trong viéc nudt, tham van bac s¥ - dugc s¥ dé duoc chi dinh dang
thudc phu hop.

- Pudng ding: Dung dudng ubng

- Lidu dung:

+ Vién nén bao phim Augbidil® 1g dugc sir dung theo dung lidu dung chi dinh cta bac si -
dugc si. Dya vao tinh trang cta tirng bénh nhan, bac s§ - dugc sy sé& dua ra chi dinh liéu pho
hop

- Bénh nhan va ngudi nha bénh nhén can tuan thu ding ché do liéu dugc ké trén don thude.

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

- Tré em < 40kg:Vién nén bao phim Augbidil®1g khéng dugc chi dinh st dung cho tré em
<40kg. Khuyén céo diéu tri cho tré bing dang thudc géi hodc hdn dich udng.

- Diéu trj khong duoc vuot quéa 14 ngay ma khong kham lai.

+ Bénh nhén suy gan, suy than can hiéu chinh liéu.

+ Luu ¥ liéu ding khi c6 thdm phan méu

6. Khi nao khong nén diung thudc nay?

- Di tng v4i nhom beta - lactam (céc penicilin va cephalosporin).

-Cén chu y dén kha ning di tmg chéo véi cic khang sinh beta - lactam nhu cac
cephalosporin. Chu y dén ngudi bénh c6 tién st vang da/ rdi loan chire nang gan do dung
Amoxicilin va Clavulanat hay céc penicilin vi Acid clavulanic gdy tdng nguy co & mat trong
gan.

- Tré em < 40kg

7. Téc dung khong mong mudn

Véi liéu binh thuong, tic dung khong mong mudn thé hién trén 5% s6 ngudi bénh.

- Thuong gdp: Tiéu chdy. Ngoai ban, ngra.
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- It gap: Ting bach cdu 4 toan. Budn nén, non.Viém gan va vang da r mat, tang
transaminase. C6 thé ning va kéo dai trong vai thang. Ngtra, ban do, phat ban.

- Hiém gdp: Phan ing phén vé, phu Quincke. Giam nhe tiéu cau, giam bach cau, thi¢u mau
tan mau. Viém dai trang gia mac. Hoi chung Stevens - Johnson, ban do da dang, viém da
bong, hoai tir biéu bi do ngd doc. Viém than ke.

8. Nén tranh ding nhirng thudc hodc thwe phim gi khi dang s dung nhirng thudc nay?
- Thude ¢6 thé gay kéo dai thoi gian chay mau va dong méau. Vi vy can phai can than doi
v6i nhitng ngudi bénh dang diéu tri bang thude chdng dong mau.

- Gidng cac khang sinh c6 phd tac dung rong, thude c6 thé lam giam hiéu qua cua cac thude
tranh thai udng, do d6 cin phai bao trudc cho ngudi bénh.

- Nifedipin lam ting hap thu Amoxicilin.

- Bénh nhan tang acid uric néu ding allopurinol cung amoxicillin lam ting kha nang phat
ban; ¢6 su dbi khang gitta khang sinh amoxicillin v&i cac khang sinh kiém khudn:
amoxicillin 1am giam bai tiét methotrexat.

- Probenecid khi udng ngay truéc hodc dong thdi véi amoxicilin lam giam thai tris
amoxicillin, tir d6 1am tang ndng d¢ amoxicillin trong mau.

9. Can 1am gi khi mét 1an quén khong dung thudc?

Néu gin dén 1an liéu tiép theo, bé qua liéu da quén. Khong sir dung lidu gdp doi dé bu lai
lidu da bo qua.

10. Can bio quén thudc nay nhw thé nao?

Noi khd, trénh 4nh sang, nhiét do khong quéa 30°C

11. Nhing triéu chirng va diu hi¢u khi dang thudc qua liéu?

Dung qué lidu, thudc it gay ra tai bién, vi dugc dung nap tot ngay ca ¢ liéu cao. Tuy nhién
nodi chung nhitng phan tng cip xay ra phu thudc vao tinh trang qua man cua tirng ca thé.
Nguy co chéc chén 1a ting kali huyét khi dung lidu rat cao vi acid clavulanic duge dung dudi
dang mudi kali.

12. Cin phai 1am gi khi ding thudc qua liéu khuyén cio?

Néu dung thube qua liéu dugc chi dinh, lién hé bac s§ - dugce sy hodc co sy té gan nhat d¢

duoc tu van
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13. Nhirng diéu cin than trong khi dung thudc nay?

- Péi véi nhitng nguoi bénh cé biéu hién rdi loan chuc nang gan: Cac diu hicu va tricu
chimg vang da r mit tuy it xay ra khi dung thudc nhung c¢6 thé ning. Tuy nhién nhimng tricu
chimg d6 thudong hdi phuc duge va s& hét sau 6 tudn ngirng diéu tri.

- Béi v6i nhing ngudi bénh suy than trung binh hay ning can chi y dén lidu ding. Khong
nén su dung Augbidil®1g cho bénh nhan suy thén nidng ( do thanh thai creatinin <
30ml/phut).

- P6i voi nhitg ngudi bénh ¢6 tién sir qua min voi cac penicilin ¢6 thé ¢6 phan (mg ning
hay tr vong.

- Déi v6i nhitng ngudi bénh ding amoxicilin bi man dé kém sét ndi hach.

- Diing thuc kéo dai d6i khi lam phat trién cac vi khuan khang thudc.

- Phai dinh ky kiém tra chirc niing gan, than trong sudt qué trinh diéu tri; c6 nguy co phat ban

cao & bénh nhén ting bach ciu don nhan nhiém khuan.

14. Khi nao can tham van bac sy, dwoc sy?

Ban nén tham vén béc si, dugc si trong nhitng trudng hop sau:

- Di tmg véi cac thanh phan ciia thudc;

- C6 tién sir qua min véi céc penicillin;

- Khi ¢6 céc véan dé vé gan, than (vi lidu dung co thé duoc diéu chinh lai);

- Khi du tinh ¢6 thai, khi mang thai va cho con bu;

- Khi giip vin d& vé kha niang nudt;

- Khi ding dong thoi cac ché phim nhu da néu trong muc 8 cia to hudng dan nay:

- Khi dung qua liéu khuyén co.

Néu can thém théng tin xin héi y kién bdc sy hodc duwgc sy

15. Han dung cua thudc

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

16. Tén, dia chi, biéu twong ciia nha san xuat

- Tén: CONG TY CO PHAN DUGQC — TRANG THIET Bl Y TE BINH DINH (BIDIPHAR)
- bia chi: 498 Nguyén Thai Hoc, phuong Quang Trung, thanh phé Quy Nhon, tinh Binh
Dinh
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