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~~HURMAT" 25mg

Captopril
Vién nén

Thude nay chi ding theo don cta béc si

Dé xa tim tay tré em

Boc ky hwéng dan st dung trivéee khi ding

Théng bdo ngay cho bac si hode dwge si nhirng tac dung khéng mong mudn gap phai khi sir dung thude

THANH PHAN

M&i vién chira:

Hoat chat: Captopril 25 mg.

Ta duge: Lactose monohydrat, cellulose vi tinh thé, croscarmellose natri, cellulose bgt, magnesi stearat.

MO TA DANG BAQ CHE
Vién nén trén mau tring, mdt mat cé khéc vach.

QuUI CACH BONG GOI

Hop chiva 2 vi hode 10 vi, m&i vi chira 10 vién nén.

CAC DAC TINH DUQ'C LUC HOC, DUQT DONG HOC

Dwee lye hoc

Nhém dwore ly: Thude e ché enzym chuyén angiolensin.

Ma ATC: COSAAD1

Captopril 14 chét c ché canh tranh enzym chuyén dang angiotensin 1, cé tinh chon lgc cao.

Tac dung cb lgi cla thude cha yéu 12 do e ché hé renin - angiotensin - aldosteron trong huyét twong. Renin 1 enzym ngi
sinh do than san xuét, khi vado méau né chuyén ddi angiotensinogen thanh angiotensin |, 12 chét decapeptid cé it hoat tinh.
Nhé vai tré cia enzym chuyén dang angiotensin (ACE), 1a mét peptidyldipeptidase, angiotensin | chuy&n thanh angiotensin
11, 1a chat 1am co mach ndi sinh rdt manh c6 vai trd lam co dong mach va téng huyét 4p, cing nhu kich thich vé thueng
than tiét aldosteron. Sy (rc ché ACE lam giam angiotensin Il trong huyét twong, tir 35 d3n dén gidm tac dung co mach va
giam tiét aldosteron. Mac du sy gidm thi hai nay khong dang k&, nhwng da cé sy giam nhe néng d kali huyét thanh kém
theo mat natri va dich.

Mat chirc nang khac clia enzym chuyén ddi la phan hiy bradykinin, & mét kinin peptid 1dm co mach, thanh cac chét chuyén
héa khang hoat tinh. Do @6, sy tre ché ACE dan dén tang tac dung clia hé kallikrein-kinin trong tudn hoan va tai chd, tir d6 gop
phén lam co mach ngoai bién bing céch hoat héa hé prostaglandin. Co ché nay cé thé c6 lién quan dén tac dung ha huyét 4p
clia thubc tre ché enzym chuyén va 1a nguyén nhan gay ra mot sé phan &ng khdng meng mudn,

Dwegre déng hoc

Caploprii a thude dung dwong udng co hoat tinh khong cin qua qua trinh bién dbdi sinh hoc. Thudc hap thu téi thiéu trung
binh khodng 75%. Néng db dinh trong huyét twong dat duoc trong vong 60-90 phit. Thire &n 1am gidm hap thu t6i khoang
30-40%. Khodng 25-30% thudc gén két véi protein huyét twong.

Nira d&i thai trlr clia captopril khdng chuyén héa trong mau 1a khodng 2 gidr. Trén 95% lidu hép thu dwec bai tiét vao nwéc
tiéu trong 24 gid; khoang 40-50% thubc bai liét vao nudce tidu dudi dang captopril khéng chuyén héa va phéan con lai dwoc
bai tiét dwdi dang chét chuyén hoa disulphid (captopril disulphid va caplopril cyslein disulphid). Chirc néing than suy yéu cé
thé din dén tich Iy thube. VI vay, bénh nhan bj suy yéu chirc ndng than nén dugc cho lidu thdp hon hodc kéo dai khoang
cach gitra cac 1an dang thudc.

Cac nghién ciru trén déng vat cho thiy captopril khdng qua dwee hang rdo mau nio.
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Phu ni¥ cho con b

Trong mét bde céo nghién clru trén 12 phy nl diing captopril dwéng uéng véi lidu 100 mg ngay 3 Ian, néng d¢ stva tdi da
trung binh 14 4,7 pg/l va dat dvgc sau khi ubng 3,8 gio. Dya vao di liéu nay, lisu hang ngay téi da ma tré bi me nhan
duoc 13 dudi 0,002% so véi lidu hang ngay cho ngudi me.

CHi BINH
Tang huyét ap:
Hurmat dwere chi dinh dé didu trj ting huyét ép.

Suy tim:

Hurmat dwgc chi dinh @é diéu trj suy tim sung huyét. Hurmat né&n dwoc ding phdi hop véi thube loi tidu, va néu phi hop phéi
hop véi digitalis va thude chen beta.

Nhdi mau co tim:
- Diéu tri ngén han (4 tuén): Hurmat dwee chi dinh trong vong 24 gitr dAu clia con nhdi mau co tim & bénh nhan cb huyét
déng &n dinh.

- Phdng ngira dai han suy lim trigu ching: Hurmat duoc chi dinh & cic b&nh nhan cd huyét dong dn dinh bj rbi loan chire
ndng that trai khdng triéu chivng sau nhdi mau co tim cép.

Bénh than & bénh nhan tiéu dwéng typ 1:

Hurmat dugc chi dinh 3é diéu trj bénh than do d4i thdo duwdng & bénh nhan tiéu duwong typ 1 cé protein ni¢u phan & lweng
lgn (microalbumin ni¢u > 30 mg/ngay).

LIEU LUQNG VA CACH DUNG

Liéu nén duge didu chinh tuy theo dap (rng huyét 4p cia tirng bénh nhan. Lidu t&i da hang ngay khuyén cao 1a 150 mg.
Hurmat cé thé dwee udng trwére, trong hodic sau bira an.

C6 thé chia vién thubc 1am dbi theo vach khdc trén vién cho phi hep véi lidu khuyén cdo 12,5 mg.

Nguon Idn

Tang huyét ap:

Liéu kh&i ddu khuyén cdo 25-50 mg/ngay chia lam 2 14n. C6 thé tang liéu cach mdi 2 tudn dén liéu 100-150 mg/ngay chia lam
2 1&n néu cin ¢é dat huyét 4p mong muén.

Hurmat c6 thé dwgc ding mét minh hay phéi hgp véi cac thube chéng ting huyédt 4p khac, dic biét 1a cac thubce lgi tidu
thiazid.

Phat db dung liéu mot 1an/ngay co thé thich hep khi phéi hop voi cac thude chéng ting huyét ap khac nhur thube Igi tidu
thiazid.

O bénh nhan cé hé renin-angiotensin-aldosteron hoat déng manh (gidm dung lwong méau, tang huyét 2p do mach mau than,
mat bl tim), nén bit dAu véi mét liéu don 12,5 mg dwdi sy gidm sat y khoa chat ché. C6 thé ting lidu tiv tir dén 50 mgingay
ding mdt 1&n hodc chia lam 2 lan va néu can co thé tang lén 100 mg/ngay dung mdt lan hodc chia lam 2 Ian.

Suy tim:

Biéu trf suy tim v&i Hurmat nén bit dAu dwdi sy gidm sét y khoa chit ché. Lidu khéi dhu 12,5 mg ngay 2 hodc 3 1&n. Nén higu
chinh lidu één liéu duy trl (75 - 150 mg/ngay) tiy theo sv dung nap thudc, tinh trang 18m sang va dap (ng cla bénh nhan, dén
liéu t&i da 150 mg/ngéy chia I&m nhigu IAn. Né&n tang liéu céch mdi 2 tudn dé danh gia dap (rng cla bénh nhan,

Nhdi mau co tim:
- Diéu tri ngdn ngay: Nén bat dau diéu trj voi Hurmat trong bénh vién ngay sau khi xuét hién cac dau hiéu va/hodc triéu
chirng & bénh nhan cé huyét dong on dinh. Nén ding mot liéu thir nghiém 6,25 mg (c6 thé chon cac ché phdm twong ty

khac chira captopril cé ham lugng phi hop), 2 gi¢y sau dung Hurmat véi mét lidu 12,5 mg va 12 gié sau ding liéu 25 mg.
Sau d6, dung lidu 100 mg/ngay chia lam 2 I3n, trong 4 tudn, néu dam bdo Ia khdng cé cac phan (ng huyét ddng khang
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mong mudn. Vao cudi dot diéu trj 4 tudn, bénh nhan nén dwgc danh gia lai trede khi quyét dinh didu tri giai doan sau nhi
mau co tim.

- Didu tij dai ngay: Néu Hurmat khang duoc bt dhu trong vong 24 gior diu clia giai doan nhéi mau ce tim cap, cn didu trj
trong khodng tir ngay thi» 3 va ngay thir 16 sau nhdi mau khi d& dat dugc cac tinh trang didu tri cAn thiét (huyét aéng dn
dinh va kiém soét duoc bat ky chirng thiéu mau cuc bd nao con Igi). Viéc didu trj nén dwoc bat ddu trong bénh vién dudi
s giam sat nghiém ngat (d3c biét 1a huyét 4p) cho dén khi dat dat mire lidu 75mg. Liu khdi ddu phai thdp, dac biét néu
bénh nhan cé huyét ap binh thwéng hodc thép & giai doan dau didu tri. Nén bat diu véi mot lidu 6,25 mg (c6 thé chon cac
ché pham tuong ty khac chiva captopril ¢6 ham lwong phis hop), sau dé ubng Hurmat liéu 12,5 mg ngay 3 1an trong 2 ngay
va tiép theo 25 mg ngay 3 I&n néu d&m béo la khong co cac phan &ng huyét ddng khang mong muén. Lidu khuyén cdo dé
bao vé tim c6 hiéu qua trong subt qua trinh diéu tri dai ngay 1a 75 - 150 mg/ngay, chia lam 2 hodc 3 lan. Treng truong hep
ha huyét ap triéu chirng, nhw trong bénh suy tim, €6 thé gidm lidu cla thube loi tidu va/hodc cac thube gian mach khic
ding ddng théi nhdm dat lidu & trang thai dn dinh clia Hurmat. Néu can thiét, nén didu chinh liéu Hurmat tuy theo phan
(rng Iam sang clia bénh nhan. Captopril cd thé ding phéi hop véi cac liéu phap khac dé didu tri nhdi mau co tim nhu thube
1am tan huyét khéi, thubc chen beta va acid acetylsalicylic.

Bénh than trong tiéu dwéng typ 1:

& bénh nhan cé bénh than do tidu dwéng typ 1, lidu captopril khuyén c4o hang ngay I 75-100 mg chia lam nhidu 1an. C6 thé
thém thuée chdng tang huyét ap néu mudn gidm huyét ap.

Suy thén

Vi captopril dwgc bai tiét chi yéu qua than, nén gidm lidu ho3c tdng khodng cach ding thubc & bénh nhan suy gidm chire
néng than. Khi can dung phéi hop véi thube lgi tidu, mot thube Igi tidqu quai (thi dy furosemid) thuong dugc lya chen hon 1a
thube loi tidu thiazid & bénh nhan suy than ning.

O bénh nhan suy gidm chire ndng than, nén ding céc liéu sau day dé tranh tich lay captopril.

D thanh théi creatinin (mUphot/1,73 m?) | Lidu khdi ddu hang ngdy (mg) | Lidu téi da hang ngay (mg) |
~40 2550 150 J
' 21-40 25 100
| 10-20 12,5 75
<10 6,25 75

Vién nén Hurmat 25mg khéng thich hop dung libu kh&i diu cho bénh nhan suy than cé do thanh thai creatinin duéi 10
mi/phtt/1,73 m2. V&i liBu khoi dbu 6,25 mg, c6 thé chon cac ché pham twong ty khac chira captopril ¢6 ham lueng phi hop.

Nguor gia

Gidng nhu cac thudc chéng tang huyét 4p khéc, nén bét ddu didu trj vdi lidu thdp hon (6,25 ma, ubng ngay 2 Ian, c6 thé chon
cac ché phdm twong ty khac chira captopril 6 ham lwgng phi hep) & ngudi gia vi chire néng than va cac co quan khac bj
suy gidm. Vién nén Hurmat 25mg khéng thich hep ding liéu khdi dau cho ngudi gia.

N&n diéu chinh liéu dwa vao dap rng huyét dp clia bénh nhan va nén duy tri mire lidu cang thip cang tét mién sao dat dugc

sw kiém soat vira da.

Tre em

Hiéu qua va linh an toan cla captopril chwa dwoc nghién clu day di. Vién nén Hurmat 25mg khéng thich hop dung cho tré
em.

CHONG CHi BINH

Qué man véi captopril hay véi bét ky thube tre ché ACE khac hay véi bét ky t8 dugce nao cla thudc.
Tién st phi mach lign quan dén thubc (rc ché enzym chuyén angiotensin.
Phu thdn kinh mach di truy&n hay tw phat,
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Phy nir cé thai 3 thang gitva va 3 thang cudi.
Chédng chi dinh dung ddng théi captopril voi ché phadm chira aliskiren & bénh nhan bj tiéu duéng hay suy than (GFR < 60
mi/phat/1,73 m?).

CANH BAO DAC BIET VA THAN TRONG KHI DUNG

Suy gidm chirc néng than, thAm tach mau, ngudi bénh mat nwdc vahoic didu tri thude loi tiéu manh: Nguy co ha huyét ap
nang.

Bén than captopril 6 thé gay ting nhe kali huyét, vi vay tranh két hop véi cac thube loi tidu gitr kali nhu spironolacton,
triamteren, hay amilorid. Néu phai ding thudc Igi tiéu, cén phai rét than trong. Clng can than trong khi ding cac mudi cé chira
kali va phai kiém tra can béing dién gidl thwérng xuyén.

O ngudi bénh tang hoat tinh renin manh, c6 thé x3y ra ha huyét dp néing sau khi diing lidu captopril ddu ti&n. Can tiém truyén
tinh mach natri clorid 0,9% néu xay ra ha huyét ap triéu ching. Tinh trang ha huyét 4p ban ddu va nhét thoi nay khong can trer
viéc tiép tyc slr dung captopril. Néu lidu ban d4u thap (6,25 mg hodc 12,5 mg) thi thai gian ha huyét 4p ning s& gidm.

Trong triedmng hgp dai phiu hodc trong khi gdy mé voi thubc cd tac dyng ha huyét ap, cin luu ¥ ring captopril ngan can s
hinh thanh angictensin Il, gay gidi phong renin thir phat, din dén ha huyét &p kich phéat, cin duwoc dibu chinh béng ting thé
tich tudn hoan. )
Nguy co ting manh cac phan trng phan vé khi sir dung déng thei cac chét (¢ ché ACE va mang thdm tach o tinh thém cao,
lgc mau, rat bt LDL va trong khi gidi min cam - chéng dj &ng.

Captopril cling gay phan trng dwong tinh gid khi xét nghiém aceton trong nwére tidu,

Bénh nhan c6 vin @& di truyén hiém g3p vé khang dung nap galactose, thiéu hyt Lapp lactase hay kém hip thu glucese -
galactose khéng nén dung thudc nay do thubc cé chira lactose monchydrat.

THO!I KY MANG THAI VA CHO CON BU

S(r dung captopril hodc cac chét trc ché ACE khac trong 3 thang gitra va 3 thang cudi clia thai ky cé thé din dén thuong tdn
cho thai nhi va tré so sinh gdm ha huyét ap, gidm sén sg so sinh, v niéu, suy than hdi phyc hodc khong héi phuc va L& vong.
it nwére 6i 6 thé do giam chire ndng than thai nhi. Cham phat trién thai, dé non va con dng ddng mach d3 duoe bao cdo. Vi
vay khéng bao gidr dugre diing captopril trong thdi ky mang thai.

Caplopril bai tiét vao slra me. Do captopril c6 kha nadng gdy nhiéu tac dung cé hai cho tré bu sira me, khong dugc ding
captopril va cac chét (e ché ACE khac ddi véi nguéi cho con bu.

ANH HUONG CUA THUGC DEN KHA NANG LAI XE VA VAN HANH MAY M&C

Gidng nhuw cée thube chéng tang huyét Ap khac, kha nang lai xe va si dyng may méc b thé gidm, cu thé 13 & giai doan.dau
ding thudc, hodc khi thay dbi liéu, va con xdy ra khi dung cing v&i rwou, nhung nhirng tac dyung nay tay thudc vao sy nhay
cam cda tirng ngudi.

TUONG TAC THUOC

Thubc loi tidu (thubc lgi tidu thiazid hay thube loi tidu quai): Didu tr trwdc d6 véi thude Igi tiéu lidu cao c6 thé lam gidm thé tich
mau va din dén nguy co tyt huyét ap khi bt dhu dung captopril. Tac dyng lam tut huyét ap cé thé gidm bang céch ngwng
dung thudc lgi tiéu, bang cach tang thé tich hay ding mudi hoac didu tri khéi diu véi mét lidu thap captopril. Tuy nhién, khéng
€6 twong tdc co ¥ nghTa 1am sang trong cac nghién clru voi hydroclorothiazid hay furosemid.

Thubc loi tidu gil kali hay cac ché phim chira kali: Thubc (e ché enzym chuyén angiotensin lam nhe hon tinh trang méat kali
do thudc Igi tidu. Thubc lgi tiéu gilr kali (triamteren, amilorid va spiranolacton), cac ché phdm hosc cac mubi chiva kali co thé
lam tang dang ké kali huyét thanh. CAn ding than trong néu dwec chi dinh dong thdi va nén theo doi thudng xuyén ndng 4o
kali huyét thanh.

Céc thube chéng tang huyét dp khac: Captopril dwoc dung phéi hop an todn véi cac thube chéng tang huyét ap thudng ding
khac (thi du thubc chen beta va thubc chen kénh calci tac dong dai). Dung ddng thoi cac thubc nay c6 thé 1am tang tac dung
lam ha huyét &p clia captopril. Nén than trong khi didu tri cing véi nitroglycerin va cac nitrat khéc hay cac thude gian mach

khac (nhw minoxidil).
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Biéu tri nhéi mau ce tim cép: Captopril c6 thé dwge ding cing véi acid acatylsalicylic (& lidu théng dung), thude 1am tan huyét
khoi, thudc chen beta va/hodc céc nitrat & bénh nhan nhdi mau co tim.

Lithi: D4 c6 bao co vé tang néng dé lithi huyét thanh c6 hdi phyc va doc tinh khi dung chung lithi véi thudc ¢ ché enzym
chuyén angiotensin. Dung déng théri véi thubc loi tiéu thiazid co thé 1am tang nguy co ngd ddc lithi. Khang khuyén cio ding
chung captopril véi lithi, nhirng néu viéc phdi hop 1a cin thiét thi nén theo dai chat ché nong d@d lithi huyét thanh.

Thuéc khang viém khdng steroid: Cac thudc khang viém khéng steroid (nhw indomethacin, ibuprofen) va thubc e ché enzym
chuyén angiotensin cho tac dyng hiép ddng 1am tang kali huyét thanh trong khi @6 chirc nang than cd thé gidm. Cac tac dyng
nay cé thé héi phuc. Suy than cap hiém khi xay ra, ddc biét 1a & bénh nhan cé chirc ning than bj tdn thuong nhu & nguoi gia
hay khi co thé bj mé&t nuéc. Dung lau dai thube khang viém khang steroid c6 thé 1am gidm tac dung chéng tang huyét ap cla
thubc trc ché enzym chuyén angiotensin.

Clonidin: T4c dung chéng tang huyét ap cla captopril cé thé cham hon khi bénh nhan dang duec didu tri véi clonidin chuyén
sang dung captopril.

Alopurinol, procainamid, thudc trc ché phan bao hay thubc (¢ ché mién dich: Diing ddng théri cac thude nay vdi thube e ché

enzym chuyén angiotensin cé thé Iam tang nguy co gidm bach cAu dic biét khi thube (rc ché enzym chuyén angiotensin dugc
ding véi lidu cao hon lidu khuyén cdo.
Probenecid: 4 thanh thai than cua caplopril giam khi ding chung véi probenecid.

vong/th ng loan than: Thubc Grc ché enzym chuyén angiolensin co thé 1am tang tac dung ha
huyét ap clia mot vai thude chéng trdm cdm 3 vang va thube chéng loan thin, Ha huyét &p lw thé ¢b thé xdy ra.
Thudc kich thich than kinh giao cdm: Thudc kich thich thén kinh giao cdm c6 thé 1am giam tac dung chéng tang huyét ap cla
thubc (rc ché enzym chuyén angiotensin.
Thuéde Gidu tri dai thdo dwéng: Thube rc ché enzym chuyén angiotensin, ké ca captopril, ¢é thé 1am ting tac dung lam gidm
dwong huyét cla insulin va cac thude ubng tri déi thdo dwéng nhu sulphonyluré & bénh nhan bj dai thde dwong, Néu tuveng
tac nay xay ra, nén giam lidu thudc didu tri dai thao duwéng.
Héa hoc 1am sang: Captopril c6 thé gy phan (rng dwong tinh gid khi xét nghiém aceton trong nuée tidu,
Cac dir liéu thir nghiém Iam sang cho thdy sy phong bé kép hé renin-angiotensin-aldosterone-system (RAAS) do phédi hop
thuéc tre ché enzym chuyén angiotensin, thuéc chen thy thé angiotensin Il hodc aliskiren cé lién quan véi tang tan suét xdy ra
cac tac dyng khdng mong mudn nhw ha huyét ap, ting kali huyét va suy gidm chirc nang than (k& ca suy than cip) so véi khi
ding céc thudc tac dong Ién hé RAAS riéng Ié.

TAC DUNG KHONG MONG MUON

Hau hét cac ADR 13 chéng mat va ngoai ban (khodng 2%). Cac phan trng nay thwdng phy thugc vao liéu ding va lién quan
aén nhirng yéu 16 bién chirng nhw suy than va cac vén dé khac nhw bénh ma lién két & mach mau.

Thuong gép, ADR >1/100

Toén than: Chéng mat.

Da: Ngoai ban, ngira.

Hé hép: Ho.

t gdp, 1/100 >ADR >1/1000

Tudn hoan: Ha huyét &p nang.

Tiéu héa: Thay dbi vi giac, viém miéng, viém da day, dau bung, dau thurgng vi.

Hiém gdp, ADR <1/1000

Toan than: Man cam, may day, dau co, sét, ting bach ciu uva eosin, bénh hach lympho, sut can.

Tuén hoan: Viém mach.

Nbi tiét: To vi & dan éng.

Da: Phit mach, phdng mai, phong lwdi, giong khan do phu day thanh &m, phi chan tay. Diéu nay thuwéng do thiu tir treée
enzym chuyén héa bd thé, két hop véi ting bradykinin, cd thé de doa tinh mang. Man cadm anh sang, phat ban kiéu
permphigus, hdng ban da dang, hdi chirng Stevens - Johnson, viém da troc vay.

Gan: Vang da, viém tuy.

H6 hap: Co thit phé quan, hen néng Ién.

Co xwong: Dau co, dau khop.
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Théan kinh: Dj cdm.
Tam thén: Tram cam, 14 1&n.
Sinh duc, tiét nidu: Protein nidu, hdi chirng thén hw, tdng kali mau, gidm chirc ndng than,

Ngung st dung va bio ngay véi bac si néu cac tic dung khéng mong mudn tré nén niang hon hodc xuat hién céc
phén trng khac ngoai céc tac dung ké trén.
QUA LIEU VA XU TRI

Tridu chirng: Sét, nhirc dau, ha huyét ap.

XU tri: Didu trj phi mach &nh hwémg @én Ui, thanh mén ho#c thanh quan, bao gdm céc bién phép sau:

Ngirng dung captopril va cho nguwéi bénh vao vién; tiém adrenalin dwdi da; tiém tinh mach diphenhydramin hydroclorid; tiém
tinh mach hydrocortison.

Truyén tinh mach dung dich natri clorid 0,9% d& duy tri huyét ap. C6 thé loai bd captopril bing thdm tach mau.

BAO QUAN: Noi kho rdo, nhiét d dwéi 30°C. Tranh anh sang.

HAN DUNG: 24 thang ké tir ngay san xult.

San xuét tai: Cong ty TNHH MEDOCHEMIE (Vién Béng)
Dija chi: Sb 40 VSIP Il duéng sb 6, Khu cong nghiép Viét Nam - Singapore Il, Khu lién hop céng nghiép-dich vy-dé thi Binh
Duong, Phuéng Hoa Phu, Thanh phd Thi Dau Mét, Tinh Binh Dwong.

Theo hop dbng véi: MEDOCHEMIE LTD.
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