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Rx

IRBEVEL 300

Vién nén bag phim
l]luucna} chidimng theo don thudc.
Dé xa tim tay tré en.,
Doe kv hwdng din s dung trude khi dimg.

THANH PHAN CONG THUCTHLOC

Thinh phin duye chit: Irhesartan 300 mp.

Thimh phiin 4 dupe: Lactose monohydrat, cellulose vi tink the, tink bt
titn gelatin hoa, natri croscarmellose, PEG 6000, silic dioxyd leo khan,
magnesi stearat, HPMC 615, HPMO 606, (ale, titan dioxyd,

MOTA SAN PHAM

Vién nén hinh oval. bao plim mau wing, har mat 161, mdn mis co khic chit
“HS". canh vathanh vién lanh lan.

CHIDINH

Tring huyét ip nguyén phit (vo cin) & ngwrei 1on

Ngoa i, IRBEVEL 300 con duoc dung nlw miot phiin cua ligu phap dimg
thude chéng gng huvér dp trong dicéu i binh thin & newdi 1dn @ng huyét
ap vadan thao dudng tuyp 2.

LIEU DUNG, CACH DUNG
Liéu dung

L :eu Kha diu vaduy tri theo Khuven eao thong thuémg i 150 mgTan/ngay.
Licu hangngay 150 my irbesartan giup Kidm soat huyétap 24 gio 10t hon so
v lii-ul 73 mg, Tuy nhién. vige khoi i diéu tr) v lieu 73 me ed thé dirge
cdn nhic, d4c biét & bénh nhan dang tham tich miu hodc bénh nhin > 75
tudi.

Boi vod hinh ubin kiém soit khoue day divéi mire licu 150 mo/ln/ ngay.
o thé tang liga 1én 161 300 mg hoje phoi higp v thude chdng ting huvetap
khie. Dic bier, vide plidi hop thade loi tiéu nhu hvdroclorothiazid di cho
|ha} tic dung cong hep voi irtbesartan,

BGi voi bnh nhiin dai tio duomg twep 2 kém g hiyét ap, nén khoi din
dic 1 v licu 150 mg/ m..iw v dicu chinh lidu dan 1én téi 300
g Tanmzay ol liéw duy i dién  benl hin. Bing chimg hico qua trén
thiin cia irbesartan doi vioi bénh nhin dai thio dudng typ 2 kém tang huyet
ap dua en nghién el plii hp ihesartan vii cae thuie chiing Gng huyé
Aip khac kIn can, nhim dar huvét ap mue ridu,

LiGu thivng e ddoii teepmy I sdng dic bidt:

Suy thdn: Khéng can dicu chinh lidu. Xem xét khoi dan v licu thip (75
rige ) doi vai bénh nhan dang thim tach man.

Sy gan: Khang cin didu chinh lién o binh abin sy pan nhe hade ung
binh, Chuaca kinlnghi¢m lam sang twén bénh nliin suy gan nang,

Nt can tdi: Khong cin dieu chinh liéu, mée dit theo khuyén eto sem
ser khér ddu didi i véi lidu 78 mg,

Jre enr: Tinh an toan va higu qua coa ithesartan & we 0
durire wie divh

18 o ehua

Cach dang

Uit thue clng vii | Iy e, ed thé u.:mg cing hofie Khdng eng v bivm i,
Trong thon gian diéu i nén sit dung thuee cuang 1 tha diém

B quaan rong b iép e serdung thude déu din trirkhi o v kadn eon bie s
Néu bénh nhan {|\.|s.l'| dl.lng 1 lidu thude, tiep tue udng licu ticp thee nhu
Hiwimg ¢ Khing wdng 1i r'ap A0 de biteho lidu 43 quén,

Khéng eé yéuedu dae bidt ve xi 1¥ thude sau khi s dung.

Kb sien vit bo thude vio nude thai bay rac sinl hoar. Hoiy kicn dige 5§
cich bo thude khdng sir dynge nira, Nhimg bién phip ndy 5€ giip bio vé mdi
fromy.

CHONG CHIDINI

it inan v irbesartan hode bl ky thanh phian nao cua th .

Phy it mang thi 3 thang eiia hode 3 ting cudi thai k.

Ching chi dinh phoi hop itbesatan voi cae san plmm €0 chir aliskiren &
bénh nhén dai thao duime hode suy thin (muee lge cau thin (GFR) < 60
mlphin/1,73m")

CANHBAOVACANH BAO KHIDUNG THUOC

8wy i gind vich vt inach Ha huyet ap ed idu ehimg, de b sa lidu
i e thE xay ca o bénd nhdn suy ian thé tich va/ hofu thien | nati do
dimg thude Lot tidy magnh, ¢hé daan han ehé mudi, téu chay hoie nin mia
Nen dieuchib cie tinh ang do fruce ki sw dyng ibesartan

Feang furyd G el mrele dinive: Thng niny co gt huvét dp ndng vi sy gidm
chire nang thian khi dang thude tae dong 1én hi RAA trénbinh nhan liep dong
mach 1 hat ben hodie bigp mgeh thiin mdt bén duge didu m Dl efe st
phiin thude ¢d anh huong dén hé renin-angiotensinealdosteron, Tae dong
g (e ciimg g dydodn van thude A khang i angiotensin-1.

Sty thdtn v ghdp thaie Khi ding irbesartan irén bénh nhin suy than, cin
theo doi dinh ky nang do kali v creatinin huyet thanh, Khing ¢ gl nhin
kinhnghidm theo dai bénh nhin vim ghép thin diing thide irhesartan

el antain tdng husv s ap kém shien hinh than v did thio dheimg fuip 22 Tic
domg ci irbesartan 10 thin v tim mach khiing déng nhit pia cie nham
At tromg, teomg midt phio teb diege thue kidn trange nehién e v bink
nldn béah thin ten tridi. Dic bién, e dong ke hon @ phu nicva doi uong
klw’uq_f!lnu g da fing.
e chid kbp Iy meamr-anitone fedastern (4450 Ch bang chimg cho thiy
vige phot hop thude e ché enzym chuyen, thuos chen thy the angiotensin |1

- Ting kalv i

- e dwimg fnds: Thuoe o the giy ha dutny hayét, dic bigi o beal ¢

= Kiowg khng dinh i vige ibesartan hode cae clit chuyén hoa co L

MAYMOC

TUONG TAC, TUONG KY CUATHLOC

hodc .\J|Qur:u lam Iau, nguy £ tut huyet ap, lan.L, Kali huyét, giim chire niing
thiin (edin suy thin cip), Do do khéng khuyén cdo isc ché kip RAAS thiong
qua vige sit dung phoi hop thudc e che men dm)m thubde chen thy the
angiotensin 11 hode aliskiren, Nén cin thié phai pht hop. <hi nén iy hién
diroi su g sat cua bac 5§ chuyén khoa va thigme xuvén theo don chat ché
chite nding thin. dign gidi v huvé dp. Khong phoi hop thude e ché men
chuyin va thuoe chen thy the angiotensin 11 voi bénh nhan mac bénh than do
daithio dirimg.

Gifing l1hu cac thude tie ong 160 RAAS ke, tinh trang
g kalt huyet co the xay ra ke dung arbesartan. djc iét b ..hln. nfing
thitn suy wiam hodie xud |n i protein aigit do b nll thin tren ncn dai thio
ducny v hodc suy e, Can (heo ddi chat ¢hé nnru, a0 kali buy &t thanh o
bénhnhinconguy co

A3 thao dudme {lnl'!ml_ hénh nhan diege didam Iﬂm.,ulﬂllll'l hadic thue
chéng dai thio dirimg. cin vem xét theo dow diwong huyér thich hop; co thé
phai diéu ehinh lidu nsalin bodc thude ehing dai thia dimmg khi ¢d chi
dinh.

Lt Khiing phoa hop ighesaran vin linhi.

- M{f vtit i ek ol v v o b, kllﬁur.r.nllrﬂmhllm( aghin: Clng

givng nbar cac thute gidn mach khac. cin dje biét thin rong khi ding
irbesartan trén nhém déi fueong nav.

= Cweumrg aldastean mgiyde phae Binh uhanullmlg aldosteron l‘IHI}'ﬂ! phit

Lhonutlspu-m,\mlluluc;heu111un;,hnwlmrlmatdom.lh»mmhcuc che
heé RAAS. Do do, khong khuyén cao dung irhesartan trong trwmg hopniy.

- Tinkregng ching: Onhime hénhnhan ca nkip mach va chire nane thiin phu

thude ch véu vao hoat dum. cun bé RAA (binh nhin suy tim sing Im) el
nang hode béah thin tém in. bao gém hep d:.ml- mach than), khi didu i
bz thuée ire ehé enzym chinén hodc thude d hang thu the angiotensii-
H anh brang todan (hin o Lién quan de:ll tut huyet ap eap finl. g ure
huh.[. thidu niéu, hiem kbi suy thin Cap rinh, Nhe cie thude l:hl'lll5 fang
Iyt ip khac. hy |llJ'.R!l. ap qua murc o bénh nhan thign man coim hoae
bénh tim mach do thidu mau e tim euc l‘ouotlu:-gm. nhéi miu co tim hoae
dat guy. Thee ghi nhdn doi voi thude e chie men chuyen angiotensin,
irhesiitan va eac thude doi khding angiotensin khde diime aha kém hicu
qui how trong vige lig huwl Aip o ngarn da den so via 461 tuomg khong pha
agranda den, oo the do ty & rang thai tenin tip dabam newi da den 1ng
huvitap.

- Py mirmomy o Bhdng nén ding thude da I-sImru_ T the angiarensim 1

(ALIRAs) trong thei ky mang thai. Tar ki vide lu:’p we su dung lidu phap
ANRA dupe <ot la cin tlet. benb nhin deng ¢o ke hoach mang thai nén
dugs thay di sang Imlphrpduum hg luyverap thay IhLmnnhanm:nda
i Ll!u]'lb minl 412 sur alung trong thai ky. Khi duge chin doan e thai, néa
ngime didu i bimg AURAs neay lp tire, vi néu thich hop, nén bat dau lidu
pheag thiay the,
T o Irbesanan di duge nehidn cin & e et 6 - 16 fadonhne dislidga
}.ién i chien day du dé w rdn g pligm vi s duig o ied em.

Jedaftrae San phiun cO cliba liciose manohy drat, cac binh nhim el vin dé
vé di rruvén hidm gap Khine dung nap galactose, thidu but Lapp lactase
Iaac keém hipihn glucose-galuciose Khidng nén ding 1huoe nay.

SUDUNG CHO PHUNT MANGTHAIVACHO CON BU
Plhignirmang thai
- Vige sirdung AHRAs kbiine dirge kKhoyén cio wong bn thing diu oia thai

Ky, Chiéng <hi dinh sa dung AURAS tong ba thiwg giia va ba thing coni
ci thm ky |

- Bing ching dich t2 hoe cho thdy chua the keét ludn gy Co vy ra quan thai

ki sllml,tllmu. e ehe eneyvm ehuyen sreng ba thang G i ky. tuy nhién
vin khéng thé load rris hodn toln ngay co, Toang khl I\h(ﬁnb codi ligudich
c]mwl.mms».u AR As, sie I wimmglu\nu 10 i v nhin
thisde niy:. Trir khi vide didu i 18 cin tidy bénh nhin ed ké hanch mang
than nEn chuyén samg ligu phap didw tn b huy ét ap thay the o tinh an toin
3w chimy imink dé sir dung trong thai ki Khi dirge chin dofin 6 thal,
i ngig didu 16 Bing A LRAS ngay Fip tie, va néu thich hep, nén batdiu
liéu phitp thay the

- Vide phoi nhidm vai taide AIRAS trong ba thing gitre va ba thang cudi

than ky disge bt [a pay dis (emm ehire sing than, thew e $1, cham phii
tricn hip so) vh doe tinh o tre so sinh Gy thin, it b ap, tang kall
huyer) e dii phon nhiem vor thaos AR A< trong ba thang gika thai ky
L':'I_I‘I st dm theo ddi chire g thin v hap s

Can theo ddi cha che tnl wong W huy e ap O e sosmb oo me timg dung
AllRAs

Phu i ol con b
- Khing co thing tmvd vige

ar lumg irbesartan & pli niedang cho con b
Fhemg khuyecn cdo s diig inrbesartan v tén chuyea sang thude khac ca
tinds e bodun o durgre el ol prong than gan che con b, dée bigt khi
nudi tre sersinh hode e sinhnon.

et que st me by khdnge, Dir lign duoc lee hoge/ dde 1inh

Dy trén cac die Lok duoc luc hec, imbesartan kb
hllllll},i'[‘ﬂ“ld it B e van vin banb ey noe. Kij
MAY Mos, nnu‘luu\ ring oo thé xay ra clang mae ho
toinh dicu n.
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Tulmgts.’lccunlhunl:

e o tiéu v .rhnm Iy byt dp ddie: Cie thude ha huvét ap khic lam
fang e dume by huy & ap eba irbesaran. Tuy nhién, irbesitan duae phon
hgp an todn vai eac thude ha huvé etap khac nh thude chen beta, thude chen
kenh cale tac dung keo dai va thum: lo1 tieu thiazid. Néu qua trinh diéu 1rj
trirde do co s dung thude Igi tidu lidu éno, ki bir diu didu 11 bing
ithesartan co thé gay giam thé tich dichva nguy cotyt huyetap

Sernn plicte e e aliskiren v e tee du’:u..\mdng: D liéu nghién
clru lam sang <hi ra ring tic dung tre ché kép ié RAA thang qua phoi ligp
thudc i che enzym e.Ium:n thude chen thy the snl_lou.nsm -1l hode
aliskiren lam tang tin sudt cae bién co gav hai nhar tt huyét ap, tang kali
Tuyét vit gram chire ning thin (bao gém suy thin cap) so vor sir dung don
doe.
Thide o suinge kadi va thiic e ién gide kali: Kinh :1;,]11::11 frong viee su
dyng thude khic tie domg 1én he renin-angiofensin, vige phai hap thude lgi
tiew gifr kali, thude bo sung kali, cde chit thay thé mudi ¢é clim kali hodc
ciie thuda lim @ng néng dn Kali e th Tam tAng nong di kali huyét thanh,
vii do dé khéng duee Khuvén cao,
Lt €6 whi nhin hign tuong ding ndng Ao lithi huy ét thanh co the phw. hoi
Vit iy doe xiy ra khi phoi hop thude cé chira lithi va thude e ché enzym
cluyen. Cac tie dong teong tyhicm khi duge ghi nhan von abesartan cho
din hidn i Do do, khong Khovén cio phoi hgp. Néu can tiét phai phoi
hop thioe, theo doi chat chEnang 40 lithi huyét thanh
Fhuedic klrcmg vidnr kiing siemid: K thude doi kbang thu the angiotensin-
11 dimy déng thasi voi NSAIDs (nhu thude e ¢hé chon loc CON-2, acid
acetvlsaficylic = 3 n/npdy vit NSAIDs khong chon loe) ¢ the lam giam tic
dung it huy étap. c inge nhis véi thuoe ire ché men clm) &n. vice phoi lop
thudic d6i khing angiotensin-1 va NSATDs eo the din dén anh hirong chire
nang thiin, bao gom suy thin cap, ting kali huy & thanh, nhat 14 & ngudd co
tiensu suy giam chic nang thin. "I han Irung Kl dung déng ther, dac bigt la
f1én ngiein eao woi. Bénh nhan cin duge bo sung diy di mrce vi theo di
chire mang thin saw lidu phéi hop dautién, va dinh ki hiém tra sau dé,
Repagtnid: Irhesartan co kha nang ire ché OATPIBL. Trong mat nghién
ciru 1am sang, cé bio caorang irbesartan lam tang C_, va AUC cia
repaglind (ehat nén cua OATPIR1) len fwong ung 1.8 1an va 1.3 lan kv
ding 1 giotrirde repaglinid. Trong mét nghin ciru khae, khong ¢o teong
tae duge dgng hoe lién quan nao duge bao cao ki dung don" thin hat thuce.
Do do, co thé phai dlcu chinh liéu repaglinid.
Phiinge i e suag vé e fde v irbesartan: Trong cie nghién cin lam
sang. diwgc démg hoc cna rbesartan khing h; anh hwémg  bot
hydroclorothiazid. Irbesartan duoe chuyén héa chis yéu qua CYP2C9 vi
mist phin it hon ban qummml I, Khene sudt hién wong e duee dong
hode duce hre ding ké ki phoi hop irbesartan voi warfarin, 1 thude ciing
cliuyén hoa qua CYP209. Tie dong cua vae chat cam dmg CYP2C9 nha
rifampicin tén duge ddng hoc con irhesartan clum dwge vie dinh. Dirge
dong how ela d|¥\mn Kiimg doi khi phoi hop vt irbesartan,

Tuwomg ky ciia thude

Do khong €0 cae nglién ¢ vé (b tuong ky cua thuoe, khong trgn lan
thide niy v e thude khie

TAC DUNG KITONG MONG MUON

Cite tive dumg Khang rinong mudn duoe plhim ahidm theo tin sudt: vt thuimg

gip (ADR > 1/10) thucng gdp (1100 < ADR < 1/10), 1t iip (171,000 <
ADR - 1H00). Tudm edp (10000 < ADR < 1/1.000) va it hiém pap
CADR < 1/10.000), Khong rd th suit (0 sudt chirs wde tinh duee tirnhimg

it lighi oo sdn)

Meist i Bt I Thidwmau, piam tidu cau (khéng rdtin sudt)

Hi meendich: Cac phan (mg | man nl:u pha mach, phat ban, no me day,

hain dny phin vé, soe phian vé (khong 1d g suit)

Clneven i vir et dheng: Tang kadi huyct, ha dudng huyét (khong 1o tin

sudt).

Thait kinh: Choang vang, chodng ving thé dimg (thiedmg gapl. chong imat

din dau (khong 10t suit).

i ver e el U vai (kg eddn sufin),

{im: Khipum uh*u!h(:lxa‘ip)

Meaelndwe: Tt hu\‘ét ip thé dirng (tharemg gip); do hime mie (it eip)

Ho bap .fongn;_m drang that: Ho (il gip).

Vi i Budnonin/ non mim {I|I1.I'|‘I115 gip) téw-ehay. Kho néw'o nomg (it
i)y b vi giae (Khong 1 tho suin),

Ciam it NVamg dat (it g@ip): vaeon gane bar thuomg chue nitng gan (hiem

Lip). . . _

D ne chueis i Vigns mach bach candklhwong ro tan suat).

Cir - xrreng vmd lién kér Diau corsanme khirp (thirdmy gdp): dan khop. dau

cor (trong mat v treomg liop lien guan dén ting nong Ao creatm hinise trong

Tyt ), Dign turang ehufit e (khéng i din s,

Theirr - 0l nige Suy aifm ehire nang thin, bao gdim sy thin o bénh nbin

cormpuy co(khimy ritan sual)

Sindoxern Rt Tomm ehite niung sinh san (10

Reei fevean ol Mérmon (thirdmgg BRp ) e ngyre (it g p)

Xenwefuca: Tinhrang thing kali huyet xay m o bénh nhin dii thio dmmb Khi

didu 1 bing irbesarmn thiimyg suyin hon so v nhom chimg (it thuimg

gip); huomy suyen ghi nhin (b trang g ding ke creatin kiase & nliimg

il wuyme duoe dicu g by ibesiron. Tuy ohien s g Qg aio lién quan

dén 1iny simg eo xuomg khep (thudmg giip)

Hingg it i trf teie g king i priidn

Ngungs dung thudc vit dén bénh vién ngay lap tie khi ghp teong hop phan

irng da dj img (phiir ban, may doy), eding nhar sumg mit, mai v hode leii,

= Phan bd: Ty 1E lién

= Chuyién hoa: Sau kin s dung irhesaninn eo

QUALIEU VA CACHXTTRI
= Trigu chig: Kinh nghien su dyng li€u len 1@ YO0 ngngay o nl_nml i

trom B luan c1||ll|ld) Khimg o dée tink. Cac baéu hign lién quan dén qua
biéu 13 tut huétap va nhip tim nhanh, ciing co the xay i nhip tim chim.

= Cach xar tri; Khong co gai phap dic iy cho viee gqua liew irbesatan. Beah

uhin cin duge theo d5i chit che, i tri tridu chimg Cic bién phap dirge
de xuar bao gom: gay non v/ hoge rim da day, cing <0 the diny than heat.
Irbesarian khéng by loai ba b tham phin man

PACTINI DUGT LLC HOC
Phiin loai durge Iy
MAATC: 000 AL
Crrehie ticdyng

+ Thube ddi khang thu thé angietensin-11

Irbesartan 1i mit chilt ddi khang thy thé angiarensin-11 (loai AT1) ding
duomg wong, tas dang manh co chon loe. Thuoe ndn chin me: hoat dgng
et angietensin-{ hing qua trung gian 1 thy thé AT bat k¢ ngudn hodic
con dirimg tong hop angotensin-11 ‘iu doi khang chon loc cac (he the
angiotensin-1 (AT dan dén lam ting nong d remn vi angiotensin-l1, va
lam wifin: ndne 4§ aldosteren huyét nromg, Nong dé kali huyét thanh dnh
hiromg Khimg dang ké boi irbesartan don de o Tiéu Khuven cho. |rhesartan
khing e che enzym chiy én hoa angiotensin (Kininase-11). mijt leai enzym
op angiotensim-1 va pham gia bradyvkmm thinh cac ehuyen hoa
hogt tinh Irbesartan Lhing ein dige chuvén hia di e e dyng

PAC TINH DUGC DONG HOC
- THip thus Sou khi udng, ivhesartm hip th 155 cie nehién cim vé sinl kha

duing tuvEl doi cho gia t Lhounb 60~ B0%. Ding dong thini vér thire Gn
kinong anh buromy ding ke den sink kha dlmL cuairhesartan

i vl protein hnydt tuong khoang 96%, mét luong
Khong dang ke lién ket vidn1é hio man. The rich phin bo kheang 53 93 11,

: in dimg vi phong xa bing
duony uang hofe tém tnh mach, 80 — 85% hoat o pliong xa luu hinh
tronz b Ct toomg dudn ding Khong chuven ban. Irbesarton duge ehiven
b qua gan bai phan wng lién hop 2lucoronid hoa va oxi hida, Chat chuven
hei lum hanh chinh I irbesann glocoronid (khodng 6%). Cac nghién cim
i vitro chi ra ring irbesartn duge oxy hia chuyveu b CYP2CX.CYP3A4
e tac domy khimy ding ke.

- Thii trir: Irbesartan va chat chuyén hoa duge thai trir qua cde hai con

thrimg mat va thin. San kiu sir dung ibesarnan cd gin dong vi phong xa
bang duomg udng hode tiem tinh mach. khodng 20% heat déphdng xadiroe
thit i tromy nue ticy Vil phén cén Tai trong phan. it hen 2% licu ding
duroe bai nét qu.\nm:u: tidu dindn dang irbesartan khang dai

Darge dding foge o J57 e Mm sisg dc bigr:

= Treome Dirge ding hoe Coin llhw:allltmldll\!\.(bnlhg,lul!’3!1‘1 ein |=]n1.l1u\£|

ap siukhi d:mh irbesartan Hiu duy whit vi da tidu (2 meke ) eho dén lidi 160
da hang ngay la 150 mg trong bon tuin. Trong sadio, 2 Ilredu'c\.dnnhl,ude
s siinh v diroe dong hoe vei niin lin (12 teé > 12 mdi, @t tiré dén 12
tutin) K&l qua cho thity O, AUC va 1y 1§ thanh thai wemy, duong véi
nhimg pi duge quan sit o mern m ding irhesnron 150 mp mai oy
Ouins siit taiy su tich by ham ché cua iwbesatan (18%) trong byl twang
Ko dlang b i o mdn Lin i ngay

= s g O nliinsg bénb b sy tan hode dang chay thio nhin tao, cac

i s durgre d s bige cri rbestitan khing thay dos ding ké. [rhisastan
Khcog bilodl b bing tham thel mau.

= Sy e Ohaladinn g g mbin x g whie den toang binh. cice thing sd dirge

ddog oo et irbesartan khéng thay dbi ding ke, Cae nghién cuu khdog
direw thare Tign i bgnb nbidn suy gan niing

QUY CACH BONG GO
= Hlap03 vix 14 viennén bao phim. Vibam Al - PV due.
= HapGSwix 14 vadénnén oo phim . Vi

mAl-PVC dye.

- Hop 10vix 14 vidnnén bao phin. Vibam Al-PVC due.
BIEU KIEN BAO QUAN

vt kb dhuri 30°C, Tednb finh sfug.
HAN DUNG .

36 thiing (kE eir ey sin sudn

e
Cor ser san xuat

CONG TY TNHIT LIEN DOANI HASAN - DERMAPHARM
La B Predsag so 2. KON Bong An, Binh Floa, Thean An, Bish Dyong, Vig Nany




