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1. Nhan truc tiép:
- Vi 10 vién nén bao phim.
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2. Nhan trung gian:
- HOp 3 vi x 10 vién nén bao phim.
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TO HUONG DAN SU DUNG

Rx Thude ban theo don
AGIROVASTIN ® 20

Thanh phan: M3i vién nén bao phim chira:

- Rosuvastatin calci (Twong duong Rosuvastatin . . ............. 20 mg)

= TRAWIOTR 5 50 ¢ cnnn vir sommims ae sie somisions 56 BB oo wa bt s < 1 vién.

(Lactose, Croscarmellose natri, Povidon K30, Microcrystallin cellulose 101, Magnesi stearat,

Hydroxypropyl methylcellulose 606, Talc, Titan dioxid, Polyethylen glycol 6000, Polysorbat 80).

Qui cich déng géi: Hop 3 vi x vi 10 vién nén bao phim.

Chi dinh:

- Tang cholesterol méu nguyén phat (loai Ila ké ca tang cholesterol mau di truyén gia dinh kiéu di
hop tir) hoac r6i loan lipid mau hon hop (loai 1IIb): La mot li¢u phap hé trg cho ché do #n kiéng
khi bénh nhén khong dép img day du véi ché do an kiéng va céc liéu phap khong dung thudce
khéac (nhu tép thé duc, giam can).

- Tang cholesterol mau gia dinh ki¢u déng hop tir: Dung don dgc hodc hé trg cho cac phuong
phap di€u trj giam lipid khic (nhu ly trich LDL méu) hogc khi cac liéu phap nay khong lam giam
LDL-Cholesterol, Cholesterol toan phan, va ApoB.

- Lam cham sy phat t;ién chimg xo vira dong mach: Li¢u phép hd trg cho ché do an kiéng dé giam
Cholesterol toan phan va LDL- Cholesterol dén gi6i han mong muén.

Liéu dung va cich dung:

Ngudi bénh can theo ché do an chudn, it cholesterol, truée khi udng rosuvastatin va phai tiép tuc
duy tri che d6 an nay trong suot thoi gian diéu tri

Rosuvastatin c6 thé dung véi liéu don bt cir luc nao trong ngay, ¢6 hodc khong kém thirc an. Vi
tong hop cholesterol ¢ gan xay ra chu yéu ban dém, dung thudc vao budi tdi s& lam tang hiéu
luc thude.

Khuyén céo bat dau diéu trj voi lidu thép nhat ma thube 6 téc dung, sau do, néu can thiét, ¢ thé
diéu chinh liéu theo nhu cau va dép (mg cua timg ngudi bénh bang cach ting lidu timg dot cach
nhau khong dui 04 tuin, cho t6i khi dat ndng do cholesterol LDL mong mudn, hoac khi dat lidu
tdi da va phai theo di cac phan img c6 hai cua thude, dac biét 1a cic phan tng c6 hai déi voi hé
co.

Nguwoi Ién: Liéu khoi ddu khuyén dung 1a 5 mg hodc 10 mg x 1 1an/ngay, tang lidu mdi 4 tuin,
néu can thiét, dén liu 20 mg x 1 lé‘mﬁngéy. Viée lya chon liéu khai ddu nén luu y dén muc
cholesterol cua timg b¢nh nhan, nguy co tim mach sau nay ciing nhu kha ning xay ra cac tac
dung khong mong muén. Vi tz“;n suét tic dung khéng mong mudn tang khi dung liéu 40 mg so
v6i céc liéu thap hon, viée chuan liéu cudi clng dén liéu tdi da 40 mg chi nén duoc xem xét cho
cdc bénh nhan tang cholesterol mau ning c6 nguy co vé bénh tim mach cao (dac biét la cac bénh
nhan tang cholesterol méau c6 tinh gia dinh) ma khoéng dat dugc muc tiéu diéu tri & lidu 20 mg va
cac b¢nh nhén nay can phai dugc theo ddi thudng xuyén. Cin c6 su theo ddi ciia cdc bdc si
chuyén khoa khi bat ddu ding liéu 40 mg.

- Nguwbi cao tudi: Liéu khoi dau 5 mg duge ding cho bénh nhén > 70 tudi. Khéng cin diéu chinh
liéu & cdc bénh nhan nay.

- Bénh nhan suy thgn: Khong can diéu chinh liéu & bénh nhan suy than tir nhe dén vira. Bénh
nhan suy thdn miarc d§ vira phai (d6 thanh thai creatinin < 60 ml/phit) duge khuyén dung liéu
khoi dau 5 mg nhung chdng chi dinh & lidu 40 mg. Chdng chi dinh ding rosuvastatin cho bénh
nhén suy than nang (do thanh thai creatinin <30 ml/ phut).
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cip ning, ha huyét ap, phau thuét va chén thuong 16n, bat thuong vé chuyén hoa, ndi tiét, dién
gidi hodc co giat khong kiém soét duoc.

Chi dung statin cho phu nir & do tudi sinh dé khi ho chic chin khong mang thai va chi trong
truong hop tang cholesterol méu rat cao ma khong dap g véi cée thude khac.

Viée sir dung dong thoi cac thude ha lipid mau nhom statin véi céc thude diéu trj HIV va viém
gan siéu vi C (HCV) c6 thé lam ting nguy co gly ton thuong co, nghiém trong nhét 1a tiéu co
véan, than hu dan dén suy than va c6 thé gay tir vong.

Twong tic thube: w

Tang nguy co ton thuong co khi sir dung rosuvastatin dong thoi véi cac thude sau: Gemfibrozil,
céc thude ha cholesterol mau nhom fibrat khac, niacin liéu cao (> 1 g/ngay), Colchicin.

Viéc sir dung dong thoi rosuvastatin véi cae thube e ché protease cua HIV va viém gan siéu vi
C (HCV) nhu atazanavir, atazanavir + ritonavir, lopinavir + ritonavir ¢ thé lam tang nguy co
gdy ton thucmg, ¢o, nghiém trong nhét 13 tiéu co van, than hu dan dén suy than va c6 thé gay tir
vong, vi vdy can giam liéu rosuvastatin.

Cyclosporin: Dung dong thoi rosuvastatin véi cyclosporin, cac gia tri AUC cua rosuvastatin cao
hon trung binh gap 7 lan so véi tri s6 nay ¢ nguoi tinh nguyén khoé¢ manh. Dung dong thoi
rosuvastatin va cyclosporin khong anh hudng dén nong do cyclosporin trong huyét tuong.

Chét khang dong coumarin: Gibng nhu céc chat trc ché men HMG - CoA reductase khac, khi bit
dau diéu tri hoac ting liéu rosuvastatin & bénh nhan diéu tri ddng thoi v6i céc chét khang dong
coumarin (nhu warfarin) ¢6 thé lam tang tri sé INR. Ngung dung hodc giam liéu rosuvastatin ¢6
thé lam giam INR. Trong nhimg truong hop nhu vay, nén theo déi tri sé INR.

Thude khang acid: Dung rosuvastatin dong thoi véi hdn dich thude khang acid chira nhém va
magié€ hydroxid lam giam khoang 50% nong do rosuvastatin trong huyét tuong. Khi uong thudc
khang acid cach 2 gi¢ sau khi _dung rosuvastatin thi nong do rosuvastatin trong huyét tuong s&
giam it hon. Mdi twong quan vé mit 1am sang cuia tuong tac nay van chua ré.

Erythromycin: Dung dong thoi rosuvastatin véi erythromycin lam giam 20% AUC (0-t) va 30%
Cmax cua rosuvastatin. Tuong téc niy c6 thé la do erythromycin lam tang nhu dong rudt.

Thube vién uong ngtra thai/ liéu phép thay thé hormon (HRT): Dung dong thoi rosuvastatin véi
thudc vién uong ngura thai lam téng 26% AUC cua ethinyl estradiol va 34% AUC ctia norgestrel.
Nén luu y dén muc tang ndng do cac chat ndy trong huyét tuong khi chon thude udng ngira thai.
Chua ¢6 dir li¢u duge dong hoc trén nhilng bénh nhan ding dong thoi rosuvastatin va HRT vi
vy khong thé loai trir kha nang co tac dong tuong ty. Tuy nhién, sy ket hop da dugc sir dung
rong rai & phy nit trong cac thir nghiém ldm sang va da duoc dung nap tot.

Céc thube khac:

+ Dua trén cac dir liéu tir cac nghién ciru vé twong tac thude chuyén biét cho thay khong cé
tuong tac dang ké vé& mat lam sang khi dung chung véi digoxin.

+ Céc nhya gin acid mat ¢6 thé lam giam rd rét kha dung sinh hoc cta statin khi uéng cung. Vi
vay thoi gian ding 2 thude nay phai cach xa nhau.

+ Men cytochrom Paso: Két qua tir thir nghiém in vitro va in vivo chimg to ring rosuvastatin
khong phai la chat trc ché hodc cam img men cytochrom P450. Hon nira, rosuvastatin la chit
nén yéu cho cdc enzym nay. Khong ghi nhén c6 tuong tic dang ké vé mat lam sang gilra
rosuvastatin véi fluconazol (chit Ge ché CYP2C9 va CYP3A4) hoic Ketoconazol (chit tc
ché CYP2A6 va CYP3A4). Dung dong thoi itraconazol (chdt e ché CYP3A4) va
rosuvastatin lam ting 28% AUC cua rosuvastatin. Sy tang nay khong dugc xem la co y n[.,hla
vé mat lam sang. Vi vdy, khong c6 tuong tic thubc do su chuyén hoa qua trung gian
cytochrom Pysg.

Sir dung cho phu nir ¢6 thai va cho con bi:

Théi ky mang thai:
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Bénh nhian chau A, bénh nhan dang ding cyclosporin va bénh nhin co cic yéu to cé khi
ndng gdy bénh co: Liéu khoi dau khuyén ding la 5 mg va chong chi dinh & liéu 40 mg. Theo
nghién ctru duge dong hoc tai My trén nguoi Chau A kha ning hip thu rosuvastatin trung binh Y
ngudi Chéu A ting gén gap 2 l4n so véi nguoi da trang Nén can nhic su gia ting nay khi quyét
dinh dung liéu khoi dau 5 mg rosuvastatin cho ngudi Chéu A.

Phai than trong va diéu chinh liéu rosuvastatin khi dung phdi hop véi cac chat (e ché protease
cua HIV va viém gan siéu vi C (HCV): Atazanavir; atazanavir + ritonavir; lopinavir + ritonavir:
To6i da 10 mg Rosuvastatin 1 1an/ ngay.

Chéng chi dinh: M

Bénh nhin qua man véi rosuvastatin hodc bat ky ta dugc nao cua thude.

Bénh nhan méc bénh gan hoat dong hodc transaminase huyét thanh ting dai ding ma khong giai
thich duoc.

Bénh nhan suy than ning (dd thanh thai creatinin < 30 ml/phut).

Bénh nhén ¢6 bénh 1y v co.

Bénh nhan dang dung cyclosporin.

Phy nit ¢6 thai va cho con b, phu nir ¢6 thé c6 thai ma khong dung cac bién phap tranh thai
thich hop.

Thén trong:

Trude khi bat dau didu trj voi statin, can phai loai trir cac nguyén nhan gay tang cholesterol mau
(thi du dai thao dudmg kém kiém soat, thleu nang gidp, hgi ching than hu, roi loan protein mau,
bénh gan tdc mat, do ding mét s6 thude khac, nghién rou) va can dinh lugng cholesterol toan
phan cholesterol LDL, cholesterol HDL va triglycerid. Phai tién hanh dinh lugng lipid dinh ky,
voi khodng cach khéng dudi 4 tudn, va diéu chinh lidu lugng theo dép g cua nguoi bénh voi
thudc. Muc tiéu didu tri la giam cholesterol LDL vi vy phai st dung nong do cholesterol LDL
dé bét dau diéu tri va danh gia dap g diéu tri. Chi khi khong xét nghiém dugc cholestrol LDL,
mdi sir dung cholesterol toan phan dé theo doi diéu tri.

Trong céc thir nghiém lam sang, mot s6 it nguoi bénh truong thanh uong statin thdy ting rd rét
transaminase huyét thanh (> 3 1an gi6i han binh thuong). Khi ngimg thudc & nhiing ngum bénh
nay, nong do transaminase thuong ha tir tir trg vé muc trude diéu tri. Mot vai nguoi trong so
nguoi bénh nay trude khi diéu tri voi statin da c6 nhimng két qua xét nghiém chirc nang gan bét
thuong va/hodc ubng nhiéu rugu. Khuyén céo lam xét nghiém enzym gan truoc khi bét dau diéu
tri bang statin va trong truong hop chi dinh 1am sang yéu cau xét nghiém sau do.

Can nhic theo ddi creatin kinase (CK) trong trudng hcp'

+ Trude khi diéu tri, xét nghiém CK nén duoc tién hanh trong nhimg truong hop: Suy g1am
chirc ning than, nhuge giap, tién sir ban than hogc tién st gia dinh mac bénh co di truyén, tién
str bi bénh co do sir dung statin hodc fibrat truge do, tién sir bénh gan va/hodc udng nhiéu
rugu, bénh nhan cao tudi (>70 tudi) c6 nhitng yéu td nguy co bi tiéu co van, kha ning xay ra
tuong tac thudc va mot s6 dbi tugng bénh nhan dic biét. Trong nhimg truong hop nay nén can
nhic loi ich/nguy co va theo ddi bénh nhan trén 1am sang khi diéu tri bang statin. Néu két qua
xét nghiém CK > 5 lan giGi han trén ctia mic binh thudng, khong nén bét dau diéu tri bang
statin.

+ Trong qua trinh dleu tri bang statin, bénh nhan can théng béo khi co cac biéu hién vé co nhu
dau co, cing co, yéu co ... Khi c6 cdc biéu hién nay, bénh nhan can lam xét nghiém CK dé c6
cac bién phap can thiép phu hop.

Cén sir dung thudc than trong & ngudi bénh udng nhiéu ruou va/hodc ¢o tién sir bénh gan.
Liéu phap statin phai tam ngimg hogc thoi han & bat clr nguoi bénh nao c6 biéu hién bi bénh co
cép va niing hodc c6 yéu td nguy co d& bi suy than cip do tiéu co vén, thi du nhu nhiém khuén
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Vi céc statin lam giam tong hop cholesterol va co thé ca nhleu chét khac c6 hoat tinh sinh hoc
din xuét tir cholesterol, nén thudc c6 thé gay hai cho thai nhi néu dung cho nguoi mang thai. Vi
vay chong chi dinh dung rosuvastatin trong thoi ky mang thai. Néu bénh nhén c6 thai trong khi
diéu tri bang rosuvastatin thi nén ngung thude ngay lap tic.

Thoi ky cho con bu:
Nhiéu statin phan bd vao sira. Do tiém niang c¢6 tac dung khong mong mudn nghiém trong cho tré
nho dang b sira me, nén chong chi dinh dung rosuvastatin & ngudi cho con bu.

Téc dung khéng mong muon:

Noi chung statin dung nap tdt, ty 1é phai ngimg thudc thap hon so véi céc thube ha lipid khac.

Tan s0 ADR & moi statin tuong tu nhu nhau.

Luru y cac tac dung khong mong mubn sau : Tl"'zf

+ Suy giam nhan thirc (nhu mat tri nho, 14 1an ...).

+ Tang dudng huyét.

+ Tang HbAlc.

Thuong gap, ADR > 1/100

+ Tiéu hod: Ia chay, tao bon, diy hoi, dau bung, va budn non, gip & khoang 5% bénh nhan.

+ Than kinh trung wong: Pau dau (4 - 9%), chong mit (3 - 5%), nhin md (1 - 2%), mét ngt, suy
nhugc.

+ Than kinh - co va xuong: Pau co, dau khép.

+ Gan: Cac két qua thir nghiém chirc nang gan tang hon 3 lan gioi han trén cua binh thuong, o
2% ngudi bénh, nhung phan 16n 1a khong cé triéu chimg va hoi phuc khi ngimg thudc.

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

+ Th?u} kinh - co va xwong: Bénh co (két hop yéu co va ting ham lugng creatin phosphokinase
huyét tuong (CPK).

+ Da: Ban da.

+ Ho hap: Viém mili, viém xoang, viém hong, ho.

Hiém gdp, ADR < 1/1000

+ Than kinh - co va xuong: Viém co, tiéu co vén, din dén suy than cp thi phat do myoglobin
niéu.

Théng bao cho béac s§ nhimg tac dung khong mong mudn gap phai khi str dung thudc.

Cic dac tinh dwge lue hoe:

Rosuvastatin 1a mot chét (e ché chon loc va canh tranh trén men HMG-CoA reductase, la men
xiic tic qua trinh chuyén doi 3-hydroxy-3-methylglutaryl coenzym A thanh mevalonat, mot tién
chét ctia cholesterol. Vi tri tic dong chinh cua rosuvastatin 12 gan, co quan dich lam giam
cholesterol.

Rosuvastatin lam tang s6 luong thy thé LDL trén bé mit té bao & gan, do vay lam tang hép thu
va di héa LDL va tre ché su tong hop VLDL & gan, vi vdy lam giam céc thanh phin VLDL va
LDL.

Tac dong dugc luc

+ Rosuvastatin lam giam ndng d6 LDL-cholesterol, cholesterol toan phén va triglycerid va lam
tang HDL-cholesterol. Thube ciing lam giam ApoB, non HDL-C, VLDL-C, VLDL-TG va
lam ting ApoA-I (xem bang 1). Rosuvastatin ciing lam giam cdc ty 1¢ LDL-C/HDL-C, C toan
phan/HDL-C, non HDL-C/HDL-C va ApoBproA -1

+ Hi¢u qua tri liéu dat dugc trong vong 1 tuan sau khi bt dau diéu tri va 90% bénh nhén dat

duoc dap tmg t6i uu trong 2 tudn. Dép tng t6i uu thuong dat duge vao khoang 4 tuan va dugc
duy tri sau do.
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- Hiéu qua lam sang
+ Rosuvastatin dugc chimg minh ¢6 hiéu qua ¢ nhom bénh nhan ngudi 16n ting cholesterol
mau, co hay khong c6 tang triglycerid mau, bat ky chung tdc, gidi tinh hay tudi tac va &

nhitng nhom bénh nhan dic biét nhu tiéu duong hodc bénh nhén tang cholesterol mau gia
dinh.

+ Tir cée dir liéu nghién ctru pha III, rosuvastatin chimg t6 ¢6 hiéu qua trong diéu tri & hau hét
cac bénh nhan tang cholesterol méau loai Ila va IIb (LDL-C trung binh truéc khi diéu tri
khoang 4,8mmol/l) theo cac muc tiéu diéu tri ctia Hoi Xo Vira Mach Mau Chau Au (European
Atherosclerosis Society- EAS; 1998); khoang 80% bénh nhan duoc diéu tri bang Rosuvastatin
10 mg da dat duge cac muc tiéu diéu tri cia EAS vé ndng d6 LDL-C (< 3 mmol/l).

+ Trong 1 nghién ctru lém, 435 bénh nhan ting cholesterol méu di truyén gia dinh kiéu di hop tur
da dugc cho dung rosuvastatin tir 20-80 mg theo thiét ké diéu chinh tang liéu. Ngudi ta thiy 1a
tat ca cac liéu rosuvastatin déu c6 tac dong ¢ loi trén cac thong s6 lipid va dat dugc cac myc
tiéu diéu tri. Sau khi chinh dén liéu hing ngay 40 mg (12 tuan diéu tri), LDL-C giam 53%.
33% bénh nhéan dat dugc cac muc tiéu cia EAS vé ndng do LDL-C (< 3 mmol/l).

+ Trong mét nghién ciru mo, diéu chinh lleu tang dan, 42 bénh nhén ting cholesterol méu di
truyén kiéu dong hop tir dugc dénh gia vé dap (g diéu tri voi lidu rosuvastatin 20-40 mg. TAt
ca bénh nhén nghién ciru déu ¢6 do giam trung._, 2 binh LDL-C 1a 22%.

+ Trong cac nghién ctru 1am sang véi mot s6 luong bénh nhan nhat dinh, rosuvastatin chimg t&
¢6 hi€u qua phu trg trong vi¢c lam giam triglycerid khi duge sir dung phéi hop véi fenofibra
va lam tdng nong d6 HDL-C khi sir dung phdi hgp véi niacin.

)9‘

+ Rosuvabtatm chua duoc chung mmh la co the ngan Lhén cac blen chu’ng co lién quan den su:a, M

bénh ly khi dung rosuvastatin dang duge thuc hién.
Céc dic tinh dwge dong hoc: T]"Y
- H(?}J thu:
Nong do dinh trong huyét tuong ciia rosuvastatin dat dugc khoang 5 gi¢r sau khi uéng. Dé sinh
kha dung tuyét doi khoang 20%.
- Phdn bo:
Rosuvastatin phén b6 rong rai & gan 1a noi chu yéu tong hop cholesterol va thanh thai LDL-C.

Thé tich phan bd cua rosuvastatin khoang 134L. Khoang 90% rosuvastatin két hop véi protein
huyét tuong, chu yéu la voi albumin.

- Chuyén héa:

Rosuvastatin it bi chuyén hod (khoang 10%). Céc nghién ctru in vitro ve chuyén hoa c6 sir du
céc té bao gan clia ngudi xéc dinh rang rosuvastatin la mot chit nén yéu cho su chuyen hoa qu
cytochrome P450. CYP2C9 la chat dong enzym chinh tham gia vao qua trinh chuyén hoa, 2C19,
3A4 va 2D6 tham gia & mirc do thap hon. Chét chuyén hod chinh dugc xéc dinh la N-desmethy
va lactone. Chét chuyén hoa N- desmethyl ¢ hoat tinh yéu hon khoang 50% so véi rosuvastati
trong khi dang lacton khong c6 hoat tinh vé mit 1dm sang. Rosuvastatin chiém hon 90%'
tinh ttc ché HMG-CoA reductase trong tudn hoan.

- Dao thai:

Khoang 90% liéu rosuvastatin dugc thai trir & dang khong dm qua phan (bao gdm hoat chét dugc
hap thu va khéng dugc hép thu) va phan con lai dugce bai tiét ra nu6e tiéu. Khoang 5% duge bai
tiét ra nuée tiéu dudi dang khong doi. Thoi gian bén thai trong huyét tuong khoang 19 gio. Thoi
gian ban thai khong lang khi dung liéu cao hon. P9 thanh thai trong huyet tuong trung binh
khoang 50 lit/gi¢r (hé s6 bién thién l1a 21,7%). Gidng nhu cac chat e ché men HMG-CoA
reductase khac, sy dao thai rosuvastatin ra khoi gan c6 lién quan dén chat vin chuyén qua mang
OATP-C. Chét van chuyén nay quan trong trong viée dao thai rosuvastatin khoi gan.




https://nhathuocngocanh.com/

Qua lidu va cich xir tri:

- Tai liéu vé qua liéu cia rosuvastatin & ngudi con han ché. Hién nay chua co phuong phéap diéu
tri diic hiéu khi dung rosuvastatin qué liéu.

_ Khi qué lidu, bénh nhan nén duoc didu trj tridu chimg va ap dung cic bién phap hd trg khi can
thiét. Nén theo doi chirc ning gan va ndng do CK. Tham phan mau khong tang cudng thanh thai
Rosuvastatin.

PE XA TAM TAY TRE EM
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HO1 Y KIEN BAC SY
THUOC NAY CHI DUNG THEO PON CUA BAC SY

Bao quan: Dé ¢ nhiét do dudi 30°C, tranh 4m va anh sang.
Han dung: 36 thang ké tir ngay san xuat.
Khong dung thude qua thoi han st dung ghi trén nhéan.

Cong ty CP Duge pham Agimexpharm

27 Neuyen Thai Hoc, P My Binh, TP. Long Xuyén. An Giang.

San xuiit tai: Chi phanh Cong ty CP Duge phiam Agimexpharm -

Nhi may sin xudt Dwge phiam Agimexpharm

AGIMEXPHARM Duong Vi Trong Phung, K. Thanh An, P M3 Théi. TP Long Xuyén, An Giang,
GMP-WHO DT: 076.3857300 Fax: 076.3857301
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