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ONG T/ TO HUONG DAN SU DUNG THUOC
CO PHAN .
DUQJC PHAM |- BOSMAZIN

THANH PHAN
Mbi vién nén BOSMAZIN c¢6 chira:
Thanh phén hoat chat:

AMEMAZIN. .conmamssvmsasssmmasspsmsssmassssssssmamn 3 1L
(Dudi dang alimemazin tartrat)

Thénh phan td dwoc: Cellulose vi tinh thé (type 102), lactose monohydrat, HPC, natri starch
glycolat, magnesi stearat, colloidal silicon dioxyd, HPMC 606, PEG 6000, titan dioxyd, mau d6
s0 3, lake.

DANG BAO CHE
Vién nén bao phim.
Mo ta san pk(fm : Vién nén tron, bao phim mau hé‘mg, mot mét tron, mot mat cé gach ngang, canh
va thanh vién lanh lan.
CHI PINH
Ngudi 16n: didu tri chimg mét ngii khong thudng xuyén hodic thoang qua.
Tré em trén 6 tudi va cén ngng trén 20 kg: sit dyng dé diu tri ngén han va 1a lua chon wu tién
hai doi \:fc'ri tinh trang kho bat dau giac ngu do ting nhay ‘cém quéa murc (tang su TiI‘lh téq do trang
thai lo lang & thoi diém di ngt) sau khi cdc bién phap diéu chinh hanh vi don thuan that bai.
LIEU DUNG, CACH DUNG
Liéu ding
Ding cho ngudi lén va tré em trén 6 tudi
Udng 1 14n /ngay vao bubi t6i, 15 dén 30 phit trude khi di ngu.
Nguoi Iém: 5 — 10 mg/ ngay (1 - 2 vién/ngay), c6 thé 1én dén 20 mg/ngay (4 vién/ngay).

Tré em trén 6 tudi va cdn nang trén 20 kg: 0,25 — 0,50 mg/kg, khoéng qua 2 vién/ngay. Céc liéu
khuyén céo nhu sau:

+ Tré em nang tir 20 — 40 kg (tir trén 6 — 10 tudi): 1 vién/ngay

+ Tré em niing tir 40 — 50 kg (khoang 10 — 15 tudi): 1 — 2 vién/ngay
Trong tét ca cac trudng hop, bét dau diéu trj & lidu thip nhét c6 hiéu qua va khong vuot qua
lidu t6i da.
Piéu tri trong thoi gian ngan nhat c6 thé (2 — 5 ngay). Néu tinh trang mat ngi kéo dai qué thoi
gian nay, nén danh gia lai viéc diéu tri.

Déi twong dic bigt
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Nguoi cao tudi
Nén giam liéu & ngudi cao tudi (xem Canh bdo va than trong khi ding thuéc).
Suy thdn va suy gan
Nén giam liéu. Tuy nhién, do khéng c6 dit liéu vé suy thén hodc suy gan, nén khong sir dung
alimemazin trong suy thin hoic suy gan.
Tre em
Ché"n(ng chi dinh vién nén bao phim BQS M.:AZIN cho tré duéi 6 tudi do nguy co hit sic (xem
Chong chi dinh). Cé san céc dang thuée udng thich hop hon.
Cich dung
Dung duémg ubng.
CHONG CHI PINH
Lién quan dén tic dung khing cholinergic
Tién sir ca nhan hodc gia dinh méc bénh tang nhan ap gbe dong co goc tién phong dong.
R&i loan chire nang tiét niéu c¢6 nguy co bi tiéu.
Khac
Qu4 man (di img) vai hoat chét hodc véi bét ky thanh phén td dugc nao cla thude.
Tré em dudi 6 tudi do cé nguy co hit sic véi dan g thude vién.
Tién st mét bach cu hat khi dung cac phenothiazin khic.
Tién str hoi chimg 4c tinh do thudc an than.
Bénh Parkinson hoic hdi chung Parkinson.
Thudc khéng dwge khuyén csdo cho:
Phu nit mang thai (xem Stz dung thudc cho phu nit ¢é thai va cho con bil).
Phu nit cho con bt (xem St dung thuée cho phu nit ¢é thai vé cho con bil).
CANH BAO VA THAN TRONG KHI DUNG THUOC
Mt ngu
Mat ngii ¢6 thé do mét s6 nguyén nhan, khong can thiét phai dung thuée.
Néu c¢6 thé, nén xéc dinh nguyén nhéan cia chimg mat ngt va diéu tri cdc yéu td bénh nén.

Tinh trang mat ngi kéo dai sau 5 ngay diéu tri c6 thé chi ra 1 tinh trang bénh nén va viéc diéu
tri nén dugce danh gi4 lai.

Hoi chikng dc tinh do thube an thin

Hoi chiing 4c tinh do thudc an thin da dugc béo cdo voi alimemazin. Hoi chimg 4c tinh do thude
an thén déc trung boi tang than nhiét, cimg co, hé thin kinh thuc vat khéng 6n dinh, suy giam y
thirc va tang creatin phosphokinase trong mau (CPK). Cac déu hiéu khic ¢6 thé bao gbm
myoglobin niéu biéu hién tiéu co van va suy than cdp. Khi c6 bat k¥ dau hiéu ndo goi y dén hoi
chimg 4c tinh do thudc an than, nén ngimg ngay viée diéu tri bang alimemazin. Trong truong
hop tang than nhiét khong rd nguyén nhan, bat bude phai ngimg didu tri bang alimemazin vi ddu
hiéu nay c6 thé 1a mot trong nhing yéu td cua hoi chung 4c tinh do thudc an than. Cac ddu hiéu
ciia r6i loan chirc ning thuc vt nhu xanh xao, dé md hai, khéng 6n dinh dong mach, c6 thé la
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nhiing dau hiéu canh bao som trude khi bit diu tang than nhi¢t. Mac du hoi ching éc tinh do
thude an than c6 thé €6 ngudn goc dic trung, nhiing yeu t6 nguy co nhét dinh dudng nhu xuét
hién trude d6 nhw mét nuée hodc ton thuong ndo thuc thé.

Mt bach cau hat

Céc truong hop mat bach céu hat da dugc mo ta voi alimemazin, Xuét hién sét, dau hong hoac
nhiém tring khic can duoc kiém tra y t va kiém soat cong thire mau. Nén ngung dieu tri bang
alimemazin ngay lap tirc trong truong hop giam bach cau trung tinh hodc giam bach cau hat.

Bénh nhin bi djng kinh hoic c6 nguy co co giit

Phenotiazin 1am giam ngudng co giat. Can than trong va ting cudng gidm sat & nhin g ddi tuong
bi dong kinh hoac ¢ nguy co co giat.

Ngudi cao tudi
Do ¢6 d6 nhay cam cao hon, Alimemazin khong dugc khuyen cdo & ngudi cao tudi, nhimg ngudi
¢d nguy co ting huyét ap tu thé, chéng mat, ngd, an than, tic dung ngoai thap va tc ché ho hip.

Do déc tinh khang cholinergic ctia alimemazin, can thén trong ¢ nguoi cao tudi trong trucmg hop
tdo bon man tinh (nguy co liét rudt), phi dai tuyén tién liét (nguy co bi tiéu) hodc didu tri bang
thude khang cholinesterase (nguy co nhdm lan).

Néu vin dung alimemazin, nén giam liéu (xem Liéu dung, cdch dung).
Giam nhu dong rujt

Céc trudmg hop tac rudt da duoc bao céo & nhimg bénh nhén dugc diéu tri bang thude khéng
cholinergic an than kinh. Nhitng trudng hop hiém gip vé viém dai trang do thiéu mau cuc bd va
hoai tir rudt, doi khi géy tir vong da dugc bdo cdo. Pa so nhitng bénh nhén nay dwoc diéu tri
dong thoi véi mot hoidc nl-ueu loai thude 1am giam nhu dong rudt (dic biét la cac thude c6 dic
tinh khang cholinergic). Cén Iuu ¥ viée khoi phat con dau bung kém theo nén mira va/hozc ticu
chay trong qua trinh diéu tri. Tinh trang téo bon can dugc nhan biét va diéu trj tich cuc. Su xuét
hién ctia hoi chimg liét rudt/tic rudt can xur tri khin cap.

TAc dung e ché hé than kinh trung wong

Alimemazin c6 tac dung tic ché hé thin kinh trung uong c6 thé lam trdm trong thém hoi chimg
ngung thé khi ngti da c6 trude d6 (tang sb 1an va thoi gian ngung thé).

Téc dyng an than cia alimemazin cé thé dugc ting cuong khi ding cing bt ky loai thuoc e
che than kinh trung wong nao khac (déc biét la ruou). Khong khuyén céo udng nhiéu dd ubng c6
con va thude ¢ chira con trong qua trinh diéu tri (xem Twong tdc, twong ky ciia thuéc).

Bénh nhin dang dung nhiéu thude

Cén than trong & nhlrng bénh nhan ding nhiéu thube do nguy co tuong tic thudc va tang tac
dung khéng mong muén (xem Twong tdc, trong ky cia thuéc).

Nén tranh két hop vOi cac thubc tc ché acetylcholinesterase, cic thubc trc ché
acetylcholinesterase cd thé can tré hoat dong cta thuoce khang cholinergic.

Réi loan tim mach

Alimemazin nén duge str dung than trong cho nhiing bénh nhéan 16i loan tim mach, do téc dung
nhip tim nhanh va ha huyét 4p ctia phenotiazin.

Céc truong hop tang khoang QT da duge béo céo thudng xuyén nhét khi ding alimemazin két
hop véi cac thube khac c6 thé lam tang khoang QT. Than trong ¢ nhimg bénh nhan c6 tién str c4
nhén hoc gia dinh vé khoang QT va sir dung ddng thai cac thube co thé kéo dai khoang QT.

Nhay cam dnh siang
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Do tac dong nhay ciam anh sang cia phenothiazin, khéng nén phoi néng trong qué trinh diéu tri.
Suy gan hoéc suy than

Giam thai trir alimemazin ¢ ngudi suy gan va/hodc suy than nang. Khong nén ding alimemazin
& bénh nhan suy than hodc gan do nguy co tich liy. Néu van bat diu didu tri, nén giam liéu.

Qui liéu
Céc truomg hop qué liéu co thé dan dén tir vong di duoe béo cdo.
Lam dung thube

Céc trudong hop lam dung thude da durge béo céo dic biét & nhimg bénh nhan ¢6 tién st rdi loan
tdm than hoac nghién.

Than trong ta dugc

Thanh phan BOSMAZIN ¢6 chira lactose khong nén sir dung cho bénh nhan ¢6 van dé vé di
truyén hiem gip khong dung nap galactose, thiéu hut lactase hodc kém héap thu glucose —
galactose.

( SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nit c6 thai
Theo dit lidu hién cé, tot nhat nén tranh st dung alimemazin trong thoi ky mang thai, bét ké &
thoi ky nao coa thai ky.
Trén thyc té, dit liéu trén dong vat khong du dé két ludn va dit liéu 1am sang dam bdo, nhung co
gid han.
Trong trudmg hop diéu tri vao thoi ky cudi cla thai ky, can tinh dén dic tinh khang cholinergic
va an than clia alimemazin @ theo ddi tré so sinh.

Phu nir cho con b1

Chua biét liéu rang alimemazin cé qua sita me hay khong. Do kha ning an than hoc kich thich
ngugc clia tré so sinh, va thdm chi nhidu nguy co ngung thé khi nga da duoc dé cap voi
phenothiazin, alimemazin khong khuyén cédo dung cho phu nit cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Nhing ngudi diéu khién phuong tién va sir dung may moc can chii ¥ @én nguy co giy budn ngu
lién quan dén sir dung alimemazin, dic biét 1a khi bit dau diéu tri.

Hién tuong nay ro hon khi dung db uéng c6 cén hoic thube cé chira con.
Nén udng vao budi tbi.

TUONG KY, TUONG TAC CUA THUOC
Twong tic thude

Két hop véi thude kéo dai khoang QT

Cén than trong khi ké don alimemazin két hop véi céc thude c6 thé kéo dai khoang QT, nhu
thudc chéng loan nhip tim (quinidin, disopyramid, procainamid, propafenoe, amiodaron,
sotalol), thude chbéng trim cam ba vong (amitriptylin), bén vong (maprotilin), thudc khang
histamin, thudc chéng loan thin, mdt s6 loai thudc chdng sdt rét (quinin va mefloquin), va thube
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gdy rdi loan dién giai (ha kali huyét, ha magnesi huyét), nhip tim cham. Nguy co ting khoang
QT.
Két hop khéng khuyén co

Ruwou

Ruou lam ting cudng tac dung an than cta thude khang histamin. Suy giam canh gidc c6 thé gay
nguy hiém khi l4i xe va sir dung may méc.

- Bt B ik T— . A - . . 2
Tréanh d6 udng cé con va céc loai thude khac cé chira con.
Két hop cén than trong
Lithi

Nguy co xuét hién cac ddu higu r6i loan than kinh goi ¥ dén héi chimg éc tinh do thudc an thin
ho#c nhiém doc lithi.

Theo dai 1am sang va sinh hoc thudng xuyén khi bit dau phdi hop.
Thuéc tic dung tai ché & dwong tiéu héa, thuéc khdng acid va thudc hép phu.

Giam llép thu alimemamzin. Uéng thude téc dung tai chd & duong tiéu hoa, thudce khang acid,
thude hép phu cach xa alimemazin (hon 2 gity néu co thé).

Két hop cin can nhic

Thuéc an than, gdy ngii, thubc tic ché hé than kinh trieong wong khdc

(Mot s6 thude chéng trAm cam an than: amitriptylin, doxepin, mianserin, mirtazapin, barbiturat
trimipramin, benzodiazepin va céc thudc lién quan nhu zolpidem hodc zopiclone, thudc chéng
lo 4u khéc, thudc ha huyét &p trung wong, thube gdy ngu, ddn xuét morphin (thudc giam dau,
thue tri ho, diéu tri thay thé), thude khéng histamin an thin khéc, thudc an than kinh, baclofen,
thalidomid) gy tang trAm cam trung wong. M4t canh giac c6 thé gay nguy hiém khi l4i xe va st
dung may moc.

Atropin va cdc thuéc khdng cholinergic khdc

(Thude chéng trdm cam imipramin, thudc khang cholinergic, thudc khéang parkinson, thude
chéng co thét atropin, disopyramid, thuc an thin kinh phenothiazin, thubc khang histamin HI1,
clozapin) géy tang céc tic dung khdng mong mudn ctia khang cholinergic nhu bi tiéu, tdo bén,
khoé miéng.

Dapoxetin

Nguy co gia tang tac dung phu, dic biét nhu chéng mat hoac ngat.

Thuéc lam ha huyét ap

Nguy co ting tic dung ha huyét ap, dac biét 1a ha huyét ap tur thé.

Thuéc giam ngwing con dong kinh

(Thube chdng trim cam (imipramin, chit trc ché tai hip thu serotonin c6 chon loc), thuée an than
kinh (phenothiazin va butyrophenon), mefloquin, cloroquin, fluoroquinolon, bupropion,
tramadol) gy tang nguy co co giat.

Thuoc chen kénh beta trong diéu tri suy tim

L
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Téc dung gidin mach va nguy co ha huyét ap, dic biét 1a ha huyét ap tu thé ding.

Ovrlistat

Nguy co that bai trong diéu trj trong truong hop diéu tri ddng thoi véi orlistat.

Twong ky ciia thude

Do khéng c6 cac nghién ciru vé tinh twong ky cuia thude, khong tron 14n thude nay véi cac thude

khac

TAC DUNG KHONG MONG MUON

Cac dac tinh duoc luc hoc ctia alimemazin 1a cta phenothiazin gay ra tdac dung khéng mong
muon. Mtrc d6 va tan suat xuat hién cta cac tdc dung khong mong muén ting 1én & nguoi cao

tudi va tré em.

Hg¢ co quan

Tic dung khong mong mudn

R6i loan tim

Piénh tréng nguc

Nhip tim cham, nhip tim nhanh

R6i loan nhip

Kéo dai khoang QT (c6 kha ning gy xo#n dinh)

A -
R6i1 loan mau

Ha huyét 4p tu thé dimg

Ro1i loan tiéu hoa

T40 bén, giam nhu dong rudt voi kha nang viém rudt két do thiéu mau
cuc b va hoai tir rudt (xem Canh bdo va thdn trong khi dimg thuéc)

Giam tiéu cau

Thiéu mau tan huyét

Ra61 loan gan maét

Vang da 1t mat, chu yéu la viém gan &r mét

Ro6i loan mat

Roi loan dieu tiét

Gian ddng tur

Hoi chimg giam truong luc méng mit

Bénh ting nhan 4p cap tinh

Ling dong sic t6 ndu & phan truée nhan cau do sy tich liy cua thudc,
thuwdng khong anh huong dén thi Tuc

Hé sinh san va roi
loan vu

Tang prolactin mau: vé kinh, hdi chimg da tiét sita (galactorrhea), nit hoa
tuyén vii (gynecomastia)

R6i loan xuét tinh va cuong cimg.
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Hé co quan

T4c dung khong mong mudn

Réi loan da va md
dudi da

Nhay cam anh sang

Phan tmg di (mg trén da: ban do, cham, ngira, ban xuét huyét, ¢6 thé ndi
may day mang lon

A -\ N
Roi loan thdn va
tiét niéu

Bi tiéu

Ri loan hd hép,
long nguc va
trung that

Tang d6 nhét coa dich tiét phé quan

R6i loan thé
théng mién dich

Phan (g di tmg toan than, sdc phan vé, hiém gap hon la phu mach

R6i loan tAm thin

Thér o, phan tmg lo lang, 1di loan tam trang

Trang théi béi rdi (thudng xuyén hon & ngudi cao tudi)

Ao giac

Hung phan, hoi hop, mét ngu

R&i loan hé thin
kinh

Rbi loan thang bang, chong mat

Miét tri nhé hodc mét tap trung

An than hodc budn ngu, xudt hién rd hon khi bat dau diéu tri

Vin dong khong phdi hop, run (phd bién & ngudi cao tudi)

Céc trudng hop co giat hiém gip, chu yéu trong trudmg hop tién sir dong
kinh hodc ¢6 cac yéu td nguy co khac, nhu két hop véi cac thude khac
lam giam ngudng co giét, hodc udng rugu (xem Cdnh bdo va than trong
khi dimng thuéc)

Hoi chimg ac tinh do thude an than (xem Cdnh bdo va than trong khi dimg
thuéc)

Roi loan diéu tiét nhiét (c6 thé ddu hiéu cta hdi chimg 4c tinh do thubce
an than — xem Canh bdo vé thdan trong khi dimng thuéc)

Réi loan vén dong sém (chimg veo ¢ do co thét, con xoay mat, cung
ham)

Réi loan van dong mudn, chii yéu xay ra khi diéu trj kéo dai. Nhitng rdi
loan van dong mudn nay déi khi xay ra khi ngimg thudc an than kinh va
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Hé co quan Té4c dung khong mong mudn

biét mat khi dung lai hodc khi tang liéu lugng. Thube khang parkinson
khong hoat dong va lam bénh trdm trong hon.

Hoi chimg ngoai thap: r6i loan van déng, c6 hodc khong cé ting truong
lue.

Bénh ngdi khong yén (akathisa)

Héi ching chan khong yén

R6i loan toan than

va tai noi dung Kho niém mac
A

thuoc

) ‘ Tang duong huyét, roi loan dung nap glucose, rdi loan qué trinh tao dudmg
Roi loan chuyen (ké ca ha dudng huyét)
héa va dinh dudng

Tang cén, tdng cam gidc them &n

Bdo cido ADR

Viée bdo cdo céc phan trng cé hai nghi ngd ciia thude sau khi luu hanh rt quan trong, né cho
phép theo doi lién tuc ty 1€ gitra lgi ich/ rii ro cta thude. Cac chuyén gia y té tién hanh cong bd
cac phan tmg 6 hai nghi ngdr théng qua hé théng bao cdo qudc gia vé théng tin thude va theo
ddi phan tmg c6 hai ctia thude (Trung tim DI & ADR Québe gia).

QUA LIEU VA XU TRi
Triéu ching
Céc d4u hiéu va triéu chimg qué lidu alimemazin 14 ting tac dung duoc 1Y cta thude. Bao gbm:

@tc ché hd hép, réi loan huyét ap, co giat (dic biét & tré em), rdi loan ¥ thirc, hon mé. Céc truong
hop kéo dai khoang QT da duoc béo cdo khi ding qua liéu alimemazin.

Xir tri
Diéu tri tridu chimg va céc bién héi sirc thich hop tai bénh vién
PAC TINH DUQC LUC HOC
Nhém dwge Iy: Thude khang histamin diing toan thén.
Mia ATC: RO6ADO1.
Alimemazin la din chét phenothiazin c6 mach nhanh thude day béo.
Alimemazin cé cdc dac tinh:
Thubc an than va an thin o lidu théng thudng
Thudc khéng histamin H1.
Khang dopaminergic.

Thude khéng cholinergic trung wong va ngoai vi (atropin).
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Thube tre ché day than kinh tiét adrenalin (nguy co ha huyét ap tur thé).

Céc dac tinh nay gdy ra cac tac dung khéng mong mudn va trdm trong hon khi ding qua lidu va
& nhitng bénh nhan ding nhiéu thude 1am ting nguy co tuong tac thude

PAC TINH DUQC PONG HQC
Hip thu
Alimemazin duge hap thu nhanh qua dudng tiéu héa. Sau khi udng 15 - 20 phut, thube c6 téc
dung va kéo dai 6 - 8 gid. Nong do alimemazin trong huyét trong dat t5i da sau 4.5 gid véi dang
vién nén.
Phén bé
Ty 1¢ lién két véi protein huyét twong 14 20 - 30%.
Chuyén héa

Sinh kha dung twong dbi trung binh ctia vién nén so véi siro dat khoang 70%. Alimemazin
chuyén hoa chi yéu qua gan thanh céc chét chuyén héa N-desalkyl chua rd hoat tinh

Thai trir
Thoi gian ban thai 1 5 - 8 gio; Alimemazin dugc thai trir qua than dudi dang cac chéat chuyén
héa sulfoxyd (70 - 80%, sau 48 gid)

QUY CACH PONG GOI
Vi AL/PVC. Hép 3 vi x 10 vién nén bao phim kém theo t& huéng dan sir dung.
Vi AL/PVC. Hop 5 vi x 10 vién nén bao phim kém theo t&r huéng dan sir dung.
Vi AL/PVC. Hop 10 vi x 10 vién nén bao phim kém theo t& huéng dan st dung.
Vi AL/AL. Hop 3 vi x 10 vién nén bao phim kém theo t& hudéng dan sir dung.
Vi AL/AL. Hop 5 vi x 10 vién nén bao phim kém theo t& huémg din sir dung.
Vi AL/AL. Hop 10 vi x 10 vién nén bao phim kém theo t&r huéng dan sir dung.
Chai PET. Hop 1 chai x 100 vién nén bao phim kém theo t& huéng dén sir dung.
Chai PET. Hop 1 chai x 200 vién nén bao phim kém theo t& huéng dan sir dung.
Chai PET. Hop 1 chai x 500 vién nén bao phim kém theo t& huéng dan sir dung.

DPIEU KIEN BAO QUAN
Noi khé, duai 30°C, tranh anh sang.

HAN DUNG
36 thang ké tir ngdy san xuét.
3 théng ké tir ngay mé nép chai.
Khéng ding thube qua thoi han st dung.

TIEU CHUAN CHAT LUQNG

Tiéu chuan co so.
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TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Co s& sén xudt thude: CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM.
Dia chi: S6 43 dudng sb 8, KCN Viét Nam — Singapore, phuong Binh Hoa, thanh phd Thuan
An, tinh Binh Duong.
Pién thoai: 02743 769 606 Fax: 02743 769 601
Email: rd.boston@bostonpharma.com.vn.
NGAY XEM XET SUA POI, CAP NHAT NQI DUNG HUGNG DAN SU DUNG THUOC
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