
ONG T TO HUONG DAN SU DUNG THUOC 
co PHAN ‘ 

DUQC PHAM J: BOSMAZIN 

THANH PHAN 

Moi vién nén BOSMAZIN cé chita: 

Thanh phan hoat chat: 

ADIMeMAZIN. eee ceeeeeeeteeseceeeeeceeeeescseseeeeseseeseeeeseneeeenes 5 mg 

(Dudi dang alimemazin tartrat) 

Thanh phan ta dugc: Cellulose vi tinh thé (type 102), lactose monohydrat, HPC, natri starch 

glycolat, magnesi stearat, colloidal silicon dioxyd, HPMC 606, PEG 6000, titan dioxyd, mau dé 

s6 3, lake. 

DANG BAO CHE 

Vién nén bao phim. 

M6 ta san pham: Vién nén tron, bao phim mau héng, mot mat tron, mét mat cd gach ngang, canh 

va thanh vién lanh Jan. 

CHi DINH 

Negudi lén: diéu tri ching mat ngi khéng thuong xuyén hoac thoang qua. 

Tré em trén 6 tudi va can nang trén 20 kg: str dung dé diéu tri ngdn han va la la chon wu tién 

hai d6i vdi tinh trang kho bat dau giac nga do tang nhay cam qua mire (tang su tinh tao do trang 

thai lo lang 6 thoi diém di ngil) sau khi céc bién phap diéu chinh hanh vi don thuan that bai. 

LIEU DUNG, CACH DUNG 

Liéu ding 

Ding cho nguoi lén va tré em trén 6 tudi 

Uéng 1 lan /ngay vao budi téi, 15 dén 30 phut true khi di nga. 

Neudi lon: 5 — 10 mg/ ngay (1 — 2 vién/ngay), cé thé lén dén 20 mg/ngay (4 vién/ngay). 

Tré em trén 6 tudi va cén nang trén 20 kg: 0,25 — 0,50 mg/kg, khong qua 2 vién/ngay. Cac liéu 

khuyén cdo nhu sau: 

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

+ Tré em nang tir 40 — 50 kg (khoang 10 — 15 tudi): 1 — 2 vién/ngay 

Trong tat ca cdc trudng hop, bat dau diéu tri 6 liéu thap nhat co hiéu qua va khéng vuot qua 

liéu téi da. 

Diéu tri trong thoi gian ng4n nhat c6 thé (2 —5 ngay). Néu tinh trang mat ngu kéo dai qua thoi 

gian nay, nén danh gia lai viéc diéu tri. 

Doi twong dac biét
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Newéi cao tudi 

Nén gidm liéu 6 ngudi cao tuéi (xem Canh bdo va than trong khi ding thudc). 

Suy than va suy gan 

Nén giam liéu. Tuy nhién, do khong cé dif liéu vé suy than hodc suy gan, nén khéng sir dung 

alimemazin trong suy than hoac suy gan. 

Tré em 

Chong chi dinh vién nén bao phim BOSMAZIN cho tré dudi 6 tudi do nguy co hit sac (xem 

Chong chi dinh). C6 san cac dang thuéc uéng thich hgp hon. 

Cach ding 

Ding dudng uéng. 

CHONG CHi BINH 

Lién quan dén tac dung khang cholinergic 

Tién sir cé nhan hodc gia dinh mac bénh tang nhan dp géc dong c6 géc tién phong dong. 

Réi loan chtte nang tiét niéu c6 nguy co bi tiéu. 

Khac 

Qué man (di tmg) véi hoat chat hoac véi bat ky thanh phan ta dugc nao cia thudc. 

Tré em dudi 6 tudi do cé nguy co hit sic véi dang thuéc vién. 

Tién sir mat bach cau hat khi ding cdc phenothiazin khac. 

Tién str héi chimg 4c tinh do thuéc an than. 

Bénh Parkinson hoac héi chimg Parkinson. 

Thuéc khéng duge khuyén cdo cho: 

Phu nti mang thai (xem Sir dung thude cho phu nit cé thai va cho con bi). 

Phu nit cho con bu (xem Sir dung thudc cho Phu nit co thai va cho con hii). 

CANH BAO VA THAN TRONG KHI DUNG THUOC 

Mat ngu 

Mat ngii cé thé do mét sé nguyén nhan, khong can thiét phai ding thuéc. 

Néu cé thé, nén xac dinh nguyén nh4n cua chimg mét nga va diéu tri cdc yéu td bénh nén. 

Tinh trang mat ng kéo dai sau 5 ngay diéu tri cé thé chi ra 1 tinh trang bénh nén va viée diéu 
tri nén duge danh gia lai. 

H@i chitng 4c tinh do thudc an than 

H6i chitng ac tinh do thuéc an than da dugc bdo cao véi alimemazin. H6i chimg ac tinh do thuéc 

an than dac trung béi tang than nhiét, cig co, hé than kinh thuc vat khong 6n dinh, suy giam y 
thire va tang creatin phosphokinase trong mau (CPK). Cac dau hiéu khae cé thé bao gom 
myoglobin niéu biéu hién tiéu co van va suy than cap. Khi cé bat ky dau hiéu nao goi y dén héi 
chimg ac tinh do thudéc an than, nén ngimg ngay viéc diéu tri bang alimemazin. Trong truong 
hop tang than nhiét khong r6 nguyén nhan, bat buéc phai ngimg diéu tri bang alimemazin vi dau 
higu nay cd thé 14 m6t trong nhitng yéu té cha héi ching ac tinh do thuéc an than. Cac dau hiéu 
cia réi loan chite nang thye vat nhu xanh xao, dé mé héi, khéng én dinh déng mach, cé thé la 
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nhiing dau hiéu canh bao sém trude khi bat dau ting than nhiét. Mac di hdi chimg dc tinh do 

thudéc an than c6 thé cé nguon goc dac trung, nhing yéu t6 nguy co nhat dinh duéng nhu xuat 
hién trudéc do nhw mat nue hoac tén thuong nao thu thé. 

Mat bach cdu hat 

Cac truong hop mat bach cau hat da duge m6 ta voi alimemazin. Xuat hién sét, dau hong hoac 

nhiém tring khac can duge kiém tra y té va kiém soat cng thite mau, Nén ngung diéu tri bang 
alimemazin ngay lap titc trong trudng hop giam bach cau trung tinh hodc giam bach cau hat. 

Bénh nhan bi dong kinh hoac cé nguy co co gift 

Phenotiazin lam giam nguGng co giat. Can than trong va ting cudng gidm sat 6 nhiing déi tuong 
bi d6ng kinh hodc cé nguy co co giat. 

Negwoi cao tuéi 

Do cé d6 nhay cam cao hon, Alimemazin khéng duge khuyén cdo & ngudi cao tudi, nhiing nguoi 

cé nguy co tang huyét ap tu thé, chong mat, nga, an than, tac dung ngoai thap va te ché hé hap. 

Do dac tinh khang cholinergic cua alimemazin, can than trong 6 ngudi cao tudi trong truong hop 
tao bon man tinh (nguy co liét rudt), phi dai tuyén tién liét (nguy co bi tiéu) hode diéu tri bang 
thudc khang cholinesterase (nguy co nham J4n). 

Néu van ding alimemazin, nén giam liéu (xem Liéu ding, cach ding). 

Giam nhu dong ruét 

Cac trudng hop tac rudt da duoc bdo cdo 6 nhitng bénh nhaén duge diéu tri bang thuédc khang 
cholinergic an than kinh. Nhing trudng hop hiém gap vé viém dai trang do thiéu mau cuc bé va 
hoai tir rudt, d6i khi gay tir vong da dugc bao cao. Da s6 nhimng bénh nhan nay duoc diéu tri 

déng thoi voi mét hodc nhiéu loai thuéc lam giam nhu déng rudt (diac biét 1a cac thudéc cé dac 
tinh khang cholinergic). CAn luu y viée khéi phat con dau bung kém theo nén mira va/hoac tiéu 

chay trong qua trinh diéu tri. Tinh trang tao bén can duoc nh4n biét va diéu tri tich cuc. Su xuat 

hién cua héi chimg liét ru6t/tac ruét can xit tri khan cap. 

Tac dung te ché hé than kinh trung wong 

Alimemazin cé tac dung tre ché hé than kinh trung uong c6é thé lam tram trong thém héi chimg 

ngung thé khi ngu da cé trade dé (tang sé lan va thoi gian ngung thd). 

Tac dung an than cia alimemazin co thé duge tang cudng khi dung cing bat ky loai thudc we 

ché than kinh trung uong nao khac (dac biét 1a ruou). Khong khuyén cdo uéng nhiéu dé udng cd 
con va thuéc c6 chia cén trong qué trinh diéu tri (xem Tuong tac, tuong ky cua thudc). 

Bénh nh4n dang ding nhiéu thuéc 

CAn than trong 6 nhiing bénh nhan ding nhiéu thudc do nguy co tuong tac thuéc va ting tac 

dung khéng mong muén (xem Tiong tdc, tuong ky cua thuéc). 

Nén tranh két hop véi cdc thudc tte ché acetylcholinesterase, cdc thuéc we ché 
acetylcholinesterase co thé can tro hoat déng cia thuéc khang cholinergic. 

Roi loan tim mach 

Alimemazin nén duge str dung than trong cho nhitng bénh nhan réi loan tim mach, do tac dung 
nhip tim nhanh va ha huyét ap cla phenotiazin. 

Cac truong hop tang khoang QT da duge bao cao thuong xuyén nhat khi ding alimemazin két 

hop voi cac thudéc khac cé thé lam tang khoang QT. Than trong 6 nhimg bénh nhan cé tién sir cA 

nhan hoac gia dinh vé khoang QT va str dung d6ng thoi cdc thuéc cé thé kéo dai khoang QT. 

Nhay cam anh sang
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Do tac déng nhay cam anh sang cua phenothiazin, khéng nén phoi nang trong qua trinh diéu tri. 

Suy gan hoa suy than 

Giam thai trir alimemazin 6 nguoi suy gan va/hoac suy than nang. Khdéng nén ding alimemazin 

6 bénh nhan suy than hodc gan do nguy co tich li. Néu van bat dau diéu tri, nén giam liéu. 

Qua liéu 

Cac truong hop qua liéu cé thé dan dén tir vong da duoc bdo cao. 

Lam dung thuéc 

Cc truéng hop lam dung thuéc da duoc bao cdo dic biét 6 nhimg bénh nhan cé tién sit réi loan 
tam than hoac nghién. 

Than trong ta duoc 

Thanh phan BOSMAZIN co chura lactose khong nén su dyng cho bénh nhan cé van dé vé di 

truyén hiém gap khéng dung nap galactose, thiéu hut lactase hoc kém hap thu glucose — 
galactose. 

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU 

Phu nif c6 thai 

Theo dit liu hién cd, tét nhat nén tranh str dung alimemazin trong thoi ky mang thai, bat ké 6 

thoi ky nao cua thai ky. 

Trén thu té, dir liéu trén déng vat khéng du dé két ludn va dit liéu lam sang dam bao, nhung cd 

gidi han. 

Trong truéng hop diéu tri vao thoi ky cudi cia thai ky, cdn tinh dén dic tinh khang cholinergic 
va an than cua alimemazin dé theo ddi tré so sinh. 

Phu nix cho con bu 

Chua biét liéu rang alimemazin c6 qua sita me hay khéng. Do kha nang an than hoa kich thich 

nguoc cua tré so sinh, va thém chi nhiéu nguy co ngung tho khi ngu da duoc dé cap vi 

phenothiazin, alimemazin khong khuyén cao dung cho phy nf cho con bu. 

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

Nhiing nguoi diéu khién phuong tién va str dung may moc can chi y dén nguy co gay buén ngu 

lién quan dén str dung alimemazin, dic biét 1a khi bat dau diéu tri. 

Hién tuong nay ré hon khi ding dé uéng cé cén hoac thudc cé chita cén. 

Nén uéng vao budi téi. 

TUONG KY, TUONG TAC CUA THUOC 

Tuong tac thudc 

Két hop voi thuéc kéo dai khoang QT 

Can than trong khi ké don alimemazin két hgp véi cdc thuéc cé thé kéo dai khoang QT, nhu 

thudc chéng loan nhip tim (quinidin, disopyramid, procainamid, propafenoe, amiodaron, 

sotalol), thuédc chéng tram cam ba vong (amitriptylin), bén vong (maprotilin), thudc khang 

histamin, thuéc chéng loan than, mdt sé loai thuéc chéng sot rét (quinin va mefloquin), va thuéc
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gay réi loan dién giai (ha kali huyét, ha magnesi huyét), nhip tim cham. Nguy co tang khoang 
QT. 

Két hop khéng khuyén cdo 

Ruou 

Ruou lam tang cudng tac dung an than cia thuéc khang histamin. Suy giam canh gidc co thé gay 

nguy hiém khi lai xe va str dung may moc. 

Tranh dé uéng cé cén va cae loai thudc khdc cé chia cén. 

Két hop can than trong 

Lithi 

Nguy co xuat hién cdc dau hiéu réi loan than kinh goi y dén héi chimg 4c tinh do thuéc an than 
hoadc nhiém déc lithi. 

Theo déi lam sang va sinh hoc thudng xuyén khi bat dau phdi hop. 

Thudéc tac dung tai ché & dwong tiéu héa, thuoc khang acid va thuéc hép phu. 

Giam hap thu alimemamzin. Udng thuéc tac dung tai ché 6 dudng tiéu hda, thudc khang acid, 

thuéc hap phy cach xa alimemazin (hon 2 git néu cé thé). 

Két hop can can nhac 

Thudc an than, gay ngii, thuoc we ché hé than kinh truong wong khac 

(Mot s6 thuéc chéng tram cam an than: amitriptylin, doxepin, mianserin, mirtazapin, barbiturat 

trimipramin, benzodiazepin va cdc thuéc lién quan nhu zolpidem hoac zopiclone, thudc chéng 

lo au khac, thuéc ha huyét 4p trung uong, thudc gay ngu, dan xuat morphin (thuéc giam dau, 

thudc tri ho, diéu tri thay thé), thuéc khang histamin an than khac, thuéc an than kinh, baclofen, 

thalidomid) gay tang tram cam trung uong. Mat canh gidc cé thé gay nguy hiém khi li xe va sit 

dung may moc. 

Atropin va cdc thuéc khang cholinergic khdc 

(Thuéc chéng tram cam imipramin, thuéc khang cholinergic, thuédc khang parkinson, thudéc 

chéng co that atropin, disopyramid, thuéc an than kinh phenothiazin, thudc khang histamin H1, 

clozapin) gay tang cdc tac dung khéng mong muén ctia khang cholinergic nhw bi tiéu, tao bén, 

khé miéng. 

Dapoxetin 

Nguy co gia tang tac dung phu, dic biét nhu chong mit hoac ngat. 

Thudc lam ha huyét dp 

Nguy co tang tac dung ha huyét 4p, dac biét la ha huyét ap tu thé. 

Thuéc giém nguéng con dong kinh 

(Thuéc chéng tram cam (imipramin, chat tre ché tai hp thu serotonin cé chon loc), thuéc an than 

kinh (phenothiazin va butyrophenon), mefloquin, cloroquin, fluoroquinolon, bupropion, 

tramadol) gay tang nguy co co giat. 

Thuéc chen kénh beta trong diéu tri suy tim
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Tac dung gidn mach va nguy co ha huyét 4p, dac biét 1a ha huyét dp tu thé ding. 

Orlistat 

Nguy co that bai trong diéu tri trong trudng hop diéu tri déng thoi véi orlistat. 

Twong ky ciia thuéc 

Do khéng cé cdc nghién citu vé tinh trong ky cia thuéc, khong tron lan thuéc nay véi cdc thuéc 

khac 

TAC DUNG KHONG MONG MUON 

Cac dac tinh duoc luc hoc cua alimemazin 1a cla phenothiazin gay ra tac dung khéng mong 

muon. Mure do va tan suat xuat hién cla cdc tac dung kh6ng mong mu6n tang lén & nguwdi cao 

tudi va tré em. 

Hé co quan Tac dung khéng mong muén 

Danh tring nguc 

Nhip tim cham, nhip tim nhanh 
Réi loan tim : 

Roi loan nhip 

Kéo dai khoang QT (cé kha nang gay xoan dinh) 

Réi loan mau Ha huyét ap tu thé dimg 

Tdo bén, giam nhu déng ruét voi kha nang viém rudt két do thiéu mau 
cuc bé va hoai tir ruét (xem Canh bdo va than trong khi dig thuéc) 

Roi loan tiéu hoa ey ek 
Giam tiéu cau 

Thiéu mau tan huyét 

Réi loan gan mat Vang da w mat, chu yéu la viém gan tr mat 

Réi loan diéu tiét 

Gian déng tir 

be : H6i chimg giam truong luc méng mat 
Roi loan mat . Bs eh & 

Bénh tang nhan 4p cp tinh 

Lang dong sac t6 nau & phan trudéc nhan cau do sw tich Ity cua thudc, 

thuéng khong anh hung dén thi luc 

‘ Tang prolactin mau: v6 kinh, hdi ching da tiét sita (galactorrhea), nit héa 
Hé sinh san va roi — : tuyén vu (gynecomastia) 
loan vu ; . 

RGi loan xuat tinh va cuong cing. 
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H€ co’ quan Tac dung khéng mong muén 

Réi loan da va m6 

dudi da 

Nhay cam anh sang 

Phan tmg di tmg trén da: ban dé, cham, ngtra, ban xuat huyét, c6é thé néi 

may day mang Il6n 

Roi loan than va 

tiét niéu 
Bi tiéu 

Réi loan hé hap, 
léng nguc va 

trung that 
Tang d6 nhét cua dich tiét phé quan 

Réi loan thé 

théng mién dich 
Phan tmg di img toan than, séc phan vé, hiém gap hon la phu mach 

Réi loan t4m than 

Tho o, phan img lo lang, réi loan tam trang 

Trang thai béi rdi (thuong xuyén hon & ngudi cao tudi) 

Ao giac 

Hung phan, héi hép, mat nga 

Réi loan hé than 
kinh 

Réi loan thang bang, chéng mat 

Mat tri nhé hode mat tap trung 

An than hodc buén ngu, xuat hién r6 hon khi bat dau diéu tri 

Van déng khéng phéi hop, run (phé bién & ngudi cao tudi) 

Cac truéng hop co giat hiém gap, chi yéu trong truéng hop tién str déng 

kinh hoac cé cac yéu té nguy co khac, nhu két hop véi cdc thuéc khac 

lam giam nguOng co giat, hodc udng rugu (xem Canh bdo va than trong 

khi ding thuéc) 

H6i chimg ac tinh do thuéc an than (xem Canh bdo va thén trong khi ding 
thuéc) 

Réi loan diéu tiét nhiét (c6 thé dau hiéu cia hdi chimg ac tinh do thuéc 
an than — xem Canh bdo va than trong khi ding thudc) 

Réi loan van dong s6m (chtmg veo cé do co that, con xoay mit, ctmg 

ham) 

Réi loan van déng mu6n, chu yéu xay ra khi diéu tri kéo dai. Nhiing ri 

loan van déng mu6n nay d6i khi xay ra khi ngimg thuéc an than kinh va 
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Hé co quan Tac dung khéng mong muén 

biét mat khi ding lai hoac khi tang li¢u lwong. Thuédc khang parkinson 

khéng hoat déng va lam bénh tram trong hon. 

H6i chimg ngoai thap: réi loan van déng, co hodc khéng cé tang truong 

luc. 

Bénh ng6i khong yén (akathisa) 

H6i chimg chan khéng yén 

Roi loan toan than 

va tai noi ding Kh6 niém mac 

thuéc 

: ; Tang duong huyét, ri loan dung nap glucose, réi loan qua trinh tao dudong 

Roi loan chuyén | (ké ca ha duong huyét) 
hdéa va dinh dudng 

Tang can, tang cam giac thém an 

Bao cao ADR 

Viéc bao cdo cdc phan img cé hai nghi ngd cla thuéc sau khi Iuu hanh rat quan trong, nd cho 

phép theo déi lién tuc ty 1é gitta loi ich/ riti ro chia thuéc. Cac chuyén gia y té tién hanh céng bé 

cdc phan tmg cé hai nghi ng théng qua hé théng bao cdo quéc gia vé thong tin thuéc va theo 

déi phan (mg co hai cia thuéc (Trung tam DI & ADR Quéc gia). 

QUA LIEU VA XU TRI 

Triéu chimg 

Cac dau hiéu va triéu chimng qua liéu alimemazin la tang tac dung duoc ly cua thuéc. Bao gom: 

tc ché hé hap, réi loan huyét ap, co giat (dic biét 6 tré em), réi loan y thitc, hon mé. Cac truong 

hop kéo dai khoang QT da duoc bao cao khi ding qua liéu alimemazin. 

Xwr tri 

Diéu tri trigu chimg va cdc bién hdi strc thich hop tai bénh vién 

DAC TINH DUQC LUC HOC 

Nh6m duge ly: Thuéc khang histamin ding toan than. 

Ma ATC: RO6ADO01. 

Alimemazin 1a dan chat phenothiazin c6 mach nhanh thudc day béo. 

Alimemazin cé cac dac tinh: 

Thuéc an than va an than 6 liéu thong thuong 

Thuéc khang histamin H1. 

Khang dopaminergic. 

Thuéc khang cholinergic trung wong va ngoai vi (atropin).
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Thuédc tre ché day than kinh tiét adrenalin (nguy co ha huyét ap tu thé). 

Cac dac tinh nay gay ra cdc tac dung khong mong muén va tram trong hon khi ding qua liéu va 

6 nhiing bénh nhan ding nhiéu thuéc lam ting nguy co tuong tac thuéc 

DAC TINH DUGC DONG HOC 

Hap thu 

Alimemazin duoc hap thu nhanh qua dudng tiéu héa. Sau khi udng 15 - 20 phut, thudc 6 tac 

dung va kéo dai 6 - 8 gid. Néng d6 alimemazin trong huyét tuong dat t6i da sau 4,5 gid voi dang 

vién nén. 

Phan bo 

Ty lé lién két véi protein huyét tong 1a 20 - 30%. 

Chuyén héa 

Sinh kha dung tuong déi trung binh cia vién nén so véi siro dat khoang 70%. Alimemazin 

chuyén héa chi yéu qua gan thanh cdc chat chuyén hoa N-desalkyl chwa r6 hoat tinh 

Thai trir 

Thoi gian ban thai 1a 5 - 8 gid; Alimemazin duoc thai tri qua than duéi dang cdc chat chuyén 

hoa sulfoxyd (70 - 80%, sau 48 gid) 

QUY CACH DONG GOI 

Vi AL/PVC. H6p 3 vi x 10 vién nén bao phim kém theo to huong dan str dung. 

Vi AL/PVC. Hp 5 vi x 10 vién nén bao phim kém theo to huéng dan str dung. 

Vi AL/PVC. H6p 10 vi x 10 vién nén bao phim kém theo to huéng dan sir dung. 

Vi AL/AL. H6p 3 vi x 10 vién nén bao phim kém theo te huéng dan sit dung. 

Vi AL/AL. H6p 5 vi x 10 vién nén bao phim kém theo td hudng dan str dung. 

Vi AL/AL. H6p 10 vi x 10 vién nén bao phim kém theo td hudng dan str dung. 

Chai PET. H6p 1 chai x 100 vién nén bao phim kém theo to huéng dan sit dung. 

Chai PET. H6p 1 chai x 200 vién nén bao phim kém theo té huéng dan sit dung. 

Chai PET. H6p 1 chai x 500 vién nén bao phim kém theo te huéng dan str dung. 

DIEU KIEN BAO QUAN 

Noi khé, durdi 30°C, tranh anh sang. 

HAN DUNG 

36 thang ké tir ngay san xuat. 

3 thang ké tir ngay mé nap chai. 

Khong ding thuéc qua thoi han st dung. 

TIEU CHUAN CHAT LUQNG 

Tiéu chuan co so.
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TEN, DIA CHi CUA CO SO SAN XUAT THUOC 

Co sé san xuat thuéc: CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM. 

Dia chi: S6 43 dudng sé 8, KCN Viét Nam — Singapore, phuéng Binh Héa, thanh phé Thuan 
An, tinh Binh Duong. 

Dién thoai: 02743 769 606 Fax: 02743 769 601 

Email: rd.boston@bostonpharma.com.vn. 

NGAY XEM XET SUA DOI, CAP NHAT NOI DUNG HUONG DAN SU DUNG THUOC 

Binh Duong, ngay.04..thdng.2&.ndm 2022. 

G GIAM BOC 
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