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Store in a dry place, below 30°C,

protect from light

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT
BEFORE USING

S4 16 SX / Batch No.:
Ngay SX / Mfg. Date:
HD / Exp. Date:

E

Box of 10 strips x 4 effervescent tablets

Specification: In-house

CONGTY \
CcO PHAN
DUQC PHAN

Chi dinh, chéng chi dinh, lidu dung,
céch dung va céc thong tin khac xin doc
trong t& hwrémg din sir dung.
Bao quén noi khd, dudi 30°C,
trénh anh sang
E XA TAM TAY CUA TRE EM
POC KY HPONG DAN SU DUNG
TRUOC KHI DUNG
Nhan higu thude s& hiru ciia
PHARMACEUTICAL INC., USA
San xullt tai
CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM
43 duong sb 8, KCN Viét Nam — Singapore, Thuan An,
Binh Duong, Viét Nam.

BOSY
bl
2

Buw 0g eydsoyd ujepod
Bui 00g * oweyeoeied

36 IS UgU UGIA
uipoy, Xewleled-oy3

NG 3L NYE 20NKL X 3

Rx THUOC BAN THEO BON
Effer-Paralmax®Codein
Vién nén sti bot

Paracetamol .... 500 mg
Codein phosphat 30 mg

BOSTON

i : Thudc udng

p
BOSTON PHARMA Hop 10 vi x 4 vién nén sui bot

Tidu chudn: TCCS
SPK/Reg. No.:

A Qui cach: 104 x 99 x 62 mm

Thiét ké

P. KD (kiéu dang) P. QA (ndi dung)




M&u vi: Effer-paralmax Codein

Ngay/$ thang |\. nam 2016

BOSTON
Mét treée Mat sau
l¢ N
I i
- o o M
|
Rs o Rq o i
Effer-Paralmax”Codein Effer-Paralmax Codein
‘ m Paracetamo ... 500 mg Paracetamol .... 500 mg g
| Codein phosohat 30 mg Codein phosphat 30 mg 2
86 e 4
Q'g*9g
2 o
Y@g
o
SONG TY (‘ HAN DUQC PHAM 5
" CONG CO PH, DUOC
g 3 RESTONPHARMS 5 BOSTON VIET NAM
R ® y R, ® s
Effer-Paralmax”Codein Effer-Paralmax”Codein
Paracetamal .... 500 mg Paracetamol ... 500 mg. g
Codein phoschat 30 mg Codein phosprat 30 mg 5
9 2
O’ge° 3
05 2= §0 8
FrEA:
9
N =4
o
B BOSTON PHARMA s
v |
|
Rq I Ry o . |
Effer-Paralmax”Codein Effer-Paralmax”Codein .
Paracetamol .... 500 mg Paracetamol ... 500 mg g
Codein phosahat 30 mg Codein phosphat 30 mg o
o O x
00O oo
q «O @
°., 8 ‘
s 3
3 BOSTON PHARMA é
R« S Rs o
Effer-Paralmax”Codein Effer-ParalmaxCodein 2
Paracetamol .... 500 mg Paraceiamol .... 500 mg ‘ 5
Codein phosphat 30 mg Codein phosphat 30 mg @
o OO A o OO A
0°3°9g, O°G-0
8 OO? |
© o I
N = o

s BOSTON PHARMA

CONG TY CO PHAN DUOC PHAM
BOSTON VIET NAM

x| DUQC PHAM
=\ BOSTON,
CONWVIET!

Luwon

&/ CONGTY \7,
s/ COPHAN \2)\

g pand

Khoa

A Qui cach: 100 x 95 mm

Thiét ké

P. KD (kiéu dang)

P. QA (n6i dung)




HUONG DAN SU DUNG CHO CAN BO Y TE
EFFER-PARALMAX CODEIN

THANH PHAN
Moi vién nén sai bot ¢é chua:
—  Hoat chat: Paracetamol .........cccocoevviiiiini 500,00 mg
Codein phosphat ........cccooeevvieiienennnn. 30,00 mg

— Td dwogc: Acid citric khan, natri hydrocarbonat, natri carbonat khan, natri saccharin,
aspartam, povidon K30, natri benzoat, natri stearyl fumarat, mui cam.

DANG BAO CHE
Vién nén sui bot.

DUQC LUC HOC
Ma ATC: NO2BE51.

Paracetamol:

Paracetamol 1a chét ha s6t giam dau ngoai bién tong hop. dan xuét cuia p - aminophenol. ¢o.\
ché tic dung ha sdt va giam dau giong nhu acid salicylic va dan chat cta no 1111L1’11Q\\“
paracetamol khong ¢ tac dung chong viém va chong két tap tiéu cau nhu acid salicylic.

Paracetamol ¢6 tdc dung lam giam than nhiét & nguoi bi sbt, nhung khong lam giam than nhiét
& nguoi binh thuong. Thude tic dung 1én ving dudi doi gady ha nhiét, téa nhi¢t taing do gidn
mach va lam tang luu luong mau ngoai bién.
Khi dung qua liéu paracetamol thi mot chat chuyén héa cua no la N - Acetyl Benzoquinonimin
gdy dOc ning cho gan, lam ton thuong gan gy chét nguoi.

Codein phosphat:

Codein 1a mot thude giam dau trung uwong ¢6 tac dung yéu. Codein ¢6 tic dung thong qua cic

2

thu thé [ opioid, méc du vy codein c6 i luc thap doi voi cdc thu thé nay va tic dung giam

dau cua thude co duoe 1a do codein duoe chuyén héa thanh morphin. Codein, dic biét khi phdi
hop v6i cée thude giam dau khac nhu paracetamol, dd dugc ching minh la ¢6 higu qua trong
viéc giam dau do cam thu than kinh cép tinh.

DUQC DONG HOC
Hfip thu

S

Paracetamol duoc hap thu gan nhu hoan toan sau khi ubng. vai lidu didu i sau 30 60 phut
nong do trong huyét tuong dat duoe muc ti da.

Phin bb

Sau khi udng, t huoc dugc phén b nhanh va dong déu dén cdc mo co. Co khoang 25%
paracetamol dugc gin véi huyét tuong.

Chuyén héa

Thoi gian ban thai ctia paracetamol 1a 1,25- 3 gid, ¢6 thé kéo dai vdi licu g gy doc hodc ¢ bénh
nhan c6 ton thuong gan.

Thai tra

Thube dugc chuyén hoa & gan va dao thai trong nude ticu dudi dang lién hop voi acid
glucuronic. lién hop véi acid sulfuric va mot phan v4i cystein. Mot phan nho cla paracetamol
(khoang 4%) dugc théi trir dudi dang khong doi.
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QUY CACH PONG GOI
Ep vi xé AI/AL Hop 05 vi x 04 vién nén sui bot.
Ep vi xé AI/AL Hop 10 vi x 04 vién nén sui bot.
CHI DINH

EFFER-PARALMAX CODEIN dugc chi dinh cho bénh nhén trén 12 tu6i dé giam dau cép tinh
& muc do trung binh khi céc thude giam dau khac nhu paracetamol hay ibuprofen (don ddc)
khong co hiéu qua.

LIEU LUQNG VA CACH DUNG

Cach dung
Dung udng, hoa voi khoang 200 ml nude, udng ngay sau khi tan hét. Khoang thoi gian dicu tri
giam dau nén gidi han dudi 3 ngay va trong truong hop k hong dat duoc hi€éu qua giam dau,
bénh nhan/ngudi cham séc bénh nhan nén dén gip béc s7 dé tu van,

Liéu lwong
Nguoi lon: 1 -2 v1en/lan moi 4 gio, t01 da khong qud 8 vién/ngay.
Tré em tr 12-18 tL101 1 - 2 vién/lan, mdi 6 gio, tdi da khong qua 8 vién/ngay.
Tré em dudi 12 tudi: khong khuyén céo dung thude cho tré em dudi 12 tudi dé didu tri giam
dau do nguy co ngd doc opioid bdi cac thay déi khong thé du dodn trude trong qud trinh
chuyén hoa codein thanh mor phin.

CHONG CHI PINH

Qua man véi bét et thanh phan nao ctia thude.

Phenylceton niéu.

Ngudi bénh thiéu hut glucose — 6 — phosphat dehydrogenase.

Phu nit cho con bu.

Bénh nhan mang gen chuyén hoa thude qua CYP2D6 siéu nhanh.

Tré em tir 0-18 tudi vira thuc hién thu thuat cat amidan va/hodc nao V.A dé diéu tr1 hoi ching
ngung thd khi ng lién quan dén tic nghén duodng thd do cac bénh nhén nay ¢ nguy co cao
xay ra cac phan ung co6 hai nghiém trong va de doa tinh mang.

Nguot dang dung hodc da dung thuée e ché monoamin oxidase trong vong 2 tuan.

Ta ac nghén duong hd hap.

Chén thuong diu hoc tang ap luc ndi so, sau phiu thuat duong mat.

Tiéu chay hodc viém loét dai trang cép tinh.

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC

Cic tinh trang can thin trong khi dung thuoc

Khi lai xe hay vén hanh may méc do thudc c6 thé gay buon ngu.

Nguoi cao tudi, nguoi suy gan, suy than ndng, phi dai tuyén tién liét, nguoi thidu ning tuyén
gidp, nguoi ¢ cac bénh duong ho hap

Khi diéu tri dai ngay, viéc ngumg thude dot ngodt cé thé dan dén hoi chimg ngtmg thude.

Thude c6 chia khoang 282 mg natri, phdi than trong v&i nguoi dn kiéng mudi. bénh nhan mic
ching chimg pht né do bénh than, bénh tim mach.

Khoéng udng rugu khi dung thuoc va khéng dung chung véi thube ¢6 chira paracetamol khic.
Béc sT can canh bdo bénh nhén vé cac ddu hiéu cua phan tmg trén da nghiém trong nhu hoi
chimg Steven-Johnson (SJS), hoi chung hoai tr da nhiém ddc (TEN) hay hoi chirng Lyell, hoi
chimg ngoai ban mun mu toan than cép tinh (AGEP).

Chuyén héa qua CYP2D6:

Codein duogc chuyen hoéa thanh mor phin (cl hat chuyén hoa ¢ hoat tinh) ¢ (qua enzym gal
CYP2D6 tai gan. Néu thiéu hut mot phan hoic toan bd enzym nay, bénh nhan s¢ khong dat
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duogc hi¢u qua dleu tri phu hgp. Ude tinh co dén 7% dan s da trang co thé thiéu hut enzym
nay. Tuy nhién, néu bénh nhan mang gen chuyén hoa manh hodc siéu nhanh, s& ting nguy co
xay ra cac phan tng c6 hai do ngd doc opioid ngay ca & lidu ké don thuong dung. Nhitng bénh
nhan nay cé kha ning chuyén héa codein thanh morphin nhanh hon, din dén néng dé morphin
trong huyét thanh cao hon so voi du kién.

Céc triéu chung thuong gip cta ngd doc opioid bao gbm rdi loan y thire, budn ngu, thé nong,
co dong tr, budn nén, non, tdo bon va chan @n. Trong cdc truomg hop nghi¢m trong, c6 le
xudt hién cac triéu chimg cua suy giam tudn hoan va ho hap. ¢ thé de doa tinh mang va rat
hiém khi gay tir vong.

Ty 1€ udc tinh nguoi mang gen chuyén héa thude qua CYP2D6 siéu nhanh trong cac chung
toc khac nhau dugc tom tat trong bang dudi day:

' Chiing toc Ty 18 % |
Nguoi Chau Phi/Ethiopia 29% |
Nguoi My gbc Phi 3,4% dén 6,5% |
Ngudi Chau A 1,2% dén 2%
Nguoi da trang 3,6% dén 6,5% ]
Ngudi Hy Lap 6% |
Nguoi Hungary 1,9%
Ngudi Bic Au 1% dén 2% |

Bénh nhan suy giam chirc nang ho hdp

Codein khong duoc khuyén cdo str dung ¢ nhing tré ¢ em co suy giam chirc nang ho hip. bao
gjom roi loan than kinh co, bénh ly nang vé tim hodc ho hip. nhlem trung duong ho hap trén va
phoi, da chan thuong hay via trai qua phau thuat 16n. Cac yéu té nay cé thé lam tram trong
hon cdc triéu chirg cia ngd ddc morphin.

S dung sau phau thudt cho tré em

Da ¢6 bdo cdo trong cdc y van dugc cong bo ring viée sur dung codein duoc dung sau phiu
thudt cho tré em vura thuc hién thu thuat cit amidan va /hodc nao V.A dé diéu tri hoi ching

ngung thd khi ngti lién quan dén tic nghén duong tho co thé giy ra cic phan tng c6 hai hiém

gap nhung de doa tinh mang, thAm chi tu vong. Tat ca bénh nhan nhi nay déu str dung codein

trong murc litu quy dinh, tuy nhién, da co bang chimg cho thdy nhimng tré nay mang gen
chuyén hoa codein sang morphin manh hodc siéu nhanh.

Aspartam

San phim ¢6 chira aspartam, vi vay bénh nhan bi b¢nh phenyleeton ni¢u khong nén dung thuoe
nay.

Cac khuveén cdo cho phu nir ¢6 thai va cho con bt

Phu nir ¢o thai

Cac nghién ctru dich t€ hoc trong thoi ki mang thai cho thiy viéce sur dung paracetamol ¢ liéu
khuyén céo 14 an toan nhung chua c6 bang chimg vé tinh an toan ctia codein. Céc thude giam
dau opioid lam suy giam hé hip va hoi ching cai thude & tré so sinh.

Vi véay nén than trong khi str dung cho phu nit ¢4 thai.

Phu nit cho con b

EFFER-PARALMAX CODEIN khéng duoc khuyen cdo dung cho phu nlt dang cho con bu. O
liéu dleu tri thong thudng, codein va chét chuyén hoa co hoat tinh ¢6 thé ¢ mat trong stta me ¢
lidu rat thap va duong nhu khong gay anh huong bit loi dén ¢ ba me. Tuy nhicn, mu beénli
nhan la nguoi mang gen chuyen hoa thude qua CY P2D6 si¢u nhanh, morphin (chat chuyén hoa
c6 hoat tinh ctia codein) cé thé c6 trong sfta me v&i ndng do cao hon va trong nhiing truong
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hop rat hi€m gép. c6 thé dan dén céc triéu chung ngd doc opioid ¢ tré so sinh c6 thé gy tu
vong.

Anh huéng cia thuoce doi voi cong viée (ngudi vin hanh miay méce, dang lii thu xe, noudi
lam viéc trén cao va cic truong hop khic)

Thude ¢6 thé gay budn ngti. can than trong khi l4i xe hay van hanh mayv maéc
TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC

Cadc tuong tac cua thuoc voi cdc thuoc khace

Lién quan dén paracetamol

Probenecid lam giam dao thdi paracetamol va 1am tang thoi gian ban thai cua paracetamol.
Paracetamol ¢6 thé lam ting thoi gian béan thai cua chloramphenicol.

Thubc tranh thai duong ubng cé thé lam ting tde do thanh thai paracetamol.

Céc thube anh hudng dén nhu dong da day — ruét nhu metoclopramid va domperidon ¢¢ thé
lam tang toc do hap thu cua paracetamol.

Cholestyramin: giam kha nang hip thu cta paracetamol.

Udng dai ngay liéu cao paracetamol lam ting tac dung chdng déng cua warfarin va cac
coumarin, lam tdng nguy co chdy mau; lidu thong thuong khong c¢é anh huong dang ké.

Céc thube gdy cam ung enzym gan nhu thude chéng dong kinh (phenytoin. phenobarbital.
carbamazepin) d& duge ching minh trong cdc nghién ctru duoc dong hoc 1a giam khodng 60%.
AUC cua paracetamol Tuong tu, rifampicin va thao duoc St. John's (Hypericum) ciing bi nghi
ngo gdy giam nong do cua paracetamol. Ngoai ra, nguy co t6n thuong gan ting khi dung liéu
khuyén cdo toi da ctia paracetamol & nhitng bénh nhan dang dugc diéu tri voi cac tac nhan g gay
cam Ung enzym gan.

Dung dong thoi isoniazid voi paracetamol cling ¢¢ thé dan dén nguy co tang doc tinh o gan,
nhung chua xac dinh duge co ché chinh xéc cta tuong tac nay.

Lién quan dén codein

Dung dong thoi thude tre ché MAO (IMAOQ) vai pethidin da dugc lnct o lién quan den viee
kich thich hodc trc ché manh than kinh trung wong (bao goém tang huyét dp hodc ha huyét ap).
Mic du didu nay chua duoc ghi nhéan véi codein, nhung tuong téc tuong tu c6 thé xay ra va do
do can tr dnh viéc st dung codein trong khi bénh nhén dang dung hoic di dung IMAO trong
vong 2 tudn.

Dung dong thoi codein véi:
- Cyclosporin: lam giam chuyén héa cyclosporin do (rc ché men cytochrom P450.
- Thude gian co téc dong trung wong: cé thé lam tdng nguy co suy ho hip.

- Thum IMAO hoic thude chdng trdim cam ba vong: ¢6 thé lam tang tic dung cua thuoe chong
trdm cam hodc codein.

- Thuéc khang cholinergic: ¢é thé gy liét rudt va/hodc bi ticu.

- Rugu hodc thude khang histamin ¢6 tac dung an than: lam tang tac dung an than va tac dung
ha huyét ap, tang nguy co suy ho hép.

- Thude giai lo 4u lam tang tac dung an than, ting nguy co suy hé hap.
- Metoclopramid va domperidon: tic dong doi khang trén da day — rudt.

- Thuée chdng tiéu cl hay (loperamid. kaolin): ting nguy co téo bon nang.
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- Thudce géy mé hodc thude chong loan than: lam tang tic dung an than va tac dung ha huyét
ap.

- D061 khang opioid khac (vi du buprenorphin, naltrexon, naloxon): ¢é thé thuc diy cic triéu
ching cai thude.

- Quinidin - giam tac dung giam dau.

- Thubc chéng ting huyét &p: tang hiéu qua ha huyét 4p.

- Ciprofloxacin: lam giam ndéng do ciprofloxacin trong huyét tuong.

- Ritonavir: ¢6 thé lam ting ndng do codein trong huyét tuong.

- Mexiletin: lam cham su hﬁp thu ctia mexiletin.

- Cimetidin: trc ché chuyén héa codein, lam ting nong do codein trong huyét tuong.

Anh huong dén két qua xét nghiém: Codein tri hodn viéc lam rong da day nén c6 thé anh
huong dén cac nghién cuu lién quan dén qué trinh nay. Pong thoi codein cling c¢6 thé anh
huong dén két qua xét nghiém hinh anh gan mat khi str dung thudc phong xa technetium Tc
99m disofenin do codein ¢6 tac dung lam co co vong Oddi va lam ting ap suit 6ng mat.

TAC DUNG KHONG MONG MUON

R61 loan hé tao mau va bach huyét: loan tao méu bao gom ca giam tiéu cau va giam bach cau
hat (Khong 1r0).

Ri loan hé mlen dich (c6 thé do ¢ giai phong histamin): bao goém phat ban, ndi may day, ngua.
lach to va ndi hach, kho thé, tang tiét md hoi, khudn mat do ung.

R&i loan noi tiét: tang duong huyét.

RO1 logn tam théan: tram cam, do gidc va &c mong, bon chon, 14 1an, thay doi tdm trang, trang
thai phon pho.

R&i loan hé than kinh: budn ngt, kho chiu, mét moi, chong mit, hoa mit, ao giac, kich thich
than kinh trung uong, co gidt, nhire dau, hodc nhiing con dc méng, tang ap luc ndi so, dung
nap hodc nghién thude, bon chon, ha than nhiét.

R6i loan thi gidc: co dong tir, mo mét hoic song thi.

R&i loan tim mach: nhip tim cham, ddnh trng nguc, ha huyét ap, ha huyét ap thé dung, nhip
tim nhanh.

R6i loan ho hap, nguc va trung thét: suy ho hap vai lidu 16n.

R&i loan tiéu hoa: tdo bdn, co thét dudong mat, budn nodn, non, kho mic¢ng.
Co xuong, m6 lién két va mat do xuong: cung co.

R6i loan hé tiét niéu: co thét ni¢u quan, chéng bai niéu, bi tiéu.

R&i loan sinh san: gidm ham mudn tinh duc.

Hoi chimg cai thude: cac triéu chtmg c6 thé bao g g:,om run, mét ngu, bdn chon kho chiu. lo au.
trAm cam, chan an, buon noén, nén mua, tiéu chay, do mo hoi, chay nuoe mat, chay nude mii,
hit hoi, ngdp, sén gai ¢, gidn dong tir, suy nhuoc, sét, co thét co. mat nudc, va tang nhip
tim, nhip tho, tang h huyét ap. LUU Y: Su dung nap gidm mot cdch nhanh chéng sau khi
ngung st dung thude, vi vay lidu dung da dugc dung nap trude do ¢6 thé gay tir vong.

Thuong xuyén sur dung codein dé dan dén dung nap thuoc va nghién thuée. Sau khi ngung
diéu tri c6 thé Xy ra céc triéu chimg bon chdn va cau git.

Str dung kéo dai céac thude ¢ giam dau dau co thé lam cho bénh tré nén t6i té hon.

Da xuat hién truong hop rat hiém gap cua viém tuy.
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Réi loan da va biéu mo: truong hop rat hiém gap phan tng da nghiém trong nhu héi chung
hoai tir da nhiém doc (TEN), hoi chimg Stevens-Johnson (SJS), hoi chimg Lyell, hoi chimg
ngoai ban mun mu toan than cap tinh (AGEP) da duoc bdo cdo.

QUA LIEU VA CACH XU TRI
Tri¢u chung
Lién quan dén paracetamol.:

Trudng hop udng qua liéu (1én hon 7,5 g paracetamol trong 24 gi) hodc uong thude dai ngay,
bénh nhéan s€ cé cac bicu hi¢n ctia ngd doc thude.

Bi nhe thi tha ay budn noén, nén, dau bung. Nang hon, ban diu ¢6 thc kich thich hé than kinh
trung uong bi¢u hién kich dong, mé sang. Tiép theo la Grc ché heé tha han kinh trung wong, bénh

nhan c6 biéu hién mét 1a, ha than nhiét, thé nhanh, mach nhanh, véu, khéng déu, tut huyét ap.
suy tudn hoan, cac con co giat nghet tho dan téi tir vong dot ngdt, hodc tu vong sau vai ngay
hon meé.

Trén can 1dm sang thay ton thuong gan bicu hién men aminotransferase huyét tuong ting cao
hodc rat cao.

Lién quan den codein

Suy ho hip, lo mo, do dan hodc hon mé, mém co, da lanh - 4m, mach cham. va ha huyét ap,
néu nang gy ngimg thd, truy mach, ngimg tim va cé thé ti vong.

X tri
Rua da day trong moi truong hop.

Chat giai doc duoc ding la nhiing hop chat sulfhydryl hodic N- acetyleystein ubng hodc tiém
tinh mach. Dung N- acety leystein udng voi liéu khoi dau 1a 140 mg/kg thé trong. sau dé ding
lieu duy tri [a 70 mg/kg, udng lién tuc 17 lidu, cac liéu cach nhau 4 ¢ 210.

Néu khong ¢o N-acetylcystein ¢o thé ding methionin, than hoat hogic thudc tay mudi, nhing
thuée nay ¢6 kha niang giam hap thu paracetamol.

Phuc héi ho hap, tiém tinh mach naloxon khi qué liéu ning codein.
PILU KIEN BAO QUAN
Noi kho, dudi 30°C, tranh dnh séng.
HAN DUNG CUA THUOC
36 théang ké tir ngay san xuét. Khong dung thuée qua thoi han su dung.
TIEU CHUAN:Tiéu chuén nha sin xuét.
TEN, PIA CHI CUA CO SO SAN XUAT
Tén nha san xuat: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM.
Dia chi: S 43, Puong s6 8, KCN Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam.
DT: 06503 769 606 Fax: 06503 769 601
Email: boston@bostonpharma.com.vn.

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