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PERGLIM M-l
Glimepiride I mg vd Metformin Hydrochloride 500 mg

Quy cdch: - 20 vi€n/ vi, I vil h6p nh6, 5 hQp nh6/ hQp lon

100%

200%

4

,l

I
,i
"t

M6i ciim8 vd di!h,
huiqdtry,

Tnnh 20
kh.

M:
k. {2lJG(Edt Di

DNffir

La d6
VN-lcKTC\L\.K\!l-l

ch6t-him lugng: M6i vi6n nhai chria Glimepiride I mg vir Metformin Hydrochloride
ch5ng chi Olntr, tiAu dring, c6ch dtng vi c{c thdng tin khric: xem td huong d6n st dpng. Bno qu6n

HEALTHCARE PVT. LTD., F1-Fl/1. Additional Ambemath M.I.D.C., Ambemath (East),

42 1506 Maharashtra State, An DQ. Dd xt tim tay trt em, ilgc k! hmimg ddn sit ctqng trrdc khi ding.

nolo kh6 Trrinh30'c. anh tranhva Trinham. 20 vi€r/m6t. d0nniCt vl,quen quakhdng sang bhy:
lon. HD Batch.xem tr6n baonho/ S6 r6 bi,SX,5 Mfg.,No., E*p. ngay\sx,h0pnh6,

0 cua
t9p
hct *r6tS:in cho: Lifesciences Ltd. SinUc.h4n. (Australia)thang Mega Pty

k0 tlcrn

\rN-xxxxx-xxLIM M-l
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ku - Thuiic ndy chi ttilng theo eton ctio bric sj

PERGLIM M.l
PERGLIM M.2
vian ndn phdng thich chQm Metformin hydrochtoride/Grimepiride

THANH PHAN

Perglim M-lz Mdt viAn ndn ph6ng thich chQm chtba;

Metformin hydrochloride ............... 500 mg

Glimepiride .... I mg

Td duqc mdu; oxyd,sit d6

Perglim M-2: Mdi vi€n ndn ph6ng thich chdm chtia;

Metformin hydrochloride ............... 500 mg

Glimepiride 2mg

Td drqc mdu; oxyd,sit vdrng, titan dioxyd.

Td &rqc khdc: hypromellose, natri carboxymethylcellulose, macrogol 6000, povidon, methacrylic acid

copolymer dispersion, magnesi stearat, lactose, cellulose vi tinh th6, pregelatinised starch, tinh b6t natri

glycolat.

u0 rA
Perglim M-l: Vi0n n6n, hinh thudn dii, hai m4t hoi l6i, hai lop: mQt lop mdu tring vdr mQt lcrp mdu do.

Perglim M-2: Vi6n ndn, hinh thu6n dii, hai m{t hoi l6i, hai lop: mQt lnp mdu tring vir m6t lcrp mdu

vdng.

Duqc Luc HQC

Glimepiride

Glimepiride li mQt sulfonamid dirng duong u5ng, c6 t6c dgng h4 glucose huy6t, thu6c nh6m

sulfonylurea.Tdc dgng chtr y6u cira glimepiride li kich thfch gi6i ph6ng insulin tir c6c t6 bao beta dio

Langerhans cira tuy6n tuy.

Co ch6 t6c dung cua glimepiride ld li€n ktit voi thg th6 o ming beta, ldm cl6ng c6c k6nh kali phg thuQc

ATP lai. ViQc d6ng kdnh kali sE gdy khir cuc mirng, lirm md kOnh calci, khi6n cho ion calci t[ng xdm

nhpp vdo b6n trong tii bdo. ViQc tdng ndng dQ ion calci trong t6 biro sE kich thich sg gi6i ph6ng insulin

ra kh6i tii bdo.

Ngodi ra, glimepiride cfrng cdn c6 t6c dpng ngoiri tuy. Glimepiride cii thiQn su
. . -i.ngoai vi ddi voi insulin vd lirm giAm sg thu n4p insulin d gan. Glimepiride lim tdng sOt

.t

.

:a

/;
';|

c6c ch6t chuy€n chO glucose qua ming t6 bao co vir tC bio mO, ldrm t[ng thu n?p gl

vir m6 m0.

vao cac mo co
ct

,c
s

I
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Ch6t chuydn h6a hydroxyl cira glimepiride cfrng c6 t6c dung ha glucose huy6t nhe, nhrmg chi d6ng g6p
m6t phAn nho vdro t6c dung ha glucose huy6t todn phAn.

Glimepiride c6 hiQp ddng t5c dung voi metformin ho6c voi insulin.

Metformin

Metformin li mQt thudc chdng d6i th6o ducrng nh6m biguanid, c6 co chti t6c dung kh6c vryi cilc thui5c

ch6ng d5i thrio duong nhSm sulfonylurea. Kh6ng gi6ng sulfonylurea, metformin kh6ng kich thich giii
ph6ng insulin tu c6c ti5 bao beta tuy6n tuy. Thu6c kh6ng c6 t6c dr,rng h4 cluong huytit o nguoi khdng bi
d6i th6o dulng. O ngucri drli th6o dudrng, metformin ldm giim su t[ng ducrng huytit nhrmg kh6ng gdy

tai bi6n ha duong fruyiit 1tru truong hqp nhln d6i hopc phOi trq,p thu6c hi€p d6ng t6c dqng). Vi v4y

tru6c ddy cA biguanid vh sulfonylurea cldu dugc coi ld thu6c hp cluong huy6t, nhtmg thuc ra biguanid

(thi du nhu metformin) phii dugc coi ld thu6c chting tdng duong huytit moi thich hqp.

Metformin ldm giim n6ng dQ glucose trong huy6t tuong, khi d6i vi sau bta dn, o nguoi bQnh d6i th6o

duong typ II (kh6ng phq thuQc insulin). Cs ch6 tric dgng ngo4i bi6n c[ra metformin ld ldm tdng su dung

glucose o t6 beo, cAi thiQn li6n ktlt cria insulin voi thu th6 vd c6 l€ cA t6c dgng sau thg th6, ftc ch6 tdng

hqp glucose d gan vi giim h6p thu glucose o rudt. Ngodi t6c dung ch6ng d6i th6o dudng, metformin

phin nio c6 inh huong t5t trdn chuyCn h6a lipoprotein, thudng b! rdi lo4n o nguoi benh d6i th5o duong

kh6ng phg thuQc insulin. Tr6i vcyi c6c sulfonylurea, th6 trong cta nguoi tlugc di6u tri bing metformin

c6 xu hu&ng 6n dinh ho{c c6 th6 hoi giam.

Dirng metformin dcyn tri lieu c6 th6 c6 hiQu qui tOt Ai5i voi nhftng nguoi kh6ng d6p ung ho4c chi d6p

' l \ r' ' " tr I /{ | I'
Lmg mQr pnan vcn sulfonylurea ho{c ntrtng ngucri kh6ng con d6p img voi sulfonylurea. O nhirng nguoi

b6nh nhy, n6u voi metformin don tri liQu md duong huytit v6n kh6ng duoc kh5ng ch6 theo y€u cAu thi

ptrOi hoo metformin voi mQt sulfonylurea c6 th6 co ffrc dgng hiQp ddng, vi ci hai thu0c cii thiQn dung

nqp glucose bing nhirng co ch6 kh6c nhau nhrmg lai b6 sung cho nhau.

DUqC DQNG HqC

Glimepiride

Glimepiride c6 sinh khi dqng r6t cao. Thrirc [n kh6ng lirm thay OOi dang kC sfr hAp thu ctra thu5c, nhmg

t6c dQ h6p thu c6 chAm hon. N6ng d9 t0i da trong huy6t tucrng d4t duo. c khodng 2 gio 30 phrit sau khi
: .. a

uong thuoc.

Glimepiride c6 th6 tich phdn bd r6t th6rp (khoing 8,8 lit) tuong t.u nhu thiS tich phdn bd cira albumin.

Glimepiride li6n k6t m?nh voi protein huy6t tuon g e 99%) vir c6 d0 thanh thni th6p (xAp xi 48

ml/phirt). Nria doi trong huy6t tucmg cira gl imepiride le 5-8 gio, nhtmg khi dtng lidu cao, n[ra dai

UllOUAr
hcrn. ?).1''o

Dung glimepiride ducv. c d6nh d6u, th6y 58o/o circ ch6t chuy6n h6a thai tru qua nudc 35% q

ph6n. Trong nudc ti6u, kh6ng th6y glimepiride cdn o d4ng chua chuy6n h6a. chu y6u bi

nu6c ti6u.

/t

o
li:
schuy6n h6a o gan. Hai d6n ch6t hydroxyl vi carboxy ctra glimepiride d6u thAy trong

ot .el la

t
(

:

:
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,
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Glimepiride bdi ti6t duoc qua sta trong nghi€n cfu o d6ng vit, thu6c qua ducr. c hdng rdo nhau thai,

nhrmg qua hdng riro m6u ndo rAt kdm.

Metformin

Metformin hdrp thu chdm vi kh6ng hoin todn o clucrng ti0u h6a. Khi dgng sinh hoc tuyQt d6i cira 500

mg metformin u5ng lirc d6i x6p xi 50-60%. Kh6ng c6 sg ti lQ vcri li6u khi tdng lidu, do h6p thg giam.

Thric an ldm gi6m mric dQ h6p thg vd lirm chim su h6p thu metformin. Metformin li6n ktit voi protein

huytit tuong mric dQ kh6ng d6ng kis. Metformin phdn b6 nhanh ch6ng vho c6c m6 vi dich. Thu6c cflng

ph6n bO viro trong h6ng cAu.

Metformin kh6ng b! chuy6n h6a o gan vd khdng bdi tiift qua mdt. Bdi tiiit cr Ong than ld duong thai tru

cht yi5u cta metformin. Sau khi u6ng khoAng 90% luqng thu6c hdrp thg dugc thii trir qua ph6n trong

vbng24 gio dAu o d4ng kh6ng chuy6n h5a. Nria doi trong huy6t tuong le 1,5 - 4,5 gio.

C6 th6 c6 nguy co tich lfiy trong trulng hqp suy girim chtc ndng th4n. EQ thanh thii metformin qua

thQn gi6m o nguoi bQnh suy thdn vir nguoi cao tu6i. l
I

@/
cHi DINH I

Ti6u duong kh6ng php thuQc insulin (tii5u duong typ II) d benh nhdn tr6n 18 tu6i, khi chti dQ [n ki6ng,

tpp thi5 duc vh giim cdn kh6ng ki6m so6t du-o. c ducrng huy6t. Di6u tr! thay thi5 o nhirng bQnh nhAn titiu

duong da di6u tri 6n dinh voi glimepiride (1-2 mg) vi metformin (500 mg d4ng ph6ng thich ch4m).

LIEU LUqNG VA CACH DUNG

Glimepiride t mg/ metformin hydrochloride 500 mg: IJ6ng 1 - 2 vi€n/ lin/ ngiy, tOi da 3 vi€n/ngdy

ho{c theo sg chi dlnh cua thAy thu6c.

Glimepiride 2 mg/ metformin hydrochloride 500 mg: tJ6ng I vi€n/ ngdy ho{c theo sg chi dinh cira thAy

thui5c.

Li6u dung n€n dugc x6c dinh cho timg bgnh nhdn tiry thuQc viro khA ndng dung n4p vir hi6u qui cira

thu6c tr6n timg nguoi, kh6ng n6n vugt qu6 liAu khuyifn c6o t6i da (2000 mg/ ngiy cho metformin vi 8

mg/ngdy cho glimepiride)

Udng nguy6n vi6n voi nu6c, kh6ng dugc nghiCn hoflc nhai vi6n thu6c. NEn bit dAu v6i I vi6n m5i

ngiy. Mpc dich cua viQc di6u tri li ldm gi6m ducrng huytit lirc d6i vh dua glycosylated hemoglobin vd

gioi h4n binh thucrng o li6u tOi tnieu c6 tdc dung.

tr

ari
J

cHONG cni olNn
BQnh nhdn bi benh ti6u duong phr.r thuQc insulin (ti€u <luong typ I) ho{c tiiiu

h6n m6.

BQnh nhAn m5n c6m voi Metformin hydrochloride, Glimepiride, Sulfonyl

kh6c, hay Uat ty thdnh phAn nio cira thu6c.

BQnh nh0n b! suy chftc ndng thfln.

arrSua, ,

tr '61 ,e rOS

c6c Sul
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BQnh nhan b! bitin chfng c6p (nhi5m trtrng ndng, dai ph6u, ch6n thuong).
Tru6c khi chup X quang c6 sri dung chAt cAn quang chria iod.

BQnh nhdn bi t6n thuong gan.

NghiQn ruqu.

BQnh nh6n thi6u vitaminBl2, acid folic vd s6t.

BQnh ti6u duong nhiSm ceton.

BQnh nhdn bf bQnh tim mach hopc hd h6p nang.

BQnh nhdn c6 thd trang k6m (nhu suy dinh du0ng, m6t nu6c...).
B6nh nhan bl tii5u ducrng kdm theo bitin chung (nhu bQnh th6n, bQnh v6ng mac).

TH,IN TRQNG

Glimepiride

N6u c6 nguy co bi ha huy6t 6p, cAn di6u chinh liAu cua Glimepiride ho4c diAu tri t6ng qu6t. Xri lf
tucrng tg krhi xiy ratrong qu6 trinh di6u trf hoflc khi thay d6i sinh hoat cta bQnh nh6n.

TriQu chimg h4 duong huy6t thutmg nhg h<rn ho[c kh6ng c6 tru]ng hqp bi h4 huy6t tt tt, d nguoi cao

tuOi, benh nhdn bi bQnh thAn kinh tg dQng ho{c dang diAu tri d6ng thoi voi c6c thu5c ric chti beta (beta-

blocker), clonidin, reserpin, guanethidin hay c6c thu6c tc chi5 giao cim khric.

HAu h6t c6c trulng hqp ha duong huytit ki6m soit duo. c bing ciich dtng ngay carbonhydrat (nhu

dudrng, nu6c tr6i cdy c6 ducrng ho6c tri c6 duong). BQnh nhin phii lu6n ludn mang theo nguoi it nh6t

20 g duong. C6 thC cAn sg h5 trq cta nguoi kh6c dO tr6nh bi6n chimg. ChAt ngot nhAn tpo kh6ng c6 tirc

dpng kitim so6t ha duong huy6t.

Phii theo d6i benh nhdn ch[t chE. Di€u trf ngay l4p tric c6c tru]ng hqp ha duong huytit n[ng, cAn c6 sg

theo ddi c[ra b6c si vd d6i khi ph6i nh4p viQn.

Trong trulng ho,p bQnh nh6n bi stress (nhu ch6n thucrng, phdu thudt, nhi6m trung kdm theo sdt) khi
ndng ki6m so6t ducrng huytit bi suy gi6m, cin tam thoi chuy6n sang dirng Insulin.

Trong su6t thcri gian diAu tri bing Glimepiride, phii thuong xuy6n ki6m tra glucose huy6t vd glucose

ni6u. Ngoiri ra, lucrng glycated hemoglobin cfrng n6n duoc ki6m tra.

Sg tinh tiio vd ho4t b6t c6 th€ bi giim do tdng ho{c ha duong huy6t, dac biet khi bit dAu, khi ngLmg

dtng thu6c hoflc dtrng thu6c khdng d€u. Di6u niy c6 th6 anh huong d6n kh6 nSng l6i xe vir vin hdnh

m6y m6c.

Metformin

Nhi6m tuan lactic: Metformin c6 th6 gAy nhi6m toan lactic, nhmg v6i ti lQ rat tnap. Nguy co gia ting

theo tu6i vd mirc dQ suy th4n. Ngodi ra c6c truong hqp nhu suy gan, gi6m oxy h6a m6t nu6c,
, .x

nhi6m trt"rng, nghiQn ruou cfrng ldm gia tdng nguy co nhi6m toan lactic. Ki0m

thuong xuy6n vh dung lieu tdi thi6u c6 t6c dpng dC ginm nguy co ndy. Ngtmg

bQnh nhdn bi nhiSm toan lactic khi dang diAu tri bing Metformin. EiAu tri ha

thich hqp trong trudng hqp bi nhi6m toan cf,ng nhu tich lfry Metformin.
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Suy chwc ndng thQn: thin trong khi di6u tri phdi hqp do c6 th€ inh hucmg d6n chric n[ng th6n hodc su
phdn bO ctia Metformin (nhu c6c thu6c d4ng cation).

Chtit cdn quong chrla iod; Ndn ngrmg thu6c it nhat2 ngdy tru6c khi chgp X quang c6 sft dung c6c chAt
cin quang chria iod vi chi dung thu5c lai sau khi chirc ndng th6n tro vA binh thuong.
Tinh trang thi€u oxy: Ngrmg di6u tri bing Metformin khi bQnh nhdn xiy ra tinh trang ndy.

Phdu thuqt' Ngtmg dirng thu6c t4m thoi vi chi Uit OAu dung lai sau khi bQnh nhdn c6 th6 tu s5ng duoc
vd chric ndng thdn binh thuong.

Udng ruqu.' Ndn cinh b6o cho b6nh nhan vA nguy co xiy ra tuong ttc cdp tinh ho4c mdn tinh khi u6ng
ruou trong thoi gian di6u tri bing Metformin.

Suy chtrc ndng gan: Th6ng thudng, tr6nh dung Metformin cho nhirng bQnh nhdn bl bQnh gan.

Hq dudng huy€t: Thuong h4 ducrng huyiit khdng xhy rakhi dtng Metformin don tri, nhtmg c6 thti xiy
ra khi ptrOi frqp Metformin voi sulfonyurea vd./ hodc ruou.

Thi€u aciclfolic, tdt ud vitamin 812: Khi diAu tri dhi han, n6n ki6m tra ndng cl6 vitamin Bl2 trong

huyiSt thanh dinh k, m5i nem trong su5t thcri gian di€u tri.

Cdc xdt nghiQm cqn ldm sdng: N€n ki6m tra drip tmg trf liQu dinh k, bing c6ch do mric glucose huytit

hic d6i vd glycosylated hemoglobin. Trong diAu tri ban dAu, cdn cri vio mric glucose huytit lfc d6i d€

x6c dinh d6p ung. Sau d6, cd glucose huytit vd glycosylated hemoglobin d6u cAn thi6t cho vi6c ki6m tra

d6nh gi6 ddi h4n.

TUoNG rAc rnu6c
Cimetidin: Metformin c6 tuong t6c vcri cimetidin. Vi v6y, n6n gidm lidu

thoi voi cimetidin.

in khi kC toa d6ng

Thu6c fing dudng huyiit; Cric thudc c6 khi ndng ldm tdng duong huy6t (nhu nh6m thiazid,

corticosteroid vd mQt s0 thu6c kh6c) c6 th€ btr dip vho t6c dQng ch6ng tang duong huy6t cria

Metformin, ndn kiiim so6t duong huytit chflt ch€ trong trudng hqp ndy.

Rtrou: rugu ldm ting trlc d6ng cira Metformin trong chuy6n h6a lactat cfrng nhu ch5ng tdng duong

huy6t. Vi v4y kh6ng n6n udng rugu khi dang di6u tri bing Metformin. Chdng chi dinh trong trudng hqp

nghiQn rugu.

Cdc ttong tdc khdc: C6c nghiOn cuu cho th6y furosemid vh nifedipin lim tang n6ng dQ Metformin

trong huy6t tucrng. Tuy nhi6n tinh trang ndy kh6ng xiy ra voi propanolol vi ibuprofen. Acarbose vi
chAt gom c6 thi5ldm giAm h6p thu Metformin.

Hq dudng huy& c6 thA xdy ra khi ditng Glimepiride voi mQt trong nhirng thu6c sau day: insulin vh

thui5c h4 ti6u duong dang u6ng, ch6rt fc ch6 men chuy6n, allopurinol, c6c steroid ddng h6 t6

sinh dpc nam, chloramphenicol, d6n xu6t cira coumarin, cyclophosphamid,

febyramidol, citc fibrat, fluoxetin, quanethidin, ifosfamid, ch6t irc ch6 MAO,

aminosalicylic, penfoxifylin (li€u cao dpng ti€m), phenylbutazon,

probenecid, quinolon, salicylat, sulfinpyrazon, sulfonamid, tetracyclin,

acid
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Tdng dudng huyA cd th€ xay ra khi dilng Glimepiride voi m6t trong nh*ng thu6c sau day;
acetazolamid, barbiturats, corticosteroids, diazoxid, thu6c loi ti6u, epinephrin (adrenalin) vd ciic thu6c
kfch thfch thAn kinh giao c6m kh6c, glucagons, thu6c nhudn trudng (sau khi di€u trl ddi han), acid
nicotinic (lidu cao), oestrogen vir progesteron, phenothiazin, phenytoin, rifampicin, n6i titit t6 tuy6n
gi6p.

C6c thu6c aOi mrang thU th€ H2, clonidin vd reserpin c6 thi5 ldm tdng hay giim tric dung hp duong
huy6t crha Glimepiride. C6c beta-blocker c6 th6 ldm ting tric dung h4 duong huyrit.
Tiic dung cria d6n ch6t coumarin c6 thc tang ho6c gi6m khi dung phoi trqp.

PHU NUMANG THAI VA CHO CON BU
Phqt nir c6 thai
Th6ng thulng, ch6ng chi dinh cho phu nir c6 thai, n6n dung insulin cho bQnh nh6n ti6u duong trong
thoi gian mang thai.

Phy nir cho con brt
Cric thdnh phAn cua thu6c c6 th6 bai ti6t duo. c qua sira me. Do d6, kh6ng n€n dung cho phu nt dang cho
con b[.

Amu HucrNG cua Tlruoc DEN KHA NANG r,Ar Xn VA VaN nANn IvIAy MOC
Thi lgc, sq tinh t5o vh phAn ung trong khi l6i xe hodc vdn hdnh m6y m6c c6 th6 suy giam khi di6u tri
d6i th6o duong kh6ng dutv. c c6n bing dfng mfc ho[c trong trudng hqp bi h4 duong huytit.

TAC DUNG KHONG MoNG MU6N
Hq fudng huydt: H4 duong huy6t c6 th6 xiy ra vi k6o ddi do t6c dpng h4 duong huy6t ctra

Glimepiride.

Mdt; C6 thd xiy ra r6i loan thi gi6c tam thoi do thay AOi Ouong huy6t, ddc biQt trong giai do4n dAu di6u

tri.
Riit toqn fiAu hda: DOi khi xAy ra budn nOn, n6n, cAm gi6c tttc hoac dAy hoi o vung thugng vi, clau bung

vi ti6u chiy. Trong mQt s5 truong hqp c6 th€ tang men gan, suy chric ndng gan (nhu ving da f mdt),

vi6m gan c6 thri din dtin suy gan.

Huyil hpc; Hi6m khi x6y ra gi6m ti,5u cAu; mQt s6 truong hqp x6y ra gi6m bach ciu, thi6u m6u t6n

huy6t, giim h6ng ciu, gi6m bach cAu h4t vd c6 th€ ldm gi6m huy6t cAu todn thti (nhu gidm sin sinh tti

bio mrlu).

Cdc tdc &tng phu khdc; Co th6 xiy ra circ phin img di rmg hoflc gi6 di rmg nhu ngfta, n6i may day hay

ph6t ban. C6c triQu chimg di tmg nhg nhu tr€n c6 th6 trd n6n trAm trong di kdm vdi kh6 huytit

rip, d6i khi d6n d6n sdc. Do d6, phAi th6ng b6o ngay cho b6c si khi bi n6i may day.

MOt si5 trudng hqp c6 th6 xiy ra vi€m m4ch m6u di irng, da nhay c6m v<vi 6nh

Thilng bdo cho bttc s! ctic ttic clrlng khLng mong muiin gfrp phai khi str dqrng

QUA LIEU
ThAm t6ch m6u c6 th6 c6 lqi trong trudng hqp nghi ngcr qu6li€u Metformin
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QUI cAcn EONG GoI : 2o vi€n/ vi, I vi/ hQp nho,5 hQp nho/ hQp lon.

BAO

HAN

: 86o quin noi khd m6t, du6i 30oC. Tr6nh 6nh s6ng vd trrinh Am

KhOng

D?c

UNG: 24lhing kC tu ngdy san xu6t

dilng thuiSc khi itii quti hgn sr? tlyng

hr6ng rtin s{r tlyng lru'6c khi tlilng

Ni!u thAm thAng fin xin htii j, kiiin bdc s!.

DA thubc xa tim tay tri em.

Sdn xuiit brii: INVENTIA HEALTHCARE PVT. LTD.

F1-Fl/1, Additional Ambemath M.l.D.C., Ambernath (East), Thane 421506 Maharashtra State, An DQ.

Sdtn xudt duoi stt nhuong quyin ctia:

MEGA LIFESCIENCES (AUSTRALIA) PTY., LTD.

Victoria 3810, Uc
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