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Gomponent : Bllster foll

Dlmenslon : 125 mm Bllsterfoll
Colour: CilYK

thlckness 0.25 mlcron

dull alde prlntlng

FARIZOL 5OO FARIZOL 5OO
CefprozilTablets USP 500m9 CefprozilTablets USP 500m9
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Cefprozil monohydrate equivalent to
cefprozil 500.0 mg

Manufacturcd uy/SCn xuAt tgi An Oq bdi::
Kwality Pharmaceutlcals hd. Llmlted
Nag Kalan, Majitha Road, Amritsar,
Puniab, lndia

Ceforozil monohydrate equivalent to

ceFrozil 500.0 mg

Manufactured by/Sdn xu6t tai In O0 bdi::
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Nag Kalan, Majitha Road, Amritsar,
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HUoNG oAN sr/ nqNc rHuoc cHo cAN Bo y rE

FARIZOL 5OO

Thinh phAn:
M5i vi6n ndn bao phim c6 chria cefprozil monohydrat tucrng ducrng cefprozil 500 mg
(t6 dugc: calcium carboxy methyl cellulose, hydroxy propyl cellulose, lactose, magnesium

stearat, sodium starch glycolat, poly ethylen glycol 6000, hydroxy propyl methyl cellulose, fitanium
dioxid, purified talc)
D4ng bio ch6:

Vi6n ndn bao phim.
Du-crc lgc hgc:

. Cefprozil li.mQt kh6ng sinh cephalosporin u6ng, b6n tdng hqp, th6 he 2, c6 tirc dr;ng diQt vi
khuAn dang ph6t triiSn vi phdn chia bing crich-r?c cfr6 tOng hqp tha-nh iC Lao ,i i.fruAn.
fhO khang khuAn: Cefprozil c6 tic dgng in vitro ddi vOi cAu-ttruan G (+) vi vi khuAn G (-)
Chfing nhgy cdm

Vi khuAn hitiu khi Gram (+): Staphylococcus alreus(bao g6m chring sin xu6t ra B-
lactamase); Streptococcus pneumonia ; Streptococcus pyogenes.

Cefprozil hQng c6 tirc dung v6i chtng staphylococci khring methicillin
Vi khuAn hi6u khi Gram (-): Haemophilus influenzae (bio gdm ci chring sin xu6t ra B-

lactamase); Moraxella (Branhamella) cataruhalis (bao g6m ci chring sin xu6t ra B-lactamase)
Chfing it nhgy cdm

Vi khuAn hi6u khf Gram (+): Enterococcus durans; Enterococcus faecalis; Listeria
monocytogenes; Staphylococcus epidermidis; Stophylococcus saprophyticus; Staphylococcus
warneri; Streptococcus ogolactioe; Streptococci (Groups C, D, F, vn G) viridans group Streptococci.

Cefprozil kh6ng c6 tric dpng v6i chtng Enterococcus faecium.
Vi khuAn hi6u khi Gram (-): Citrobacter diversus; Escherichia coli; Klebsiella pneumonia;

Neisseria gonoruhoeae (bao g6m ci chtng sin xu6t ra B-lactamase); Proteui mirabilis;
Salmonella spp. ; Shtgellaspp.; Vibriospp.

Cefprozil kh6ng co tic dpng v6i c6c chtng Acinetobacter, Enterobacter, Morganella
morganii, Proteus vulgaris, Providencis, Pseudomonas, vd Serratia.
Vi kltufrn ky. kh{:

Prevotella (Bacteroides) meloninogenicus; Clostridium difficile; Clostridium perfringens;
Fusobacterium spp. ; Peptostreptococcus spp. ; Propionibacterium acnes.

HAu h€t c6c chtng Bacteroides fragilis li khring v6i cefprozil.
Dugc'315 

[,][Ang cefprozil, thu5c duqc h6p thu nhanh t4i duong tieu ho6, khoing 95% li6u dtrng

dugc h6p thu. NOng d0 dinh cria thu6c trong huy6t tuong sau khi u6ng li6u 250mg,500mg hay lg ld
vdo khoing 6,1; 10,5 vi lS,3pglml d3t dugc sau khoing 1,5 gio dtng thu5c. Thrlc 5n kh6ng lim 6nh

hunng tt6n khn nlng h6p thu ctra thu5c, khi nlng li€n ktit v6i protein huyiSttuong ld36%.
Thdi gian brin thii trung binh cta thu6c trong huy6t tuong tr6n dOi tugng khod manh ld 1,3

gid, vdi ngudi suy giim chric ning th$n thoi gian br[n th6i cta thudc c6 thO l€n d€n 5,2 gid tu] thuQc

veo mftc AE ruy tirpn. tfru5c c6 th6 <tugc lo4i ra khoi co th6 bang qu6 trinh thAm tfch mriu. thutic dugc

bni titit chi yiiu qua thin.
Quy cich il6ng g6i:

HQp I vi x l0 vi€n.

"n'uinllorozil dugc chi dlnh ae aiou tri cicnhiSm khuAn do c6c vi khuAn nhpy cim: Vi6m hAu

hgng, vi€m amidan, viOm tai gifra, v.ipm *o1lg: vi€m ph6i thri ph6t vi vi6m ptrOi c6p vd m4n tinh,

vi6m da vd cAu tnic da, viOm dudng tiCt nieu khOng bi€n chftng.

Li6u dtng:
Dtng duong u5ng, c6 th6 u5ng vdo hic tl6i hoflc lfic no, thdi gian di€u tri trong ph6n lon c6c

thri nghiQm l6m sdng li l0-15 ngdy
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. Li€u dtng hdng ngiy t5i da cho tr6 em kh6ng du-o. c vuot qu6 li6u toi rla
khuy€n c6o cho ngudi lon
Neuoi l6n vi tr6 em tr6n l3 tu6i:

Vi0m hiu hong/vi6m amidan: 500mg cho m6i 24 gid,dirng trong l0 ngdy
Vi6m xoang:250mg m6i tZ gid, trong trudng hqp n{ng c6 thOt[ng ii6u l0n 5

gid, dtrng trong l0
Vi6m ph6i

ngey.
thf ph6t c5p tfnh vi giai do4n c6p tinh cia vi6m ph6i m6n: 500mg mdi 12 gid.

Dtng trong l0 ngdy.
Vi6m da vi c6u truc da: Li6u dtng ld 250mg m6i tZ gid hay 500mg m6iZq gid ho4c 500mg

m6i tZ gid. Dtng trong l0 ngiy
Vi6m duong titit niQu kh6ng bitin chung 500mg m6iZ+ gid. Dtrng trong 7 ngdy

T16 em (2 tu6i t6i 12 tu6i)
Vi6m hAu hgng/vi€m amidan: T,5mgkgcin n{ng m6i tZ gio.
Nhi6m trtng da vi cAu ffric da: 2)mgkgmdiZ+ gid. Dirng trong l0 ngiy

Luu f: Li6u dirng aOi vOi tr6 em <13 tu6i, OC tiqn cho viQc ph6n li€u c6 thO ding d4ng bdo chii kh6c
(bQt pha hdn dich u5ng).

chi tlinh:
Kh6ng ding cho nhfrng bQnh nhdn di ung vdi cefprozil hay c6c kh6ng sinh thuQc nh6m

cephalosporin.
Th$n trgng:

BQnh nhdn c6 tiAn st m6n cim v6i cefprozil hay circ kh6ng sinh kh6c thuQc nh6m

cephalosporin.
BQnh nhin ilugc bi6t m6n cim vdi penicillin.
Vi c6 phAn rlmg qui min ch6o (bao g6m phdn img s6c phin ve) xiy ra gifra crlc ngudi bQnh di

r?ng v6i c6c kir6ng sintr ntrOm beta - lactam, n6n phni thfn trgng thfch d6ng, vi s8n sing mgi thir de

<li6u tr! s6c phdn vQ kti ding cefprozil cho nguoi bQnh tru6c ddy de bi d! qng v6i penicilin.

B€nh nhdn hay gia <linh bQnh nhdn c6 ti6n sri d! fng nhu: hen ph6 quin, ph6t ban vd n6i m6

day.
Dd c6 b6o c6o vi6m tl4i trdng ming giA xiy ra khi st dpng c6c kh6ng sinh ph6 rQng, vi vfy

cdn quan tdm chAn do6n bQnh ndy vi di6u tri- thich h.qp cho ngucri bQnh b! ia chiy n[ng do dtng
kh6ng sinh. NOn h6t sric thfn trgng khi kC don kh6ng sinh ph6 rQng cho nhirng nguli c6 bQnh tluong

ti6u h6a, <lac biet li vi€m d4i tring.
BQnh nhdn suy thdn n[ng.
fi,Ong dugc sir dyng tr6n b6nh nhdn c6 ti6n sft thiriu m6u tan huyiit k6t hqp v6i

cephalosporin' ' m cicchr'rns kh6ns n u5 mftc. cAn theoDtrng cefprozil dii ngiy c6 th6 lim c6c chtng kh6ng nh4y cim Rlr5t tri6n q

d6i nguoi UEnh cAn thfln. NEu bi bQi nhi6m nghi€m trgng trong khi tli6u tr!, phii ngtng sft dpng

thu5c.
Phqt nit cti thai vd cho con brt:

Chua c6 nghi€n cftu c6 dO tin cfly v€ Anh huong cta thu5c AOi vOi phg nfr c6 thai. Vi th6, chi

n0n su dgng thutic niy cho phq nir c6 thai khi thpc sg cdn thi€t.

Thti k, cho ion bt: cefprozil c6 bii ti6t qua siia me. Ngudi m9 n0n ngimg cho con b[ trong

thdi k, dtrng thudc, ho6c ngung dirng thuiSc.

Tric ttQng AAi vAi khd ndng ldi xe vd vfin hdnh mdy mdc:
Dirng dugc khi l6i xe vi v$n hdnh m6y m6c.

Tuong tic thuSc:
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DQ thanh thii Creatinin
(ml/min) Li6u dtng (mg) Khoing c6ch lidu

30-120 Nhu li6u chu6n Nhu li€u chu6n

019* 50 % li6u chudn Nhu li6u chuAn
* Cefprozil c6 thi5 dugc lo4i b6 b6ng thAm tich m5u, do d6 n€n sft dpng thu6c niy sau khi de

thdm t6ch m6u xong.
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Kh6ng c6 th6ng b6o dQc tinh xiy ra khi dirng <t6ng thdi c6c thu6c kh6ng sinh
v6i crlc kh6ng sinh cephalosporin.

Probenecid lim t6ng n6ng <tQ cefprozil
Tfc dgng phg
Erdng fiAu hda

Vi€m <tai.tring gii mac dd duoc b6o c6o d nhirng b6nh nhdn dugc di€u tri bing kh6ng sinh
cephalosporin. Ni5u b! ti6u chiy xiy ra vd kh6ng tt6p ung v6i nglmg thudc vi / hoic tiei chuAi diAu
tri, vi6m d4i trdng gii m4c cAn dugc xem xdt.

T6c dpng phq ti€u h6a tl6 bao gOm bu6n n6n (z,gyo),ti0u chiy (3,5o ),nOn (l%) vi dau bung
(l%). Truong hQp hi6m hoi cria Clostridium difficile vi6m dpi tring dd dugc b6o c6o vdi mOt s6
cephalosporin.
Huy€t hlc
. Ting bSch c6u eosin.(2,3o/o), giiy, b4ch cdu trung tfnh (0,2yo), vi giim ti6u cAu. Thi6u m6u

b6t sin, thi6u m5u tan huy6t, xu6t-huyr5t, thdi gian prothrombin k6o ddi, xdt nghiQm duong t(nh
Coombs, pancytopenia, giim bpch cAu, m6t bpch cAu fut.
ThQn
TIng creatinin huyiSt Q,lYi viBUN (0,1%); Vi6m thfn ke. (SOt c6 h6i phsc, chimg nito huyiSt, d6i
mi, vi eosinophiluria li <ti6m nOi Uat cta cephalosporin gdy ra vi6m thin k6.)
Sinh dqtc

Ngria 6m dpo vi b0 ph{n sinh duc trong (1,6%).
Gan

TIng AST (2%), ALT (2%), alkaline phosphatase (0,2%) vd bilirubin (<0.2'A. Hitim gip cria
ving da ri mQt

HQ thdng thhn kinh
Ch6ng mlt (lYo), hitiu tlQng th6i qu5, nhric dAu, cdng thing, m6t ngt, l[ l6n, vi bu6n ngt

trong. Hi6m gflp <tQng kinh (<1%).
Da fiAu

Ph6t ban (O,gyo),nOi mC day (O,lYo),h6ng ban da d4ng.

Qui lidu:
Ding v6i li6u 5000 mglkg c6n npng cria cefprozil kh6ng gay F vong hay c6c d6u hiQu tlQc

tinh ndo tr6n dQng vpt thf nghiQm. Li€u don 3000mg&g cdn n[ng c6 th6 giy ti6u chiy, ch6n [n.
Cefprozil tlu-o. c bii tiiit ilAu ti€n qua thfn. Vi thtS trong trudng h.qp qu6 li€u, d[c biQt tr6n bQnh

nhdn suy giim chric nSng thfln, viQc thim trich m6u sE girip lo4i bo thu6c ra khoi co th0.

Bio quf,n:
Bio quin noi kh6, m5t e nhiQt d0 du6i 300C, tr6nh 6nh s6ng.

H4n dirng:
24 thing k€ tir ngiy sin xuit.

TGn, dia chi, bi6u tugnrg (n6u c6) cfra co s& sin xu6t:
KWALITY PHARMACEUTICAL PVT. LIMITED.
Nag Kalan, Majitha Road, Amritsar, Punjab, An,DQ

Ngiry xem x6t sfra O6i, cflp nhit I4i nQi dung huOng din sfr dgng thu6c:
03ltll20r7
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Rx Thudc brin theo iton
HI/ONG OAN SIINUNC CHO NGI.Id BENH

FARIZOL 5OO

Dgc kj hudng ddn yfr dqtng trwdc khi dilng
E0 xa fim tay trd em

Thdng bdo cho bdc si hay drqc sj nhirng tdc dqtng khing mong mudn ggp phdi khi dilng thu6c

Thinh phin, hirm lugng thu6c:
M5i vien n6n bao phim c6 chria cefprozil monohydrat tucrng duong cefprozil 500mg
(e dugc: calcium carboxy methyl cellulose, hydroxy propyl cellulose, lactose,

magnesium stearat, sodium starch glycolat, poly ethylen glycol 6000, hydroxy propyl methyl
cellulose, Titanium dioxid, purified talc)
MO tA sin phim:

Vi6n n6n bao phim. Vi6n n6n hinh thoi, hai m{t l6i, mau tr6ng.
Quy cfch tl6ng g6i:

HQp I vi x 10 vi6n.
ThuiSc dtng cho bQnh gi:

Ceprozil dugc chi dinh dC di0u tri cric nhiSm khuAn do c6c vi khuAn nhay ctun: Vi6m hAu
hQng, vi6m amidan, vi6m tai giira, vi6m xoang, vi6m ptrOi ttui ph6t vd vidm'ptrOi c6p vi m4n
tinh, vi6m da vi c6u tr(rc da, vi6m ducrng tii5t niQu kh6ng bi6n chimg.
NOn dtng thu5c niy nhu th6 nio vh ti6u lugng:

Dtng duong u6ng, c6 th6 u6ng vdo hic d6i ho{c hic no, thdi gian di6u trf trong pnan tcrn

c5c thri ngliQm l6m sang ld 10-15 ngdy
Li0u dung hang ngdy t6i da cho trd em kh6ng duo. c vuqt qu6 li6u t6i da hdng ngdy dugc

khuy6n c6o cho ngudi l6n
Ngudi l6n vd tI6 em tr6n 13 tudi:

Vi0m hAu hgng/viOm amidan: 500mg cho m6i 24 gitt,dtng trong 10 ngiy
Vi6m xoang: 250mgm6i tZ gid, trong truong ho. p n{ng c6 th6 tdng li6u l6n 500mg m6i

12 gid, dtng trong 10 ngdy.
Vi6m ptrOi ttli ph6t c6p tinh vi giai do4n c6p tinh cira vi6m ph6i man: 500mg m6i tZ giO.

Dung trong l0 ngay.
Vi6m da vd c6u truc da: Li6u dung li 250mg m6r tZ gio hay 500mg mdi Zq gid hoflc

500mg m6i tZ gio. Dung trong 10 ngdy
Vi6m ducmg tii5t.niQu kh6ng bitin chung 500mg m6iZq gio. Dung trong 7 ngdy

T16 em (2 tu6i t6i 12 tu6i)
Vi6m hAu hgng/viCm amidan:7,Smglkgcdn nflng m5i tZ giO.

NhiSm trung da vd c6u trirc da: 2}mgkgmdiZq gio. Dtng trong l0 ngiy
Luu 1f: LiAu dung AOi ,Oi tr6 em <13 tu6i, OC tipn cho viQc phdn li6u c6 th6 dung d4ng bio ch6

M.

kh6c (bQt

Li6u tr6n
pha hdn dich u6ng).

E
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4
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DQ thanh thii Creatinin
(ml/min) Li6u dtng (mg) Khof,ng cich lidu

30-120 Nhu 1i6u chu6n Nhu li6u chudn
0-29* 50 % li6u chuAn Nhu li6u chu6n

* Cefprozil c6 thd dugc lo4i b6 bAng thAm t6ch m6u, do d6 n6n sri dgng thu6c ndy sau khi
dA tham t6ch m6u xong.
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Khi nio kh6ng n6n dtng thu6c niy:
- Kh6ng dung cho nhfi'ng benh nhan di ung vcri cefprozil hay cric khrlng

cephalosporin.
T6c dgng kh6ng mong mu6n:
Eudng fiAu hda

Vi6m tl4i trang gia. T?. di-a"* brio c.io 6 nhirng benh nhan dugc di6u tr! bing kh,t,gtifr^..Il"losporin. \6y ui ti6u chiy xiy ra vd kh6ng dal rmg vcri ngtmg thuiSc va I n6ac tici
chudn di€u tr!, vi6m d4i trang gi6 m4c cAn dugc xem x6t.

Tdc aurg phY ti6u hoa d6.bao g6m bu6n ndn (2,9%o). ti6u ch6y (3,5yo),n6n (l%) vd dau
bpg (l%). Truong hqp hi6m hoi cria Clostridium difficile'vi6m dai i.*! Aa ar-o. c b6o'ciio v6i
-0t 10 cephalosporin.
Huydt hgc

.Tdng ba$ cAu eosin (2,3%o), gi6m b4ch cAu trung tinh (0,2yo), vd gi6m titlu c6u. Thitiu
m6u b6t san, thi6u miiu tan huy6t, *uit t uy6i,.thoi gian piothrombin k8o dd], x6t nghiQm duong
tfnh Coombs, pancytopenia, giim bach cAu, m6t b4ch cAu h4t.
ThQn
TSng creatinin huyist (0,lyo) r+ BqN Q,1%);vi6m th4n k6. (s6t c6 h6i phpc, chimg nito huy6t,
dili mtr, vd eosinophiluria ld di6m nOi Uat cria cephalosporin gdy raviem tirpn kC.)
Sinh dltc

Ngr?a 6m <l4o vd b0 phpn sinh dpc trong (1,6%).
Gan

Tdng AST (2%), ALT (2%), alkaline phosphatase (0,2%) vd bilirubin (<0.2%). Hii5m gflp
cria vdng da ri m4t
H9 thdng thdn kinh

Ch6ng mii- (l%), hitiu dQng th6i qu6, nhric dAu, cdng thdng, m6t ngri, hi l6n, vd bu6n ngfr
trong. Hii5m gap d$ng kinh (<1%).
Da li€u

Ph6t ban (O,gyo),nOi me day (O,l%), h6ng ban da d4ng.
NGn trinh dtng nhfrng thuiic hoic thqc phim gi khi dang sfr dgng thu6c niy:.

Khdng c6 th6ng b6o dQc tinh xdy ra khi dtrng d6ng thoi crlc thu6c khring sinh
aminoglycosid vcyi c6c kh6ng sinh cephalosporin.

Probenecid ldm tdng n6ng dQ cefprozil
Cin lim gi khi mQt Iin qu6n kh6ng dtng thuiic:

. .N6u.qu6n kh6.ne dung thu6c, u5ng thudc ngay khi ban nh6 ra, n6u nhu gAn d6n thoi di6m
u6ng li6u ti6p theo, c6n b6 qua li6u cI6 qu6n.

Kh6ng dugc u5ng tang Hdu g6p d6i AC Utr lai li6u dE qu6n.

CAn bio quin thu6c niy nhu th6 nio:
Bno quan noi kh6, mrit d nhiet dg ducri 300C, tr6nh 6nh s6ng.

Nhftng ddu hiQu vi triQu chrfrng khi dtng thu6c quf [du:
Dung voi li6u 5000 mg/kg can nflng ctra cefprozil k:h6ng gdy tft vong hay c6c ddu hiQu

dQc tinh ndo tr6n dQng vpt thi nghiQm. Li6u dcrn 3000mg/kg cdn ndng c6 th6 g6y ti6u chiy, chan

en.

Cin phii lim gi khi dtng thudc qui li6u khuy6n c6o:- 
Cefprozil dugc Uaiti6t AAu ti6n qua th4n. Vi th6 trong trudng hqp qu6 liAu, tlac biQt tr6n

benh nhan suy gi6m chirc ndng thfn, viQc thdm t6ch m5u sE girip lo4i bo thudc ra kh6i co th6.

Nhfrng tlidu cin th$n trgng khi ding thu5c niry:
Benh nhen c6 tiOn sri mdn c6m v6i cefprozil hay cdc khang sinh kh6c thuQc nh6m

cephalosporin.
BQnh nhdn rlugc bi6t mdn cirn v6i penicillin.
Vi c6 phan tmg qu6 m6n ch6o (bao g6m phdn img s6c phin vQ) xity ra giha cdc ngudi

benh di tmg voi c6c kh6ng sinh nh6m beta - lactam, n6n ph6i thfln trgng thich d6ng, vi s8n sang
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mAi thf AC aieu tri s6c phin vQ khi dtng cefprozil cho nguoi bQnh tru6c ddy
penicilin.

Bgnh nhan hay gia dinh benh nh6n c6 ti6n sri diung nhu: hen phi5 quan,
me day

D5 c6 b6o
vQy c6n quan tdm
dtrng khring sinh.

do
co

bQnh ducrng ti6u h6a, dac biet ld vi0m d4i trang.
BQnh nh6n suy th4n n{ng.
Kh6ng du-o. c sri dpng trOn benh nhan c6 ti6n sir thi6u miiu tan huytit ki5t hgp v6i

cephalosporin.
Dung ceforozil ddi ngdy c6 th0 ldm c6c chung kh6ng nh4y cim ph6t tri6n qu6 mric. C6n

theo d6i ngudi bQnh cAn than. N6u bi bQi nhi6m nghiEm trong trong khi di6u tri, phii ngimg str

dgng thu6c.
Phqt nit cd thai vd cho con brt:

Chua c6 nghiOn criru c6 d0 tin cay v6 inh huong ctra thu6c Atii vOi php nt c6 thai. Vi th6,

chi n6n str dpng thu6c ndy cho phg nt c6 thai khi thUc sp can thitSt.

Thdi ky cho con bri: cefprozil c6 bdi titlt qua sta me. Nguoi mg n6n ngirng cho con bri
trong thoi ki dung thu5c, ho{c ngrmg dtng thutic.
Tric ilQng it6i voi khd ndng ldi xe vd vQn hdnh mdy mdc:

Dirng dugc khi l6i xe vd v4n hinh mriy m6c.

Khi nio cAn tham vdn bic si, dugc si:
Ni5u c6n th6m thdng tin, xin h6i f ki6n b6c s! ho{c dugc s}.

H4n dtng cria thu6c:
24 thingk6 tt ngdy s6n xu6t.

TOn, dia chi, bi6u tugng (n6u c6) cfra co s0 sin *uAt:
KWALITY PHARMACEUTICAL PVT. LIMITED.
Nag Kalan, Majitha Road, Amritsar, Punjab,India

Ngny *.-16t sfra a6i, c$p nhft lpi nQi dung hutfng din sfr d,Ing thuiic:
03lrU20t7
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