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Mi vién chiraz 200mg Celecoxib.

Dang bao ché: Vién nang ciing.
Chi dinh: Diéu trj triéu chimg bénh viém xwong
khdp, viém khdp dang thip & ngudi truéng thanh.
Chong chi dinh, thin trong, tic dung phu: Xin
xem trong t& HDSD kém theo.

Céc thing tin khic xin xem trong tor HDSD
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kém theo

Each capsule contains: 200mg Celecoxib.
Dosage form: Hard capsule
Indication: To trcal the symptom of

pstenarthitis, theumatoid arthritis inadult,

)Contra-indication. precaution, side-effects:

' Please seein the insert-paper.
Other information please sce in the insert-

paper.

Béo quin: Bio quan trong bao bi kin, tranh ~—
4nh sing, nhiét d dudi 30°C.

Poc ki hwérng din sir dung trée khi diing
Tranh xa tam tay tré em

SBHK/Reg. No:
LSX/Lot No:

Storage: Store in tightly containers, proicet
from light. at temperature below 30°C.

Read the insert carcfully before use.
Keep out of the reach of children

Celecoxib 200mg

NSX/Mfg Date. dd!ninmyy

HD/Exp Date: dd/mm/yyyy -~
NPP/Report: -
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Néu cin thém théng tin, xin hoi y kién bdc st ho(
CENOXIB 200

(Celecoxib200 mg)

Tén thuéc: CENOXIB 200

Thanh phin: MJi vién nang cimg c6 chira:

CRletBKIb . ooz, 200,0 mg

Ta duoe:Natri crosscarmellose,lactose, natri lauryl sulphat, PVP K-30, magnesi stearat, nudc tinh
khiét (*), vo nang ctmg mau vang/do sb 1.

(*) Bay hoi trong qud trinh san xudt. .-

Dang bao ché: Vién nang cimg. D’f

Quy cich dong géi: 04 vi x 10 vién.

Piic tinh duoe lue hoc:

Celecoxib 1a mot thube chdng viém khong steroid, te ché chon loc cyclooxygenase-2 (COX-2), ¢6
cdc tac dung diéu trj chéng viém, giam dau, ha s6t.Co ché tac dung cua celecoxib dugc coi la tc
ché su tong hop prostaglandin, chi yéu théng qua tic dung e ché isoenzym cyclooxygenase-2
(COX-2), dan dén lam giam su tao thanh céc tién chét cta prostaglandin.Khéc véi phin 16n cac
thudc chdng viém khdng steroid ¢ trude day, celecoxib khong e ché isoenzym cyclooxygenase -1
(COX-1) véi cac néng do diéu tri & ngudi.COX-1 1a mot enzym ciu tric ¢6 & hiu hét cac mo, bach
cau don nhan to va tiéu cdu.COX-1 tham gia vao tao huyét khdi (nhu thac day tiéu cdu ngung tap)
duy tri hang rao niém mac bao vé cta da day va chirc nang than (nhu duy tri tugi mau than). Do
khong trc ché COX-1 nén celecoxib it co nguy co gay céc tac dung phu (vi du doi voi tiéu cau niém
mac da day), nhung c6 thé gy céc tac dung phu & than twong tu nhu céc thude chéng viém khong
steroid khong chon loc.

Duge dong hoc:

Hap thu: Celecoxib duge hip thu nhanh qua duong tiéu hoa. Udng celecoxib vai thie an ¢ nhiéu
chét béo lam cham thoi gian dat ndng do dinh trong huyét tuong so véi uéng lic déi khoang 1 dén 2
gior va lam tang 10 - 20% dién tich dudi duomg cong (AUC). Co thé ding celecoxib ddng thai voi
thirc an ma khong can chi y dén thoi gian cac bira an.

Nong do dinh trong huyét tuong cua thude thuomg dat & 3 gior sau khi udéng mot liéu duy nhat 200

mg lic doi, va trung binh bang 705 nanogam/ml. Nong do thudc ¢ trang thai 6n dinh trong huyét
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dinh trong huyét twong va AUC ting 40 va 50%, tuong tmg, so v&i ngudi tré; AUC cu celéééi’iblﬂ] /. 0/
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trang thai 6n dinh ting 40 hodc 180% & ngudi suy gan nhe hodic vira, tuong tmg, va gi 2 0% p?
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ngudi suy than man tinh (tdc d6 loc cdu than 35 - 60 ml/phit) so véi & nguoi binh thuong.

Phdn bo: Thé tich phan bd & trang thai 6n dinh khoang 400 lit (khoang 7,14 lit/kg) nhu vay thude
phan bd nhidu vao md. O ndng db diéu tri trong huyét trong, 97% celecoxib gin véi protein huyét
tuong.

Thdi trir: Nira doi thai trir trong huyét twong clia celecoxib sau khi ubng 1a 11 gid, va hé sb thanh thai
trong huyét tuong khoang 500 ml/phut. Nira doi cta thude kéo dai & ngudi suy than hodc suy
gan.Celecoxib dugc chuyén héa trong gan thanh cic chdt chuyén héa khong c6 hoat tinh boi
isoenzym CYPas0 2C9.

Celecoxib thai trir khoang 27% trong nudc tiéu va 57% trong phan, dudi 3% lidu duoc thai trix
khong thay dbi.

Chidinh: 0,

Pidu trj triéu chimg thoai hoa khép & ngudi 16m.
Diéu tri triéu chimg viém khép dang thdp & ngudi 16m.
Piéu tri dau cép, ké ca dau sau phgu thuét, nhd ring.
Piéu tri théng kinh nguyén phat.

Thuéc chi ding khi cé sw ké don ciia Bic si.
Liéu lwong:
Céch dung: Thube ubng ngay 01 1an hodc chia lam 2 1an bing nhau, déu c6 tac dung nhw nhau trong
diéu trj thodi hoa xuong - khop. D6i véi viém khép dang thip, nén dung liéu chia déu thanh 2 lan.
Liéu t6i 200 mg/lan, ngay ubng 2 lan, c6 thé udng khong cin chu ¥ dén bita n; liéu cao hon (nghia
[a 400 mg/lan, ngay udng 2 14n) phai udng vao bita 4n (cing voi thirc an) dé cai thién hép thu.
Liéu luong: Pé didu tri thoai héa xuong - khap, liéu phai diéu chinh theo nhu cau va dap tng cla
timg ngudi bénh, tim 1idu thip nhat ma c6 hiéu qua.
Thoai héa xuong - khép: Lidu thong thuong: 200 mg/ngay udng 1 l4n hodic chia lam 2 liéu bing
nhau. Liéu cao hon 200 mg/ngay (nhu 200 mg/1 liéu, ngay 2 1an) khéng c6 hiéu qua hon.
Viém khép dang thip & ngudi 16n: Liéu thong thudng: 100 - 200 mgflﬁn ngay udng 2 lan, liéu cao
hon (400 mg x 2 lﬁnfngéy) khéng c6 tac dung tot hon liéu 100 - 200 mg x 2 lan/ngay.
Dau n6i chung va théng kinh: Liéu théng thudong & ngudi 16n: 400 mg udng 1 lan, tiép theo 200 mg

néu can, trong ngay dau. De tiép tuc giam dau, c6 thé cho lieéu 200 mg ngay uong 2 lan, néu can.
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Nguoi cao tudl: Trén 65 tudi: Khong can diéu chinh liéu, mac di néng d6 thudc ta Q;ir%;huyétah_ o
twong, Tuy nhién, déi véi ngudi cao tudi c6 trong lwong co thé duéi 50 kg, phai ditig liéu khiyén /<,

céo thip nhét khi bét dau didu tri.
Suy than: Chua duge nghién ciru va khong khuyén cdo ding cho ngudi suy than. Néu cin thiét phai
dung celecoxib cho ngudi suy than nang, phai giam sat can than chirc nang than. Nha san xuit khong
co khuyén céo dic biét nao vé diéu chinh lidu cho nguoi suy than man.

Suy gan: Chua duoc nghién ctru. Theo nha san xuét, khong duge dung cho ngudi bénh suy gan
nang.Doi véi suy gan vira, nha san xuat khuyén céo giam lidu khoang 50%.

Chong chi dinh:

Man cam véi celecoxib, sulfonamid, hodic bt kv thanh phﬁn nao cua thude.

Suy tim ning.

Suy than ning (hé sb thanh thai creatinin dudi 30 ml/phit).Suy gan ning.

Bénh viém rudt (bénh Crohn, viém loét dai trang).

Tién sir bi hen, may day, hodc cac phan tmg kidu di tmg khac sau khi ding aspirin hodc céc thude
chdng viém khong steroid khac.Da c¢6 bao céo vé cac phan tng kiéu phan vé niing, déi khi gay chét,
véi céc thude chdng viém khong steroid & nhimg nguoi bénh nay.

Phu nif c6 thai hodc dang c6 y dinh ¢6 thai, trir khi c6 sir dung bién phéap tranh thai hiéu qua.

Khi dang c6 loét da day hodc xuét huyét tidu hoa.

Thén trong:

Cén than trong dung celecoxib cho nguoi c6 tién sir loét da day ta trang, hoac chay mau duong tiéu
ho4, mac di thude duoc coi 14 khdng gy tai bién duong tiéu héa do tre ché chon loc COX-2.

Can than trong dung celecoxib cho nguoi c6 tién st hen, di tmg khi dung aspirin hodc mdt thube
chéng viém khong steroid vi ¢6 thé xay ra sbc phan vé.

Cén thin trong ding celecoxib cho nguoi cao tudi, suy nhuge vi d& giy chady mau dudng tiéu hoa
va thudng chire nang than bi suy giam do tudi.

Celecoxib c6 thé gdy doc cho than, nhat 12 khi duy tri luu luong méu qua thin phai cin dén
prostaglandin than hd trg. Ngudi ¢6 nguy co cao gdbm c6 ngudi suy tim, suy than hodc suy gan. Can
rat thin trong dung celecoxib cho nhitng ngudi bénh nay.

Cén than trong dung celecoxib cho nguoi bi phtl, gitr nude (nhu suy tim, than) vi thudce gay i dich,
lam bénh ndng lén.

Cén thin trong khi dung celecoxib cho nguoi bi mat nudc ngoai té bao (do dung thude loi tiéu
manh).Can phai diéu trj tinh trang mat nudce trude khi ding celecoxib.

Cantheo dai nguy co bién chung tim mach (nh6i méu co tim, thidu mau co tim cuc bd). Nguy co

ndy c6 thé tang theo liéu va theo thoi gian phoi nhidm do d6 can sir dung trong thoi gian ngin nhat

i
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va licu dung hang ngay thap nhat ma van c6 hiéu qua.Celecoxib khéng ¢ hoat tinh ﬂ‘f“l?af**kliﬁngi .m}

tiéu cau va nhu viy khong bao vé duge céc tai bién do thidu mau co tim, nhét 1a ne&t‘h}ngqgu QQ & /
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kéo dai (400 - 800 mg/ngay). .
Ciing nhu tit ca cac thudc NSAIDs khac, sir dung celecoxib c6 thé din dén tang huyét ap, c6 kha
ning lam trdm trong hon & céc bénh nhan cao huyét ap, hoic gbp phin lam gia ting nguy co bénh
tim mach. Do d6, cdn theo dai chat ché huyét ap truée va trong qué trinh diéu tri bing celecoxib.
Phan tmg qué man trén da: Mot s6 phan ing qué man trén da nghiém trong, mot trong s d6 c6 thé
gay tir vong nhu viém da troéc vay, hdi chimg Stevens — Johnson, hoai tir bidu bi da dugce bdo cao
khi str dung celecoxib. Mot s& bao cdo qua man nhu phit mach, ndi ban véi tinh trang ting bach ciu
4i toan ciing da duoc béo cdo dic biét 1 & nhimg bénh nhén cé tién s di tmg vé6i sulphonamid hoic
di (mg véi celecoxib cé thé lam ting mirc d6 nghiém trong véi phan ing qué min. Can ngung diéu
tri bing celecoxib khi thdy c6 xuét hién diu hidu dj g nhu phat ban da, tén thwong niém mac hoic
bt ctr ddu hiéu nao cua tridu chirg qué mAn.

Str dung celecoxib c6 thé khong phat hién ra sét hodc cac ddu hiéu viém khac.
O cac bénh nhan diéu tri ddng thoi bang thude chéng déng dwong udng (nhu warfarin...) ¢6 thé 1am
ting nguy co xudt huyét trdm trong, c6 thé din dén tir vong da duoc bio cdo. Kéo dai thoi gian
prothrombin (INR) khi sir dung dong thoi véi celecoxib dd duoc bdo cdo, do d6 can theo doi chat
ch& & nhitng bénh nhan ding thudc chéng déng duong uéng nhu warfarin/coumarin, c6 thé can
thiét phai thay dbi lidu celecoxib. Viée sir dung ddng thoi NSAIDs véi thude chéng dong lam ting
nguy co chay mau, do d6 can than trong khi két hop celecoxib v&i cac thubc chéng déng duong
udng.

Trong Cenoxib 200 ¢6 sir dung lactose, do dé cin thén trong st dung cho bénh nhan khéng dung
nap dudng, galactose hodc thiéu hut lactose lapp.

Trong Cenoxib 200 c6 chira mot luong nho natri do dokhéng can diéu chinh ché do an udng c6
chura natri khi str dung Cenoxib 200.

- Nguy co huyét khéi tim mach:

Céc thudc chong viém khong steroid (NSAIDs), khong phai aspirin, ding dudng toan than, co thé
lam tang nguy co xuét hién bién cd huyét khéi tim mach, bao gdm ca nhdi méau co tim va dét quy,
c6 thé din dén tir vong. Nguy co nay c6 thé xudt hién sém trong vai tudn du ding thude va c6 thé
tang 1én theo thoi gian ding thube. Nguy co huyét khdi tim mach duoc ghi nhan cha yéu & liéu cao.
Bac si can dénh gia dinh ky su xudt hién cta cac bién cd tim mach, ngay ca khi bénh nhan khéng c6
céc triéu chimg tim mach truée d6. Bénh nhén cin dugc canh béo vé céc triéu chimg cua bién ¢

tim mach nghiém trong va can tham kham béc si ngay khi xuat hién triéu chirng nay.
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Dé giam nguy co xuét hién bién cb bt lgi, can sir dung CENOXIB 200 & lidu hang/ g«aﬂf 'thﬁfi ity |~
¢6 hiéu qua trong thoi gian ngc’m nhét c6 thé. l\ iy ‘rnr P u}f
T4c dung khong mong muon' VAN HO ;’51/ /
Tac dung khong mong mudn cta celecoxib & liéu thuong dung néi chung nhe va cé hé‘n\guan chii- /
yéu dén dudng tidu hod. Nhimg tac dung khong mong mubn khién phai ngimg dung thuo?ﬁhleu
nhit gdm: Kho tiéu, dau bung. Khoang 7,1% ngudi bénh ding celecoxib phai ngimg dung thude vi
cac tic dung khong mong mudn so véi 6,1% ngudi bénh ding placebo phai ngimg,.

Nguy co huyét khdi tim mach (xem thém phan than trong)

Thirong gdp, ADR > 1/100

Tiéu hod: Pau bung, ia chay, khé tiéu, dy hoi, budn non.

H6 hép: Viém hong, viém miii, viém xoang, nhiém khuan duomg hd hép trén.

Hé than kinh trung wong: Mt ngii, chéng mit, nhirc dau.

Da: Ban. N

Chung: DPau lung, phil ngoai bién gl

Hiém gap, ADR <1/1000

Tim mach: Ngét, suy tim sung huyét, rung thit, ngh&n mach phdi, tai bién mach mau néo, hoai thu

ngoai bién, viém tinh mach huyét khdi, viém mach.
Tiéu hoa: Tic rudt, thing rudt, chay méu duong tiéu hod, viém dai trang chay mau, thang thuc
quan, viém tuy, tic rudt.
Gan mat: Bénh soi mét, viém gan, vang da, suy gan.
Huyét hoc: Giam luong tiéu cdu, mét bach cu hat, thifu mau khdng téi tao, gidm toan thé huyét
cau, giam bach cau.
Chuyén hoé: Giam glucose huyét.
Hé than kinh trung wong: Mét diéu hoa, hoang tudng tu sat.
Than: Suy thin cip, viém thén k&.
Da: Ban d6 da dang, viém da troc, hdi chitng Stevens-Johnson.
Chung: Nhiém khuén, chét dot ngot, phan img kiéu phan vé, phit mach.
Hudng dan cach xir tri ADR
Néu c6 biéu hién ddc hai than trong khi diéu tri celecoxib, can phai ngirng thude, thuong chirc ning
thén sé tré vé mire trude didu tri sau khi ngimg diéu tri thude.
Test gan c6 thé ting (gip 3 1an mirc binh thuomg & gidi han cao). Su tang nay c6 thé tién trién, hodc
khong thay d6i hodc chi tam thoi trong mot thoi gian khi tiép tuc didu tri. Nhung néu ¢6 biéu hién
ning ciia viém gan (vang da, biéu hién suy gan...) phai ngirng ngay thude.
No6i chung, khi diing véi liéu thong thudng va ngin ngay, celecoxib dung nap tot.
Théng bdo ngay cho bdc sy khi gip phai cdc tic dung khéng mong muon ciia thuoc.

Tuwong tie thuoc:
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Chung: Chuyén hoa ctia celecoxib qua trung gian cytochrom P4502C9 trong gan. Sﬁadungndﬁng 'thtm)
celecoxib véi cac thudc c6 tac dung irc ché enzym nay c6 thé anh huéng dén dquc f.to‘ng Ho E’Qua 7

\\\ -

celecoxib, nén phai than trong khi ding dong thoi cac thude nay.Celecoxib ciing tic che\}itoil’lmﬂf

P4502D6. Do d6 c6 kha ning tuong tac gitra celecoxib va cac thudce duge chuyén hoa bai P4sp2D6.
Thube trc ché enzym chuyén angiotensin: Céc thude chdng viém khong steroid c6 thé lam giam tac
dung chdng tang huyét 4p cia cic thude wrc ché enzym chuyén angiotensin. Can chu y dén twong tac
nay khi ding celecoxib ddng thoi véi cac thude trc ché enzym chuyén angiotensin.

Thudc loi tiéu: Céc thude chdng viém khéng steroid c6 thé lam giam téc dung tang bai tiét natri
niéu cta furosemid va thiazid & mdt s6 bénh nhén, c6 thé do trc ché tong hop prostaglandin va nguy
co suy than c6 thé gia tang. D
Aspirin: Mac di c6 thé ding celecoxib cling véi lidu thp aspirin, viée sir dung ddng thoi hai thude
chéng viém khong steroid nay c6 thé dan dén tang ty 18 loét dudng tiéu hoéa hodic cac bién chimg
khéc, so véi viéc ding celecoxib riéng r&. Vi khong c6 tac dung khang tidu cau, celecoxib khong
phai 14 chét thay thé aspirin d6i voi viée du phong bénh tim mach.

Fluconazol: Diing dong thoi celecoxib véi fluconazol ¢ thé dan dén tang déang ké ndng do huyét
tuong cua celecoxib. Tuong tac duge dong hoc nay cé vé do fluconazol e ché isoenzym P4502C9
¢6 lién quan véi su chuyén hoa celecoxib. Nén bit dau didu tri celecoxib véi liéu khuyén ding thip
nhit & ngudi bénh ding fluconazol ddng thoi.

Lithi: Celecoxib c6 thé lam giam su thanh thai than cua lithi, diéu nay din dén ting ndng do lithi
trong huyét tuong. Cén theo d&i chit ché nguoi bénh dung ddng thai lithi va celecoxib vé cac diu
hi¢u doc cua lithi va can didu chinh liéu cho phil hop khi bt ddu hodc ngimg dung celecoxib.
Warfarin: Céc bién ching chay mau két hop véi ting thoi gian prothrombin da xay ra & mot s0
ngudi bénh (chi yéu ngudi cao tudi) khi dung celecoxib ddng thoi véi warfarin. Do d6, cn theo ddi
cac xét nghiém vé dong méau nhu thoi gian prothrombin, dic biét trong méy ngay ddu sau khi bat
dau hogc thay doi liéu phép, vi cac ngudi bénh nay c6 nguy co bién chimg chay méau cao.
Ciclosporin va tacrolimus: Viéc ding ddng thoi cac thude NSAIDsv6i ciclosporin hodc tacrolimus
c6 thé 1am tang tac dung doc trén than cua ciclosporin hoic tacrolimus. Do d6 can thiét phaitheo ddi
chit ché chic nang than khi dung celecoxib voiciclosporin, tacrolimus.

Thubc chéng dong mau: Hoat dong chong dong can duoc theo dai chat ché trong vai ngay dau sau
khi bét dau diéu tri ho#c thay d6i liéu celecoxib & nhitng bénh nhan c¢é s dung warfarin hodc cac
thude chéng dong khac do c6 nguy co bién chimg chay mau. Can thiét phai theo dbi chat ché thai
gian prothrombin (INR) trong vai ngay khi bat dau diéu tri bing celecoxib hodc khi thay déi liéu
celecoxib & bénh nhan cé sir dung thube chéng déng méau do nguy co xuit huyét c6 thé xay ra.

Sw dung thudc cho phu nit ¢6 thai va cho con b

ol ¥ IS
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Thoi kp mang thai: Cho t6i nay, chua cé cac nghién ctru diy du vé celecoxib & pﬁu miimang thai,\ ‘\

Chi nén dung celecoxib cho phu nir mang thai khi loi ich cao hon nguy co ¢6 thé i‘l,'re'fjﬁ*( Vot wgf"') 4|

; : . 2 \-\ VAN HO
Khong dung celecoxib & 3 thang cudi cua thai ky, vi céc chat trc ché tong hop pros't@glpndm co/tlé
J1v e

\::- ;I’

¢6 tac dung x4u trén hé tim mach cua thai.
Thoi ky cho con bii: Chua biét celecoxib c6 duge phin b vao sita me hay khong. Vi celecoxib c6
thé c6 nhimg tic dung khéng mong mudn nghiém trong & tré nho b sita me, cin can nhéc lgi/hai

hodc ngimg cho b1, hodc ngirng dung celecoxib.

Anh huéng dén kha ning l4i xe va vin hanh miy méc: -

Thude c¢6 thé gy ra phan img bét loi 1a mét nga, chéng mit, nhirc diu nén cén than trong khi tham gia
lai xe va van hanh may méc.

Qui licu:

Biéu hién: Qua lidu céc thudc chéng viém khong steroid ¢é thé gdy ngii lim, ngti lo mo, budn nén,
nén, va dau viing thuong vi; cac biéu hién nay thuong phuc hdi véi vide diéu tri ndng d&. Cling xay ra
chay mau duong tiéu hoa. Cac biéu hién Xay ra hiém hon la tang huyét 4p, suy thén cip, trc ché ho
hap va hon mé. Cac phan img kidu phan vé di duoc thong béo véi lidu diéu tri ciia thude chdng viém
khong steroid va c6 thé xay ra khi qua lidu.

Diéu tri: Didu tri qua lidu thude chéng viém khong steroid bao gdém diéu tri triéu chimg va nang do;
khong co thude giai doc dac hidu dbi véi thude chong viém khong steroid. Trong 4 gi¢r dau sau
ding qua lidu, lidu phép gdy nén va/hoidc cho than hoat (60 - 100 g cho ngudi 16n, hodc 1 dén 2
g/kg cho tré em), vi/hodc mét thude tay thim thau co thé c6 ich dbi véi nhitng ngudi bénh da c6
biéu hién bénh ly hodc da udng mot luong thudce qua 16n. Khong biét celecoxib co 10?1 duoc bing
thdm tich mau hay khong, nhung thudc gin vao protein véi ty 1é cao goi y sur dung cﬁc bién phép
bai niéu cudng bire, kiém hoa nude ueu, thAm tach mau, hoac ‘rruyen méu co thé khong ¢o hiéu qua
loai bo lugng 16n celecoxib khoi co thé.

Bao quin: Bao quan trong bao bi kin, nhiét dd dudi 30°C, tranh anh séng, nhiét d6 dudi 30°C.

Han dung:36 thang ké tir ngay san xudt,

PE XA TAM TAY TRE EM /'

Nha sin xuit: E 18 g

CELOGEN GENERICS PVT. LT L asth,

Plot No. 646/1&2, Agarwal Ind. Estate Somnath I'cmpl-{‘ ROad,DaUﬁ::i
Daman - 396 210.U.T. AnDd
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