00" ITV.LSH'THD

"OIN00Z 3TINSAVYI gIX003130

5 #~ Rx Prescription Drug
10 Blisters x 10 Capsules
f
|
CELECOXIB CAPSULE 200MG.
CELESTAIL.-200

CELECOXIE CAPSULE 200MG

LABORATORIES PVT LTD

Cele
3.485GI0C

Excipiants qs
Capsula sheil containg approved colouwrs

CELECOXIB CAPSULE 200MG

Mig Lic Mo

""f"‘"( -

i Mg Lic Mo
g ~
CELESTAL-200 Marsacheiin b by s
Compasition e : AE
Each hard gaialin capsule contsins A 'lﬁ{'df!ﬁ”f
Celatoxib 200mg LABORATORIES PVT. LTD
Excipients qs ci1B SCS'J?.:‘,'E‘}EGIDE' | =
Capsule shet conlalins approved calpurs. Kerala (Bavia) Dist.: Ahmedabad 2
jarat) Indin | EBE
| =1
TR R R LR R R LR R A R BRI | B3|
CELECOXIR CAPSULE 200MG |lgge
ﬂn“wswznu G — SE%
CELESTAL-200 Mot in s by 8
Compasition g gg
Each hard galatin capsule containg 1

CELESTAIL.-200

Mfg.Lic.No:

Visa No.

Batch Na.
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Rx  Thubc ban theo don

Vién nang cirng CELESTAL-200 SBK:

{Celecoxib 200mg)

Quy cach ddng goi: Hop cé 100 vién (10 vi x 10 vién)

Bao quan noi khé mat, khéng qua 30'C. Tranh dnh sdng

g‘i :a_tim tay tré em Boc ki huéng din sir dung trude
i dul

Chi dirr:llg. chéng chi dinh, cach ding, lidu ding va cic

théng tin khac xem trén té heéng din st dung thudc

Sé ka SX, NSX, HD: Xem “Batch No", "Mfg date”,

“Exp, date" trén bac bi

Sén xudt ta An B6 bér:

Mis STALLION L ABORATORIES PVT LTD

C1B, 305/2, 3, 4 & 5 GIDC, Kerala (Bavia)

Dist. Ahmedabad (Gujarat) An B3
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CELESTAIL.-200

Compasition:

Each hard galatin capsule contains:
Celecoxib  200mg

Excipients qs.

Capsule shell contains approved calours
Dosage:

As directed by the Physician.

INDICATIONS / DOSAGE & ADMINISTRATION /
SIDE EFFECTS / CONTRA-INDICATIONS:

Refer ta the package insert for detais.

Store in a coal & dry place, not exceeding adc
Protect from light

CAREFULLY READ THE ACCOMPANYING
INSTRUCTION BEFORE USE

Keep all medicines out of reach of children

Manufactured in India by: Rl
Obrallion A5

LABORATORIES F'VT.TTD
C1B, 305/2, 3, 4 & 5 GIDC, Kerala (Bavla)
Dist- Ahmedabad (Gujarat) India
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v 1G9,

Poc ky hudng dan sie dung truée khi ding.
Néu can thém théng tin xin hoi ¥ kién ciia thdy thuéc.
Thude nay chi ding theo si ké don cua bdc si.
Dé xa tam tay cua tré em.

CELESTAL-200
THANH PHAN:
Hoat chit:
MB&i vién nang cimg chira :
Celetnsib.amanmrsRenamad 200 mg
Td dwoc: Lactose 69,545 mg, croscarmellose natri 6,0 mg, povidon 6,0 mg, magnesi stearat 2,0mg,
talc tinh khiét 3,5 mg, vo nang rdng c& s6 “2”. .
c ti I mg, vO nang rong /é@
DUQC LUC HOC:

Celecoxib 1a mot thubc chdng viém khong steroid, e ché chon loc cyclooxygenase-2 (cox-2), ¢6 cic
téc dung diéu tri chdng viém, giam dau, ha s6t. Co ché tac dung ciia celecoxib dugc coi 14 trc ché sur
tOng hgp prostaglandin, chu yéu théng qua tac dung rc ché isoenzym cyclooxygenase 2(cox-2), din
dén [am giam su tao thanh céc tién chit cia prostaglandin. Khéc véi phén 16n céc thubc chéng viém
khong steroid c6 trude déy, celecoxib khong tre ché i isoenzym cyclooxygenase-1(cox-1) véi cac nong
do diéu tri & nguoi. Cox-1 1a mot enzym cau tric ¢6 & hau het cac md, bach cau don nhén to va tiéu
cau. Cox-1 tham gia vao tao huyét khdi (nhu thic day tidu ciu ngung tap) duy tri hang rao niém mac
bao vé cua da day va chuc néng than (nhu duy tri tu6i mau thén). Do khong {rc ché cox-1 nén
celecoxib it ¢d nguy co gdy céc tac dung phu (thi du d6i v6i tiéu cAu niém mac da day), nhung cé thé
gdy cac tac dung phu & than twong tw nhu cac thube chéng viém khéng steroid khdng chon loc.

DUQC PONG HOQC:

Hdp thu: Sau khi ubng khoang 3 gid, s& dat ham luong dinh ctia celecoxib trong huyét tuong. Véi lidu
100 — 200mg ding trong 14m sang, thi ham luong trong huyét tuong va dién tich dudi dudng cong
(AUC) cua celecoxib ti 1& thuén véi liéu luong.

Phdn bo: O ngudi khoe manh, celecoxib gén manh vao protein huyét tuong, khoang 97% celecoxib
gén vao protein huyét trong khi ding & liéu diéu tri.

Chuyén héa: Chuyén héa celecoxib chil yéu qua cytochrom P450 2C9 & gan. D tim thiy trong huyét
tuong ngudi 3 chat chuyén hoa: rugu bac nhit, acid carboxylic tuong (mg va chat glucuro — lién hop,
nhimg chét chuyén hoa nay déu mét hoat tinh trc ché COX, hodic COX,.

Thai trie: Celecoxib thai trir chii yéu qua chuyén héa & gan. Trong phan va nudc tiéu, c6 rat it chit me
chua chuyén héa. Thoi gian ban thai trong huyét tuong sau khi ubng 12 8-12 gio.

CHI PINH:
Chdng viém va giam dau trong viém xuong khép, viém khép dang thip.



LIEU LUQNG VA CACH DUNG:

Thubc nay chi diing theo sw ké don cia thdy thubc. Khong ding qud liéu chi dinh.
Nguwoi lom:

Viém xuong khép: 200 mg/ngay, udng 1 1an.

Viém khép dang thap: 100 — 200 mg, ngay 2 lan.

Ngimg str dung thudc néu sau 2 tudn dung liéu t8i da ma bénh khong giam.

Tré em: Khong khuyén cdo dung thudc nay.

CHONG CHI DPINH:

Khong ding & ngudi qua min cam véi bit cir thanh phan nao cta thube, v6i sulphonamid; suy thin
hay suy gan ning; hen, may day hay c4c phan mg kiéu di img do dung aspiprin hodc cac thude chéng
viém khong steroid khac. Chémg chi dinh v&i bénh nhan Crohn, viém loét dai trang, suy tim nang. -
Tré em, phu nit mang thai va phu nit dang cho con bu vi tinh an toan chua dugc chimg minh. [[é&

TAC DUNG PHU:

Téac dung khong mong mudn cua celecoxib & lidu thudng ding néi chung nhe va ¢6 lién quan chi yéu
dén dudng tiéu hoa. Nhiing tac dung khéng mong mudn khién phai ngimg dung thubc nhiéu nhit gdm:
Khé tiéu, dau bung. Khoang 7,1% bénh nhan dung celecoxib phai ngimg dung thube vi cac tac dung
kh6éng mong mudn so véi 6,1% bénh nhan ding placebo phai ngimg.

Thuong gap, ADR > 1/100

Tiéu hoa: Pau bung, ia chay, kho tiéu, déy hoi, budn non.

Ho6 hip: Viém hong, viém miii, viém xoang, nhiém khuén dudng hé hap trén.

Hé than kinh trung wong: Mat ngu, chéng mit, nhirc dau.

Da: Ban.

Chung: DPau lung, phu ngoai bién

Hiém gdp, ADR <1/1000

Tim mach: Ngét, suy tim sung huyét, rung that, ngh&n mach phdi, tai bién mach mau nio, hoai thu
ngoai bién, viém tinh mach huyét khéi, viém mach.

Tiéu hoa: Téc rudt, thing rudt, chay méau duong ti€u hod, viém dai trang chay mau, thung thuc quan,
viém tuy, tac rudt.

Gan mat: Bénh soi mét, viém gan, vang da, suy gan.

Huyét hoc: Giam luong tidu cdu, mit bach cu hat, thiéu mau khdng tai tao, gidm toan thé huyét céu,
giam bach cau.

Chuyén ho4: Giam glucose-huyét.

Hé thén kinh trung wvong: Mét diéu hoa, hoang tudng tu sét.

Than: Suy than cip, viém thén ké.




Da: Ban do da dang, viém da tréc, hdi ching Stevens-Johnson.

Chung: Nhiém khuén, chét dot ngdt, phan tng kiéu phan vé, phit mach.

Huwéng din cach xir tri ADR

Néu ¢6 biéu hién doc hai than trong khi diéu tri celecoxib, can phai nglmg thubc, thudng chirc nang
than s& tr vé mue trude diéu tri sau khi nglmg diéu tri thudc.

Test gan cé thé tang (gip 3 14n mirc binh thudng & gidi han cao). Su ting ny c6 thé tién trién, hoac
khong thay d6i hodc chi tam thoi trong mot thoi gian khi tiép tuc didu tri. Nhung néu c6 biéu hién
nang cta viém gan (vang da, biéu hién suy gan...) phai ngimg ngay thudc.

N6i chung, khi diing véi liéu thong thudng va ngin ngay, celecoxib dung nap t6t.

Thong bdo cho bdc st nhitng tdc dung khong mong mubdn gdp phai khi diing th uoc. / ( @
CANH BAO VA THAN TRONG: o
CANH BAO:

Téc d6ng trén dudng tiéu hoa (GI) — Nguy co loét, xut huyét va thing tiéu héa

Doc tinh trdm trong trén dudng tidu héa nhu xuét huyét, loét va thing da day, rudt non hodc rudt gia
c6 thé xay ra bat cir liic ndo trén nhimg bénh nhén diéu tri v6i cac thube khang viém khong steroid
(NSAIDs) c6 hay khong c6 céc triéu chimg bao trude. Bat loi nhé & dudng tiéu hda trén, nhu khoé tidu
14 phd bién va ciing c6 thé xay ra bat ¢ Iuc nio trong khi diéu tri véi cac thube khang viém khong
steroid. Do d6, béc sT diéu tri va bénh nhan nén ludn canh gidc vé tic dong loét va xut huyét ngay ca
khi khéng c6 céc tridu chimg béo trude trén dudng tiéu héa. Dé giam thiéu nguy co xay ra tic dung
phu trén dudng tiéu héa, nén dung lieu thap nhat c6 hiéu qua trong thoi gian ngin nhat néu co thé.

THAN TRONG:

Thin trong chung

Khéng duge dung celecoxib thay thé cho céc thudc corticosteroid hodc diéu tri thiéu ning
corticosteroid. Ngung dot ngdt cac thude corticosteroid cé thé 1am trdm trong thém bénh dép ung

corticosteroid. Nhitng bénh nhan diéu tri corticosteroid kéo dai néu mudn ngung thude nén giam liéu
déan dan.

Tac dong duoe 1y cia celecoxib trong viée giam viém va ha sét ¢6 thé 1am giam tinh hitu ich cia cac
du hidu chén doan nay trong phét hién cic bién chimg nhidm tring cia céc tinh trang dau, khong
nhiém trung.

Tdc dong trén gan

Tang gi6i han mdt hodc nhiu xét nghiém gan c6 thé xay ra trén 15% bénh nhan ding cac thube khang
viém khdng steroid, va ting dang ké ALT hozc AST trén khoang 1% bénh nhan dung céc thube khang
viém khong steroid trong céac thir nghiém lam sang.

Bénh nhan ¢ cac ddu hiéu va/ hodc triéu chimg loan chirc ning gan, hodc nhitng ngudi c6 xét nghiém
gan bét thudong, nén theo ddi cén than d4u higu phat trién phan img gan tram trong hon trong khi diéu

tri voi celecoxib. Khong nén dung celecoxib cho nhiing bénh nhén bi suy gan trung binh hodc néng.




Tdc dbng trén thin

Dung lau dai cac thudc khang viém khéng steroid giy hoai tir nhi thin va tbn thuong than khac. Dac
tinh trén thin ciing xay ra & nhiitng bénh nhan c6 prostaglandin thin déng vai tro bl trong duy tri tudi
méu thin. O nhitng bénh nhén nay, ding cac thude khang viém khong steroid 6 thé lam giam su hinh
thanh prostaglandin phy thudc liéu va, tiép theo 13 gidm tu6i mau than, diéu nay lam ting su mét bu
théan.

Nén than trong khi didu tri khéi dau celecoxib cho nhimg bénh nhan bi mét mdt luong 1én nude.

Trong truémg hgp nay, trudc tién nén bd sung du nude cho bénh nhan va sau dé méi bat dau tri ligu

vdi celecoxib. Cling nén thin trong che nhitng bénh nhan tdn tai bénh than trude d6. //Z" Y
. % a 2 : ’ //{ (///
Tac dong trén huvét hoc £

Nhimg bénh nhan diéu tri voi celecoxib doi khi bi thiéu mau. Nén kiém tra hemoglobin hofc
hematocrit trén nhitng bénh nhin didu tri celecoxib 1au dai néu bidu hién ddu higu hodc triéu chimg
thiéu méu hosc mat mau.

Sie dung cho bénh nhi

Tinh an toan va hiéu qua cho bénh nhi dudi 18 tudi chua duge danh gia.

PHU NU' MANG THAI VA CHO CON BU:

Tudi thai k¥, cn trénh dung celecoxib dé tranh nguy co khép sém bng ddng mach.

Ngudi cho con bi: Celecoxib bai tiét qua sita chudt cdng cai véi nong db twong duong trong huyét
tuong, Chua rd celecoxib ¢6 qua stta ngudi me hay khdng va vi cé thé cé phan tmg nghiém trong ciia
celecoxib cho tré bl me, nén cin quyét dinh hofc me ngimg thude hodc ngimg cho con by, ¢6 tinh d&én
tAm quan trong cha celecoxib diéu tri cho me.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:
Than trong khi van hanh may mée, tau xe vi thubc co thé gay téc dung phu chéng mit, nhie dau.

TUONG TAC THUOC:

- Tuong tac chung: celecoxib chuyén héa chit yéu qua cytochrom P450 2C9 & gan; vi vay, cin than
treng khi phdi hop celecoxib vai edc thude tre ché P450 2C9.

- Thube trc ché enzym chuyén angiotensin (ACE): NSAID lam giam tac dung chdng tang huyét 4p
ctia céc thude tre ché ACE.

- Furosemid: & vai ngudi bénh, NSAID co thé lam giam tac dung thai Na'/niéu cia furosemid.

- Aspirin: phéi hop aspirin véi celecoxib c6 thé 1am tang toc dd loét éng tidu héa hodc cde bién
chimg khéc.

- Fluconazol: phdi hop véi Fluconazol 200mg lam tang gap d6i ndng d6 celecoxib trong huyét
tuong.

QUA LIEU, TRIEU CHUNG VA GIAI POC:

Nhiing triéu chimg khi ding qua lidu NSAID cép tinh 1a ngt lim, bubn ngt, budn ndn, ndn, dau
thuong vi, thudong cé hbi phuc khi co diéu trj ning d%. C6 thé gap chay mau dng tiéu hoa.

Néu qua lidu NSAID, phai diéu tri triéu chimg va didu tri ning d&. Khdng c6 thude giai doc dic hicu.



Néu méi ngd ddc trong vong 4 gidy va cé gap cac triéu ching qua liéu, c6 thé chi dinh gay non va/hoic
ubng than hoat hodc thim théu.

BAO QUAN: Bio quan & nhiét do khong qua 30 °C, noi khd mat, tranh 4nh séng.

TRINH BAY: Hop 10 vi (Alu-PVC) x 10 vién nang cimg. /[Q
TIEU CHUAN: Nha sén xudt. >
HAN DUNG: 36 thang ké tir ngay sin xuét.

SAN XUAT BOT:

Obealion CIB, 305/2, 3, 4 & 5 G.LD.C, Kerala (Bavla),
Laboratories Pyt Ltd.  Dist.: Ahmedabad (Gujarat) An Pd.
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