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Nha sin xuit:

Celogen Pharma Pvt. Ltd.

B-313, Shree Nand Dham, Sector 11,

CBD- Beiapur Navi Mumbai 400 614 An Do

‘Mdivién chtra 100mg Celecoxib, Bio quin: Trong hao guan trong bao bi kln,
Dang bio che Vién nang cing. dudi 30°C
1Ch| dinh: Diéu tr trigu chlmg bénh viém xuwong  poc ki hudng din sir dung trude khi dung

khap, viém khop dang thap & ngudi truong thanh. Pé thubc tranh xa tim véi cia tré
Chong chi dinh, thin trgng, tic dung phy: Xin SDK/Reg.No. : NSX/Manu. date: dd/mm/yy

xemtrong t& HDSD kém theo. :W& Mm.-[:;hg: HD/Expdate = dd/mmiyy
Cic thing tin khic xin xem trong t& HDSD
kém theo

| Each capéuic contains: [00mg Celecoxib.

Rx: Prescription drug 4 blisters x 10 caps.

~ CENOXIB-100

Celecoxib 100mg

Manufactured by:

Celogen Pharma Pvt, Ltd.

B-313, Shree Nand Dham, Sector 11,
CBD-Belapur, Navi Mumbai 400 614, India.

Storage condition: In the tight container, the
temperature below 30°C
Read the insert carefully before use.
Keep out of the reach of children

Dosage form: Hard capsule
Indication: To treat the symptom of

osteoarthritis. rheumatoid arthritis in adult.
Contra-indication, precaution, side-effects:

Please see in the insert-paper.
Other information please see in the insert-

paper.
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R,:Thubc ké don

Doc ki hieong déin siv dung trieée khi diing.
Néu can thém thong tin, xin hoi y kién bdc si hodc dwoc si.
CENOXIB 100
(Celecoxib 100 mg)

Tén thude: CENOXIB 100
Thanh phin: M&i vién nang cimg cé chia:
ColetaFib. i o 100
Ta diwoe:Natri crosscarmellose,lactose, natri lauryl sulphat, PVP K-30, magnesi stearat, nudc tinh khiét (*)
vo nang clmg mau vang sb 2
(*) Bay hoi trong qud trinh san xudt.
Dang bao ché: Vién nang cimg ‘\T

Quy cich dong goi: 04 vi x 10 vién

Dac tinh duoc luc hoce:

Celecoxib 1a mdt thudc chdng viém khong steroid, trc ché chon loc cyclooxygenase-2 (COX-2), cé
cac tac dung diéu tri chong viém, giam dau, ha sét. Co ché tac dung caa celecoxib duogce coi la tic
ché su tong hop prostaglandin, chi yéu thong qua tic dung uc ché isoenzym cyclooxygenase-2
(COX-2), dén dén lam giam su tao thanh cac tién chét cua prostaglandin. Khac vé6i phén lén cac
thude chong viém khéng steroid c6 trude déy. celecoxib khong trc ché isoenzym cyclooxygenase -1
(COX-1) v6i cac nong dd diéu tri & ngudi. COX-1 1a mdt enzym cAu tritc ¢6 & hau hét cac md, bach
cdu don nhan to va tiéu ciu. COX-1 tham gia vao tao huyét khdi (nhu thuc ddy tidu ciu ngung tap)
duy tri hang rao niém mac bao vé cua da day va chic nang than (nhu duy tri tudi mau thén). Do
khong re ché COX-1 nén celecoxib it co nguy co gdy céc tac dung phu (thi du d6i vai tiéu cau niém
mac da day), nhung co thé gy céc tac dung phu & than tuong tu nhu cic thude chbng viém khong
steroid khéng chon loc.

Duoe dong hoc:

[1dp thi: Celecoxib duye hip thu nhanh qua duong tiéu héa. Udng celecoxib vai thirc an c6 nhiéu
chat béo lam cham thoi gian dat ndng dd dinh trong huyét tuong so véi ubng luc d6i khoang 1 dén 2
gior va lam tang 10 - 20% dién tich duéi duomg cong (AUC). Co thé dung celecoxib déng thoi vai
thie an ma khong can cha ¥ dén thoi gian cdc biva an.

Nony do dinh trong huyét trong cia thuoe thudmg dat & 3 pidr sau khi udng mot licu duy nhat 200
my lac doi. va crung binh bing 705 nanogam 'ml. Néng do thude o trang thdi on dinh ong huyét

trong dat duge trong vong 5 ngay: khong thay co tich luy. O ngudi cao tudi trén 65 wor, nong do
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dinh trong huyét twong va AUC ting 40 va 50%, tuong (mg, so v6i ngwoi tré; AUC clia celecoxib &
trang thai 6n dinh ting 40 hojc 180% & ngudi suy gan nhe hodc vira. trong dng, va giam 40% &
ngudi suy thin man tinh (tc d6 loc cau than 35 - 60 ml/phit) so véi & ngudi binh thudmg.
Phén bo: Thé tich phan bd & trang thai dn dinh khoang 400 lit (khoang 7,14 lit/kg) nhu vdy thubc
phén bd nhiéu vio md. G nbng db didu tri trong huyét tuong, 97% celecoxib gin véi protein huyét
tirong.
Thdi trir: Niva dosi thai trir trong huyét tuong cta celecoxib sau khi uéng 14 11 gi¢y, va hé s6 thanh thai
trong huyét twong khoang 500 ml/phat. Nia doi cia thude kéo dai & nguoi suy thin hode suy gan.
Celecoxib duge chuyén héa trong gan thanh cac chit chuyén héa khong 6 hoat tinh boi isoenzym
CYPys0 2C9.
Celecoxib thai trir khoang 27% trong nudc tidu va 57% trong phén, dudi 3% lidu duge thai oy
khéng thay di.
Chi dinh:
Diéu tri tridu chimg thodi hoa khép & ngusi 1én.
Diéu tri trigu chimg viém khdp dang thap & nguai kim.
Diéu tri dau cép, ké ca dau sau phiu thuat, nhd ring.
Diéu trj théng kinh nguyén phat.

Thude chi ditng khi 6 su ké don ciia Bic si.
Licu lwong:
Céch ding; Thube ubng ngay 01 dn hodc chia lam 2 14n bing nhau, déu co tic dung nhir nhau trong
diéu trj thodi hoa xuong - khép. Dbi véi viem khép dang thip, nén ding lidu chia déu thanh 2 tan.
Liéu t&i 200 mg/1an, ngay ubng 2 14n, ¢ thé ubng khéng cin cha v dén biva an; lidu cao hon (nghia
[a 400 mg/lan, ngay udng 2 1an) phai udag vao bira an (ciing véi thire an) dé cai thién hap thu.
Liéu lugng: De diéu tri thoai hoa xwong - khdp, lidu phai didu chinh theo nhu cdu va dap tmg ciia
timg ngudi bénh, tim liéu thap nhit ma co hiéu qua.
Tho#i héa xuong - khép: Lidu théng thudng: 200 mg/ngdy udng 1 1an hodc chia lam 2 lidu bing
nhau. Liéu cao hon 200 mg/ngay (nhu 200 mg/1 licu, ngay 2 lan) khdng ¢é hidu qua hon.
Viém khop dang thip & npudi 16n: Liu théng thuong: 100 - 200 mg/lan nedy ubng 2 lan, lidu cao
hon (400 mg x 2 1an/ngay) khéng ¢6 tac dung tdt hon lidu 100 - 200 mg x 2 lan/ngay.
Bau noi chung va thong kinh: Lidu théng thudng & ngudi 1on: 400 mg udng 1 l4n, tiep theo 200 mg
néu cdn, trong ngdy dau. Pé tiép tuc giam dau. ¢ thé cho lidu 200 mg noay udng 2 1an, néu cin.
Ngudi cao tudi: Tren 65 tudi: Khong can dicu chinh lidu, mac du nfmg do thude tang trong huyet
teong, Tuy nhién, ddi v6i ngudi cao (udi ¢d rong luong co thé dudi 50 ky, phai ding licu kKhuyén

¢io thap nhdt khi b o ddu diéu tri.
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Suy thin: Chua duge nghién cim va khong khuyén céo dung cho ngudi suy thin. Néu cin thiét phai
duing celecoxib cho ngudi suy thin nang, pha: giam sat can thin chirc nang than. Nha san xudt khdng
c6 khuyén cdo dac bidt ndo vé diéu chinh lidu cho ngudi suy than man.

Suy gan: Chua duge nghién ciu. Theo nha san Xuét, khong duge dung cho nguot bénh suy gan
ning. Di v&i suy gan vira, nha san xuit khuyén céo giam lidu khoang 50%.

Chéng chi dinh:

Man cam véi celecoxib, sulfonamide, hodc bt ki thanh phan nao ciia thudc.

Suy tim néng.

Suy thén nang (hé s6 thanh (hai creatinin dudi 30 ml/phit).Suy gan ning.

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

Tién st bi hen, may day, hoac cdac phan tmg kiéu di ung khac sau khi ding aspirin hodc cédc thube
chong viém khong steroid khac. P& ¢ bdo céo vé cac phan tng kiéu phan vé ning, déi khi gy
chét, v6i cdc thude chéng viém khéng steroid & nhitng ngudi bénh nay.

Phu nit ¢6 thai hodc dang ¢6 v dinh co thai, triv khi ¢6 sir dung bién phdp trdnh thai hiéu qua.

Khi dang c6 loét da diy hoac xuit huyét tidu hoa,

Than trong:

Nguy co huyét khdi tim mach: Cac thube chng viém khong steroid (NSAIDs), khong phai aspirin,
ding dudmg toan thin, c6 thé lam ting nguy co xudt hién bién ¢b huyét khéi tim mach, bao gdm ca
nhdi mau co tim va dot quy, c6 thé dan dén tir vong. Nguy co nay c6 thé xudt hién sém trong vai
tudn dau dung thude va co thé tang 1én theo thdi gian ding thude. Nguy co huyét khéi tim mach
dugce ghi nhan chi yéu & lidu cao.

Bac si cdn danh gi4 dinh k¥ su xuét hién cia cdc bién ¢b tim mach, ngay ca khi bénh nhén khéng ¢é
cde tridu chiing tim mach trude d6. Bénh nhén cn duge canh bao vé cdc tridu ching cla bién cd
tim mach nghidm trong va can tham kham bace s7 ngay khi xudt hién triéu chimg nay.

"

De giam nguy co xut hidn bién ¢b bit loi, cdn sit dung CENOXIB 100 & liéu hang ngay thip nht
¢6 hidu qua trong thdi gian ngin nhét cd thé.

Can than trong ding celecoxib cho nguei ¢6 tién sir loét da day t4 trang, hodc chay mdu dudng tidu
hed, mae di thude duoc col 14 khang gay tai bién dudng tiéu hoa do e ché chon loe COX-2.

Cdn than trong dung celccoxib cho ngudi cé tidn sir hen, di tng khi dung aspirin hode mét thude
chéng viém kKhéng steroid vi co thé xay ra sde phan vé.

Ciin than trong dung celecoxib cho nguoi cao tudi, suy nhuge vi A& gdy chdy mau duong tiéu hoa
va thuong chire ndng thin bi suy giam do {uoi.

Celecoxib ¢é thé gay e cho than, nhit 13 khi duy tri luu legny milu qua thdn phai cdn dén
prostaglandin than ho tro. Nguéi ¢ nguy co -ao ;,'E")m c6 ngudi suy tim, suy thin Lodce suy gan, Can

rit than trong dung celecoxib cho nhiing ngudi benh ndy,
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Can than trong ding celecoxib cho nguoi bi phu, gift nwoc (nhu suy tim, than) vi thude gy w dich,
lam bénh nang [én.

Can than trong khi diing celecoxib cho ngudi bi méit nude ngoai té bao (do ding thude loi tiéu manh).
Can phai digu tri tinh trang mét nudce trude khi ding celecoxib.

Can theo d&i nguy co bién chung tim mach (nhdi méau co tim, thidu mau co tim cue bg). Nguy co
ndy c6 thé tang theo lidu va theo thoi gian phoi nhiém do dé ¢an sir dung trong thoi gian ngan nhét
va liéu dung hing ngay thip nhit ma van c6 hiéu qua.Celecoxib khong cé hoat tinh ndi tai khang
tiéu cdu va nhu vdy khong bao vé dugc céc tai bién do thiéu mau co tim, nhét 1a néu ding lidu cao
kéo dai (400 - 800 mg/ngay).

Ciing nhu tit ca cc thubec NSAIDs khéc, st dung celecoxib c6 thé din dén tang huyét ap, co kha
nang lam trim trong hon & cdc bénh nhan cao huyét 4p, hodc gép phin lam gia ting nguy co bénh
tim mach. Do d6, cin theo di chat ch& huyét 4p trudce va trong qua trinh diéu tri bang celecoxib.
Phan (g qua mén trén da: Mot sb phan tmg qua mén trén da nghiém trong, mét trong s6 do co thé
gdy tr vong nhu viém da troc vay, hoi ching Stevens — Johnson, hoai tir biéu bi di duoc bao cao
khi str dung celecoxib. M6t s6 béo cdo qua man nhu phil mach, ndi ban vdi tinh trang tang bach cau
ai toan ciing da dugc béo cdo dac biét 1a & nhitng bénh nhén cé tién sir dj ing véi sulphonamid hodc
di img v&i celecoxib co thé lam tang miic d§ nghiém trong véi phan (mg qua man. Can ngung diéu
tri bang celecoxib khi thdy c6 xuét hién dau hiéu di tmg nhu phat ban da, tén thuong niém mac hoac
bét cir ddu hiéu nao cua triéu chimg qua mAn. .ﬂ?

Str dung celecoxib c6 thé khong phat hién ra sot hoac cac déu hiéu viém khac.

O céc bénh nhan diéu tri ddng thoi bing thudc chéng dong dudng udng (nhu warfarin...) c6 thé lam
ting nguy co xuit huyél tram trong, ¢o thé din dén tir vong da dugc bao cdo. Kéo dai thot gian
prothrombin (INR) khi st dung déng thoi véi celecoxib di duoc bdo cdo, do do cén theo dai chat
ché & nhitng bénh nhan diung thude chong dong duong udng nhu warfarin/coumarin, c6 thé can
thiét phai thay doi lidu celecoxib. Viée sir dung déng théi NSAIDs véi thude chéng dong lam tang
nguy co chay mau, do do can than trong khi két hop celecoxib véi céc thuic chong dong dudmg
uéng.

Trong Cenoxib 100 ¢6 sir dung lactose, do d6 can than trong sir dung cho bénh nhan khong dung
nap dudng, galactose hodc thiéu hut lactose lapp.

Tic dung khong moneg muon:

Tie dung khong mong muon cua celecoxib o licu thudng dung néi chung nhe va ¢ lién quan chu
yeu dén dirdmg tiéa hoa. Nhitny tae dung khong mong muon khién phai ugirig dung thuoe nhiéu

nhat gom: Kho 1iéu. dav buny. Khoang 7.1% ngudi bénh dung celecoxib phai ngtmg ding thuoc vi

cau tac dung khong mong muon so véi 6.1% ngwoi bénh dang placebo phai ngung.
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Nguy co huyét khdi tim mach (xem thém phdn than trong)
Thuong gap, ADR > 17100

Tiéu hod: Dau bung, ia chay, kho tiéu, dﬁy hoi, budn non.
Hb hép: Viém hong, viém miii, viém xoang, nhiém khuin dudng ho hip rén.
Heé than kinh trung wong: Mét ngt, chéng mit, nhire dau.
Da: Ban.
Chung: Dau lung, phu ngoai bién
Hiém gap, ADR <1/1000
Tim mach: Ngét, suy tim sung huyét, rung thit, nghén mach phdi, tai bién mach mau nfo, hoai thu
ngoai bién, viém tinh mach huyét khdi, viém mach.
Tiéu hoa: Tdc rudt, thing rudt, chay méau duong tiéu hod, viém dai trang chdy mau, thung thuc
quén, viém tuy, tic rudt.
Gan mat: Bénh so1 mat, viém gan, vang da, suy gan.
Huyét hoc: Giam lugng tiéu ciu, mat bach cdu hat, thiéu mau khong tai tao, giam toan thé huyét
cau, giam bach cdu.
Chuyén ho&: Giam glucose huyét. o
Hé than kinh trung uong: Mét didu hoa, hoang tudng tw sat.
Than: Suy than c4p, viém than ké.
Da: Ban do da dang, viém da tréc, hoi chung Stevens-Johnson.
Chung: Nhifm khuén, chét dot ngot, phan tmg kidu phan vé, phi mach.
Hudng ddn céch xir tri ADR
Neéu ¢6 bitu hién ddc hai thdn trong khi diéu tri celecoxib, ¢in phai ngimg thude, thudng chic ning
than sé trér v& mirc trude didu tri sau khi ngung diéu tri thude.
Test gan ¢6 thé tang (gap 3 1An mirc binh thuomg ¢ gidi han cao). Sy tang nay ¢d thé tién trién, hode
khong thay doi hode chi tam thoi trong médt thoi gian khi tiép tue didu tri. Nhung néu ¢6 biéu hién
ning cua viém gan (vang da, bidu hién suy gan...) phal ngung ngay thude.
Néi chung, khi diing v6i liéu théng thudng va ngin ngay, celecoxib dung nap tot.
Thong bdo ngay cho bic s7 khi gdp phai cic tic dung khéng mong muon cia thudc.

Tuwong tic thube:

Chung: Chuyén héa cuia celecoxib qua trung gian cytochrom Pys5q2C9 trong gan. Sir dung dong thoi
cclecoxib véi cac thude co tic dung (e ché enzym nay co thé anh hudng dén duge dong hoe cla
celecoxib. nén phat than trong khi ding dong that cac thude nay. Celecnxib cling te ché cvtochrom

P.:p2D6. Do do ¢d kha nang wuong tie gilia celecoxi' va cae thuoe duge clhuyén hoa boi 145,206
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Thude e ché enzym chuyén angiotensin: Céc thube chéng viem khong steroid c6 thé 1am giam tac
dung chéng ting huyét ap clia cic thude Ge ché enzym chuyén angiotensin. Cén chu ¥ dén tuong tac
nay khi ding celecoxib ddng théi voi cae thude te ché enzym chuyén angiotensin.

Thuée loi tieu: Cae thube chdng viém khéng steroid co thé 1am giam tac dung ting bai tiét natri
niéu ctia furosemid va thiazid & mét s& bénh nhan, c6 thé do vrc ché tong hop prostaglandin va nguy
co suy théan cé thé gia ting. ()¢
Aspirin: Miac di ¢6 thé ding celecoxib cling v6i lidu thip aspirin, viée sir dung dong théi hai thude
chéng viém khéng steroid nay ¢ thé dén dén tang ty 18 loét dudmg tidu héa hodc cac bién ching
khéc, so véi viée ding celecoxib riéng &, Vi khong cé tac dung khang tiéu cau, celecoxib khong
phai la chat thay thé aspirin doi véi viéc du phong bénh tim mach.

Fluconazol: Ding ddng thiri celecoxib véi fluconazol ¢6 thé din dén tang dang ké ndng do huyét
tuong ciia celecoxib. Tuong téc duoe ddng hoe ndy ¢6 vé do fluconazol ire ché isoenzym Pys2C9
¢6 lién quan voi su chuyén héa celecoxib, Nén bit dAu diéu tri celecoxib véi lidu khuyén ding thap
nhat & ngudi bénh diing fluconazol ddng thoi.

Lithi: Celecoxib c6 thé lam giam sw thanh thai than ctia lithi, diéu nay din dén tang ndng do lithi
trong huyét tuong. Can theo dai chat ché ngudi bénh dong ddng thoi lithi va celecoxib vé cac dn
hiéu doc caa lithi va cin diéu chinh liéu cho phi hop khi bat dAu hoiic nging dung celecoxib.
Warfarin: Cac bién chimg chay man két hop v6i tang thi gian prothrombin di xay ra & mét sb
ngudi bénh (chi yéu ngudi cao tudi) khi dimg celecoxib ddng thoi voi warfarin. Do d6, cin theo di
cdc xét nghiém vé dong mdu nhu thoi gian prothrombin, dic biét trong miy ngay diu sau khi bat
dAu hodc thay di lidu phap, vi cac ngudi bénh nay ¢ nguy co bién chimg chay mau cao.
Ciclosperin va tacrolinius: Viée dung ddng thoi cac thude NSATDsvéi ciclosporin hode tacrolimus
c6 the lam ting tic dung doc trén thin cua ciclosporin hodc tacrolimus. Do d6 can thiét phai theo
ddi chit che chace nang thin khi dung celecoxib véiciclosporin, tacrolimus.

Thude chéng déng méau: Hoat déng chéng déng cin duge theo d8i chat ché trong vai ngay dau sau
khi bat dau diéu trj hoiic thay ddi lidu celecoxib ¢ nhitng bénh nhan cé sit dung warfarin hodc cic
thude chong dong khac do ¢6 nguy co bién chimg chay maw, Can thiét phai theo doi chat ché thoi
gian prothirombin {INR) trong vai ngay khi bat dau didu tri bang celecoxib hojic khi thay ddi liéu
celecoxib & bénh nhan ¢o sir dung thude chdng déng mau do nguy co xudt huyét o thé xay ra.

Su dung thuoe cho phu i 6 thai va c¢ho con b

Theii kv mang thar: Cho tol nav, chua ¢6 cde nghidn cgu diy di vé celecoxib v phu nir mang (hai.
£l nén ding celecoxib cho phu i mang thai khi lui ich cao hom nguy co e the xay ra ddi vai thai,
Khone dimg celecoxih o 3 thang cuoi ena thai ki vi cac chit e che tong hop prostaclandin ¢é 1hé

¢O tac dung xau trén hé i mach ¢ou thai,

HiN
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Thoi kp cho con bii: Chua biét celecoxib c6 duoc phan bd vao sita me hay khong. Vi celecoxib co
thé co nhiing tac dung khéng mong mudn nghiém trong ¢ tré nho bu stra me, cén can nhéc loi/hai

hodc ngtrg cho bu, hodc nglimg ding celecoxib.

Anh huéng dén khi ning ldi xe va vAn hanh miy méc:

Thube c6 thé gay ra phan ung bét loi 1a mét ngu, chong mat, nhirc ddu nén can than trong khi tham gia
lai xe va vén hanh may moc.

Qua liéu: I,Pj

Biéu hién: Qua liéu cac thubc chdng viém khong steroid c6 thé giy ngi lim, ngu lo mo, budn nén,
noén, va dau ving thuong vi; cic bidu hién nay thuong phuc hoi véi viée diéu tri nang do. Ciing xay ra
chay méau duong tiéu hod. Cac biéu hién xay ra hiém hon 1a ting huyét &p, suy than cép, tc ché ho
hap va hon mé. Cac phan img kiéu phan vé da duoc thong bao véi liéu diéu tri cia thude chong viém
khong steroid va co thé xay ra khi qua lidu.

Diéu tri: Diéu tri qua liéu thube chéng viém khong steroid bao gdm diéu tri triéu chimg va nang de;
khong co thube giai doc dic hiéu dbi voi thude chéng viém khong steroid. Trong 4 gior déu sau
dung qua liéu, liéu phap giy nén va/hodc cho than hoat (60 - 100 g cho ngudi lon, hodc 1 dén 2
g/kg cho tré¢ em), vashoac mot thude tdy thim thdu co thé co ich ddi voi nhitng nguoi bénh da co
biéu hién bénh ly hoac da uéng mot luong thudc qua lom. Khong biét celecoxib co loai duoc béng
tham tach mau hay khong, nhung thudc gén vao protein vai ty 1€ cao goi y su dung cac bién phép‘

bai niéu cudng birc, kiém hoa nude tiéu, tham tach mau, hodc truyén mau co thé khong c6 hiéu qua,

loai bo lugng lém celecoxib khoi co thé.

Bio quin:Bao quan trong bao bi kin, nhiét do dudi 30°C, tranh danh sang, nhiét do dudi 30°C.

Han dung:36 thing ké tir ngay san xudt, A\
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Nha sin xuét: V4

CELOGEN GENERICS PVT, LTD
Plot No. 646/1&2, Agarw al Ind. Fstate Somnath Temple Road. Dabhel.
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