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Rx - Thuoe nav chi dimg theo don thuie

ZYMETASON NS

Mometason furoat 50 micrograms

Cie diu hiéu lvu y va khuyen cdo:
Doc ky hirdng dan sir dung trieée khi dimg.

Dé xa tdam lay (ré em.

Théong bdo ngay cho bae sy hodc dwge sy nhig tdac dung khéng mong muon gdp phai khi sie
dung thuoe.

LAC KY TRUGC KHI DUNG
1. Thanh phan cdng thire thude
M3i liéu xit chira:

Thanh pllﬁn hoat chit:

Mometason furoat (dudi dang mometason furoat monohydrat) S0meg.

Thanh phin_ ti dwee: Benzalkonium chloride solution (50%); glycerin; sodium citrate
dihydrate; citric acid monohydrate; microcrystalline cellulose and carboxymethylcellulose
sodium; polysorbate 80; water for injection.

2. Dang bao ché

Dang bao ché: Hon dich xit mii.

Mo ta diic diém thude: Hon dich xit mii 6 mau triing, duge dung trong chai HDPE ¢6 niip day,
bd phan phun thude va nép chdng byi.

3. Chidinh
Hén dich xit miii mometason furoat duge chi dinh st dung cho nguai on va tré em tir 3 tudi g

~ A + 3 . 3 LY. ¥ A m~ &l g ) . ~ boe -
1én dé diéu tri cdc triéu chimg viém mii dj ing theo mia hodc viém mii dj ng quanh nam.
Hdn dich xit miii mometason furoat duge chi dinh diéu trj polyp mii ¢ ngudi lém tir 18 tudi tre

lén.

4. Liéu dimg — Cach ding

Liéu ding

Viem mili di ing theo mita hode quanh nam

Negueoi lén (bao gom ca nguwdi cao tuoi) vé iré em tir 12 1éi e lén: Lidu khuyén cdo thong

thudng 14 hai lan xit (50 microgam/lan xit) vao mdi 16 mii mot lan m&i ngay (tdng liéu 200

microgam). Khi dé kiém sodt cdc tri¢u chimg, ¢6 thé duy tri hi¢u qua biing vige giam ligu xudng

con mot 1an xit vao mdi 16 mii (léng liéu 100 microgam). Néu céc tridu chimg khong duge kiém

sodt diy du, ¢o thé ting lidu Ién lidu téi da hang ngdy 1a 4 lan xit vao mdi 16 miii, mdi ngdy mét

lin (téng liéu 400 microgam). Khuyén cdo giam liéu sau khi di kiém sodt duge céc tri¢u chimg.

Tré em

Tré em tie 3 dén 11 tuoi:

Liéu khuyén cdo thong thudng 1a mot lan xit (50 microgam/lan xit) vao mdi 16 miii mot ldn mdi

ngay (tdng liéu 100 microgam).

Hon dich xit miii mometason furoat dd cho thdy tdc dung khdi phat ¢é ¥ nghia lim sang trong
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vong 12 gio sau lidu dau tién & mot s6 bénh nhan bi viém mdi di ng theo mua; tuy nhién, loi ich
diéu trj ¢6 thé khong thay 15 trong 48 gidy dau. Vi viy, ngudi bénh can tiép tue sit dung déu din
dé dat LTLI’(]‘L hiéu qua diéu tri toan dién.

C6 thé cin biit diu didu trj bing 1Im0c xit miii mometason furoat vai ngay truge khi mua phin
hoa bt diu & nhitng bénh nhén ¢d tien st vé triéu chimg viém mii di tmg theo mua tlr trung
binh dén nang.

’ofgp miii

Lidu khoi diu thudng duge khuyén cdo cho bénh polyp mii 12 hai ldn xit (S(} mtcrouam/lan) vao
méi 16 miti mét lan mdi ngay (tong litu hang ngay la 200 microgam). Néu sau 5 dén 6 tudn sir
dung thudc ma céc trigu clumg, khong duoc kiem sodt mot cach dang ké, ¢ thé xem xét tang licu
Ién thanh hai l4n xit vao mdi 18 miii, hai lin mdi ngay (tdng liéu hang ngay 1a 400 microgam).
Nén didu chinh liéu dén liéu thap nhit ma van duy tri dtrqc hiéu qua. Néu khéng thdy cai thién
cic trigu uiurng, sau 5 dén 6 tudn ding thude hai ldn mdi ngdy, nén tdi danh gid va xem xét lai
chién luge diéu tri cho bénh nhin, Céc nghién clru vé hiéu qua va tinh an toan cua thude xit mii
mometason furoat trong viée diéu tri bénh polyp miii kéo dai da duge tién hanh trong vong bon
thang.

Tré em

Viem miii dj 1itng theo mia va viém miii quanh nam

Tinh an toan va hi¢u qua cua thude xit miii mometason furoat & tré em dudi 3 tudi chua duge
thiét lap.

Polyp miii

Tinh an todn va hi¢u qua cta thude xjt mii mometason furoat & tré em vi thanh thi¢u nién dudi
18 tudi chua duge thiét lap.

Cach diung

Trude khi sir dung lidu dau tién, hay lic déu binh chifa.

Sau khi xit hdn dich momelason furoat lan dau tién (thuong la 10 lan xit, cho dén khi thdy xit
déu), mdi lan xjt s& cung cap khoang 100 mg hén dich mometason furoat, trong do chira
mometason furoat monohydrat tuong dwong véi mometason furoat 50 mluohmm Néu khdng st
dgmg binh xit trong vona, 14 ngay hodc lau hon, can nhdn 2 lan xit dé moi lai qua trinh bom
thude, cho dén khi thiy xit déu, trude khi st dung lin tiép theo.

Hay lic déu binh chira trude mdi lan str dung. Logi bo chai thuée sau khi da sir dung da s 1dn xit

ghi trén nhin hogc trong vong 2 thang ké tir st dung lan déu,

5. Chmlg chi dinh

- Qué mén v&i mometason furoat hodc bat ky thanh phan ta duge ndo cla thude.
- Khéng nén str dung thude xit miii mometason furoat khi ¢é nhiém khudn cuc bd khéng duge
diéu tri lién quan dén niém mac miii, chiing han nhu herpes sxmple'-:
- Do téc dung (rc ché cla corticosteroid trong qud trinh lanh vét thwong, nhiing bénh nhén vira
trai qua phdu thudt hogic chin thuong miii gin diy khong nén sir dung corticosteroid mii cho dén

khi vét thuong lanh lai.

6. Canh bio vi thin trong khi dimg thube
Uc ché mién dich
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Nén than trong khi st dung hén dich xit miii mometason furoat & nhimg bénh nhan bi nhiém lao
dudmg hé hip dang hoat ddng hofic khdong hoat dgng, hoiic nhiém nam, vi khudn hodc virus toan
than khong duge diéu tri.

Nhitng bénh nhan ding corticosteroid ¢6 kha nidng bj (e ché mién dich nén duge canh bdo vé
nguy co tiép xtic véi mot s6 bénh nhiém khudn (vi du: thiy déu, séi) va nén tr van y 1€ néu xay
ra phoi nhiém nhu vay.

Tac dung tai chd & mii

Trong mot nghién cru kéo dai 12 thang vé diéu tri bing hdn dich xit miii mometason furoat trén
bénh nhan mic viém mii quanh ndm va khong c6 ddu hiéu teo niém mac miii, dd ghi nhdn ring
mometason furoat ¢é xu hudng phuc hdi su teo niém mac mii gin hon vé mot ki¢u mé hinh hoe
binh thuong. Tuy nhién, nhitng bénh nhan sir dung thude xjt mili mometason furoat trong vii
thang hodc ldu hon can duge theo dsi dinh ky dé phat hién bét ky thay ddi ndo c6 thé xay ra trén
niém mac mii. Néu ¢6 dau higu cua su phat trién ndm muyn cuc bd & miii hodic hau hong, c6 thé
can phai ngimg sir dung hén dich xjt mili mometason furoat va thye hi¢n li¢u phép dinh chi hodc
didu tri thich hop. Kich tmg miii hong dai ding c6 thé 1a ddu hiéu can ngimg sir dung hén dich
Xit miii mometason furoat.

Khong khuyén cdo diing mometason furoat trong truémg hop thing véich ngén miii.

Trong céc nghién ciru lam sang, chay mdu cam xdy ra vai ty I¢ cao hon so vai gia duge. Chay
mdu cam nhin chung tu kiém sodt va & mire d¢ nhe,

Hdn dich xit miii mometason furoat ¢é chira benzalkonium clorid ¢6 thé gy kich (mg hoiic sung
tdy bén trong mili, dic biét néu sir dung trong thoi gian dai.

Téc dung toan thin cua corticosteroid

Cé thé xdy ra tdc dyng toan thin cta corticosteroid xit mui, ddc biét khi diing lidu cao trong thoi
gian dai. Nhiimg tdc dyng ndy it c6 kha niing xdy ra hon so véi corticosteroid dudng udng va co

thé khac nhau & timg bénh nhan va giita cac ché pham corticosteroid khdc nhau, Cdc téc dung ;_:
toan than tiém 4n ¢é thé bao gdm hgi chimg Cushing, cic dic diém Cushing, trc ché tuyén ,(-J.'
thugng than, chdm phét trién & tré em va thanh thiéu nién, duc thay tinh thé, ting nhin ap va Eh
hiém gip hon 12 mot loat cac tdc dong tam 1y hode hanh vi bao gdm ting déng tam than vin '51"”’
L

dong, rdi logn gifnc ngu, lo lfmg, tram cam hoic hung hiing (dic biét & tré em).
Sau khi str dung corticosteroid dang xit miii, dd c¢6 bdo cido vé truromg hop ting ap lue ndi nhan. ¢
Nhirng bénh nhan duge chuyén tir str dung lau dai corticosteroid ¢6 téc dung toan than sang ding
hén dich xjt miii mometason furoat cin chit y cin thian. Viée nglmg sir dung corticosteroid toan

than & nhiing bénh nhan nady cé thé din dén suy thugng than trong vai thang cho dén khi chic

ndng truc HPA phyc hdi. Néu nhimg bénh nhan nay biéu hién cac ddu higu va triéu chimg ciia

suy tuyén thugng thiin hofic cdc triéu ching cai thude (vi du: dau khép vashoie dau co, mét moi

va trdm cam ban diu) mic du di giam cdc triéu chimg & mii, nén tiép tuc str dung corticosteroid

toan thin va cdc phuong thire diéu tri ciing nhu cde bién phép thich hgp khéc. Vige chuyén giao

nhu vy ciing ¢6 thé bge 16 cac tinh trang dj tng da ¢o tr trudc, chiing han nhu viém két mac di

ang va bénh cham, trude day da bi tc ché bing liéu phép corticosteroid toan than.

Diéu tri véi liéu cao hon khuyén cdo cé thé dan dén trc ché tuyén thugng than ding ké vé mat

lam sang. Néu ¢6 bing chimg vé vige sir dung lidu cao hon liéu khuyén cdo thi nén xem xét sir

dung corticosteroid toan than bd sung trong thai gian cing thing hodc phau thudt ty chon.

Polyp mii
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Tinh an toan va hiéu qua ciia hon dich xit miii mometason furoat chua duge I‘I{:,hlcn clru dé sur
dung trong didu tri polyp mdt bén, polyp lién quan dén xo nang hoiic polyp lam tic nghén hoan
toan khoang muii.

(.ac polyp mot bén ¢ hinh dang bt thudmg hoiic khéng déu, dic biét néu bi loét hodc chay mdu,

can duge dénh gid thém.

Anh huong dén su ting trudng & tré em
Khuyén cdo nén theo dai lhucmg, xuyén chiéu cao cia we em khi didu i kéo dai bing

corticosteroid qua miii. Néu toe do ting trudmg chim l’u, nén xem xét lai licu plmp diéu t|| voi
muyc dich giam licu cor ucostewld Xit miii, va cé thé cin giam xudng liéu thdp nhit ma van duy
tri duge hiéu qua. Ngoai ra, can can nhic viée gidi thidu bénh nhén dén béc si chuyén khoa nhi.

Triéu chiing ngoai mii
Miic dii hon dich xit miii mometason furoat sé kiém sodt céc tri¢u chimg vé miii & héu hét bénh

nhan, viée sir dung déng thai liéu phap bd sung thich hop ¢o thé giap giam thém cdc trigu chimg
khac, dic biét 1a cdc trigu chimg & mit.

R4i loan thi gide
RSi loan thi gidc ¢o thé duoc bdo cdo khi sir dung corticosteroid toan than va tai chd. Néu bénh

nhéan ¢6 cdc triéu chimg nhu mo mét hodic 1Si loan thi gide khic, benh nhin nén duge xem xét
chuyén dén bac si nhiin khoa dé ddnh gia cdc nguyén nhén cé thé bao gdm duc thiy tinh thé, ting
nhin ap hoic cdc bénh hiém gidp nhu bénh hdc vong mac huyét thanh trung tdm (CSCR) da timg
duge bio céo sau khi str dyng corticosteroid toan thin va tai chd.

Téa duoc

San pham thude c6 chira 40 microgam dung djch benzalkonium clorid (50%) cho moi liéu xit.
Hén dich xit mii nmmetaqon furoat ¢6 chira benzalkonium clorid ¢6 thé gdy kich (g hodc sung
tdy bén trong miii, ddc biét néu sir dung trong théi gian dai.

7. Sir dung thude cho phu nit ¢ thai va cho con bi

Phu nit mang thai

Khong ¢o6 hodic ¢ rdt it dir liéu vé viéc st dung mometason furoat & phu nit mang thai. Cac
nghién ciru trén ddng vit di cho thiy dac tinh sinh san. Gidng nhu cdc ché pham corticosteroid
xit miii khac, hdn dich xit mii mometason furoat khéng nén sur dum, trong thdi ky mang thai trir
khi lgi ich mang lai cho ngudi me cao hon bét ky nguy co tiém in nao ddi véi ngudi me, thai nhi

hogc tré so sinh.
Flc SO smh duoe sinh ra tir nhimg ba me ding corticosteroid khi mang thai nén dugce theo dai

cin théin vé tinh trang suy tuyen thugng than.

Phu ntr cho con bu
Chua biét liéu mometason furoat ¢ bai tiét qua sita me hay khdng. Gidng nhu céc ché pham

corticosteroid dang xit mili khae, phai dwa ra quyét dinh nglmg cho con b hay ngimg/tranh ding
hdn dich xit mii mometason furoat, li¢u phap dinh chi ¢ tinh dén loi ich cta viée cho con bi
déi vai tré va loi ich cia vige didu ti déi véi ngudi phy nit.

Khé ning sinh san
Khong ¢6 dir liéu lam sing lién quan dén anh hudng clia mometason furoat 1én kha ning sinh

san, Céc nghu.n ctru trén dong vit cho thday c6 doc tinh ddi véi kha nang sinh san nhung khong
anh huang dén kha ning sinh san.
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T s . A . - . A .
8. Anh huong cia thude 1én kha niing lai xe, van hanh miy mée
‘a " 3 “a : . - 3 owe . oA 3 P .
Chura ¢6 nghién ciru ndo duge thye hién vé anh huong 1én kha nang ldi xe va vin hanh may moc.

9. Tuwong tic, twong ky ctia thude

Tuwong tie

Diéu trj déng thasi vdi thude e ché CYP3A, bao gf‘)m ca cdc san phz’im ¢6 chira cobicistat, duge
cho l4 s& lam ting nguy co tdc dung khong mong mudn toan than, Nén tranh phéi hop teir khi lgi
fch vugt trdi so véi nguy co gia tang tic dung khong mong mudn toan than cla corticosteroid,
trong trudng hop dé bénh nhin cin duge theo ddi tic dung khong mong mudn toan than cla
corticosteroid,

Mot nghién ciru vé tuong tac 1am sang da duge thyue hién véi loratadin, Khong thiy ¢o tuong téc.
Twong ky

Do khong ¢6 cic nghién civu vé tinh twong ky clia thuée, khong trén ldn thuée nay véi cic thuoe
khac.

10. T#e dung khéng mong muén

Tém tt hé so an toan

Chay méu cam néi chung ty kiém sodt va & mirc dd nhe, xay ra véi ty 1¢ méc cao hon so vdi gid
duge (5%), nhung vdi ty [é tuong duong hodc ihftp hon khi so sanh v&i corticosteroid mii déi
chimg hoat tinh duge nghién ciru (Ién dén 15%) nhu di bdo cdo trong nghién ctru lam sang vé
viém miii dj img. Ty 1& méic tit ca cac tdc dung khong mong mudn khdc tuong duong véi ty 1€
cta gia duoc. O nhiing bénh nhin dugc didu tri bénh polyp mii, ty 1¢ téc dung khong mong
mudn noi chung trong i nhu & bénh nhén viém mii dj (mg.

C6 thé xay ra tic dung toan thin ctia corticosteroid ding dudng miii, dic bi¢t khi diing lidu cao
trong thoi gian dai.

Béng liét ké céc tdc dung khong mong mudn

Céc tde dung khong mong mudn lién quan dén didu tri ( 21%) duge bdo cdo trong cdc thir
nghi¢m lim sang & bénh nhan viém mii di tmg hofic polyp mdi va sau khi dua thude ra thi
trudng bat ké chi dinh ndo ddu duge trinh bay trong Béang 1. Cdc tac dung khong mong mudn
duge liét ké dua trén phan loai theo hé co quan ctia MedDRA. Trong mdi co quan, cdc tic dung
khéng mong mudn duge xép hang theo tAn sudt. Tan sudt duge xdc dinh nhu sau: Rét thudng gip
( >1/10); thudng gip ( >1/100 dén <1/10); it gip ( =1/1.000 dén <1/100). Tn suat ctia cc tic
dung khong mong mudn sau khi luu hanh duge coi 1d “khong rd (khéng thé ude tinh tir dit ligu

¢d san)”,
Biang 1: Cac tic dung khong mong mudn lién quan dén ditu tri duge bio cio theo h§ cor
quan va tan suiit cia h¢ thong

Rat thudng gip “Thuong gip Khéng ro
Nhiém khuan va Viém hong
nhiém ky sinh triing Nhiém khudn
duomg hé hap trént
RSi loan hé théng Quia man bao gdm phan
mién dich ing phan vé, phit mach, co
thit phé quan va kho thé
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X a % . 3
Roi loan hé than kinh Pau dau

Téng nhin ap
RS loan miit Tang dp lyc ndi nhan
Puc thiy tinh thé, nhin mé

Chay mau cam® | Chdy mau cam Thung véch ngdn miii
R&i logn hé hip, long Cam gide nong miui
ngue va trung thit Kich tmg miii
Loét mui
Roi loan tidu hoa Viém hong* RSi loan vi gide va khiu
giac

*duge ghi nhin khi ding li¢u hai lan moi ngay doi vai bénh polyp miii
+ duge ghi nhin & tan sudt it giip khi diing lidu hai lin mdi ngay ddi véi bénh polyp miii

Tré em

O tré em, ty 1§ xay ra cdc tdc dung khong mong mudn duge ghi nhan trong cac nghién cru lam
sang, vi du nhu chay méu cam (6%), dau ddu (3%), kich ing miii (2%) va hit hoi (2%) twong
duong véi gia duge.

Bdo cdo cac phan (e khéng mong mudn nghi ngd

Bdo cdo cde phan tmg khong mong mudn nghi ngdy sau khi cdp phép luu hanh thude 1 rat quan
trong. N6 cho phép tiép tuc theo ddi ¢in bing lgi ich/nguy co clia thude. Cén bd y té cin bdo cdo
bét ky phan tmg khong mong mudn nao bi nghi ngé vé Trung tim Qudc gia hoje Trung tdm Khu
vire vé Thong tin thude va theo doi phan (mg ¢6 hai clia thudc.

11. Qué lidu va cdeh xiv trf
Triéu chimg
# = £ v . . # » i -
Hit hoiic udng qui liéu corticosteroid cé thé dan dén trc ché chire nang truc HPA.

Diéu tri

Vi sinh kha dung toan than cta hdn dich xit miii mometason furoat la khéng dang ké (<0,1%) (sir
dung mdt phuong phdp kiém tra nhay cam véi giéi han dinh luong toi thiéu 1a 0,25 pg/mlL.), nén
khong cé bit ky li¢u phédp diéu tri ndo khic trong viée qud liéu ngoai qud trinh quan sét, sau d6 1a
bét dau vai lidu luong duoce ké don thich hop.

12. Diie tinh dwge lye hge

Nhém duwge Iy: Thube théng mii va cic ché pham diing tai chd cho miii khéc- Corticosteroid
Ma ATC: RO1IA D09

Co ché hoat dong

Mometason furoat [ mot glucocorticosteroid tai chd ¢6 dic tinh chéng viém cuc bd & lidu khéng

¢6 tac dung toan than.

C6 vé nhu phan 1én co ché tdc dung chéng di tng va chdng viém ctia mometason furoat nim &
kha ning e ché giai phong cdc chat trung gian giy ra phan img di (mg. Mometason furoat trc
ché ding ké sur giai phong leukotrien tir bach céu ctia bénh nhén dj img.

Trong nudi cdy té bao, mometason furoat cho thdy hiéu luc cao trong viée (re ché tng hop va
gidi phong [L-1, IL-5, [L-6 va TNFa; né ciing 1a mét chét (e ché manh vige san xudt leukotrien.
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Ngoai ra, nd la mot chit e ché cuc ky manh mé viée san xudt cc cytokin Th2, TL-4 va IL-5, r
té bao T CDd+ clia con ngudi,

Téc dung duoce luc hoe

Trong cdc nghién ctu sir dung thude thir khéng nguyén miii, hdn dich xit miii mometason furoat
d cho thdy tic dung chdng viém & ca phan (ng di tng trong giai doan ddu va giai doan mudn.
Biéu nay da dugce chimg minh bang viée giam (so véi gia duge) hoat déng cuia histamin va bach
cdu di toan cling nhu giam (so véi mire co ban) vé bach ciu di toan, bach ciu trung tinh va

protein bam dinh ¢ bao bi¢u mo.

O 28% bénh nhan bi viém miii di (mg theo mua, hon dich xit miii mometason furoat da cho I.heiy
tac dung khoi phat ¢6 y nghia lim sang trong vong 12 gidr sau lidu diu tién. Thoi gian bit diu
thuyén giam trung binh (50%) la 35,9 gid.

Tre em

Trong mot thir nghiém lam sang ¢ doi chimg gia duge trong dé wé em (n=49/nhém) ding hén
dich xit mili mometason furoat 100 microgram mdi ngay trong mot niim, khong thay giam toc do
tang truong.

Hién ¢ rit it dir lidu vé tinh an toan va hiéu qua cia hdn dich xjt miii mometason furoat & (té em
tir 3 dén 5 tudi va chua thé thiét 1ap duge khoang liéu thich hop. Trong mdt nghién ctru bao gdm
48 tré em tir 3 dén 5 tdi duoe dicu tri bf’mg mometason furoat xit mui 50, 100 hoiic 200 pg/ngay
trong 14 ngay, khéng cé su khac biét dang ké so véi gia duge vé sur thay ddi trung binh ctia ndng
dg cortisol IIU}"él twong khi dap tmg vai thir nghiém kich thich tetracosactrin.

Co quan Duge phim Chau Au di bo nghia vu ndp két qua nghién ctru v& hén dich xit miii va céc
tén lién quan clia mometason furoat trong tat ci cdc phin nhém tré em trong bénh viém mii di
tng theo mua va lau niam,

13. Pac tinh duge dong hoe

Hip thu

Mometason furoat duge diing dudi dang thude xjt mi dang nudc, cé sinh kha dung toan thin
trong huyét tuong < 1%, st dung xét nghiém nhay cam véi giéi han dinh luong thap hon 14 0,25
pg/mL.

Phan bd

Khdng ap dung vi mometason hf'lp thu kém qua dudng mii,

A .
Chuyen hoéa
a . A ~ . A “ ‘e oo i . i $A .
Mot luong nhé cd the duge nudt va hip thu sé trai qua qua trinh chuyén héa lan dau & gan.

Thai trir
Mometason furoat duge chuyén héa manh va cde chit chuyén hoa duge bai tiét qua nude tiéu va
mat,
14, Quy cich déng goi: Hop 01 lo x 18 gam x 140 lidu.
15. Pidu ki¢n bao quan: Bdo quan khong qua 30°C. Tranh dnh sang,.
16. Han ding: 36 théng ké tir ngay san xudt,
17. Tiéu chufin chit lugng cia thube: TCCS
18. Tén, dia chi co' ¢ san xuit thude
- San xut tai: ZYDUS LIFESCIENCES LIMITED
- Dia chi: Survey No. 417, 419 & 420, Sarkhej - Bavla National Highway No. 8A, Village -
Moraiya, Taluka - Sanand, Dist. - Ahmedabad, 382 210, Gujarat State, An Do.
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