https://trungtamthuoc.com/

)
)

Y™

——
~

2043..

Bloswnnpasal snnnvnnnnnl o4

L A2

ip0ted

gﬂuégo ii" ] "]6 |

Yisa NoJ/ SDK :
Batch No / S6 16 8X:
Mfg. Date/ NSX: dd/mmiyyyy

Exp Date/ HD: dd/mmiyyyy

ImporierdDNNK

DIRECTIONS FOR USE /
HU'ONG DAN SIF DUNG
-4— Turn the pilferproof cap
anti-clockwise la break the seal
Van nguge chigu kim
dang hd dé mé nip

Remove the cap, dispense drops
with gentle pressure .
Md nap, bdp nhe dé nhd thude

Replace the cap alter every use
Pong ndp sau méi lan sir dung

Praduct License Holder/ Chi: s& hiru sdn phdm
@D £ ajanta pharma limited

Ajanta House, 538, Govt. Indusinal Area
Charkop. Kanaivi (W), Mumbai-400067 Indsa

Manufactured by/ Sdn xudl béi

CIRON DRUGS & PHARMACEUTICALS PVT. LTD.

N-118 118M.1D C | Tarapur, Dist Thane
Made in India / San xuél tai An D

Thinh ghan: Pt
M kg chir
21%mg Lalancpm:

e Latanoprost

Baraawonum chioeca NF 0 02% wiv Barzatonum chiond  NF
tehdt bdo quan] L1230
i e S s e = Eye Drops
DBSAGE, (NDICATION, ADMINISTRATION, Ly fimd, E4l M, CACH $17 DG Thude nhé mat
CONTRAJNDICATION PRECALTION CH0WQ Chl Ol THAN TRONG & Latanoprost

A OTHER INFORMATION
R 10 paceagi s ko owain

AL THAND TH KNAC.
K i hote ol wir darg

Lacoma

Prowect hom lghi oLl KIEN BAD QUAN
Stcra unnonned bolbels) e Trdnh rineg Latangprost 8 005% wiv
inligeianon 81 2" 00 G B e wang i ob diy ndg iong

12" g 46F)

BPECIFICATION - As pe in houss
slannarnds

FOR EXTERNAL USE OMLY

NOT FOR BNJECTION

-

COMPOSITION | _— .

Each vial contains }Hj,z Prescription Drug
Latanoprost 0.125mg ILs& Thude ban theo don
Benzalkonwm chionde NF 0 02% wiv

(as Preservalive)

Stenle aguecus buffered vehicle Qs

DOSAGE : As direcied by the Physican

INDICATION, ADMINISTRATION, CONTRA-
INDICATION, PRECALTION & OTHER INFORMATION
Refer to package insen for detais

STORAGE

Pralect fram bght

Slore unopened bollles) under refrgeraton
al 27 1o B8°C (36" 10 46°F)

Duning shipment to the patient, the bollle
may be mantained al lemperatures up to
40°C (104°F) for @ period not exceeding 8

Onee La com
Once a boltie is opened for use. it may be

Latanoprost 0,005% wiv

stored al room lemperature up 1o 25°C
(77°F} for 6 weeks

WARNINGS

1. Il ientation persisis or increases,
discontinue the use and consult the
Physician

2. Da not touch the wial bp ta any surface as
this may conlammate the soluton

SPECIFICATION : As per In-house
standards

KEEP QUT OF THE REACH OF
CHILDREN

NOT FOR INJECTION

FOR EXTERNAL USE ONLY

READ THE LEAFLET CAREFULLY
BEFORE USE

‘Warning : To be sold on the prescription
of an Ophthaimoiogist onky

150% REAL SIZE

Box of 2 5mi vial
Hop 1102 5ml

T tus 2° dds B'C (347l 4G°F;
THEL EHUAN | thaa b chels el sieaud)

THUOS 1RO W AT
EHONG OUMNG B2 B

Starle Eya Orops

200% REAL SIZE

Latanoprost
Eye Drops
Thudc nhd mét
Latanoprost

Sterile Eye Drops

Thudc nha mat vé tring

25l Tude nkhg mbi v tring

el

o fatvi fus

Code No
Batch No/ S4 18 SX

Mig Date! NSX dd/mmlyyyy

Exp Dale/ HD demmiyyyy

Manulactured by! Sdn xudl bdi &

CIRON DRUGS & PHARMACEUTICALS PVT. I.'p,_‘g_‘..—. =

N-118, 118 M I D.C., Tasapur, st Thans /
Maae in india | San sudi 131 An B ’

Thanh phan: M3i [0 chira:
Latanoprost

Benzaikanium chiarid NF ™, :
(chét bdao quan) 0,02% Wi
Ta duge vd

LIEU DUNG: theo hutng din cia bac si

Chi BINH, CACH SUF DUNG, CHONG CHI DINH,
THAN TRONG & NHU'NG THONG TIN KHAC:
Xem 1 huang dén si dyng

DIEU KIEN BAQ QUAN :

Tranh nang

Ban quan trang |0 b ddy ndp trong 1
lanh lir 2* dén B°C (36" dén 46°F)

Trang qud trinh vdn chuyén dén bénh
nhan, sdn phdm co thé duoc bdo quan &
nhidl dd 1&n dén 40°C (104°F) trang thon
gan khéng qua B ngay

Khi lo a8 ma d st dyng, ¢ Ihé baa
qain & nhigt a5 phang 25°C (77°F) treng &
o

CANH BAO:

1. Néu kich irng tdn tar hodc gia tang.
ngung s& dyng va hdi § kidn bic si

2 Khang cham day [0 thudc véo bat cir

bé mat naa vi cd thé 1am nhiém khudn
dung dich

TIEU CHUAN : theo liéu chudn nha san xudt
DE XA TAM VI CUA TRE EM

KHONG DUNG DE TIEM

THUOC NHO MAT

BOC KY HUGNG DAN SUF DUNG
TRUOC KHI DUNG

Than trgng ; Chi dege ban theo sur ké
don cua Bac sy nhan khoa
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Rx Thudc bdn theo don

DEé xa tam tay tré em
Doc ky hudng dén sir dung truéce khi diung
Néu cin thém théng tin xin héi y kién bdc st

LACOMA

(Latanoprost)
Thudc nho mét

B THANH PHAN: M3i lg 2,5ml chira:

Hoat chdt: Latanoprost.................. 0,125mg

Ta dugc: Benzalkonium clorid, kali dihydro phosphat, dinatri hydro phosphat khan, natri
clorid, dau Polyoxyl 40 hydrogenated castor, nudc cét pha tiém.

® DANG BAO CHE: Dung dich nhé mét.

B DUQC LUC HQC

Latanoprost, 1a mot chat déi khang chon loc trén thu thé prostanoid FP, c¢6 tic dung giam
nhan 4p nho tang thoat thiy dich. Co ché chu yéu cua tac dong la ting thoat qua cing mac
mang mach nho.

B DUQC PONG HOC %
Hap thu

Latanoprost dugc hdp thu qua giac mac, noi tién chéit isopropyl ester dugc thuy phén thanh
dang acid c6 hoat tinh sinh hoc. Cac nghién ciru trén ngudi cho thiy ndng do dinh trong thuy
dich dat dugc hai gi¢ sau khi nho thudc.

Phaén b6

Thé tich phan bd trén nguoi 12 0,16 = 0,02 L/kg. Dang acid cua latanoprost c6 thé xéc dinh
duoc trong thuy dich trong 4 gid dau va trong huyét twong chi trong gio ddu sau khi nho
thude.

Chuyén héa

Latanoprost, tién chét isopropyl ester, dugc thiy phan boi enzyme esterase trong giac mac
thanh dang acid c6 hoat tinh sinh hgc. Acid latanoprost cé hoat tinh qua hé tudn hoan duoc
chuyén hoa chi yéu tai gan thanh cic chét chuyén héa 1,2-dinor va 1,2,3,4-tetranor do qué
trinh B-oxy hda acid béo.

Thai trir

Thai trir cla acid latanoprost trong huyét twong rat nhanh (t; = 17 phat) sau khi ding tai chd.
Thanh thai hé théng khoang 7 mi/phit’kg. Sau qué trinh B-oxy hoa tai gan, cac chét chuyén
héa thai trir chii yéu qua than. Khoang 88% liéu ding duoc tim thy trong nudc tiéu sau khi
duing tai chd.

®m CHi PINH

Lacoma duoc chi dinh nhdm lam giam su ting nhan ap ¢ nhitng bénh nhan bi glaucoma goéc
md va nhitng bénh nhén bi tang truong luc ndi nhan ma khoéng dung nap hodc dap ing khong
diy du véi cac thude ha nhan 4p khac.

® LIEU LUQNG VA CACH DUNG

Liéu dé nghi: nho 1 giot thude (1,5 mcg) vao cac mét bj bénh mot lan mdi ngay vao bu01 tdi.
Liéu dung cua latanoprost khéng nén vuot qua 1 ln/ngay do da xac dinh duoc tang tAn suét
dung Iatanoprost lam giam téc dung ha nhén ap.

Giam ap lyc ndi nhan & nguoi bt ddu khoang 3-4 gi® sau khi dung thudc va hidu qua tdi da
dat t6i sau 8-12 gio.

Latanoprost c6 thé dung két hop céc thudc nho mét khac dé giam nhan ap. Néu ding hon |
thuéc nho mét, cac thude phai ding céch xa nhau it nhét 5 phut.

m CHONG CHI PINH

o=
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B¢nh nhin man cam véi latanoprost, benzalkonium clorid hodc véi bat ky thanh phan nao cia
thudc.

® NHUNG CANH BAO VA THAN TRONG KHI DUNG

Céanh bao

Tinh trang thay d6i cac mo sac t6 khi ding latanoprost da dugc béo cdo. Phan I6n nhimg thay

dbi nady 1a lam tang sic tb mdng mét va mi mét, lam tang sac td va sy phat trién cua 16ng mi,
thay dbi mau mét. Bénh nhan duoc diéu tri bang thudc nay nén dugc thdng bao vé kha ning
ting sic to.

Thén trong chung

Lacoma c6 thé tir tir tang séc t6 nau trong mong mit. Mau mét thay doi do tang melanin trong

céc té bao dém tiét melanin trong mong mét hon 14 tang s6 luong cac té bao tiét melanin. Sac

t6 ndu quanh thiy tinh thé trai déu vé ngoai vi ctia méng mit va toan b hoic mo6t phan mbng
mat tr& nén nau hon mot cach dién hinh. Ca cac nbt hoZc tan nhang d&u khéng xut hién
trong qué trinh diéu tri. Viéc diu tri véi Lacoma c6 thé tiép tuc trén cac bénh nhan ting sic

t6 méng mét. Cac bénh nhan nay cin dugc kham dinh ky, va tuy theo tinh trang 1am sang, tri

liéu c6 thé ngung.

Trong céc thir nghiém lam sang, su ting sic td mdng mét khong thay co tién trién thém sau

khi ngung diéu tri, nhung mau mét da thay déi c6 thé tdn tai mai.

Mi mit thdm hon, c6 thé phuc hdi, da dugc bao céo trong qua trinh dung latanoprost.

Lacoma c6 thé tir tir thay ddi long mi va long to clia mat diéu tri; cac thay dbi bao gdm ting

do dai, do day, séc tb va sé lugng 16ng mi hoic 16ng to, va 16ng mi moc sai hudng. Cac thayj;
dbi vé 1ong mi c6 thé dao nguoc lai sau khi ngung diéu tri. )/
Thén trong khi ding Lacoma & céc bénh nhan cé tién sir viém mdng mat/ viém mang mach
nho. Nhin chung, khéng nén dung thudc & cac bénh nhan nay.

Phu ban, bao gém phu ban dang tii, da dugc bao cdo trong qua trinh diéu tri vi Lacoma. Cac
bao cao chi yéu xay ra véi céc bénh nhén thiéu thity tinh thé, cac bénh nhan thay thiy tinh

thé v&i xude mang trude thiy tinh thé, hodc véi cac bénh nhan cé cac nguy co cao vé phu =
ban. Can than trong khi dung thudc Lacoma & nhitng bénh nhan nay.

Cé rat it kinh nghiém vé viéc ding latanoprost trong diéu tri viém tan sinh hoc tang nhan 4p

bam sinh. ‘ o ' DHIOE
Pa c6 bao cao viém giac mac do vi khuan lién quan véi viée dung nhi€u li€u cua cac thude M
nhan khoa ding tai chd. o
Tranh dung latanoprost khi dang deo kinh st trong. Kinh sat trong nén dugc thdo ra truéc khi

dung thudc va c6 thé mang lai sau 15 phut ding thude.

® TUONG TAC THUOC

Nghién ciru in vitro cho thay da xay ra két tua khi pha thudc nhd mét c6 chira thiomersal véi

dung dich nhd mét latanoprost. Néu diéu tri bing cac thudc nay, phai nho cac thubc cach

nhau it nhat 5 phut.

m SU DUNG THUOC O PHU NU' CO THAI VA CHO CON BU

Phuy nit ¢6 thai -~
Chura cé céac nghién ciru dﬁy du trén phu nir mang thai. Latanoprost chi dung cho phuy nir dang >
mang thai sau khi can nhic loi ich mang lai va nguy co ¢6 thé véi thai nhi. \\
Phu nit cho con bii ¢
Latanoprost va cac chit chuyen héa c6 thé vao trong sira me. Do do, latanoprost can sir dung i
thén trong & phu nir dang nudi con bang sita me. g
B TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Khi nhd thubc ¢6 thé gdy m thj lyc thoang qua. Cho t&i khi tro lai trang thai binh thudng thi s

bénh nhan khéng nén lai xe hodc van hanh may moc.
® TAC DUNG KHONG MONG MUON
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Céac thay ddi long mi (ting d6 dai, 4o day, sic t§ va sb llrcmg long mi); sAm mau mi mét,
viém méng mat/ viém mang mach nho, thay dbi sic t6 méng méit va phi ban, ké ca phu ban
dang tii.

* Thong bdo cho bdc sP nhitng tdc dyng khéng mong muon gdp phai khi sir dung thudc.

® QUA LIEU

Chura c6 trudng hop qué lidu nao khi ding thube nho mit Lacoma dugc béo céo.

® BAO QUAN: Bao quan lo thudc chwa sir dung 1an diu ¢ nhiét do 2° dén 8°C.

Sau khi mé lo thudc, Lacoma cé thé giir & nhiét d6 phong khéng qua 25°C trong 6 tudn.
Tranh anh sang.

B HAN DUNG: 36 thang ké tir ngay san xuét.

* Khéng ding thudc qud thoi han siv dung.

B QUY CACH PONG GOI: Hop 1 19 2,5ml

Sén xudt boi: fq
CIRON DRUGS & PHARMACEUTICALS P‘VT. LTD. ;/
N-118,119 M.L.D.C., Tarapur, Dist. Thane, An Do. ;

PHO CUC TRUONG

JVW% Yim Ghank




