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COMPOSITION:
€ach 2 amlmn.a.ns -
Lawnoproal ......

2.5mb. {Appiox }

Balch No.:

Mfg. Date: dd/mmiyy (Latanoprost) srorear 2°c 8°C, in the refrigerator. Do not freeze.
Exp. Date: dd/mmiyy 0.805% Once gpened. the bottie may be stored below 30°C

EYE‘ DROPS and use within 4 weeks,
CAUTION:
STERILE OPKTHALMIE )
SALUTION Prptect from suniight and heat. Keep away from
children's reach.

Ta be soid an the prescription of a registered
Kernirngilon medIcai practitioner only,
Mfg.Li¢.No....... 000061 Ragn. No..... 001552-EX
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Thude nho méit OCULAT
{Latanoprost 0,005%)

THANH PHAN

Moi 2,5ml dung dich chira:

- Dugc chdt: Latanoprost. ........o...oeeeeeee.. 0,125mg

- Ta duge: Benzalkonium chlorid, Natri chlorid, Dinatri Hydrogen Phosphat Dihydrat, Natri Dihydrogen Phosphat, Nude tinh
khiét.

DL OC DPONG HOC

Hap thu:

Latanoprost 12 mét tién chét isopropyl este, hép thu tét qua gidc mac va khi vao thuy dich dugc thay phan nhanh chéng va hoan

todn thanh dang axit ¢6 hoat tinh sinh hoc. Nghién ciru o ngudi cho thay ring ndng 4o dinh trong thuy dich dat khoang 2 gi¥ sau

khi nho mét.

Phin bé:

Thé tich phén b6 & ngudi 1a 0,16 = 0,02 lit /kg. Acid latanoprost ¢6 thé do duge trong thity djch trong 4 gior ¢au, va do duge

trong huyét tuong chi trong gid dhu tién sau khi ding tai chd.

Chuyén héa:

Latanoprost bj thuy phén bdi men esteraza trong giac mac thanh dang axit ¢d hoat tinh sinh hgc. Acid latanoprost hoat tinh vao

tudn hoan co thé duge chuyén héa chi yéu & gan thinh céc chit chuyén hoa 1.2- dinor va 1,2,3,4 - tetranor qua sy P - oxy hoa

acid béo.

Thdi trire:

Thoi gian ban thai cnia acid latanoprost trong huyét tuong ngudi la 17 phit sau khi tiém tinh mach va ding tai chd. Sy thanh thai

toan co thé la khoang 7 mL/phit/kg. Sau khi B - oxy hda & pan. cic chét chuyén héa duge thai trir chii yéu qua than, Khoang

88 % va 98% lidu ding dugc thu héi trong nudre tidu sau khi ding tai chd va tiém tinh mach, tuong tng.

DUOC LUC HOC

Latanoprost 1a mét ddn xut cta prostaglandin F2-alpha, chi vén prostanoid FP chuyén biét, [am giam 4p lyrc ndi nhan bang cich
tang dong chay ciia thuy dich. Céc nghién ciru & ddng vat va ngudi cho thdy ring co ché tac dung chinh 13 lam ting chay thoat
thuy dich qua lop mac thé.

Trong thu nghiém 1am sang pha Il ciing d3 chitng minh rang latanoprost ¢6 hi¢u qua trong vige két hop véi cic thude khac duge
sur dung dé didu trj bénh tang nhan 4p.Tac dung giam ap suft ndi nhan (IOP) cua latanoprost 14 téc dung cfng hop vdi céc thudc
déi khéng beta-adrenergic (timolol), chit chu vn adrenergic (dipivefrin, epinephrin), chéit chii van cholinergic (pilocarpin) vé
chat irc ché carbonic anhydrase (acetazolamid) 4é lam giam ap suat néi nhan.

CHi PINH
Chi &inh diéu tri tang nhan ap ¢ nhl.mg bgnh nhan tang nhin dp goc mo hojc ting ap huyet trong mét ma ktong dung nap hodic
chua dép img duge véi bat ky thube ha nhan dp khéc.

LI!EZU LUONG VA CACH DUNG -
Liéu dung cho ngudi lom va ngudi cao tudi (trén 60 tuoi): . A o _—y
Liéu thueng diing 14 nho 1 giot vao mét bénh 1 lénfngéy. Thude c6 hi€u qua nhat néu duge nho vao budi téi,

Liéu dung latanoprost khdng duge vugt qua mét Man/ngdy, néu nho thudng xuyén s& lam giam hi¢u qua cia thubc.
Giam nhan 4p bit d4u tir 3-4 gio sau khi nhd thube va higu qua ti da dat dugc sau 8-12 gio. Tac dung giam nhén 4p duge duy tri

it nhat trong 24 gi¢. Khi dung phéi hop latanoprost vi thuée nhé mat khéc (ciing duge dung diéu trj ting nhan ap), nhan ap sé
tiép tuc giam nhanh hon so v&i chi ding timg thude don doe.

Néu dung véi thube nho mét khac, nén ding cach nhau it nhdt 5 phat.

Ciéch dimg: cin ria sach tay truée khi ding latanoprost. Ngura (jéu ra sau va diing ngon tro kéo mi mét duéi x,uf)ng tao thanh
mét tai nho. (Pidu quan trong 13 khdng cham diu lo thudc vao mét hodc mi mat d¢é vi khuan khong lot vao 1o thudc). Sau do6 bop
nhg lp thude dé nhd diing 6 giot da duge ké don vao tii mi dudi. Nham ho mit trong 2-3 phit khdng chép. Lau thude du thira
trén miit cua ban bang khan gidy. Péng chit nap lo thube ngay [dp tac. Rura tay dé loai bé thude dinh vao tay.

CHONG CHi DINH , _ )
Pugc biét qua mén vdi latanoprost, benzalkonium chlorid hay bét ky thanh phén khéc ¢6 trong thude nay.

CANH BAO VA THAN TRONG KHI1 DUNG

CANH BAO: Latanoprost ¢6 thé lam thay d6i dan mau mat lam ting lugng séc t& mau niu trong méng mit béng cach ting sb
lugng cua cac hat melanin {hat sic t8) trong 1é bao hic td.

Latanoprost di duge bdo céo [am tang chidu dai. do day v ting sb lugng va sy phat trién cua I6ng mi mét.

Sur dung cho tré em: An toan va hi¢u qua & nhiftng bénh nhin nhi chua duge thanh 14p.

Sir dung cho ngudi lém tum Khéng ¢6 sy khéc bigt tong thé vé an toan hoiic hidu qua di dugc quan sat thdy gilta bénh nhan
Iém tudi va bénh nhan tré tudi,

THAN TRQNG: Latanoprost chua duge nghién ciru ¢ nhitng bénh nhén suy thin hofic suy gan va do d6, nén duge sir dung thén
trgng ¢ nhirng béoh nhén nay.

TUOQNG TAC VOI THUGC KHAC
Trong nghién ciru in vitro cho thiy rang xa) ra két tiia khi thubc nhé mét chira thimerosal dugc trén 13n véi latanoprost. Néu
nhu cic thudc nay duge st dung phdi hop, nén duge diing céch nhau it nhit 5 phut,
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PHU NU CO THAI VA CHO CON BU

Phu nir mang thai:

Mac di chua co nghién cira ndo trén ngudi danh gia tac ddng cua latanoprost déi véi thai nhi, cac nghién ciru trén dong vat da
cho thdy c6 tdn thurong thai nhi. Do d6é thude chi néa ding cho phu nit ¢6 thai néu loi ich ctia thude vugt qué nhitng aguy co tiém
dn d6i véi thai nhi.

Phu rir cho con bi: )

Chua duge biét latanoprost hoac chat chuyén héa cia nd ¢6 duge bai tiét qua sira me¢ hay khéng, nén thin trong khi ding
fatanoprost cho phu nir cho con ba.

ANH HUONG TOI KHA NANG LAl XE VA VAN HANH MAY MOC

Tuy thude nho mét Latanoprost ¢ anh hudmg nho hodc trung binh trén kha ning l&i xe va su dung mdy méc, nhung nthin chung
ciing nhur véi cde ché pham nho mat khac. thude rho mat ¢6 thé giy ra mo mat thodng qua. Néu bj mo miat chua duge giai quyés,
bénh nhan khéng nén 14 xe hodc sit dung may mdc.

TAC DUN MONG MUON
Téc dung phy ¢ més va cac dau hidu va trigu chitng o mét da c6 bio cdo tir § dén 15 % & bénh ahén ding dung dich thuéc nho
mar vé tring latanoprost trong ba thir nghiém, ¢6 kiém sodt, mi doi. da trung tdm, 6 théng & mo mit, rét va nhitc mit. két mac
mit sung huyel cam giac ¢o di vt trong mat, ngua mat, tang sic td cua mong mat, dom keét mac bieu md.
Sung huyét két mac cuc bd da duge quan sat thiy, tuy nhién, it hon 1% 58 bénh nhan diéu tri bang latanoprost cin ngung viée
diéu trj vi khéng chiu dugc vdi sung huyét két mac. ‘ ‘
Ngoai cic ddu hidu va triéu chirag vé mat d3 duge ligt ké trén, sau ddy la béo cdo ¢ 1-4% b¢nh nhén: kb mat, chay nwée ma
nhiéu, daw mét. mi mét déng vay, khé chju/dau mi mét, phi: mi mat. ban do mi mit, va s anh sang,
Céc phan ymg phu sau d3 duge bao céo it hon 1% s6 bénh nhén: viém két mac, song thi.
Trong nghién cir lim sang, ¢6 nhimg bdo cdo rit hiém xay ra nhu: dong mach véng mac thuyén tic, bong vang mac, thiy tinh
thé xuat huyét do bénh Iy véng mac tieu dudmg.
Céc téc dung phuy toan than pho bién nhat dugc thiy voi latanoprost {2 nhiém tring duémg ho hap trén/ianh/cim, xay ra véi ty 1é
khoang 4%. Dau nguce/dau thit nguce, dau co/dau khop/dau hmg, va phét ban/phan ing di tmg da xay ra o ty Ig 1-2 %.

Théng bdo cho badc sy cac tdc dung khong mong mudn pdp phai khi sir dung thuic

OUA l_JEl Ngoai bj kich tng mét va sung huyéi két mac, khdng ¢6 tac dung phu & mat khéc duge biét néu diing qua liéu thude
nhé mat Latanoprost. . .
Néu qué liéu thude nho mat Latanoprost xay ra, nén diéu tri tridu chimng.

BAO OUAN
Bao quan o nhigt 46 2-8°C, trong tu fanh. Khéng dé déng lanh. Tranh anh sing va nhict
Sau khi ma ndp lo, ¢ thé bao quan ¢ nhigt dé dudi 30°C va st dung trong vong 4 tudn

HAN DUNG: 24 théng ké ngay san xudt,
Han ding cia thubc sau khi m& nép g, st dung trong vong 4 tudn /_']/

TRINH BAY Hop 1 lo x 2,5ml
TIEU CHUAN: Nha san xuat

D¢ xa tAm tay tré em.
Doc ki huéng din sir dung trirée khi dimg.
Thuéc nay chi ding theo sw ké don cia thiy thude.

s

Néu cin thém thong tin, xin héi § Kién bac s§.

SAN XUAT béi: Remington Pharmaceutical Industries (Pvt) Led.
18 km Multan Roagd.edeghore 53800, Pakistan

TUQ. CUC TRUONG
P.TRUONG PHONG
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