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Levoretivizin hydrochlorid .25 mg/10 mi
Dung dich ufng

Levoctinizin hydrechlond L25 wg/ 10wl
. Daung dich udng
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etivizin Bydrochiond L2.8 myg/ 10ml

Dung dich ubng
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Levocatirizin hydrochlonid .25 ma/ 10

Dung dich uéng
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BOY 1L CONG HOA XA HOT CITU NGIIIA VIET NAM

cuc QII;%.N_L‘Q’ nugc Bge 18p - Ty do - Hanh phic
$6:48534 /QLD-BK Ha Noi, ngdy &4 thang 40 ndm 2019

Vv thay doi ndi dung t& hudng din
sir dung

Kinh guri: Cong ty TNHH Duge phdm Tén Thinh
Bia chi: 86 9/63 Vii Trong Phung, Thanh Xudn, Hé Noi.

Negdy 27/08/2018, Cye Quan 1y Duge nhén duge vin thu d& ngdy
17/8/2 Ol%& chia cdng ty (30 tiép nhan 1252/BSTRTN) vé vige bd sung ho so theo
yéu cau tal cong vin sé 15999/QLD-BK ngay 15/8/2018 cha Cuc Quan ly Dugce
lién quan dén vide thay 61 nbi dung t& hudng din sir dung 461 véi thude san
xudt trong nude di duoc cap s ding ky leu hann

Cin el Théng fur s6 32/2018/TT-BYT ngay 12/11/2018 ctia B§ trudng B
Y té quy dinh viée dang ky luu hanh thube s DUy én ligu lam thudc; Thmw o sé
01/2018/TT-BYT ngay 18/01/2018 clia Bo rudng BO Y tt, uy dinh ghi nhén
thude, nguyén 1.;:3u 1am thube va o hudng din st dung mum;

Can ot két Indn tai Bién ban tharn dinh hd so thay dé+od sung cla cong

. Cue Quan Iy Duge cd y kién nhur sau:

Déng v dé cdng ty duge thay @61 ndi dung t& hudng dén st dung dbi voi
thube Phenhalal, sé dang k¢ VD- 27484-17. ,

Mudng dan - dung thay dbi duge déng dau xdc nhér cia Cye Quan i¥
Duge kém theo Cdng vin ndy. ) i

Ngoal ndi dung duge t}my doi trén, tt c& cac n6i dung khac gilt nguyén
nhir hé so ding ky thube Juu gl Cue Quan Iy Durge. )

Corm ty dang ky, nha sdn xult phai chiu tradch nhigm \.E:} ch ﬁt LI ong doi
véi thude J.Lm h mh trén thi trudng va cé trdch nhiém thong bdo sw thay ddi nay
dén chc co quan lidn quan va khéch han. ,

~ Sau 06 thing ke tir ngay ky cbng van nay, cdng ty khdng duge san xudt

thude trén véi cac nm dung cit da dé nghi thay déi.

Cue Qudn ly Duge thor > bdo dé cong ty biét va thyc hién dlng = = quy
dinh cta Viét Nam vé san xuat va luu hanh thude./,
m;{s nhin: KT. CUC TRUONG
- Nhwr teén; ) PYEC CTI0 TRITEYN
-CT.Vi Tudn Cudne g (dé bre), ‘ Pﬁﬁf‘fi’_{‘ TRU {},} G

“ L{a m Y .1., PK (C;lljﬁ

-Ngttyén Thanh Lam
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PHENHALAL

Lovocetirizin hydroclonid 2,5my 1 Onsd
D xa tam foy 1d e

Hpe k7 hedng A s dpng trade ki ding !

} m NG mmﬁf 10 ml cd ehia:

querabose, htongr ddu, nuoe tiah khidt,

Dang bie chif: Dung dich udng.

M tar Dung dich dona nhat, ko oo téu phan fu guan sat duoe bang mat thudng
e B - s E at

phl: Tie 4.0 dén 6.0
Chi dinly

P

[evecetrizin ducre ohi dinh wong didu i viem mi dj Ong dai dang, vidm mii

miia Vi may day ty phit man tinh

| idu fwong vi edeh ding:

e LAEBttitins MV OPOOTIE | ooiusssosnnsionsspmsinsss oi s istiso o

Natrl metablsulfin sorbitel, acid weetic, patri acetat, nawrl benzaat,

di g thes

Cdelr ding: Lovaeetinizin b the duge dig trong bita dn hole sau biva én. Be Sng, ndng s

R T Hon . Eams d i At
¢ rany dng bode phadedng VOl aude néu ofn

Lien divug:
Nowd 1on v e o] thank nién 1o 12 (i tré 180: Udng 2 Sng (5 me) mdi ugdy.

[ré em bl 6-12 1ok Ldng 2 dog (5 meimdi ngdy,

IO AR VAL ol - I T e 1 >, N & ,:": 3
- Lrd e e 246 wdi: Udng 1 \31’):._:3. {2.5 me) mbi ngay.

I
P

Wi gid Hidu chinh lidu theo hudng dan doi vii bérh abén sny tin wung binh-ndn

« Bénh phin suy thin

3o

Higu chink By g o4 the, tiy vao chite ndng thin cia béuk b g0 Bng sa.

Trong 1o, cin thict phai do gid wi dd thanh thed creatinin (Cler) efa byrh ;;hi’sr:.

C6 i wde tinh 48 thanh thdi Cler {ml/phit) dia trén gid v creatinin buvét thanh theo edng

f 140 i (ndmd) x eln ndng r-r}

Cler T .

Corealann 1‘;”1 éf -"me ?‘i

dn o .ti' o nure 46 suy *ha; et bénha hm‘;

§)i} thanl thai creatinin | Luu fimw
Ambphay tin suai st dmm




¥ diga v db thunh

¢ 18 e b suy thin, Hidu dlng pén duge hidu chinh ty theo g

hil than v cdn ndng cua bénh nhan, Higa chua co di lidu oy thé vé lidu g Sng en e eln suy

rhig,
- Bénh ndvin suy gae
Khéng cdn hidu chinb hidu teén bénh nhin chi mi fc bénh suy gan. Cée bénh nhén ¢ s mic kém

SUY m'm

suy gan vi suy thiin, hidu chinh 1idu theo huéng dan d&i vai bénbonl
Chéug ohi dinh:
- i tng v6i thude o6 chiva cde din chdt piperazin,
- Khing cmp fing voi galactose do di truyén,
- Suy gide lactase lapp di truyéa.
- Khone of kha ning hép thy glucoss va galactose,
- Suy thin idiag (Bénh nhin od O thank thai creatinin th < 10 miphiit hode binh nhdn chay

thin).

- Qué man voi levoeativizin, cetirizin hode cde hydroxizin khac. e

Cinh bao vi thin trong khi ding thude: -. %{,_, )

- Pl nit ¢d thai va cho con bl !‘5"\% Y

- Tré em dudt 2 i, Vo te g
Pt

Canlr bty i1 duype i
- Sarbito! Bonh nhin bi 19 loan khdng dung map fructose <o di truy yen khong nén duge chi dinh ~

ding thude niy,
- Natri e abisulfit Trong wwdng hop hidm, ¢o th $ iy ¢i phin tng qua an nghiém trong va

ca thit '315 quan,

S dung thude cho phy ni ¢6 thai vd eho con bl

Theri fi g thai:

Sy an teda cta levocetirizin wong théd ki mang thai edn chia duge cl'zr_'mg minh, vi vay nén duge

st dung than trong trong thd ki mang thai, va chi nén s¢ dyng khi i can ahic loi ich va nguy co

Cdn tham khao v kidn bae sTkhie  mg thude cho d ddi tremy ndy. - R
Thavi kv ehio enin bk b

-

Levacetrizin duoe bai tidt vao sta mg, nén st dung thin trong o phitog phu nd ciw con b chi

&

o niy lpd feh tha e 16n hon bt et rapy hidm oo the ndo G861 v WL bl me, oin bl thém 3

)

ar

g
kidn bac & ki str dung thude che ddi tuong néy,
Anh it hudng cida thude Bn khi ndng I xe vd viin hanh mdy moc

mét moi oo thé xdv rw & ngudd ding leveestinizin, do dd cin

Do mét s0 hidn weng nhe dau &
thén trong ki il xe va viim hanh may mde,

Tuong tie, trong ky con thube:

Bén nay chua cd nghicn etu ey thé ndo v sy twong Ge lam sdng el fesovctivizin, Sy wwomg
tac thude niy duee dya wén nghién el trong the thude clia cetirizin,

‘
T

Ridn ol vé cac cbidt dong phin recemic cetirizin chio thiy khong ¢é trong tag vl

wediin, cimetidin, ketoconazol, erythromyein, azithromyein, glipizid).

‘J
'f
i

midn evn dung da lifn

6%}ty

guan sat thdy cd sy giam nhe d9 thanb thal cetirizin
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phit hop vol phyliio 400 mg duy ohat mol ngay). Trong ki do phyllin ¢d khuvnh hudny

3.

khdng bi gnh hudng bl thude kém theo cetinizin, Su | im,, thu ol lovoceurizin Jam kdo dad
Han giam luong thude duge hap

e gian dit nui‘.-- Jd ddinh wrong Mm' fugng nh

thu,
O mdt s bénh o L.m nhy caur thi khi st dung cetisizin bodc lovoeeirizia cing vad rupu huiic
che thude z’a'c ¢hié thin kinh tung uong thi o6 thé wdy tic dung bt Jol 1dn e thdug thin kinh

rang weng.

Tde dxmg lthéng mong mudn:

56 the dung phyr cua thude nhur M3t méi, khé midng, dou diu ca thé xay ra,

Hér kb xdy en phan (g qm mén bao ¢ u;m so¢ phdn v vaphdt ban. | iién ki a4y ra fruon

by nhip tim nh:miz ddnh wdng ngue, thm than bidu ddng, ca ije, men gan Lé‘%nge vign gan.

ping bilimabin..,
Théng biie nguy el bie sTheje duwpe sTERE gip phil cde tée dung ph edie thude,

Quad it va cdch xie tris
Tiiéw chtimg: Tricu chimg el qud lidu 6 th ghm ngd gd v ngudi [on. ban ddu 13 kick ddng va
bdn '-‘h?}*'« suu gy budn ngh o s ens.
Nu trf: Cha ¢d thude giaf doe dde hicu ddi véi levocetivizin, Nou qua Tidu xdy s hi chi yéu 12
didu i tritu chivng va didu trf duy th, Rim da déy e thé duye efin abde néu khy.ng thod glun qud
lidw ngin
Cae dde tiph dwye Tye hoe:
Mo we dung duge 19 Thud + khi ing histamin dudug todn thin, din <ot piperr i

A ATC: RGsALNS
Levocetinizn thude nhom thude 481 khang chon loe thy thé Hi va khdng histamin ihdng €6 e Jung

b

an thim, :{r |

| evoetisizin tie dy

o bing cach chen ede thy thd histamin, | m:‘u:a:::iré?m Ko chin sy glad

phony histarmin i cde 1é bao mast nhung ngin chin histarmin um vist oo thu theé THES ¢da nd, do dd
Par o ohdin sw gind phéng cde chitt gy di Gng khde»  m ting cung ofp mdu tol khu vie va Tam
el o gt ghing didn hinh cua céam mao.

Levosetivizin cong duge ding d2 lam glim cde wisu chime mé doy ty phit nien tah. Jiy 1 mét béab

da man tinh. teong by nbw me g an ngla rhivng khong o6 uguy o nhiin 3 ring, o b

by ngaxs

b

Astamin i-a‘zm cidim nhg ngda va phit ban.

fe (iia!’i_‘, uL

. v

Levouetiizin 12 mit thude khd ing histamin kkdng ¢ e dung an than de

eio v viviy Khosg gdy buon .

e dde tinh duwee dgng hoo

~ Hidp th Levocetiyizin duge hip thu 1ot O neudi 16 ndng 4 Jdinh wong ha dat duge

s kbt udng thude 0.9 ¢id Ti' 18 thuoe tieh Iy On dinh 1& 112 Jut duge spu Kb noag 2 nghy,

1 i kY ¢

o do thude 181 da sau \ha udng mot lidu den va 1 1idu nhie i § mg mat [an mdi ngdy B luon

I ul vi 308 ng/ml Thite #n khong dnh hudmg 51 sy phin bo thude nhimg Tmax thi bi
chim Ip khodng 1.23 g v Cmax gidm khoang 36% sau khi udng 1hude ehng véi bita 2in nhidu

chat bédo,

o
fr? .
Y
T
Al
. H
N



i

hidu ohu dn i vitro, lovocetirizin ¢

n ket vdl protein bt wong hhedng 91

U4, The tieh phda ba Khodng 0.4 Lkg

X
g

5

A

¥
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Chuven hows Con duomg, chuvén hda chinh 13 oxi how {ilfﬁn chit hydroxyl héa, 2
dealliy! Roa, din chidt N-oxy héa va din ehdt N-dealkyl hoa). Hén hop vdi acid ghuicwonic taurin
vd clutathion, hinh thanh cée acid mercapturic.

Théi win Levoceiiizin duoe bai 68 chi véu qua nude tién khodng §35.4%. thid id qua phin ¢hi

v thin, d6 thanh thdl coa levogetivizin b giam.

kboang 12.99% lidu udng
Quy cach doag git:

ong nhuza. § Ong nhua/vi

fop 2vi, dvi, 6 vi, 8w I

Biio quuan: Trong bao bi kin, tranh dm. tranh dnh sdog, nhidt &3 dudi 30°C, ;

Han dime: 36 thing k3 trnedy sin sudt ‘i\'%—‘i\)

Tidu chuin chit hrpng: Tidu chudn co s

Nha sin xuis

CONGTY {,{) PHAN §)I‘()'” PHAMC i’( ILA NOT

“ T

Cym cong nghigp Ha Binh Pheong. Thadag Ting Ha N




