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Thanh phiin cing thire thube:

Mdi vién nén bao phim chira:

Thénh phdn hogat chat:

T 1ol 1 T 1 330 mg

Thanh ;:'."i'-:'rln rii degre: cellulose vi tinh thé, copovidon K28, tinh bt ngd tién ho hoa, crospovidon,
colloidal silicon dioxid, magnesi stearat, HPMC 15 cps, HPMC 5 cps, lactose, tale, titan dioxid,

Hiedng din sic dung thuoc

PEG 6000,
Dang bao ché: Vién nén bao phim

Mé ta: Vién nén bao phim déi, méau tring, bé mit vién nhin, canh va thanh vién lanh l3n.

1. Péc tinh dwge lye hoe

Nhom durgre 19 Tiéu hoa va -:hujr'én hoa
MAATC: A16AAD]

Levocarnitin 1a mit hoat chét ty nhién, can thiét
cho sir -:‘:hu:f'én hoa ning lugng o dong vat eo v
Levocarnitin ¢ tac dung vin chuyén chudi acid
béo dai vao tv thé. tr do cung cap chit nén cho
qud trinh oXY hoa va san xudt ning lwong. Acid
beéo dirgre s dung lam chit nén trong tat ca cac
md, trir md ndo. Trong oo Xwomg v oo tim, acid
béo la chit nén -:hl'nh trong san Xudt ndng
[iromgg.

1. Bic tinh dwpe ding hge

Thing tin duge ddng hoc coa levocamitin dang
sir dung trén ngwiri Iém va dang sir dung trén tré
nho 1a khing khac nhau,

f.i'ri.]ri- thi. '.'*-il.::nnbI do thi da thudc trong hu_x:*l
teromg dat duoe sau 3.3k u-:Emg thusic.

Phdan ba: Thudc khing lién két viri profein v
albumin huyét turomg _

Chivén haa: thuoe duge chuyén hoa sang dang
TMAQ va y-butyrobetain trong dudmg ticu hoa
duin the dfng coa vi khudn dudmg rudt. Thin
gian ban thai cia thudc khoang 17.4 gidr

Thai trir: thude thai trir khoang 9% qua nudc
tiéu dun dang chua chuyén hoa. [{huéng 58-
63% thude dwge chuyén hoa qua phan va nude
tiéu & ca dang 4 chuyén hia hode chua -:hu:.fEn
hoa. 76% lieu durge bai tiét qua muede tiéu tron
thiri gian 0-24h, Thoi gian ban thai phin bo

trung binh la 0,585 gitr va théi gian ban thai,
thai trir cudi ciing trung hinh 14 17.4 gid.

Tae dun;.‘, vi df an 1pan coa levocarmitin ding
duémg udng ch%&. bido cao trén ddi tugmg

bé¢nh nhin suy th Viéc sir dung levocarnitin

duimg wong & liéu cao o nhimg bénh nhin bj |

suy giam chire ning lhﬁn nghiém trong hodc o
I:u?.nh thin giai doan cudi (ESRD) ¢d thé din

dén su tich tu cac chit chuvén hoa dic hai nhur -

trimethylamin {TMA) va trimethylamin-N-oxid
(TMAQ), vi nhimg chat chuyén hoa nay
thuomg duge bai tiét qua nurde téu.

Khding co dir liéu d3c biét khi so sianh 1dc dung
cia thube gitra bénh nhin cao tudi va cac doi
tugmyg bénh nhédn khac, tuy nhién dya trén cac
dit lidu hign o thi :.uL tac dung khing mong
muén hodie cie vin dé khic o thé i pha.u trén
ngui cao tudi khong khic biét so vii ngum
truomg thanh tré tudi, .

Thin trong khi sirdyng thude trén bénh nhéin bi
bgnh gan vi chua co dit lidu nghién el dav da
trén doi fugmg niy,

3. Chidinh

Chi dinh trong cic truomg hop thiéu hyt
camitin nguyén phat va thir phat.

4. Cich ding, liéu dimg

Ngoeori troedng thanh:

Liéu khuyén cdo 12 990 mg x 2-3 lin‘ngay, diéu
chinh liéu dia trén dip (mg trén lim sing cla
bénh nhéan.
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Tre - ”ﬁuffmim; va tré nhé: Lidu  50-100

nhlih Hla thanh 2 ldn, liéu tdi da la
||'|3 ng‘?-:lirFr[rﬁﬁ“ I‘..'_Im:fn diin khuv&n cdo A 50
Img,-'kg%gﬁw.mu'ﬁﬁ diéu chinh liéu dya trén
'-Iﬁhl{!n lnm,k.img cla bénh nhdn.

.ar&r{:'inﬁa"su dung thubc, theo ddi tinh
nhin dua trén cic thing sb

huyét hoc.
5. Chong chi dinh _
Dj img v levocamitin hofic bt cir thanh phin

ndo cia thude,

6. Cianh bio va than trong Khi dang thuie
Vige s dung levocarnitin cho b¢nh nhén tidu
duimyg durgre r.h::u iri E;l.,mL_ insulin hodc céc 1h|.mq.
ha dudimg I1u1.é[ duimg udng co thé dzm dén ha
glucose mau. Nong d{- Ll.l-ll.-l:l-‘il.. huvét tromg &
a'uh"rng ddi nrgmg nay phai duge theo di thudmg
Xuvén dé didu :,Iunh viée s dung thude ha
duimg hmr_l ngav néu can.

An todn va I1Ln._=.u qud cia levocarnitin duimg
uéng chura duoe danh gia @ b¢nh nhén suy thin,
Sir dung levocarnitin licu cao kéo din & nhimg
bénh nhén cb chire ndng thin bi Hn thuomg
nghtem trgng  hode & nhimg bénh nhin bj suy
thin man giai doan cudi (ESRD) dang chay
thin o thé dan dén tich ty cic chdt chuvén hoa
gay dic tinh (TMA {tnmethylamine) va TMAO
(trimethylamine-N-oxide)), vi céc chit nay
dirgre b tidt qua nuoc e

Bd co bao cdo vé ting chi s INR khi sir dung
thude cong vei dan xuat coumarin. Cin theo
dii chi s6 INR & bénh nhin st dung din xuit
coumarin khi dang sir dung levocarnitin.

Phan (mg gud m.m

Fhian II'|'|l I,|I_I1 M4 ]I'I ni '|'II|. in B I'i 150 "I.II'II '1|'I 1

ban. ndi mé day va phi mat i du e bido cdo
vol levocarnitin dudmy uong. Cac phan img qus
ehidm trong kKhac, bao gom s0¢ phan v,
| i |
1L Yl i Illll'l:'l;__-. COIlE] EML sl LATcki :TI.II lJl.l.J.i:

cuch dang chay than.

Ngimg sir dung levorcarnitin vi thing bio cho
cian by v té ngay 1gp ure khi biit ddw xuat hién
cdc tri¢u chimg cia phan img qui man.

Thude ¢é chita lactose. Bénh nhin cd cic vin dé
di truyén hiém gip vé dung nap galactose, thiéu
enzvm Lapp lactase hode kém hip thu glucose -
galactose khong nén ding thude nav.

7. 8 dung thude cho phu nir ¢o thai vi cho
con ba

Phy mii co thai: Levocarnitin khing gay dic
tinh trén bao thai hodc qudi thai & ddng vt tha
nghiém. Tuy nhién, chwa co dir lidu vé 4o an
toan cia thude trong thai ki & ngubi. Do &6 chi
khuven céo sir dung thude trong thin kv mang
thai néu lgi ich cao hom nguy co.

Phu nir cho con bi

khéng ¢6 dir ligu levocarnitin bai tiét qua sia
me. Nghién clu trén bo cho thiv ham luong
levocarnitin tdng lén trong stra b sau Khi duwge
tiém. Do d6 cin cin nhic nguy co anh hudmg
cua levocamitin trén tré 5o sinh vin lgn ich cua
VIdC bl sung levocarnitin cho me.

MNén thin trong khi ding thude cho ddi nrmg
niy.

Trong théi ki mang thai nén héi ¥ kidn béc si
hay durgc si trude khi ding thudc.

8. Anh hwirng ciia thude 1én kha ndng lii xe,
viin hainh miy méc

khéng anh huomg.,

9, Twong tac, twong ky cua thuie

Thude ¢6 thé lam tind 1ac dung cia cic thude
ching déng méu warfarin).

10. Tiic dung khing mong mudn cua thude
lf‘*u: phan tmg ngoai v duge ]'rhEm loai theo tin -
sudl v hé co quan. Cac loai tin sudt duge xdc
dinh theo quy woc nhyr sau: Rit thudmg ap (=
1/10), Thuimg gdp (= 1/100 dén < 1/10), It gip
(= 1/1 000 dén < 1/100), Hiém gip (= 1/10 000
dén < 1/1 0003, Rat hiem gdp (< 1710 000),
Chura 1 tin sudt [chum xde dinh duoc tir nhimg
dir liéu hién ca).

- Thirinyg gdp. 110> ADR
Fom mach: Tang huyet ap.
Tiéu hoa: Bau bung. co thit da day, tiéu chay.
Than kinh: Prau dau, budn nén va nin.

= It gdp, TN < ADR < 17101

Tim mach: Nhip tim nhanh. _

Toén thin: Sot. mét moi, mai co thé, sung ban
tay, chin dudi va ban chan, cam gide ngira ran,
Tiéu hoa: Khd chju & bung, gidm vi gidc va cin
nang. .

Thin kinh: Tram cam, chong mit.

Mat: Giam thj lyc.
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. Hiém gdp=4
E’Dn“tmh “-r_._- L
Huirn ﬁdrm:‘l‘n nfm.aiﬂﬁ'

".l'&'L Irunrlﬁﬁﬂ'ﬁ:i'p b-c;nh nhin gip tic dung phuy
‘ttEl'_'!ﬁ]mn Em.ﬁ:: mét moi: khnng Can
- L'L1 ;.m-tri:;u chimg ndy s& bién mit

< }/1000

- Vim truimg hop hE’ﬂ]‘l nhan bi mii co thé: c6
the giam liéu cho bénh nhén.

- Céc trirdmg hop khac: ngime ding thude va
diéu trj triéu chimg cho bénh nhin néu cin.

11. Qua liéu va edch xir tri

Chia c6 béo cdo vé gua lieu khi sir dung
levocarnitin. L.Dsy coa levocamitin theo duimg
tiém tinh mach trén chudt cong la 5.4g'ke va
LDsp cua levocamitin theo dinimg uél:ng_ trén

Sdin xudir fai:

chugt nhit 1a 19,2 gke. Qua liéu levocarnitin
cd thé gay tiéu chay.

Levocarnitin c6 thé loai bo bing cich loc mau.
12. Quy cich ddng goi

Hop 9 vi x 10 vién, kém hudmg din sit dung.

13. Pieu kién bio quin

Nui khis madl, trdnh dnh sang, nhigt do khing qus
I0PC.

14. Han ding

36 thang ké tir ngéy san xudt.
15. Tiéu chuin chit o cia thuie

Duriye dién M§

CONG TY DUGC PHAM VA THUONG MAI PHUONG DONG - (TNHH) _
PYa chi: TS 509, 1oy ban db sb 01, cum CN Hap Linh, phwémg Hap Linh, TP. Bic Ninh, tinh Bic Ninh

Exién thoai: 02223.720.838

Fax: 02223.720488
E-mail: nguoitruyenlua @@ phuongdongbn.com.vn

cC

TUQ.CUC TRUGNG
PTRUGNG PHE}NG

Ghu Oucc Think
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2. Nhan chai 60 mil.

THEAH PN CRIPMAHD  COMPOSITION
ol cow rn.-nnuuquicum: oHl iR ATD K@ ADHIRISTEATION, DOSAGE, INTECATICN
WA DAL THONG TIN .
‘W tvpeg b Py ol g ey ks ke dees. Feuofenadin HOL 30 mgiSmi hl@lr:.h:mmumnlrh%“m_
(A LA Plruis gad (hiy (UICH B s
P i v, Wik s ey, P i) g el BTG TERAGE:
Tifl CHilEA TEES a ool place, \emparaee ol aasesdng 91 C.
O Promecr o Egiv
a":@m&""ﬂ“ —— 1n-|:r|r|m.rrmu h:u“:-
I ORI i G Eeep ot oF reach o chilines
mﬂu; bl iich wbng | AR TR BETTLE L O BACH S5

COMNG T DLAOT PO A THUOTG M PHLMOMG EORG TREN

TH BOEL i belben 38 8 I cusm CH Hap Link, P Hae Linh, TR Ble Finh, Bl Minh

- N&i dung, mau sac nhuw mau.
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1. Nha@n hép 1 chai 75mil

XOMALY

THANH FHER:
Faspfenadin perochiond. ... 3 mg Bau of 1 buaitie of TS mid WHOL-GMP oMM
1 chal w T5 mil WHO-LMP

T dhige v i Feiatrs dmchiord.... 0mg nEr
ol D DG, CHOMO CH DikH Eschpbertigal. ...
W D THOMS il EHAD I'qI:binETr:nl-.-ﬁ_uuumq-'.Tl:ms_
Xin Joc toneg 1 hudeg dlin w1 dung Hﬁ:ﬂﬁarmﬁw
b ATDK@X « o= ATDK
H:H;:mmu.rtm&hm&quﬂc_ E:I STORAGE ax

, Fexofenadine 30 mi tn.a dry anad cool place, iemperanre fol Fexofanadin 30
TIEL CHURR: TOCS mg/s unpading 3'C, protect irom e ighl s
o Owal Suspension SPECFICATION I hisitafy Hin dich udng
B i e Ly I RIG. Mo: VID- -
B ey badng Sin 50 dung Eeude ki F——
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HUUNG DAN SU DUNG THUOC
ATDKOX
BE xa tim fa [y £rd e,
Doc ki huedng din sit dung tricde khi ding.
Léc kF traedic khi ding,

. THANH PHAN CONG THU'C THUOC:

Mdi Sml hin djch udng chia:

Thank phan hogt chir: Fexofenadin hydroclorid: 30 mg

Thanh phan td dieere: Aerosil, glycerin, sucrose, sucralose, natri edetat, meth vlparaben,
propylparaben, propylen glycol, xanthan gum, hwong diu, acid citric, natri citrat, miu Erythrosin,
nurére tinh khidt vira do Smi.

. DANG BAO CHE: Hin dich udng. Thube dang hin dich miu héng nhat, vi ngot hoi déng, o6
mul huong déiu, pH tir 4,0-6,0,

. CHI PINH:

Thube duge chi dinh didu trj trigu chimg trong viém mii dj tng theo mia, may day man tinh vo ciin
o tré em.ngurdi lom, ’

. CACH DUNG, LIEU DUNG:
Clich dimmg: Thudc dimg dutmg uéng. Khang udng véi mrde hoa qua, Ung trurdic | n.

Lidu ding:

Viém mifii df img theo mia:
- Liéu théng thuirdrng cho ngurdi 1om v tré em trén 12 wbi: 60 mg (10 ml) % 2 lan/ngay -
hodc 120 mg (20 ml) % 1 lAn/ngay.

- Lidu thong thuimg cho tré em tir 6— 11 tudi: 30 mg (5 ml) % 2 lin/ngay.

My day man tinh vad edn;

- Liéu thing thuimg cho nguwdi lom va té em trén 12 wbi: 60 mg (10 ml) % 2 lan/ngiy
hodic 120 mg (20 ml) > 1 lan/ngay hode 180 mg (30 ml) = | rén-fngéy-

- Lidu théng thuimg cho tré em tir 6 — 11 twdi: 30 mg (5 ml) 2 lan/ngiy.

Cac nghién ciru thye hién & ngui lon & cde nhom nguy ce dic bigt (nhimg bénh nhin suy thin
hodie suy gan) cho thiy khéng cin didu chinh lidu fexofenadin hydroclorid & ngwiri lém.

CHONG CHI DINH:
Qua mdn véi bét cir thanh phin néo cia thudc,

. CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Diing than trong cho tré bj suy thin, suy gan.

- Bénh nhén cd tién sir bénh tim mach cén durgic cnh bdo rﬁ.n,g thude khing histamin nhu mét loai
thude c6 lién quan dén cic the dyng ngoai ¥, nhip tim nhanh va danh trong ngye.

- Bénh nhin ¢6 vin dé vé di truyén khin g dung nap fructose, thidu enzym glucose - galactose hojic
sucrase — isomaltase: vi trong thanh phiin thue cé sucrose nén khuyén cao bénh nhdn khing nén si
dyng thude nay.

(Bd sung lan | ngay 15/12/2018)
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- Khéing udng rwgu (vi dy: rugu vang, bia, rugu manh) trong khi diing thude nay (propylen glycol
co thé lam ting tac dyng cia rugu).

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

- Theri ki mang thai: Khong co dir ligu vé sir dung thube trén phy nit ¢6 thai, chi nén ding thudc
néu lof ich vt trdi so véi nguy eo.

- Thai ky cho con bii: Khing c6 dir liéu v& ham lugmg sita me sau khi diing thude, Tuy nhién, khi
ding terfenadin cho ede ba me cho con b, Fexofenadin di dwge tim thay vao sira me. Vi vy,
fexofenadin hydroclorid khing dge khuyén cdo cho cic ba me cho con bi.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Bénh nhdn cb thé 1ai xe hofic thye hién cdc nhigm vy doi hoi sur tip trung, Tuy nhién, dé xde dinh
nhimg nguii nhay cdm c6 phin img bat thiémg vdi cdc san phidm thude, nén kiém tea phin img ciia
timg ¢4 nhén trude khi 1ai xe hodc thye hién cac cong viée phire tap.

TUONG TAC CUA THUOC:

* Tuwong tic:

- Er_'.-'thn:':m}':jn. ketoconazol 1am ting ning 4§ fexofenadin trong huvét tuong nhung khing lam
thay doi khoang QT

- Khing ding déng théi fexofenadin véi cac thude khing acid chira nhém, magnesi vi s& lim giam
hip thu fexofenadin. Nén ding cic thude ndy céch nhau khodng 2 giir

* Twong ky: .
- Nude hoa qud (cam, budi, tao) c6 thé 1am giam sinh kha dung coa fexofenadin téi ?ﬂ#/
- Tranh ding fexofenadin vai rigu vi lam ting nguy co an thin {ngu).

TAC DUNG KHONG MONG MUON CUA THUOC:

Ciic phin dng cd hai dwge phin nhém theo tin sudt: Rét thuomg gdp (ADR =1/10), thuimg pip
(17100 SADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gip (1/10000 = ADR < 1/1000) vi rdt
hiém gip (ADR < 1/10000)

Theeomg gap

- Thén kinh: budn ngu, dau diu, mét ngt, chong mit.

- Tiéu héa: budn nén, kho tidu.

- Khéc: dé bj nhiém virus (cam, ciim), dau bung trong ki kinh nguyét, dé bj nhidm khudn hd hip
trén, ngira hong, ho, sit viém tai gitta, viém xoang, dau lung.

f gap

- Thén kinh: sy hai, rdi loan gide ngi, dc mdng.

- Tiéu héa: khd migng, dau bung.

Hiém gap

- Da: ban, may day, ngira.

- Phiin {mg qué mén: phii mach, tire ngye, kho théy, 46 bimg, sée phin vé.

Hwémg din xir tri ADR: ADR cia thude thuimg nhe, chi 2,2% nguii bénh phai ngimg thude do
ADR cia thude.

ad

\.- I'x o e,

Thing bdo ngay cho bic s hodc duwge 57 nhitng phdn ing cé hai gilp phii khi si dung thude,
11. QUA LIEU VA CACH XU TRi:
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- Théng tin vé dic tinh cip cia fexofenadin con han ché. Néu cb cdc tridu chimg nhu budn ngu,
chang miit, khd migng thi thdng bio ngay cho bidc s¥ hode duge s7 dé co bién phap xur tri kip thi,
- Xie ori: sir dyng bign phdp thang thutmg dé logi bo phin thubc con chua duge hip thu & dng tidu
héa. Didu tri hd trg va didu tr tridu chimg. Thim phdn mdu lam giam nong dé thude trong miu
khing dang ke (1,7 %). Khéng c6 thubc gidi djc dac hidu.
12. QUY CACH PONG GOI:
Hip 01 chai 60 ml, kém cée dong.

Hip 01 chai 75 ml, kém cie dong.
13. PIEU KIEN BAO QUAN: Béo quén noi khd mét, trdnh dnh sfing, nhiét 45 khang qua 30°C

14. HAN DUNG: 36 thing ké tir ngay san xudt.
15. TIEU CHUAN CHAT LUQNG CUA THUOC: TCCS

16. TEN, DIA CHI CUA CO SO SAN XUAT THUOC:

Cor 5 s xudit thude: Cong ty TNHH Duge phiim va thwong mai Phwong Ding-(T! "

BYjar chi: TS 509, & ban dd sb 01, cum CN Hap Linh, phwimg Hap Linh, thanh phé Béc Nifih, tinh Bic
Minh, Vigt Nam.

Dién thoai: 02223,720.838

Fax: 02223720488
E-mail: nguoitruyenlua2i@phuongdongbn.com.vn
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