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MAU NHAN CHAI XIN PANG KY

EACH TABLET CONTAINS:
Fuxofenading hydrochionide........120mg
Excipient 9.5............... per 1 tablet
Indication, dosage, instructine and contra-indication:

See in the leaflet
Store in 2 dry placs, below 30T, proteet from light.
Read leafiet carefully before use
Keep out of reach of children

IR

ORIENT PHARMACELTICAL CORP.

Tiéu chuéin: USP 38

ORMYCO

Fexofenadin hydroclorid 120mg

| = B Nghy SX:
3 Han Dang:
GMP - WHO CONG TY CP DUOC PHAM PHUONG DONG
L8 7, Bubng 2 - KCN Tin Tao, P.Tan Tao A,

Chai 30 \ﬁﬁﬂ I‘!él‘l bao phirn Q. Binh Tin - TP.HE Cnl Minh - Vigt Nam

hydrociond........ 120mg
Td dupe vira adl...... .1 vign
Chi djnh, lifu diing, cdch ditng chiing chi djnh va
cée thing tin khic: xam ® hudng ddn sit dung
Bio qudn: Noi kh, nhidt 00 dudi 30°C,

1 20mg Dot kf umt:::mﬂimmn.

D# xa tdm tay tré em
5DK: 56 L6 8X:

EACH TABLET CONTAINS:

See in the leaflet
Store in @ dry place, below 30°C, protect irom light.
Road Isatlet caratully bafore uss
Koep out of reach of children

[0

DRIENT PHARMACGEUTICAL CORP

Tiéu chufln: USP 38

ORMYCO

Fexofenadin hydroclorid 120mg

PD Ngay SX:
> Han Ding:
GMP - WHO CONG TY CP DUIC PHAM PHUONG BONG
Lo 7, Bubing 2 - KCN Tdn Tao, P.Tén Tao A

Chai 60 vién nén bao phim

T4 duge vir d....... %
Chi dinh, lifu ding, cheh ding ching chi djnh vi
e thiing tin idie: xem  hudng din s dung.
Bdo quin: Nai khd, nhigt d9 duti 30°C,

trdnh dnh sdng.
Boe kf hwdng diln sit dyng trede khi ding
D€ xa thm tay trd em
SPK: S8 L8 8x:

120mg

Q. Binh Tdn - TP.HE Chi Minh - Vigt Nam

EACH TABLET CONTAINS:
Fexofenading hydrochioride....... 120mg
Exciplent g.5..............per 1 fablst

Indication, dosage, insirection and conlra-indication:
See in the leaflet
Storw in u dry place, below 30T, profust from light.
Read lsaflet carafully befors use
Keep out of reach of children

IR

DRIENT PHARMACEUTICAL CORP.

https://trungtamthuoc.com

Tigu chudn: USP 38

Fexolenadin hydroclorid 120mg

(EW Ngay SX:
oo Han Dung:
GMP - WHO CONG TY CP DUDC PHAM PHUONG DONG
L8 7, Bubing 2 - KCN Tdn Tao, ¥ Tin Teo A,

Chai 100 vién nén bao phim

Chi djnh, lifu ding, cdch ding chifng chi djnh vi
cée thing tin khde: xem © hudng din sd dung.
Bilo quin: Nt khd, nhidt di dudi 307,

Doc ki huttng din s dyng indde khi diing
0 xa thm tay ird em
S6 ko Sx:

SOK:

Q. Binh Tén - TP.H4 Chi Minh } Vigt Nam

CTY CP DUGC PHAM
PHUONG PONG

trénh dnh sdng. /
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, ORMYCO 120mg

Fexofenadin hydroclorid 120mg

MAU HOP XIN PANG KY

ORMYCO 120mg
EAGH TABLET COMTAINS:
Fanndesadine hydrochloride... . 120mg
Excipient g.5.... ....par 1 tablet
Indication, ;il;ll
See In the jeaflet
Store in a dry pisce, below 30°C, protect rom Hght.
Finad besiial caratully bebors ue
Knep oul of reach of children

Tiéu chuffa: USP 38

ORMYCO

120mg

Fexofenadin hydroclorid 120mg

PD

GMP - WHO

i duge vila 6.

S vign

Chi 6joh, idn Ging, cieh ding ching chi dish vl
i Ity tim Kbiic: xem ¥ heting dln sil dyng.

Bdo qudn: ot kho, nhiét 89 dudi 30T,
trinh dnh sing.

Boe i hung din s dyng tnode khi dieg

04 52 thm tay tré em

50K
Bgiy 51
Han Dong:

oc Praln
N Tén T

L8 5X:

PHUONG BONG
PTAn Tyo A

Specification: USP 38

ORMYCO

Fexofenadine hydrochloride 120mg

PD

120mg

N IBRIAGELTION. Com Hop 10 vi x 10 vién nén bao phim Al s Box of 10 blisters x 10 film-coated tablets
CTY CP UC.QO —uIMg Buwiozi puojooipAy uipeusjoxa4 ==
PHUONG BONG bwozt ODAWIO

PGs. Ts. TRUGNG VAN TUAN

https://trungtamthuoc.com
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HUGNG DAN SU DUNG THUOC CHO CBYT 35 Mgy

ORMYCO 120 mg

i Vién nén bao phim —
Cong thire: Moi vién chira:
Fexofenadin hydroclorid ......ciiviviismismmssnns 120 mg
Ta dugc: Primellose, Tween 80, Polyvinyl pyrolidon (PVP) K30, Ludipre:
102, Magnesi stearat, Hyproxypropyl methyl cellulose (HPMC) 615, P
dioxyd, Talc, Sét oxyd vang, Tartrazin, Sunset yellow, Ponceau 4R.
Trinh bay:
Vi 10 vién, hop 3 vi, hop 6 vi va hop 10 vi.
Chai 30 vién, chai 60 vién va chai 100 vién.
Duge lye hoe:
Nhém duge ly: Thube khang histamin
Ma ATC: RO6A X26
Fexofenadin la thudc khang histamin thé hé hai, c6 tac dung ddi khang dic hiéu va chon loc trén thu thé H, ngoai
vi. Thudc 1a mét chat chuyen hoa ¢6 hoat tinh cua terfenadin nhung khong con dc tinh ddi véi tim do khéng (rc
ché kénh kali lién quan dén sy tai cuc té bao tim. Fexofenadin khong c6 tac dung déng ké ddi khang
acetylcholin, d6i khang dopamin va khéng ¢6 téc dung trc ché thy thé alphal- hodc beta - adrenergic. O liéu diéu
tri, thudc khong gy ‘ngu hay anh hudng t6i than kinh trung wong. Thudc ¢6 tic dung nhanh va kéo dai do thudc
gin chdm vao thy thé H1, tao thanh phirc hop bén vimg va tach ra chdm.
Dugc dong hoe:
Hdp thu: Thude hap thu tot khi dung duomg udng va bit dau phat huy tac dung sau khi uong 60 phut. Nong do
dinh trong mau dat dugc sau 2 - 3 gio. NOng d6 Cpax dat xap xi 427 ng/ml sau khi udng liéu 120 mg mdi ngay
mét lan. Thitc an giau chat béo lam giam ndng d dinh trong huyét twong khodng 17% va kéo dai thoi gian dat
nong do dinh cta thude (dén khoang 4h). Tac dung khang histamin kéo dai hon 12 gio. Ti 1€ lién két vdi protein
huyét twong ctia thudce 1a 60 - 70%, chii yéu véi abumin va alpha, - acid glycoprotein.
Phdn bo: Khong ro thude ¢6 qua nhau thai hodc bai tiét vao sita me hay khong, nhung khi dung terfenadin da
phat hién dugc fexofenadin 1a chat chuyén héa cua terfenadin trong sita me. Fexofenadin khong qua hang rao
mau - néo.
Chuyén héa: Fexofenadin rat it bi chuyén hoa (khoang 5%, chii yéu & niém mac rudt. Chi cé khogn@ 0,5 - 1,5 %
duge chuyén héa & gan nho hé enzym cytochrom Pyso thanh chat khong ¢6 hoat| :
fexofenadin chuyén héa qua pha II (khong lién quan dén enzym cytochrom P,s5;) th3 chat ester methyl.
Chit chuyén héa nay chi thdy & trong phan nén c6 thé c6 su tham gia ctia cac vi khuan \rudt vao chuyén hoa ny.
Thai trir: Nira doi thai trir clia fexofenadin khoang 14,4 gid, kéo dai hon (31 — 72%) & ngudi suy than. Thude thai
trir chi yéu qua phan (xdp xi 80%), va nude tiéu (11 — 12 %) dudi dang khong doi.
Dugc dong hoc o nguoi suy than:
Cl,, 41 — 80 ml/phut: ndng d6 dinh cao hon 87%, nira doi thai trir dai hon 59%
Cl,, 11 —40 ml/phut: ndng d6 dinh cao hon 111%, nira doi thai trir dai hon 72%
Cl,; < 10 ml/phat: (¢ nguoi dang thuc hién tham phan): nf‘mg do dinh cao hon 82% va nura doi thai trir dai hon
31% so voi ngudi khoe manh
Loai bo béng tham phan méau khong hiéu qua.
Chi dinh:
Fexofenadin dugc chi dinh ding diéu trj triéu chimg trong viém mii di img theo miia & ngudi 16n va tré em tir 12
tuél tra 1én.
Chong chi dinh:
Qua mén véi fexofenadin hay vdi bét cir thanh phan nio ca thude
Liéu lwong va cich dung: ) )
Céch dung: Ding duong udng, nén uong trudce bira dn
Liéu ding:
Nguoi 16n va tré em tir 12 tudi tro 1én: Liéu khuyén cdo 120 mg mdi ngay mét lan
Nhom doi tuong déc bigt: ) e )
O nhimg bénh nhan cao rucu bénh nhan suy gan/ than khong can thiet dieu chinh lieu & nhém bénh nhan nay.
Téac dung khong mong mudn:
Trong cac nghién ctru lam sang co kiém sodt, ti 1¢ gip tac dung khong mong mudn & nhém ngudi bénh ding
fexofenadin twong tir nhém diing placebo. Céc tac dung khong mong muon cua thudc khong bi anh hudéng béi
lidu dung, tudi, gidi va ching tdc clia bénh nhan.
Thurong gap, ADR > 1/100
Than kinh: Budn ngt, mét méi, dau dau, mat ngu, chéng mit.
Tiéu héa: Budn ndn, kho tiéu
mnatamthuoe—ecom

y B@roci'ystallme cellulose)
hyg%glxspl (PEG) 6.000, Titan
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Khéc: Nhiém virus (cam, ctim), dau bung kinh, nhiém khuan ho hé‘ip trén, ngtra hong, ho, sOt, viém tai giira, viém
xoang, dau lung.
It gap, 1/1000< ADR< 1/100
Than kinh: S¢ hii, réi loan gidc ngi, 4 mong.
Tiéu hoa: Kh6 migng, dau bung.
Hiém gap, ADR< 1/1000
Da: Ban, may day, ngtra.
Phan (mg qua man: Phi mach tirc ngue, kho tha, d6 bimg, chodng phan vé.

Tuwong téc thude:

Erythromycin va ketoconazol lam ting ndng d¢ ctia fexofenadin trong huyét twong nhung khong lam thay ddi
khoéng QT.

Nong do fexofenadin c6 thé bj ting do erythromycin, ketoconazol, verapamil, cdc chat trc ché p - glycoprotein.
Khong ding dong thi fexofenadin véi cac thudc khang acid chira nhom, magnesi vi s& lam giam hép thu
fexofenadin, can phai ding thuoc nay cach nhau (khoang 2 gi)

Fexofenadin c6 thé lam ting ndng dd con, cac chat an than hé TKTW, céc chat khang cholinergic.

Fexofenadin ¢6 thé' lam giam ndng d¢ cac chit irc ché acetylcholinesterase (6 TKTW), betahistin.

Fexofenadin c6 thé bi giam néng do béi céc chat e ché acetylcholinesterase (& TKTW), amphetamin, cac chat
khang acid, nudc ép qua budi, rifampicin.

Thén trong khi dung:

Tuy fexofenadin it gy budn ngii, nhung van can than trong khi l4i xe hodc diéu khién may mée doi hoi phai tinh
tdo

Can than trong va diéu chinh lidu thich hgp khi ding thude cho ngudi ¢6 chirc ning than suy giam vi nong do
thude trong huyét twong tang do nira doi thai trir kéo dai. Can than trong khi diing thude cho ngudi cao tudi (trén
65 tudi) thuomg c6 suy giam sinh Iy chire nang than.

E)Q an toan va tinh hi¢u qua cua thude & tré em dudi 6 tuoz chua xac dinh duoc.

Can ngimg fexofenadin it nhit 24 — 48 gi&r trude khi tién hanh cac thir nghiém khang nguyén tiém trong da.

Diing fexofenadin lam bénh vay nén ning lén

Tuy thude khong ¢6 dc tinh trén tim nhu chat me terfenadin, nhung van can phai thin trong theo doi khi ding
Fexofenadin cho nguoi da ¢ nguy co tim mach hodc ¢6 khoang Q — T kéo dai tir trude.

Can khuyén ngudi bénh khong tw ding thém thube khéng histamin nao khac khi dang sir dung fexofenadin.
Trong thanh phan thudc ¢6 chua cac ta duge tartrazin, sunset yellow, ponceau 4R ¢6 thé gay phan tmg dj img.

Lai xe va van hanh may moc: ‘

Tuy Fexofenadin it gdy budn ngt, nhung van cén than trong khi l4i xe hodc didu khién may mée doi héi phai tin
tdo.

Phu nir ¢6 thai va cho con bi:
Thoi ky mang thai : Do chua ¢6 nghién ctru ddy du trén ngudi mang thai, nén chi ding Fexofenady
mang thai khi lgi ich cho me vugt trdi nguy co ddi vdi thai nhi.
Thoi ky cho con bu : Khong ¢6 dir liéu vé viée fexofenadin bai tiét qua sira me. Tuy nhién khi djing terfenadin
cho phu nit cho con bi da tim thay terfenadin trong sita me. Vi vay fexofenadin khong diing cho phiy nit dang cho
con bu.

Qui lidu va xir tri: , , ‘

Théng tin vé ddc tinh cap cua Fexofenadin con han ché. Tuy nhién, budn ngu, chong mit, khd miéng da duge
béao céo.

Xir tri : Sir dung cac bién phép thong thuong dé loai bo phan thube con chua duge hdp thu & éng tiéu héa. Didu
tri hd trg va diéu tr triéu chimg.

Tham phan mau lam giam nong do thudc trong mau khong dang ké (1,7%). Khong c6 thude giai doc dic hiéu.

Bio quan: NO‘I kho, nhiét do dudi )OGC tranh anh sang

Thudc san xuit theo USP 38

Han diing: 36 thang ké tir ngay san xuét

Ngay xem xét sira dbi, cap nhat lai ndi dung huéng din sir dung thube:
CTY.CO PI-IAN DUQC PHAM PHUONG PONG

- 2 o " ;Q
CONG TY CO PHAN DUGC PHAM PHUONG DONG (&

D Lo 7, Budng 2, KCN Tén Tao, P.Tan Tao A, Q. Binh Tén, TP. HK{M.
LSS pT(08) 37540724, (08) 37540725 FAX: (08) 37505807, \P

NGUYEN VAN MO
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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Tén sin phaim: ORMYCO 120 mg
Doc kj hudng dén sic dung truée khi ding

Dé xa tam tay tré em 7 D“-_?f:??}‘\\\\\
Thong bdo ngay cho bdc sy hodc dwgc sy nhitng tic dung khong - fgdp p&\at khi stk dung
thuoc ) CO F’HA] \o ._\
2. Thanh phan, him lwgng cia thude: M3i vién nén bao phim chia: pugc PHAM }“ E
— Fexofenadin hydroclorid........co.covvevueererrcrinnnee. 120 mg N/ 3/

O, \FHUONG B
rvieek lS&H/c/ocrystallme
cellulose) 102, Magnes1 stearat, HVproxypropyl methyl cellulose (HPMC) 615, en glycol (PEG)
6.000, Titan dioxyd, Talc, Sit oxyd véang, Tartrazin, Sunset yellow, Ponceau 4R.
3. M6 ta san pham: Vién nén tron bao phim mau vang hodc vang nhat.
4. Quy cach dong géi :
— Vi 10 vién, hop 3 vi, hop 6 vi va hdp 10 vi.
— Chai 30 vién, chai 60 vién va chai 100 vién.
5. Thude diing cho bénh gi?
— Fexofenadin dugc chi dinh dung diéu trj tri¢u chimg trong viém miii dj img theo mua & ngudi 16n va tré em
tir 12 tudi tr lén.
6. Nén dung thude nay nhw thé nao va lidu lrgng?
— Cach diing : Diing dudng udng, nén uéng trudc bita in
— Liéu dung:
+ Ngudi 1én va tré em tir 12 tudi tré 1én: Liéu khuyén cdo 120 mg mdi ngay mot lan
+ Nhom déi tuong dic biét:
+ O nhimg bénh nhan cao tudi, bénh nhan suy gan than khong can thiét diéu chinh lidu & nhém bénh nhén
nay.
7. Khi nao khong nén ding thube nay?
— Qué man véi fexofenadin hay véi bét cir thanh phan nao cia thude
8. Téc dung khong mong mudn: /
— Trong céc nghién ciru 1dm sang c6 kiém sodt, ti 1¢ gap tac dung khong mong mudn & nhém ng
dung fexofenadin twong tu nhom dung placebo. Céc tic dung khong mong mudn cia thude khon
huong bai liéu dung, tudi, gidi va ching toc ctua bénh nhan.
+ Thuong gap, ADR > 1/100
e Than kinh: Budn ngu, mét moi, dau diu, mat ngu, chong mat.
o Tiéu héa: Budn nén, kho tiéu
e Khac: Nhiém virus (cam, cum), dau bung kinh, nhiém khuin ho hép trén, ngura hong, ho, sOt, viém tai
giira, viém xoang, dau lung.
+ It gap, 1/1000< ADR< 1/100
e Than kinh: So hai, rdi loan gidc nga, 4c mong.

e Tiéu hoa: Kho miéng, dau bung.
+ Hiém gap, ADR< 1/1000
e Da: Ban, may day, ngtra.
e Phan {mg qud man: Phi mach tirc nguc, khé thd, do bimg, chodng phan vé.
Théng bdo cho bdc sT nhimg tdc dung khéng mong muén gap phai khi st dung thuéc.
9. Nén trinh diing nhirng thudc hogic thye phim gi khi dang sir dung thude nay?
— Erythromycin va ketoconazol lam ting ndng do clia fexofenadin trong huyét tuong nhung khéng lam thay
d6i khoang QT.
— Nong d6 fexofenadin c6 thé bi ting do erythromycin, ketoconazol, verapamil, cdc chat tc ché p -
glycoprotein.
— Khéng diing déng thdi fexofenadin véi cac thube khang acid chira nhom, magnesi vi s& lam giam hip thu
fexofenadin, can phai dung thude nay cach nhau (khoang 2 gio)
— Fexofenadin c6 thé 1am ting ndng dd cdn, céc chit an than hé TKTW, cac chat khang cholinergic.
~ Fexofenadin c6 thé 1am giam ndng do céc chét (rc ché acetylcholinesterase (& TKTW), betahistin.
— Fexofenadin c6 thé bi giam ndng dd bdi cac chat trc ché acetylcholinesterase (& TKTW), amphetamin, cac

truigtahath et rooRgp qua budi, rifampicin.
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10. Cén lam gi khi mot lan quén khong ding thude?

— Khéng nén dung lidu gdp doi dé bu cho lidu da quén. Néu quén uong mot liéu hay uong ngay khi nhé ra.
Tuy nhién, néu gan thoi gian véi liéu tiép theo, bo qua lidu da quén va sau d6 udng liéu tiép theo vao diing
thoi diém.

— Tham khdo ¥ kién bac si.

11. Cén bio quan thubc nay nhuw thé nao?

— Noi khd, nhiét d6 dudi 30°C, tranh 4nh séng.

12. Nhirng ddu hi¢u va trigu chirng khi diing thude qua lidu:

— Thoéng tin vé ddc tinh cdp clia Fexofenadin con han ché. Tuy nhién, budn ngi, chéng mat, khd mi¢ng da
duoc béo cao.

13. Can phai lam gi khi ding thudc qua liéu khuyén cdo:

— Su dung céc bién phap thong thuong dé loai bo phan thude con chua duge hip thu & dng tiéu héa. Piéu tri
ho trg va diéu tri tri¢u chimg.

— Thiam phin m4u lam giam ndng d6 thudc trong mau khong dang ké (1,7%). Khong c¢6 thude giai doc dac
hiéu.

14. Nhirng diéu cin thin trong khi ding thude nay:

— Tuy fexofenadin it gdy budn ngt, nhung van can thin trong khi 14i xe hodc diéu khién may moéc doi hoi
phai tinh tdo

— Cén than trong va diéu chinh lidu thich hop khi ding thude cho ngudi ¢6 chire ning thin suy gidm vi ndng
d6 thude trong huyét tuong tang do nira doi thai trir kéo dai. Can thdn trong khi dung thudc cho nguoi cao
tudi (trén 65 tudi) thudng co suy gidm sinh ly chirc nang than.

— D§ an toan va tinh hiéu qua cta thudc & tré em dudi 6 tudi chua xac dinh dugc.

— Cén ngimg fexofenadin it nht 24 — 48 gio trude khi tién hanh cac thir nghiém khéng nguyén tiém trong da.

— Dung fexofenadin lam bénh vay nén ning lén

— Tuy thude khéng c6 ddc tinh trén tim nhu chat me terfenadin, nhung van can phai thin trong theo ddi khi
dung Fexofenadin cho ngudi da c6 nguy co tim mach hodc ¢6 khoang Q — T kéo dai tir trude.

— Cén khuyén ngudi bénh khong tu ding thém thude khang histamin nao khéc khi dang sir dung fexofenadin.

— Trong thanh phan thudc ¢6 chua céc ti dugc tartrazin, sunset yellow, ponceau 4R c6 thé gdy phan @
(mg.

— Tdc dung khi vin hanh mdy méc va ldi tau xe: Tuy Fexofenadin it gdy budn ngt, nhung van can than frong
khi lai xe hodc diéu khién may méc doi hoi phai tinh téo.

— Phu nir ¢6 thai va cho con bai :

+ Phu nit ¢6 thai : Do chua c6 nghién clru ddy du trén ngudi mang thai, nén chi ding Fexofenadin cho phu
nit mang thai khi loi ich cho me vugt trdi nguy co dbi véi thai nhi.

+ Phu ni¥ cho con bii : Khong c6 dir ligu vé vige fexofenadin bai tiét qua sira me. Tuy nhién khi dung
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cho phu nit dang cho con bu.
15. Khi nao can tham vin béc s¥, duge si :
— Théng bao cho bac si nhimg tic dung khéng mong mudn gip phai khi sir du
Néu can thém théng tin xin hoi Y kién bdc 7 hodc duoc st
16. Han dung 36 thang ké tir ngay san xudt \
17. Tén/biéu twgng ciia nha sin xuét/nha nhip khéu /chi s¢ hiru gidy phép da

. CONG TY CO PHAN DUQC PHAM PHUONG DONG
5710 157, Buong 2, KCN Tan Tao, P.Tan Tao A, Q. Binh Tan, TP.HCM.

DT:(08) 37540724, (08) 37540725; FAX: (08) 37505801UQ.CUC Tﬁl'._f{g!:lg
18. Ngay xem xét sira doi, cip nhat lai ndi dung hwong din sir dung thude: ;.P TRUONG Ei\
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