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SETBOZI

Stick
EACH AMPOULE CONTAINS:
Desloratadine................2.5mg

Excipient q.s.....per 1 ampoule
Indication, dosage, instruction
contra-indication and :

See in the leaflet
Specification: In - house
Store in a dry place, below 30°C,
protect from light
Read leaflet carefully before use

Keep out of reach of children

JU

ORIENT PHARMACEUTICAL CORP.

Desloratadine 2.5mg

Hop 10 8ng x 5ml Khong dugc tiém

Dung dich uéng

Desloratadin 2,5mg

Gidm cdc trigu ching:
Ht hoi
S6 miii
Nghet miii

Ngira, phat ban

OO PHAN

DUDC PHAM

PGs. TS. TRUONG VAN TUAN
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SETBOZI
Stick
MOI NG CHUA:
Desloratadine .-2,5mg
Ta dugc vira du.........1 dng
Chi dinh, liéu diing, céch ding,
chdng chi dinh va cdc théng tin khéc:
xem 18 hudng dan sif dyng
Tiéu chuén: TCCS
Bdo quan: Nai kho, nhigt d dudi 30°C,
tranh anh sang
Doc ky hudng ddn sd dung trudc khi ding
D€ xa tdm tay tré em
SOK S6L6 8x
Ngay SX

Han Oung

Box of 10 ampoules x Smi
Oral solution

SETBOZI

Do not inject

Desloratadine 2.5mg

!J} /

A

Reduce symptoms:

Sneezing

) Snivel
)
Stuffy nose

Pruritus, rash
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Desloratadine 2.5mg

Hop 20 éng x 5ml
Dung dich uéng

Khéng dugc tiém

SETBOZI

Stick
EACH AMPOULE CONTAINS:
Desloratadine s 2.5mg

Excipient g.s.....per 1 ampoule

Indication, dosage, instruction

contra-indication and :
See in the leailet Desloratadin 2,5mg

Specification: In - house

Store in a dry place, below 30°C, ~e > — .
Ll Gidm cdc tri¢u chirng:

protect from light
Read leafiet carefully before use / /(7’1 hoi
Keep out of reach of children

519640”

935204
ORIENT PHARMACEUTICAL CORP

S6 miii

8 Nghet miii

Ngira, phat ban

CTY CP DUQC PHAM

PGs. Ts. TRUGNG VAN TUAN
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SETBOZI
Stick
MOI ONG CHUA:
Desloratadine ...2,5mg
Ta dugce vifa di.........1 8ng
Chi d@inh, liéu ding, cach dung,
chéng chi dinh va cédc théng tin khac:
xem 1§ hudng dan su dung
Tiéu chudn: TCCS
Béo quan: Noi kho, nhiét db dudi 30°C,
tranh anh sang.
Doc ky hudng ddn su dyng tridc khi ding
Dé xa tdm tay tré em

SOK S6 L6 SX

Ngay X

Han Dung

CONG TY CP DUGC PHAM PHUONG BONG
Lb 7. Dubng 2 - KON Tan Tao, P.Tan Tao A

Q. Biah Tan - TP_HE Chi Minh - Viét Nam

Box of 20 ampoules x 5ml

Oral solution Do not inject

Desloratadine 2.5mg

Reduce symptoms:
Sneezing
Snivel
Stuffy nose

Pruritus, rash

e\ gﬁ
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Desloratadine 2.5mg

Hép 30 8ng x 5ml
° 3 -
SETBOZ' Dung dich udng
Stick
EACH AMPOULE CONTAINS:
Desloratadine 2.5mg
Excipient q.s.....per 1 ampoule
Indication, dosage, instruction
contra-indication and :
See in the leaflet
Specification: In - house

Desloratadin 2,5mg

Store in a dry place, below 30°C ng = . > p
Giam cdc trigu chirng:

protect from light
Read leaflet carefully before use Héit hoi
Keep out of reach of children

[

ORIENT PHARMACEUTICAL CORP

S6 miti

L Nghet miii

Ngira, phat ban

CTY CP DUGC PHAM
UONG DONG’

Khéng dugc tiém

SETBO/ZI
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SETBOZI

Stick
MOI ONG CHUA:
Desloratadine..........2,5mg
T4 duge vua du 1 6ng
Chi dinh, liéu diing, céch ding,
chdng chi dinh va céc théng tin khéc:
xem 16 hudng dan si dung
Tiéu chudn: TCCS
Bdo quan: Noi kha, nhigt dé dudi 30°C,
rénh anh séng.
Doc ky hudng dén sd dyng trudc khi ding
Dé xa tdm tay tré em
SPK S6 Lo SX
Ngay §X

Han Dung

CONG TY CP DUGC PHAM PHUONG DONG
Lo Dubng 2 - KCN Tan Tao, P.Tan Tao A
Q. Bwb Tan - TP_HE Chi Mioh - Viét Nam

Box of 30 ampoules x 5mi
Oral solution

SETBOZI

Do not inject

Desloratadine 2.5mg

! }i/

S

Reduce symptoms:

Sneezing

Snivel

Stuffy nose

Pruritus, rash
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*
SETBOZI
Stick
EACH AMPOULE CONTAINS:
Desloratadine........ 2.5mg
Excipient q.s.....per 1 ampoule
Indication. dosage, instruction
contra-indication and :
See in the leaflet

Specification: In - house

Store in a dry place, below 30°C,

protect from light
Read leaflet carefully before use
Keep out of reach of children

SIB}SBOLﬂS1 9640 I

ORIENT PHARMACEUTICAL CORP

Desloratadine 2.5mg

Hop 50 6ng x 5mi Khéng dugc tiém

Dung dich udng

SETBOZI

Desloratadin 2,5mg
Gidm cdc trigu chirng:
Hat hoi
S6 miii
Nghet mai

Ngira, phat ban

CTY CP DUGC PHAM
HUGNG DONG/

cO PHAN

DUGC PHAM | |
"’W &;M(‘/ U

PGS. Ts. TRUGNG VAN TUAN
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MAU HOP XIN PANG KY

Do not inject

SoK S& L6 SX Q
Ngay X
Han Dung
CONG TY CP DUOC PHAM PHUONG DONG
Lo 7, Dudng 2 - KCN Tan Tao, P.Tan Tao A
? Q. Binh Tan - TP.Hé Chi Minh - Viét Nam

Box of 50 ampoules x 5ml
Oral solution

SETBOZI

Stick
MOI ONG CHUA:
Desloratadine. ... 2.5mg
Td dugc via dl.........1 &ng
Chi dinh, liéu dung, céch ding,
chéng chi dinh va céc théng tin khac:

Desloratadine 2.5mg

Reduce symptoms:
Sneezing
Snivel
Stuffv nose
ruritus, rash l)‘ )

xem 18 hudng dén s dyng
Tiéu chuan: TCCS
Bao quan: Noi knd, nhiét db dudi 30°C,
tranh anh sang
Doc ky hubng ddn su dyng trudc khi ding
D& xa tAm tay tré em
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SETBOZI
Dung dich uéng
Cong thire : Mdi 5 ml chra:
Desloratadin...........ccoeviueeiieeieeeeieeceeeeenn 2,5mg
Ta dugc : Acid tartric, Natri carboxy methyl cellulose, Sucralose, Acesulfam potassmm Propylen glycol,

.....

Sorbitol, Cremophor RH40, Buong RE, Acid benzoic, Tinh dau dau, MauPonceau 4R Nudc tinh khiét.

X CONG
Duge lue hoc: e m,, n
A , . . ' O f‘L, A
Nhém duogc ly: Thude khang histamin H, ;(o; \ oA “/
1K Jo Frisab
Ma ATC: R06AX27 ‘,‘.,\ o\ e

Desloratadin 14 chit chuyén hoa c6 hoat tinh cta loratadin, c6 tac dung Rhéing chén/ loc vai céac receptor
histamin H1 ngoai bién. Téc dung cua Desloratadin do trc ché sy gin két'¢aa h"stamm trong vong tuan hoan
vao cdc vi tri receptor. Thuoc khong ngan can sy giai phong histamin. Desloratadin uc ché su co thit co
tron cta hé ho hap, hé tudn hoan, hé tiéu hoa, lam giam sy tiét histamin hoat hod tir tuyén 1& va tuyén nude
bot va do do ¢6 téc dung khang viém. Thudc con giam tinh thdm mao mach nén lam giam ngtra va viém do
di ung. Vi Desloratadin khéng di qua hang rao méau ndo va c6 tac dung chon loc cdc receptor histamin ngoai
bién, nén tac dung an thin va khang giao cam cua Desloratadin rit thap.

Dwoc dong hoc:
Cé the tim thay cac ndng do Desloratadin trong huyét trong sau khi udng thude 30 phut. Desloratadin hép
thu rét tt, dat ndng do dinh trong huyét tuong sau khoang 3 gio, thoi gian ban thai cudi cung la khoang 27
gid. b tich lliy cua Desloratadm pht hop véi thoi gian ban thai (khoang 27 git) va voi tan s6 lidu mot lan
duy nhat trong ngay. Sinh kha dung cua Desloratadin ty 1é thuan véi liéu luong trong pham vi 5 - 20 mg.
Desloratadin gan vura phai vao protein huyet twong (83 — 87%). Vé lam sang, chua nhan thay ¢6 tich [y
thude sau khi udng lidu duy nhét 5 - 20 mg mdi ngay, kéo dai 14 ngay.

Trinh bay:
Ong 5 ml, hop 10 dng . hop 20 éng, hop 30 dng va hop 50 éng

Chi dinh
Lam giam céc tri¢u ching cua bénh viém mi di ung (theo mua va
ngira mili, nghet mii, kém kich img mit, chay nuéc mét va do mat.
Lam giam cdc triéu chimg lién quan dén may day tu phat man tinh nhu:

Liéu lwgng va cich dung:
Tré em tir 6 — 11 tudi: 2,5 mg/lan x 1 1an/ ngay
Ngudi 16n va tré em trén 12 tudi : 5 mg/lan x 1 1§n/ngay
Thirc dn khong anh huong dén sinh kha dung ctia thudc nén bénh nhén cé thé udng thuéc ma khong phu
thudc vao bira an.
Vi bénh nhéan suy gan hodc suy thén, liéu dung cua Desloratadin dugc khthn cdo la 5 mg, uono cach
noay

Chéng chi dinh:
Bénh nhan man cam Desloratadin va v6i bat ctt thanh phan nao cua thude.

Than trong khi dl]ng
Qué liéu va nhiém doc (bao gdm ca t vong) da duoc bio cdo ¢ tré nho dudi 2 tudi ding cac ché phim
khong ké don chira thude khang histamin, giam ho, long dom va chonc xung huyét miii don thun hodc
phdi hop dé giam céc triéu chimg cua dudng ho hép trén. Ciing chua c6 bang chimg cho thay hiéu qua rod
rang cua cac ché pham nay & do tudi dudi 2 tudi va lidu thich hop cling chua duge cong bd. Vi vay, nén
than trong khi dung céc thudc khong ké don (don thuan hodc phéi hop) chira thude khang histamin, giam
ho, long dom va chéng xung huyét mi dé giam ho, giam triéu chimg cam cim cho tré dudi 2 tudi.
Mac du hiém gap ngu ga & céc thude khang histamin thé hé 2 hon thé hé 1, song ¢6 thé xuat hién & mot sé
bénh nhan, do do phai than trong ddi voi nhing nguoi lai xe hodc van hanh may. Udng ruou cling nén tranh
trong khi diing thude.
bai khi ¢6 nhitng bao cao vé co giat xudt hién & nhitng bénh nhén dung thudce khang histamin, do d6 ciing
can than trong khi dung Desloratadin cho nhiing benh nhén c6 tién sw dong kmh
Desloratadin thai trir qua than dudi dang chat chuyén héa con hoat tinh, do d6 cin luwu y giam liéu trén bénh
nhén suy than. Tuong tu, ciing can giam liéu Desloratadin trén bénh nhan suy gan.

nhu: hat hoi. chay mii va

gtra, ban do.
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I . - .-- _ ndng d6 cua desloratadin va chét chuyén hoa ¢ hoat tinh) khi
dung desloratadin dong thoi véi thude tic dong dén men gan (nhu azithromycin, cimetidin, erythromycin,
fluoxetin, ketoconazol).

Téc dung khong mong muén:

Rdt thieomg gap, ADR > 10/100
Pau dau

Thirong gap, 1/100 < ADR<10/100
Mét moi, ngu ga, chong mit.

Dau bung kinh

Khé miéng, budn non, kho ticu
Pau co

Viém viing hau hong

Qua liéu va xir tri ;

Dua trén cdc thir nghiém lam sang voi céc lieu dung khac nhau & nguai 16n va thanh nién véi lidu ding
khuyén cdo dén 45 mg Desloratadin (9 lan liéu ding), khong quan sat thdy c6 nhing tdc dong lam sang c6
lién quan.

Khi gip qué liéu, can c6 nhirng bién phap chuan dé rut phan hoat chit chua dugce hip thu ra khoi co thé.
Ciing phai c6 bién phap diéu tri tridu ching va didu trj hd tro.

Khong thai Desloratadin dugc bang thdm tach loc méu, chua rd c6 thai duge bang tham tach mang bung
hay khong.

Téc dung khi vin hanh mdy méc va l4i tau xe:

Desloratadin thuong khong gay budn ngu khi ding véi lidu khuyén cdo va trong di§11 kién binh thuong.
Tuy nhién, rat hiém khi mot s6 ngudi ¢6 cam gidc chéng mat, budn ngi 6 thé din dén v giam kha nang
lai xe va van hanh mdy moc. Vi vay nén than trong khi dung thudc cho ngudi van han may moc va lai tau
xe.

Phu nir ¢6 thai va phu nir cho con bi:
Thoi ky mang thai: Mac du cac nghién ciru trén dong vat cho thiy Deslorat
cung nén than trong khi ding Desloratadin cho phu nit mang thai.

Thoi ky cho con bii: Desloratadin qua sira me, vi vy nén quyét dinh ngimg chq con bu hodc nglmg sir dung
thude sau khi can nhac tam quan trong ctia thuoe dbi v6i ngudi me. '

Bio quin : Noi kho, nhiét do dudi 30°C, tranh anh séng

Thube san xuit theo: TCCS -

Han dung : 36 thang ké tir ngay san xuat

Ngay xem xét sira doi, cAp nhat lai ngi dung huéng dan sir dung thudc :

hong gy quéi thai. song

_ CONGTY CO PHAN DUGC PHAM PHUONG BONG
o 107, Buang 2, KON Tan Tao, P.Tan Tao A, Q. Binh Tan, TP HCM,
| DT:(08) 37540724, (08) 37540725; FAX: (08) 37505807,
CTY CP DUQC PHAM PHUONG DPONG
Tong Giam Doc

NGUYEN VAN MO
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HUONG DAN SU DUNG THUOC CHO BENH NHAN

1. Tén san phiam: SETBOZI
Doc kj hwong dan si dung truée khi ding
Dé xa tim tay tré em 4
Thong bdo ngay cho bdc sy hodc dwgc sj nhitng tic dung ﬁl{ ’ ‘\‘rk;‘{_ngr muon\gap phai khi s
dung thubc flaf & \

\\'
\ =

\

\\

2. Thanh phén, ham lwgng ciia thude:

— Desloratadin ........ccooeeveeveevirenn 2,5 mg ] ,
— Ta dwgc: Acid tartric, Natri carboxy methyl cellulose, Sucralese Acesulfa_ n ,,potassmm Propylen
glycol, Sorbitol, Cremophor RH40, Puéng RE, Acid benzoic, Tmh\aﬁuid&n" Mau Ponceau 4R, Nude
tinh khiét.
3. M6 ta san phdm: Dung dich udng c6 mau do, ¢6 vi ngot, mui dau.
4. Quy cach dong goi :
— Ong 5 ml, hop 10 éng, hop 20 bng, hop 30 bng va hop 50 ong.
5. Thude dung cho bénh gi?
— Lam giam céc triéu chimg cua bénh v1em miii di g (theo mua va man tinh) nhu: hét hoi, chay miii
va nglra miii, nghet miii, kém kich @ ng mat, chay nuéc mit va do mét.
— Lam giam cac triéu ching lién quan dén may day tu phat man tinh nhu: ngira, ban do.
6. Nén dung thude nay nhw thé nao va liéu lwgng?
— Tréem tir 6 — 11 tudi: 2,5 mg/lan x 1 lan/ ngay
— Ngudi 16n va tré em trén 12 tudi : 5 mg/lan x 1 lan/noay
Thire an khong anh huéng dén sinh kha dung cta thude nén bénh nhén ¢6 thé udng thidc ma khong
phu thudc vao bira an.
Véi bénh nhan suy gan hodc suy than, lidu dung cua Desloratadin dugc khuyén cdo la 5 mg. udng
cach ngay.
7. Khi nao khong nén dung thubc nay?
— Bénh nhén min cam Desloratadin va véi bat ¢t thanh phan nao cua thudc.
8. Tac dung khéng mong mudn:
Rt thieomg gap, ADR > 10/100
— Pau dau
Thuong gap, 1/100 < ADR<10/100
— M¢t moi, ngu ga, chong mit.
— Dau bung kinh
— Khd miéng, budn nodn, kho tiéu
- Pau co
— Viém viing hau hong
Thong bdo cho bdc sy nhzrng tac dung khong mong muon gap phai khi sir dung thuoc.
9. Nén tranh dung nhung thude hoic thue pham gi khi dang sir dung thube nay?
— Céc thude tac dong dén men gan
— Tuong téc duge dong c6 thé xay ra (tang nong d0 cua desloratadin va chat chuyén hoa ¢6 hoat tinh)
khi dung desloratadin dong thoi véi thude tac dong dén men gan (nhu azithromycin, cimetidin,
erythromvcm fluoxetin, ketoconazol).
10. Can lam gi khi mgt lan quén khong dung thube?

|

— Khong nén dung liéu gap doi dé bu cho mot lidu lang quén. Néu ban quén udng mot lidu hiy udng
ngay khi nhé ra va sau d6 udng liéu tiép theo vao diing thoi diém.

— Tham khéo y kién bac s.
11. Can bio quan thudc nay nhuw thé nao?
— Noi kho, nhiét d6 duéi 30°C, trénh 4nh sang.
12. Can phii lam gi khi ding thude qua liéu khuyén cio:
— Khi gip qua liéu, can ¢ nhimg bién phap chudn dé rut phan hoat chat chua duoc hép thu ra khoi co
thé. Ciing phai ¢6 bién phap diéu tri triéu chimg va diéu trj hd tro.
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— Khong thai Desloratadin dugc bing thim tach loc mau, chua rd ¢6 thai dugce bang thim tach mang bung
hay khong.

13. Nhirng diu hi¢u va tri¢u ching khi ding thube qua lidu:

— Dua trén céc thir nghiém 1am sang v6i cac liéu dung khéc nhau & nguoi 16n va thanh nién véi liéu ding
khuyén cdo dén 45 mg Desloratadin (9 lan liéu dung), khéng quan st thdy c6 nhirng tdc dong lam sang
¢6 lién quan.

14. Nhirng diéu cAn than trong khi ding thudc nay:

— Qua liéu va nhidm doc (bao gbm ca tir vong) da duoc béo céo & tré nho dudi 2 tudi dung céc ché pham
khong ké don chira thudce khang histamin, giam ho, long dom va chdng xung huyét miii don thudn hodc
phdi hop dé giam cac tridu chimg cta dudng ho hap trén. Ciing chua ¢6 bang chimg cho thay hiéu qua
rd rang clia cac ché pham nay & do tudi dudi 2 tudi va lidu thich hop ciing chua dugc cong bd. Vi viy,
nén thén trong khi ding céc thudc khong ké don (don thuan hodc phdi hop) chira thude khang histamin,
giam ho, long dom va chéng xung huyét miii dé giam ho, giam tri€u chirng cam ctm cho tré dudi 2 tudi.

— Mic du hiém gip ngl g & céc thude khang histamin thé hé 2 hon thé hé 1, song c6 thé xuét hién & mot
s6 bénh nhan, do d6 phai than trong déi véi nhitng nguoi lai xe hodc van hanh méy. Udng ruou cling
nén tranh trong khi ding thudc.

— Doi khi ¢6 nhitng béo céo vé co giat xuét hién ¢ nhimg bénh nhan ding thuéc khng histamin, do d6
ciing can than trong khi dung Desloratadin cho nhitng bénh nhan c6 tién sir dong kinh
Desloratadin thai trir qua than dudi dang chét chuyén héa con hoat tinh, do d6 can luu y giam lidu trén
bénh nhan suy than. Tuong ty, ciing can giam lidu Desloratadin trén bénh nhan suy gan.

— Phu nit ¢6 thai: Mac du cac nghién ctru trén dong vat cho thiy Desloratadin khong gay quai thai, song
ctng nén than trong khi ding Desloratadin cho phu nit mang thai.

— Phu nit cho con bii: Desloratadin qua sita me, vi vdy nén quyét dinh ngurng cho con bu hodc 1g/£mg sr
dung thudc sau khi can nhic tim quan trong cta thude ddi voi ngudi me.

— Tdc dong ciia thuéc khi van hanh mdy moc va ldi tau xe: Desloratadin thuong “budn ngu khi
dung véi liéu khuyén céo va trong dicu kién binh thuong. Tuy nhién, rat hiém khi mot so nguoi ¢6 cam
giac chong mat, budn ngu c6 thé din dén suy giam khé néng li xe va van hanh indy méc. Vi vy nén
thén trong khi diing thude cho nguoi van hanh may moc va lai tau xe.

15. Khi nao can tham vin bac sy, duge sy :
— Théng béo cho bac sy nhitng tic dung khéng mong mudn gap phai khi sir dung thudc.
Néu cdn thém thong tin xin hoi y kién béc sy hodc duwoc sy
16. Han dung : 36 thang ké tir ngay sin xuit
17. Tén/biéu twgng ciia nha sin xudt/nha nhap khiu /chii sé hiru gidy phép ding ky sin phim:

dencisin CONG TY CO PHAN DUGC PHAM PHUGNG BONG
D WP L0 7 dudng 2, Khu cOng nghigp Tan Tao, Q. Binh Tén, TP.HCM
PHUUNG ﬂ[]NC DT :08.3.7.540 724 - 08.3.7.540.725 Fax  08.3.7.505.807

18. Ngay xem xét sira doi, cip nhit lai ngi dung huéng din sir dung thude:

CTY CP DUQC PHAM PHUONG PONG
- TONG GIAM DOC

N

TUQ. CUC TRUONG ‘
TRUONG PHONG Nadie 10 116 7
Nauyon Huy Hine NGUYEN VAN MO

AGOTL




