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IIl. MAU NHAN HOP 3 Vi NHOM - PVC:

y = Hin xudl tae
lifu ding, cdc théng tin khdc: Xem CONGTY €8 PHAN DUGC PHAM TV.PHARM
trong 1& hudng din s dung kém theo. 27 Nguydn Chi Thanh, K.2. P.9, Tp Tra Vinh, T Trd Vinh

n DESLORATADIN 5mg

Box of 03 blisters x 10 film-coated tablets

30 film-coated tablets

Bdo qudn ndi khé, khéng qua 30°C, trénh  SPK/Reg.No:
dnh sdng. 56816 SX/Batch.No:
Doc k§ hudng din sif dung trudc khi ding.  Ngay SX/Mfg.Date:
6 xatdm tay ciia tré em. HD/Exp.Date
Tiéu chuan dp dyng: TCCS.

Bws NIgvLve01s3a [@ | |

Hép 03 vi x 10 vién bao phim

30 vién bao phim

)

1V PHARM
GMP-WHO

DESLORATADIN 5mg




IV. MAU NHAN HOP 5 Vi NHOM - PVC :

"] DEsLonATADIN smo |

Thénh phdn: M&i vién bao phim chla L
8
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DesIorIAdIN. .....co.vvererreiaerrrereneieres 5mg

LI 1 1700 [ OO O SrORUSOPRRRR, '+ b ") - 1)

Chi djnh, chdng chi dinh, céch ding - P
lifu ding, cdc théng tin khdc: Xem CONG TY C6 PHAN DUGC PHAM TV.PHARM
trong 16 hudng ddn sO dung kém theo. 27 Neuydn Chi Thanh, K2, P.S, Tp Tra Virh, T.Tra Vi

https://trungtamthuoc.com/

a DESLORATADIN 5mg

Box of 05 blisters x 10 film-coated tablets

50 film-coated tablets

o] oestoraraom sms |

Béo quan nol khé, khéng qud 30°C, trdnh 5416 SX/Batch No:

dnhsdng. Ngay SXMig.Date:
Boc k§ hudng din sif dyng trudc khi dang, D/Exp.Date
Péxatdmtayciatréem.

Tiéu chudn dp dyng: TCCS.
SBK/Reg.No:

Bws NIQYLYHO1S3a n.

Hép 05 vi x 10 vién bao phim

DESLORATADIN 5mg

50 vién bao phim QiP-Ho




. V. MAU NHAN HOP 10 Vi NHOM - PVC :
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e besionaTaoi smg.

Thanh phdn: M&i vién bao phimchua
Desloratadin.............cocceennne ceeee MG trdnh danh sdng.

TEBMIPO . iivmiiiinsiicieiiidioinaid vd 1vién Boc k§ hudng dan st dung trudc khi
Chi djnh, chéng chi djnh, cdch ding - ding.

liéu ding, cdc théng tin khdc: Xem D& xatim tay cla tré em.

trong 13 hudng dan st dyng kém theo. Tiéu chudn dp dung: TCCS.
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\ Sdn xudt boi: =
(@J CONG TY 06 PHAN DUQC PHAM TV.PHARM
o 27 Nguydn Chi Thanh, K2. P.9. Tp Trd Vinh, Tinh Tid Vinh

Béo qudn ndi khé, khéng qud 30°C,

u DESLORATADIN 5mg

Box of 10 blisters x 10 fiim-coated tablets

100 film coated tablets

DESLORATADIN 5mg

| besLoraTaDN sm |

Composition: Store in dry place, do not s
Each tiim-coated tablet contains 30°C, protect from light.
Desloratadin.. ....c.cueiiiiieniissisnniine 5mg Read package insert full
Excipi q.5 1 tablet use.

Indications, contra - indications, Keep outof reach of children.

dministrations - dosage, other  gpgcification: Manufacturer's.
information: See the enclosed leaflet 5816 SX/Batch.No:

for further information. Ngay SX/Mig.Date:

HD/Exp.Date
Manulactured by

% TV.PHARM PHARMACEUTICAL JOINT-STOCK COMPANY
weuanm 27 Nguyen Chi Thanh SI., Hamiet 2, Ward 8, Travinh City, Travinh Frovince

Bws NIQYLYHO1S3a a-

n DESLORATADIN 5mg

Hép 10 vi x 10 vién bao phim (@3

TV.PHARM
100 vién bao phim

GMP-WHO
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VI. MAU NHAN HOP 3 Vi NHOM Al-Al:

Thanh phédn: Méi vién bac phim chia

Basloraladin.. . iausiinmmminimnaiias i s 5mg

Ta dugc vd 1vién BM3350/7/6W049443
Sdn xudt bdi

o)

Chi djnh, chéng chi djnh, cdch diing - liéu ding, cac théng
CONG TY CO PHAN DUGC PHAM TV.PHARM
tin khdc: Xem trong 1& hudng ddn si dung kém theo. "(: 27 Nguyén Chi Than, K2, P.9, T Tra Vinh, Tinh Tré Vinh
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Box of 03 blisters x 10 film-coated tablets A
(% O
30 film-coated tablets
¥ e
Bao quén noi kh, khéng qué 30°C.tranh dnh sdng. S& 16 SX/Batch No: o' 0
Boc k§ hudng dén st dung trudc khi ding. Ngay SX/Mig.Date: I .
Dé xa tdm tay clia tré em. HD/Exp.Date DU‘
Tiéu chudn dp dyng: TCCS. Es | *
souReao TV|PRARM /2
NG
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n DESLORATADIN 5mg

Hép 03 vix 10 vién bao phim (%

Buwg NIOY LYHO1S3a n.

30 vién bao phim ——
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VII. MAU NHAN HOP 5 VI NHOM Al-Al :

o] oesLonaTADN smg.

Thanh phén: Méi vién bao phim chua Béo quan noi khé, khong qud 30°C tranh dnh sdng.
DEalONaMRIIN, ... ooaainsis i .. BMg Boc ky hudng dan sd dyng trudc khiding.
T IOIG e it vd 1 vién D& xatdm tay cliatré em. Tiéu chudn dp dyng: TCCS.

Chi dinh, chéng chi dinh, cdch ding - liéu dung, cdc Sdn wud! taf

théng tin khac: Xem trong td hudng ddn sd dyng kem theo. {“}‘ CONG TY CO PHAN pugc PHAM TV.PHARM
mamm 27 Nguydn Chi Thanh, K2 P8, Tp Tra Vinh, Tinh Trd Vinh

a DESLORATADIN 5mg

DESLORATADIN 5mg

Box of 05 blisters x 10 film-coated tablets 3

50 film-coated tablets

e bEstoraTADIN 5o |

Compaosition: Each film-coated tablet contains Store in dry place, do not store above
Desloratadi 1 T from light.

Excipi sinsssssssssssiasssssnnessunn a8 1 HEDNSE Read package insert carefully before u:
Indicati tra-indicati administrati - Keep outofreach of children.

dosage, other information: See the enciosed leafler for Specification: Manufacturer’s.

further information. SBK/Reg.No:

n DESLORATADIN 5mg
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VIII. MAU NHAN HOP 10 Vi NHOM Al-Al:

https://trungtamthuoc.com/

[ oxstonkrmomsms |

Thanh phdn: M3i vién bao phim chua
Desloratadin.......... i 5mg
Ta dugc. vd 1 vién
Chi djnh, chéng chi dinh, cdch diing - liéu
ddng, cdc théng tin khac: Xem frong 1o hudng
adn sdt dung kém theo.

SDK/Reg.No:

A

=
(;:: 27 Nguyén Chi Thanh, K.2. P9, Tp Tra Vinh, Tinfi Tra Vinh

Bdo quan ndi khé, khéng qud 30°C trdnh dénh
sdng. Doc ki hudng dan s dyng trudc khi
ding. D& xatdm tay clia tré em.

8 “
Sdn xudt tal!

Tiéuchudn dp dyng: TCCS.
CONG TY CO PHAN DUGC PHAM TV.PHARM

LSSO?GIlllQ-i!I

Box of 10 blisters x 10 film-ccated tablets

100 film-coated tablets

n DESLORATADIN 5mg

DESLORATADIN 5mg

e
27

he0274s,

CONG TY

-n DESLORATADIN 5mg

Compeosition: Each film-coated tablet contains

DOBIOTMBTIN. i civvans s sasisnsisivsivsirensassswrisssin 5mg
Exelptonk. i simiaieanion .....0.8 1 1ablet
Indications, contra - indications,

administrations - dosage, other information:
See the enclosed leaflet for further information.

Manuiactured by

cﬁpHi‘N’
QUCC PHAM
n

[V.PHARM

Store in dry place, do not store above 3
protect from light. Read package ins
carefully before use. Keep out of reach of
children. Specification: Manufacturer's.

S6 16 SX/Batch No:
Ngay SX/Mfg Date:
HD/Exp.Date

\
&

TV.PHARM PHARMACEUTICAL JOINT-STOCK COMPANY
27 Nguywn Chi Thanh St., Harmiet 2, Ward 9, Travinh Cily, Travinh Province

n DESLORATADIN 5mg

Hép 10 vi x 10 vién bao phim

100 vién bao phim

A




IX - MAU NHAN CHAI 100 VIEN:

https://trungtamthuoc.com/

e

Céngthic:

Méi vién bao phim chia

Desl din.. smg
Tadugeviadl...co.cvceeniennn 1vién

Chi dinh, chdng chi dinh, cdch
ding - lidu ding, cdc théng tin
khdc: Xem trong 16 hudng din sd
dungkém theo.

54 16 SX/Batch.No

Ngay SX/Mfg.Date

HD/Exp.Date

-

a DESLORATADIN 5mg

Chai 100 vién bao phim

Coover K

Sdn xudl tar

CONG TY C8 PHAN DUGC PHAM TV.PHARM
27 Noupdn CN Thanh, K.2 P9, o Trd vina. Tk Tra Ming

5

Béo quan ndi khd, khéng qua
30°C, trdnh dnh sdng. Boc ki
hudng din s dyng trudec khi
diing. D& xa tdm tay clia tré em.
Tiéu chuén ép dung: TCCS.

SPK/Reg.No.:
;ﬁu 49474 m

X- MAU NHAN CHAI 200 VIEN:

Cdng thic: Mdivién bao phim chia
Desloratadin.........c.coovmaarrssmssrises 5mg
Tadugeviadi......ocoeiiininerne. 1 V€N

Chidjnh, chéng chi dinh, cach dung
- lidu diing, cdc théng tin khdc: Xem
trong td hudng dén st dyng kém theo.
S6 16 SX/Batch.No:

Ngay SX/Mig.Data:

HD/Exp.Date

n DESLORATADIN 5mg

Chai 200 vién bao phim A
5 (L
200 vién o

Bdo quan noi khé, khéng qua 30°C,
trédnh anh sang.

Boc ky hudng dan sif dung trude khi
ding. D& xa tdm tay clia tré em.
Tiéuchudnap dung: TCCS

SDK/Reg.No.:
! 49481 "

CONG TY €6 PHAN DUGC PHAM TV.PHARM

5078
Sén xudt tai:
27 Neuydn Chi Thanh, K.2, P.8. Ta. Trd Vioh, Tioh Trd Vink




. XI. MAU NHAN TOA HUGNG DAN SU' DUNG: https://trungtamthuoc.com/

Mit 1

DESLORATADIN 5mg

“DE xatdm tay tré em”

“Boc ky hudng din sit dyng trudc khi ding”

THANH PHAN CONG THUC THUOC:

Thanh phan dugc ChAt:DESIOrALAGIN ...............veeeveeeeeeeeee oo eeee e 5mg
Thanh phén td dugc: Manitol, Amidon, Avicel 101, Aerosil 200, PVP K30, Crospovidon, Magnesi stearat,
HPMC EB, Titan GIOXYA........c.ccvuriiereiieecseecseresssees s sesesseessesssnssesessssssssssssssessssessesssssesssssessas via dii 1 vién
DANG BAO CHE: Vién bao phim tron, mautring, hai mat tron.

CHI BINH: DESLORATADIN 5mg & ngubi I6n va tré em tir 12 tudi tr 18n d€ 1am gidm c4c triéu chiing lién
quan viém mii dj Ung, may day.

CACH DUNG VA LIEU DUNG

Céch dung: Dung dudng udng, ¢6 thé udng lic no hodc déi.

Liéu dung:

Nguoi I6n va tré em tir 12 tudi trd 18n: USng 1 vién /lAn /ngdy

Bénh nhéan suy gan hodc suy thdn, liéu ding clia desloratadin dugc khuyén cdo la 5 mg/ngay, udng cach
ngay.

Tré em dudi 12 tudi: N&n dung ham Iugng va dang bao ché khdc thich hgp.

CHONG CHI DINH:

M3&n c&m vdi desloratadin, loratadin, ho3c bat c(f thinh phdn ndo clia thudc.

Tré em dugi 12 tudi.

CANH BAO VA THAN TRQNG KHI DUNG THUGC

- C6 nhiing béo cdo vé co gidt xuat hién & nhitng bénh nh&n dung thudc khdng histamin, do dé cling cdn
thdn trong khi diing desloratadin cho nhiing b&nh nhén cé tién stt déng kinh.

- Desloratadin thai trif qua th4n dui dang chat chuy&n hda con hoat tinh, do d6 c&n luuy gidm lidu trén bénh
nhan suy than. Tuong ty, cling cdn gidm liéu desloratadin trén bénh nhan suy gan.

- M&c du hi#m gap ngd ga § cdc thudc khdng histamin thé hé 2 hon thé hé 1, song ¢d thé xudt hién & mot s6
bénh nhén, do dé phdi than trong ddi v6i nhiing ngudi I4i xe hodc van hanh may. Udng rugu cling nén trdnh
trong khi duing thudc.

- Khdng thay ddi lidu lugng hodic ubng desloratadin thuting xuy&n hon so véi quy dinh ma khéng cd chi dinh
clia bac sT. Budn ngll c6 thé xay ra néu ubng nhiéu desloratadin han quy dinh.

- Desloratadin c6 thé anh hudng dén c4c test di (ing da. N&u c6 y8u cAu thyc hién test da, nén ngung sif dung
desloratadin mgt vai ngay trudc khi test.

- Desloratadin nén dugc sif dung h&t stc than trong tré em dudi 12 tudi, vi tinh an toan va hiéu qua trén bénh
nhi chua dugc thiét Iap.

* Canh bao 14 duge: DESLORATADIN 5mg c¢6 st dung amidon (tinh b8t ml), c6 thé chifa mét lugng nhd
gluten, trong truding hop di ting hodc khong dung nap gluten thi khdng nén dung.

sU DUNG THUGC CHO PHU NOU €O THAI VA CHO CON BU

Thei ky mang thai: Mac du cdc nghién cifu trén dong vét cho thdy desloratadin khong gy qudi thai, song

¢ling nén than trong khi dung desloratadin cho phu nit mang thai. #‘H / I




Mit 2 https://trungtamthuoc.com/

Thai ky cho con bi: Desloratadin qua dugc sifa me, vi thé khdng khuyén cdo sif dung desloratadin cho phuy nit
dang cho con bd.
ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MGcC
0 lidu khuy&n cdo, thudc nay c6 thé s& khdng anh hubng dén kha niing Ii xe hodc sif dung may méc. Méc
du hi€m gap ngll ga, song c6 thé xudt hién & mot s6 benh nhan, do d6 phai than trong ddi véi nhilng ngudi
lai xe hodc van hanh may méc.
Khong I&i xe hodc st dung mdy trong khi dang duing thudc nay cho d&n khi chdc chdn ring ngudi sif dung
thudc khéng bj dnh hubng.
TUGNG TAC, TUONG KY CUA THUGC
- Desloratadin 1am ting ndng do va ting tac dung cta rugu, thudc khang cholin, thudc tc ché thdn kinh
trung uong(TKTW), thuGc tc ché& chon loc thu héi serotonin.
- Ndng do va téc dung clia desloratadin ¢ thé ting Ién bdi droperidon, hydroxyzin, chat ic ché P-
glycoprotein, pramlintid.
- Desloratadin 1am gidm néng do va giam tdc dung cla thudc tic ché acetylcholinesterase, benzylpeniciloyl
polylysin, betahistin, amphetamin, thudc cdm ng P-glycoprotein.
- Thitc &n khdng @nh hutng dén sinh khd dung clia desloratadin.
- C6 tiém nédng tuong tac dugc dong hoc clia desloratadin véi cdc thudc Anh hubng d&n enzym chuyén hoa &
microsom gan nhu azithromycin, cimetidin, erythromycin, fluoxetin, ketoconazol. Tuy nhién, khéng c6
nhiing thay ddi quan trong ndo v& ECG cling nh triéu chifng 14m sang, thay d6i chic ndng sdng, hay tdc
dung phy nao dugc ghi nhan.
TAC DUNG KHONG MONG MUGN CUA THUGC
R4t thuong gap, ADR >10/100; Pau d4u
Thudng gap, 1/100 < ADR< 10/100
- R6i loan tm th&n: M&t mdi, ngll g, chong mat.
- Rdi loan hé tiéu héa: Knhd miéng, viém viing hdu hong, budn nn, kho tiéu.
- Pau bung kinh.
- Rdi loan ¢d xuong khdp va md co: Dau co.
R4t hiém gap ADR < 1/10.000
- Rdi loan tam than: Ao giéc.
- Rdi loan hé thadn kinh: M4t ngd, higu dong, co giat.
- R6i loan tim: Nhip tim nhanh, ddnh trong ngyc.
- R6i loan hé tiéu héa; Pau bung, budn ndn, ndn, khé tiéu, tiéu chay.
- Phan (ing qué man nhusdc phan vé, phi mach, khé thd, ngifa, phat ban, may day.
Chua biét; Chua thé udc tinh tir dt liéu co sdn.
- Rdi loan gan mt: Vang da.
- R&i loan da va md dui da: Nhay cdm &nh séng.
QUA LIEU VA CACH XU TRI
Qud li€u: Chua phdt hién ra nhiing thay d8i 14m sang déng k& khi dung desloratadin tdi liéu 45 mg/ngay
(gdp 9 1an lidu diéu trj).
XU tri qué liéu: Didu trj nhu céc bién phap diéu trj théng thudng khéc, bao gom gidm hép thuva diéu trj triéu
chifng. Desloratadin khdng dugc dao thai bdng chay than nhan tao hodc b&ng duding thdm phan phc mac.
QUY CACH BONG GOL:
- Ep Vinhom-PVC, hop 3 vi, 5 vi, 10 vix 10 vién.
- Ep Vinhdm-nhém, hop 3 vi, 5vi, 10 vix 10 vién. | /
1

F BN el WY

r 7l

100274

ELONG
SO PH
[oC PI
\.PHA

(INH -1

M



Mit 3

https://trungtamthuoc.com/

- Chai 100 vién, 200 vién

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUGC
- D& xa tam tay tré em

- Béo quan ndi khé, nhiét dg khong qué 30°C, tranh &4nh sdng

HAN DU NG cUA THUOC: 36 thang ké tif ngay san xuat

TIEU CHUAN CHAT LUQNG: TCCS

TEN, BIA CHI, BIEU TUGNG CUA cO SG SAN XUAT

San xuét tai:

‘\ CONG TY €O PHAN DUGC PHAM TV.PHARM
(ﬁ 27 Nguyé'n Chi Thanh, K.2, P.9, TP. Tra Vinh, Tinh Tra Vinh

TV.PHARM DT: (0294) 3753121, Fax: (0294) 3740239

NGAY XEM XET SUA Bﬁl, CAP NHAT LAI NOI DUNG HDSD THUGC: 07.06.2018

FUQ.CUC TRUGNG
JTRUG\G PHONG
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