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CONGTY CO PHAN DUGC PHAM VCP

1. Nhan hép 30ml

~ suodeos

NyG vd OHD 9NNA HDIa E)P

MAU NHAN DANG KY
SCAPORIS

. GMP - WHO

SOLUTION FOR SCALP

Scaporis
iLcoTrOL0 005k WAR

Treatment of scalp psoriasis

=

SOLUTION FOR SCALP

Scaporis

Ingredients

— D05 Mg
Exciphents 5. Liog.
Indication

Dosage - Administration

twice daly (moming and eweringl and massaged
gently and Thomughly ints e atfscied ama The
T vkl (0 St wnkd e e 60 il

I this solution i wsed together with cream o
oantment contarang (MOPOboL the lotal weekdy
tene of Lakipotnc should not escesd 5 mg.
Dueation of treatment shoukd be devded by fhe
physician, but should normally not be for lange:
than 12 weeks.

Renalhepatc impasment Paterts with known
devere renal o lver impament should not be
treated with calciposnel

Childsen 4 acdolescerts junder 18 years of agel:
Scaporis wohution s not scommended for we
childeen ard adoleicents briow 18 years due 10 2
lach of data on uafety and sfcacy,

I e

Please read enciosed leafiet

Specifications

Manufacturer's

Starage

n.a cool dry place, not abowe 30°C, protect hom
boht

Keep out of the reach of children,

msu'um-wnmm
Manufactured by:

e

DUNG DICH DUNG CHO DA PAU

Scporis

Diéu tri vay nén da déau

DUNG D|CH DUNG CHO DA BAU

Scaporis

Thanh phdn

Caicipotriol —_— e mg
Tidupcwim@__ 109
Chi dinh

0 ngut tnading thinh: Scapors nén duc dp dung
chea cl wi tri i il ] sl Lin mi ngaby {skng wd
A5 wh U 23 i PG i & iing wo v B clin
b e, Lidh 4 B kg qua 60m tudn.

o heale herm e da o et Caleipatriol, ving S
Caicipotriol hing tulin khing wst qus Smg.
Thi gian sl duneg thudc theo chi dink cia bac &,
thuting khéng gud 27 tubn.

& binh nhdn sy gasy thiln: Bénk nhin b swy gan
ok suy thin ning Khing nin didu & blag
Calcipatriol.

€3t i thhank sk ik (chudk 18 1) Khdeg
gl khvich 5 tng cho tné ik 18 Tuh do i
G ) b o b i i

Chéing chi dinh. Cdc théng tin khdc :
i o trong 10 hung dis ul dung.

Tiéu chudn :

Tibu chwulin co 3

Bdo qudn:

R quades & o e, bt 30 kg quad J0°C. trikehy
inh sding.

SBK/REGN"

D4 xa tim tay cia tré em. |
Dockj hudng din sif dung trusde mm |

S st b
COMG TY 0 PHAN DUTIC
Bfa chi B - Sic Som - Hib Wil - Vidt Nam
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CONGTY C6 PHAN DUQC PHAM VCP

2.Nhén lo 30ml

MAU NHAN DANG KY
SCAPORIS

R‘ﬂm&k&m

e

DUNG DI|CH DUNG CHO DA PAU

Scapons

Piéu tri vay nén da dc‘iu

30ml

GM? -WHO Thanh phan: M&i 1ml dung dich:

Calcipotriol 0,05 mg
Ta dugc visa du 1,09
Chi dinh. Chéng chi dinh. Céc théng tin khac:

Xin doc trong t& hudng dén sir dung.

Céch dung va liéu ding:

0 ngudi truding thanh: Scaporis nén dugc ap dung cho céc vi tri can diéu
tri hai ldn moi ngay (sang va t6i) va mét xa nhe nhang va ky lugng vao vi
tri can diéu tri. Liéu t&i da khéng qua 60ml/ tuan.

Néu dung dich thudc dugc st dung ciing véi thudc m& hoac kem bbi da
6 chua Calcipotriol, tdng liéu Calcipotriol hang tudn khéng vugt quéa
5mg.

Thai gian st dung thudc theo chi dinh cda béc si, thuéing khéng qua 22
tudn,

@ bénh nhan suy gan/ than: Bénh nhan bi suy gan hoac suy than nang
Khéng nén diéu trj bang Calcipotriol.

tré em va thanh thiéu nién (dudi 18 tugi): Khong khuyén khich sirdung

cho tré dudi 18 tudi do thiéu cac dir liéu vé hiéu qua va an toan. @ o
Bao quan: Bio quan & nai kh, nhiét do khéng qué 30°C, tranh anh sing. _¥o i
Tiéu chudn: TCCS. _g, =
SDK /REG.N°: = S

Dé xa tim tay ciia tré em. = g

Boc ky huéng dén sir dung trudc khi diing. ‘-;_"__ 2
THUGC DUNG NGOAI g ;3
San xuat tai: CONG TY €6 PHAN DUGC PHAM vCP =
Bia chi: Thanh Xuan - Sé¢ Son - Ha Néi - Viét Nam =
- “u-"

o
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CONG TY CO PHAN DUQC PHAM VCP

3. Nhan hép 50ml

suodeds

Nnya va OHD 9NNA HOla %

HPRENS IS
ey By Aebn

MAU NHAN DANG KY
SCAPORIS

drug

SOLUTION FOR SCALP

Treatment of scalp psoriasis

Scaporis

GMP - WHO

SOLUTION FOR SCALF

Scaporis

Ingredients
Calcipotricl..... .._._..__._.__._Mm‘
Esciplents g4 TS e I 7
Indication
Scaport

e O

Dasage - Administration

twice dally (roming and eeening) and rassaged
gently ar thamughly Intc the affecied ana The

I this solution i used together with cream or
‘cuntrment contamning cakipotriol. the total weekdy
dose of calcipotriol shouid not seceed 5§ mg.
Duration. of treatment shoukd be decided by the
|pihysician, but should normally not be for longer
than 22 wewhks.
Renalrhepatic impairment: Patients with known
severe senal of lwer impainment. should not be

iﬂm‘cﬂm

DUNG D|CH DUNG CHO DA PAU

Scaporis

Diéu tri vay nén da dau

GMP - WHO

DUNG DICH DUNG CHO DA DAU

Scaporis

Thanh phdn

Catcipotr 5 mg
Tiducwradd 10g

Chi dinh

Dung dich Scaposs st dueg 66 diéu tr b vy

Cdch ding - Liéu ding:
G nguis trudng think: Scapons nén BuUDE 4p dyung

cho e i tri cln didu ) hal Lin mii ngiy (sang v
150} wh e b g wil b Wi wao ) b cin
mnmahmmmum

N e B

s o kem bl da o8 chis Calcipotrol g v
Cakeipotriol hing tusin khing Wit qud Smg.
Thai gian ull dung thudc theo chi dinh cla bic s
thutng khang qus 73 tudn.

& bbruh i sy gan thie: finih il bi sy gan
hode sy thin ndng Khing nén didu 1 hing
Calcipatriol

& tré e vk thians thisfs nién dusi 18 tudix: Khang

v khich s dhang cho Eré chui 18 tudi do thidu
e ol b el hisbu quad v an todn

Chdng chi djnh. Cde théng tin khdc :
in 8oc trong iy hudng din s dyng.

Tiéu chudn :

Tié chisn co 58

Bda qudn:

ks quedn & nasl khdh, nhit 6 khing qusd 30°C trénh
i sding.

SOK /REG.N°:

D4 xa thm tay clia tré em,
Boc ki hutng diin si dung trudc khi ding.
k. e VNG

Sdn wult tak
Mww
Bia chi: Tha :Son - Ha NG - Vidt Nam

DS ?‘wn 7/;3 %mq
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CONGTY €O PHAN DUGC PHAM VCP

MAU NHAN BANG KY
SCAPORIS
4. Nhan lo 50ml
: . Thanh phén: M&i 1ml dung dich: a
.-R(muscudun A Calc?po:’rioln —— 0,05 mg
Ta dugc vira du 1,09

DUNG D|CH DUNG CHO DA BAU

Chi dinh. Chéng chi dinh. Cac thong tin khac :

‘ — Xin doc trong t& huéng dan st dung.
| ‘ a 0 r ’ S Cach diing va liéu dung:
- O ngudi trudng thanh: Scaporis nén dugc 4p dung cho cac vi tri can diéu

tri hai lan moi ngay (sang va t6i) va mét xa nhe nhang va kj luéng vao vi
tri can diéu tri. Liéu t8i da khéng qua 60ml/ tudn.
Néu dung dich thuéc dugc sif dung cling vdi thuéc mé hoic kem boi da

Piéu tri vy nén da ddau <6 chua Calcipotriol, téng liéu Calcipotriol hang tuan khéng vuot qué

5mg.

Thai gian stf dung thudc theo chi dinh cda bac si, thuéng khéng qua 22
tudn,

@ bénh nhan suy gan/ than: Bénh nhan bi suy gan hodc suy than nang
Khéng nén diéu tri bang Calcipotriol.

O tré em va thanh thiéu nién (dudi 18 tudi): Khéng khuyén khich st dung
cho tré dudi 18 tudi do thiéu cac dit liéu vé hiéu qua va an toan,

@
Bdo quén: Bao quan & noi khé, nhiét d6 khéng qué 30°C, tranh 4nh sang. o
Tiéu chudn: TCCS. _g.‘
SDK/REG.N°: =
Dé xa tim tay clia tré em. 5‘
Poc ki hudng dan sif dung truédce khi diing. w
THUGC DUNG NGOAI

San xudt tai: CONG TY €6 PHAN DUQC PHAM VCP
Dia chi: Thanh Xuan - S6c San - Ha Nbi - Viét Nam

50ml —

\_
- Ngey

47082020
I" C CONGT

YIE
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CONGTY cO PHAN DUQC PHAM VCP

5.Nhan hép 60ml

aepdaion

SN YIRENE 05
gty |

suodeds

G V3 OHO ONNA HOIG ONNG ‘

MAU NHAN DANG KY
SCAPORIS

Prescription drug

SOLUTION FOR SCALP

- Scaporis
'_ RALCIPOTROL 0.005% WA

Treatment of scalp psoriasis

e

s

GMP - WHO }

"4

- 4
SOLUTION FOR SCALP

Scaporis

ingredients

R R e T T
1.0g

Indication

Dosage - Administration

twice dally (moming and everengl ard massaged
gertly and thomughly o the alected areaThe

¥ this solution i used together with cream of
ointment containing cakipetriol, the total weekly
dorse of calcipotriol should not exceed 5 mg.
Duration of treatment should be decided by the
physician, but should normatly not be for longer
than 72 weeks.

Chiidren and adohricents |under 18 years of age):
Scaporis sohstion & not recommended for use in
children and sdoleicents below 18 years due 1o &
\sck of data on salety and efficacy.

o o " ey

Floase read enciosed leafiet
Specifications
Manufactuner's

Storage

0. cool diy place, not sbove 30°C, protect from
light.

Keep out of the reach of children.
Read carefully the instruction before use
TOPICAL SOLUTION - DO NOT SWALLOW

Manufactured by:

IM“M GMP - WHO

DUNG DICH DUNG CHO DA PAU

Scporis

Diéu tri vay nén da déu

—
DUNG DICH DUNG CHO DA BAU

Scaporis

Thanh phdn
Culcipotriol . _00Smg
UL T T — | - -}
Chidinh

i thiing thutng th nhe b W rén da .
Cdch diing - Liéu ding:

& niguis trutng think: Scapors rdn Suoe i dung
chia che vl tri cBin dhéu ) b Llin mdi gty [3dng vh

1651 v bt xa b nhing wh ki hitg v i tri cin
ibu trf. Lids e dia khing quid S0mil/ tudn
thude

i hage kern b da 6 chisa Caleipotrial, tng éu
Calcipatriol hing tudn khing vt qui Smg.

Thvo gian 51 dyneg thudic theo chi dinh clia bic &,
huting khéng qus 22 tudn

O bbb nhan suy gan/ thir: Bénh nhan bj sy gan
habc sy thin ndng Kndng nén dku i bing

Cakipotricl
@ tri v thanh thisu mién (dudh 18 tudil: Khineg

b ol s o i s e an e,
Chéing chi dinh. Cdc théng tin khdc :
i ioe trong té handng din s dyng.

Tiéu chudn :

Tibu chuslin co' 58

Bdo qudn:

Bdo quin & ot kha, nhiét 46 khang quil 10°C. trnh
anh sing.

SDK/REG.N°:

B xa thm tay cia tré em,
Doc ky huong din sif dyung truisc khi ding.
DUNG DICH DUNG NGOAL - KHONG BUDC UONG

Sin xulit tal: X
CONG TY OO PHAN
Din chi: - 5de Som - Hi NI - Vigt Nam

1AM POC
’ R
22 Ol
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https://trungtamthuoc.com/

CONGTY €O PHAN DUQC PHAM VCP

MAU NHAN DANG KY

SCAPORIS
6. Nhan lo 60ml
" — Thanh phén: M3i 1ml dung dich:
ﬁm&k‘&m GMP - WHO Calcipotriol 0,05 mg
Ta dugc vira dd 1.0g

DUNG D|CH DUNG CHO DA BAU

Scaporis

ALCIPOTI ),005%(KL/TTY
Dieu tri vdy nén da dau

Chi dinh. Chéng chi dinh. Cac théng tin khac :

Xin doc trong t& hudng dan sir dung.

Cach diing va liéu dung:

@ ngudsi truding thanh: Scaporis nén dugc 4p dung cho cac vi tri can diéu
tri hai lan méi ngay (sang va t6i) va mat xa nhe nhang va ky ludng vao vi
tri can diéu tri. Liéu t&i da khdng qua 60ml/ tuin.

Néu dung dich thudc dugc sif dung cling vdi thuéc mé hoac kem boi da
c6 chia Calcipotriol, téng liéu Calcipotriol hang tudn khéng vugt qua
5mg.

Thai gian sif dung thudc theo chi dinh clia bac si, thudng khéng qua 22
tuan.

@ bénh nhan suy gan/ than: Bénh nhan bi suy gan hoac suy thin nang
Khéng nén diéu tri bang Calcipotriol.

0 tré em va thanh thigu nién (dudi 18 tudi): Khang khuyén khich st dung
cho tré dudi 18 tudi do thiéu cac dix liéu vé hiéu qua va an toan.

Bao quan: Bao quan & nai khd, nhiét dd khéng qua 30°C, tranh anh séng.

Tiéu chuan: TCCS.
SPK/REG.N°:
Pé xa tim tay ciia tré em.
Poc ky huéng din sif dung trudce khi ding.
THUGC DUNG NGOAI
San xuét tai: CONG TY C6 PHAN DUQGC PHAM vCP
Bia chi: Thanh Xuan - S6¢ Son - Ha Néi - Viét Nam

SXIMfq.date

ay

Ng

SX/Batch.N°

SoL6
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CONGTY CO PHAN DUGC PHAM VCP

7.Nhan hép 90ml

aepdaiod
NSNS 9195
g By e

oSLOdEIS

MAU NHAN DANG KY
SCAPORIS

h NY@ ¥a OHO 9NNA HOIa eya
i GMP - WHO

Scaporis

Al

Treatment of scalp psoriasis

- 4

SOLUTION FOR SCALP

Scaporis

Ingredients

L T T
Excpientsqs 100
Indication

of Agars)

Dosage - Administration

twige dadly dmarming and evening) and massaged
gently and thomughly into the affected ans.The

¥ this sobution &5 used together with cream or

physician, bul should nosmally rot be for langer
than 12 weeki.
Renalhepatic impalrment: Patients with known
severe renal or liver impakement should not be
treated with cakcipotriol

Children and adolescents (under 18 years of age}
Scaporks sohution 15 not recommended for use in
children and adolescents beiow 18 years due to &
Lack of data on safety ard effcacy.

G

Please read enclosed leaflet
Specifications

Marwfacturer’s

Storage
In a cool dry place, not abowe 30°C, protect from
lught.

Keep out of the reach of children.
Read carefully the instruction before use
TOMCAL SOLUTION - DO NOT SWALLOW

Manufactured by:

DUNG DICH DUNG CHO DA BAU

Scaporis

Piéu tri vay nén da déu

DUNG D|CH DUNG CHO DA BAU

Scaporis

Thanh phdn
Cakeipotri D05 Mg
T 109

Chi dinh

Dung dich nq 1 b by
e thémg thutng thé nine én vit trkn da diu.

Cdch ding - Liéu ding:
€ nguii trung think: Scaports nin dute 4 tung
€ho ce vi tri cin did trj hai M i gy (sing v
i) wh it s e g i ki futing vio i i clin
b i, L 156 s g i S0 b,
g L wih thudc
m hobe kem bl da e cheda Cakipotriod, teg i
Caleipatriol hing tulin khéng vuigt qui Smg.
Thih gien 3 dyng thusc theo chi Sink cis bic 5,
Thuiing kivdng gu 27 tudin.
b s sary g’ Shin: B nibdi b siy gan
hoje sy this abng Khing nén déu ) bing
Cakotriol
e v thank thidu nide (cut 18 ) Khing
. il

e 080w v hidu qub v an toin

Chéng chi dinh. Cde théng tin khdc :
Xin dgc trong 16 hudng din w dung,

Tiéu chudn :

Théu chaslin co sy

Bdo qudn:

Bic guiin & kha, nhibe 8 khdng aub 30°C, trinh
inh sing.

SOK/REG.N°:

“CONG Ty

4 xa thm tay cia tré em.
Boc kj hudng din sir dung trude khi ding.

5/09/2020
DOCCONGTYL,
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CONG TY €6 PHAN DUQC PHAM VCP

MAU NHAN DANG KY
SCAPORIS
8. Nhan lo 90ml
3 Thanh phén: M&i 1ml dung dich:
‘m““‘m T CalIc'i.lp'::t;‘r'i.:'aI'II b i 0,05 mg
| T4 duoc vira du 1,09

Scaporis

CALC

Piéu tri vay nén da dau

90mi

Chi dinh. Chéng chi dinh. Cac théng tin khac:

Xin doc trong t& huéng dén str dung.

Cach diing va liéu ding:

O ngudi trudng thanh: Scaporis nén duoc ap dung cho cac vi tri can diéu
tri hai 1dn moi ngay (sang va téi) va mét xa nhe nhang va ky luéng vao vi
tri cdn diéu trj. Liéu t6i da khéng qua 60ml/ tudn.

Néu dung dich thudc dugc sir dung ciing véi thudc ma hodc kem béi da
6 chia Calcipotriol, tong liéu Calcipotriol hang tudn khéng vugt qua
5mg.

Thai gian sif dung thudce theo chi dinh clia bac si, thudng khéng qua 22
tudn.

O bénh nhan suy gan/ than: Bénh nhan bi suy gan hoac suy than nang
Khéng nén diéu tri bang Calcipotriol.

@ tré em va thanh thiéu nién (dudi 18 tudi): Khong khuyén khich st dung
cho tré dudi 18 tudi do thiéu cac di liéu vé hiéu qua va an toan.

Bdo qudn: Bio quan & nai khé, nhiét dé khéng qua 30°C, tranh énh sang.

Tiéu chudn: TCCS.
SDK / REG.NC ;
Dé xa tim tay clia tré em.
Poc ki huéng din sir dung trude khi ding.
THUGC DUNG NGOAI

San xudt tai: CONG TY €6 PHAN DUQC PHAM VCP
Bia chi:Thanh Xuan - S6c Son - Ha Néi - Viét Nam

_‘,:-;-E'-'

—

0L0SX/Batch.\°:

o)
]
=
[
)
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CONGTY CO PHAN DUQC PHAM VCP

9. Nhan hop 100ml

T aEptaigy
NN 05
B

suodeos

MAU NHAN DANG KY
SCAPORIS

Nya ¥a OHD ©NNA HOIg sya
.ww-dw Sy
SOLUTION FOR SCALP

Scaporis

Treatment of scalp psoriasis

SOLUTION FOR SCALP

Scaporis

Ingredients
Calcponol______ 208 mg
Excipientiqs 105
Indication

Dosage - Administration

twice cladly imoming and eveningl and massaged
gently and thomughly into the aflected s The

W s solution i used together with cream or
oinirment contasning calopotriol the total weeidy
dose of cak ipotrol should not exceed $ mg.
Duration of testment should be decided by the
physician, but shoukd noemally not be for longes
than 12 weeks.

Renalmepatic Impairment. Patents with kncwn
severe senal or lver emparment should not be
treated math Cakopotnol

Children and adolescents (under 18 pean of agel
Scaporh sokution s not recommended for use in
children and adokescents below 18 peen due 1o 4
I-:infﬂlnmlﬁ*rﬂ‘(_&_’

C P

Please read enciowsd ieatiet

Specifications

Manufacturers

Storage

In & cool dry place, not sbowe 30°C, protect from
light.

Keep out of the reach of children.

miﬂ'u-t:’m-wumm
Manufactured by

fm‘“m GMP - WHO

DUNG DICH DUNG CHO DA PAU

Scaporis
pLCrPoTROL 0.005% KL

Piéu tri vay nén da déu

DUNG DICH DONG CHO DA AU

Scaporis

Thanh phdn

—  Otmy
T e visa 109
Chi dinh

n pr— re

e théng thumeg the riwe 36 wisa e dis s

Cdch ding - Liéu ding:

01 iguin truting thael: Scaports rin St #p dung
cha e wi i clin iy tri hai lin medi ngdy [sng v
181} vit bt wa g nhiing v kf hiting vio i tri ciin
b el Lt 165l ke il B0mL tun

) hdc haeen boi da oo chada Calcipotriol, iing lidu
Cakipotrol harg tude khang v qus Smg.

This gian i dng thudc thee chi @inh oo bl 5,
hung khdng qui 27 hudn.

3 binh e sy gan/ thiin: Bénh nhin bi sy gan
ok Wy thin niag Khéng nén iy tr| bing

Calcipatriol
3 ok e b thaesh hik rebn iduh 18 tudil Khang

. o s o s ik hde

Chéing chi dinh. Cdc théng tin khdc ;

1o o trong 1 g dile wl dung.

Tiéu chudn :
Tiéw chudn cor st
Bdo qudn:

Bk il s b, it ) kchaibrg Guad 3°C, Brdenhy
nh ang.

SOK /REG.N:

O xa thm tay cia tré em.
Doc ky huting din sir dung trude khi ding.

os ZFrén Yon ‘Z‘%my

Sin kit v |
CONG TY CO PHAN -
» chi: HANGI Vi Nam
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https://trungtamthuoc.com/

CONGTY €6 PHAN DUGQC PHAM VCP

MAU NHAN BANG KY
SCAPORIS

10.Nhan lo 100ml

GMP - WHO Thanh phl_l'l: Mbi 1ml dung dich: |

Calcipotriol 0,05 mg |
Ta dugc vira du 1,09

| PUMSDICH OONG CHODA AU Chi dinh. Chéng chi dinh. Céc thong tin khac :

Xin doc trong t& huéng dan sif dung.
‘ a Or’S Céach dung va liéu ding:
@ ngudi trudng thanh: Scaporis nén dugc ap dung cho cac vi tri cén diéu

tri hai 1an méi ngay (sang va t6i) va mat xa nhe nhang va ky ludng vao vi
tri can diéu tri. Liéu t6i da khéng qua 60ml/ tudn.

g Py - h Néu dung dich thubc dugc sir dung ciing véi thudc mé hodc kem boi da
, Dieu tri vay nén da dau ¢6 chia Calcipotriol, téng liéu Calcipotriol hang tudn khéng vuot quéa
5mg.

Thai gian st dung thudc theo chi dinh cta bac si, thudng khéng qua 22
tudn.

d bénh nhan suy gan/ than: Bénh nhén bi suy gan hoac suy than ning
Khéng nén diéu tri bang Calcipotriol.

0 tré em va thanh thiéu nién (dudi 18 tudi): Khéng khuyén khich sit dung

cho tré dudi 18 tudi do thiéu cac di liéu vé hiéu qua va an toan. s -
Bao quan: Bio quan & noi khé, nhiét 46 khéng qua 30°C, tranh 4nh sing. ¥o E
Tiéu chudn: TCCS, = B
SK /REG.NC: £ B
Dé xa tdm tay clia tré em. = %
Doc ky huéng dén sir dung truéc khi ding. Ui
THUGC DUNG NGOAI -§ =
San xudt tai: CONG TY €6 PHAN DUQC PHAM vCP j

Dia chi: Thanh Xuan - S6¢ Son - Ha Noi - Viét Nam
7
100ml —

N‘:"l win Van Curng
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CONGTY CO PHAN DUGC PHAM VCP

MAU NHAN DANG KY
SCAPORIS

11.Nhan hép 120ml

1

| e
| NS 1195
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CONGTY €O PHAN DUGC PHAM VCP

MAU NHAN DANG KY
SCAPORIS

12.Nhan lo 120ml

'GMP -WHO Thanh phén: M3i 1mi dung dich:

Calcipotriol 0,05 mg
< " Ta dugc via du 1,09
DUNG DICH DONG CHO DA BAD Chi dinh. Chéng chi dinh. Cac théng tin khac:

Xin doc trong t& hudng dan sir dung.
Scaporis =EEs
0 ngudi trudng thanh: Scaporis nén duoc ap dung cho cac vi tri cin diéu

tri hai Idn moi ngay (sang va téi) va mat xa nhe nhang va ky luéng vao vi

tri can diéu tri. Liéu t6i da khdng qua 60ml/ tudn.

= - '3 2 Néu dung dich thuéc dugc sir dung cling vdi thuéc m& hodc kem boi da
Dieu tri vay nén da dau 6 chua Calcipotriol, téng liéu Calcipotriol hang tudn khéng vugt qua

| 5mag.

' Thai gian sif dung thuéc theo chi dinh clia béc si, thuang khéng qua 22

tudn.

@ bénh nhan suy gan/ than: Bénh nhan bj suy gan hoac suy than ning

Khéng nén diéu trj bang Calcipotriol.

Gtré em va thanh thiéu nién (dudi 18 tusi): Khong khuyén khich sif dung

cho tré dudi 18 tudi do thiéu cac dir liéu vé hiéu qua va an toan. o = )
Bao quan: Bio quan & nai kho, nhiét do khong qua 30°C, tranh dnh séng. fB ==
, Tiéu chusin: TCCS. = 2 o
SDK / REG.N° : =
Dé xa tdm tay clia tré em. §' § =
Poc ky hudng dan sit dung trudc khi ding. 4
THUGC DUNG NGOAI -§ ﬁ
San xuat tai: CONG TY €6 PHAN DUGC PHAM vCP KA

Dia chi : Thanh Xuan - S6¢ San - Ha Nbi - Viét Nam
L | :
120mi — -

-
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Ry — Thubc nay chi ding theo don thubc

SCAPORIS
Poc ki hwéng din sir dung trude khi dung
Pé xa tim tay tré em
Thong bdo ngay cho béc s§ hoiic dwoe sy nhirng tic dung khong mong mubn gip phai
trong qué trinh sir dung thude.

1. THANH PHAN, HAM LUOQNG: Cho 1ml dung dich ¢6 chira
Calcipotriol : 0,05 mg
Téa duoc (Polyoxyl hydrogenated castor oil, Hydroxypropyl methyl cellulose, Natri citrat,
Dinatri edetat, Propylen glycol, Isopropyl alcol, Camphor, Levomenthol, NuGc tinh khiét)
vira du.
2 2. MO TA SAN PHAM
Dung dich trong su6t, khong mau, nhot.
3. CHI PINH
Dung dich Calcipotriol dugce dung dé diéu tri bénh vay nén thong thuong thé nhe dén vira
trén da dau.
4. CACH DUNG - LIEU DUNG
Cach dung:
Thude ding cho da dau
Rira tay trude va sau khi dung thudc.
Nhoé thude 1én vi tri cin diéu tri, mat xa nhe nhang cho dén khi khong con nhin thay thude
ntra.
Liéu ding:
* (J ngudi trudng thanh: SCAPORIS nén duge ap dung cho cac vi tri can diéu trj hai lan
. mdi ngay (sang va t6i). Liéu tdi da khong qua 60ml/ tuan.
Néu dung dich thuéc dugc st dung cung véi thubc md hodc kem bdi da c6 chira
Calcipotriol, tong liéu Calcipotriol hang tudn khong vuot qua Smg.
Thai gian sir dung thude theo chi dinh cia bac si, thuong khong qua 22 tuan.
* (3 tré em: Khong khuyén khich sir dung cho tré dudi 18 tudi do thiéu céc dir liéu vé higu
qua va an toan.
* () bénh nhén suy gan than: Khong nén sir dung thudc trén déi tugng nay
5. CHONG CHI PINH
Khong sir dung thude cho:
Nhitng ngudi qué man véi Calcipotriol hodc bat ky thanh phén nao cia thude.
Ngudi suy gan, thin ning.
Ngudi ting calci huyét.
Ngudi ¢6 rdi loan chuyén hoa calci hojc dang diéu tri véi céc thude lam ting ndng do calci
huyét.
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6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Anh huéng dén chuyén hoa canxi:

- Tang calci huyét c6 thé xay ra néu st dung vuot qua lidu tdi da hang tuan.

- Can thén trong khi st dung trén céc bénh nhan mic céc thé vay nén khac vi hdi chimg ting

calci huyét da dugc canh bao ¢ nhirg bénh nhan méc vay nén dang mun mi toan thin hoic

vay nén hong ban toan than.

- Viéc tuén tha lidu diéu trj gitp giam t6i thiéu nguy co ting calci huyét.

Phan (mg bét 1¢i cuc bd:

- Thudc chi sir dung cho da dau. Khong sir dung cho viung da mit. Rira sach tay sau khi sir

dung thudc. Khéng dé thude tiép xic voi mang nhay hodc mit. Vo tinh dé thubc tiép xuc

véi mit can rira ngay du6i dong nuée sach, theo doi va dén co s& y té néu c6 bat ky diu

hiéu bét thudong nao.

Tiép xiic véi tia cyc tim:

- Trong qua trinh sir dung véi thube nén tranh tiép xic qua nhidu véi anh sang tu nhién hodc
. nhan tao. Chi nén sir dung Calcipotriol tai chd véi liéu phap UV khi thét sy cin thiét va can

nhic lgi ich vuot trdi so voi nguy co.

- Bénh nhén bi suy gan, thin nang khéng nén sir dung thudc nay.

- Thanh phim thude ¢6 chira Propylen glycol c6 thé gay kich tmg da khi sir dung.

Bénh nhan nhi:

Hiéu qua va an toan lau dai ctia san pham trén bénh nhi chua dugc thiét 1ap, khéng khuyén

céo sir dung thude cho dbi twong nay.

7. SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

* Kha nang sinh san: Khong c6 dit liéu vé anh huong cua thude dén kha ndng sinh san cua

nguoi.

* Sir dung cho phu nir ¢6 thai:

Tinh an toan cua viéc str dung Calcipotriol trén ngudi bénh mang thai chua dugc thiét 1ap.

Cac nghién ciru trén dong vét thi nghiém cho théy ¢6 ddc tinh sinh san khi sir dyung
. Calcipotriol bing dudng udng. Calcipotriol dung ngoai da c6 thé hp thu toan than mét cach

han ché nhung sy thay d6i ndng d¢ calci ndi méi c6 thé khong xay ra.

Nén tréanh sir dung thude cho phu nir mang thai.

* Sur dung cho phu nir dang cho con bi:

Chua biét liéu Calcipotriol c6 bai tiét vao sira me hay khong.

Viée str dung ngén han trén cic viing da nhé dy kién sé khong din dén sy hép thu toan than

va duge dy dodn khong anh huéng dén tré dang ba sira me. Trong nhing diéu kién nay,

calcipotriol ¢6 thé dugc sir dung trong thai gian cho con bu. Calcipotriol khong nén sir dung

cho v trong khi cho con bu.

Déi véi diéu tri kéo dai va / hodc diéu tri trén cic bé mat 16n bfmg calcipotriol, khéng nén

cho con bu.

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

Thude khong anh huéng hofic ¢6 anh huéng khong déng ké dén kha nng l4i xe va van hanh

may moc.
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9. TUONG TAC, TUONG KY CUA THUOC?
Sir dung dong thoi Calcipotriol véi cac san pham vitamin D toan than, bd sung canxi hodc
céc tac nhian khac cé thé lam ting ndng do canxi trong huyét thanh nhu thudc loi tiéu
thiazide, oestrogen, steroid ting dong héa va hormone tuyén can giap hodc twong tu
hormone tuyén cin giap c6 thé lam ting nguy co ting calci mau dang ké trén 1am sang.
Khéng c6 kinh nghiém trong viéc phdi hop diéu tri Calcipotriol véi cac thube tri vay nén
khac sir dung ngoai da & cuing mét vi tri trong cung thoi diém.
10. TAC DUNG KHONG MONG MUON CUA THUOC (ADR):
Dua trén dir liéu lam sang, khoang 25% sé bénh nhéan diéu tri véi Calcipotriol ¢ thé gip
phai mot s6 phan (mg khong mong muén.
Céc phan (g khéng mong mudn dugc béo cio thuong xuyén nhét trong qua trinh diéu tri la
cac phan tng kich img trén da, nhu ngtra va tréc da.
Phan (rng toan than (ting calci mau va ting calci ni¢u) da dugce bao cao. Nguy co xay ra cac
phan (g nhu vy ting 1én néu vuot qué tong liéu khuyén céo.
. Mot s6 tac dung khong mong mudn duge théng ké:
Nhiém tring va nhiém ky sinh tring:
it gip (1/1000 <ADR < 1/100): Viém nang long
Roi logn mién dich:
Rét hiém gip (ADR < 1/10000): Phan {mg qua man, bao gdm phu mat hodc quanh bung,
phu mach.
Réi logn chuyén héa va dinh dwing:
Rt hiém gip (ADR < 1/10000): Ting calci huyét
Réi logn da va mé duwéi da:
Thuong gép (1/100 <ADR < 1/10): Kich tng da, ngira, cam giac néng rat trén da, phan (g
gay bong rdp, lam tram trong hon tinh trang bénh, viém da (liép Xuc), troc da.
it gap (1/1000 <ADR < 1/100): Cham, da kh, phét ban (bao gbm ban do, ban sin, ban dang
. soi, ndt sdn va mun mu)
Rét hiém gip (ADR < 1/10000): Mé day, phu da, viém da do tiét ba nhon, phan tmg nhay
cam anh sang.
Réi loan thin va tiét niéu:
Rét hiém gip (ADR < 1/10000): Tang calci niéu
Rbi loan toan than va tai vi tri diung thubc:
Thuong gip (1/100 <ADR < 1/10): Pau tai vi tri diéu trj
it gap (1/1000 <ADR < 1/100): Thay dbi sic t6 tai vi tri diéu tri
11. QUA LIEU VA CACH XU TRi?
Sir dung qua lidu Calcipotriol c6 thé 1am ting ndng dd calci huyét va calci nigu véi céc triéu
chimg 1am sang: Chan @n, budn non, non, tdo bén, ha huyét ap, rdi loan chirc ning nhéan
thirc, thor 0, trdm cam, c6 thé rdi loan chirc nang than va hon mé.
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Truong hop qué liéu, nghi ngd qua lidu cén ngirng thude. Nong do calei huyét nhanh choéng
phuc héi sau khi ngimg thuée. Tuy nhién van cin theo doi va c6 céc xir Iy cén thiét néu qua
lidu kéo dai

V6 tinh nudt phai thude cé thé gay kich img manh duong tiéu hoa va doc tinh toan than can
dén ngay co sd y té dé theo doi.

10. PAC TINH DUQC LUC HQC:

Nhom dugc ly: Thube diéu tri vay nén sir dung tai chd

Ma ATC: DOSAX02

Calcipotriol 12 mdt chit twong ty vitamin D, dir liéu nghién ctru in vitro cho th:'iy
Calcipotriol gay sy biét hoa va trc ché ting sinh simg. Pdy ciing chinh 13 co ché tac dong
ctia Calcipotriol trén bénh vay nén.

Qué trinh diéu tri véi Calcipotriol s& c6 cac bién dbi trén da duge quan sat thiy trong
khoang 2 — 4 tudn diéu tri., ban diu 1a qué trinh bong da, simg; tiép dén la sy tham nhiém;
cudi cing 1a ban d6. Hiéu qua t6i da thuong dat dugce sau 6 tudn sir dung thude.

@ 11 PAC TINH DUQC PONG HQC:

Khéng ¢6 dir liéu vé viéc hip thu cia Calcipotriol sau khi sir dung dung dich ding cho da
dau. .

Dit liéu tr mdt nghién ciru duy nhat trén 5 bénh nhan vay nén diéu tri véi thudc md
Calcipotriol (str dung thudc c6 dénh diu phong xa tritium — *H) cho thdy c¢6 duéi 1% lidu
dung dugc hp thu. Tuy nhién, tong ndng do *H tim lai sau 96 gio vao khoang tir 6,7 —
32,6%.

12. DU LIEU AN TOAN TIEN LAM SANG:

Tac dung cua Calcipotriol trén chuyén héa calci thip hon khoang 100 Ian so véi vitamin D3
noi sinh.

M0t nghién ciru gdy ung thu da trén chudt cho thiy khong c6 méi nguy hiém dic biét nao
néu sir dung cho nguoi.

. CaIcipolric:nl cho théy d(_:‘fc tinh & me va bao thai v&i dong vit thi nghiém la chudt va tho k}}i
sir dung bang dudong uong vai lieu twong tng 54 pg/kg/ngay va 12 pg /kg/ngay. Cac bat
thudng cua bao thai va dong vat so sinh quan sat lhfly & liéu ¢6 doc tinh cua dong vat me
bao gém sy cot hoa khong hoan chinh, ting ti 1¢ ¢t hoa phin xwong suon. Y nghia cua téc
dong trén nguoi la chua ro.

Trong mdt nghién ctru khéc trén chudt bach it/khéng c6 16ng lién tuc tiép xtc véi tia UV va
diéu tri bing Calcipotriol bi tai chd trong 40 tudn vai lidu twong tmg 9, 30, 90 pg/m*/ngay
(twong dwong 0,25; 0,84 va 2,5 lan lidu tdi da duge khuyén nghi hang ngay cho mot ngudi
16n 60 kg, giam thoi gian can thiét tiép xic voi birc xa UV dé gay ra sur hinh thanh khéi u da
(chi c6 y nghia thong ké & nam gidi). Cho thiy ring Calcipotriol lam ting cudng hiéu qua
clia tia UV dé gay ra cac khdi u trén da. Sy lién quan 1am sang ciia cac phat hién nay chua
dugc xac dinh.

13. QUI CACH DPONG GOI:

Hop 01 19 30 ml va 01 t& huéng dan sir dung, tit ca trong mot hop trung gian.
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Hop 01 1o 50 ml va 01 t& huéng dan sir dung, tit ca trong mot hop trung gian.
Hop 01 1o 60 ml va 01 t& huéng din sir dung, tit ca trong mot hdp trung gian.
Hop 01 19 90 ml va 01 t& huéng dan sir dung, tat ca trong mot hp trung gian.
Hop 01 1o 100 ml va 01 to huéng dén sir dung, tit ca trong mot hp trung gian.
Hop 01 1o 120 ml va 01 t& huéng dén st dung, tat ca trong mot hop trung gian.
14. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:
- Bao quan: Bao quan & noi kho, nhiét do khong qua 30°C, tranh anh séng.
- Han dung: 24 thang ké tir ngdy san xudt. Sau khi m& nap, thude khong sir dung qua 3
thang.
- Tiéu chuén chét lugng cua thude: Tiéu chuin co so.
15. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Company
. Thanh Xuan - Soc Son - Ha N§i — Viét Nam

TONG GIAM POC
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