LPD Title: Tixocortol pivalate
Country": Vietnam; LPD date. 13 Dec 2012
Reference CDS: version 2.0; Reference CDS Date: 03 Dec 2012

PIVALONE*

CANH BAO PAC BIET:

Khéng dung quéa liéu dd dwoc chi dinh

Poc k§ hwdng dan st dung tredc khi ding

Hay tham khao y kién béac sy dé cé thém thong tin

Hay théng bao cho bac sy néu xay ra bat ky tdc dung phu nao
Khoéng s dung thudc da qua han

Pé xa tam tay tré em

1. TEN SAN PHAM
Hén dich xit midi PIVALONE 1%

2. THANH PHAN DINH LUONG VA DINH TINH
Tixocortol pivalate 1 %.

3. DANG BAO CHE
H6n dich xit mii

4, PDAC TINH LAM SANG

4.1. Chi dinh diéu tri
Cac bénh viém va di ’ng & vang mdi hong: viém mii di ¥ng, viém mii sudghuyét cép va
man tinh, viém mii van mach.

4.2 Liéu dung va phuong phap s dung
L&c chai thudc trede khi st dung. Xit 1-2 1an vao moi bén mdii, 2-4 1an mot ngay.

Hudng dan st dung:

1) Lac manh chai thu6c trudc moi lan s
dung. M&’nép bao veé.

2) Xit tht 4 dén 5 phéat trvdc lan xit dau
tién va trong qua trinh diéu tri.

3) Dat dau xit theo phuong thdng ding
vao mii va dn manh vao van. Boéng lai
nip bao vé sau moi lan st dung.

Chu y: Phai tuan tha theo céac budc. Dirng bao gid ¢d gang stra lai dau xit.

4.3, Chéng chi dinh
- Tién st di &ng v&i thude

Pivalonel%-PI Viét Trangl /3



LPD Title: Tixocortol pivalate
Country: Vietnam; LPD date: 13 Dec 2012
Reference CDS: version 2.0; Reference CDS Date: 03 Dec 2012

4.4

4.5

4.6

4.7

4.8

4.9

4.10

- Chay mau cam.
- Xudt hién nhiém ndm hodc vi rat trong qua trinh diéu tri va c6 biéu hién bdi nhiém nang
tai chd.

Canh bao va than trong dac biét khi sir dung

Dung thu6c sau khi da xi mdi hoac lam sach miii.

Trong truting hop cé cac diu hiéu nhiém khu&n toan than, can can nhéc diéu tri bang mot
khang sinh toan than.

Twong tac voi cac thudée khac va cac dang tuwong tac khéac
Khong c6 bao cao vé twvong tac thube voi tixocortol.

Kha ndang sinh san, phu n c6 thai va thoi ky cho con bu

VE nguyén tic chung, ban luén nén hoi y kién béac sT hodc dwoc sTcla ban trede khi dung
bat ky loai thu6c nao néu dang cé thai hodc trong thoi ky cho con bu.

Theo nghién clru vé doc tinh 1én kha nang sinh sdn sy & chudt cong cho thdy, tixocortol
khong c6 anh hwéng dén kha nang sinh san va khéng gay quéi thai. Doc tinh dén/sy phat
trién trwdc khi sinh bao gom rdi ro say thai tdng nhe sau khi bam phoi va giam troyig lwvong
cla thai nhi. Khong cé tac dung c6 hai dén sy phat trién sau khi sinh. /

Chi duoc st dung thubc nay trong thoi ky mang thai va cho con bl sau kH”aflh gia than
trong ty & gitra lgi ich cho ba me va nguy hiém cho thai nhi.

Anh hudng trén kha nang lai xe va van hanh may maéc
Thudc nay khéng lam giam kha ndng lai xe hodc st dung may méc.

Tac dung khéng mong mudn

Hé @ quan Tan s6 chwa duoc biét (khoéng thé duw
doan tir s6 liéu hién co)

R6i loan hé mién dich Man cam *

Roi loan da va mo ducri da Phu mach*

RGi loan hd hap, 16ng nguc va trung that Khé niém mac mii *
Pau mii t

ROi loan chung va tai noi dung thuéc Phu mat *

* Cac phan (ng nay sé mdat khi ngung diéu tri.
t Co6 thé xuat hién khi bédt dau digu trj.

Qua liéu
Khéng c6 truong hop qué liéu tixocortol nao dugc biét dén.

Lam dung va phu thudc thuéc
Tixocortol khéng c6 kha nang gay lam dung hodc phu thubc thudc.
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S , v%>

CAC PAC TINH DUQC LY HOC

Cac dac tinh duoc lvc hoc:

Corticosteroid tac dung tai chd: chéng di *ng, khang viém.

Tixocortol pivalate la mot corticosteroid khong c6 bat ky tdc dung toan than nao. Thu6c cé

tac dung tai chd cla cac corticosteroid lién quan nhwng khdng c6 bat Ky tac dung nao ngoai

tdc dung tai noi dung thudc.
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LPD Title: Tixocortol pivalate
Country: Vietnam; LPD date: 13 Dec 2012
Reference CDS. version 2.0; Reference CDS Date: 03 Dec 2012
Xit 130 Ian ligu diéu tri mdi ngay & ngudi khong dan toi bat ky tac
dung toan than nao cla glucocorticoid.
P1VALONE 1%- hdn dich xit miii duvoc hdp thu thong qua cac té bao biéu mo tiét nhay &
niém mac mii b&i nhu dong cuta cac pili bé mét té bao.

5.2 Cac dac tinh dwoc dong hoc
Cac nghién clu tién hanh trén déng vat va ngudi cho thay tixocortol pivalate chuyén hoéa
cwc nhanh, diéu nay giai thich cho thudc khdéng cé cac tac déng toan than .
Tixocortol pivalate dugc hdp thu t6t qua dudng udng; tuy nhién, ngay cd khi ubng 1
lvgng 16n (2 g), chi cé cac chat chuyén héa khong c6 hoat tinh, khdng cé tac dung
glucocorticoid duwgc tim thdy trong tuan hoan. Diéu nay la do téc do phan hdy rdt nhanh
cla tixocortol pivalate, chi yéu & gan.

5.3 D lieu an toan tién lam sang:
Nghién ctru doc tinh chung & chudt cong va cac dong vat linh truéng khdng phai con nguoi
dd khong xac dinh bat ky méi nguy co dac biét nao.
Tixocortol khdéng gay dat doan nhiém sic thé trong céc té bao lympho & ngudi va khong c6
dap Gng trong th& nghiém nhan sinh sdn in vivo & chudt. Khd ndng gay ung thu cla
tixocortol chwa dwoc danh gia.

6. CAC PAC TINH DUQC HOC

6.2 Tuwongky
Khdng c¢6 tvong ky.

6.3 Thoi han st dung
36 thang ké tlr ngay san xuét.

6.4. Than trong dac biét khi bdo quan
Bao quan dudi 30°C.

6.5. Tinh chdt va dung lvgng cla bao bi déng goi
Hop 1lo xit bang nhra 10 mL.

Tiéu chudn thu6c thanh phi
Nha san xudt: FARMEA, 10
*Thuwong hiéu d&d dang ky.

PHO CcUC TRUONG
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Bo Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY buocC Poc lap - Tu do - Hanh phuc

SOA/N5/QLD-BDK Ha Noi, ngay¢ 1) thangy)//nam 2015
V/v thay doéi huéng dan st dung

Kinh gtri: Pfizer (Thailand) Ltd..
Bia chi: United Center Building, Floor 36, 37, 38 and 42, 323 Silom
Road, Silom, Bangrak, Bangkok 10500, Thailand.

Tiép theo cong van sd 13493/QLD-BK ngay 22/07/2015 cta Cuc Quan ly
Duoc, xét don dé nghi ndp ngay 03/09/2015 va cac tai liéu bd sung cé lién quan
clia cong ty (sO tiép nhan 566/BSTONN) vé viéc thay dbéi hudng dan st dung
ddi voi thude nwdc ngoai da duot cdp sd dang ky lvu hanh,

Can cl Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cla Bd Y t& Quy
dinh viéc dang ky thudc, Thong tv s 04/2008/TT-BYT ngay 12/05/2008 cuia B
Y té v& Huéng dan ghi nhan thuéc,

Can clt bién ban thdm dinh ho so thay doi/ bd sung, Cuc Quan ly Dugc co
y kién nhu sau:

Pong y dé cong ty duoc thay d6i hwong dan st dung d6i véi thudc
Pivalone 1%, s6 dang ky: VN-18042-14.

Bang so sanh ndi dung thay d6i clia to hwdng dan st dung duoc dong dau
xac nhan cta Cuc Quéan ly Duoc va dinh kém theo cbng van nay.

Ngoai ndi dung duwoc thay doi trén, tat cA cac ndi dung khac gilr nguyén
nhw hé so dang ky thuéc lwu tai Cuc Quén ly Dugrc.

Cong ty dang ky, nha san xuat phai chiu trach nhiém vé chat lugng doi voi
thu6c lwu hanh trén thi tredng, ndi dung ghi trén nhan thuéce, quy dinh vé s¢ hiru
tri tué lién quan dén nhan hiéu hang hoa clia thudc va cé trach nhiém théng bao
st thay doi nay dén cac co quan hén quan va khach hang.

Sau 03 thang ké tlr ngay ky cong van nay, cong ty khong duoc nhap khau
thudc trén voi to hwdng dan st dung cii clia thudc.

Cuc Quan ly Duoc thdng bao dé cong ty biét va thuc hién ding cac quy
dinh cla Viét Nam vé luvu hanh thudc./.

Noi nhan: 'CUC TRUONG

- Nhu trén; RUONG
- Lvu: VT, DKT (BH).

NguyéiyViét Hung



32— BAN TOM TAT THAY BOI TRONG TO HUONG DAN st DUNG CUA THUS$fc

30"V TE

cuc QUAN LY DUOC PIVALONE! 1% (SDK: \/N-18642-14) St s
DA PHE DUYET 14 huone pan su DUNG c TO HUONG DAN SU DUNG MOL
TD/BS ngay .A¢Sthan 1, Ainam J 0 | (phan loai bé dwoc gach ngang) (Ph&n thém vao/ thay d6i dwoc danh ddu vangK
(theo cong van .TM 2X/QLD-DK) PIVALONE PIVALONE
Rx
CANH BAO PAC BIET: CANH BAO PAC BIET:
Thudc nay chi dung theo don cla bac sT
Khong dung qua liéu dd dwoc chi dinh Khéng dung qua lieu da duogc chi dinh
DPoc k§ hwdng dan s dung trede khi dung DPoc k§ hudng dan st dung trede khi ding
Hay tham khao y kién bac sy dé c6 thém théng tin Hay tham khao y kién bac sy dé c6 thém thong tin
Héay thong béo cho bac sy néu xay ra bat ky tdc dung phu nao Hay théng bdo cho bac sy néu xay ra bat ky tdc dung khéng mong
mudn nao
Khong st dung thu6c da quéa han Khong st dung thudc da qua han dung
DEé xa tam tay tré em Dé xa tam tay tré em
2. THANH PHAN BINH LUONG VA DINH TINH 2. THANH PHAN DINH LUONG VA DINH TINH

1 i 0,
Tixocortol pivalate 1 9%. Tixocortol pivalate 1% (0,Ig/10ml)

3. DANG BAO CHE 3. DANG BAO CHE
H&n dich xit mii Hon dich xit mi tixocortol pivalate 1% _3X
4.2 Liéu dung va phuvong phap st dung 4.2 Liéu dung va phuwoiig phap st dung



2) Xit thtr 4 dén 5 phat trwéc 1an xit dau tién
va trong qua trinh diéu tri.

ChG y: Phai tuan tha theo cac bwdc. BPing bao gid c6 gang sira
lai dau xit.

4.4

4.5

4.6
ba

Canh béao va than trong dac biét khi st dung
Dung thudc sau khi da xi mi hodc lam sach mii.
Trong treong hop c6 cac ddu hiéu nhiém khuén toan

than, can can nhic diéu tri bang mot khang sinh toan
than.

Tuwong tac voi cac thude khac va cac dang twong tac khac

Khong cé bao cado vé tworng tac thube voi tixocortol.

Kh& nang sinh san, phu nir cé thai va thoi ky cho con

Vé nguyén tdc chung, ban luén nén hoi y kién bac sT hodc

2) Xit thtr 4 dén 5 lan trwdc lan xit dau tién
va trong qua trinh diéu tri.

Cha y: Phai tuan tha theo cac budc. Pirng bao gio ¢6 gang lam
bién d6i dau xit.

4.4

4.5

4.6

Canh bao va than trong dac biét khi st dung
Dung thudc sau khi da xi mdi hodc lam sach mdi.

Trong trudng hop c6 cac ddu hiéu nhiém khuén toan than,
can can nhic diéu tri bang mot khang sinh toan than.

D4 c6 nhitng tredng hop bi tich m& ngoai mang clng, héc
vOng mac trung tdm thanh dich va bénh u té bao wa crom
c6 lién quan dén viéc st dung corticosteroid toan than.
Viéc st dung lau dai thu6c corticosteroid duéi dang hit
hodc dang bdi co6 thé ciing lién quan dén nhirng tac dong
toan than co thé xay ra nay.

Tuwong tac voi cac thube khac va cac dang twong tac khéac

Khong cé bdo cdo nao vé tucmg tac thudec vai tixocortol.

a.,

Anh hudng dén kha nang sinh san, phu ni c6 thai va

thoi ky cho con bl

VE nguyén tdc chung, ban luén nén hoi y kién bac si hodc

»



4.7

4.8

dwoc sT cla ban trwéc khi dung bat ky loai thudéc nao néu
dang-eé thai hoac trong thoi ky cho con bu.

Theo nghién cttu vé doc tinh Ién kha ndang sinh san -sy &
chudt cong cho thay, tixocortol khéng c6 anh hudng dén
kha ndng sinh san va khong gay quai thai. Boc tinh dén
s phat trién trwedc khi sinh bao gom rai ro say thai ting
nhe sau khi bdm phéi va gidm trong lvong cla thai nhi.
Khéng cé tac dung c6 hai dén sy phat trién sau khi sinh.
Chi dugc st dung thubéc nay trong thoi ky mang thai va
cho con ba sau khi danh gia than trong t*4é gitra loi ich
cho ba me va nguy hiém-eho thai nhi.

Anh huwéng trén kha nang lai xe va van hanh may
mac
Thu6c nay khdng lam gidm kha nang lai xe hodc st dung

may méc.

Tac dung khéng mong mudn

Hé GQJquan Tan s0 chwa dwoc biét
(khéng thé dy doan tir sb
liéu hién co)

R6i loan hé mién dich Man cam *

R&i loan da va md duwdi Phu mach*

da

R6i loan ho hép, ldng
nguwc va trung that

R6i loan chung va tai
noi dung thudc

Khé niém mac mdi *
Pau mii t
Phu mat *

* Cac phan (rng nay sé mat khi nguwng diéu tri.
t C6 thé xudt hién khi bat dau diéu tri.

4.7

4.8

dugc sT clha ban trwédc khi dung bat ky loai thudéc nao néu

dang mang thai hodc trong thoi ky cho con ba.

Trong mot nghién ctu vé doc tinh 1én khd ndng sinh san &
chudt cdng, tixocortol khong c6 anh hudng dén kha nang
sinh sdn va khong gdy quai thai. Boc tinh trén sy phat trién
trudc khi sinh bao gom rui ro sy thai tdng nhe sau khi bam
phéi va gidm trong lugng cla thai nhi. Khéng c6 tac dung

c6 hai dén sy phat trién sau khi sinh.

Chi dwoc st dung thudc nay trong thei ky mang thai va cho
con bl sau khi can nhéc than trong gitra lgi ich cho ba me

va nguy co véi thai nhi.
Anh huéng trén kha nang lai xe va van hanh may moéc

Thudc nay khoéng lam anh hwdng dén kha nang lai xe hodc
van hanh may moéc.

Tac dung khdng mong mudn

Béang cac tac dung khéng mong muén

Hé co quan Tan s6 chwa dwogc biét
(khéng thé du doan tlr so
liu hién cd)

R&i loan hé mién dich Man cam *

R6i loan da va mé duwdi Phu mach*

da

R6i loan h6 hép, long
nguwc va trung that

R6i loan chung va tai
noi dung thuéc

* Cac phan (ng nay sé mat khi ngirng diéu tri.
t Co6 thé xudt hién khi bat dau diéu tri.

Khod niém mac mii *
Pau mii t
Phu mat *

Qk



5.2

5.3

CAC PAC TINH DUQC LY HOC 5.
Cac dac tinh duwoc lyc hoc: 5.1
Corticosteroid tac dung tai chd: chéng di rng, khang

Viém.

Tixocortol pivalate 1a mot corticosteroid khong c6 bat ky

tac dung toan than nao. Thudc cé tac dung tai chd cla cac
corticosteroid lién quan nhwng khdng c6 bat ky tac dung

nao ngoai tdc dung tai noi dung thubc.

Xit 130 Ian ligu diéu tri mdi ngay & ngudi khong dan t6i

bdt ky tdc dung toan than nao cla glucocorticoid.

PIVALONE 1%- hon dich xit miii dwgc hdp thu thong

dong cda céac pili bé mat-te-baor

Céc dac tinh dwoc dong hoc 5.2
Céac nghién clu tién hanh trén dong vat va nguoi cho
thdy tixocortol pivalate chuyén hoéa cuwc nhanh, diéu nay

gidi thich cho thu6c khéng c6 cac tdc déng toan than.
Tixocortol pivalate dwoc hdp thu tdt qua dwong udng; tuy
nhién, ngay ca khi uéng 1 lvgng 1&n (2-g), chi c6 cac chat
chuyén hoéa khdong c6 hoat tinh, khong cé tac dung
glucocorticoid dwoc tim thdy trong tuadn hoan. Biéu nay

la do toc do phan hdy rat nhanh cla tixocortol pivalate,

chd yéu & gan.

D@ lieu an toan tién lam sang: 5.3
Nghién ctu doc tinh chung & chudt céng va cac dong vat

linh tredng khong phai con nguoi éa khong xac dinh bat

ky mdi nguy co dac biét nao.

Tixocortol khéng gay dirt doan nhiém séc thé trong cac té

bao lympho & nguwoi va khéng cé dap (ng trong thi
nghiém nhan sinh san in vivo & chudt. Kha nang gay ung

thw cla tixocortol chuva dugc danh gia.

CAC PAC TINH DUQC LY HOC
Cac dac tinh duogc luc hoc:
Corticosteroid tac dung tai chd: chéng di tng, khang viém.

Tixocortol pivalat la mot corticosteroid khéng cé bat ky tac
dung toan than nao. Thudc co6 tac dung tai chd cla céac
corticosteroid lién quan nhung khéng cé bat ky tac dung
nao ngoai tac dung tai noi dung thuéec.

Xit 130 1an liéu diéu tri moi ngay & nguwoi khong dan toi
bat ky tdc dung toan than nao cuta glucocorticoid.
PIVALONE 1% hdn dich xit mi khong lam can tr& viéc
lam kho thoang niém mac mii qua co ché van ddng cla cac
vi nhung mao trén bé mat niém mac

Cac dac tinh dwoc dong hoc

Céac nghién ctu tién hanh trén dong vat va nguoi cho thay
tixocortol pivalat chuyén hoéa cuwc nhanh, diéu nay giai
thich cho viéc thudc khdng cé céac tdc dong toan than.
Tixocortol pivalat dugc hdp thu t6t qua dwong ubng; tuy
nhién, ngay ca khi uéng 1 lvgng I6n (2g), chi c6 cac chat
chuyén héa khong cé hoat tinh, khéng c6 tic dung cla
glucocorticoid dugc tim thdy trong tudn hoan. Diéu nay la
do t6c d6 phan hdy rdat nhanh cla tixocortol pivalat, chu
yéu & gan.

D@ liéu an toan tién lam sang:

Nghién ctu doc tinh chung & chudt cong va cac dong vat
linh trudng khdng phai con nguwoi khéng xac dinh thdy bat
ky moi nguy co dac biét nao.

Tixocortol khéng gay dit doan nhiém sic thé trong cac té
bao lympho & nguti va khéng cé dap &ng trong tht nghiém”
in vivo nhan nhd & chudét. Kha nang gay ung thu cla
tixocortol chua dugc danh gia.



CAC PAC TINH DUQC HOC

Danh muc ta duoc

Cetylpyridinium chlorid, alcol benzyl, natri chlorid, natri
dihydrogen phosphat dihydrat, dung dich natri hydroxid,
nwéc cat vira du 100 g.

Nha san xuat: FARMEA, 10 rue Bouche-Thomas-49007
Angers Cedex 01-France
*Thuwongmiéu-éa-eang- ky7

6.
6.2

CAC PDAC TINH DUQC HOC

Danh muc ta duoc

Cetylpyridin chlorid, alcol benzyl, natri chlorid, natri
dihydro phosphat dihydrat, dung dich natri hydroxid, nwéc
cdt

Nha san xuat: FARMEA, 10 rue Bouche-Thomas-49007
Angers Cedex 01- Phap

LPD date: Jul 21, 2014
Reference CDS date: Aug 26, 2013

K ns»



B@YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DuQC Déc lap - Ty do - Hanh phuc

sO /MNP /QLD-BK Ha Noi, ngay/ith thango nam 2016
V/v thay d6i n6i dung
to huéng dan s dung

Kinh gti: Pfizer (Thailand) Ltd..
Bia chi: United Center Building, Floor 36, 37, 38 ,323 Shorn
Road, Shorn, Bangrak, Bangkok 10500, Thailand.

Tiép theo cong van s6 7033/QLD-BK ngay 05/05/2016 clia Cuc Quan ly
Duoc, xét do'n dé nghi ndp ngay 13/5/2016 va cac tai liéu bd sung co lién quan
clia cong ty (s6 tiép nhan 293/BSTONN) Ve viéc thay déi ndi dung t& huéng dan
str dung ddi véi thube nwéc ngoai da dwoc cap so dang ky lvu hanh,

Can ctr Thong tw s 44/2014/TT-BYT ngay 25/11/2014 cla BO Y t€ Quy
dinh viéc dang ky thu6c, Thong tv s6 06/2016/TT-BYT ngay 08/3/2016 cuia BO
Y té vé Quy dinh ghi nhan thudc,

Can clr bién ban tham dinh hd so thay doi/ bo sung, Cuc Quéan ly Duogc ¢
y kién nhu sau:

Pong y dé cong ty duoc thay déi ndi dung t0' hwong dan st dung ddi voi
thu6c Pivalone 1%, s6 dang ky: VN-18042-14.

Bang so sanh ndi dung thay ddi clia t& hwéng dan st dung dwoc dong ddu
xac nhan ctia Cuc Quan ly Duoc.

Ngoai ndi dung duo'c thay dbi trén, tat cd cac ndi dung khac gilr nguyén
nhu ho so dang ky thu6c lvu tai Cuc Quéan ly Dugc.

Cong ty dang ky, nha san xuat phai chiu trach nhiém vé chat lwong doi
voi sO thubec dang lwu hanh trén thi tredng, ndi dung ghi trén nhan thudc, quy
dinh vé& s& hiru tri tué lién quan dén nhan hiéu hang hoa cla thudc va cé trach
nhiém thong bao sw thay déi nay dén cac co quan lién quan va khach hang.

Sau 03 thang ké tir ngay ky cong van nay, cong ty khéng duoc nhap khau
thudc trén vai ndi dung cii d4 thay di cla td hwong dan st dung.

Cuc Quan ly Duwoc thdng bao dé cong ty biét va thuc hién ding cac quy
dinh cla Viét Nam vé lvu hanh thu6c./.

Neoi nhan:
- Nhuw trén;
- Lwu: VT, BKT (T).



7 VAN PHONGY £\

2 . < ~ . . < . . DAI DIEN
BAN TOM TAT THAY BOI TRONG TO HUONG DAN st DUNG CUA THUOC PIVALONE V TAI THANH PmMI-)I
_ (SDKivN=t8042-14) >\ HOCHi MNH/E
-BO _
TO HUONG DAN SUDUNGcit cuc QUANM LY DUQc  TO HUONG DAN SU DUNG MOI [HAI
oI
(phan loai bd dwgc gach ngang) X 2 ~ __ (Phan thém vao/ thay déi dvgc danh dau vang)
DA PHE DUYET
LPD date: 21 Jul, 2014 : LPD date: 07 Dec, 2015
Reference CDS date: 26 Aug, 2013 /20 N98Yd Tt Han it am (252 erence CDS date: 30 Oct, 2015
PIVALONE (theo cing VenJi /QLD-DK7 PIVALONE
J. DANG BAO CHE J. DANG BAO CHE B6 sung mo ta
Hon dich xit mi tixocortol pivalate 1% Hon dich xit mi tixocortol pivalate 1% (lo xit m{i 10 ml) chi tiét quy céch
déng goi

4.6 Anh huéng dén kha nang sinh san, phu nit c6 thai va 4.6 Anh hudng dén kha nang sinh san, phu nit ¢ thai va thoi ky MO ta  hién
thoi ky cho con ba cho con bu tvong gay quai

thai trong mot

Trong mot nghién ctru vé doc tinh 1én kha nang sinh san & chudt Trong mdt nghién ctu vé doc tinh Ién khd ndng sinh san & chudt cong, nghién cun trén
cdng, tixocortol khéng c6 anh hudng dén kha nang sinh san va tixocortol khéng cd anh hudng dén kha nang sinh san va khong gay quai thd, giai thich ly
khong gay quai thai. Doc tinh trén SITphat trién trudc khi sinh bao  thai, mdc du dd cé hién twong gay quai thai trong mot nghién ctu trén thd do  phai  cén

gdm rli-ro sdy thai tdng nhe sau khi bdm phdi va gidm trong (xem muc 5.3). nhic lgi ich -
luong cda thai nhi. Khdong cé tdc dung cé hai dén su phat trién nguy co trudc
sau khi sinh: khi si dung trén

Chi dwoc st dung thudc nay trong thoi ky mang thai va cho con Vi cac nghién ctru vé sinh san trén ngudi khoéng dwoc thic hién day di véi  phu  nlr  mang
ba sau khi can nhéc than trong gila lgi ich cho ba me va nguy co  tixocortol, nén chi dugc st dung thudc nay trong thoi ky mang thai va cho thai

V@i thai nhi. con bu sau khi da danh gia can trong ty 1é lgi ich-nguy GO ddi véi me va thai
nhi/tré.
4.8 Téac dung khéng mong mudn 4.8 Téac dung khdéng mong muén B6 sung tac
dung khong
Bang cac tac dung khéng mong mudn Bang cac tac dung khéng mong muén mong mudn
“chdy mau
Hé quan Tan—s6—chuwa—dugc—biét cam”. B0 sung

(khéng thé dy doan tir so tan sudt cla cac



lieu hién co)
Rdi loan hé mién dich Man cam *
ROi loan da va mo dwdi da Phu-mach *

ROi loan hd hap, 1€ng nguwc va  Kho niém mac mii *

tr-tmg-that
Pau mii t

ROi loan chung va tai noi dung Phu mdt *
thu6c

VG UL ung tray 3C lirax Ml ugttiig Uicu L L.
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5. CAC BDAC TINH DUQC LY HOC
5.1 Céc dac tinh duoc lwc hoc

Tixocortol pivalat la mot corticosteroid khéng cé bat ky tac dung
toan than nao. Thudc c6 tac dung tai chd cla cac corticosteroid
lién quan nhung khong c6 bat ky tac dung nao ngoai tac dung tai
noi dung thudc.

5.2 Céc dac tinh dwoc dong hoc

Cac nghién cox: tién hanh trén dong vat va nguoi cho thay

tixocortol pivalat chuyén hda cuc nhanh, diéu nay giai thich cho

viéc thudc khong co cac tac dong toan than.

Tixocortol pivalat dwgc hdp thu t6t qua dwong ubng; tuy nhién,

ngay ca khi udng 1 lugng 16n (2g), chi cd cac chat chuyén hoa

khong c6 hoat tinh, khéng c6 tdc dung cla glucocorticoid dugc

tim thdy trong tuan hoan. Diéu nay la do téc do phan huy rét

nhanh cla tixocortol pivalat, chd yéu & gan. 4C

da

RGi Phu
loan mat*
chung

va

tinh

trang

tai

noi

dung

thudc

* Céc phan (*ng nay mat khi ngwng diéu tri.

1C6 thé xay ra khi bat dau diéu tri.

CAC PAC TINH DUQOC LY HOC
5.1 Céac dac tinh duwoc lwc hoc

Tixocortol pivalate c6 tdc dung tai chd cla cac corticosteroid lién quan
nhwng khéng c6 hoat tinh corticosteroid dang ké ngoai tac dung tai noi
dung thudc & nguoi.

5.2  Cac dac tinh dugc dong hoc

Cac nghién can tién hanh trén dong vat va nguti cho thdy tixocortol
pivalate chuyén héa cuc nhanh, diéu nay giai thich cho viéc thuéc khong co
céc tac dong toan than dang ké clia corticosteroid & nguoi.

Tixocortol pivalate duoc hdp thu tét qua dudng udng; tuy nhién, ngay ca
khi uéng 1 lvong 16n (2g), chi cd cac chét chuyén hoa khong cé hoat tinh,
khéng c6 tac dung cla glucocorticoid dugc tim thdy trong tuan hoan. Diéu
nay la do téc do phan hdy rat nhanh cla tixocortol pivalate, chl yéu & gan.

Viét lai cau, sra
chinh ta

Viét lai cau, sra
chinh ta



5.3 D@ liéu an toan tién lam sang

... Kha ndng-gay ung thu cla tixocortol ch-ua dwgc danh gia.

LPD date: M21,2014
Reference CDS date: Aug 26. 2013

5.3 D@ liéu an toan tién lam sang

Trong mdt nghién ctru v& ddc tinh 1én kha nang sinh san va phat trién &
chudt cong khi dung dudng udng, thuéc khéng anh hudng dén kha nang
sinh san. Dac tinh Ién su phat trién tién san bao gom tang nhe ty I& bi say
thai sau khi tring da lam t6, gidm can nang thai nhi, va tixocortol khéng gay
quai thai. Khéng c6 tac dung bat lgi I&n su phat trién sau khi sinh.

Trong mot nghién cin v& su phat trién cla phoi thai-thai nhi, tixocortol
pivalate dugc cho dung hang ngay qua 6ng cho an & thd mang thai trong
thoi gian thai ky vao ngay 6 dén 18 voi lidu lén dén 360 mg/kg/ngay. O lidu
>120 mg/kg/ngay, la mic quan sat thdy doc tinh Ién con me, c6 su giam céan
nang thai nhi va tang ty 1é cac di tat 16n (ndo Ung thiy, h& ham éch va di tat
khung xuong). Quan sat thay hién tugng say thai sau khi tring da lam t6, so
con trong mot Ika it hon va bat thuong khung xuong khi dung liéu 360
mg/kg/ngay. Tinh trén co s& don vi mg/kg, cac lieu dugc cho dung trong
nghién ctu nay vuot cao hon nhiéu so voi liu diung & ngudi st dung dang
bao ché xit tai chd.

... Tixocortol khéng cho thdy bét ky kha nang gay ung thu nao trong cac
nghién cln cho dung qua 6ng cho an trong 2 ndm & chudt cong & liéu Ién
dén 250 mg/kg/ngay va chudt nhat & liéu 1én dén 100 mg/kg/ngay.

LPD date: December 07, 2015
Reference CDS date: October 30, 2015

B0 sung nghién
ctru trén thd,
chudt nhat va
chudt cong





